®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

®enepanbHblil 3aKoH oT 12 anpena 2010 r. N 61-®3 "O0 oOpaleHnn 1eKapCcTBEHHBIX CpeIcTB" (¢
W3MEHEHHUSAMH U JJOTIOJHEHHUSIMN)

C u3MeHeHHSIMH H JOIMOJITHCHUSAMM OT:

27 nrons, 11 oxtsa0pst, 29 Hos0ps 2010 1., 6 nexadbps 2011 r., 25 urons, 25 nexadps 2012 r., 2 urons, 25 Hosiops 2013
r., 12 mapta, 22 okTs10ps, 22 nekadbps 2014 r., 8 mapta, 29 urons, 13 utomns, 14, 29 nexadbps 2015 r., 2 uroHs, 3 UL
2016 t., 29 wuroins, 28 nexadbps 2017 r., 4 urons, 28 Hos10pst, 27 nexadps 2018 r., 6 uroHs, 26 wrons, 2 aBrycra, 27
nekabps 2019 r., 26 mapra, 1, 3 anpens, 13 urons, 8, 22 nexadbpst 2020 r., 11 utons, 2 urons, 30 gekadbps 2021 r., 8§, 26
Mapra, 14 urois, 20 okTsi0pst, S, 19 mexadps 2022 r.

IIpunsar I'ocynapcreennoii lymoii 24 mapra 2010 roga
Onoopen Coserom ®enepanun 31 mapra 2010 roxa
TAPAHT:

CwMm. KOMMCHTApHHU K HACTOAILLIEMY d)ez[epam,HOMy 3aKOHY

T'naBa 1. O01ue moJ1osKeHu st

Cratssa 1. [Ipenmer perynupoBanus Hactosuiero denepaabHOro 3aKkoHa

Wndopmarys 06 n3MEHEHHSAX:

Deodepanvrvim s3akonom om 6 Oexaops 2011 2. N 409-®P3 6 uacme 1 cmamvu 1 nHacmosiueco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CIMYNAIOWUe 6 CULY N0 UCMEYeHUU MPuoyamu OHell nocie
OHA 0huyuanrbHO20 0NYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosamuii ®enepanbHblii 3aKOH pEryJupyeT OTHOIICHMS, BO3HHMKAKOIIME B CBA3U C
oOparieHueM - pa3pabOTKOW, MOKIMHUYECKHUMH HCCIEJOBAHUSIMU, KIMHUYECKUMH WCCIICIOBAHUIMU,
JKCIIEPTU30M, TOCYNApCTBEHHOW PETUCTpAlMen, CO CTaHAAPTU3allMEd W C KOHTPOJEM KaudecTBa,
MPOU3BOACTBOM, U3rOTOBJICHUEM, XPAHEHUEM, IEPEBO3KOM, BBO30M B Poccuiickyro denepaiinio, BHIBO30M
u3 Poccuiickonn ®Penepauuu, peKIaMoW, OTIYCKOM, peald3aluei, neperaadyer, NTPUMEHEHUEM,
YHUYTOKEHHUEM JICKAPCTBEHHBIX CPE/ICTB.

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim  3akonom om 25 wuons 2012 2. N93-@3 6 uacmv 2 cmamovu [ nacmosueco
DedepanbHoco 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexem yacmu 6 npeovloyueti pedaKyuu
2. Hacrosmmuii @enepalbHblii  3aKOH  YCTaHAaBJIMBAET IPHOPUTET  T'OCYJApPCTBEHHOIO
perynupoBaHus 0€3011acCHOCTH, KadecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPU UX OOpAIIEHUH.
TAPAHT:

CMm. KoMMeHTapuH K cTaTthe |1 Hacrosniero @eaepanbHOro 3aKkoHa

Crarbs 2. Cdepa npumeHeHus HacTosmero denepaibHOro 3aKoHa
Hacrosimuit @enepanbHblii 3aKOH MPUMEHSIETCSI K OTHOLICHHUSIM, BOSHUKAIOLUIUM IIPU OOpalieHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepanuu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaThC 2 HaCTOAIICTO d)e;[epanbﬁoro 3aKOHa

Crartbs 3. 3aKk0HOIATEHLCTBO 00 00OpaIeHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHomarenbCTBO 00 OOpalleHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIErO
®denepanbHOTO 3aKOHA, APYTUX (eaeparbHbIX 3aKOHOB M HWHBIX HOPMATHBHBIX IIPaBOBBIX aKTOB
Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxonom om 29 urons 2015 2. N 160-@3 cmamwvs 3 nacmosweco PedepaibHoco 3aKoHA
oonoanena ywacmoio 1.1

1.1. 3akoHoaarenscTBO 00 OOpALIEHUH JEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU FOPUIUYECKUX JIUIL
U UHAUBUAYAIbHBIX  [PEANPUHUMATENCH, OCYUIECTBISIOMIUX  JCSITEIIbHOCTh HAa  TEPPUTOPUH
MEXIYHApOJAHOIO MEIULMHCKOrO KjacTepa, MPUMEHSIeTCS C YYeTOM OCOOEHHOCTEH, yCTaHOBJICHHBIX
@enepanbubiM 3akoHOM  "O  MEXIyHapOJHOM MEIUIIMHCKOM KJlacTepe M BHECEHWUM HW3MEHEHUU B
OT/ACJbHBIE 3aKOHOAaTeNbHbIE akThl Poccuiickoit denepanun’.

2. [eiictBue Hacrosimero ®emepanbHOTO 3aKOHA  PACIPOCTpAHSICTCS Ha  OOpaieHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M ICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
OCOOEHHOCTEH, YCTAHOBJIEHHBIX 3aKoHOjaTelbcTBOM Poccuiickolt ®exepanuu 0 HapKOTHUYECKUX
CPEICTBaX, ICUXOTPOITHBIX BEHIECTBAX U 00 UX MpPeKypcopax.

3. JedictBue Hactosimero @eaepalbHOrO 3aKOHA  PaCIpOCTpaHsieTCss Ha  oOpalleHue
panrodapMalleBTUUECKUX  JICKAPCTBEHHBIX CPEACTB C Y4eTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHOaTeIbcTBOM Poccuiickoit denepannu B obacTu oOecrieueHust paguaioHHON 0€30acHOCTH.

4. Ecu MexayHapoJHbIM J0roBopoM Pocculickoin @enepanini yCTaHOBIICHBI HHBIE TIPABUIIA, YEM
T€, KOTOpbIE TPEAYCMOTPEeHBI HacTosmmM @DenepaabHbBIM  3aKOHOM, TPUMEHSIIOTCS  IpaBUia
MEXIYHAPOJAHOTO JI0rOBOpA.

Undopmaris 06 n3MEHEHUAX:

Cmamuws 3 donoanena yacmoio 4.1 ¢ 8 dexkabpsa 2020 e. - @edepanvusiii 3axon om 8 dexkabps 2020 e. N
429-D3

4.1. PemeHuss MEXrocydapCTBEHHBIX OPIraHOB, MPUHATbIE HA OCHOBAHMM  IOJIOKEHUHN
MEXIYHApOAHBIX J0roBopoB Poccuiickoin ®enepanuu B UX UCTOJKOBaHUM, IIPOTHBOpEYAILEM
Konctutynuu Poccuiickoit @enepaunu, He nojyiexar ucnojHeHuto B Poccuiickoit @eneparuu. Takoe
POTHBOPEYHE MOXKET OBITh YCTAHOBJICHO B TIOPS/IKE, ONMPEACICHHOM (elepaTbHbIM KOHCTUTYIIMOHHBIM
3aKOHOM.

5. B Poccniickoit denepanun B COOTBETCTBUU C MEXIYHAapOJIHBIMU JoroBopamu Poccuiickoit
@deneparu W (WIM) HA OCHOBE MPUHLUIA B3aWUMHOCTH TPHU3HAIOTCA pE3YJbTaThl KIMHUYECKHUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEAMIMHCKOIO IPUMEHEHMs, IPOBEACHHBIX 3a
npenenaMu reppuropun Poccuiickon @enepauum.

FAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 3 HaCTOAIICTO CDCI[CpaJ'IbHOFO 3aKOHa

Cratbs 4. OcHOBHBIE IOHATHS, UCTIOJIb3yeMble B HacTosieM deaepaibHOM 3aKOHE

Jlna nenent Hacrosiero denepalbHOTO 3aKOHA MCIIONb3YIOTCS CIEAYIOLUINE OCHOBHBIE TIOHATHS:

1) nexkapcTBeHHBIE CPeICTBA - BEIISCTBA WJIM WX KOMOWHAIMH, BCTYMAIOUIME B KOHTAKT C
OpraHM3MOM YE€JIOBEKa WM >KMBOTHOIO, TMPOHMKAIOUIME B OpraHbl, TKAHM OpPraHW3Ma 4eJIOBEKa WIH
KUBOTHOTO, IMpHUMEHseMble JUIsi NPO(UIAKTUKH, TUATHOCTHKU (32 MCKJIIOYEHHEM BEIEeCTB WU HX
KOMOUWHAIMH, HE KOHTaKTHPYIOUIUX C OPraHU3MOM 4YeJlOBeKa WJIM JKMBOTHOIO), JIEUEHHUs 3a00JeBaHus,
peabunuTaiuu, s COXpaHEHHUs, MPEJOTBPAIICHUs WIM MpephiBaHUs OEpPEeMEHHOCTH U MOJy4YeHHbIE W3
KpPOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAaHEW OpraHU3Ma 4YeJIOBEKa WM KUBOTHOIO, PACTEHUM, MUHEPAJIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEM OHMOJOrMYecKuX TexHosiornid. K jekapcTBEHHBIM cpeacTBaM
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIMU U JIEKapCTBEHHBIE MIPENapaThl;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Oexabpa 2014 2. N 429-®3 nynkm 2 cmamovu 4 Hacmoswe2o
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
2) hapmaneBTHYeCKasi CyOCTAHIMSA - JIEKAPCTBEHHOE CPEICTBO B BHJIE OJHOTO MJIM HECKOIBKHX
obnanaromux (papMakoIOTHUECKON aKTUBHOCTBIO JICUCTBYIOMIMX BEIIECTB BHE 3aBHCHUMOCTH OT MPHUPOJIBI
MPOMCXOXKICHUS, KOTOPOE MpeIHa3HAUCHO ISl TPOM3BOJICTBA, H3TOTOBJICHUS JIGKAPCTBEHHBIX MPENapaToB
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u onpenenseT ux 3pPeKTUBHOCTS;

3) BcmoMorareibHbie BelIeCTBA - BEIIECTBA HEOPraHUYECKOIO HIIM  OPraHHYECKOTO
IPOMCXOXKICHHUS, UCIIOJIb3YEeMbIC B IMPOIIECCE MPOU3BOJICTBA, U3TOTOBJICHHS JICKAPCTBEHHBIX IPEIapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) nekapcTBeHHbIe TpenapaTrbl - JEKApCTBCHHBIE CPEACTBA B BHJC JICKAPCTBCHHBIX (HOPM,
OpPUMEHSEMbIE Ui NPO(PWIAKTUKH, JUArHOCTUKU, JICYCHUsS 3a00JeBaHMs, peaObWIuTaIum, IS
COXPaHCHHS, IPEIOTBPAIIICHHS WU TIPEPhIBAHUS OCPEMEHHOCTH;

5) nexkapcrBeHHasi popMa - COCTOSTHHE JICKApCTBCHHOT'O Mperapara, COOTBETCTBYIOIIEE criocodam
€ro BBEJICHUS U IPUMEHEHUS U 00ECIIEYMBAIOIIEE TOCTIKECHIUE HE00X0IMMOTro JiedeOHOoro 3 dekra;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3akoHa oononnena nynkmom 5.1, ecmynarowum 6 cuny c 1 urons 2015 e.

5.1) pno3mpoBKa - COAEP)KAHHWE OJHOTO WM HECKOJbKMX JICHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXCHUM HA CIWHUILY J03bl, WJIU CIUHUILy O0BheMa, WJIH EIAWHHIY MAacChl B
COOTBETCTBUH C JICKAPCTBEHHOHN (HOpMOii JINOO ISl HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX (DOPM KOJIMUYECTBO
BBICBOOOKIaEMOT0 U3 JISKAPCTBECHHON ()OPMBI ICHCTBYIOIIETO BENIECTBA 3 CIMHUILY BPEMEHH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 13 urona 2020 2. - @eodepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedvloyuyro pedaKyuio
6) mepeueHb :KH3HEHHO HEOOXOAMMBIX W BaKHEHINHX JIEKAPCTBEHHBIX MNPeNapaTroB -
yrBepxkaaeMmsiid IIpaBurensctBom Poccuniickoit @enepanuu nepeyeHs JIGKapCTBEHHBIX MPENapaToB Ul
MEIUIUHCKOr0 IPUMEHEHHUs, 00eCTIeUMBAIOIIUX IPUOPUTETHBIE NOTPEOHOCTH 3/PAaBOOXPAHEHUS B LIEISIX
npOoMIAKTUKA U JICYCHHUS 3a00JI€BaHUH, B TOM YHUCIIE MPEoOIaJaroliuX B CTPYKType 3a00JIeBaeMOCTH B
Poccuiickoit ®eneparuu;

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvrozo
3aKOHa 0onoHeHa nynkmom 6.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
6.1) opdanHbIe JeKapCTBEHHbIE MPeNapaThl - JIEKAPCTBEHHBIC MpENaparhl, MpeIHasHaYeHHbIC
UCKJTFOUUTENIFHO JUI JUArHOCTHKU WM TATOT€HETHYECKOro JIeYeHHs (JICYCHHUs, HANpaBJIEHHOTO Ha
MEXaHU3M pa3BUTHS 3a0051eBaHMs) peKuX (OpdaHHbIX) 3a00JI€BaHMIA;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa 0ononeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 utonsa 2015 2.

6.2) GuoJiornYecKue JieKapCTBEHHbIE NpenaparThl - JIEKapCTBEHHBIE Mpernaparhl, JeHCTBYIOIIEe
BEIIECTBO KOTOPBIX MPOU3BEICHO MM BBIACICHO W3 OHMOJOTMYECKOTO WMCTOYHUKA M JJI ONpeleNeHUs
CBOMCTB U Ka4eCTBa KOTOPHIX HEOOX0MMa KOMOWHAIIHS OUOTOTHIECKUX U (PU3HKO-XUMHUIECKUX METOJIOB.
K Ouonormvecknm JeKapCTBEHHBIM TMpermapaTaM OTHOCSATCS HMMMYHOOHOJIOTHUYECKHE JIEKapCTBEHHBIE
npenaparsl, JEKapCTBEHHBIE MpeTapaThl, TOJYYCHHBIC U3 KPOBH, TUIa3Mbl KPOBH YEJIOBEKA W JKUBOTHBIX
(32 HCKJIIOYEHHWEM  I[eNbHOM  KpPOBH), OHMOTEXHOJOTMYECKHME  JIEKAPCTBEHHBIC  IMpenaparsl,
T€HOTEPANEeBTUYECKHUE JICKAPCTBEHHBIE TIPETapaThl;

Wudopmanust 06 U3MEHEHUIX:

Deodepanvnvim 3axonom om 22 Oexkabpsa 2014 e. N 429-D3 nynkm 7 cmamovu 4 uacmoswezo
DedepanbHo20 3aKOHA U3NONACEH 8 HOBOU pedakyuu, ecmynaroujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nyHkma 6 npeovioyujeli pedakyuu
7) MMMYHOOMOJIOTHYECKHE JieKapCTBEeHHbIe TMpenaparbl - JICKApPCTBEHHBIC MpenapaThl,
npeHa3HaYeHHble JUIsI (OPMHUPOBAHUS AKTUBHOTO WJIM IMACCMBHOIO HMMMYHHTETa JIMOO TUArHOCTHUKU
HaIU4YUs ~ MUMMYHUTETa  WIM  JUArHOCTHKH  CIEUU(UYECKOr0  MPUOOPETEHHOTr0  HM3MEHEHHUS
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuleprusupyromue  BemecTBa. K MMMyHOOMOIOTHYECKUM
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JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS ~ BaKLUMHBI,  AHATOKCUHBI,  TOKCHUHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTeHBbI;

Wndopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 4 nacmoswezo DedepanbHoco
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

7.1) OWMOTeXHOJOTHMYECKUE JIEKAPCTBEHHbIE INpenaparbl - JICKAPCTBEHHBIC IPENaparhl,
MIPOU3BOJICTBO KOTOPBIX OCYLIECTBIIAETCS C UCIOJIb30BAHUEM OMOTEXHOJOTHYECKHX MTPOLIECCOB U METOOB
(8 Tom uncine JHK-pekoMOMHAHTHOW TEXHOJOTHUHU, TEXHOJOTUU KOHTPOJIUPYEMOM IKCIPECCHUU TEHOB,
KOAUPYIOMIUX OMOJOTMYECKH aKTUBHbIE OCNKM B IMPOKApUOTaX M IYKAPHUOTaxX, BKIIOYAs H3MEHEHHBIE
KJIETKY MJICKOITUTAIOIINX ), THOPUIOMHOTO METOJIa K METO0/1a MOHOKJIOHAJILHBIX aHTHUTET;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 4 nacmoswezo DedepanbHoco
3aKOHA 00NoHeHa nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

7.2) reHoTepameBTHYECKHe JIeKAPCTBEHHbIE TNIpenapaTrbl - JICKAPCTBCHHBIC IPEMaparhl,
dapmaiieBTUUYECKass CYOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOW HYKIEMHOBOW KHCIOTOW WM
BKJIIOYaeT B ce0s pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIOTY, ITO3BOJISIIOIIYIO  OCYIIECTBISATH
peryivpoBaHue, perapaluio, 3aMeHy, 100aBJIeHrne WIN yaleHHe TeHETUYECKOM MOCIe10BaTEIbHOCTH;

8) HapkoTHyecKHe JIEKAPCTBEHHbIE CpeACTBAa -  JIGKAPCTBCHHBIC  Mperaparsl U
dapmalieBTUYECKHE CYOCTaHIIMM, COJEpKalllie HApKOTHMUYECKHUE CPEICTBAa M BKIIOYEHHBbIE B [lepeuenn
HApKOTHUYECKUX CPEJCTB, TCUXOTPOMHBIX BEIIECTB M HX MPEKYpCOPOB, MOMJIEKAIIMX KOHTPOJIO B
Poccuiickoit  denepanuu, B COOTBETCTBUM C 3aKOHoJaTenbcTBOM  Poccuiickoii  ®epepanuw,
MEXIAYHApOAHBIMA JoroBopamu Poccuiickorn ®enepanuu, B TOM uucine EauHONM KOHBEHLMEH O
HapKOTHYeCKHX cpenactBax 1961 rona;

9) ncMXOTPONHbIE JIeKAPCTBEHHbIE CPEICTBA - JICKAPCTBEHHBIC MTPEMapaThl U hapMaIieBTHUCCKUE
CyOCTaHIINM, cojAep)Kallue TCHUXOTPOMHBIE BEIIeCTBA W BKIIOUEHHBIE B [lepedeHb HAPKOTHYECKHX
CPEICTB, TICUXOTPONHBIX BEMIECTB W HMX TMPEKypCOpOB, TMOJISKAMMUX KOHTpoito B Poccuiickoit
®denepanny, B COOTBETCTBUM C 3aKOHOJAaTenbCcTBOM Poccuiickoit ®enepanuu, MexayHapOAHBIMU
noroBopamu Poccuiickoit @enepanun, B ToM yrcie Konenimeil 0 ICUXOTPONHBIX BemiecTBax 1971 rona;

10) paaguodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPhIE
cojiepaT B TOTOBOW JJisi MCHOJB30BaHUS (DOpME OJUH PATUOHYKIHMJ WM HECKOJIBKO PaJMOHYKIUIOB
(paanoaKkTUBHBIX U30TOIMOB);

Wndhopmarrust 06 n3MEHEHUSX:

Cmamws 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dexaobps 2019 e.
N 475-@3
10.1) opurMHAJNBHBINA JIEKAPCTBEHHBIN Mpenapar - JEKapCTBEHHBIH MpernapaT ¢ HOBBIM
JICHCTBYIOIIMM BELIECTBOM, KOTOPBIM MEPBBIM 3aperucrpupoBaH B Poccuiickonn ®enepanuy wWin B
MHOCTPAaHHBIX TOCYJapCTBaX Ha OCHOBAHWUU PE3YJIbTATOB JOKIMHUYECKUX HCCIIEAOBAHUM JeKapCTBEHHbIX
CPeACTB M KIIMHUYECKUX HMCCIIEIOBAHHUN JIEKAPCTBEHHBIX IMPENapaToB, MOATBEP)KIAIOIINX €r0 KadecTBo,
3¢ heKTUBHOCTH U 6€30MTaCHOCTS;

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3akon om 27 oexkadps 2019 2. N 475-D3

Cm. npedvloyuyio peoakyuro

11) pedepeHTHBIi JieKAPCTBEHHBI TNpenapaT - JEKAPCTBEHHBIH Ipenapar, KOTOPbIH
UCIIONIB3YETCSl JJIi OLEHKH OMO3KBUBAJICHTHOCTH WJIM TEParneBTHUECKON HSKBUBAJIEHTHOCTH, KadyecTBa,
3 PexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEAECHHOTO JIEKAPCTBEHHOTO MperapaTa Wiu O0H0aHaJIOrOBOTO
(6uomo100HOTO) JIeKapCTBEHHOTO Tpemnapara (Ouoanasora). B kauecTBe pedepeHTHOTO JIeKapCTBEHHOTO
npenapara A MEAMIMHCKOrO NPUMEHEHHS] HCMOJb3yeTCs OpPUTMHAIbHBINA JIeKapCTBEHHBIM mpenapar
1100, ecIi OPUTHHAIIBHBIN JIEKapCTBEHHBIHN MpenapaT He 3aperucTpUpOBaH WIM HE HAXOIUTCA B 000poTe
B Poccuiickoit denepanuu u HE HAXOIUTCSA B 000pOTE€ B MHOCTPAHHBIX TOCY/IapCTBAX, BOCIIPOU3BEICHHBII
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

JIEKapCTBEHHBIN Tpenapar Wik OMoaHaJIOroBbld (OMOMO00HBIN) JIEKapCTBEHHBIN mpernapaT (OuoaHasor),
KOTOpPBIA TMEpBBIM 3apErMCTPUPOBAH M3 yHUCIa Haxondmuxcs B obopore B Poccuiickoit deneparuu,
OMOSKBUBAJIEHTHOCTh HMJIM  TEpameBTUYECKas HSKBUBAJIEHTHOCTb, KadyecTBO, J(P(EKTUBHOCTh W
0€30MacHOCTh KOTOPOTO OLICHUBAIUCH MO OTHOIICHUIO K OPUTHHAIBLHOMY JIEKapCTBEHHOMY IMperapary, a
TaKkKe KauecTBO, d3(PPEKTUBHOCTL M 0E30MACHOCTh KOTOPOTO MOJATBEPKIAIOTCS —pe3yJibTaTaMu
dbapMakoHaa30pa U MPOBEPOK COOTBETCTBHSI JIEKAPCTBEHHBIX CPEICTB, HAXOISANIMXCS B TPAXKITAHCKOM
000poTe, YCTaHOBJICHHBIM TPeOOBaHHSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO IPUMEHEHUS UCIIONIB3YETCs JISKAPCTBEHHBIHN Ipenapar Jyisi BETEpUHAPHOTO
MpUMEHEHUs, 3apeructpupoBaHHblii B Poccuiickoir dexpepaniiu  Ha OCHOBaHUU  PE3YJbTaTOB
JOKJIMHUYECKUX UCCIIEIOBAHUM JICKAPCTBEHHBIX CPEACTB U KIIMHMYECKUX MCCIEJOBAHUMN JIEKAPCTBEHHBIX
[penapaToB, MOATBEPXKIAIOLINX €ro KauyecTBO, 3P(HEKTUBHOCTh U 0€30IaCHOCTH;

Wndopmarius 06 M3MEHEHUSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 2. - @edepanvuviii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio

12) Bocnpou3BeJeHHBIH JIeKAPCTBEHHBIN Npenapar - JIGKApCTBEHHBIH mpemapar s
MEAMIIMHCKOTO TPUMEHEHUS, KOTOPBI HWMEET OSKBUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
Mperapary KayeCTBEHHbIM COCTAB U KOJUYECTBEHHBIM COCTAB JIEUCTBYIOIIUX BEUIECTB B YKBUBAJICHTHOM
JIeKapCcTBEHHON (opme, OO JIeKapCTBEHHBINM Mpenapar A BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIN
UMEeT Takue IKe, YTO U pedepeHTHBIH JEeKapCTBEHHBIM Iperapar, KadeCTBEHHBIH COCTaB U
KOJIMUECTBEHHBIM  COCTaB  JICUCTBYIOUIMX BEHIECTB B  TakOM e  JIeKapcTBeHHOW  ¢opme,
OMOSKBUBAJICHTHOCTh ~ WJIM  TEpaAleBTHUYECKash  HSKBUBAJCHTHOCTh  KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpenapaTy MoITBEPKIeHA COOTBETCTBYIOIMMU HCCIIECAOBAHUIMU;

Undopmaris 06 n3MEHEHUAX:
Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio
12.1) TepameBTHYeCKasi JKBHBAJEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - JOCTHKCHHE
KJIIMHUYECKH COIMOCTaBUMBIX TepaneBTHUecKoro 3¢ dexra u nokazarenei 3pGeKTUBHOCTU U O€30MaCHOCTH
OpY TNPUMEHEHHWU JIEKAPCTBEHHBIX MpenapaTroB A MEIUIMHCKOIO NPUMEHEHUs, HMEIONIMX OHO
MEXIyHApOJHOE HEMaTeHTOBaHHOE (WM XHWMHYECKOe, WM TpPYNIHPOBOYHOE) HAWUMEHOBAaHUE, B
SKBHUBAJEHTHBIX JIO3UPOBKAX IO OJHMM M TEM JK€ IOKa3aHMSIM K NPUMEHEHUIO M INPU OJHUHAKOBOM
croco0e BBEJIEHUS y OJIHOM M TOH K€ IpyMIbl OOJNbHBIX;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmoswezo Dedepanvrozo
3axona oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

12.2) OuoaHayioroBblii (0MOMOMOOHBIN) JIeKApCTBEHHBbI mnpenapatr (OmoaHayior) -
OMOJIOTUYECKHI JIeKapCTBEHHBIN TMpemapaT, CXOXHUH MO0 mapaMerpaMm KadecTBa, 3(PGEKTUBHOCTH H
6e30MacHOCTH C peepeHTHBIM OHMOJIOTUYECKUM JIEKAPCTBEHHBIM MIPENapaToM B TaKOi ke JIeKapCTBEHHOM
dbopMe 1 UMEIOLINI HIASCHTUYHBIH crloco0 BBEACHUS;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 4 nacmosawezo DedepanbHoco
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3aummo3aMeHsieMblil JIEeKAPCTBEHHBIIl Tpemapar - JICKapCTBEHHBI mpenapar ¢
JIOKa3aHHOW  TEPaNeBTUYCCKOW HDKBHBAJCHTHOCTHIO WM OHOIKBHBAJICHTHOCTHIO B  OTHOIICHUU
pedepeHTHOTO JIEKApCTBEHHOTO TMperapara, WMEIIINK SKBHBAJIICGHTHBIE €My KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBIA COCTAB JICHCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOTATEIBHBIX BEIIECTB, JICKAPCTBEHHYIO
dbopMy U criocod BBEACHHUS,

Wudopmanust 00 U3MEHEHUIX:

Cmamows 4 oonoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dexabpa 2019 a.
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N 475-@3

12.4) 0HO’KBHBAJIEHTHOCTHh JIEKAPCTBEHHBIX INPENapaToB - JOCTHXXCHHUE COMOCTaABHUMBIX
MoKa3areseil CKOPOCTH BCACBIBAaHUS, CTEIEHU MOCTYIJICHUS K MECTY JIeWCTBUS U CKOPOCTU BBIBEJACHUS
OJTHOTO WMJIM HECKOJIBKHX 00Janaronmx (hapMaKkoJIOTHYecKOi aKTUBHOCTBIO JEHCTBYIOIIMX BEIIECTB IpPU
NPUMEHEHUU JIGKAPCTBEHHBIX MpEnaparoB s MEIUIUHCKOTO TMPUMEHEHHs, HUMEIOUIMX OJHO
MEXYHapOJHOE HENAaTEHTOBAaHHOE (MM XHUMHYECKOE, WM TpYNIHUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJICHTHBIX JO3UPOBKAX U MPHU OJAMHAKOBOM CIIOCOOE BBEJICHUS;

13) nexapcTBeHHOE PACTUTEIbHOE ChIPbE - CBEXKHE WU BBICYIICHHBIC PACTCHHS JTMO0 UX YaCTH,
UCIIONIb3YEMbIE Ul TPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB OpPraHU3AlMsIMH - TPOU3BOIAUTEISIMU
JIEKaPCTBEHHBIX CPEACTB WJIM M3TOTOBIICHUS JIEKAPCTBEHHBIX IIPENAPATOB alTEYHBIMU OPraHU3aLUsSMU,
BETEPUHAPHBIMU aANTEYHBIMU OPTraHU3alUSIMH, WHAUBUAYAJIbHBIMH TMPEANPUHUMATENIAMUA, HUMEIOIIUMHU
JULEH3UIO Ha (papMalleBTUYECKYIO JIEATEIbHOCTD;

14) nexkapcTBeHHbIl PacTUTEJbHbII Tpenapar - JICKApCTBEHHBIN Mperapat, MPOU3BEICHHbIH
WIM M3TOTOBJIEHHBIM M3 OJHOIO BHUJAA JIEKAPCTBEHHOT'O PACTUTENIBHOTO ChIPbs WJIM HECKOJIBKUX BHUIOB
TaKOT'0 CHIPBS M pean3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (TOTPEOUTEIbCKOI) YyIIaKOBKE;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®3 nynkm 15 cmamovu 4 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedaKkyuu, ecmynatowell ¢ cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
15) romeonaTHYeCKHii JIeKaAPCTBEHHBIN NMPenapar - JICKAPCTBEHHBIH Mpenapar, NpOonu3BeICHHbIN
WIA W3TOTOBJIICHHBIH W3 (apMaleBTUYECKOH CyOCTaHIMM Wi (papMaleBTUYECKUX CyOCTaHIMI B
COOTBETCTBUH C TPeOOBaHMSIMU OOIIMX (papMakONeHHBIX CTaTeil K TOMEONaTHYECKHM JIEKapCTBEHHBIM
npenapataM WM B COOTBETCTBHHM C TpeOOBaHUSMH (apMaKolend CTpaHbl MPOU3BOAUTENS TaKOTO
JIEKapCTBEHHOTO Mpernapara;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 16 cmamvu 4 nacmoswezo
DedepanbHo20 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
16) MeKIyHapoaHOe HENAaTeHTOBAHHOEe HAaHMEHOBAHHE JIEKAPCTBEHHOI0 CpeiACcTBa -
HalIMEHOBaHME JICHCTBYIOIIEro BemiecTBa  (hapMaleBTUUECKOM  CyOCTaHIMM, PEKOMEHJI0BaHHOE
BcemupHo opranusanuei 31paBoOOXpaHEHUs;

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-D3 ¢ nynkm 17 cmamvu 4 nacmoswe2o
DedepanbHoco 3aKOHA 6HeCeHbl uUsMeHeHus, écmynarowue 6 cury ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeit peoaxKyuu
17) ToproBoe HamMeHOBaHHE JIEKAPCTBEHHOI'0 CPEACTBA - HAUMEHOBAHHE JICKAPCTBEHHOI'O
CpEICTBA, TPUCBOCHHOE €ro pa3padoTuMKOM, JepiKaTeleM WU BJIAJEIbIIeM PErucTPaliOHHOTO
yIIOCTOBEPEHHSI JICKAPCTBEHHOTO TIperapara;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

17.1) rpynnupoBoYHOe HAHMEHOBAHHE JIEKAPCTBEHHOr0 TMpenapaTra - HaUMCHOBAaHUEC
JIEKapCTBEHHOTO Mperapara, He MMEIOIIEro MeXIyHapOAHOI0 HENaTeHTOBAHHOTO HAWMEHOBAHUS, WU
KOMOWHAIMH JIEKaPCTBEHHBIX IMPENapaToB, HCIOIb3YeMOE B IEISIX OOBEAMHEHHS WX B TPYIIY TOJ
€/IMHBIM HAaMEHOBAHUEM MCXO/Isl U3 OIMHAKOBOT'O COCTABa JACHCTBYIOIIUX BEIIECTB;

Wudopmanust 060 U3MEHEHHUAX:

DedepanvHvim 3axkonom om 22 oexabpsa 2014 2. N 429-D3 ¢ nynkm 18 cmamvu 4 nacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

04.06.20233 Cucrema TAPAHT 6/141


http://ivo.garant.ru/document/redirect/70826338/118
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/4015
http://ivo.garant.ru/document/redirect/70826338/119
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/4016
http://ivo.garant.ru/document/redirect/70826338/1110
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/4017
http://ivo.garant.ru/document/redirect/70826338/1111
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1112
http://ivo.garant.ru/document/redirect/70826338/41

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu

18) o6masi ¢apmakomneiiHas CcTaTbsl - JOKYMEHT, YTBEP)KICHHBIA YIIOJIHOMOYCHHBIM
(benepanbHbIM OPraHOM MCIIOJHUTEIBHON BJIACTH U COJAEPKAIIMN IepeueHb IOKa3zaTellell KauecTBa U
(M) METOJIOB KOHTPOJISI Ka4eCTBa KOHKPETHOMN JIEKApCTBEHHOM (DOPMBI, JIEKAPCTBEHHOTO PACTHUTEIHHOTO
CBIpbs, ONMCAHUS OHOJOTMYECKHX, OHOXUMHUYECKUX, MHKPOOHMOJIOTUYECKUX, (PU3UKO-XUMUYECKUX,
($u3nUeCKNX, XUMUYECKUX U APYrUX METOJIOB aHAN3a JICKAPCTBEHHOTO CPEJCTBA, a TAKXKE TPEOOBaHUS K
UCIOJIB3YEMBIM B LEIAX IPOBENCHUA JAaHHOIO aHaJIW3a pEeakTUBaM, TUTPOBAaHHBIM pacTBOpam,
WHJUKATOpaM;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akonom om 22 oexaops 2014 2. N 429-®@3 ¢ nynkm 19 cmamvu 4 nacmosiweco
DedepanbHo20 3aKOHA 6HeCeHbl UsMeHeHus:, scmynarowue 6 cuny ¢ 1 uoas 2015 2.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxyuu
19) ¢dapmakoneiinasi cTaThbsl - JOKYMEHT, YTBEP)KICHHBIA YIIOJTHOMOYCHHBIM (eepalbHbIM
OpraHOM HCIIOJIHUTENBHOU BJIACTH U COJEPKAILMI MepeUyeHb MMOKa3aTeNe KauecTBa U METOJOB KOHTPOJIS
KAa4eCTBa JIEKAPCTBEHHOT'O CPEJCTBA;

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-@3 cmamwvs 4 nacmosiyezo Dedepanbroco
3axona oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranmapTHbie 06pa3ubl - BENICCTBA, IIOCPEACTBOM CPABHCHHS C KOTOPBIMH OCYIIECTBIISICTCS
KOHTPOJIb KauyecTBa HCCIEAYyEeMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOIIBI0 (DU3HKO-XUMUYECKUX U
OMOJIOTUYECKIX METOJIOB B IIEJIIX TOJTBEPKICHUS COOTBETCTBHS JIKAPCTBEHHBIX CPEICTB TPESOOBAHUSIM
HOPMATHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM IPU OCYHIECTBICHUU TOCYIApCTBEHHOH pEerucTpanuu, u
KOTOpBIC TMPUMEHSIOTCS JUISl KaTUOPOBKM CTaHAAPTHBIX OOpa3IOB MPOU3BOIUTEIS JICKAPCTBECHHBIX
CPEICTB, HMCHOJb3YEMbIX Js KOHTPOJII KauecTBa W HUHBIX IleJied mpu OOpalieHHH JEKapCTBEHHBIX
CPEICTB;

Wndopmarys 06 H3MEHEHHSAX:
Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosiyeco Dedepanbroco
3axona oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 2.

19.2) ¢apmakomneiiHblii cTaHIAPTHBI 00pa3el - CTaHAApPTHBIA O0pasell, NMPOU3BEICHHBIH B
COOTBETCTBUM ¢ (hapMaKOIEeHHOM cTaTbel;

20) HopMaTHBHasi JOKYMEHTAUMsA - JOKYMEHT, COJAEPKaIlWi MepedyeHb OIMPEae/IIEMbIX I10
pe3ynbTaTaM COOTBETCTBYIOIIMX OKCIIEPTH3 IOKa3aTeleil KayecTBa JIEKApCTBEHHOTO CpeAcTBa s
MEMIIMHCKOTO TPUMEHEHHUS, METOJIOB KOHTPOJISl €T0 Ka4eCTBA U YCTAHOBJICHHBIN €r0 MPOU3BOIUTEIIEM;

21) HOPMATHBHBIH [JOKYMEHT - JIOKYMCHT, COJEpKAallliii TepeYeHb OMpeae/IIeMbIX 10
pe3yabpTaTaM COOTBETCTBYIOIIUX DKCIEPTHU3 MOKa3aTeIeH KadyecTBa U (MJIM) METOJIOB KOHTPOJISI Ka4yecTBa
JEKapCTBEHHONH  (OpMBI, ONUCAaHUS  OWOJOTMYECKUX, OHMOXMMHYECKHX, MHKPOOHOIOTHYECKHUX,
(UBHKO-XUMHYSCKUX, PH3UICCKIX, XHMHIECKUX H IPYTHX METOJIOB aHAIN3a JICKAPCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO TPHUMEHEHUs, TPeOOBaHUS K WCIOJB3YEMBIM B IEISIX MPOBEACHUS JaHHOTO aHaIM3a
peakTHBaM, THTPOBAaHHBIM PAacTBOPaM, HHIMKATOPAM M YCTAHOBJICHHBIN €T0 MPOW3BOIUTEIICM;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

21.1) oOmIMii TeXHUYECKU JOKYMEHT - KOMIUICKT JIOKYMEHTOB M MAaTEPHAJIOB, COCTOSIIMIA U3
HECKOJBKMX  pa3lesioB -  JOKYMEHTAlldd  aJMHUHHCTPATUBHOTO  XapakTepa, XUMHUYECKOMH,
dbapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMEHTAaIuu, (HapMaKOIOTHIECKON, TOKCHKOJIOTHYECKOM
JOKYMEHTAlMW, KIMHUYECKOM JOKYMEHTALMM M TPEJACTaBISEMbI OJHOBPEMEHHO C 3asBJICHHEM O
TOCYJIaPCTBEHHOM PETHCTPAlMK JIEKaPCTBEHHOTO MperapaTa Jijisi MEIUIIMHCKOTO IpUMEeHEeHus B (popmare,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (De/iepaTbHBIM OPTaHOM MCIIOJHUTEIBHOMN BIACTH;

22) Ka4ecTBO JIEKAPCTBEHHOI0 CPEACTBA - COOTBETCTBHE JICKAPCTBEHHOI'O CPEICTBA

04.06.20233 Cucrema TAPAHT 7/141


http://ivo.garant.ru/document/redirect/57503072/4018
http://ivo.garant.ru/document/redirect/70826338/1113
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/4019
http://ivo.garant.ru/document/redirect/70826338/1114
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1114
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1115
http://ivo.garant.ru/document/redirect/70826338/41
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TpeOoBaHUsIM (hapmMakomneiHoN craThu JTHOO B Ciy4yae ee OTCYTCTBHsSI HOPMATHUBHOM JOKYMEHTALIUU WU
HOPMATUBHOTO JJOKYMEHTA;

23) 0e30macHOCTh JIEKAPCTBEHHOI'0 CPEACTBA - XapaKTePUCTHKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBaHHasi Ha CPAaBHUTEIBFHOM aHalin3e ero 3((HEKTUBHOCTU M PUCKA IPUYUHEHHS Bpe/a 370POBbIO;

24) 3(peKTHBHOCTD JIEKAPCTBEHHOI'0 Mpenapara - XapakTepPUCTUKA CTEIIEHHU MOJ0XKUTEIBLHOTO
BIUSHUS JICKAPCTBEHHOTO TIperapara Ha TEUYEHHWE, MPOJOJDKUTEIBHOCTh 3a00JIeBaHUS WM  €ro
MpeoTBpalleHIe, peaduINTalNI0, Ha COXPaHEHUE, MPEA0TBpallleHre WIH ITpephIBaHie 0EpeMEHHOCTH;

25) cepusi JieKaPCTBEHHOT0 CPEICTBA - KOJMUYECTBO JIEKAPCTBEHHOTO CPEJICTBA, IIPOU3BEICHHOE B
pe3yJbTaTe OJHOTO TEXHOJIOTHYECKOr0 IIUKIIA ero MPOU3BOIUTEIIEM;

26) perucTpanMoHHOe YJIOCTOBEpEHHE JIeKAPCTBEHHOI0 Tmpemapara - JIOKYMEHT,
MOJATBEPXKIAOLIUI (PaKT rocyJapCTBEHHOM perucTpaiuy JeKapcTBEHHOT0 Ipernapara;

Wndopmarius 06 M3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) pgep:kaTeqib WM BJajgeel]l PErMcTPANMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOI0
npenapara - pa3paboTuuK JIKAPCTBEHHOTO CPEICTBA, MPOU3BOIUTEIND JICKAPCTBECHHBIX CPEJCTB WIA HHOE
IOPHJIMYECKOE JIMIIO, O0Ja/aroliee IpaBOM BJIAJICHUS PETUCTPAIMOHHBIM YIAOCTOBEPCHUEM, KOTOPHIE
HECYT OTBETCTBEHHOCTh 32 KaueCcTBO, 3()(h)eKTUBHOCTH M 0€301MaCHOCTH JIEKAPCTBEHHOTO TIpenapaTa;

27) perMcTpalMOHHBIIi HOMEp - KOJ0BOE€ O00O3HAYEHHE, MPUCBOCHHOE JICKAPCTBEHHOMY
nperapary IpH ero ToCyIapCTBEHHON PETUCTPAIIUK;

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 6 odexaops 2011 e. N 409-D3 6 nynkm 28 cmamvu 4 nacmosiwe2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPuoyamu OHell nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

28) o0paimieHue JIeKapCTBEHHBIX CPEICTB - pPa3pabOTKa, MOKIMHUYECKHE HCCIICIOBAHMUS,
KJIMHUYECKHE UCCIIEIOBAHMS, IKCIEPTU3a, TOCYJapCTBEHHAsl pEerucTpaius, CTaHAapTH3auus U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBIIEHUE, XPAHEHNE, TIEPEBO3Ka, BBO3 B Poccuiickyro ®denepanuio, BbIBO3
n3 Poccuiickoit ®Penepanmu, pekiiama, OTIYCK, pealn3anus, Iepefada, NPUMEHEHHE, YHUYTOKECHHE
JIEKapCTBEHHBIX CPE/ICTB;

29) cy0beKkTbl OOpalleHUsi JIEKAPCTBEHHBLIX CPEACTB - (PU3MYECCKUE JIMIA, B TOM YHUCIC
VMHAVBHUAYAJIbHbIE MNPEANPUHUMATENN, U IOPUAMYECKHE JIHUIA, OCYIIECTBISAIOIIUE NEATENBHOCTh IPH
oOpallleHuH JIEKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-@3 ¢ nynkm 30 cmamvu 4 nacmosiweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexecm nyHKkma 6 npeovioywel pedaxyuu

30) pa3paboTuMK JIEKAPCTBEHHOTO CpeICcTBAa - OpraHu3aiys, oOJajarolias MpaBaMH Ha
pe3yabTaThl JNOKJIMHUYECKHX HCCIEOBAaHUN JICKApCTBEHHOTO CPEACTBA, KIWMHUYECKHX HCCIEIOBaHUMN
JIEKapCTBEHHOTO TIperapara v (W) Ha TEXHOJIOTHIO IPOM3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JICATEIBHOCTH IO MPOU3BOCTBY JIEKAPCTBEHHBIX
CPEICTB OPraHU3AIMSIMHU - TPOU3BOUTENSMHU JICKAPCTBEHHBIX CPEJICTB HA OJTHOM CTaINH, HECKOIBKUX UITH
BCEX CTAIUSIX TEXHOJOTHYECKOTO MPOIlecca, a TaKkKe IO XPaHEHUIO U peau3allié MPOU3BEICHHBIX
JIEKAPCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3axonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmoswezco Dedepanvhozo
3akoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) mnpou3BOJACTBEeHHAs] IJIOMIAAKA - TCEPPUTOPUAIBHO  OOOCOOJICHHBIH  KOMILICKC

MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, MpeAHA3HAUYEHHBIM i1 BBIIOJHEHUS BCEro Ipolecca
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IIPON3BOACTBA JICKAPCTBECHHBIX CPCACTB UJIN €TI0 Ol'IpGI[CJ'ICHHOfI cTaguu,
32) MPOU3BOAUTENDb JIEKAPDCTBCHHBLIX CPEACTB - OpraHu3anuia, OCYHICCTBIIAIOIIAas MpoOu3BoaACTBO
JICKAPCTBCHHEBIX CPEACTB B COOTBCTCTBHHU C Tpe6OBaHI/I$IMI/I HaCTOsAIICTO dDez[epaJILHoro 3aKOHa,

Wndopmarius 06 H3MEHEHUX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

33) dapmaneBTHYeCKAasT AeATEIbHOCTh - JCATEIBHOCTh, BKIIIOYAMOIIAsS B CE0S ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMH, MX XpaHEHHE, MEepPeBO3KY M (WJIM) PO3HUYHYIO TOPTOBIIIO
JICKapCTBCHHBIMU TpenapaTaMd, B TOM YHCIE JUCTAHIMOHHBIM CIIOCOOOM, WX OTIYCK, XPaHCHHE,
MEPEBO3KY, U3TOTOBJICHHE JIEKAPCTBEHHBIX MIPEMapaToB;

34) opraHu3anmMsi ONTOBOl TOProBJIM JIEKAPCTBEHHBIMU CpPeICTBAMH - OpraHU3aIus,
OCYIIECTBIISIONIAS ONTOBYIO TOPrOBIIIO JIEKAPCTBEHHBIMU CpPEICTBAMH, HMX XpaHEHHE, MEPEeBO3KY B
COOTBETCTBUU C TPeOOBaHUAMH HacTosMEero deaepaibHOro 3aKOHA;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 2. - @edepanvhuiii 3akon om 3 anpens 2020 2. N 105-@3

CMm. npedvloywyro pedaKyuio
35) anTeyHass OpraHu3alMsi - OPraHU3aIUs, CTPYKTYPHOE MOJpa3/IeIeHUe MEAUIIUHCKON
OpraHu3aIiK, OCYIICCTBIISIFOIINE PO3HUYHYIO TOPrOBIIO JICKAPCTBEHHBIMH IIperiapaTaMy, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHCHHE, TIEPEBO3KY, H3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX IMPEIapaToB
JUTS. METMITUHCKOTO TIPUMEHEHUSI B COOTBETCTBHH € TPEOOBaHHUSAMHU HacTosiero depepaibHOro 3aK0Ha;

Undopmarus 06 n3MEHEHUAX:
Ilynkm 36 usmenen ¢ 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
36) BeTepuHapHasi anTe4yHash OPTraHM3alMsl - OpPraHU3AlMs, CTPYKTYpHOE MOJpa3jieieHue
BETEPUHAPHON OpraHU3aIliu, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU TIperapaTaMu, B
TOM YHCJIC TUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, U3TOTOBJICHHE W OTITYCK JICKAPCTBEHHBIX MPENapaToB
JUTSI BETEPUHAPHOTO MPUMEHEHUS B COOTBETCTBHH € TpeOOBaHUAMH HacTosiero deaepanbHOro 3aKOHa;

37) ¢anbcuduEpoBaHHOE JIeKAPCTBEHHOE CPEICTBO -  JICKAPCTBEHHOE  CPEJICTRBO,
COITPOBOXKIAEMOE JIOXKHON HH(POpMAIUEH 0 ero cocTaBe U (M) IPOU3BOIUTEIIE;
38) HenoOpokavecTBEHHOE JIeKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HE

COOTBETCTBYIOLIEe TpeOOBaHUAM (papmakoreiiHoi cTatby JUOO B CiIydae €€ OTCYTCTBHS TpeOOBaHMIM
HOPMAaTHUBHOW JJOKYMEHTAIMH WJIH HOPMATUBHOTO JOKYMEHTA;

39) xoHTpadakTHOE JIEKAPCTBEHHOE CPEICTBO - JIEKapCTBEHHOE CPEJICTBO, HAXOASIICeCS B
000poTe C HApYIIEHUEM I'PaKIaHCKOTO 3aKOHO/IATEIbCTBRA;

40) NOKJIMHHYECKOE HCCIeJ0BaHHE JIEKAPCTBEHHOr0 CpPeACTBA -  OHOJOTHYECKHE,
MHUKPOOHOJIOTHYECKHE, MMMYHOJIOTHYECKHE, TOKCHKOJOTHYeCcKHe, (apMakosorndeckue, (U3NIEeCKue,
XUMHUYECKHE U JPyTrue UCCIeIOBAaHM JIEKAPCTBEHHOTO CPEJCTBA IyTeM NMPUMEHEHUS HayYHBIX METOOB
OIICHOK B IIEJISIX TIOJYYEHHUS JOKA3aTeIbCTB 0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JICKAPCTBEHHOTO
CpPEICTBA;

41) KIMHHYECKOe HCCIe0BAHNE JIEKAPCTBEHHOI0 Mpenapara - U3y4eHHe IMarHOCTUYECKUX,
7e4eOHBIX, MPOPUIAKTHYECKUX, (HapMaKOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOIO Iperapara B Ipoliecce
€ro TPUMEHEHHUs y YeJOBEKa, JKMBOTHOTO, B TOM YHCJIE IPOIECCOB BCACHIBAHUS, paCIpEACICHHUS,
U3MEHEHHUS M BBIBEJCHHs, IyTeM IPUMEHEHHs HAayYHBIX METOJIOB OLEHOK B MLEJISIX MOJy4eHUs
JI0Ka3aTeNbCTB OE30MacCHOCTH, KadecTBa M 3()(EKTHUBHOCTH JIEKapCTBEHHOI'O Ipernapara, JIaHHBIX O
HE)KEJIaTEeNbHBIX PEAKIMAX OpraHu3Ma 4YeJOBeKa, KHUBOTHOTO Ha MIPUMEHEHHE JIEKapCTBEHHOIO Mpernapara
u 00 a>(dekre ero B3aUMOJIEHUCTBUS C JPYrUMH JIEKAPCTBEHHBIMU IpernaparamMu U (WJIM) HHUIIEBBIMHU
IPOAYKTaMHU, KOPMaMU;

42) MHOTOIIEHTPOBOE KJIMHUYECKOE MCCIe0BaAHUE JIEKAPCTBEHHOI0 TMpenapara Juisi
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MEIMIHUHCKOT0 TIPUMEHeHUsl - KIMHUYECKOE WCCIICOBAHUE JIGKAPCTBEHHOTO IMperapara s
MEIUIIUHCKOTO MPUMEHEHUs, TPOBOJUMOE Pa3pabOTYNKOM JICKApCTBEHHOTO Iperapara B JByX M Oonee
MEIUIUHCKUX OPTraHM3alUsAX IO €IMHOMY IPOTOKOJY KIMHUYECKOTO HCCICIOBAHUS JICKAPCTBEHHOTO
npenapara;

43) MeXIyHApOJAHOE MHOTOLEHTPOBOE KJINHHYECKOEe HCCIeJOBAHNE JIEKAPCTBEHHOTO
npenapara Ajs MeJUIHHCKOTr0 NMPUMeHeHHs - KITMHIYECKOe UCCIIEIOBaHNE JICKApCTBEHHOTO Ipernapara
JUTSE MEUIIMHCKOTO MTPUMEHEHHUS, POBOAUMOE pa3pabOTYMKOM JIEKAPCTBEHHOTO Mperapara B Pa3InIHbIX
CTpaHax Mo eIMHOMY MTPOTOKOIY KIMHUYECKOTO HCCIIEI0BAHUS JIEKAPCTBEHHOTO IIpenapara;

44) mocTperucTpaluoHHOe KJIHHHYECKOe MCC/Ie0BaHUe JIeKAPCTBEHHOro mpemnapara Juis
MEAUUMHCKOT0 TpHMeHeHHsl - KIMHUYECKOe HCCIIeIOBaHWE JIGKAPCTBEHHOTO Iperapara s
MEIUIIUHCKOTO MPUMEHECHHUS, TIPOBOJMMOE MPOU3BOAMTEIEM JICKAPCTBEHHOT'O Iperapara, rpa)KJIaHCKUui
000pOT KOTOPOTO OCYIIECTBISIETCS MOCIE TOCYJApCTBEHHON PErHCTpalvd, B LEISIX JOMOJHUTEIHHOTO
cOopa TaHHBIX O ero 0e30MacHOCTH U APPEKTUBHOCTH, PACIIUPEHUS MOKA3aHUH K TIPUMECHEHUIO TAHHOTO
JIEKapCTBEHHOTO TpeTiapara, a TAaK)Ke BBISIBICHUS HEXeNaTeIbHBIX PeaKkIuid NallMeHTOB Ha €ro ACHUCTBUE;

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 oOekabps 2014 2. N 429-D3 nynkm 45 cmamovu 4 nacmosiwe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mekcm nynkma 6 npeovloyujeli peoaxyuu

45) uccaenoBanue OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOr0 Tpenapara - BUI KIMHUYECKOTO
UCCJICIOBAHMSI JICKAPCTBEHHOI'O Tperapara, MpPOBEACHHE KOTOPOro OCYIIECTBISIETCS ISl OMpEeeIeHUS
CKOPOCTH BCAaChIBaHUS W BBIBSJCHUS OJHOTO WM HECKOJIBKHX OOJamarommx (HapMaKoJIOTHIeCKOM
AKTUBHOCTBHIO JICHCTBYIOIIMX BEIIECTB, KOJUYECTBAa JICKAPCTBEHHOTO TMpenapara, IOCTUTAIOLIETO
CHUCTEMHOTO KPOBOTOKA, M PE3yJbTaThl KOTOPOTO TMO3BOJISIIOT CHAENATh BBIBOJ O OMOAKBUBAJICHTHOCTU
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mperapara B ONpeAesIeHHBIX JIEKapCTBEHHOHN (hopMe U T03UPOBKE,
COOTBETCTBYIOIIUX (OpME U T03UPOBKE peepeHTHOTO JIEKAPCTBEHHOTO Mpenapara;

46) uccaeq0BaHue TepPaneBTHYECKOH IKBUBAJIEHTHOCTH JEKAPCTBEHHBIX MPENapaToB - BHI
KJIMHUYECKOT'O MCCJIE0BAHMS JIEKAPCTBEHHBIX IMPENapaToB, MPOBEICHUE KOTOPOTO OCYIIECTBISETCS IS
BBISIBJICHUS OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IMPEMapaToB OINpeNeIeHHON JIeKapCTBEHHOH (opMBI, a
TaK)Ke HATMYUS OJIMHAKOBBIX MOKa3aTeseil 6e30macHOCTH 1 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MPENapaToB,
OJIMHAKOBBIX KIMHUYECKHUX 3P (HEKTOB pU UX IPUMEHEHHH;

47) MPOTOKOJ KJIMHHYECKOr0 WHCC/IeT0BAHMS JIEKAPCTBEHHOr0 Mpemnapara - JOKYMEHT, B
KOTOPOM OMpEAENsoTCa Ienu, (OpMbI OpraHU3allMd U METOAOJOTHS TMPOBENEHUS KIMHUYECKOTO
WCCJICIOBAHMS, CTAaTUCTUYECKHE METOJIbl OO0pabOTKH pPE3yNbTaTOB TAKOTO HCCJIEAOBAHHS U MEPHI IO
obOecrieueHnt0 0Oe30macHOCTH (DU3MYECKHX JIMI, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOI'0 IIpernapara;

48) Opommopa uccJenoBaTelsi - CBOJHOE H3JIOXKEHHE PE3yJbTaTOB JIOKIMHHYECKOTO
HCCJIEIOBAHMSI JIEKAPCTBEHHOTO CPE/ICTBA U KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKapCTBEHHOTO Mpemnapara Jyis
MEIUIIMHCKOTO MPUMEHEHHS;

49) uH(OPMALMOHHBIN JIMCTOK MAIMEHTA - JOKYMEHT, B KOTOPOM COJIEP)KAaTCS B JOCTYITHOM
dbopMe cBeeHHs, Kacalolruecs: MPOBOAUMOTO KIMHHYECKOTO MCCIEIOBaHUS JIEKaPCTBEHHOTO Mpernapara,
U B TIMCbMEHHOU (opMe AOOPOBOJBLHOE COTJIACHE TAIMEHTa HAa y4acTHe B KIIMHHUYECKOM HCCIICOBAHUU
JICKapCTBEHHOTO Tpernapara IMocjie O3HAKOMIJIGHHS C OCOOEHHOCTSMHU KIMHHYECKOTO HCCIeI0BaHUs,
MMEIOIIMMHY 3HAYCHUE JIJISI BRIPAKECHHS TAKOTO COTIIACHS;

50) moOouHoe deiicTBHe - pEaKIMs OpPraHW3Ma, BO3HUKINAS B CBSI3U C MPUMCHCHHEM
JIEKapCTBEHHOTO TperapaTta B 033X, PEKOMEHAYEMbIX B HWHCTPYKIIMU 10 €ro MPUMEHEHUIo, IS
npoUTAKTUKY, TUATHOCTUKH, JICUECHUS 3a00JIEBaHUS WU AJIs PeaOuIUTalNN;

Wudopmanust 06 U3MEHEHUIX:

DedepanvHuim 3akoHom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 4 nacmosawezo DedepanbHo2o
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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50.1) He:kejaTebHAs peakUMsi - HEOpeIHAMEPEHHas HeOJAronpusATHAs Peaklus OpraHu3Ma,
KOTOpPasi MOXKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApPCTBEHHOTO MPEMapara;

51) cepbe3nasi HexxejaTeJIbHAsI peaKlUsi - HEXKeNaTelbHAs PEaKIUsl OpraHu3Ma, CBSI3aHHAs C
NPUMEHEHHEM JIEKAPCTBEHHOT'O TIIperapara, NpUBEAIIas K CMEpPTH, BPOXKACHHBIM AHOMAIMAM WU
MOpOKaM pPa3BUTHUS JHO0 NpPEACTaBISIOMas COOON yrpo3y >KU3HM, TpeOyrollas TOCIHUTaIU3aluu WU
IpUBEALIAs K CTOMKON yTpaTe TpYAOCIOCOOHOCTH U (MJIM) UHBAJIMAHOCTH;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-®3 nynkm 52 cmamwvu 4 nacmosweco
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu

52) HenpenBuIeHHAasI HexKeJIaTeJbHAsl Peaklusl - HEeKEIaTeIbHas Peakiis OpraHu3Ma, KoTopas
CBSi3aHA C TPUMCHEHHEM JICKapCTBEHHOI'O IIperapara B [103aX, PEKOMEHIYEMBbIX B IPOTOKOJE €ro
KJIMHAYECKOTO HCCIENOBAaHUs, OpOIIIOpe WCCIIENoBATeNsd, WM C TPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B J103aX, PEKOMECHIYEMbIX B HMHCTPYKIIMM IO €ro MNPUMEHEHHWIO Ui NPO(UITaKTUKH,
JTUATHOCTHKY, JICYCHHUS 3a00JIEBaHUS WIM MEIUIIMHCKON peabuiuTaliy MalueHTa, U CyITHOCTh, TSDKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBCHHOM IMperapare, COoIepiKalleics B
IPOTOKOJIE €ro KJIMHUYECKOTO WCCIICAOBaHMs, OpOLIIOpe KCCIeNoBaTeNsl WIA B WHCTPYKIHH TI0
NPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

Undopmarist 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3aKoHa oononnena nyHkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) dapmakoHaa30p - BUJI ACATEIBHOCTH MO0 MOHHTOPHHTY 3(G(GEKTHBHOCTH U 0E30MacCHOCTH
JICKapPCTBEHHBIX TPENapaToB, HAPABICHHBIM HA BBISBIICHUE, OIICHKY U MPEJOTBPAIICHUE HEKEIATESITHhHBIX
TIOCJICICTBHI TPUMEHEHHS JICKAPCTBCHHBIX IPENapaToB;

Wndhopmarrust 06 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Ooekabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvriozo
3aKoHa 0onoaxeHa nynkmom 52.2, ecmynarowum 6 cuny ¢ 1 uons 2015 2.
52.2) niaH ynpaBjieHHsl PHCKAMH - MOJPOOHOE OMUCAHHE MEPOIPHUITHI 1Mo (hapMaKoHAA30DY,
HaNpaBJICHHBIX Ha BBIABJICHHE, OLIEHKY W TPEIOTBpPAIICHUE WJIM MUHHUMH3AIMIO PUCKOB, CBS3aHHBIX C
JIeKapCTBEHHBIMHM IIperapaTaMy, BKII04as OlleHKY 3()()EKTUBHOCTHU JaHHBIX MEPOIPUSATHI;

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 53 usmenen ¢ 1 mapma 2025 2. - @edepanvhuiii 3axkon om 30 dexabps 2021 2. N 463-D3
Cm. 6yoywyro pedaxyuio

Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
TAPAHT:

[Tonoxxenus nynkra 53 crateu 4 (B penakiun denepanpHoro 3axkoHa oT 29 utomns 2017 r. N 242-D3) B
4acTH, Kacarouieiics (GopMUPOBaHMS U BbIIAYM PELIENTOB HA JIEKAPCTBEHHBIE MpenapaThl, CoAeprKaline
Ha3HaYeHHe HAPKOTHUUYECKHUX CPEICTB WM MCUXOTPOIHBIX BEIIECTB, B (hOpME AIEKTPOHHBIX TOKYMEHTOB,
npumensitorcs ¢ 1 saBapst 2019 r.

53) peuenT Ha JieKAPCTBEHHBIIl MpenapaTr - MEIUIIMHCKUA TOKYMEHT YCTaHOBJICHHOW (HOPMBI,
CoJiep/Kallliii Ha3HA4YEHHE JIEKApCTBEHHOIO Ipernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEAMIIMHCKUM DPAOOTHUKOM B HENSIX OTHYCKa JIGKAPCTBEHHOTO IMpernapara WM €ro HM3rOTOBIICHUS U
OTITycKa Ha OyMa)kHOM HOCHUTEJIE WJIM C COTJIacHs MAIMEeHTa WM ero 3aKOHHOT'O MpeJCTaBUTeNs B (opme
JJIEKTPOHHOTO JIOKYMEHTA, TMOJMHCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOW KBaIM(UIIMPOBAHHON
HIIEKTPOHHOM TIOIMHMCH MEAULIUHCKOTO pabOTHUKA, JINOO JOKYMEHT YCTaHOBICHHOH (hOpMBI, COAEpIKaINM
Ha3HA4YCHME JICKapCTBEHHOTIO Ipernapara Ul BETEPUHAPHOIO IMPUMEHEHUs, BBIJAHHBINA CIIELIMAINCTOM B
00J1acTH BETEepUHAPUH B IENISAX OTIYCKa JEKApCTBEHHOIO Mperapara WIH ero U3rOTOBJICHHUS U OTITyCKa Ha
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6YMa)KHOM HOCHUTCIIC,

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 54 usmenen ¢ 1 mapma 2025 2. - @edepanvuviii 3axkon om 30 dexabps 2021 2. N 463-D3

Cm. 6yoywyro pedaxyuio
54) TpeboBaHHe MeIMIIMHCKON OpPraHM3alNyi, BeTEPUHAPHOW OPraHM3alMM - JOKYMEHT
YCTaHOBJICHHOH (hOPMBI, KOTOPBI BBIMUCAH MEIUIUHCKAM PAOOTHHKOM HJIM CICHUAIHCTOM B 00JIACTH
BETCPHHAPUH, MMCIONIMMH Ha 3TO IPaBO, M COJACPKUT B IHChMEHHOW (QOpMe YyKa3zaHHE alTCYHOM
OpraHu3alyy WM BETEPUHAPHOW alTeYHOW OpraHH3aliK 00 OTIIyCKE JICKAPCTBEHHOI'O IperapaTa WiH O
€ro M3rOTOBJICHUU U 00 OTITyCKe JUIs oOecredeHus JedeOHOro mporecca B MEAUIIMHCKON OpraHu3aluy,
BETEPUHAPHON OpraHH3aIHH;

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKOHA OONOIHeHa nyHKkmom 35, ecmynarouum 6 cuny ¢ 1 urons 2015 a.

55) KoMIUIEKCHas OIICHKAa JICKQpCTBEHHOTO Ipermapara - OIEHKa 3aperuCTpUpPOBAHHOTO
JICKapCTBEHHOTO TIperapaTa, BKIIOYAOIas B ce0sl aHaM3 UHPOPMAIIUN O CPABHUTEIBLHON KIMHHYECKON
3¢ (GEKTUBHOCTH U 0E€30IIACHOCTH JIGKAPCTBEHHOTO Tperapara, OIEHKY SKOHOMUYECKHUX MOCIIEICTBUI ero
MPUMCHEHUS, U3YYCHUE JOMOJTHUTEIBHBIX MMOCICICTBUN IPUMEHEHUS JICKApCTBEHHOTO TIperapara B messax
NPUHATHS PEIICHUH O BO3MOXHOCTH BKIIFOYCHHS JICKAPCTBEHHOTO Iperapara B IepeucHb >KU3HEHHO
HEOOXOJUMBIX M BAXHECUIIUX JICKAPCTBCHHBIX IPENapaToB, HOPMATHBHBIC IIPABOBHIC AKThl U HWHBIC
JOKYMEHTBI, ONpEACISAIONIAE MOPSJAOK OKa3aHWs MEIUIIMHCKON TOMOIIM, WM HCKIIOYCHHUS €ro W3
YKa3aHHBIX [EPEYUHs, aKTOB M JOKyMCHTOB;

Wuopmarus 06 H3MEHEHHSX:

Cmamuws 4 oononanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 a.
N 425-@3
56) cucTeMa MOHHMTOPHHIA JIBHKEHHSI JIEKAPCTBEHHBIX MPenaparoB UIsi MeIHIIMHCKOro

npuMeHeHusi - (enepanpHas rocyaapCTBEHHAs WHQPOPMAIMOHHAS CHCTEMa MOHUTOPWHTA JBHIKCHHS
JICKapPCTBCHHBIX MPENapaToB JUIsl MEIUIIUHCKOTO IMPUMEHEHUS OT TPOU3BOAMTENS JIO KOHEYHOTO
noTpeOuTenss C HWCHOIB30BAaHMEM B OTHOIIEHUH JIEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DHUKAITHH.

TAPAHT:

CM. kKoMMeHTapuu K cTaTthe 4 Hactosiiero deaepanbHOro 3aKOHa

I'naBa 2. [ToiHOMo4us (erepajbHBIX OPTaHOB UCMOJHUTEIbHON BJIACTH, OPraHOB
HCIIOJIHUTEIbHOM BJacTH cy0bekToB Poccuiickoii @egepanun npu o0pamieHuH JJeKapcTBEHHbIX
CpeacTB

Crarbs 5. TlomHomounsi (denepanbHBIX OPraHOB HCIIOJHHUTEIBHOW BJIACTH TIPU OOpaIleHUU
JIEKapCTBEHHBIX CPEJCTB
K nmnonHomouusM QenepanbHbIX OpPraHoB HCIOJIHUTENBHOM BIACTH HpH  oOpallieHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSITCS:
Wudopmanust 06 U3MEHEHUSX:
DedepanvHvim 3akoHoMm om 22 dexabps 2014 2. N 429-@3 6 nynkm [ cmamvu 5 Hacmoswe2o
DedepanvbHoeo 3aKOHA 8HECEeHbL UsMeHeHus1, scmynalowue 6 cuny ¢ 1 urons 2015 e.
Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
1) mpoBenenue B Poccuiickoii ®Penepauuu €IWHOW TrOCyJapCTBEHHOM NOJUTUKM B 00JacTu
oOecrnievyeHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @exneparui;

Wndopmarius 06 H3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oexabpa 2014 e. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosujezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
2) yTBepkaeHHWE OO0mmx dapMakonenHbx —cTaTtei, (apMakoNnelHbIX CcTaTed, H3JaHue
roCyJapCTBEHHOH (papMaKorien, CoO3aHne U BeICHUE peecTpa (papMakoneilHbIX CTaHIaPTHRIX 00pa3IoB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 usmenen c 1 urons 2021 2. - @edepanvusiii 3akon om 11 utons 2021 2. N 170-D3

Cm. npeodvloywyro peoakyuio
3) ocymiectBieHue (eAepatbHOr0 TOCYAapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe obOparmeHus
JICKapCTBEHHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 usmenen c 1 urons 2021 e. - @edepanvusiii 3akon om 11 urons 2021 2. N 170-D3

Cm. npeodvloywyro peoakyuio
4) TnUIEH3WPOBAaHWE NPOU3BOJCTBA JIGKAPCTBEHHBIX CPEACTB, B TOM HHCIC (eaepantbHbIi

TOCYJapCTBEHHBIN JIMIICH3UOHHBIH KOHTPOJb JCSITEIBHOCTH 1O MPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB,
NEPUOINIECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, WMEIOIIEro JIMIEH3UI0 Ha TPOM3BOJCTBO
JICKApCTBCHHBIX CPEJICTB, U (apMaIleBTHYCCKON JEATEILHOCTH B COOTBETCTBHHM C 3aKOHOJATEIBCTBOM
Poccuiickoit ®enepanuu;

TAPAHT:

Cwm. [lomokeHne O JUIEH3UPOBAHWM TIPOW3BOJICTBA JIGKAPCTBEHHBIX CPEICTB, YTBEPIKICHHOE

noctanoByieHuem IIpaButensctBa P® ot 6 urons 2012 r. N 686

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 . N 429-D3 6 nynkm 5 cmamvu 5 Hacmosujezo
DedepanbHo20 3aKOHA 8HeCeHbl usMeHeHus, écmynarowue 6 cury ¢ 1 utons 2015 a.

Cm. mexcm nynkma 8 npeovioyujell peoaxkyuu
5) opraHuzanMs SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB, dTUYECKOW IKCHEPTU3Bl BO3MOXKHOCTU
MIPOBEJICHUS KIMHHYECKOTO MCCIIEA0BAHUS JICKAPCTBEHHOTO Tperapara Juisi MeIUITUHCKOTO MPUMEHEHUS,
OKCIIEPTH3bl  JIOKYMEHTOB, TMPEJCTaBICHHBIX JJs  OMNpEJENIeHHUs BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN TMpemapar Uisi MEAWIIMHCKOTO TPHMEHEHUS TP TOCYAapCTBEHHOW pPETUCTpAlUd B
KauecTBe OpaHHOIO JEKAPCTBEHHOTO Mpernapara;

Wndhopmarust 06 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamvs 5 nacmoswezo Pedepanvrozo
3aKona donoanena nynkmom 3.1, ecmynarowum 6 cuny c¢ 1 uronsa 2015 a.

5.1) opraHu3zanusi NpPOBEACHMS] KOMILJIEKCHOM OIEHKM JIEKapCTBEHHOrO Ipenapara B LEJIxX
NPUHATHS pEIIeHUl O BO3MOXHOCTH BKIIIOUEHHS JIEKApCTBEHHOTO Ipernapara B IepeueHb >KU3HEHHO
HEOOXO/JUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX IpENapaToB, HOPMATHUBHBIC INPABOBBIE AKThl M WHBIE
JIOKYMEHTBI, OIpPEAENSIONUe MOPATIOK OKa3aHWs MEAUIMHCKOW TOMOIIM MM HCKJIIOYEHHS ero us3
yKa3aHHbBIX MEPEYHs, aKTOB U JIOKyMEHTOB;

6) BbI1aya pa3pelieHnil Ha MpoBeieHNne KIMHUYECKUX UCCIIeI0OBaHU JIEKApCTBEHHBIX MIPENapaTos,
BEJICHUE PEeCTpa BBLAAHHBIX pa3pelIeHUi Ha MPOBEIEHUE KIMHUYECKHX HCCIIEAOBAHUM JIEKApCTBEHHBIX
[IpenaparTos;

7) rocynapcTBeHHass DPErHMCTpallvs JIEKapCTBEHHBIX IPENapaToB, BEICHUE TOCYAaPCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-@3 nynkm 8 cmamovu 5 nHacmosiweco
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
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8) opranmzanus U (WIK) TPOBEICHUE WHCIICKTUPOBAHMS CYOBEKTOB OOpAIICHHS JIEKApCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE MpaBWIaM HaJICKaNIeH TabOpaTOpHON MPAKTHKH, IpaBUIaM HaJIexKalei
KJIMHUYECKOW MPaKTUKH, TpaBUiaM HaJUIeKalled NPaKTHUKU XPAHEHUS M TEPEeBO3KU JIEKaPCTBEHHBIX
IpernapaToB, MpaBUiaM HAJICKAIICH AUCTPUOBIOTOPCKON MPAKTUKU, MpaBUIaM HaJJIexalleld anTeuHOu
MPAKTHKU;

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3akoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny c¢ 1 urons 2015 e.

8.1) opranuzarus u (WIM) MIPOBEACHUE MHCIICKTUPOBAHUS CYOBEKTOB OOpaIeHHS JICKApCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM IPABUII HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIgaua
3aKIIIOYCHUH O COOTBETCTBHHM IIPOM3BOJMTENS JICKAPCTBEHHBIX CpPEACTB TPeOOBAHUSAM  IPABHII
Ha/JIeXKAIIEH POU3BOJICTBEHHON IPAKTHKHY;

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 5 nacmosuyeco Dedepanbroco
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
8.2) ycTaHOBIIEHHWE TOpsKa BEIEHUS U BEJIEHUE TOCYIapCTBEHHOIO peecTpa 3aKIIOUYEHHU o
COOTBETCTBUU  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB TpeOOBaHHMSAM MpaBUI  HaJJIeKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

Wudopmarus 06 H3MEHEHHSX:
Ilynkm 9 uzmenen ¢ 7 urons 2019 2. - @edepanvhoiii 3akon om 6 uionsn 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
9) rocymapcTBEHHas PETUCTpAlMS TPEICIBHBIX OTIHYCKHBIX II€H MPOU3BOJIUTENICH Ha
JICKApCTBCHHBIC TMperaparbl, BKJIIOUCHHBIE B IIE€PEUCHb JKU3HEHHO HEOOXOJMMBIX U Ba)KHEHININX
JICKapCTBEHHBIX IMpErapaToB, W BEJCHUE TOCYIAPCTBEHHOIO peecTpa MPeAelbHBIX OTHYCKHBIX IICH
MPOU3BOUTENICH Ha JIEKAPCTBEHHBIE MpenapaThl, BKIIOUEHHBIE B IEpeueHb )XKU3HEHHO HEOOXOAMMBIX U
BaXHEHUININX JICKAPCTBECHHBIX MPENAPATOB;

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 13 utons 2015 . N 241-D3 cmamoes 5 nacmosiweco Dedepanviozo 3aKoHa
oononnena nynkmom 9.1
9.1) cornacoBaHue MPOSKTOB PEIICHUI OPraHOB MCIIOJIHUTEIBLHON BIIACTH CyObeKTOB Poccuiickoit
Oenepanii 00 YCTaHOBJICHMM W (UJIM) W3MEHEHUU TNPEIENbHBIX Pa3MEPOB ONTOBBIX HAA0aBOK H
MpeeTbHBIX Pa3MEPOB PO3HUYHBIX HAM0AaBOK K (PAKTUYECKHM OTIYCKHBIM II€HAM, YCTAHOBJICHHBIM
MIPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MPENapaToB, Ha IEKAPCTBEHHBIE MTPEmapaThl, BKIIFOUEHHBIE B IIEpeUeHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHUIITNX JICKAPCTBEHHBIX MTPEIapaTos;

Wndopmarys 06 M3MEHEHHSX:
Ilynxkm 10 usmenen ¢ 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedakyuio
10) Bblgaya, yYCTAHOBJIEHHME IOpSAJKAa BbIIAYM pa3pellIeHHUs Ha BBO3 KOHKPETHOW NapTHUH
JIEKapCTBEHHOIO cpeacTBa B Poccuiickyro denepanuio;

Wndopmarys 06 M3MEHEHHSAX:
Ilynxkm 10.1 usmenen c 13 aseycma 2019 e. - @edepanvruiii 3axon om 2 agzycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio
10.1) BbImaya, yCTaHOBIIGHUE TTOPsI/IKA BBIAAUN U (DOPMBI JOKYMEHTA, KOTOPBIN MOATBEPHKIAET, UTO
MPOU3BOACTBO JICKAPCTBEHHOTO TMpenapara Uil MEAUIUHCKOrO TPUMEHEHUS OCYIIECTBIEHO B
COOTBETCTBUU C TpPEeOOBAaHUSAMHU TIPAaBUI HAJISKAIIEH MPOU3BOJCTBEHHOW MPAKTHUKHA WM YTO
JIEKapCTBEHHBIA TpernapaT il BETEPUHAPHOTO MPUMEHEHHS IOMyIIeH K oOpamieHuto B Poccuiickoit
Denepalyv, U MOAJIEKHUT MPEACTABICHHUIO IO TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;
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APAHT:

CM. AamuHHCTpaTUBHBINA perinameHT DenepanbHON CIIyKOblI 10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY

HaJ30py IO NPEIOCTABIEHUIO TOCYJapCTBEHHOM YCIyTM 1O BblJa4€ JOKYMEHTa, KOTOpPBII
MOATBEPHKIAET, YTO JIEKAPCTBEHHBIM Mpemapar il BETEPUHAPHOIO MPUMEHEHHS JOMYIIeH K
obOpamenuto B Poccuiickoit @enmepanuu, W MOMISKHT MPEACTABICHUIO MO TPEOOBAHUIO
YIOJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCS JIEKQpPCTBEHHBIN Mpenapar, yTBEp:KICHHBIN
npukazom Poccenpxo3nanzopa ot 28 nexadbps 2020 r. N 1402

CM. AJIMMHHUCTPATHBHBIM PErJIAMEHT IO MpeacTaBlIeHn0 MunnpoMroproM Poccruu rocynapcTBEHHOM
YCIIYTH I10 BbIIaYe JOKYMEHTa, KOTOPBIN IMOATBEPKIAET, YTO IPOU3BOJICTBO JIEKAPCTBCHHOIO Mpernapara
JUISL METUITMHCKOTO IIPUMEHEHHSI OCYIIIECTBIICHO B COOTBETCTBUU C TPCOOBAHHMSAMU IPABHII HAJIICKAIIICH
ITPOU3BOJICTBEHHOM MPAKTUKH, W TOJUICIKUT MIPEICTABICHUIO 110 TPEOOBAHUIO YIIOJHOMOYCHHOT'O OpraHa
CTpaHbl, B KOTOPYIO BBO3HUTCS JICKQPCTBEHHBIM Tpernapar, YTBEPKICHHBIA TprKazoM MUHIpoOMTOpra
Poccun ot 31 nexadpst 2015 r. N 4369

Undopmarist 06 n3MEHEHUX:

Deoepanvnvim 3akonom om 13 wuronsa 2015 2. N 241-D3 6 nynkm 10.2 cmamvu 5 nacmoswezo
DedepanvbHo20 3aKOHA 6Hecelbl USMEHEHUS.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
10.2) BbIIaYa, yCTAaHOBJICHHE TMOPSIKA BBIAAYM M (HOPMBI JTIOKYMEHTA, COJCPIKAIIETO CBEICHHS O
CTaIUsIX TEXHOJIOTUYECKOTO TIpoIecca IMPOU3BOACTBA JIEKAPCTBEHHOTO CPEICTBA ISl MEIUIIMHCKOTO
NPUMEHEHHS, OCYIIECTBIISIEMbIX HA TEPPUTOPHH EBpa3uiickoro 3KOHOMUYECKOTO COr03a;
TAPAHT:

CM. AJIMUHUCTpATHBHBIN periiaMeHT MuHnpoMmropra Poccuu 1o MmpenocTaBiIeHUIO roCyaapCTBEHHON
YCIAYTH IO BbIAAYe JTOKYMEHTA, COJEPIKAIEro CBEICHHS O CTaIusIX TEXHOJOTHYECKOro IMpolecca
MIPOU3BOJICTBA JICKAPCTBEHHOTO CPEACTBA JUISI MEIUIMHCKOTO TPHUMEHEHHUsS, OCYIICCTBISEMBIX Ha
Tepputopun EBpazuiickoro S5KOHOMHUYECKOTO COI03a, YTBEPKIAEHHBIN npukazoM Munnpomropra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpAIICHUEM JIEKAPCTBEHHBIX CPEJ/ICTB;
12) arrecranus u cepTH(GUKAIHS CIICIHATUCTOB;
13) yrpartun cuiy;

Wndopmarys 06 n3MEHEHHSAX:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3akonom om 22 Oexabps 2014 2. N 429-@3 nynkm 14 cmamwvu 5 nacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, ecmynaowell 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu

14) ocymecTBienue hapMakoHaI30pa;

15) yuactue B MeXIyHaApOAHOM COTPYTHUYECTBE;

16) monyuyeHue Mo 3ampocaM YIOJIHOMOUYEHHOTO (eepalbHOr0 OpraHa UCTIOTHUTEIBLHON BIACTH
OT OpraHOB HCIIOJIHUTEIbHOW BIacTH CyOBekTOB Poccuiickoit denmepanuu, a TakkKe OT CyOBEKTOB
oOpaillieHusi JIGKApCTBEHHBIX CPEACTB I MEAMIIMHCKOTO TpPHUMEHEHUs HHGOpPMAIMU IO BOIpOCaM
YCTaHOBJICHUS U IPUMEHEHHUS 1I€H Ha JICKapCTBEHHBIE MpernapaThl U HaT0AaBOK K HHUM;

17) npumeHeHue Mep OTBETCTBEHHOCTHM 3a HapylIeHHWE 3aKOHOJAaTeNbCcTBAa Poccuiickoit
denepanuu;

Wudopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 5 nacmosuyezo Dedepanbroco
3axona 0oononnena nynkmom 18, ecmynarowum 6 cuny ¢ 1 uiona 20135 e.
18) yTBepkneHuEe TMpaBWJI HaJuIekalled JabopaTOpHOM MpPaKTHKH, [paBWil HaJJIeKallen
KJIMHUYECKOH MPAKTUKH, [PABUI HaJUIeKalledl MpOU3BOJICTBEHHOM MNPaKTHKH, MPaBWIl HaAJIexXarien
NPAKTHKH XPAaHEHUS U TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, IPaBHII Ha UIEXKaIIeH AUCTPUOBIOTOPCKOM

04.06.20233 Cucrema TAPAHT 15/141


http://ivo.garant.ru/document/redirect/400289244/1000
http://ivo.garant.ru/document/redirect/400289244/0
http://ivo.garant.ru/document/redirect/71446278/1000
http://ivo.garant.ru/document/redirect/71446278/0
http://ivo.garant.ru/document/redirect/71127950/122
http://ivo.garant.ru/document/redirect/57402046/50102
http://ivo.garant.ru/document/redirect/71446276/1000
http://ivo.garant.ru/document/redirect/71446276/0
http://ivo.garant.ru/document/redirect/70405818/13101
http://ivo.garant.ru/document/redirect/58060338/5013
http://ivo.garant.ru/document/redirect/70826338/129
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/5014
http://ivo.garant.ru/document/redirect/70826338/1210
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/71473446/1000
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/71582808/1000

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

MPAaKTUKHU, IPABUJI HaJUIeXkKallled anTeyHOW MPaKTUKH, MPaBUJl HajAJeXalleld MpakTUKu (papmakoHaa3opa
JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO TPUMEHEHUS;

Wndopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3akoHom om 22 Odekabps 2014 2. N 429-D3 cmamwvs 5 nacmoswezo DedepanbHoco
3aKoHa oononnena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 a.
19) ycranoBneHue mopsiaka (OPMUPOBAHUS PETUCTPAMMOHHOTO JOChE HA JIGKAPCTBEHHBIM
npemnapar u TpeOOBaHUH K JOKYMEHTaM B €0 COCTAaBE;

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosawezo Dedepanvrozo
3akoHa oononnena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
20) yTBepXKJIEHUE TPaBUJI PAIIMOHAIBFHOTO BHIOOpAa HAMMEHOBAHWH JIGKAPCTBEHHBIX IpENapaToB
JUTSE METUITUHCKOTO TIPUMCHCHHSI,

Wuopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-@3 cmamwvs 5 nacmosuyeco Dedepanbroco
3aKkoHa oononuena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uons 2015 a.
21) yTBepkeHuE IepeuHsi HAMMEHOBAaHUH JIEKAPCTBEHHBIX (GOPM;
22) yrpatun cuiy ¢ 1 mapta 2020 r. - ©enepanbnblii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmaris 06 n3MEHEHUAX:
Cm. npedvloyuyro pedaKyuio

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosweco Dedepanvrozo
3aKoHa oononnena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
23) yTBepkJeHue TpeOOBaHUN K WHCTPYKIMU MO MEIUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHBIX
MpenapaToB U K MHCTPYKLIUU IO BETEPUHAPHOMY IPUMEHEHUIO JIEKaPCTBEHHBIX MPENapaToB;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 24 usmenen ¢ 3 anpensa 2020 2. - @edepanvruiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio

24) npuHATUE pEUICHUH, SBJISIOUIMXCS OCHOBAHUSMH JJIs BKIIOYEHHUS JIOMEHHBIX MUMEH U (MJIM)
yKazaTeneil cTpaHul] caliToB B HMH(OPMAIMOHHO-TEIEKOMMYHHUKAIMOHHON cetn "MHTepHeT", a Tarxke
CETEBBIX aJIpECOB B EIAMHYIO aBTOMATHU3MPOBAHHYIO HH(OpMalUMOHHYIO cuctemy "EWHBIA peecTp
JIOMEHHBIX HMMEH, YKa3aresled CTpaHul] CcalTOB B HH(OPMAIMOHHO-TEIEKOMMYHHKAIIUOHHON CeTH
"UnTepuer" u CETEBBIX aZpecoB, MTO3BOJISIOIINX UIEHTU(PUIIMPOBATH CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIHOHHON CETH "NuTepuer”, coJieprKaliue UH(pOpMalHUIO,
pacrmipoctpanenue kKotopoil B Poccuiickoii ®enepanuu 3ampemieHo", B OTHOIIEHHUH HWH(OpMaIuu,
coJiepKalleil NpeIoKEHUE O PO3HUYHOW TOProBJIE JIEKAPCTBEHHBIMU IpenaparaMy, B TOM YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOPrOBIS KOTOPHIMM OFpaHMYE€HAa WM 3alpelieHa B
COOTBETCTBUH ¢ HacTosmuM DeepabHBIM 3aKOHOM, U (WJIK) UH(OPMAIMH, COepIKalIel MpeIoKeHUe O
PO3HUYHOHN TOProOBJIE JIEKAPCTBEHHBIMU MpENapaTaMu, B TOM YHCJIE JUCTAHLIUOHHBIM CIIOCOOOM, JIMIIAMU,
HE MMEIOIIMMH JIMLEH3UM U Pa3pelleHMs] Ha OCYLIECTBJIICHHE TaKOH NEATEIbHOCTH, €CIU IOJy4YeHUE
JUIEH3UU U pa3pellieHus IpeIyCMOTPEHO 3aKOHOJaTeIbCTBOM 00 00pallieHNH JIEKAPCTBEHHBIX CPE/ICTB;

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 5 donoanena nynkmom 25 ¢ 29 nosaops 2019 2. - @edepanvusiii 3akon om 28 nosops 2018 e. N
449-@3
25) BBIZIa4a pa3pelieHnid Ha BBOJ B TPAXKIAHCKUM 000POT UMMYHOOHUOIOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB.
TAPAHT:

CM. KOMMEHTapuH K cTaTthe 5 Hacrosero deaepanbHOro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3akonom om 13 urona 2015 o. N 233-DP3 nacmosawuii Dedepanvhulil 3aKOH OONOJHEH
cmamuveti 5.1
TAPAHT:

[Tonoxenus cratbu 5.1 pacnpocTpaHsIOTCS HAa MOTHOMOYHS (eepajbHBIX OPraHOB MCIIOJIHUTEILHON
BJIACTH, KOTOPBIE HE MepelaHbl sl OCYIIECTBICHHSI OpraHaM ToCyJapCTBEHHOM BiacTU CyObeKTOB PO u
OpraHamM MECTHOT'O CaMOYIIPaBJICHUS COOTBETCTBYIOIIUMU (peepaTbHbBIMU 3aKOHAMH

Crartbs 5.1. Ilepenaua ocymiecTBICHUSI MOJHOMOUYMN (eaepalbHBIX OPTraHOB HMCIOJHUTEIHLHOM
BJIACTH MpHU OOpAIIEHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIOJIHUTEIBHOW BIIACTH
cyowsekToB Poccuiickoi denepanun

[TomHOMOUMS (enepanbHBIX OPraHOB MCIOJIHUTENIBLHOW BJIACTH MPH OOPAICHUU JIEKAPCTBEHHBIX

CpPEeACTB, MpeAyCMOTpEeHHble HacrosumM @DenepanbHbIM  3aKOHOM, MOIYT II€pelaBaTbCs  AJIA
OCYIIECTBIICHHSI ~ OpraHaM  HCIIOJHUTEIbHOM  BIacTh  cyObekToB  Poccuiickoit ~ ®enepauuu
noctaHoBieHussMu IIpaButensctBa Poccuiickoit denepanuu B mopsijike, yCTAHOBICHHOM DejiepalibHbIM
3akOHOM OT 6 OkTs0ps 1999 roma N 184-®3 "OO6 oOmmMX NPUHIMIIAX OPraHU3alWUU 3aKOHOAATEIbHBIX
(IpencTaBUTENBHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYJAapCTBEHHOM BIacTu cyOBeKTOB Poccuiickoit
Oenepanun".

TAPAHT:

CMm. xommeHTapuu K ctatbe 5.1 HacTosuiero denepanbHOro 3aKoHa

Crarb 6. [TosiHOMOYHMSI OPraHOB UCIIOJHHUTENBHOM BllacTh cyObekTa Poccuiickoii denepanuu npu

00palleHuH JIeKapCTBEHHBIX CPEICTB

K mosHOMOUYMSM OpraHoB HCIIOJHUTEIBHON BiacTH cyObekra Poccuiickoit ®exepanuu mnpu
O6paHI€HI/II/I JICKAPCTBCHHBIX CPCACTB OTHOCATCA:

1) pa3paboTka 1 peau3aliysi pernoHaJIbHBIX TPOrpaMM 00ECIICUEHUS HACEIICHUS JICKAPCTBCHHBIMU
nperapaTamu;

2) yCcTaHOBIIEHUE MPEEIbHBIX Pa3MEPOB ONMTOBLIX HA0ABOK U MpeeIbHBIX Pa3MEPOB POZHUUHBIX
HaI[6aBOK K q)aKTI/ILICCKI/IM OTIIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IIPOU3BOJUTCIIAMU JICKAPCTBCHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Ipenaparhl, BKIIOYEHHbIE B TepeuyeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENapaToB;

Wndopmarys 06 H3MEHEHHSAX:
Ilynkm 3 uzmenen ¢ 1 mapma 2020 a. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

3) ocyliecTBIE€HHE PETHOHATBHOTO TOCYAAPCTBEHHOTO KOHTPOJIS 3a INPUMEHEHUEM IIeH Ha
JIEKapCTBEHHBIE TpenapaThl, BKIIOUYEHHbIE B TMepeUYeHb JKU3HEHHO HEOOXOMUMBIX U BaKHEHIIIHNX
JIEKAapCTBEHHBIX TMPENapaTroB, OPraHU3alUsIMH OMNTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMH,
anTeYHbIMH OpPTaHHU3AIUSIMHU, WHIUBUAYAIbHBIMU MPEANPUHUMATENSIMUA, HMMEIOIIMMU JUIEH3UI0 Ha
(dapmMareBTUUECKyl0 JIeATeIbHOCTh, MEAUIIMHCKUMH OpTaHHM3aIllMsIMH, HWMCEIOIMIMMH JIMIICH3UI0 Ha
dbapMaleBTUYECKYIO0 JEATEIbHOCTh, M WX O00O0COOJCHHBIMU TOApA3ACTCHUSIMH (aMOYIaTOPHIMH,
benpamepckumMu U (HenbaIIepCcKo-aKyImepcKUME MTyHKTaMu, IIeHTpaMu (OTIeIeHUSIMHI) 001Iel BpaueOHOM
(ceMeifHOI) MPaKTUKHU), PACTIONIOKEHHBIMU B CEIBCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIUH;

Wndopmarys 06 M3MEHEHHSAX:

Cmamuvs 6 donoanena nynkmom 4 ¢ 1 aneaps 2018 . - @edepanvuviti 3akon om 29 uiona 2017 e.
N 242-@3

TAPAHT:

[Tonoxxenus myHkTa 4 crateu 6 (B pegakiuu denepanbHoro 3akoHa oT 29 utons 2017 r. N 242-03) B
4acTH, Kacarleincs: GOpMHPOBaHMS M BbIIAUM PEIENTOB HAa JIEKAPCTBEHHBIE MPENaparThl, COICpKAIIHEC
Ha3HAYCHNE HAPKOTHUECKUX CPEJICTB MIIM TICUXOTPOIHBIX BEIIECTB, B (hOpME IIEKTPOHHBIX TOKYMEHTOB,
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npumMmensitoTes ¢ 1 suBaps 2019 r.

4) npuHsATHE pelIeHuss 00 HCHOJB30BAHMU HA TeppuTopuu cyobekra Poccuiickoii deneparnuu
Hapsy ¢ pelenTamMy Ha JIeKapCTBEHHbIE IpenapaThl, 0(pOpPMICHHBIMU Ha OyMa)XXHOM HOCHUTEIIE, PELEITOB
Ha JICKapCTBEHHBIE MPETapaThl, CGOPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB.

TAPAHT:

CM. KoMMEHTapuu K cTaTtbe 6 HacTosero deaepanbHOro 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratba 7. Pa3paboTka 1 uzganue rocyaapcTBeHHOM papmakoneu, pa3MelieHle JaHHBIX O Heil
1. IMox rocymapcTBeHHOU (hapmakomee MOHMMAETCS CBOJA OOMUX (apMaKONEHHBIX CTaTed U
(dhapMaKoIeHHBIX CTaTCH.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabpsa 2014 o. N 429-d3 ¢ uacmv 2 cmamwvu 7 Hacmosuwezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
2. Pazpaborka oOmmx QapmMakomnelHbIXx cTaTeid W (apMaKONEWHBIX CTaTei, B TOM YHCIE
(dapMmakonelHbIx craTeii Ha (apmakomneiHple CTaHIapTHBIE O0pasllbl, W BKJIIOYCHHE HX B
rOCYJapCTBEHHYIO (hapMaKoOIer OCYHIECTBISIOTCS B TIOPS/IKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmarris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexkabpsa 2014 e. N 429-D3 ¢ uacmv 3 cmamwvu 7 Hacmosuwezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

3. Pa3paboTka (apmakoneitHOl cTaTbu Ha pe)epeHTHBIN JeKapCTBEHHBIN TIpenapar U BKIOYSHHE
€€ B TOCYJapCTBEHHYIO (hapMakonero B TEUEHUE CpOKa JEMCTBHS 3aIMThl HCKIIOYMTEIBLHOIO IpaBa,
YIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JEeKapCTBEHHBIN MperapaT, OCYIIECTBISIOTCA C COTTAcHs
ero pa3paboTyuka.

4. TocynapctBeHHass QapMakomness H3JaeTcss YIOTHOMOYEHHBIM  (eiepalibHbIM — OPraHOM
UCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEJCTB (efepaibHOro OI0PKETa U MOJUICKUT MEepEenu3JaHusIM He pexe
YyeM OJIMH pa3 B MATh JIET, B NEPHOJ MEXAY KOTOPBIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dapmakoriee, coaepxkamue oOmme (apmakoneiinpie ctathu W (WwiHM) ¢dapMakoleHble CTaThH,
YTBEPKACHHBIE TIOCIE U3/IaHUs WK Mepeu3AaHus TOCYIapCTBEHHON (hapMaKomeH.

5. YmonHOMOYeHHBIM (enepanbHBIi OpraH HWCIOJMHUTEIBHOW BIACTH pa3MeEIaeT JaHHbIE O
roCy/IapCTBEHHOU (papMakoliee U MPUIIOKEHHSIX K Hel Ha cBoeM o(uIlManbHOM caiite B cetu "MHTepHET"
B YCTAaHOBJICHHOM UM TIOPSI/IKE.

TAPAHT:

CM. KOMMeHTapHH K cTaThe 7 HacTtosuero @eaepanbHOro 3aKkoHa

Wndopmarys 06 M3MEHEHHSAX:

Haumenosanue usmenerno c 1 urons 2021 2. - @edepanvruiii 3axon om 11 uronsn 2021 2. N 170-D3
CMm. npedvloyuyro pedaKyuio

I'naBa 4. JInnen3upoBanue NPpON3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (papManeBTHYECKO
e TeIbHOCTH, FOCY1aPCTBEHHbIN KOHTPOJIb (Haa30p) B cepe oOpalieHs JEeKAPCTBEHHBIX CPEACTB

Crarbs 8. JluueH3upoBaHHME MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB U (papMaleBTUUYECKOM
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JeSITebHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKOW JESITEIbHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOJIaTeIbcTBOM Poccuiickoit denepanuu.

2. OOs3arenbHBIM YCIOBUEM MPEAOCTABICHUS JIMLIEH3UU Ha IPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISIETCA NPUIIOKEHHUE K 3asBJICHUIO COUCKATEJNs JIMLIEH3UU MepeyHs JIEKapCTBEHHbIX (HopM U
(umu) BUIOB (apMaleBTUYECKUX CyOCTaHIMM, KOTOpbIE NPOM3BOAMTEIb JIEKAPCTBEHHBIX CPEACTB
HaMepeH MPOU3BOIUTh.

Wndopmarius 06 M3MEHEHUAX:
Yacmo 3 usmenena ¢ 1 mapma 2022 2. - @edepanvhuiii 3akon om 11 urona 2021 2. N 170-D3

CMm. npedvloyuyro pedaKyuio
3. B ciydae He0OXOAMMOCTH PACIIMPEHHUs POU3BOACTBA JIEKAPCTBEHHBIX CPEACTB 32 CYET HOBBIX
JIEKapCTBEHHBIX (pOpM M BUIOB (papMarieBTUUECKUX CYOCTAHIIMI MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEIICTB
JOJDKCH TMMOJaTh B JIMIICH3UPYIOIIUNA OpraH 3asBJICHUE O BHECCHWH W3MEHEHUW B peecTp JIMIICH3UN Ha
IIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Undopmaris 06 n3MEHEHUSX:

Cmamuws 8 donoanena yacmoio 4 ¢ 29 oexaops 2020 e. - @edepanvhuiii 3akon om 27 dexaops 2019 o. N
481-@3
4. JIuuieH3us Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((hapmalieBTHUECKON CcyOCTaHIIMU CIIUpTa
STHJIOBOTO (3TaHOJIa) BBIACTCS TPH YCIOBUM HAIWYUS Y OpPTaHM3aIlMM Ha TPaBe COOCTBEHHOCTH,
XO3SICTBEHHOT'O BEJICHUSI WJIM OMEPATUBHOIO YIPABJICHHUS] OCHOBHOTO TEXHOJOTHYECKOTO0 000pYI0BaHUS
Il TPOW3BOJCTBA ATUJIOBOTO CIUPTA, 3apErHCTPUPOBAHHOIO B COOTBETCTBUH CO crarthenl 14.1
OenepanbHOoro 3akoHa OT 22 HosiOps 1995 roma N 171-®@3 "O rocynapCTBEHHOM peryjIupOBaHUU
IPOM3BOJICTBA M 00OPOTa STHJIOBOTO CIUPTA, AJKOTOJBHOW M CHHPTOCOAEpKAIICH MPOIYKIHU U 00
OTrpaHHYEHUU MOTPeOIeHHs (PACTIUTHSA) AIKOTOIFHOM MPOTYKITHH'".
FAPAHT:

CwMm. KOMMCHTApHUHU K CTAThEC 8 HaCTOAIICTO (I)ez[epaanoro 3aKOHa

Wndopmarys 06 n3MEHEHHSAX:

DeoepanvHulli 3akon donoanen cmamveti 8.1 ¢ 29 oexaopsa 2020 2. - Dedepanvhviii 3akon om 27
Ooexaops 2019 . N 481-D3
Crarbst  8.1. OcoOeHHOCTHM JUIIEH3UPOBAaHUS IPOMU3BOJACTBA  JIEKAPCTBEHHBIX  CPENICTB
(papmaneBTHUECKOI CyOCTaHIIMM CIIMPTA STHJIOBOTO (3TaHOJIA)

1. [eiicTBMe JMIEH3MM Ha TPOU3BOJACTBO JIEKApPCTBEHHBIX CcpeAcTB ((apmareBTHUECKON
CyOCTaHIIMM CHOUpTa STHIOBOIO (9TaHONA) MPHOCTAHABIMBAETCS B YacTH IpaBa Ha IPOM3BOJCTBO
(dapmalieBTUYECKON CyOCTaHLIMU CHMpTa 3TUJIOBOTO (3TaHOJIA) JIMLEH3UPYIOIIUM OpPraHOM B Cllydasx,
omnpeneneHHbix crateeil 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUH
OTJIENbHBIX BUIOB JAEATEIbHOCTU", a TakXKe Ha CPOK IPUOCTAHOBIEHHUS JEHCTBUS JMIIEH3MM Ha
IPOM3BOJICTBO ATUJIIOBOTO CHHUPTA Ul MPOU3BOJACTBA (hapMalleBTHUECKOW CYOCTaHIIUM CIUPTA STHIOBOTO
(aTaHOJNa), BBIJAHHON B COOTBETCTBUU ¢ DejiepanbHbIM 3ak0HOM OT 22 Hosiops 1995 roga N 171-03 "O
rOCYyJapCTBEHHOM pPEryJUpOBAaHUM TMPOU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJKOTOJBHOH U
CHUpPTOCOEpKaIIeH MPOIYKIIMU U 00 OrpaHUYEeHUHN TOTPeOIeHHS (PAaCIUTH) AIKOTOJIbHOM MPOTyKIH'".

2. JlelicTBMEe JHUIEH3MM Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEIACTB ((hapMaleBTHUECKOM
CyOCTaHIIMM CHOUpPTa S3TUJIOBOTO (STaHOJA) B YacTH IpaBa Ha MPOU3BOACTBO (apMaleBTUYECKON
CyOCTaHIIMM CHHUpTa STUIOBOTO (3TaHONA) NpPEKpalaeTcs JUIEH3UPYIOIUM OpraHoM B Clly4asX,
onpezaeneHHbIx cratheil 20 denepampHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nureH3upoBaHUN
OTJENBHBIX BHUJIOB JAEATENBHOCTU", a TakXke C JaThl NpPEKpalleHUs WM aHHYJIUPOBAHUS JEHCTBUS
JUIEH3UU Ha MPOU3BOJCTBO ATHIJIOBOTO CIHPTa JUIS MPOU3BOJCTBA (papMaleBTUYECKON CyOCTaHIIUU
CIHMpTa ATUJIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DesepasibHBIM 3aKOHOM OT 22 HOSOpPS
1995 roma N 171-®3 "O rocynapCTBEHHOM PETYJIMPOBAHUH MTPOU3BOACTBA U 000POTA ITHIOBOTO CIHPTA,
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QJIKOTOJIBHOM ¥ CIUPTOCOAEpKAlIed MPOAYKIMH W 00 OrpaHWYCHHH NOTpeONeHHUs (paciuTHs)
AIKOTOJIBHOM MPOAYKIUH".

Wndopmarius 06 H3MEHEHUX:

Cmamows 9 usmenena c 1 uronsn 2021 2. - @edepanvroiii 3axon om 11 urousn 2021 2. N 170-D3

CMm. npedvloyuyro pedaKyuio

Cratses 9. ['ocynapcTBeHHBINH KOHTPOIIb (Ha30p) B chepe oOpalieHus IeKapCTBEHHBIX CPEICTB

1. TocynmapcTBeHHBI KOHTpoib (Haa30p) B cdepe oOpalleHusi JEeKapCTBEHHBIX CPE/ICTB
OCYILECTBIISICTCS TOCPEACTBOM  (pellepalbHOTO TOCYAApCTBEHHOTO0 KOHTpoyisi (Ham3opa) B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB U (hefepaibHOr0 TOCYJAapPCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JESTEIILHOCTH TI0 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, OCYIIECTBISIEMBIX (efepatbHbIMU OpraHaMu
WCIIOJIHUTEJIbHON BIIACTH, YIIOITHOMOYEHHbIMU [IpaButensctBoM Poccuiickoit @epepannu.

2. TlpenmeroMm (demepanbHOTO TOCYAAPCTBEHHOTO KOHTPOJsS (Hag3opa) B cdepe oOpamieHwus
JICKAPCTBEHHBIX CPE/ICTB SIBISIOTCS:

1) cobmroneHue 00sM3aTeNbHBIX TpeOOBaHUH B cepe oOpalicHusl JIEKAPCTBEHHBIX CPEICTB, B TOM
YHCIIe:

a) TpeOOBaHMI K JOKJIMHUYECKHM HCCJICIOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHHUYECKUM
UCCIICIOBAHMSIM  JIGKAPCTBEHHBIX IMPEMapaToB, W3TOTOBIEHUIO, XPAaHEHHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®@enepauuto, OTIYCKY, peajld3aluM, NepeAadye, NPOJAKE JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO JIEKApPCTBEHHBIX MPENaparoB, YHUUYTOXKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBICHHIO
MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX MPENapaToB II€H Ha JICKAPCTBEHHBIC MperapaThl, BKIIOYCHHBIC B
NepeyYeHb JKU3HEHHO HEOOXOAMMBIX U BKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

0) TpeOOBaHMU K COOTBETCTBUIO JICKAPCTBEHHBIX CPEJICTB, HAXOMISIIUXCSI B OOpalICHUH,
MoKa3aTessiM KayecTBa, d((EeKTUBHOCTH U O€30MaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
®denepanbHBIM 3aKOHOM;

B) TpeboBaHU K COONIIOJICEHUIO CyOBEKTaMU OOpallleHHs JIEKaPCTBEHHBIX CPEICTB, YKa3aHHBIX B
yactu | craten 67.1 Hactosimero denepaqbHOrO 3aKOHA, OTPAHMYECHUM, HajaraeéMbiXx cratbsimu 67.1 u
67.2 nactosuiero denepanbHOro 3aK0HA;

2) coOmrofeHHe JUIEH3UOHHBIX TpeOOBaHMH K  OCYHIECTBICHHMIO  (papMalleBTUUYECKOM
JeSATEIbHOCTH;

3) cobnoeHune TpeOOBaHUM K MTPEAOCTABICHUIO CyOBEKTaMH OOpaIeHHs JIeKapCTBEHHBIX CPEJICTB
uH(pOpMaIlMM O JIEKapCTBEHHBIX CPENCTBaX W (WJIM) JIGKAPCTBEHHBIX IMpemnaparax, MpeayCMOTPEHHOM
cratesimu 9.1, 52.1 u 64 nactosimmero denepanbHOTO 3aKOHA.

Wndopmarys 06 H3MEeHEHHSAX:

Yacms 2 oononnena nynkmom 4 ¢ 1 mapma 2023 2. - @edepanvhuiii 3axon om 20 okmsabpsa 2022 2. N
405-03

Cm. 6yoywyro peoakyuio

3. ITlpu ocymectBieHnn (enepaTbHOT0 TOCYAAapCTBEHHOTO KOHTpoJisi (Ham3opa) B cdepe
oOpaleHns JIeKapCTBEHHBIX CPEJCTB MPOBOAATCSA CIEAYIOUIME BHJIbl KOHTPOJBHBIX (HAA30PHBIX)
MEPOTPHUATHI:

1) nokymeHTapHas IpOBEpKa;

2) BBIE3/IHAS TIPOBEPKA,

3) BEIOOPOYHBIM KOHTPOJIb KaUeCTBa;

4) KOHTpOJIbHAS 3aKYIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmoJeHue 3a COONMIOJICHHEM O00s3aTeNbHbIX TpeOOoBaHUM (MOHUTOPUHI OE30MACHOCTH)
(papmaxonamzop).

4. Opranuzaius 1 ocyliecTBiIeHue (eepalbHOrO rOCyIapCTBEHHOTO KOHTPOJIA (Haa3opa) B chepe
oOpalieHus: JEeKapCTBEHHBIX CPEACTB peryiupyrorcs depepanbHbiM 3akoHoM oT 31 wmions 2020 roxa
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N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (HaA30pe) W MYHHIIMIAIBHOM KOHTpoje B Poccuiickoit
Oepnepanun".

5. BuennaHoBBI BBHIOOPOYHBIA KOHTPOJb KayecTBa MPOBOJUTCA B TOM 4YHCIE HAa OCHOBAaHUU
POTPaMMBI ITPOBEPOK.

6. [TnaHoBBIN BRIOOPOYHBIN KOHTPOJIh Ka4€CTBA HE TPOBOIUTCS.

7. Ilo pe3ynbTaTaM BHIOOPOYHOTO KOHTPOJIS Ka4eCcTBA HAPSY C PELICHUSIMH, IPEAYCMOTPEHHBIMU
DdenepanbubiM 3akoHOM OT 31 mrons 2020 roma N 248-D3 "O rocymapcTBEHHOM KOHTposie (Haa3ope) u
MYHUIIUIIAILHOM KOHTpoJjie B Poccuiickoit denepanmu”, ¢enepaibHbIMH OpraHaMH HCIOJHUTEIBHON
BJIACTH, YIMOJHOMOYEHHBIMH Ha OCYILECTBJICHHE BBIOOPOUYHOTO KOHTPOJIA KadyecTBa, MPUHUMAIOTCS
CJIEIYIOIINE PEILICHU:

1) o manpHeieM TpaXJIaHCKOM O0OpOTE CEpUU, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpeZCTBa B Cllydyae MOATBEPXKIEHUS MO pe3yJbTaTaM MPOBEJCHHBIX UCIBITAHUA COOTBETCTBHS KauecTBa
JICKapCTBEHHOT'O CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSIM;

2) 00 U3BATHH W3 TPAKTAHCKOTO 000pOTa CEPHH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpeICTBa B cllydyae BBIABICHUS IO pe3yiabTaTaM IPOBEICHHBIX HCIBITAHHA HECOOTBETCTBHUS KauecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHHSM;

3) o mepeBone JIEKAPCTBEHHOTO CpPEJICTBAa HA IMOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJh KauecTBa
JIEKApCTBEHHBIX CPEJCTB B CIy4yae MOBTOPHOTO BBISBICHHS HECOOTBETCTBHUS KAadyeCTBa JIEKAPCTBEHHOTO
CpEICTBa YCTAHOBJICHHBIM TpeOoBaHMSIM M (IIPH HEOOXOIMMOCTH) O IMpPOBEpKe CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CPEACTB. Pacxopl, CBS3aHHBIE C MPOBEIACHUEM IOCEPUIHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIIAYMBAIOTCS TMPOU3BOJIUTENEM JIEKQPCTBEHHOTO CpeicTBa JHUOO JepKaTelieM WM BiaJelbleM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIperapara.

8. denepalbHBIN TOCYIaPCTBEHHBIN JMIICH3MOHHBII KOHTPOIb JIEATEIBHOCTH IO MPOHU3BOJICTBY
JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickon
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOAIICTO (I)ez[epaanoro 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

I'nasa 4 oononnena cmamveit 9.1 ¢ 1 uronn 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 e. N
170-@3

Cratbsa 9.1. IIporpamma npoBepox

1. B mwmensx opraHuzalnuyd BbIOOPOYHOIO KOHTPOJSL KadyecTBa JIEKAPCTBEHHBIX CPEJICTB
dbopMupyeTcs mporpamma mpoBeEpPOK.

2. [Ins ueneil peanu3aluy HpOrpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKApPCTBEHHBIX CPENICTB U
OpraHu3aliyi, OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX cpelncTtB B Poccuiickyro @Dexaepauuio,
MPEIOCTABISAIOT B OTHOIIEHWW JICKAPCTBEHHBIX CPEJACTB JUISI MEAHWIIMHCKOTO TPUMEHEHUS B
YIIOJTHOMOYEHHBIN (eiepalibHbIil OpraH HWCHOJHUTENBHON BIIACTH, OCYIIECTBISIIONNA (QYHKIIMHU 10
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHHS, B OTHOLIEHUM JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO TPUMEHEHUS B YIOJIHOMOYEHHBIH (eaepanbHblii OpraH HWCIOJHUTENIBHON BIACTH,
OCYIIECTBISIOMUNA (PYHKITUU TI0O KOHTPOJIIO M HAA30py B cepe oOparieHus: JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUs, CBEJICHUSI O CEepHUAX, MAPTHUSAX JIEKAPCTBEHHBIX CPEACTB, MOCTYIMAIOLUUX B
rpaxkaanckuii obopor B Poccuiickoii deneparuu, B Tops/ike, cocTaBe M 00beMe, YCTAaHOBJICHHBIX
yKa3aHHBIMH (peiepalbHBIMH OpraHaMH HCIIOJIHUTENBHON BIACTH B OTHOIICHUU JIEKAPCTBEHHBIX CPE/ICTB
JUIST MEAWITUHCKOTO TIPUMEHEHUS W B OTHOIICHHWH JIEKAPCTBEHHBIX CPEICTB [JII BETEPUHAPHOTO
MPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢GopMHpPYETCS Ha KaJeHIapHbIM rom B cpok g0 30 mexalps roxa,
MPEIIIECTBYIOLIETO TOAY IPOBEICHHS BBIOOPOUYHOTO KOHTPOJIS.

4. B cnywae HacTyruieHUsI COOBITHH, ykKa3aHHBIX B nojanyHktax "0" m "B" myHkra 2 bactu 6
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HacTOsIIeH cTaTbd, (pelepaabHbBIM OPraHOM HCIOJHUTEIBHOM BJIACTH, OCYIIECTBISIOIIUM (DYHKIUHU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBoOXpaHEHUs, (enepaabHbIM OPraHOM HCIOJIHHUTEIBHOW BIIACTH,
OCYIIECTBIIIOMNM (DYHKIIMU MO KOHTPOJIIO U HAaa30py B chepe oOpamieHns JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MIPUMEHEHHS, IPU HEOOXOIMMOCTH BHOCSATCSI COOTBETCTBYIOIINE N3MEHEHHS B IPOrPaMMy
IPOBEPOK.

5. B mporpamMmy mpoBepOK MOTYT BKIIOYAaThCS MEPOIPHUATHUS C YIETOM HApyIICHHA, BHISIBICHHBIX
B paMKax KOHTPOJBbHBIX (HaI30pHBIX) MEPONIPHUATHI 3a IPEABITYIINN KaJleHIapHBII IO,

6. IIporpamMma NpoBEpOK COACPIKHUT:

1) nepeyeHb JICKAPCTBEHHBIX CPENICTB, OTOOP 00Pa3OB KOTOPHIX OyIET OCYIIECTBISATHCS B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMHUPYEMBIN C YUETOM PE3YJIbTaTOB rOCYIapCTBEHHOTO KOHTPOJIS (HaI30pa) B
cepe oOpalieHns JTeKapCTBEHHBIX CPEICTB 3a KAJICHAAPHBINA 01, NPEALISCTBYIOIUI IOy TPOBEICHUS
BbIOOPOYHOIO KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIUICHHE KOTOPOTO SIBJISIETCS OCHOBAaHMEM JUIS OCYIIECTBICHHS
BbIOOPOYHOI'O KOHTPOJIS:

a) MOJIyYeHUE CBEICHHM, MPEACTABIIEMbIX B COCTaBE U 00BbEME, YCTAaHOBIECHHBIX (erepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBIIIONUM (YHKIMU IO KOHTPOJIO W Ham3opy B cdepe
3paBOOXpaHeHUs, (heaepaIbHbBIM OPraHOM HCIIOJHHUTENBFHON BIACTH, OCYIIECTBISIIOIIUM (YHKIUH II0
KOHTPOJIIO ¥ HaA30py B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MPUMEHEHHS, O
CepHsiX, MapTUSAX JICKApPCTBEHHBIX CPEJCTB, IMOCTYNAMOIIMX B TIpakIaHCKUd o0opoT B Poccuiickoii
Qdenepanuy, YyKa3aHHBIX B IIyHKTe | HACTOSIIEH 4YacTH, OpraHW3alMsMH, OCYIIECTBISIONIMMU
IPOU3BOJICTBO JIEKAPCTBEHHBIX CpeAcTB B Poccuiickoit denepanu ¥ BBO3 JEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuio;

0) mosy4yeHue MOCTYyIMAOUIeH B OPAIKE, YCTAHOBICHHOM cTaThell 64 HacTosmero denepaabHOTo
3aKOHa, WHPOPMALUK O TMOOOYHBIX JEHCTBHSAX, HEXKEIATENbHBIX PEaKIUsIX, CEPhE3HBIX HEXeIaTeIbHBIX
pEaKIMAX, HeNPEIBUCHHBIX HEXeNaTeIbHbIX PEeaKLUUsAX NpU MPUMEHEHHH JIEKapCTBEHHBIX MpPENapaTos,
00 WHAVWBUIYAIBHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH JIEKAPCTBEHHBIX IpenapaTos, a
Takke 00 MHBIX (aKTax M OOCTOATENbCTBAX, NPEACTABISIOMUX YIPO3Yy KU3HU WIH 3/10pPOBBIO YeJIOBEKa
au00 >KMBOTHOTO TPH TPUMEHEHHWW JIEKApPCTBEHHBIX IIPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpaleHus JIeKapCTBEHHBIX NpenapaToB B Poccuiickoit denepanuu u Apyrux rocyapcTBax;

B) IMMOJIydeHHE B COOTBETCTBUM ¢ DenepanbHbiM 3akoHoM oT 31 mrons 2020 roma N 248-D3 "O
rOCyJapCTBEHHOM KOHTpoJie (Haa30pe) M MyHHLIMIAIbHOM KoHTposie B Poccuiickoit ®Penepanuun"
CBEJICHUI O MPUYMHEHWUHM Bpena Wiu 00 yrpo3e MpUYMHEHHS Bpelna JKU3HHU, 370POBBI0 TpakIaH WA
KHUBOTHBIX.

Wndopmarys 06 H3MEHEHHSAX:

I'nasa 4 oononnena cmamveu 9.2 ¢ 1 uwna 2021 2. - @edepanvusiii 3akon om 11 urwona 2021 e. N
170-@3
Crartbs 9.2. 'ocynapCTBEHHBINH KOHTPOJIb (HAA30p) 3a peaau3aiueil opraHaMyd MCTIOTHUTETHHOM
BiIacTd cyObekToB Poccuiickoit @enepauuu mnoiaHoMounii B cdepe obOparmieHus
JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIMHCKOIO IPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTpOJIb (HAI30p) 3a peanu3alieil opraHaMH HCIOJHUTEIbHON BIIACTH
cyonbekToB Poccuiickoit @enepanuu nmoaHoMouuid B cdepe oOpalleHusi JeKapCTBEHHBIX CPENICTB JUIs
MEJULUHCKOIO IIPUMEHEHUs] OCYILECTBIISIETCS  yIOJHOMO4YEeHHBIM IIpaButensctBom  Pocculickoi
®denepanvivi OPraHOM HCIIOTHUTEIBHON BIIACTH.

2. IlpenMeTroM TOCYIapCTBEHHOTO KOHTpOJs (Haja30pa) 3a peaiu3aluMeld  opraHamu
UCIIOJTHUTENbHON BnacTu cyObekToB Poccuiickoit ®enepanuu mnonHomouuidl B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JJISi MEIUIMHCKOTO NPUMEHEHUS SIBIISETCS COONIOJEHUE YIOJIHOMOYEHHBIMU
OpraHaMM HCIIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoit ®enepanuui METOIMKHU YCTaHOBJIECHUS
IpeJeNbHBIX Pa3MEpPOB OINTOBBIX HAN0ABOK M MpPECNIbHBIX pasMEpoOB PO3HUYHBIX HAA0aBOK K
(aKTHYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM NPOU3BOAMTEISIMH JIEKAPCTBEHHBIX IPENaparoB, Ha
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JICKapCTBEHHBIC IMIpenapaThl, BKIIOUYEHHBIE B IME€PEUEHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB.

3. Ilpu ocymiecTBIeHUU TOCYIapCTBEHHOIO0 KOHTPOJsA (HAA30pa) 3a peanusalueil opraHamu
UCTIOJIHUTENIBHONW BIacTH CyObekToB Poccuiickoit @enepanuu NoOIHOMOYHM B cdepe oOpamieHus
JICKaPCTBEHHBIX CPEICTB I MEAUIIMHCKOTO MIPUMEHEHHUSI IPOBOJSATCS CIEAYIOIINE BUABI MEPOIPUSITHUIA:

1) noKkyMeHTapHbIE IPOBEPKH;

2) Bble3AHbIC TPOBEPKH.

4. OpraHuzaiusi ¥ OCYILIECTBIEHHE TOCYJAapCTBEHHOIO KOHTpOJIS (Haa30pa) 3a peaau3aiuen
OopraHaMy HCITOJIHUTEIILHOM BJIacTH CyObekTOB Poccuiickoii @Dexepanuu TMOJTHOMOYMH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB JUIsl MEAMIMHCKOIO NPUMEHEHUs peryiaupyrorca DejnepanbHbIM
3aK0HOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOJATECIIbHBIX
(IpeICTaBUTENbHBIX) W HCHOJHHUTENBHBIX OPraHOB TOCYJApCTBEHHOH BiacTu CyOBEeKTOB Poccuiickoit
®denepanun".

5. [Ilonoxxenue 0O TOCYZapCTBEHHOM KOHTposie (Ham3ope) 3a pealu3alueld opraHaMmu
UCIIONTHUTENbHON BnacTu cyObekToB Poccuiickoit ®enepanuu monHomouuidt B chepe oOparieHus
JIEKAPCTBEHHBIX CPEACTB I MEAULMHCKOrO IpuMeHeHus yreepskaaercs lIpasurensctBom Poccuiickoit
®enepanuu.

Wuopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamveu 9.3 ¢ 1 uwna 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 e. N
170-@3
Crarbsa 9.3. PernoHasibHBIA TOCYJApCTBEHHBIN KOHTPOJIb (HAA30p) 3a MPUMEHEHUEM IIEH Ha
JIeKapCTBEHHbIE IpenapaTrhl, BKIIOUEHHbIE B MEPEUYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILINX JIEKAPCTBEHHBIX IPENapaToB

1. PerroHasbHbIi rocy1apcTBEHHBIH KOHTPOJIb (Ha/30p) 3a MPUMEHEHUEM IIeH Ha JIEKapCTBEHHbIE
npenaparbl, BKJIIOUEHHbIE B IIEPEYCHb JKU3HEHHO HEOOXOJMMBIX U BaKHEHUIIMX JIEKapCTBEHHBIX
IpenapaToB, OCYIIECTBISIETCS OPraHOM HCIIOJIHUTENbHOW BiacTu cyObekTa Poccuiickoit ®denepauuu,
YIOJHOMOYEHHBIM BBICIIMM HCIIOJIHUTEIbHBIM OPraHOM IOCYAapCTBEHHOM BiacTu cyObekTa Poccuiickoit
®denepanuu.

2. IlpenmMeToM pernoHalbHOIO rOCYAapCTBEHHOTO KOHTPOJIA (Haa30pa) 3a MPUMEHEHUEM LIeH Ha
JIeKapCTBEHHbIE TMpernaparbl, BKIIOUYEHHbIE B MEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX  IPENaparoB,  SBISETCS  COOJIOJEHHWE  OpraHu3alUs MU  ONTOBOM  TOPrOBIHU
JIEKapCTBEHHBIMHU CPEJICTBAMHU, alTEYHBIMU OpPraHU3aLMsAMHU, WHIAUBUAYAIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIMMH  JIMIEH3UI0 Ha (apMaleBTUUECKYIO0 JAESTeNbHOCTh, MEAMIMHCKUMHM OpraHU3alUsMHu,
UMEIOIMMH JIMIEH3UIO Ha (papMaleBTUUECKYIO AEATeNbHOCTh, U UX 000COOJEHHBIMU MO/pa3AeICHUIMU
(amOynaTopusiMu, penpamepckuMu U GenbaepcKo-aKyIlIepCKUMU yHKTaMU, LEHTPaMHU (OTAEIECHUSIMU)
oOmiell BpaueOHON (ceMEiHOM) MpPaKTUKM), PACIOJIOKEHHBIMH B CEJIbCKUX HACENEHHBIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alT€YHble OpraHu3aliM, NpU pealu3alud JIEKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHHUIO IIeH, YPOBEHb KOTOPBIX HE JOJKEH NpEeBBIIaTh CyMMY (akTHUECKOU
OTIYCKHOH I1I€HbI, YCTAHOBJICHHOH IPOU3BOJUTENEM JIEKAPCTBEHHBIX IpENnaparoB, U KOTOpbIE He
NPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX MPEAEIBHBIX OTIYCKHBIX 1I€H, U pa3MEpOB ONTOBBIX Ha/10aBOK U (MIJIN)
pa3MepoB PO3HUYHBIX HA/I0aBOK, HE MPEBBIIIAIOIINX COOTBETCTBEHHO Pa3MEpOB IMpPEAeTbHBIX ONTOBBIX
Ha/10aBOK U (WJIM) pa3MepoB MpeAeIbHBIX POSHUYHBIX Ha/10aBOK, YCTAHOBIIEHHBIX B cyObekTe Poccuiickoit
denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOTO TOCYJApCTBEHHOIO KOHTpOJA (Haa3opa) 3a
IIPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpenapaThl, BKIOYEHHbIE B II€PEUEHb KU3HEHHO HEOOXOJUMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX IIPENapaToB, perynupyrorcss denepansueiv 3akoHom oT 31 uronst 2020 roga
N 248-®3 "O rocymapcTBEHHOM KOHTpOJie (Haa30pe) M MYHHIMIAIBHOM KOHTpoiie B Poccuiickoit
Oenepannn".

4. IlonokeHne 0 pernoOHaIbHOM rOCYIapCTBEHHOM KOHTpoOJie (HaA30pe) 3a MPUMEHEHUEM LIEH Ha
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JICKapCTBEHHBIC TMIperapaThl, BKIIOYCHHBIC B IEPEYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEUIINX
JIEKAPCTBEHHBIX TMPEMApaTOB, YTBEPXKIAACTCS BBICIIMM HCHOJHUTEILHBIM OPraHOM TOCYIapCTBEHHOMN
BlIacTu cyonekta Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Inasa 4 oononnena cmamveu 9.4 ¢ 1 urona 2021 e. - Dedepanvuviii 3axon om 11 uwons 2021 e. N
170-@3
Cratbs 9.4. @enepasibHbI TOCYJApCTBEHHBIN JIMLIEH3UOHHBIH KOHTPOJIb JIEATEIBHOCTH IO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB

1. ®denepanbHbli TOCYAAPCTBEHHBIA JIMIEH3UOHHBIA KOHTPOJIb JAEATEIBHOCTU 10 IPOU3BOICTBY
JICKapCTBEHHBIX CPEJCTB OCYIIECTBIsAETCS (enepalbHBIMM OpraHaMH HMCHOJHUTENIbHON BJIacTH,
ynosHoMoueHHbIMHU [IpaButenscTBoM Pocceniickoit denepanun.

2. denepanbHbld TOCYAAPCTBEHHBIN JUIEH3UOHHBIA KOHTPOJIb JAEATEILHOCTH IO IPOU3BOICTBY
JIEKaPCTBEHHBIX CPEJCTB OCYILIECTBIIAETCA B COOTBETCTBUU ¢ DejepanbHbiM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuieH3upoBaHUU OTACIBHBIX BUIOB AesaTeNbHOCTH" U DenepaibHbIM 3akoHOM OT 31 nros
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpOJe (HAI30pe) W MYHHUIMIAIEHOM KOHTpOJIC B
Poccuiickoit ®enepanun". B pamkax ¢denepaabHOr0 rocyaapCTBEHHOTO JIMIEH3MOHHOTO KOHTPOJIS
JESATENIbHOCTH 110 TPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIbHBIE (HAI30pHbIE)
MEPONPUITHSI HE MPOBOIATCS, MPU ITOM MPOBOJIUTCS MEPUOAMYECKOE MOITBEPKICHHUE COOTBETCTBHS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSIM B COOTBETCTBUM ¢ DenepalibHbIM 3aKOHOM OT 4 Mas
2011 roma N 99-®3 "O nuieH3UpPOBAHUH OTIACIBHBIX BUIOB ACATEIBHOCTH" .

I'naBa 5. Pa3p360TKa, JAOKJIUHUYICCKHUE UCCTICT0BAHUS JICKAPCTBCHHBIX CPEACTB, 4 TAKIKE
KIMHHYECCKHE UCCICI0BAHUSA JICKAPCTBCHHLIX IIPeapaToB J1Jifl BETCPUHAPHOI'O IPUMEHCHUSA

Cratba 10. PazpaboTka JiekapCTBEHHBIX CPEICTB

1. Pa3paboTka JeKapCTBEHHBIX CPEJCTB BKIIOYAeT B ce0s MOMCK HOBBIX (hapMaKOJIOTHYECKU
AKTHUBHBIX BCUICCTB, mociacaAyrouiee HU3YUYCHUC ux JICKApCTBCHHBIX CBOﬁCTB, JOKIIMHHUYECKUEC
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJOIMH NPOU3BOACTBA (papMalleBTUYECKHX CyOCTaHIMH, pa3paboTKy
COCTaBOB M TEXHOJOTHI TIPOM3BO/ICTBA JICKAPCTBEHHBIX TIPENapaToB.

2. ®uHaHCOBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISETCS 3a CUET:

1) cpencTs penepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEeICTB MIPOU3BOIUTENCH JIEKapCTBEHHBIX CpenCTB npu BBITIOJITHEHUH
HAY4YHO-HUCCIIEJJOBATEIbCKUX paboT MO JOTOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
MIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX He 3ampelIeHHbIX 3aKOHOo1aTeNbCcTBOM Poccuiickoit denepaiyiv UCTOYHUKOB.

3. IlpaBa  pazpaboTumka  JIEKapCTBEHHOTO  CPEJCTBA  OXPAHAIOTCS  TPAXkKIAHCKUM
3aKOHO/IaTEIhCTBOM.
TAPAHT:

CMm. xommeHTapuu Kk ctatbe 10 HacTosimero denepanbHOro 3aK0Ha

Crarbs 11. JIOKIMHMYECKOE WCCIEAOBAHUE JIEKAPCTBEHHOIO CPEACTBA ISl MEAUIMHCKOIO
MPUMEHEHUS
1. IIOKHHHH‘ICCKO@ HCCIICA0OBAHUEC JICKAPCTBEHHOI'O CpeACTBa I MCAHIMUHCKOIO MNMPUMCHCHHA
MPOBOJIUTCA MYTEM IMPUMEHEHHUS HAay4YHbIX METOJOB OLEHOK B IEJIX IOJYyYEHHUs JOKa3aTelbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

Wndopmarus 06 H3MEHEHUSX:
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Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 2 cmamou 11 nHacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npeovioyuel pedaKyuu
2. JIOKJIMHHYECKOE WCCIICIOBAHUE JIEKAPCTBEHHOTO CPEICTBA I MEIUIMHCKOTO MPUMEHEHHUS
MPOBOAMTCS B COOTBETCTBUU C MpaBWIAMH HAJJICKAIICH J1a00paTOPHOW NPAKTHKH, YTBEPKICHHBIMH
YIIOJIHOMOYEHHBIM (he/IepalTbHbIM OPTaHOM UCIIOJTHUTEIILHOW BJIaCTH.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 2 uwas 2013 2. N185-®@3 6 uacme 3 cmamvu 11 nacmoswezo
DedepanbHo20o 3aKOHA BHECEeHbl U3MeHeHUsl, scmynalowue 6 cuny ¢ 1 cenmsabops 2013 2.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu

3. Jlns opraHu3alMy U TPOBENEHUS JOKIMHUYECKOTO HCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA
JUIE  MEIUIMHCKOTO TIPUMCHEHUS pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT  IPHUBIICKATH
HAYYHO-HMCCIIEIOBATEIIbCKUE OpraHu3aly, oO0pa3oBaTeNbHBIE OPTaHU3allMM BBICIIET0 OOpa30BaHMA,
UMCIOIIME HEOOXOJUMYI MaTepHaIbHO-TEXHHUECKYI0 0a3y W KBAIU(UIIMPOBAHHBIX CICIMAIMCTOB B
COOTBETCTBYIOIIEH 00J1aCTH MCCIIeIOBAHHUS.

4. JIOKIMHHYECKOE WCCIICIOBAaHHME JICKAPCTBEHHOTO CPEICTBA JUISI MEAMIIMHCKOTO MPHUMEHCHHUSI
MPOBOAMTCS 10 YTBEPKIACHHOMY pa3paOOTUMKOM JICKAPCTBEHHOTO CpPEICTBA IUTAHY C BEJICHUEM
IPOTOKOJIa 3TOTO HMCCIEIOBAaHHUS M COCTABICHHEM OTYETa, B KOTOPOM COJAEPIKATCS PE3ybTaThl ATOTO
UCCIICIOBaHMS U 3aKIIIOYCHUE O BO3MOXXHOCTH MPOBEJCHUS KIIMHUYECKOTO UCCIICIOBAHHS JICKAPCTBEHHOTO
nperapara Jyisi METUIIUHCKOTO IPUMEHEHUS.

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ uacmv 5 cmamovu 11 nacmosiwyeeo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHUs, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu

5. TlpoBeneHrne MPOBEPOK COONIONEHUS MPaBUI HaAJexamell mabopaTopHON NPaKTUKH U
MPABOBBIX HOPM HCIOJB30BAHUS KUBOTHBIX TMPH TPOBEJACHUHM JIOKJIMHWUYCCKHX HWCCIICTOBAHHMA
JICKAPCTBEHHBIX CPEJCTB s MEAUIMHCKOTO TPUMEHEHUS OCYIIECTBISETCS  YIOJIHOMOYEHHBIM
(deneparbHBIM OPTaHOM UCTIOTHUTEILHOM BIIACTH.

6. Pe3ynbpTaThl NOKIMHMYECKOTO HCCIEIOBAHHS JIEKAPCTBEHHOTO CPEACTBA ISl MEIULIMHCKOTO
NPUMEHECHUST MOTYT OBITh TPEJCTABJIICHBI B YIIOJHOMOUYEHHBIH (helepanbHblii OpraH WCHOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSIKE B IENSIX TOCYIapPCTBEHHOMN PEerucTpalliy JIEKapCTBEHHOTO Mpernapara.

FAPAHT:

CwMm. KOMMCHTApHUHU K CTAThEC 11 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crarbs 12. JIOKIMHHYECKOE HCCIEIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA U KIMHHUYECKOE
HCCIIEIOBAHUE JIEKAPCTBEHHOIO Mpenapara il BETEPUHAPHOTO IPUMEHECHUS

1. JIOKJIMHUYECKOE HCCIIeIOBAaHUE JIEKAPCTBEHHOIO CPEACTBA ISl BETEPUHAPHOTO MPUMEHEHUS
MPOBOJAUTCA IIyTEM IPUMEHEHUsI HAYYHBIX METOJOB OLEHOK B LENAX MOJYy4YEHUs JOKa3aTelbCTB
0e30MacHOCTH, KauecTBa U S(Hh(PEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE ONpeNeeHHUs CpoKa
€ro BBIBEJICHHS M3 OpraHW3Ma *KHBOTHOTO, B IENAX obecredeHuss 0€30MacHOCTH MPOTYKIIMH YKUBOTHOTO
MPOUCXO0KICHUS MTOCIIE TPUMEHEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Mpenapara.

2. JIOKIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHMYECKOE HCCIEeI0BAHUE
JICKAPCTBCHHOT'O IIp€raparta A BETCPUHAPHOIO MPUMCHCHHA, HWCCIICAOBAHNEC OMOD’KBUBAJIEHTHOCTH
YKAa3aHHOI'O JIEKAPCTBEHHOI'O IMpemnapara MPOBOASATCA B COOTBETCTBUM C IIPAaBUIIAMH, YTBEPKIACHHBIMU
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OPTaHOM MCIIOTHUTEIbHOU BIIACTH.

T'APAHT:

CMm. Meroanueckue ykazanus "IIpoBeneHHEe KayeCTBEHHBIX HMCCIICIOBAHUN OHOIKBHUBAICHTHOCTH
JIEKapCTBEHHBIX CpeAcTB", yTBepkaeHHble MuH3apaBconpas3sutus Poccun ot 30 aBrycra 2004 r.
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3. JIOKIMHMYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOIO CPEACTBA U KIMHHYECKOE MCCIIEJOBAHUE
JIEKapCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IIPUMEHEHUS IIPOBOAATCS IO YTBEPKICHHOMY
pa3pabOTYUKOM JIEKAPCTBEHHOIO CpEACTBA IUIAaHY C BEIEHUEM IPOTOKOJIOB 3THUX HCCIEIOBaHUN U
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COAEPKATCS PE3yIbTAThI THX HCCICIOBAHU.

4. Jlns opraHu3alyy U MNpOBEACHUs JOKIMHUUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO Iperapara il BETEPUHAPHOTO MIPUMEHEHHS pa3paboTuuK
JEKapCTBEHHOTO  CpeACTBa  MOYKeT  IPUBJIEKATh  OpraHM3allid,  HMMEILIHMe  HEOOXOJUMYIO
MaTepHaIbHO-TEXHUUECKYI0 0a3y M KBaJH(HUIMPOBAHHBIX CIICIHAINCTOB B COOTBETCTBYIOLICH obOiacTu
UCCIICI0BaHMU.

5. Kimnuueckue unccieoBaHus JIEKAPCTBEHHBIX IIPENapaToB A BETEPUHAPHOTO IPUMEHEHHUS
IPOBOJATCS B BETEPUHAPHBIX OpraHU3alMsIX M B OpraHU3alMix, OCYLIECTBIAIOUIMX pa3BEICHUE,
BbIpallilUBaHUC U COACPIKAaHNUC JKUBOTHLIX, B LCJIAX!

1) ycTaHOB/IEHUS IEPEHOCUMOCTH JIEKapCTBEHHBIX IPEnapaToB 30POBbIMH KHUBOTHBIMU;

2) mombopa ONTUMAIBHBIX JO3MPOBOK JIEKAPCTBEHHBIX TIIpENapaToB M Kypca JICYCHHs Ha
KOHKPETHOM I'pyIIIe )KUBOTHBIX C ONPE/IETICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHuss ~ Oe30mMacHOCTH W APQPEKTUBHOCTH  JICKQPCTBEHHOTO  Ipernaparta,
NPEJHA3HAYCHHOTO [UIs JICYEHUs ONpEIENCHHbIX 3a00JIeBaHUN JKUBOTHBIX, WM 3(deKTuBHOCTH
JIEKapCTBEHHOTO Tperapara Jjisi Mpo(pUIaKTHKH 3a00JI€BaHUN 3JOPOBBIX )KUBOTHBIX;

4) wu3ydyeHuss BO3MOXKHOCTEM pacIIMpEHHUs NOKa3aHUH K INPUMEHEHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa v BhISIBJICHUS PaHEe HEM3BECTHBIX 1TOOOYHBIX JICHCTBUIA.

6. KnuHuueckoe wucciiejoBaHUe JIEKApCTBEHHOIO Ipernapara Jyulisl BETEPUHApPHOTO IPUMEHEHHUs
OCYIIECTBIIICTCA 3a CUET CPEJICTB Pa3pabOTUMKA JIEKaPCTBEHHOTO CPE/ICTBA.

7. OtueTsl O pe3yibTaTax JOKIMHUYECKOTO HCCIEIOBaHMUS JIEKAPCTBEHHOIO CpelIcTBa U
KJIMHUYECKOTO  MCCIICOBAHUS  JICKAPCTBEHHOTO TIperapara Ul  BETEPUHAPHOTO  IPUMEHEHHS
COCTaBJIAIOTCS  pa3pabOTUMKOM JIEKAPCTBEHHOTO CpEJICTBA C YYETOM 3aK/IIOUCHMH OpraHu3aluii,
IIPUHUMABIINX y4aCTUE B OPraHN3alui U MPOBEICHNUH 3TUX UCCIIETOBAHUN.

8. KoHTponb 3a mpoBeAeHHEM JOKIMHMYECKHX MWCCIEIOBAaHUI JIEKApPCTBEHHBIX CPEJICTB U
KIIMHUYECKHUX I/ICCJ'IC)IOBaHI/II\/JI JICKAPCTBCHHBIX npemnaparon JIIA BCTCPUHAPHOI'O MMPUMCHCHU A
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOJHUTEIBHON BIACTH.

APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 12 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

I'maBa 6. OcyuiecTB/IeHHE TOCYIaPCTBEHHOH PerucTpaluy JeKapCTBEeHHbIX NMPenapaTos

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 13 nacmosweco DedepanrbrHoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell pedaKyuu
Cratss 13. ['ocynapcTBeHHas: perUCTpaIs JIEKApCTBEHHBIX MPENapaToB

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim  s3axonom om 13 wona 2015 2. N 241-@3 uacme [ cmamwvu 13 Hacmosweeo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU PedaKyuu

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
1. B Poccwuiickoii @enepanuu 10MyCcKarOTCS MPOU3BOJICTBO, M3TOTOBJICHUE, XpaHEHHUE, TIEPEBO3Ka,
BBO3 B Poccuiickyro ®denepanuto, BeiB03 u3 Pocculiickonn @enepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, MPUMEHEHHE, YHUYTOKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHHU 3apErHMCTPUPOBAHBI
COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOTHUTENBHOM BIACTH.
2. 'ocyaapCTBEHHOM perucTpaiuu noaJIexKar:
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1) Bce nexkapCTBEHHbIE IpemnapaThl, BIIEPBbIE MOJUIeXkKallue BBOLY B oOpamieHue B Poccuiickoit
®denepaunu;

2) nexkapcTBEHHbIE IMpenapaThl, 3aperUCTPUPOBAHHBIE paHEe, HO MPOU3BEACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUU C IEpEYHEM HAMMEHOBAHMUU JIEKAPCTBEHHBIX ()OpM, B HOBOM
JIO3UPOBKE MPH JI0KA3ATENHCTBE €€ KIMHUYECKONW 3HAYMMOCTHU U 3(PPEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHass perucTpanus JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS MO pe3yJbTaTaM
OKCHEPTH3bl JICKAPCTBEHHBIX CPEACTB, a TOCYJApCTBEHHAsh PETUCTpalusi OpQaHHBIX JIEKApCTBEHHBIX
IIpenapaToB OCYLIECTBISETCA II0 pe3yibTaTaM HSKCIEPTU3bl JIOKYMEHTOB, MHPEICTAaBICHHBIX IS
OIpe/ieNIeHUs] BO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN IpenapaT Uil MEIULUHCKOIO MPUMEHEHHUS
IIPU OCYILECTBICHUH TOCYJapCTBEHHON PErUCTPallMK B KauecTBe Op(aHHOTO JEKapCTBEHHOI'O Mpenapara,
U 110 pe3yJbTaTaM 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB.

4. l'ocynmapcTBeHHass ~ perucrTpauusi  JEKapCTBEHHOI'O npenapara OCYLIECTBIISAETCA
COOTBETCTBYIOIMM YIIOJHOMOYEHHBIM (hefiepaibHbIM OPTraHOM HCIIOJHUTEIFHOW BJIACTH B CPOK, HE
MPEBBIIIAIOIINNA CTa MIECTHIECATH pabOYMX AHEW CO AHS MPHUHSATHS COOTBETCTBYIOIIETO 3asiBICHUS O
rOCy/IapCTBEHHOW perucTpanuy JIEKapCTBEHHOro Ipemnapara. B yka3aHHBI CpOK BKJIHOYAETCS BpeMms,
HEO0OXO0UMOE JJIsi TIOBTOPHOTO MPOBEACHUS HKCIEPTU3BI JEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimiero ®enepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM PErucTpalvy JIEKapCTBEHHOTO
mpernapaTa UCUUCISETCS CO IHSA MPUHATUS COOTBETCTBYIOIINM YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM
UCIIOJIHUTEJIbHOM  BJIACTM  COOTBETCTBYIOIIETO  3asBJIEHUS O TOCYJAapCTBEHHOM  perucrpaiuu
JIEKapCTBEHHOIO IpermapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB MO J€Hb BbIIaYu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpenapara. Bpems, HeoOXoauMoe AJisi HallpaBIeHHS
YIIOJTHOMOYEHHBIM  (peiepalIbHBIM OpPraHOM HCIIOJHUTEIBHOW BIACTH 3ampoca O MPeACTaBICHUU
HEOOXOUMBIX MaTepUaJIOB U MPECTABICHUS 3asBUTEJIEM OTBETA Ha JIAHHBIM 3alpoCc B COOTBETCTBUHU CO
cratbsiMu 16, 19 m 23 Hactosmero denepanbHOr0 3aKOHa, HE YYMTHIBA€TCS NPH HCUYHUCICHUU CPOKa
roCy/1apCTBEHHOW PETUCTPALlMH JIEKapCTBEHHOTO Mpenapara.

5. 'ocygapcTBEHHOM pErucTpanyu He IMOIEXKAT:

Wndhopmarrist 06 n3MEHEHUSX:

Ilynkm 1 usmenen ¢ 1 mapma 2025 2. - @edepanvhuiii 3axon om 30 oexabps 2021 2. N 463-D3

Cm. 6yoywyo pedaxkyuio

1) nexapcTBEHHBbIE MpemnapaThl, W3TOTOBJICHHBIE AaNTEUYHBIMU OpPraHU3alMSIMH, BETEPUHAPHBIMHU
anTeYHbIMM OPraHU3alUAMH, UHIAUBUAYATbHBIMU NPEANPUHUMATENSAMHA, KOTOPbIE MMEIOT JIMIIECH3UI0 Ha
(dapmareBTUUECKyl0 JeATEIbHOCTh, IO pelenTaM Ha JIEKapCTBEHHbIE TMperapaThl W TpeOOBaHUSM
MEIUIMHCKUX OpraHu3aluii, BETEpUHAPHBIX OpraHU3alnii;

2) nekapCTBEHHBIE MpernapaThl, MPUoOpeTeHHbIe (M3NYECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
®denepanny U NpeJHA3HAYEHHBIE JIs1 TUYHOTO MCIIOJIb30BAHMS;

3) nexapcTBEHHBIE TIpenapathl, BBO3UMbIe B Poccuiickyro depepanuro Aj1g OKa3aHUs MEIUIIMHCKOM
MOMOILM M0 XU3HEHHBIM MOKa3aHUSIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHUHU pa3pelieHUs, BbIIAHHOTO
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM UCTIOTHUTETHFHOM BJIACTH,

4) nexkapcTBEHHBbIE CpelCTBa, BBo3uMbIe B Poccuiickyro denepalivio Ha OCHOBAaHUM BBIJIAHHOTO
YIOJHOMOYECHHBIM (peepabHBIM OPTaHOM HCIIOJHUTEIHLHOW BIACTH pa3pelIeHHs W TMpeTHa3HAuYCHHBIE
JUIsl TPOBEJEHUS KIMHUYECKUX HWCCIEIOBAaHUN JIEKapCTBEHHBIX MpenaparoB W (WJIM) MTPOBEACHUS
OKCTHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  MJIsi  OCYIIECTBIEHUS  TOCYJApPCTBEHHON  pErucCTpaIuu
JIEKAPCTBEHHBIX MPENAPaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC MpEenapaThl, M3TOTOBJICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMIX B TIOPS/IKE, YCTAHOBIEHHOM YIIOJJHOMOYEHHBIM (elepabHbIM OpPraHOM
WCIIOJIHUTENIbHON BIIACTH;

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOJUMBIE AJISl HIKCIIOPTA.
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6. He nomyckaercs rocy1apcTBEHHAs! peruCTpaLus:
1) nexkapCTBEHHBIX IpENapaToB, OTIUYAIOIIMXCS JpPYr OT JApyra KadeCTBEHHBIM COCTaBOM
JIEHCTBYIOLMX BEUIECTB, 10/l OAMHAKOBBIM TOPIrOBbIM HAUMEHOBAHUEM;

Wndopmarius 06 H3MEHEHUX:

Ilynkm 2 uzmenen c 15 uronsn 2018 e. - @edepanvuvuii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

2) OJIHOrO JIEKapCTBEHHOI'O Iperapara, MpeJCTaBIEHHOI0 Ha IOCYJapCTBEHHYIO PETHMCTpALUIO B
OTHOILLIEHWH OJHOTO W TOTO K€ JepKaTesisi WIM BIAAENblla PETUCTPALMOHHOIO YIOCTOBEPEHMS
JIEKapCTBEHHOI'O IIpenapara B BUJAE JABYX U 0ojiee JIEKAPCTBEHHBIX IPENapaToB IOJ pa3IU4YHbIMHU
TOPrOBBIMU HAaUMEHOBAaHUSIMHU.

7. Tlo 3ampocy (B 27meKTpoHHOH (opme WM Ha OyMa)XHOM HOCHTENE) CyOBheKTa oOpaiieHus
JICKaPCTBEHHBIX CPEACTB COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM UCIIOJHUTEIbHON
BJACTH, OCYILECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKApCTBEHHBIX IpPENaparoB, B
YCTaHOBJIIEHHOM UM IOPSJIKE OCYHIECTBIISIETCS HAYYHOE KOHCYJIBTHPOBAHHME IO BOIPOCAM, CBSI3AHHBIM C
IIPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHNUN, KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX NpENapaTos,
9KCIIEPTH3bl KAa4eCTBA JIEKAPCTBEHHBIX CPEACTB, d()PPEeKTUBHOCTU M OE30MACHOCTH, C OCYIIECTBICHHEM
rOCy/IapCTBEHHOW PETUCTPALlUU JIEKapCTBEHHBIX IpenapaToB. KOHCYIbTHpPOBaHME OCYIIECTBISETCS C
npuBIIeYeHHEM (pellepalibHbIX TOCYIaPCTBEHHBIX OIOJKETHBIX YUPEXKICHUH, OBEOMCTBEHHBIX JAHHOMY
denepaabHOMYy OpraHy HCHOJHHUTEIBHOM BIACTH M HE YYACTBYIOIIMX B OPraHU3AIUHM TPOBEICHHS
SKCHEPTHU3bl KAYeCTBA JIEKAPCTBEHHBIX CPEACTB B MLEJIAX OCYIIECTBICHHUS MX TIOCYJapCTBEHHOMN
perucTpanv B COOTBETCTBMU CO crarthed 16 Hactosmero denepanbHOro 3aKOHA, B BUAE OTBETA B
NUCbMEHHOU (opMe YIIOIHOMOUYEHHOTO (henepanbHOro OpraHa HCIOJHUTEIBHOW BJIAcTH Ha 3aIpoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENETAECTCS B COOTBETCTBUU C 3aKOHOJ1aTeIbCTBOM Poccuiickoit
Oenepanuy 00 OpraHu3aluy MPEAOCTaBICHUS TOCYIaPCTBEHHBIX U MyHULIUTNIANBHBIX yeuyr. MHpopmanus
00 OCYIIECTBIEHUN HAYYHOT'O KOHCYJIBTUPOBAHHUS, B TOM YHCIIE€ CTaThU, 0030pbl, CIPABOYHBIE MAaTEPHUAIIBI
U uHas uHpopMalius 00 OCYIIECTBICHUN HAyYHOTO KOHCYIbTHPOBAHUS, pa3MellaeTcsl Ha opUIIMaTbHOM
caiiTe yIOJIHOMOYEHHOro (eaepaabHOro OpraHa HCHOJIHUTENbHOW Biactu B cetu "HHTepHer" c
COONIOZICHMEM OTPaHUYEHHUH, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O TEPCOHANBHBIX JaHHBIX,
KOMMEPUYECKOH U (MJIM) TOCYyJapCTBEHHOM TaliHe.

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 8 usmenena ¢ 8 mapma 2022 2. - @edepanvusiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloywyro pedaKyuio
8. T'ocymapcTBeHHasi perucTpainus JIEKapCTBEHHBIX IPENapaTroB, KOTOphIC MpeAHa3HAYEHBI IS

NPUMEHEHUS B YCJIOBHUSX BOEHHBIX J€HCTBUM, YpE3BbIYAMHBIX CHUTYyallMi, MOpeIynpeKIeHUs
Ype3BBIYANHBIX CUTYallud, MPOQUIAKTUKA W JIEYeHHs 3a00JIeBaHUM, MPEICTABISIONIMX OMACHOCThH IS
OKPY’KaIOIINX, 3a00JICBAaHUI W TIOPAKEHUM, TIOJyYCHHBIX B PE3YNIbTaTe BO3JACHCTBUS HEOIArOMPUSTHBIX
XUMHYECKHUX, OMOJOTHYECKUX, PaTUAIlMOHHBIX (DaKTOpPOB, U KOTOpbIE pa3paboTaHbl B TOM YHCIE IO
3a1aHNI0  efIepaTbHBIX OPTraHOB MCIOJHUTEIHPHOM BIIACTH, YHMOJHOMOYEHHBIX B 00J1acTU OOOpPOHBI
CTpaHbl U 0E€30MACHOCTH TOCYAApCTBA, a TaK)Ke JICKAPCTBEHHBIX CPEICTB B cliydae MX JePEKTypbl UIU
pYcKa BO3HUKHOBEHHS Ne(PEeKTypbl B CBSI3M C BBEJACHHEM B OTHOIIeHWH Poccmiickoit deneparuu
OTPAaHUYUTENBHBIX MEP HSKOHOMHUYECKOIO XapaKTepa OCYIIECTBISETCS B IOPSIKE, YCTaHOBJIEHHOM
IIpaButenscTBOM Poccuiickoit denepannm.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 13 HacTosmero denepanbHOro 3aK0HA

Wudopmanust 00 U3MEHEHUIX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 14 nacmosweeo Dedepanbroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowet 6 cury ¢ 1 uronsa 2015 e.
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Cm. mexkcm cmamou 8 npedvloyuell pedaxKyuu

Crarbs 14. [IpuHIune! S5KCIIEpTU3bI JIEKAPCTBEHHBIX CPENICTB

1. DkcriepTr3a JEKapCTBEHHBIX CPEJCTB OCHOBBIBACTCS HA MPHUHIIMIIAX 3aKOHHOCTH, COOIIOICHUS
npaB ¥ CBOOOJ YelOBEKa M TpaKJAaHWHA, MpPaB IOPUAMYECKOTO JIMIA, HE3aBHCHMOCTH OJKCIIEPTa,
OOBEKTHBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI HCCJICIOBaHWH, NPOBOJMMBIX C HCIOJIH30BAHUEM
COBPEMEHHBIX [OCTH)KEHUH HAyKW M TEXHUKH, OTBETCTBEHHOCTH (eIepabHOTO TOCYJapCTBEHHOTO
OFO/DKETHOTO YUYPEXKJICHUS 10 TPOBEICHUIO HSKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB W OAKCIEPTOB 32
IPOBEICHUE U KaYECTBO IKCIIEPTU3BI.

2. DKcIepTr3a JIGKapCTBEHHBIX MPENapaToB /Il MEIUIIMHCKOTO IPUMEHEHHSI BKJIIOYAeT B ceOsi:

1) skcnepTu3y JAOKYMEHTOB, MPEACTABICHHBIX Ui ONpPEACTICHUS BO3MOXKHOCTH DPAacCMaTpPHBATh
JICKApCTBEHHBIM Tpenapar sl MEIUIUHCKOTO MPUMEHEHHS IPH OCYIIECTBICHHH TOCYIapCTBEHHOU
perucTpanyu B KayecTse ophaHHOTO JIEKAPCTBEHHOTO IpenapaTta;

2) 3KCTepTH3Y MPEUIOKEHHBIX METOJIOB KOHTPOJISI KA4eCTBA JIEKAPCTBEHHOT'O CPEJICTBA U KAYeCTBA
NPEICTAaBICHHBIX 00pa3loB JICKAPCTBEHHOTO CPEICTBA C HCIIOJIB30BAaHHEM OSTHX METOJOB (Iayee -
IKCIEPTU3a KAYeCTBa JICKAPCTBEHHOTO CPEJICTBA);

3) DOKcHepTHU3y OTHOIICHHS OXHJIAEMOH IOJ3bI K BO3MOXKHOMY PHCKY TNPHUMEHEHUS
JICKApCTBEHHOTO Mperapara;

Undopmaris 06 n3MEHEHUAX:

Yacmo 2 donoanena nyukmom 4 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 oexabps 2019 e. N
475-3

4) sKcrepTH3y PETUCTPALMOHHOTO JI0OChe Ha JIGKAPCTBEHHBIN Mpenapar B IENSIX ONpeAeieHUs
B3aMMO3aMEHSIEMOCTH JICKAPCTBECHHBIX IMPENApaTOB JIJIsi MEIUIIMHCKOTO TPUMEHEHUSI.

3. DkcnepTHu3a JIGKApCTBEHHBIX MpenapaTroB A BETEPUHAPHOTO MPUMEHEHMs BKIIIOYAeT B ceOs
IKCIIEPTH3Y KavecTBa JIEKAPCTBEHHOTO CPEACTBA W OKCIIEPTH3Y OTHOIICHUS OXHUIAEMOH TOIB3Bl K
BO3MOXXKHOMY PHCKY IPUMEHEHHsI IEKAPCTBEHHOTO MIperapara.

'APAHT:

Cwm. [TonoxxeHne o mopsAKe HIKCIEPTU3BI, UCIIBITAHUS U PETUCTPALMU BETEPUHAPHBIX MpenaparoB B PO,
yYTBEpKACHHOE [ TaBHBIM IrOCy1apCTBEHHBIM BeTEpUHAPHBIM HHCTIEKTOPOM P®D 3 okTsi0ps 1995 1.

CMm. xomMeHTapuu Kk ctathe 14 HacTosiero denepaibHOTO 3aKOHA

Crarbs 15. @enepasibHOE TIOCYIapCTBEHHOE OIOJKETHOE YUpEXKJEHHUE 110 IPOBEJIECHUIO
JKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (hefiepaibHbIM TOCYIapCTBEHHBIM OFOIPKETHBIM
YUPEXKAEHUEM COOTBETCTBYIOLIETO YHNOJIHOMOYEHHOIO (hefepalbHOTO OpraHa HCHOJIHUTEIBHOM BIACTH,
CO3JIaHHBIM Ul O0€CleYeHUs] HCIOJIHEHHUs IOJHOMOYMM 3TOro (eaepasbHOrO OpraHa IO Bblaue
paspelieHnii Ha TMpOBEAECHHE KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHBIX NpenapatoB W (WiIU) IO
rOCyJapCTBEHHOMN pErucTpaliy JeKapCTBEHHBIX MPENnapaToB (J1ajnee - SKCIEePTHOE YUPEKIACHUE).

TAPAHT:

CM. komMeHTapuu K cTatbe 15 HacTosmero denepalbHOTO 3aKOHA

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 o. N 429-D3 naumenosanue cmamou 16 nacmosuezo
DedepanbH020 3aKOHA U3TONACEHO 8 HOBOU pedaryuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mekcm HAUMEHOBAHUS 8 NPedblOyuel peoaKyuu
Crarbsa 16. Opranuzanus npoBeICHUs SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB
1. DOkcnmepTusza JEKApCTBEHHBIX CPEICTB MPOBOJUTCS KOMHUCCHUEH SKCIEPTOB 3KCIEPTHOIrO
YUpEXKJIEHUS, Ha3HAUEHHOM €ro pyKOBOJIUTENIEM, Ha OCHOBAaHUHU 33/JlaHHs Ha IPOBEIECHUE SKCIEPTU3BI
JICKapCTBEHHOTO CPEJICTBA, BBIAAHHOTO YIOJHOMOYEHHBIM (DeepaTbHbIM OPTaHOM HCIOIHUTEIBHON
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BJacTU. PyKOBOJUTENb 3KCHEPTHOTO YUPEXKJEHUSI OOecreunBaeT HaJyIieKallee MpOBEIECHUE IKCIIEPTU3BI
JIEKAapCTBEHHBIX CPEJICTB B COOTBETCTBUHM C 3aJaHHEM, BBIIAHHBIM YIOJHOMOYEHHBIM (peaepanbHbIM
OpraHOM HUCIOJHUTEIBbHON BIIACTH, U OPraHU3yeT MOJTOTOBKY CBOJHOIO 3aKJIIOUEHHUs 3TOW Komuccuu. B
COCTaB ATONH KOMHUCCHH IO PELICHUIO PYKOBOAUTENS SKCIIEPTHOTO YUPEKAEHUS MOT'YT ObITh BKJIFOUEHBI B
KauyecTBE KCIEPTOB JIMIIA, HE paboTarole B JAHHOM SKCIIEPTHOM YUPEXKJECHUH, €CITU UX CIIeUaIbHbIE
3HaHUS HEOOXOAMMBI JUIsI TPOBENEHHUS OHKCHEPTH3bl M TaKUe SKCIEPThl OTCYTCTBYIOT B JIaHHOM
9KCIIEPTHOM YUPEKICHUH.

2. DKcIepToM IO IPOBEACHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SIBISIETCS aTTECTOBAHHBIN
pabOTHUK HKCHEPTHOTO YYPEKICHHS, KOTOpPBI HMMeEeT BbICIIEe MEIUIMHCKOEe, (hapMaleBTHUECKOE,
OMOJIOrMYECKOEe, BETEPUHAPHOE WM XUMHYECKOe 00pa30BaHUE U MPOBOAUT 3KCIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOJHEHHS CBOUX JIOJDKHOCTHBIX 00S3aHHOCTEH (Jaee - SKCIepT).

3. Ilpu mpoBeneHUM SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB AKCIEPT HE MOXKET HAXOJUThCS B
KaKoW-1100 3aBUCUMOCTH OT JIMIIA, HA3HAYMBILETO ATy JKCHEPTU3Y, Pa3padOTuMKa JIeKapCTBEHHOTO
CpEeJICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3Y/IbTaTax 3KCIEPTU3bI JIULL.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 uyacme 4 cmamvu 16 nacmosiweco
DedepanbHoe0 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

4. Tlpu TmpoBEeNEHUM OSKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB HE JOIMYCKAeTCsl HCTpeOoBaTh y
3asBUTENIE MO0 WHBIX JIMII MaTepHalibl, HEOOXOAWMBbIE [JIsi TPOBEACHHS OJKCHEepTU3bl. B ciydae
HEJIOCTaTOYHOCTH MPEICTABIECHHBIX SKCIEPTY MATEPUATIOB IS Ja4M 3aKJIFOUEHUS IKCIEPT CTABUT BOIPOC
O TPEACTAaBICHUU €My HEOOXOJMMBIX MaTepUajoB IMepe PYKOBOIUTENIEM SKCIEPTHOTO YUPEKICHUS,
KOTOpBIA 0OpaImaercss ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIIOJHOMOYCHHBIN (enepalbHbIi OpraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIJABIIMMA 33aJJaHWE HA IPOBEICHHE HKCIEPTU3bl JIEKAPCTBEHHOT'O CPECTBA.
VkazanHblil ¢enepaqbHbIi OpraH HMCIOJHUTEIBLHOM BJIACTU B TEYCHHE MATH paboumMx JHEH cO JHS
MOCTYIUIEHUS 3alpoca PYKOBOJMUTEINS OSKCIEPTHOIO YUYPEKIECHHUsI HAIPaBIAET 3asABUTEIO 3alpoc O
MPE/ICTABICHUH HEOOXOIUMBIX MaTepuaioB. JlaHHBIN 3ampoc MOXKET OBbITh MepefaH YIMOJTHOMOYEHHOMY
MIPEACTABUTENIO 3aBUTENS JTUYHO O] PACIIMCKY, HAIIPABIICH 10 IOYTE 3aKa3HBIM IMMCbMOM WJIN NIEPEIaH B
SJIEKTPOHHOU (popMe MO TEIECKOMMYHUKAIIMOHHBIM KaHajlaM CBs3U. B cilydae HampaBlieHHs] JaHHOTO
3ampoca Mo IoYTe 3aKa3HbIM MUMCbMOM OH CUMTAETCS MOJIYYEHHBIM [0 UCTEYEHUM LIECTU JHEU C JaThl
HaIpaBJICHUS 3aKa3HOTO MUChMA.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 25 nosops 2013 e. N 317-@3 cmames 16 nacmosuyeco Dedepanrbroco
3aKoHa donoanena yacmuio 4.1
4.1. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YINOJIHOMOUYEHHOro (henepaabHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cOo JHS ero MOJTydeHUs.
YnonHomoueHHbIN (efepanbHbli OpraH MCIOJHUTEIbHON BJIAcTH, BBIIABIIMHN 3a/laHue Ha MpPOBEACHUE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEUCHUE MATH pabounX JTHEH co THS MOCTYIUIEHUS OT 3asBUTENS
OTBETAa Ha JAHHBIA 3alpoC HaIpaBIsSeT TaKOM OTBET B DJKCIEPTHOE YyupexJeHune. B cimydae
HEMpE/ICTaBICHUSI 10 HCTEYCHMM JEBSHOCTAa pabouux JHEW 3asgBUTENIEM OTBETa Ha JAaHHBIA 3ampoc
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHuE Ha IMPOBEJICHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHHE MATH pabouux JHEH HampaBiisieT B OSKCIEPTHOE
YUpEKICHUE YBEAOMIICHHE O HEMPEACTABICHUH 3asIBUTEJIEM OTBETA HA 3alpOC YKAa3aHHOro opra”a. Bpems
CO JIHA HAalpaBJICHUS 3alpoca 3KCIEPTHOTO YUPEKICHUS B YHOJIHOMOYEHHBIN (ernepaibHblii opran
VCIIOJIHUTENIBHOM BJIACTU 1O JHS TOJYYEHMsS HKCIEPTHBIM YUYPEXKJICHHEM OTBETa Ha 3alpoc WIH
YBEIOMIICHHM O HENIPEACTABICHUN OTBETA Ha 3alpOC HE YUUTHIBAETCS IIPU UCYUCIICHUH CPOKA NIPOBEACHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 16 dononnena wacmoio 4.2 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
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4.2. Ecnu B cocTaBe perucTpallMOHHOTO JIOChE Ha JIEKAPCTBEHHBIM MpernapaT Il MEIUIUHCKOTO
MIPUMEHEHUS COJICPKUTCS TIPEAyCMOTpeHHas ctathet 18, yacteio 1.1 ctateu 30 U cTaTheil 34 HACTOSIIIETO
®denepallbHOTO 3aKOHA KOIMHS PEHICHHS YIMOJHOMOYEHHOTO (eepaibHOTO OpraHa HCHOTHUTEIbHOU
BJIACTU O IMPOBEJCHUM HWHCIEKTUPOBAHUS MPOUZBOJUTENS JIEKAPCTBEHHBIX CPEACTB, JKCHEPTY [0
0oOpMIICHHS PE3YJIbTATOB AIKCIEPTHU3Bl JICKAPCTBEHHOTO CPEICTBA MPEAOCTABISICTCS B TOPSAKE W Ha
YCIIOBUSIX, KOTOpBIE MpeaycMOTpeHbl yacTsiMu 4 u 4.3 HacTosIed cTaThbu, KOMHUS 3aKIIOYEHUs O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB  TPeOOBaHWSAM  TPABUI  HaJJIeXKAaIIeh
MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (pe/lepabHbIM OPraHOM HCIIOJIHHUTEIbHOM
BJIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 16 dononnena uacmoto 4.3 ¢ 15 uona 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-@3

4.3. 3asBuTenb 00s3aH MPEACTABUTH B YIIOJTHOMOYCHHBIH (eiepaibHbIil OpraH WCHOTHUTEIBHOM
BJIACTH KONUIO 3aKJIIOYEHHS] O COOTBETCTBUHU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpPeOOBaHUSM
NpaBuJI HaJIeKalled MPOM3BOJICTBEHHON IPAKTHKH B CPOK, HE NPEBBIMAIOIIANA CTa BOCBMUACCATH
pabouux JHEH co HA NOIY4YEHHUs 3alpoca O ee MPEeIO0CTaBICHUN. Y IOJTHOMOYEHHBIN (hefepalibHbIi opra
UCTIOJTHUTENILHOW BIIACTH, BBIJABIIMK 3aJjaHWE Ha MPOBEICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TE€YeHHE MATH pabouux AHEW CO JHA MOCTYIUICHHS OT 3asBUTENS KOMHH 3aKIIOYEHHS] O COOTBETCTBUU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TPABWII HAJUIekKAIIed IPOU3BOJICTBEHHOM
NPAaKTUKK, HANpPaBIsSeT €€ B OJKCIEepTHOE YUpexkiaeHwe. B ciydae HempencTaBleHUs 3asBUTEIEM B
yKa3aHHBI CpPOK KOMHM 3aKIIOYEHHS O COOTBETCTBHHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM MPABUII Ha/AJIEXKAIEH TPOU3BOJCTBEHHON MPAKTUKHU YIIOJIHOMOYCHHBIHN (eiepalibHbIil Opran
UCTIOJTHUTEIILHOW BIIACTH, BBIJABIINK 3aJaHWE Ha MPOBEICHHUE SKCHEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TE4YeHHUe MATH pabouyux JHEW HampaBiseT B SKCIEPTHOE YUPEXkJAECHUE YBEJOMIIEHHE O HENpPEeJCTaBICHUU
3asBUTEJIEM KOTHH 3aKJIIOYSHHS O COOTBETCTBHH IPOW3BOJIUTENS JIEKAPCTBEHHBIX CPENICTB TPEOOBAHHSIM
IpaBWi HaJyuIeXkalleil Mpou3BOJACTBEHHON NpakTUKU. Bpems co JHs HampaBiieHHUs 3arpoca 3KCHEePTHOIro
YUPEKJACHUSI B YIIOJIHOMOYEHHBIA (hefiepalibHbIid OpraH WCIOJHHUTEIBHON BIIACTH IO JTHS TOJIYYCHUS
9KCHEPTHBIM YUPEXJIEHUEM KOIHHU 3aKJIIOYEHUS O COOTBETCTBUM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSM TPaBWJI HAJUICKANIEH TMPOU3BOACTBEHHOW TMPAKTHKH WM YBEJIOMIIEHHS O €€
HENpE/ICTAaBICHUN HE YYUTHIBAETCSA IMPH HCUUCIEHUHM CpOKa MPOBEIEHUS HKCHEePTH3bl JIEKApPCTBEHHOT'O
CpezcTBa.

5. DOkcnepT mpH TMPOBEACHHWU IOPYYEHHONH €My pPYKOBOJIUTENEM 3KCIEPTHOTO YUPEkIAECHUS
9KCIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA 00s3aH:

1) mpoBecTH TMOJIHOE MCCIEOBAHUE NPEACTABICHHBIX €My OOBEKTOB, MaTepuaioB, AaTb
000CHOBaHHOE ¥ OOBEKTUBHOE 3aKIIOYEHHE [0 TIIOCTABJICHHBIM TII€pell HUM BOMNpPOCaM WA
MOTHBUPOBAHHOE 3aKJII0UEHHE O HEBO3MOXKHOCTHU MPOBEIECHUS UM SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/CTBA,
€CITM TIOCTAaBJICHHBIE BOIPOCHI BBIXOIAT 3a TMPENENbl CIEMUATBHBIX 3HAHUH OJKCIEepPTa, OOBEKTHI
UCCIICIOBAaHUN M MaTepuaibl HEMPUTOJHBI WIIM HEJOCTATOYHBI JUIS MPOBEACHUS HCCIEAOBAaHUM U J1a4yu
3aKIIOYeHHs OO0 COBPEMEHHBIH YPOBEHb Pa3BHTHSI HAyKH HE TO3BOJIICT OTBETHTH Ha TOCTABICHHBIC
BOIIPOCHI;

2) He pasriamaTh CBEJCHHS, KOTOPhIE CTAJIM €My M3BECTHBI B CBSI3H C IMPOBEICHHEM DKCIIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA, & TAK)KE CBEICHHUS, COCTABISIONIME T'OCYJApCTBEHHYIO, KOMMEPUYECKYIO WU
MHYI0 OXPaHsAEMYIO 3aKOHOM TalHy;

3) obecreunTh COXpPAaHHOCTD MPEACTABICHHBIX 00BEKTOB UCCIEIOBAaHUN U MaTepUAIIOB.

6. DKCepT HE BIIPABE:

1) mpOBOAUTE SKCIEPTU3Y JEKAPCTBEHHOTO CPEJCTBA MO OOpAIIEHUI0 HEMOCPEICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JIHII,

2) caMOCTOSITENTLHO COOMPATh MaTePUAIIbI I IPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPECTBA;

3) IpOBOAUTH FKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HErOCYIapCTBEHHOIO IKCIEPTA.
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7. B caydae HEOOXOOUMOCTH SKCHEPT BIIpaBe XOAATAaHCTBOBAaTh IE€pe] PYKOBOAUTENIEM
AKCIEPTHOIO YUPEXKJIECHUS O MPUBJIECUEHUH K IPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA JPYTUX
JKCIIEPTOB.

8. Kaxp1it skcnept, BXOASIIUM B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEICHUE
JKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CaMOCTOSITEIIBHO IIPOBOAUT HCCIECIOBaHUS,
OLICHUBACT PEe3yNbTaThl, MOJYYEHHBIE MM JIMYHO U JPYTUMH JKCHEpTaMH, M (OPMYIHUPYET BHIBOJBI
OTHOCHUTEJIBHO IOCTaBJIIEHHBIX BOIIPOCOB B NPEZEIAaX CBOUX CIIEHUAIbHBIX 3HAHUH.

9. Pe3ymbTaThl 3KCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA O(GOPMIISIOTCS 3aKIIOYEHHUEM KOMHCCUU
9KCHEPTOB. B 3aKilOUeHMM KOMHUCCHM 53KCIEPTOB YKa3bIBalOTCA IE€peueHb HUCCIEI0BaHUM, 00BEM
NPOBEICHHBIX KaXIbIM dKCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIE KKIBIM U3 HUX (DAKTHI U CIeTaHHBIE
B PE3yJbTaTe UCCIECNOBAaHUHN BBIBOABI. DKCIEPT, MHEHHE KOTOPOTO HE COBIANAET C PEIICHUEM KOMHCCHH
IKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MMCbMEHHOU (popmMe, KOTOpoe MpHoOIIaeTcsl K 3aKII0UYEHUI0
KOMUCCHH KCIIEPTOB.

10. DxcrnepTbl, BXOASIIME B COCTaB KOMMCCHUH, MPEAYNPEXKTAOTCH OO0 OTBETCTBEHHOCTH B
COOTBETCTBUHM C 3akoHozjarenscTBoM Poccuiickoir denepauny 3a gady 3aKiIIOUYEHHS, COIEPIKALIETO
HE0OOCHOBaHHbIE WU (PalibCU(DULIPOBAHHBIE BBIBObI, O YEM OHH JIAlOT MOJIHUCKY.

11. Onpenenenue ypoBHS IpoQpecCHOHAIbHOM MOATOTOBKM SKCIEPTOB U aTTECTAlUs UX Ha MPaBo
IPOBEICHUS DKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIOTCS AKCHEPTHO-KBATH(PHKAIIMOHHBIMH
KOMHCCHUSIMHU B NOPSAJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (peliepaibHbIM OpPraHoM
UCTIOJTHUTEIILHOW BJIACTH. YPOBEHb MPO(GECCHOHATBHON MOATOTOBKU JKCIEPTOB MOMIJICKHUT MEPECMOTPY
YKa3aHHBIMM KOMHUCCHSIMU HE PEXE YeM OJIUH pa3 B IIATH JIET.

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 o. N 429-D3 uyacme 12 cmamvu 16 nacmosweco
DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
12. IlpaBuna mpoBeleHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB U OCOOEHHOCTH HKCHEPTH3BI

OTJIENbHBIX BUJOB JIEKAPCTBEHHBIX IpenapaTtoB (pedepeHTHBIX JIEKapCTBEHHBIX IpenapaTos,
BOCIIPOM3BEJCHHBIX JICKAPCTBEHHBIX IpernapaTroB, OWOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OroaHanoroBbix (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOaHANIOroB), TIOMEONaTHYECKHUX
JIEKapCTBEHHBIX IPENapaToB, JEKApCTBEHHBIX PACTUTENIbHBIX MPENnapaTroB, KOMOMHALMN JIEKapCTBEHHbBIX
npenapaTtoB), (OpPMbI 3aKJIFOUEHUH KOMHUCCHM OJKCHEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (he/iepalibHbIM OPraHOM HCIIOJIHUTENIbHOM BIacTH.

APAHT:

CwMm. KOMMCHTApHUHU K CTATbC 16 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wudopmanust 06 U3MEHEHUIX:

Deodepanvrvim 3akonom om 22 dexabpsa 2014 e. N 429-D3 cmamvs 17 nacmoswezo Dedepanvrozo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uona 2015 e.

Cm. mexkcm cmamvu 8 npedbloyujel peoaKyuu
Crarba 17. Ilomawa w pacCMOTpeHHME 3asBIIEHHS O TOCYIapCTBEHHOM PErMCTpaluu
JIEKapCTBEHHOTI'O Iperapara /i BETEpUHAPHOTO IPUMEHEHUS

1. Jns rocynapCTBEHHOM perucTpaluy JIEKapCTBEHHOrO Mpernapara JUisi BeTepUHApPHOIO
OpUMEHEeHHs pa3pabOTYMK TaKOro JICKApCTBEHHOIO IIpernapara WIM YIOJIHOMOYEHHOE MM JIpyroe
IOPUAMYECKOE JIMIO (Jajiee B HACTOSILENH CTaThe - 3asBUTENb) MPEACTABISET B YHNOJHOMOYEHHBIN
denepanbHBI OpraH HCHOJHUTEIBHOM BIACTH, OCYLIECTBISIOIIMNA TOCYAAPCTBEHHYIO PETUCTPALUIO
JIEKapCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO IPUMEHEHHUSI, B AJIEKTPOHHON (popme i Ha OyMakHOM
HOCHTEJIE 3asBJIIEHUE O TOCYJApCTBEHHOW PErMCTpalMy JIEKapCTBEHHOI'O INpenapara JUisl BETEpUHAPHOTO
NPUMEHEHHUS, a TaKXkKe B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (hesiepaabHbIM
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OpraHOM HCIOJHHUTEIbHONW BJAcTH, B 3JEKTPOHHOHN (opme mim Ha OyMa)kHOM HOCHTENe HEOOXOAUMBbIE
JOKYMEHTBI, M3 KOTOPBIX (POPMUPYETCS PETHCTPAlMOHHOE JOChE Ha JIEKapCTBEHHBIH Ipemapar s
BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asBieHUY 0 TOCYAapCTBEHHOM pErucTpaliy JIEKapCTBEHHOrO Iperapara sl BETEpUHAPHOTO
MPUMEHEHHUS YKa3bIBAIOTCS:

1) HaMMeHOBaHUE U A/IpeC 3asIBUTEINSI, Pa3pabOTUMKa M MPOU3BOAUTEINS JEKAPCTBEHHOTO MTperapara
JUIsL BETEPUHAPHOIO MPUMEHEHHMs] M aJpec MecTa OCYIIECTBICHHS MPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara s BETEPUHAPHOIO NPHUMEHEHHUs (B CiIy4yae HaJIM4yusl HECKOJIbKUX YYacCTHHMKOB IIpoliecca
MIPOU3BOJICTBA HEOOXOAMMO yKa3aTh KaXI0TO U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO MperapaTa Jijisi BETEPUHAPHOTO MPUMEHEHUs (MEXKIyHAPOIHOE
HENaTeHTOBAaHHOE, WK IPYIIHUPOBOYHOE, WM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

3) nepedeHb IEHCTBYIOIIMX M BCIIOMOTAaTENbHBIX BEIIECTB, BXOASIIUX B COCTaB JEKAPCTBEHHOI'O
mpernaparta Jisi BETEpUHAPHOTO IPUMEHEHUS, C YKa3aHUEeM KOJIMUYECTBA Kaxk/I0Tr0 U3 HUX;

4) nexapctBeHHas (opma, HO3MPOBKA, CIIOCOOBI BBEICHHS W IPHUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O Iperapara Juis BETepUHAPHOTO MPUMEHEHUS;

5) ¢papmakorepaneBTHUECKas IPYIIIa;

6) HEOOXOAMMOCTh IPUMEHEHUSI YCKOPEHHON MPOIEAYPhI SKCIEPTU3bI JIGKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYJapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOTO Mpernapara;

7) KOIUH TOKYMEHTOB, MOATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOIUTUHBIL:

a) 3a MPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M IKCIEPTH3bl OTHOILEHUS
O’KHJJaeMOM TOJIB3bI K BO3MOXKHOMY PUCKY MPUMEHEHHS JIEKAPCTBEHHOTO Mpernapara Jijisi BEeTepUHAPHOTO
IPUMEHEHHUS [IPU €ro roCy1apCTBEHHON PETUCTpalliu;

0) 3a BbIIaYy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpenapara;

Undopmaris 06 n3MEHEHUAX:

DedepanvHvim 3axkonom om 13 uwona 2015 o. N 241-D3 6 nynkm 8 uacmu 2 cmamou 17 Hacmoswe2o
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
8) Hanmmuue coriacusi, MPEeIyCMOTPEHHOTO 4YacThi0 7/ HACTOsIIEeW CTaThd, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JICKApCTBEHHOTO Mpenapara JJisi BETePHHAPHOTO MPUMEHEHUS TIPOIILIO MEHEee
YeM IIECTh JIeT.

Undhopmarrist 06 n3MEHEHHSX:
Yacmws 3 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
3. PeructpanonHoe 10che B LEISIX AKCIEPTU3BI JIEKAPCTBEHHOTO Mpemnapara As BeTepUHAPHOTO
npuMeHeHus hopMHUpYyeTCcs U3 CASAYIONINX JOKYMEHTOB U CBEJICHUI:

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 1 usmenen c 1 aneapsa 2021 a. - @edepanvuwiii 3akon om 27 oexkabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHust O Jare MPEJOCTaBICHUS M PETMCTPAIIMOHHOM HOMEpE JIMIIEH3WH Ha MPOU3BOICTBO
JICKAPCTBEHHBIX  CPEICTB, MPEIOCTABICHHOW TPOU3BOJMTENIO0 PETHCTPUPYEMOTO JICKAPCTBEHHOTO
mpernaparta Jisi BETEpUHAPHOTO MPUMEHEHUS, 111 POCCUICKUX MTPOU3BOIUTEINEH;

Wudopmanust 06 U3MEHEHUIX:
Ilynkm 2 usmenen c 1 aneapsa 2021 2. - @edepanvusiii 3akon om 27 oexkabps 2019 2. N 478-D3

CMm. npedvioyuyro pedakyuio
2) cBefeHMs O JaTe MPEJOCTaBIEHUS M PErMCTPallMOHHOM HOMEpE JIMIIEH3MHM Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB, NMPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTUYECKON CyOCTaHIIUM, BXOIAIIECH
B COCTaB PErHCTPUPYEMOIO JIEKAPCTBEHHOIO Ipernapara Jyulsl BETEpUHAPHOIO INPUMEHEHUs, MJs
POCCUICKHX ITPOU3BOIUTEIICH;
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Wndopmarius 06 H3MEHEHUX:

Yacmo 3 donoanena nynkmom 2.1 ¢ 15 urwona 2018 2. - @eodepanvruiii 3axkon om 4 uousn 2018 2. N
140-@3
2.1) xomusi JTOKyMEHTa, BBIJAHHOT'O YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOAMTENS IS
KOKJIOM  NPOU3BOACTBEHHOM  IUIOMIAJKM  PETUCTPUPYEMOrO  JIEKAPCTBEHHOrO  Iperapara s
BETEPUHAPHOTO NPUMEHEHUS M TOJATBEP)KIAIOIIET0 COOTBETCTBHE IPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara TpeOOBaHMM MTPABWIT HAJICKAIIEH MPOU3BOICTBEHHOW PAKTHKY, U €0 TIEPEBOJ HA PYCCKHIA
A3bIK, 3aBEPCHHbIC B YCTAHOBJICHHOM IIOps/IKe, a Tak)Ke KOMUSA 3aKIIOYEHUS O COOTBETCTBUU
MPOU3BOJUTEINSI JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM TMPABUJI HAJUICKAIICH MPOU3BOICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJIHUTENBHON BIACTU JUISI KaXKIOM
MPOU3BOJICTBEHHON IUIOMIAJKA PETUCTPUPYEMOTO JIEKapCTBEHHOIO IMpernaparta il BETEPUHAPHOTO
NPUMEHEHHUs, J1U00 KOMHS pPEeUIeHHs O MPOBEICHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEJIICTB, MIPHHSIITOTO YIIOJHOMOYECHHBIM (hefiepalbHbIM OPraHOM HCIIOJTHUTEIBHOW BIIACTH IS KaXKIOW
MPOU3BOJCTBEHHON IUIOMIAJIKM PErHCTPUPYEMOrO JIEKapCTBEHHOI'O IMpermapara [Ajisi BETEPUHAPHOTO
MpUMEHEHHUS. YKa3aHHbIC IOKYMEHTBI MPEJCTABISAIOTCS B Clydae, €ClIu MPOU3BOACTBO JIEKAPCTBEHHOIO
mpernapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit denepanuu;

Undopmarris 06 n3MEHEHUAX:

Yacmo 3 donoanena nynkmom 2.2 ¢ 15 uwnsa 2018 2. - @edepanvhuiii 3axon om 4 uons 2018 . N
140-@3
2.2) komus JOKYMEHTa, BBIIAHHOTO YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTEINS
(dapManeBTUYECKON CYOCTAHIIMH U MTOATBEPKIAOIIECTO COOTBETCTBUE MTPOU3BOIUTENS (hapMaIleBTHUSCKOM
CyOCTaHIIMM, BXOJSIIEH B COCTaB PETUCTPUPYEMOTO JIEKApPCTBEHHOTO IMperapaTa Ajs BETEPHHAPHOTO
MpUMEHEHHUs, TPEOOBAHMSIM TIPABWII HAJJICKAIIEH MPOU3BOJCTBEHHONW NPAKTUKH, U €ro IepeBOJ] Ha
PYCCKMl  SI3BIK, 3aBEpPEHHbIE B YCTAaHOBIEHHOM TOpsjIKE, B CIy4ae, €CId IPOU3BOACTBO
dapmareBTUUECKON CyOCTaHITUN OCYIIECTBIISIETCS 3a npeenamu Poccuiickoit denepanuu;
3) MpPOEeKT HOPMATHUBHOTO JOKYMEHTa Ha JIeKapCTBEHHBIN TmpemapaT g BETEPUHAPHOTO
MIPUMEHEHUS,
4) NOKYMEHT, CoJAep)Kallui cienyrolyo uHpopmanui o gapManeBTHYeCKOW CyOCTaHIIUU WM
dapmareBTUUeCKNX CyOCTaHIMIX, BXOJAIIMX B COCTaB JIGKAPCTBEHHOTO Iperapara Jjisi BETEPUHAPHOTO
MIPUMEHEHUS:

Wndhopmarrist 06 n3MEHEHUSX:

Ioonynxm "a" uzmenen c 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

a) HauMEHOBaHME (papMalleBTUUECKON cyOcTaHIMM, €€ CTpPYKTypa, oOmmMe cBoiicTBa (mpu
roCyJapCTBEHHON perucTpaluu MMMYHOOHOJIOTMYECKUX JIEKApPCTBEHHBIX MPENapaToB s BETEPUHAPHOTO
NPUMEHEHHS TPEACTaBISIIOTCS CBEACHUS O IITaMMe, BKIIOYas €ro HanmMEHOBaHWE, HH(OpMAIHI0 O
MPOMCXOXKAEHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX U MECTe JETOHUPOBAHHUSA);

0) HauMEHOBAaHHE U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHsI MPOU3BOCTBA C ONMMCAHMEM CTaJui MPOM3BOJCTBA MU METOJOB KOHTPOJS Ha BCEX
CTaUsIX TIPOU3BOJICTBA,

Wndopmarys 06 M3MEHEHHSAX:
Ioonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npedvloyuyro pedaKyuio
r) uHpopMmamuss O TnpuMecix (He TNPEACTaBIAeTCS TpPU TOCYJApCTBEHHOW perucTparuu
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MIPENapaToB JJi BETEPHHAPHOTO IPUMEHEHMS);

Wndopmarys 06 M3MEHEHHSAX:
THoonynxkm "0" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro

04.06.20233 Cucrema TAPAHT 34/141


http://ivo.garant.ru/document/redirect/71958560/32
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/10102426/81
http://ivo.garant.ru/document/redirect/71958560/32
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/10102426/81
http://ivo.garant.ru/document/redirect/72362280/2511
http://ivo.garant.ru/document/redirect/77670914/17341
http://ivo.garant.ru/document/redirect/72362280/2512
http://ivo.garant.ru/document/redirect/77670914/17344
http://ivo.garant.ru/document/redirect/72362280/2513
http://ivo.garant.ru/document/redirect/77670914/17345

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

n) cnenudukanmus Ha  ¢GapMalEeBTUUYECKYI0  CYOCTaHIMIO (HE  TPEACTABISICTCS  TPH
rOCY/IapCTBEHHOW PETUCTPAIIH UMMYHOOHUOJIOTHUECKUX JICKAPCTBEHHBIX MPEMapaToB /il BETEPUHAPHOTO
MIPUMEHEHUS);

€) OIMCaHKNe METOIUK KOHTPOJISl Ka4eCTBa;

Wndopmarus 06 H3MEHEHHSX:
Hloonynkm "»c" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
) pe3yibTaThl aHalu3a cepuil (apmaneBTUYeCKON cyOcTaHUMM (HE MpPEICTABISAIOTCS IpH
rOCYJapCTBEHHON PEerucTpalii UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MTPENapaToB AJsl BETEPUHAPHOTO
MIPUMEHEHUS);
3) MepeYeHb CTaHAAPTHHIX 00PA3II0B WM BEUIECTB, UCTIOIb3YEMBIX MPU OCYIIECTBICHHUH KOHTPOJIS
Ka4yecTBa,;
1) OIMCAHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaT€pUAJIOB U YKYIIOPOUHBIX CPEJICTB;

Wudopmarus 06 H3MEHEHHSX:
Hoonynkm "x" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
K) JlaHHblE O CTa0WIBHOCTU (HE IMIPEJICTaBISIOTCS IPU TOCYIAapCTBEHHOW perucrpanuu
UMMYHOOHOJIOIMYECKHUX JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHMS);
JI) CPOK F'OJIHOCTH, YCIIOBUSI XPAaHEHMUS;

Wuopmarus 06 H3MEHEHHSX:
Ilynkm 5 uzmenen c 13 ageycma 2019 e. - @edepanvhuiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio

5) ortdyer o pe3ynpTaTax JAOKIMHUYECKOTO MCCIENIOBaHUS JIEKAPCTBEHHOI'O CpeACTBa s
BETEPUHAPHOTO NPHUMEHEHUs, BKJIIOYAIOIIUN ONMCAHHE METOOB OIpPEAENEHUS] OCTATOYHBIX KOJINYECTB
JIEMCTBYIOIIEr0 BeIlecTBa (JICHCTBYIOIIMX BEMIECTB), JOCTUTAIOIIEro (JOCTUTAIOIIUMX) CHUCTEMHOIO
KpOBOTOKAa, B NPOAYKIHMHU >XKUBOTHOIO MPOUCXOXKIEHHUS IOC/I€ MPUMEHEHUS TaKOIo JIEKapCTBEHHOTO
CpEeZCTBa, a TaKXkKe JJOKYMEHTaJIbHOE MOATBEPIKACHNE (BaTMIAIUs) YKa3aHHBIX METOOB;

6) oruer O pe3yiabTaTax KIMHUYECKOIO HCCIIEIOBaHUS JIEKAPCTBEHHOrO Ipemnapara s
BETEPUHAPHOI'O NMPUMEHEHMSI Y KaXKJI0T0 BU/A KUBOTHBIX, YKa3aHHBIX B MHCTPYKIMH 110 BETEPUHAPHOMY
IPUMEHEHUIO;

7) TPOEKT HHCTPYKIMM [0 BETEPUHAPHOMY NPUMEHEHHIO JIEKapCTBEHHOIO Ipernapata,
coEpIKalleH CIeAyIONe CBEICHNS:

a) HAaMMEHOBaHUE JIEKApCTBEHHOT'O Ipernapara Jyisi BETEpUHAPHOTO MPUMEHEHUS (MEKIyHapOIHOE
HENaTeHTOBAaHHOE, WM IPYIIHPOBOYHOE, NN XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas GpopMa ¢ ykazaHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOT'O COCTaBa JAEHCTBYIOLINX
BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEILIECTB;

B) OIMCAHUE BHEIIHETO BUJA JIEKAPCTBEHHOTO ITpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHUS;

r) hapmakoTepaneBTHUECKas rpyIa JEKapCTBEHHOT0 Mpenapara A BETEpUHAPHOTO IPUMEHEHUS
WIM yKa3aHue "TOMEONaTU4YEeCKHi IEKapCTBEHHBIN Ipenapar';

n)  ¢dapmakoguHamMuka W (papMakOKWHETHKa (32  HMCKIIOYEHHUEM  (papMaKOKWHETHUKH
TOMEOIATHUECKUX JIEKAPCTBEHHBIX IMPENaparoB M PaCTUTENBHBIX JIEKAPCTBEHHBIX IpEenapaToB) WU
OINKMCaHNe UMMYHOOMOJIOTMYECKUX CBOMCTB JIEKAPCTBEHHOI'O IIpernapara;

€) MOoKa3aHusl ISl IPUMEHEHMUS;

K) IPOTUBOIIOKA3aHU Ul IPUMEHEHUS;

3) MepbI IPEJOCTOPOKHOCTH MPU NPUMEHEHNUU;

1) yKa3aHUE BO3MOXHOCTH U OCOOEHHOCTEN NMPUMEHEHUs y OepeMEHHBIX KUBOTHBIX, Y KUBOTHBIX
B [IEPUOJ JIAKTALlUH, Y TOTOMCTBA )KUBOTHBIX;

K) PEeXUM J103UPOBaHHUA, CIOCO0 BBEJACHHUS M MPUMEHEHHUS, MPU HEOOXOAMMOCTH BpeMs IpHema
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JICKApCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO IPUMEHEHUS, TPOI0KUTEIILHOCTD JICYCHUS;

J1) BO3MOXKHBIE TTOOOYHBIE NEHCTBHS, HEXKeNIaTeIbHbIE PEaKI[UH MPU TPUMEHEHUHN JICKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMEHEHHST,;

M) CUMITTOMBI TIEPEIO3UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY TIPU NIEPEI03UPOBKE;

H) B3aMMOJICHCTBHE C IPYTMMH JICKAPCTBEHHBIMU TIpeniapaTaMu U (WJIH) KOPMaMH;

0) (hopMBI BBIITYCKA JICKAPCTBEHHOTO Mpernapara JJisi BETEPUHAPHOTO IPUMECHCHHS,

) ykazaHue (mpu HeoOXOJAMMOCTH) OCOOCHHOCTEH NEWCTBHS JICKAapCTBEHHOIO Mperapara s
BETEPUHAPHOTO MPUMEHECHHUSI IIPH TIEPBOM MPUEME HIIU TIPU €r0 OTMEHE;

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "p" usmenen c 13 aszycma 2019 2. - @edepanvuuiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
p) onucanue (Ipu HEOOXOAUMOCTH) NEHCTBUN CIEIHAINCTa B 00JIaCTH BETEPUHAPHUH, BIIJIEIbIIA
KUBOTHOT'O IIpU HPONYCKE IpHEMa OJHOM WJIM HECKOJbKHX J03 JIEKapCTBEHHOIO Ipernapara mjs
BETEPUHAPHOTO MPUMEHEHHS,
C) CpPOK TOJHOCTM M YKa3aHME Ha 3alpeT IMPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara ajis
BETEPUHAPHOTO MPUMEHEHHUSI 10 UCTEUYECHUH CPOKA F'OJIHOCTH;
T) YCJIOBUS XpPaHEHUS;
y) yKazaHHe Ha HEOOXOJUMOCTh XPaHEHUS JIEKAPCTBEHHOIO Mpernapara JUisi BETEpPUHAPHOIO
MPUMEHEHHUS B MECTaX, HEAOCTYITHBIX IS IETEH;
¢) ykazanue (mpu HEOOXOAMMOCTH) CHEIHAIBHBIX MEp IMPEIOCTOPOKHOCTU MPU YHHUTOKEHUU
HEHWCII0JIH30BaHHBIX JIEKAPCTBEHHBIX MPETAPATOB ISl BETEPUHAPHOTO IPUMEHEHNS,
X) CPOKM BO3MOKHOT'O HCIIOJIb30BAHUS MPOAYKIIUU KUBOTHOTO MPOUCXOXKICHUS MOCIE BBEACHUS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS;
1) YCJIOBUS OTITYCKa;
Y) HAUMEHOBAaHUS W ajJpeca IPOU3BOJICTBEHHBIX IUIOLIAJ0K IMPOU3BOJIUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepUHapHOr0 IPUMEHEHHS;
II) HaWMEHOBAaHHWE, aJpec OpraHu3alli{, YIOJIHOMOYEHHOM Jep:KaTeleM WIM BIaJelbleM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpenapara Ha MPUHATHE MPETEH3UN OT ToTpeduTeNs;
8) MPOEKTHl MAaKETOB MEPBUYHONU YIMAKOBKH W BTOPUYHOMN YIMAKOBKH JICKAPCTBEHHOTO Mperapara
JUIs1 BETEPUHAPHOTO MPUMEHEHHMS;
9) cnenyromye cBEACHUS O JIEKApCTBEHHOM Ipenapare Jjisl BeTepUHAPHOIO MPUMEHEHHUS:
a) OMMCaHKe U COCTaB JIEKAPCTBEHHOT'O TIperapara Jyuisi BETepUHAPHOTO MPUMEHEHHUS;
0) onucanue (papMaleBTUIECKOMN pa3pabOTKu;
Wndopmarys 06 n3MEHEHHSX:
Iloonynkm "8" usmenen c 13 aseycma 2019 2. - @eodepanvruiii 3axon om 2 agzycma 2019 2. N 297-D3
CMm. npedvloywyro pedakyuio
B) OMHMCaHUE Mpoliecca MPOU3BOJICTBA U €T0 KOHTPOJIS, MOJANKUCAHHOE B MOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHM C JaCThIO | HACTOAIIEH CTaThU,
Wndopmarys 06 M3MEHEHHSAX:
TIoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 2. N 297-D3
CMm. npedvioyuyro pedakyuio
I') ONHCAHWE KOHTPOJS KPUTUYECKHX CTaauid TPOU3BOJICTBA U TMPOMEKYTOYHOU MPOAYKIIUH,
MOAMKUCAHHOE B MOPSIKE, YCTAHOBIEHHOM B COOTBETCTBUU C YaCThIO | HACTOSIIEN CTAaThU;
Wudopmanust 06 U3MEHEHUIX:
Deoepanvhvim 3axonom om 13 urona 2015 2. N 241-D3 ¢ noonynkm "0" nynkma 9 ywacmu 3 cmamou 17
Hacmosue2o PedepanbHo2o 3aKOHA GHECEHbl USMEHEHUS

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu
) HAaUMEHOBaHUS W ajpeca pa3paboTuvKa, Jep)KaTells WM BIAJENbIa PETUCTPALHOHHOTO
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yJIOCTOBEpEHHs]  JIEKAPCTBEHHOI'O  IIpernapara, IMPOM3BOJACTBEHHBIX  IUIOIIAJAOK  IPOM3BOAUTEIIS
JIEKapCTBEHHOI'0 IIpernapaTa JJisi BETEPUHAPHOIO INPHUMEHEHUs C YKa3aHHWEM CTaJuil TEXHOJIOTHYECKOTO
npolecca, OCYLIECTBISEMbIX Ha IPOU3BOJACTBEHHBIX IIJIOUIAJKAaX IPOU3BOAMTENS JICKAPCTBEHHOI'O
npernapara Jyisi BETEpUHApPHOIO IPUMEHEHUS;

e) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHbIil OaaHC Ul IPOU3BOICTBA CEPUU TOTOBOT'O MPOJYKTA;

1) OTHMCAaHUE XapaKTEPUCTHK U CBOWCTB YIAKOBOYHBIX MAaTEPHATIOB U YKYIIOPOUYHBIX CPEJICTB;

K) TOKyMEHTAJIBHOE MOATBEPKICHUE (BaTuAAIs) TIPOIIECCOB U (MJIM) UX OLICHKA,;

J) TpeOOBaHUS K KAdyeCTBY BCIOMOTATENBHBIX BEIIECTB (CepTU(HKAT, cnenudukanus Ha
BCIIOMOTaTeJIbHbIE BEIECTBA U X 0OOCHOBAHUE);

M) QHAJIUTUYECKUE METOJMKH, MCIOJIb3yEMbIE IIPU OCYIIECTBJIECHUM KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BELIECTB;

H) JTOKyMEHTAJIbHOE MOJTBEPKACHUE (BaJHIAIMs) aHATUTHIECKAX METOJAUK, UCIOIb3yEMBIX MpPHU
OCYILIECTBJICHMH KOHTPOJISI KaUeCTBa BCIIOMOIaTENIbHBIX BEILECTB;

0) uH(pOpMaIUs 00 HCIOIB30BAHUN BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO M KHBOTHOTO
IPOMCXOXKIECHUS;

n) yrpatui cuiy ¢ 13 aBrycra 2019 r. - @enepanbubiii 3akon ot 2 aBrycra 2019 r. N 297-03

Wuopmarus 06 H3MEHEHHSX:

CMm. npedvloyuyro pedaKyuio

p) TpeOoBaHMs K KadyecTBY JIEKAPCTBEHHOIo Ipenapara Jii BETEPUHAPHOIO IPUMEHEHHS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mperapar U X 000CHOBaHUE);

C) AaHAJUTHYECKHE METOAMKH, MCIOJIb3yeMble IIPU OCYIIECTBIEHUM KOHTPOJS KayecTBa
JIEKapCTBEHHOTI'0 Ipernapara /i BETepUHAPHOTO IPUMEHEHUS;

T) JOKYMEHTAJIbHOE MOATBEPKICHHUE (BaNIMJAIMsI) aHAIUTHYECKUX METO/AMK, MCIOIb3YEMbIX MPH
OCYIIIECTBJIEHUU KOHTPOJISI KayecTBa JIEKApCTBEHHOTO MpernapaTa /il BETepUHAPHOIO NPUMEHEHNS;

y) JOKYMEHT, MOJATBEPKIAIOMIMHA KayecTBO JIEKAPCTBEHHOI'O Ipernapara TpeX MPOMBIIUIEHHBIX
cepuii (MMPOTOKOJI aHAJIM3a UK CepTU(PUKAT aHAIM3a), OJIHA CEpUsi KOTOPOTo JOJKHA COBIAJATh C cepue
o0pa31a JIeKapCTBEHHOT 0 MIpenapara, olaHHOT0 Ha PETUCTPaltIo;

¢) xapakTepucTUKa MpUMecei;

X) MepeueHb CTaHIApTHBIX O0pa3loB, MCIOJIB3YEMbIX NMPH OCYIIECTBIECHUH KOHTPOJS KadyecTBa
JIEKapCTBEHHOTI'0 Ipernapara /il BETEpUHAPHOTO IPUMEHEHMUS;

1) JaHHbIE O CTAOUIIBHOCTH JIEKApCTBEHHOTO Mpernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, COJAEp)Kallero MHGOpPMAlHI0 O HAJIWYUM WM 00 OTCYTCTBUU (PAKTOB
PETUCTPALIMK JIEKAPCTBEHHOI'O Mpernapara IJii BETEPUHAPHOIO NPUMEHEHMs 3a npeaenamu Poccuiickoin
®denepannu;

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 6 nyukm 11 yacmu 3 cmamou 17 nacmosiujeco
DedepanbHoco 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexkcm nynkma 6 npeovloyujeli peoaxyuu
11) cornacue B mucbMeHHOHN (hopme, MPeayCMOTPEHHOE YacThio 7 HACTOSILEN CTaThbd, B CiIydae
PETUCTPALIMH BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOIO IIPENapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IIOpSJIKE H
NOJATBEPXKJIAIOLIETO INPAaBOMOYHOCTh 3asBJIEHUS O TOCYAAPCTBEHHOM pPETUCTPALlUU JIEKAPCTBEHHOTO
npernapara Jyisi BETEpUHApHOTO MPUMEHEHUS (I0BEPEHHOCTb);

Wndopmarys 06 M3MEHEHHSAX:

Yacms 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - @edepanvusiii 3axon om 2 agzycma 2019 o. N
297-D3

APAHT:
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Poccuiickum npou3BOAUTENSIM UMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX MpENapaTroB pa3periaeTcs 110
31 nexabps 2022 r. He MPEACTaBIATh B COOTBETCTBUU C NMYHKTOM 13 cBeleHMsSI O TOCYyAapCTBEHHOM
pEerucTpaluy reHHO-UHKEHEPHO-MOAN(PUIIMPOBAHHBIX OPraHU3MOB, IPeIHA3HAYCHHBIX JJISl BBITYyCKa B
OKPYXAIOIIYI0 Cpeay, MPH TOCYyIapCTBEHHOW PErucTpariii UMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX
IpernapaToB JUISI BETEPUHAPHOTO MIPUMEHEHUS, MOJTyYEHHBIX c MIPUMEHEHUEM
TeHHO-UH)XCHEPHO-MOIU(DUIIMPOBAHHBIX OPTaHU3MOB HIIM COJIEPIKAINX TAaKUE OPTaHU3MBbI
13) cBemeHuss O TOCYAApCTBEHHOW pPETUCTpallMM TeHHO-MH)XEHEPHO-MOAU(DUIIMPOBAHHBIX
OpraHU3MOB, TMPEJAHA3HAYCHHBIX JJisi BBIMYCKAa B OKpYXalollylo cpeay (OIpu TOCYyAapCTBEHHOU
pEerucTpallui  JICKAapCTBEHHBIX IpEnaparoB JJii BETEPUHAPHOTO NPHUMEHEHHUs, IOJYyYEHHBIX C
NPUMEHEHUEM TEHHO-MH)KEHEPHO-MOTU(MUIIUPOBAHHBIX  OPraHW3MOB WM  COJEPXKAIMX  TaKue
OpTaHU3MBI).

Wndopmarius 06 M3MEHEHUSX:
Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpum mpoBeIEHUU YCKOPEHHOH MpOLEeayphl AIKCIEPTHU3BI JIGKAPCTBEHHOTO IIpermapara Jyis
BETCPUHAPHOTO MIPUMEHEHHSI B I[EIISIX €r0 FOCYIapCTBEHHON PErMCTPAliid BMECTO OTYETa Pa3paboTIYHUKa O
pe3ysbTaTax JOKIMHHYECKOTO UCCIICIOBAHUS JICKApCTBEHHOTO CPECTBA IS BETCPUHAPHOTO IPUMEHEHUS
MOXET OBITh TPEACTaBICH 0030p HaydyHBIX PabOT O pe3yiabTaraX JAOKIMHUYECKOTO HCCIICOBAHUS
pedepeHTHOTO JIGKAPCTBEHHOTO Ipemnapara Jjisi BETCPUHAPHOTO MPHMEHEHHUS, a BMECTO OT4YeTa O
pe3ysbTaTtax KIMHHYECKOTO MCCIISIOBAHUS JICKAPCTBEHHOTO IMperapara JUisi BETEpUHAPHOTO MTPUMEHEHHS
OTYET O pe3ylbTaTax MCCIENOBaHUNA OMOIKBUBAICHTHOCTH BOCIPOHM3BEACHHOTO JICKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOTO TPUMEHCHHS.

Undopmaris 06 n3MEHEHUAX:
Yacmo 5 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

5. Ha »skcnepTtusy pa3iMyHBIX JIEKAPCTBEHHBIX (OPM OJHOIO M TOrO K€ JIEKapCTBEHHOTO
npenapara Uil BETEpUHAPHOTO IPUMEHEHMs 3asBUTEIb MPEJICTABISACT OTICIbHBIE 3asBICHUSA H
pETUCTpaIMOHHbBIE JOChE HAa KXyl JeKapCcTBEeHHYIO Gopmy. [Ipu ycioBuM 0JTHOBpEMEHHOM MoJauu Ha
SKCTEPTU3y OJHON JIEKapCTBEHHON (OPMBI C PA3TUYHBIMU JIO3MPOBKOW, KOHIICHTpALMEH, 00BEMOM
3asBUTEIb IIPEACTABIIACT OJHO 3asBICHUE U PETUCTPALMOHHOE JOChE C MPUIOKEHUEM MAaKETOB
NIEPBUYHOM YITAKOBKHM M BTOPUYHOM ynakoBKHM. Ha MakeTax nmepBUYHON YNAKOBKM M BTOPUYHOW YITAKOBKH
yKa3bIBAIOTCS BCE MPOU3BOJUMBIE JTO3UPOBKU, KOHLEHTpAIMHU, 00BEMbI M KOJIMYECTBO /103 B YIAKOBKE
JIEKapCTBEHHOI'O IIpernapara il BETepUHAPHOTO IPUMEHEHUS.

Wndhopmarust 06 n3MEHEHUSX:
Yacmws 6 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

6. B ciydae HemnpezacTaBieHUs ¢ 3asBJICHUEM O FOCYAAPCTBEHHOW PErvMCTpalyy JEKapCTBEHHOIO
npenapara Juisi BETEpUHAPHOrO NMPUMEHEHHsI JOKYMEHTOB, IMOATBEPKIAIOIINX YIIaTy TOCYAapCTBEHHOU
NOLUIMHBI U YKa3aHHBIX B IIYHKTE 7 4acTU 2 HACTOSILEH CTAaTbU, CBEICHUM O JIMLEH3UAX, YKa3aHHBIX B
nyHkTax | ¥ 2 yacTu 3 HacCTOAIIEH CTaThU, a TAKXKE BbIIABAEMbIX (IIPEAOCTABISIEMbIX) YIIOJTHOMOYEHHBIMU
denepaabHBIMH OpraHaMU HMCIOJHUTEIBHOM BIACTU JOKYMEHTOB (CBEIEHMM), YKa3aHHbBIX B MyHKTE 2.1
yacTW 3 HACTOALIEH CTaTbH, YIOJIHOMOYEHHBIM (QenepalbHbIi OpraH HCIOJHUTENBHON BIIAacTU
3arpamBaeT yKa3aHHbIE JIOKYMEHTHI (CBEIEHHUS) B IMOPAIKE MEKBEIOMCTBEHHOIO HMH()OPMAIMOHHOTO
B3aUMOJICHUCTBUSL.

7. He nomyckaercs HUCHONb30BAaHME B KOMMEPUYECKHX LENAX HH(OpMAIMK O pe3ylbTaTax
JOKJIMHUYECKHUX MCCIEIOBAHMM JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKUX MCCIIEIOBAHNUN JIEKAPCTBEHHBIX
[IPEnapaToB Uil BETEPUHAPHOIO IPUMEHEHUS, IPEIACTAaBICHHOM 3asBUTENEM Il TOCYAAPCTBECHHOU
perucTpanyy JIEKapCTBEHHBIX IIpenapaToB, 0e€3 €ero corjacus B TEUEHME IIECTH JIET C J1aThl
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roCy/IapCTBEHHON PEerucTpaluy peepeHTHOro JeKapcTBeHHOro mpenapara B Poccuiickoit denepanuu.

Wndopmarius 06 H3MEHEHUSX:

Cmamuws 17 oononnena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvhsiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlep:karenb WU BiaJielel] PEruCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara Jjis
BETEPUHAPHOTO MPUMEHECHHUS MPEJICTABISIET B YIIOJTHOMOYCHHBIN (heepaabHblli OpraH MUCIOTHUTEIbLHOM
BJIACTU OTYET MO pe3yjbTaraM (papMakoHaA30pa OJMH pa3 B LIECTh MECSIEB B TEUCHHUE JBYX JIET MOCIE
rOCyIapCTBEHHOW PErMCTpalliy JIEKapCTBEHHOro npenapara B Poccuiickoit denepanuu, 3aTemM €KEroIHO
B TEUEHHUE MOCIEAYIOUINX TPEX JIET U B JAaJbHEHIIEeM OJIUH pa3 B TPH roja.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThEC 17 HacTosIero d)ezlepaanoro 3aKOHa

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Odexaops 2014 o. N 429-D3 naumenosanue cmamou 18 nacmosueco
DedepanbHoeo 3aKOHA UBNOANCEHO 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mekcm HAUMeHOB8aHUs 8 NPedbloyulell peoaKyuu
Crarba 18. Ilomaua u paccMoTpeHue 3asBICHHS O TOCYAAPCTBEHHOM perucrpanuu
JICKApCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IIPUMECHEHUS

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 e. N 429-D3 wacme 1 cmamou 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. Jns rocymapCTBEHHOW pETUCTpAllMK JICKApPCTBEHHOTO TMperapara Uil  MEAUIUHCKOTO
NPUMEHCHUS FOPUINYECKOE JIMIIO, JCUCTBYIOIEe B COOCTBEHHBIX HWHTEpPECaX WIIU YIIOJHOMOUYEHHOE
MPEJICTaBISITh MHTEPECHl JPYTOro IOPUAMYECKOTO JIHIA U 3asBISAIONIee JIEKapCTBEHHBIH MpemapaT Ha
TOCYJAapCTBEHHYIO PETUCTpAIMIO (JlaJieeé B HACTOANICH CTaThe - 3asBUTENb), TIPEACTABISACT B
YIIOJTHOMOYEHHBIHN (hefiepaabHblii OpraH MCIONMHUTEIHHON BIIACTH, OCYIIECTBISIONINN TOCYAapCTBEHHYIO
PETHCTpAIHIO JICKAPCTBEHHBIX MPEIapaToB I MEIUIIMHCKOTO MPUMEHEHHS, B JIEKTPOHHOHN (popme U Ha
OyMa)XHOM HOCHTENE 3asBICHHE O TOCYIAapCTBEHHOW PETUCTPAllMK JIEKApCTBEHHOTO Ipernapara Jyis
MEJHMIIMHCKOTO TIPUMEHEHUS, a TaKKe B IOPSJIKe, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (eaepaTbHbIM
OpraHOM HCTIOJHUTENLHOW BIACTH, B AJNEKTPOHHOW ¢dopMe M Ha OyMaKHOM HOCHUTENEe HEOOXOIMMBbIe
JOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PETHCTPAI[MOHHOE JOChe Ha JIGKAPCTBEHHBIA Mpermapar Uit
MEAUIIMHCKOTO MTPUMEHEHHUS.

Wndhopmarrist 06 n3MEHEHUSX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacms 2 cmamvu 18 Hacmosweeo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. B 3asgBieHUH O TOCYAApCTBEHHOW PETUCTpAIlMU JEKAPCTBEHHOTO Mpenapara sl MEAUIIMHCKOTO
MPUMEHCHHUS YKa3bIBAIOTCS:

Wndopmarys 06 M3MEHEHHSAX:
Ilynxkm 1 usmenen c 1 sineaps 2018 e. - @edepanvuwiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npedvloywyio pedakyuro
1) HaumeHOBaHWE, aJpec 3asBUTENS W MNPOU3BOJUTENS JIEKAPCTBEHHOTO Mpenapara s
MEIUIIMHCKOTO NMPUMEHEHHUs], CBEeJIeHHsI 00 MX PEerHCTpalMy B KaueCTBE HAJOIOIUIATENbIINKA B CTpaHe
peructpanuu (s pOCCUMCKUX IOPUINYECKUX JIMI - UACHTU(PUKAMOHHBII HOMEpP HaJOTOIIaTeNbIIuKa
(MHH), nns MHOCTpaHHBIX IOPUINYECKUX JIMIL - CTpaHa PErUCTpali, HAUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHbIA HOMEp, KOJ] HAJIOrOIUIATEeNIbIINKA B CTPAHE PErUCTpaliy (MHKOPIOpALuN) WU
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€ro aHajor) ¥ aJpec MecTa OCYLIECTBICHMsI TPOU3BOICTBA JIEKAPCTBEHHOIO IIpernapara (B ciaydyae Haludus
HECKOJIbKMX YYaCTHHUKOB TIIPOILIECCa €ro IMPOM3BOJCTBA HEOOXOAMMO YKa3aTh KaKIOTO YYacTHUKA B
COOTBETCTBUM C OCYILLECTBIIIEMON CTaJlel IPOU3BOJICTBA);

2) HaMMEHOBAaHUE JIEKAPCTBEHHOTO Ipenapara Jjsi MEAULUHCKOIO IPUMEHEHUs (MEXIyHapOIHOE
HEMAaTEeHTOBAaHHOE, UJIM IPYNIIUPOBOYHOE, MJIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

3) nepedeHb NEHCTBYIOIIMX U BCIIOMOTATENIbHBIX BEIIECTB, BXOASIIUX B COCTAB JIEKAPCTBEHHOI'O
npernapara Juisi MEJULUHCKOTO IIPUMEHEHUS, C YKa3aHUEM KOJIMYECTBA KaXI0T0 U3 HUX;

4) nexapctBeHHas (opma, JO3UPOBKA, CIIOCOOBI BBEACHHS W IPHUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHEHMUS;

5) (bapmaxoTepaneBTHIECKast rpynmma, KOJ AHAaTOMO-TEPANIEBTUYECKO-XUMUYECKON
KJaccu(uKaluy, peKOMEHAOBaHHOM BcemupHOW opraHusanueil 31paBOOXpaHEHUs, 3asBIsieMble
IIOKa3aHUs I IPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara il MEIULIUHCKOTIO IPUMEHEHUS;

6) OTCyTCTBME€ HEOOXOIMMOCTH MpPENOCTaBICHUS OT4YETa O pe3ylbTaTaX KIMHUYECKOTO
UCCIICIOBaHMs, HMCCIEI0BaHUs OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O IIpenaparta, pPa3pelieHHOro s
MenuIuHCKoro npuMenenus B Poccuiickoit deneparuu 6onee ABaILaTH JIET, C YKa3aHUEM HOPMATHBHBIX
IIPABOBBIX aKTOB, NOJITBEPKIAIOLINX JaHHBIA CPOK IPUMEHEHUS;

7) HeoOXoaUMOCTbh O(GOpPMIICHHs pa3pelieHuss Ha BBO3 B Poccuiickyro Denepanuio KOHKpETHOH
NapTUU  3aperMCTPUPOBAHHBIX W (WIM)  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIPEIHA3HAYEHHBIX MU IPOBEICHMS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB B LEIAX TOCYAApCTBEHHOMU
perucrparuu;

8) HeoOXOAMMOCTb MPOBEIEHUS SKCIEPTU3bl JTOKYMEHTOB, IMPEJICTABJICHHBIX Ul OIpe/eIeHUs
BO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM @pemapar il MEIULHUHCKOIO IPUMEHEHHUS IpU
OCYILECTBIICHUH FOCYJapCTBEHHON PEerucTpaluy B KauecTBe ophaHHOIo JIEKApCTBEHHOIO IpenapaTa;

9) HEOOXOMMOCTh NMPUMEHEHHSI YCKOPEHHOM MPOIeTyphl IKCIIEPTH3BI JIGKAPCTBEHHBIX CPEJICTB B
LEJISIX TOCYJapCTBEHHOM pEerucTpany JIEKApCTBEHHOTO MIpenapara;

10) konuH JOKYMEHTOB, OJTBEPIKAAIOIINX YIUTATY TOCYIAPCTBEHHOW TOIITHHBL:

a) 3a MPOBEJIEHHE SKCIEPTU3bl JOKYMEHTOB, MPEJICTABICHHBIX JUISl ONpPEIeNeHUs] BO3MOXXHOCTH
paccMaTpuBaTh JIEKQpPCTBEHHBIM IMpernapar Juisi MEAUIUMHCKOrO TNPHUMEHEHHMS IIPU OCYLIECTBICHUU
roCyJapCTBEHHOMN perucTpaniy B KauecTBe OppaHHOTO JIEKapCTBEHHOI'O Mpenapara;

0) 3a MpoBe/leHUE SKCIEPTU3bl KAadecTBa JIEKAPCTBEHHOIO CPEJCTBA M IKCIEPTHU3bl OTHOIICHHUS
OKMJAEMOM TI0JIB3bl K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIO IIpenapaTa, pa3pelieHHOTO s
MeAMIMHCKOro mNpuMeHeHus B Poccuiickoit @enepanuu Oosiee ABaaLATH JIET, NPU OCYIIECTBICHUU
roCyIapCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO MPENapara;

B) 3a IPOBEJCHHE IKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOILIEHUS
OKMJAEMOH MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKApCTBEHHOIO Mpenapara i MEJULMHCKOTO
IPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PETUCTpalliu;

I') 32 MPOBEACHUE HKCHEPTH3bl KAuecTBa JIGKAPCTBEHHOT'O CPEACTBA U IKCIEPTU3bI OTHOLICHUS
0’KMJIa€MOM TOJIb3bI K BO3MOKHOMY PHUCKY NPHMEHEHHMS JIEKAPCTBEHHOTO Ipenapara Juisi MEJUIUHCKOTO
IPUMEHEHUS, B OTHOIIEHHH KOTOpPOTO IPOBEAEHBI MEKIYHAapOJHbIE MHOTOLIEHTPOBBIE KIMHUYECKHE
WCCJIEIOBAHMS, YacTh H3 KOTOpbIX MpoBenaeHa B Poccuiickoin ®enepanuu, NOpH  OCYIIECTBICHUH
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O MPENapara;

11) Hanuuue coryiacus HPOU3BOIUTENS JIEKAPCTBEHHOTO Ipenapara, MPOU3BOACTBO KOTOPOIO
ocymiecTBisieTcss 3a mpenenamu Poccuiickoin  ®enepauuu, Ha TOPOBEACHHE HMHCIEKTHUPOBAHMS
IIPOU3BOJUTENIS HA COOTBETCTBHE TPEOOBAHUAM TPaBUIT HaAJIEKAIIEH MPOU3BOICTBEHHOMN MPAKTUKH;

12) Hanuuue cornacus, NpeIyCMOTPEHHOIO 4acThi0 18 HacTOsIIEN CTaThy;

13) yka3aHue BHMJA JIEKapCTBEHHOTO IIpenapara, IMPEACTaBICHHOTO Ha PErHCTPALUIO
(pedepeHTHBI  JEeKapCTBEHHBIM  MpemapaT,  BOCIPOM3BENEHHBIM  JIGKAPCTBEHHBIM  Iperapar,
OMOJIOTHYECKHM JIEKapCTBEHHBIN Mpenapar, OMoaHANIOroBbli (O0MOMOAO0HBIN) JIEKApCTBEHHBIH Ipernapar
(Omoanasior), roMeonaTHUECKUi IEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIN pacTUTENbHBIN Mpernapar).

Wndopmarus 06 H3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-D3 uwacms 3 cmamou 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexcm wacmu 6 npeovioywel peoakyuu
3. PeructpanuoHHOe J0OChe Ha JICKApPCTBEHHBIN Ipernapar Juisi MEAMLUHCKOrO NPUMEHEHUS
peIocTaBisieTcs: B hopMe 00IIer0 TEXHUIECKOTO JOKYMEHTA.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacmv 4 cmamvu 18 Hacmosweeo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
4. Paznen fOKyMEHTAIMK aJIMAHUCTPATHBHOTO XapaKTepa BKIIOYAET B ceOs:
1) 3asBrIEHUE O TOCYIAPCTBEHHON PErHCTpAIMH JEKApPCTBEHHOTO Mpernapara s MEIUIUHCKOTO
NPUMEHECHHUS B DJICKTPOHHON opMe U Ha OYMaKHOM HOCHUTEIIE;
2) KOmMWIO JIOKyMEHTa HAa PYCCKOM s3bIKE, 3aBEPCHHOTO B YCTAHOBICHHOM IIOPSJIKE |
HOJITBEPKIAIONIETO MPABOMOYHOCTh 3asBHTEINS IOJaBaTh 3asBICHHE O TOCYJapCTBEHHOW PETUCTpaIH
JICKapCTBEHHOTO TIperiapara Juisi MeIUITHHCKOTO MPUMEHEHHUS (JOBEPEHHOCTB);

Undopmaris 06 n3MEHEHUAX:
Ilynkm 3 uzmenen c 1 smsaps 2021 a. - @edepanvhuiii 3axon om 27 oexabps 2019 o. N 478-D3

CMm. npedvloyuyro pedaKyuio

3) cBeneHUs O JaTe MPEIOCTaBJICHHS U PETUCTPALMOHHOM HOMEpE JIMLIEH3UHM Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEJICTB WJIM CBEICHUS O JaTe MPEJOCTABICHUS U PErUCTPALIMOHHOM HOMEPE 3aKITIOUCHUS
O COOTBETCTBHM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM TpPaBUl  HaJJEKaleh
MIPOM3BOJICTBEHHON MTPAKTHKH, BBITAHHBIX (MPEIOCTABICHHBIX) YITOJIHOMOUYEHHBIM (De/IepaabHbIM OpraHOM
WCITOJIHUTEJIbHON BJIACTH B OTHOLIEHUHU ITPOU3BOACTBEHHOM TUIOHIAJAKU PETUCTPUPYEMOIO JIEKAPCTBEHHOTO
npernapara, B Ciydae, €clii IPOU3BOJICTBO JIEKAPCTBEHHOIO Mpenapara ocyuiecTsisiercss B Poccuiickoit
denepauny;

Wndhopmarrist 06 n3MEHEHUSX:

Ilynkm 4 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio

4) KONHIO MPEAOCTaBICHHON YIOJIHOMOYEHHBIM OPraHOM CTpaHbl IMPOU3BOJUTENS JUIEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOT'O IIPENapara U ee NepeBO Ha PYCCKUM SA3bIK, 3aBEPEHHBIEC B YCTAHOBJICHHOM
MOPSIIKE, a TAKXKE KOIMIO 3aKIIOYEHHs O COOTBETCTBHUM IIPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TNIpaBUJI HAJUIeXKalle NPOU3BOJCTBEHHOW MPAKTUKH, BbBIIAHHOTO YIOJIHOMOYEHHBIM
denepanbHBIM  OpPraHOM HCIIOJIHUTEIbHONW BIACTH B OTHOUIEHMM INPOM3BOACTBEHHOH IUIOIIAJKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O Mpernapara, Wi KOMHUIO PEeIIeHHUs YIIOJIHOMOYEHHOTo (enepaabHOro
OpraHa MWCIOJHUTEIbHOM BJIACTH O NPOBEICHHM HWHCIEKTUPOBAHMS IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB, B Clly4ae, €CIIM IPOU3BOACTBO JIEKAPCTBEHHOI'O IIpelapara OCYILECTBIIACTCS 3a IpeAciiaMu
Poccuiickoit ®exneparnuu;

5) MNpOEKT MHCTPYKUUU 10 MEIUIUHCKOMY IIPUMEHEHHMIO JIEKAPCTBEHHOI'O Ipernapara,
coeprKallei Cleayronme CBeICHUS:

a) HaMMEHOBaHHE JIEKApPCTBEHHOIO Ipemnapata (MEXIyHapOJHOE HENaTeHTOBAHHOE, WU
TPYNIHPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nekapcTBeHHas ¢popMa ¢ yKazaHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOT'O COCTaBa JCHCTBYIOLINX
BEIIECTB M KAU€CTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BEUIECTB (MPU HEOOXOIUMOCTH KOJIHMUYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) OIKMCaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO Mpenapara Jjs MeIULIUHCKOrO TPUMEHEHNUS;

r') (PU3HKO-XUMHUECKUE CBOIMCTBA (17151 paanodapMalieBTUYeCKHUX JIEKAPCTBEHHBIX MPENapaToB);

n) GapmakoTepaneBTHUeCKas TpyIa, KoJ JIEKapCTBEHHOIO Mpernapara JUisi MEAUIIMHCKOrOo
NPUMEHEHHS TI0 aHATOMO-TEPANEBTHYECKO-XUMHYECKON KIIacCU(pHUKAIMK, pEKOMEHI0BaHHONH BcemupHoit
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OpraHu3alyel 31paBOOXPaHEHHUs, WM YKa3aHue "TOMEONnaTHYECKHI JIeKapCTBEHHbIN Tpernapar';

e) ¢dapmakoguHamMuKka W (apMaKOKMHETHKa (32  HUCKIIOYeHHEeM  (hapMaKOKWHETUKU
FOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U paCTUTENbHBIX JIEKapPCTBEHHBIX MIPENapaToB);

) TTOKa3aHusl ISl IPUMEHEHMUS;

3) IPOTUBOIMOKA3aHUs JIJIsl IPUMEHEHUS;

1) MEpBI [IPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) yKa3aHH€ BO3MOXXHOCTH M OCOOCHHOCTEH MNPUMEHEHHs JIEKApCTBEHHOrO Ipemnapara Aiis
MEIUIUHCKOTO TPUMEHEHUS OCpEeMEHHBIMH JKEHIIMHAMH, SKEHIIMHAMH B TEPHOA TPYIAHOTO
BCKapMJIMBaHMUsI, IETHbMU, B3POCIIBIMU, UMEIOIIUMU XPOHHUECKHE 3a00JIeBaHUS;

J) PeKUM JTO3UPOBAHMUSA, CIIOCOOBI BBEACHUS M MPUMEHEHHs, IPU HEOOXOIUMOCTH BpeMs IpuemMa
JIEKapCTBEHHOT'O MpernapaTa Jjsi MEAUIIMHCKOTO MPUMEHEHHUS, TPOIOJKUTENILHOCTD JICYSHHUSI, B TOM YHCIIe
y AETEN JO U MOCIIE OJTHOTO roja;

M) BO3MOXKHBbIE HEKENATEJIbHbIE pPEaklUd NpU MPUMEHEHHU JIEKapCTBEHHOTO Mpernapara A
MEAMLIMHCKOTO IPUMEHEHHUS;

H) CUMIITOMBI TIEPEI03UPOBKH, MEPHI IO OKA3aHUIO MOMOIIH TPU EPET03UPOBKE;

0) B3aMMOJIEICTBHE C APYTUMHU JIEKAPCTBEHHBIMU NpenapaTtaMu 1 (W) MUIIEBbIMU IPOAYKTaMU;

1) popMBbI BBITYCKAa JIEKAPCTBEHHOT'O MIPenapara;

p) ykazaHue (Ipu HEOOXOAMMOCTH) OCOOEHHOCTEH IEHCTBHS JIEKApCTBEHHOIO Ipernapara s
MEAMIIMHCKOTO MIPUMEHEHHUS MIPH NIEPBOM MIPUEME UITU TPU €r0 OTMEHE;

c) omucaHue (mMpu HEOOXOAMMOCTH) JeHcTBUIl Bpaua (¢enbamepa) u (WiM) NanueHTa MOpu
OpoIycKe IMpHeMa OJHOM WM HECKONbKHMX JI03 JIGKAPCTBEHHOrO IIpermapaTa Uisi MEIUIIMHCKOTO
IPUMEHEHUS;

T) BO3MOXKHOE BIIMSHUE JIEKQPCTBEHHOTO TMpernapara g MEIUIIMHCKOTrO TMPUMEHEHHS Ha
CIIOCOOHOCTH YIPABJIATh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU;

y) CpPOK TOAHOCTM M YyKa3aHHME Ha 3alpeT NpPUMEHEHHs JIeKapCTBEHHOIO Ipernapara Juls
MEAMIMHCKOTO MIPUMEHEHHUS 110 UCTEYEHUH CPOKa F'0JIHOCTH;

&) ycnoBus XpaHeHuUs;

X) yKa3zaHue Ha HEOOXOAMMOCTh XpaHEHHs JIEKapCTBEHHOrO Ipernapara Uisi MEIULUHCKOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIHBIX I JETEH;

1) yka3zaHue (Ipu HEeOoOXOIMMOCTH) CIELUUATbHBIX MEP MPEIOCTOPONKHOCTU NMPU YHUUTOKEHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENApATOB I MEAULIIMHCKOTO IPUMEHEHUS;

Y) YCIIOBUS OTITYCKa;

1) HAMMEHOBAaHUS U aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJOK IMPOU3BOIUTENS JIEKAPCTBEHHOIO
npernapara;

1) HaMMEHOBAaHWE, aJpec OpraHU3alluH, YIOJIHOMOYEHHOM JepXaTeileM WIM BlajeibleM
PEruCTPalMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara A MEAMIMHCKOrOo INMPUMEHEHUs Ha
NPUHATHE MPETEH3UI OT MOTPeOUTENs;

6) MHCTPYKIIMIO 110 MEIUIUHCKOMY IPUMEHEHHUIO WIH KPAaTKYI0 XapaKTePUCTUKY JIEKapCTBEHHOIO
npernapara, yTBEpXkACHHbIE B CTpaHe MPOU3BOINUTEIS;

7) MPOEKThl MAKETOB MEPBUYHOI YIIAKOBKM M BTOPUYHON YHNAKOBKM JIEKAPCTBEHHOTO IpernapaTa
JUISL MEJULIUHCKOTO IPUMEHEHMS],

8) MpOEKT HOPMATHUBHOM TOKYMEHTAllMM WJIM HOPMAaTUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar JUisi MEAUIIMHCKOTO MTPUMEHEHHsI T100 yKa3zaHHe COOTBETCTBYIOIIEH (apMaKoNnelHON CTaThy;

9) nokyMmeHT, coaepxariuii HHPOPMAIMIO O HATHMYUHA WU 00 OTCYTCTBUHU (DaKTOB PETHCTPAIIUU
JIEKapCTBEHHOTI'0 Ipernapara Juisi MEJUIIMHCKOr0 MpUMEHEHMSI 3a npeaenamu Poccuiickoit ®enepanny;

10) komuu [OKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM MOpSAJAKE M MOATBEPXKIAIOIUX (aKT
perucTpalnuy JIEKapCTBEHHOI'O TIpernapara B MHOCTPAHHBIX TOCYIapcTBaX B KadecTBe Op(HaHHOTO
JIEKapCTBEHHOT'0 IIperapara;

11) mnnman ympaBieHHs pUCKaMU Ui OMOJOTMYECKHX JICKQpPCTBEHHBIX IperapaTroB IUis
MEAUIMHCKOTO TPUMEHEHHUS;
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12) nmoxkymeHT o cucreMe ¢apMakoHaa30pa JepKaTelis WM BIaJeliblia PEruCTPaluOHHOTO
yJIOCTOBEpEHUS JIEKapPCTBEHHOTO TIpenapaTa;

13) mOKyMEHT, MOJATBEPKIAIOUINI KayecTBO JIEKAPCTBEHHOI'O IMpernapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAM3a WK cepTU(UKAT aHAIM3A), OJJHA CEPHsI KOTOPOTO JI0JDKHA COBIAIATh C cepueit
o0Opa3lia JIeKapCTBEHHOro Mpernapara JUisi MEIUWLUHCKOrO MPUMEHEHHUs, MPEJCTaBICHHOIO Ha
TOCYJapCTBEHHYIO PErUCTPALUIO.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacme 5 cmamvu 18 nacmosweeo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
5. Paznen xummuueckoi, (papmaneBTHYecKoil U OMOTOrMYeCKOH TOKYMEHTAIlMH BKIIOYAET B CeOs
JOKYMEHTBI, cojiepKaiiyue nHhopManuio o GpapManeBTUHYecKoi CyOCTaHIIUU U JIEKapCTBEHHOM IIperapare
JUISL MEIMLIMHCKOTIO NPUMEHEHHUs, MPOLIECCEe €ro MPOM3BOACTBA M METOAaX KOHTPOJS KayecTBa, B TOM
YHCIIe:

Undopmariis 06 M3MEHEHHSX:
Ilynkm 1 uzmenen c 28 dexabps 2019 e. - edepanvusiii 3axkon om 27 dexabps 2019 2. N 462-D3

Cm. npedvloyuyro pedaKyuio

1) xomuio JOKYMEHTa, COJAEpXKalllero cleaywily uHpopmanuio o GdapmaleBTHUYeCKON
cyOcTaHIuM WM (apMaleBTHYECKHX CyOCTaHIUAX, BXOJSIIMX B COCTaB JIEKAPCTBEHHOTO Mpernapara, 3a
UCKIIOYeHreM HHpopMmanuu o ¢dapMaleBTUYECKUX CYOCTAHIHUAX, BKJIIOYEHHBIX B TOCYJIAapPCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBHUU CO CTaThel 34 Hactodero deaepaibHOro 3akoHa:

a) HauMeHOoBaHue (papMaleBTUUYECKON CyOCTaHIINH, €€ CTPYKTypa, O0Ilre CBOICTBA,

0) HauMEHOBAaHUE U a/1peC MPOU3BOAUTEIIS;

B) TEXHOJIOTHsI NMPOU3BO/ICTBA C ONMMCAHUEM CTaJUi MPOM3BOJCTBA U METOJOB KOHTPOJIS Ha BCEX
CTaMsAX MPOU3BOJCTBA;

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;

1) ONMCaHNE KOHTPOJISI KPUTUYECKUX CTAaUI MPOU3BOICTBA U IPOMEKYTOUHOU MPOTYKIIUH;

€) TOKyMEHTaJbHOE MOATBEPKIeHUE (BaTUAAIINS) TPOIECCOB U (MIIN) UX OIICHKA,

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

n) crienrdukanys Ha papMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJIUTUYECKUE METOJUKH, HCIOJb3yeMble TIPH OCYILECTBIEHUH KOHTPOJS KauyecTBa
(dapmalieBTUYECKOM cyOCcTaHIINN;

J) NOKYMEHTAIbHOE TOJTBEpKACHUE (BAIUIAINS) aHAIUTUYECKUX METOJUK, UCIOJIb3YEMBIX MPHU
OCYILECTBIICHMH KOHTPOJIS KauecTBa (papMalieBTHUECKOM cyOCTaHIInY;

M) pe3yJIbTaThl aHAJIN3a CEPHil (hapMaIleBTUUECKON CyOCTaHIIHH;

H) MepeYeHb CTAaHJAPTHBIX 00PA3LIOB MIIM BEIECTB, UCIOIb3YEMBIX IPU OCYILIECTBICHHUH KOHTPOJIS
Ka4yecTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOUYHBIX MAaTEPHUAJTIOB U YKYIIOPOYHBIX CPEACTB;

1) IaHHBIE O CTA0MIBHOCTH (papMaleBTUUYECKOM CyOCTaHIUY;

P) CPOK rOJTHOCTH;

Wudopmanust 06 U3MEHEHUIX:

Yacmo 5 dononnena nynkmom 1.1 ¢ 28 dexabps 2019 2. - @edepanvhuiil 3axon om 27 dexkabdpsa 2019 .
N 462-@3
1.1) B orHomeHuu ¢dapMaleBTUUECKUX CYOCTaHIMM, BXOJASIIMX B COCTaB JEKapCTBEHHOI'O
npernapata M BKJIIOYEHHBIX B TOCYAAPCTBEHHBIM PEecTp JEKapCTBEHHBIX CPEICTB B COOTBETCTBUU CO
cratbeil 34 nHactosimero deAepalibHOTO 3aKOHA, - KOMHUS JOKYMEHTA, COAEPKAIIEro CIEIYIOIIYIO
UH(POPMALIUIO:
a) HauMeHoBaHue (hapMalleBTHUECKOM CYOCTaHINH, €€ CTPYKTYpa, 001Ie CBOWCTBA,
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0) HaMEHOBAHUE U aJIPeC MPOU3BOIUTENS;

B) pe3y/bTAThl aHATN3a cepuid (hapMaIieBTHIEeCKON CyOCTaHIINH,

I') CPOK TOTHOCTH;

2) JOKYMEHT, COJEpKallui CIeIyloIue CBEeIEHUs O JIeKapCTBEHHOM TIpemnapare Jyisd
MEIUIUHCKOIO IPUMEHEHUS:

a) OMMCaHMUE U COCTAB JICKAPCTBEHHOT'O MpenapaTa it MeIUIIUHCKOTO PUMEHEHHUS;

0) omucanue QapmaneBTHYECKON pa3paboTku (0OOCHOBaHME BBHIOOpAa COCTaBa, MEPBUYHOM
YIIaKOBKU U UHOTO);

B) TEXHOJIOTHsI POU3BO/CTBA C ONMMCAHUEM CTAJUH MPOU3BOJACTBA U METOJOB KOHTPOJI Ha BCEX
CTaausIX IPOU3BOJICTBA,

I) ONHMCAaHUWE KOHTPOJS KPUTUYECKMX CTaJui Impolecca IPOU3BOJACTBA M IPOMEKYTOUHOU
IPOJLYKLIHH;

1) HAUMEHOBAaHME U aJIpec MecTa OCYILIECTBICHHsI TPOU3BOICTBA JIEKAPCTBEHHOIO Ipernapara Juis
MEIUIUHCKOTO TMpPHUMEHEHHs (B Cly4Yae HaJIM4YUs HECKOJIBKMX YYAaCTHHKOB TIIpOIIecca IPOU3BOICTBA
HE00XO0/IMMO yKa3aTh Ka)KJ0I0 U3 HUX);

e) ¢apmaneBTUYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XaPaKTEePUCTHUKH;

3) MaTepUajIbHbIA OaslaHC 71 MPOU3BOACTBA CEPUH FT'OTOBOIO IPOAYKTA;

1) ONMCAaHUE XapaKTEPUCTUK U CBOWCTB YIAaKOBOYHBIX MAaTEpHANIOB U YKYIIOPOUYHBIX CPEJICTB;

K) JOKYMEHTaJIbHOE MOATBEPXkKACHUE (BalIKIalusl) MPOLIECCOB IPOU3BOJICTBA U (WJIN) UX OLICHKA;

J) TpeOOBaHUS K KadyeCTBY BCIIOMOTaTENIbHBIX BEIECTB (cepTUdUKaAT, cnenudukauus Ha
BCIIOMOTATEIbHBIE BEIIECTBA U X 00OCHOBAHNE);

M) aHaJUTUYECKHE METOJIUKH, HCIOJIb3yeMble @PU OCYIIECTBICHUH KOHTPOJS KadecTBa
BCIIOMOTATEIbHBIX BEUIECTB;

H) JIOKyMEHTAJIbHOE MOJTBEPXk/ACHUE (BaJIUIALMs) AaHATUTHYECKUX METOJMK, UCHOIb3yEMBIX MpPHU
OCYIIECTBIICHINH KOHTPOJISI KAYEeCTBA BCIIOMOTATEIbHBIX BEIIECTB;

0) uH(oOpMalus 00 HCMOIb30BAHUM BCIIOMOIATENIbHBIX BELIECTB YEJIOBEYECKOIO M KHUBOTHOTO
IPOMCXOXKICHUS;

1) nHpopMmanus 00 UCTIOIIb30BAaHUH HOBBIX BCIIOMOTATENIbHBIX BEILECTB;

p) TpeboBaHMS K KadecTBY JIEKAPCTBEHHOTO IIpernapara sl MEIHIIMHCKOTO IPHMEHEHHS
(ceptuuxkar, cnerudukanys Ha JeKapCTBEHHBIH Mpenapar ¥ UX 000CHOBaHUE);

C) QHATUTHYECKHE METOAMKH, WCIONb3YeMble TIPH OCYIIECTBICHHUH KOHTPOJS KadecTBa
JIeKapCTBEHHOT O Npernapara Al MEIUIIMHCKOTO IPUMEHEHUS;

T) JOKYMEHTAJIBHOE TOATBEPKICHNUE (BANMUANNS) aHATUTHYECKUX METOJIUK, UCMOIB3yEeMBIX MPH
OCYILIECTBIIEHMH KOHTPOJIS Ka4eCTBa JIEKapCTBEHHOIO IpenapaTa s MEAULUHCKOTO MPUMEHEHHUS;

y) pe3yJbTaThl aHAJTM30B CEPUI JIEKAPCTBEHHOTO TpernapaTa JUisi MEAMIIMHCKOTO MTPUMEHEHHS,

¢) xapakTepucTHKa puMecei;

X) TIepeueHb CTaHIAPTHBIX O0pa3IoB, HCIIOJIB3YEMBIX MPH OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS;

1) TAaHHBIE O CTAOMJIBHOCTH JICKAPCTBEHHOTO TIperapara JUisi MEAUIIMHCKOTO TPUMEHEHHSL.

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oexabpa 2014 e. N 429-®3 uwacmv 6 cmamovu 18 nacmoswezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU pedakyuu, scmynarowell 6 cuiy ¢ 1 aneaps 2016 .

Cm. mexkcm uwacmu 6 npeovioyuel peoaKyuu
6. Paznmen dhapmakogornueckon, TOKCHKOJIOTHIECKON JOKYMEHTAIIUU BKJIIOYAET B C€OSI OTUETHI O
pe3ynbTaTax JOKIMHUYECKHX HCCIEI0BAHUHN JIEKAPCTBEHHOTO CPEACTBA I MEAUIIMHCKOTO MPUMEHEHUS,
B TOM YHCIIE:
1) otueT o papMakOTUHAMUYECKHUX UCCIICIOBAHUSIX;
2) ot4eT 0 hapMaKOKMHETHIECKUX MCCIICIOBAHUSAX;
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3) OTYET O TOKCHUKOJIOTHYCCKHUX HUCCIICAOBAHUAX.

Wndopmarius 06 H3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo Dedepanvrozo
3aKOHA 0ONoIHeHa yacmuio 7, scmynatowei 6 cuny ¢ 1 sneaps 2016 e.

7. Paznmen KIMHUYECKOW NOKYMEHTAIlMU BKJIIOYAeT B ce0sl OTYETHI O pe3yjbTaTaX KIMHUYECKHX
UCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Juisi METULMHCKOTO IPUMEHEHUS, B TOM UHUCIIE:

1) oTtuersl 00 wuCCIEAOBaHMUSIX OHOJOCTYMHOCTH W OMOSKBHUBAJIEHTHOCTH, HCCIEIOBAHUSIX,
YCTaHABJIMBAIOUINX KOPPEISIIHIO PE3YIbTaTOB, OIYYCHHBIX B YCIOBHX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HCCIIECTOBAHUSIX;

3) otyeTsl 0 (hapMaKOAUHAMUYCCKUX UCCIICIOBAHUSX;

4) oTYeTHI O KIMHUYECKUX HCCIEA0BaHUAX 3(PPEKTUBHOCTH U OE30MACHOCTH;

5) OTYET 0 MOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHHUSI (ITPU HATTUYNN).

Wudopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamws 18 nacmosiyeco Dedepanbroco
3aKOoHa 0ononHeHa wacmoio 8, scmynatoweil 6 cuny ¢ 1 sneaps 2016 e.
8. TpeboBanus k 00beMy HMHPOPMAIUH, IPEIOCTABIIIEMON B COCTaBE PETUCTPAIIMOHHOTO JIOCKE,
JUISL OTJICIbHBIX BUJIOB JIEKAPCTBEHHBIX MPENaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHUsl YCTaHABIUBAIOTCS
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH.

Wuopmarus 06 H3MEHEHHSX:
Yacmov 9 usmenena c 1 mapma 2020 e. - @edepanvusiii 3akon om 27 dexabps 2019 2. N 475-D3

CMm. npedbloywyro pedaKyuio

9. B oTHOIIEHUHU JIEKaPCTBEHHBIX MPENapaToB, Pa3peLICHHbIX JJI MEIULMHCKOTO MPUMEHEHHUS B
Poccuiickoit @enepanuu Oosee ABagUaTH JIET U B OTHOIIEHUWH KOTOPBIX HEBO3MOXKHO IPOBEACHUE
UCCJIEJOBaHUM X OMOKBUBAJIEHTHOCTH (32 UCKIIIOYEHHEM OMOJIOTMUECKUX JIEKAPCTBEHHBIX IIPENapaToB),
JIOITyCKAeTCsl BKIIOYEHUE B COCTaB pazjiena (papMaKkoIOrMuecKor, TOKCUKOIOTHYECKOH JOKYMEHTAUH U
paszena KIMHUYECKOW JOKYMEHTAallud BMECTO OTueTa pa3paboTdyvka O pe3yjapTaTaX COOCTBEHHBIX
JOKJIMHUYECKUX HMCCIIEI0BaHUM JIEKApPCTBEHHBIX CPEJICTB U KIMHUYECKUX HMCCIETOBAaHUMN JIEKapCTBEHHBIX
IpenapaToB s MEAULMHCKOTO MPUMEHEHUs 0030pa HayuHBIX paboT O pe3yibTarax JOKIMHUYECKHUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX MCCIEAOBAHUM JIaHHBIX JIEKaPCTBEHHBIX
IIPENapaToB, B TOM YHMCJIE BKIIFOUYAs OIBIT UX MOCTPETUCTPALlMOHHOIO TPUMEHEHUS.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamowvs 18 nacmosiweco Dedepanvroco
3akona oonoanera wacmoio 10, ecmynaroweti 6 cuny ¢ 1 smeaps 2016 2.

10. IIpu rocymapCTBEHHOM PErHCTpallii BOCHPOM3BEICHHBIX JICKAPCTBEHHBIX MNpENnapaToB IS
MEAMIIMHCKOTO TPUMEHEHUsl JIOMYyCKaeTcs BKIIOUEHHE B COCTaB pasjaena (papmMaKoIOTrHYecKOH,
TOKCUKOJIOTMUECKON JOKYMEHTallUM U pas3felia KIMHUYECKOW JOKYMEHTallud BMECTO OTueTa
pa3paboTurka O pe3yabTaTaX COOCTBEHHBIX TOKIMHUYECKUX HCCIICJOBAHUMA JIEKaApCTBEHHBIX CPEICTB
0030pa Hay4HbIX pabOT O pe3yiabTaTax MAOKIMHUYECKUX HCCIEeNO0BaHUI pedepeHTHOro JIEKapCTBEHHOIO
npenapaTa W MpeACcTaBIeHHE BMECTO KIMHUYECKUX HCCIEIOBAHUN B MOJHOM O0OBEME, YCTAaHOBIEHHOM
paszenoM KIMHMYECKON OKyMEHTallMd, OT4YeTa O pe3yjbTaTaX HCCIEIOBAHUNA OHOIKBUBAJIEHTHOCTU
BOCIIPOM3BEJICHHOTO JICKApCTBEHHOIO IIpernapara Julsi MeAWIUHCKOro mnpuMmeHeHus. He Tpebyercs
IpEJCTaBICHUEe OT4eTa O pe3yiabTaTax WCCIeIOBaHUI OMOAKBUBAJIEHTHOCTH BOCIHPOU3BEIEHHOTO
JICKapCTBEHHOTO Tpernapara A MEAUIIMHCKOTO IPUMEHEHHs, €CITU PErHCTPUPYIOTCS BOCIIPOU3BEACHHbIE
JIEKapCTBEHHBIC MTPETIapaThl Ik MEIUITUHCKOTO TIPUMEHEHH ST, KOTOPBIE:

1) mpemHa3HAYeHBI JJIs MAPEHTEPATBHOTO (ITIOJIKOXKHOTO, BHYTPHUMBIIICYHOTO, BHYTPHBEHHOTO,
BHYTPUTJIA3HOTO,  BHYTPHUIIOJIOCTHOTO,  BHYTPUCYCTaBHOTO,  BHYTPUKOPOHApHOTO) BBEACHUA W
MPEJICTaBIISIIOT COOON BOJHBIE PACTBOPHI;

2) mpeAcTaBiISIOT co00i PacTBOPHI ISl IEPOPAILHOTO ITPUMEHEHHMS,;

3) npou3sBenieHbI B (hOpMe MOPOIIKOB UITH JIMOPHIN3ATOB 1JIs IPUTOTOBIICHHS PaCTBOPOB;
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4) ABISIOTCA Ta3aMu;

5) SBJISIOTCA YIIHBIMU WJIM TJIa3HBIMH JIEKAPCTBEHHBIMH TperiapaTaMu, IpOU3BEICHHBIMU B (popme
BOJIHBIX PaCTBOPOB;

6) mpeHa3HAYEHBI JUI1 MECTHOTO IPUMEHEHHS U IIPUTOTOBJICHHI B (hOpME BOJHBIX PACTBOPOB;

7) NpencTaBIAOT cO00i BOAHBIE PaCTBOPHI JUISl UCIOIB30BaHUS B (hOPME MHTASILUNA C IOMOIIBIO
HeOynaiizepa WK B Ka4eCTBE HA3aJbHBIX CIIPEEB, MPUMEHSIEMBIX C TIOMOIIBIO CXOAHBIX YCTPOMCTB.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 11 usmenena c 22 dexabps 2020 2. - @edepanvhuiii 3akon om 22 dexabps 2020 2. N 444-D3

Cm. npeovloyuyio peoakyuro

11. Jns cimydaeB, yka3aHHbIX B TnyHktax | - 3, 5 - 7 wactm 10 HacTosmel CTaThH,
BOCITPOM3BE/ICHHBIN JICKAPCTBEHHBIN mpenapar isi MEIUIMHCKOrO MPUMEHEHHS JOJKEH COJIepKaTh
TaKHue K€ BCIIOMOTaTeNbHBbIE BEIIECTBA B TAKUX K€ KOJIMYECTBAX, KaK U pedepeHTHBIN JIeKapCTBEHHbIN
npenapar. Eciu cocTaBbl BCIIOMOIaTeIbHBIX BEIIECTB PA3IMYAIOTCS, 3aSBUTEIb JIOJDKEH MPEICTaBUTH
J0Ka3aTeNbCTBA TOTO, YTO HKCIIOJIb3yeMbI€ B JIaHHBIX KOHIIGHTPAIMSAX BCIOMOTaTelIbHbIE BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (Wim) 3(PQPEKTUBHOCTH JIEKAPCTBEHHOT'O Mperapara JUisi MEIUIITHCKOTO
npuMeHeHus. B ciydae, eciau 3agBUTENh HE MOXKET MPEACTABUTh TaKUE JOKA3aTeNIbCTBA U (UJIM) HE UMEET
J0CTyla K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IPOBECTU COOTBETCTBYIOLIME HCCIIEAOBAHMS JUIS
JOKA3aTeNbCTBA OTCYTCTBHSI BIUSHHUS Pa3HBIX BCIIOMOTATENBHBIX BEHIECTB MJIM BCHOMOTAaTEIbHBIX
YCTPOMCTB Ha 0e30macHOCTh W (WiH) 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Mperapara il MEIUIIHHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C aKTaMH, COCTABIISIOIIMMU IPaBo EBpa3uiickoro SKOHOMHYECKOTO COI03a.

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvsa 18 nacmoswezo Dedepanvroco
3aKoHa donoanena yacmoio 12, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.

12. Ilpu rocymapcTBEHHOW pErHCTpallid  KOMOWHAIMA  paHee  3aperuCTPUPOBAHHBIX
JICKapPCTBEHHBIX MPEMapaToB JIJIs MEIUITMHCKOTO IPUMEHEHHUS JTOTYCKAeTCs BKIIOUCHHUE B COCTAB pa3jielia
(dbapMaKoIOTHYECKON, TOKCHUKOJIOTHYECKOH JOKYMEHTAIlMM U pas3felia KIMHUYECKOW JIOKyMEHTAlUU
BMECTO OT4YeTa pa3pabdoTymka O pe3yjdbTaTaX COOCTBEHHBIX JOKIMHUYECKHUX  HCCIICTOBAHHMA
JICKapCTBEHHBIX CPEACTB 0030pa HAy4YHBIX paboT O pe3ynbTaTax JOKIMHUYECKUX HCCIeI0BaHUMN
pedepeHTHBIX JICKQpPCTBEHHBIX TPENapaTroB, BXOASAIIMX B COCTaB KOMOWHAIIMHM JICKApCTBEHHBIX
IpenapaToB, U 00 OTCYTCTBHH WX B3aUMOJICHCTBUS B OJIHOM JIeKapCTBEHHOH (hopMe.

Wndhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroco
3aKoHa dononnena yacmoio 13, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

13. Ha oskcmepTusy pasiuyYHbIX JEKapCTBEHHBIX (OPM OJHOTO U TOTO K€ JIEKAPCTBEHHOTO
npenapara JUisi MEIMIIMHCKOTO TIPUMEHEHUs 3asBUTENb TMPEJCTaBIsSE€T OTACIbHBIC 3asBICHUS U
pErUCTpallMOHHBIC OChE HAa KAKIYI0 JeKapcTBeHHYI0 (hopmy. [Ipu ycnoBuM ogHOBpEMEHHOW MOJa4M Ha
AKCTEPTU3y OJHOM JIEKapCTBEHHON (OPMBI C PA3TUYHBIMU JIO3MPOBKOW, KOHIICHTpPAIUEH, 0O0BEMOM
3asBUTENb MPEJCTABISAET OJTHO 3asBJIEHUE U PETUCTPALMOHHOE JJOChE C MPUIIOKEHUEM MAKETOB YIAaKOBOK
Ha KOKIYIO JO3UPOBKY, KQXKIYIO0 KOHIICHTPAIIUIO, KA bl 00HEM M KaX10€ KOJTUIECTBO /103 B YIIAKOBKE.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 18 nacmoswezo Dedepanvrozo
3aKoHa dononnena wacmoio 14, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.
14. Tlpu rocymapCTBEHHOW perucTpanuud Op¢paHHOTO JIEKAPCTBEHHOTO IMpermapaTa 3asBUTEINb
MpeACTaBIsIeT HHGOPMAITHIO, HEOOXOIUMYIO JUIsl (HOPMUPOBAHUS pa3/ieia KIMHHYECKOW JOKYMEHTAIINH, B
00bemMe, YCTAaHOBJICHHOM YITOJITHOMOYEHHBIM (peiepaabHbIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvsa 18 nacmoswezo Dedepanvrozo
3aKoHa dononnena wacmoio 15, ecmynaroweti 6 cuny ¢ 1 aneaps 2016 e.
15. IIpu perucrpanuu OHOJOTUYECKOTO JIEKAPCTBEHHOIO Mpernapara, MOJYYeHHOTO U3 KPOBH,
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IU1a3Mbl KPOBH UEJIOBEKa, B COCTaBE PErMCTPAlMOHHOTO [0Ch€ Ha JIeKApCTBEHHBIN MpemapaTr yis
MEIUIIUHCKOTO IPUMEHEHUS JTOJDKHBI ObITh IPECTABICHBI JOMIOJIHUTEIBHO!

1) B pasmene [OOKyMEHTalMM aJMHUHUCTPATUBHOTO XapakTrepa JOKYMEHT, COAep Kallui
UHPOPMALIMIO 0 CyObeKTax oOpalmieHus AOHOPCKOW KpPOBU M (MJIM) €€ KOMIOHEHTOB, O TOM, Ile Oblia
OCylIecTBIeHa JoHanus (KpoBM M (WIHM) TUIa3Mbl KPOBH), a TakKe JJaHHbIE 00 WH(EKIIMOHHBIX
3a00JIeBaHUAX, TEPENAIOUINXCS MapeHTepANIbHBIM IyTeM, HH(popMalus O CcyObeKTax oOpameHus
JOHOPCKOM KpOBM U (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHMHM KOTOPBIX OCYILECTBISIETCS KOHTPOJIb
JIOHOPCKOW KPOBU U (MJIM) €€ KOMIIOHEHTOB;

2) B paszene XUMMHUYECKOH, papMarieBTHISCKON 1 OMOJIOTHYECKON JOKYMEHTAIUH:

a) KpUTEpUHU U CIIOCOOBI 0TOOpa, TPAHCIOPTHPOBAHUS M XPAHEHUS! JOHOPCKOW KpOBU U (MIH) ee
KOMIIOHEHTOB;

0) pe3ysbTaThl UCCIIEAOBAaHUI OTOOPAHHBIX TOHOPCKOM KPOBH M (MJIM) TUIA3MbI KPOBU M ITYJIOB Ha
Hanuuue Bo3Oyauteneil wuHQexknuid, BKIOYas UHGOpManMI0O 00 HKCIOJIB30BAHHBIX METOJUKAX
UCCIICIOBAaHUI M B CIlydae MCCIEAOBAaHUS IYJIOB TIUIa3Mbl KPOBH PE3yJbTaThl JOKYMEHTAJIHHOTO
MOJATBEPKICHUS (BAIMIAINH ) UCIIOIB30BAHHBIX METOIMK;

B) TEXHHUYECKUE XapPAKTEPUCTUKN YIIAaKOBKHU I 0TOOpa JOHOPCKOW KPOBH U (MJIN) TIa3MBI KPOBH,
BKJItOUasi ”HGOpMaIUio 00 UCTIOIB30BAaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroco
3aKoHa dononena yacmoio 16, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.
16. Knuanueckue ucclieOBaHUs JIEKAPCTBEHHOTO IpernapaTa JJisi MEIULMHCKOTO MPUMEHEHHS B
LHEsIX €ro TOCYJAapCTBEHHOM perucrpanuu npoBoudarcss B Poccuiickon @Peaepanuyd B HOPSIKE,
yCTaHOBJIEHHOM cTaThsimu 38-44 Hactosmero ®enepanpbHoro 3akoHa. OT4eT O MPOBEIEHHBIX
MCCJIEIOBAHMSAX BKIIFOYAETCS B COCTAaB pasjieia KIMHUYECKOW TOKYMEHTAUU PErUCTPALMOHHOTO 10ChE HA
JIEKapCTBEHHBIN IpemnapaTr [Uisi MEOUIMHCKOTO IpHMEHEHHs. [l JEeKapCTBEHHBIX IPENnaparoB Ut
MEIUIUHCKOTO IPUMEHEHHs, B OTHOUIEHMM KOTOPBIX B pe3ynbTaTe »JSKCHEPTU3bl JTOKYMEHTOB,
IPEJCTaBICHHBIX U1 ONPENCIICHUs BO3MOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM IIpenapar uis
MEIMIIMHCKOTO NPUMEHEHHUs B KauyecTBE Op(paHHOro JIEKApCTBEHHOTO IpernapaTa, Takas BO3MOXKHOCTb
IpU3HaHA ¥ B OTHOIIEHHWH KOTOPBIX IIPOBEICHBI KIMHUYECKHUE HCCIIEIOBAaHUS, BBIIIOJHEHHBIE 3a
npenenamu Poccuiickoit denepaiiny B COOTBETCTBUY C MPaBUIaMH HaJyIeKalleld 1a00paTopHOil MPaKTUKU
W IIpaBWJIaMy HaJJeXalled KIMHUYECKOM NPAKTHKH, JOIYCKAeTCs BKIIOYEHHE B COCTAaB pasjena
KJIIMHAYECKOW JOKYMEHTAMM BMECTO OTUETa O pe3ysIbTaTax KIMHUYECKUX MCCIIEIOBAHNN JIEKAPCTBEHHOTO
npenapara JUisi MEIWLMHCKOIO NPHMEHEHUs, NpoBeAcHHbIX B Poccuiickoit denepaunnu, ordera o
pe3yabpTaTax KIMHUYECKUX MCCIIEIOBAaHUM, BBINIOJIHEHHBIX 3a npenenamu Pocculickon @enepanun.

Wndopmarys 06 M3MEHEHHSAX:
Yacmw 17 usmenena c 1 ausapsa 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

17. B cnyuyae HempeacTaBIeHUS C 3asBICHUEM O TOCYJApPCTBEHHOUN PErucTpaly JeKapCTBEHHOTO
nperapara Juisi MEAUIIMHCKOTO MPUMEHEHHS TJOKYMEHTOB, IMOATBEPIAMOIINX YIUIATY TOCYAapCTBEHHOM
NONUIMHBl W yKa3aHHBIX B nyHkTe 10 wactm 2 HacTosmed cTaThd, a TaKXKe BBIJABAEMBIX
(TIpe0CTaBISIEMBIX ) YIIOJTHOMOYCHHBIMH (e IepaIbHBIMU OPTaHaMU UCTIOJTHUTEIILHOM BJIACTH JIOKYMCHTOB
(cBenmeHui), yka3aHHBIX B MyHKTax 3 M 4 dacTu 4 HACTOAIIEH CTaThH, YIIOJHOMOUYEHHBIH (enepanbHbIi
OpraH WCIIOJIHUTEIIBHON BJIACTH  3alpalldBacT YKa3aHHBIE JIOKYMEHTHI (CBEICHUS) B IOPSJIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 18 nacmosweco Dedepanbroco
3aKoHa donoanena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

18. He nmomyckaercs HCHOIB30BaHUE B KOMMEpPYECKHX MEMsIX HHPOpPMAIMH O pe3yiabTaTax

JOKJIMHIUYECKUX MCCIICOBAHHN JICKAPCTBEHHBIX CPEACTB U KIMHHYECKUX WCCIICIOBAHHN JICKAPCTBEHHBIX
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IpenapaToB Ui MEIUIIMHCKOTO TNPUMEHEHHMs], MPEICTaBICHHON 3asBUTE]EM [UIsl TOCYAapCTBEHHOM
perucTpanyy JEKapCTBEHHOTO IIpernapara, 0e3 ero corjacus B TEYCHHE IIeCTH JIET C JaThl
roCy/IapCTBEHHON perucTpauuu pedepeHTHOro JeKapCTBEeHHOTo npemnapara B Poccuiickoii @enepanuu.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa oonoanena yacmoio 19, ecmynaroweti 6 cuny c 1 ameaps 2016 2.

19. [lepkarenb Win Biajeliel] peruCTPAMOHHOTO YIOCTOBEPECHHUS JICKAPCTBEHHOTO Tperapara Ha
OMOTEXHOJIOTHYECKHUI WU Op(aHHBIA JIEKAPCTBEHHBIN MpernapaT 00s3aH MPEAOCTaBIsATh HAa BO3ME3THOM
OCHOBE 00pa3Ibl pe)epEHTHOTO JICKAPCTBEHHOTO IMperapara 3asBUTEISIM Il TPOBEACHUS KIMHUYCCKUX
uccnenoBanuii. CtoumMocTh o00pa3ma pedepeHTHOro JEKapCTBEHHOTO IIpernapara, BKIIOUYEHHOTO B
repeveHb KU3HECHHO HEOOXOIMMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MPENapaToB, HE JOJDKHA MPEBBIIIATH
3apErUCTPUPOBAHHYIO TPEICIBbHYIO0 OTIYCKHYIO IIEHY Ha pedepeHTHBI JeKapCTBEHHBIN Mperapar HWid
IICHY Ha JICKAPCTBECHHBII MTperapatr B CTpaHe MPOU3BOIUTEIIS.

Undopmarist 06 n3MEHEHUX:

Deodepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 18 nacmoswezo Dedepanvroco
3akoHa oonoanena yacmoio 20, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 2.
20. 3asBieHHe O TOCYJAPCTBEHHON PErUCTpalii BOCIIPOU3BEACHHOIO JIEKAPCTBEHHOIO MpernapaTa
JUISE MEIUITMHCKOTO TIPUMEHEHHUS MOXKET OBITh IOJAaHO B YIOJHOMOYCHHBIA (enepanbHblii OpraH
UCTIOJIHUTEIILHOW ~ BJIACTH, OCYIICCTBISIFOIIMN  TOCYAAPCTBEHHYHO  PETMCTPAIlUI0  JIGKAPCTBEHHBIX
IpernapaToB, IO HUCTCUYCHUU YETBHIPEX JIET C JaThl TOCYJapCTBEHHON perucTpanuu peepeHTHOro
JICKapCTBEHHOTO npemnapara B Poccuiickoit deneparium.

Undopmarius 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKoHa donoanena yacmoio 21, ecmynaroweti 6 cuny ¢ 1 ameaps 2016 e.

21. 3asBneHMe O TOCYIapCTBEHHOM  perucrpauuu OuoaHasoroBoro (6nomomo6HOro)
JIEKapCTBEHHOT0 TIpenapara (OnoaHaaora) MOXeT ObITh MOJaHO B YIIOJHOMOYEHHBIN (eepaabHblil opran
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYIIECTBISIOIIMN  TOCYAAPCTBEHHYIO  PErHCTPallMI0  JIEKApCTBEHHBIX
npenapaToB, MO HWCTEUYEHHWH TPeX JIET C JaThl TOCYJApCTBEHHOH pErucTpamuu pedepeHTHOTrO
JIEKapCTBEHHOIO Ipenapara B Poccuiickon denepanuu.

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamws 18 nacmosiweco Dedepanvroo
3aKoHa donoanena yacmoio 22, ecmynaroujeli 6 cuny ¢ 1 ameaps 2016 e.

22. Jlepxarenp WM BJajeNiell PErMCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara
MPE/ICTABISIET B YIMOJHOMOYEHHBIN (heepalibHbId OpraH HCIOTHUTEIBHONW BIIACTH, OCYIIECTBIISIOIINMA
(GYHKIIMHM IO KOHTPOJIO ¥ HA/A30py B cdepe 3paBOOXpaHEHUs, OTUET MO pe3yibTaTaMm ¢dapMaKkoHaa30pa
OJIMH pa3 B MIECTh MECAIIEB B TEUEHHUE JBYX JIET IMOCJIE TOCYJapCTBEHHON PErHCTpallid JIEKAPCTBEHHOTO
npenapara B Poccuiickoii denepanuu, €XXErogHO B T€UEHHE IMOCIEAYIOUIUX TpeX JIET U B JalIbHeHIIeM
OJIVH pa3 B MAThH JIET.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 18 HacTosimero deaepaibHOTO 3aKOHA

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 19 nacmosweeo Dedepanbroco
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuiy ¢ 1 urona 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell pedaxKyuu
Cratbs 19. [IpunsaTtre perieHusi 0 Bblade IKCIEPTHOMY YUPEKACHHUIO 3aJ[aHUSI HA TMPOBEACHUE
9KCIEPTHU3BI JIEKAPCTBEHHOTO CPENICTBA
1. B Teuenne necsaTu pabouuXx THEH CO AHS MPUHSATHS 3asBICHUS O TOCYIapCTBEHHON PETUCTPALIUN
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JIEKapCTBEHHOT'0 IperapaTa COOTBETCTBYIOIIUI yIIOJIHOMOYEHHBIN (eiepaabHblil OpraH UCHOJHUTEIbHOM
BJIACTH MPOBOJUT MPOBEPKY MOIHOTHI, JOCTOBEPHOCTH U MPABHIBLHOCTH O(POPMIICHHS MPEICTAaBICHHBIX
JOKYMEHTOB PErMCTPallMOHHOIO IOChE Ha JIEKAPCTBEHHBIM IIperapaTr U IMPUHUMAET PEIICHHE O BbLIaye
3aJaHMs Ha IPOBEJCHHUE:

1) sKcnepTu3bl TOKYMEHTOB, IPEICTABICHHBIX JIs ONPEAETICHUs BO3MOXKHOCTH PaccMaTpUBaTh
JIEKapCTBEHHBIN IpenapaTr i1 MEIUWLMHCKOIO IMPUMEHEHMS] IPU OCYLIECTBICHUHM TIOCYJapCTBEHHOMN
perucTpanuy B KauecTBe OppaHHOro JEKapCTBEHHOT'O Mpenapara;

2) BKcIepTU3bl JIEKApCTBEHHOIO CpEACTBA B 4YacTHU SKCIEPTH3bl KAadyecTBa JIEKAPCTBEHHOI'O
CpPEICTBA M DKCIEPTU3bl OTHOIICHUSA OXUIAEMOM TIOJIb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHS
JIEKapCTBEHHOI'0 IIpernapara Jyuisi MEJULUHCKOTO IPUMEHEHMUS;

3) oSKcmepTH3bl JIEKAPCTBEHHOIO CPEJICTBA B YACTH SKCIEPTU3bl KauyecTBa JICKAPCTBEHHOI'O
CpPEICTBA M OKCIEPTU3bl OTHOIIEHUS OXUIAEMOM TMOJb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHUS
JIEKapCTBEHHOI'0 IIpernapara [uisi MEIULUHCKOIO IPUMEHEHUs B IOPAJIKE YCKOPEHHOH IpoLeryphl
DKCIIEPTU3BI JJIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU CO cTaThel 26 HacTosmero denepanbHOro 3akoHa;

4) oKcnepTHU3bl JICKApCTBEHHOI'O CpEJICTBA B OTHOLIEHHWU JICKApCTBEHHOIO IIpernapara Juls
BETEPUHAPHOTO IPUMEHEHHUS.

2. YHOJIHOMOYEHHBIH (pefiepasibHbli OpraH UCHOJIHUTEIBHOW BIACTU YBEIOMIISET B 3JIEKTPOHHOM
dopme wim Ha OyMaKHOM HOCHUTENIE 3asBHTEIS M HKCHEPTHOE YUPESKICHHE O MPHHATOM PEHICHHUH O
BbIJIay€ 3aJJaHUI Ha IIPOBEJCHHUE DKCIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOAILLEH CTaTbU, U B CIydac
HEoOXOJUMOCTHU O Bbllaue paspelieHust Ha BBO3 B Poccuiickyro @enepaiuio KOHKPETHON MapTUH, CEPUU
3apErUCTPUPOBAHHBIX M (MJIM) HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM 00 OTKa3e B
IIPOBEJCHUH NTPEAYCMOTPEHHBIX 3KCIIEPTU3 C YKa3aHUEM NIPUYHMH TAaKOTI'O OTKa3a.

3. B cnydae BbIABIECHUS OTCYTCTBHMSI WJIM HEJOCTOBEPHOCTH HMH(OpPMALMH, colepxalieiics B
NPECTAaBICHHBIX 3asBUTENEM JOKYMEHTaX, YMOJHOMOUYEHHBIH (eaepalbHblii OpraH HCIOIHUTEIHHON
BJIACTH HAmpaBisieT 3asBUTENIO 3ampoc o0 yTOYHEHHMM »HToil uHopManuu (namsee - 3ampoc
YIIOJTHOMOYEHHOTO (eZiepaiIbHOr0 OpraHa HCIOJHUTENIBHON BJIAacTH), KOTOPBIH MOKET OBITh MepelaH
YIIOJTHOMOYEHHOMY TPEACTABUTENO 3asBUTENS JUYHO IOJ PACHUCKY, HAIpaBJEH IO IOYTE 3aKa3HbIM
NUCHbMOM WJIM NEpellaH B AJIEKTPOHHOW (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm cBs3u. B ciyuae
HalpaBJIEHUs 3arpoca YIMOJHOMOYEHHOro (elepalbHOro OpraHa HCHOJHHUTENbHOM BIIACTH MO IOYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IMOJIYYEHHBIM [0 HCTEUEHUHM ILIECTH JHEH C JaThbl HampaBJICHHS
3aKa3HOT'O MHUChMA.

4. 3asBuTenp 0053aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJIHOMOYEHHOro (elepaibHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cOo JHS ero MOJTydeHUs.
Cpok, yka3aHHBIH B yacTu | HAcTOSIIENW CTaThbu, MPUOCTAHABIMBAETCSA CO JHS HAIPaBIICHUS 3asSBUTEIIO
3arpoca yIMoJIHOMOYEHHOro (eepaJbHOro OopraHa HCIOJHUTENBHOW BJIACTH A0 JTHS MOJY4YEHUS HM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMeEM JUIs OTKa3a B OpraHU3alluy DKCIEPTU3, MPEAYCMOTPEHHBIX 4YacThio | HacTosIen
CTaTbH, SBJSIETCS NPEJCTABICHWE HEOOXOJWMBIX [JIsi MPOBENEHUS MPEIYyCMOTPEHHBIX HKCIEPTHU3
JIOKYMEHTOB B HETIOJIHOM 0ObeMe WMJIM HEIpe/CTaBlIeHHE 3asBUTEIEM B YCTaHOBIICHHBIN CPOK OTBETa Ha
3arpoc yMOJHOMOYEHHOrO (heepalbHOr0 OpraHa MCIOJIHUTEIBHON BIACTH, a TaKKe IpPEICTaBICHHE
JIOKYMEHTOB, HE COJICPIKAIIMX MCUEPIIBIBAIOLIETO MEPEYHSI HEOOXOUMbIX CBEJICHHIHA.

Wudopmanust 06 U3MEHEHUSX:

Cmamowsa 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 ageycma 2019 2. N
297-D3
6. Ilpu oTka3ze B OpraHu3alyy SKCIEPTU3BI, MPEAYCMOTPEHHOW NyHKTOM 4 yacTu | Hacrosen
CTaTbhH, JTIOKYMEHTBI, BXOJSIIME B COCTaB PErMCTPAIMOHHOIO JOChE€ HA JIEKAPCTBEHHBIN IMpemnapaT Jis
BETEpUHAPHOIO NPUMEHEHHUs, MOTYT OBITh BO3BpAIIEHBI 3asBUTENI0O HA OCHOBAaHUHM €r0 MHCbMEHHOTO
3arpoca, HalpaBJICHHOI'O B YIOJHOMOYEHHBIH (erepalibHbIil OpraH HCIOIHUTEIBLHOW BJIACTU B TEUEHHUE
TpUALATH PabOYMX AHEW CO JHS MPHUHATHUS YIMOJHOMOUYEHHBIM (eiepaabHbIM OPraHOM HCIIOJTHUTEILHON
BJIACTH pEIICHHS 00 OTKa3e B OpPraHM3allMU TaKOW SKCIEPTH3bl. YTIOJHOMOUYEHHBIN (henepaabHbIil opraH
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HCITOJIHUTEIHLHOM BJIACTH BO3BpallacT 3asdBUTCIIO YKa3aHHBIC JOKYMCHTBI B TCUCHHE OCCATHU pa6oqnx
JHEH CO JHS MOJIYYCHHA COOTBCTCTBYIOIICTO 3aIIpoOCa 3aABUTCIIA.
'APAHT:

CMm. xomMmeHTapuu K ctatbe 19 HacTosero denepajbHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dexabpa 2014 e. N 429-D3 cmamvs 20 nacmoswezo DedepanibHozo
3AKOHA U310JCEHA 8 HOBOU pedakyuu, ecmynaroweti 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm cmambu 8 npeovloywel peoakyuu
Crarbsa 20. DkcnepTusza JOKYMEHTOB, MPEICTABICHHBIX [UJISI OINPEIEICHUS] BO3MOXHOCTHU
paccMaTpuBarTh JICKaPCTBEHHBIM Mpenapar Uil MEOUUMHCKOrO IPUMEHEHUS IpU
OCYIIECTBIICHUH TOCYIapCTBEHHON PEruCTpaliy B KayecTBe Op(haHHOTO JIEKapCTBEHHOTO
npernapara

1. DkcneptHs3a JTOKYMEHTOB, MPEACTABICHHBIX AJsl ONpPEAEIICHHs BO3MOXKHOCTH paccMaTpUBaTh
JIEKapCTBECHHBIM Mpenapar il MEAULUHUHCKOrO IMPUMEHEHHUS] IPU OCYIIECTBIEHUH TOCYJIapCTBEHHOM
pETHCTpalluk B KadecTBe Op(aHHOro JIEKAPCTBEHHOI'O MperapaTra, COCTaBICHHE KOMHCCHEH IKCIIEPTOB
3aKJIFOYEHUS O BO3MOXKHOCTH WJIM HEBO3MOXHOCTHM pPacCMaTpuBaTh JIEKAPCTBEHHBIM mpenapar s
MEAMIIMHCKOTO MPUMEHEHHS TP OCYILECTBICHUH TOCYIapCTBEHHON PErUCTpallii B KayecTBe ophaHHOTO
JICKapCTBEHHOTO TIperapara M HaIlpaBJICHUE JaHHOTO 3aKIIOYCHUS B YIOJHOMOYCHHBIA (eaepabHbBIN
OpraH MCIOJHUTEIBHOM BIACTU OCYIIECTBIIAIOTCS B CPOK, HE MPEBBIMIAOIINNA TPUALIATA pabOUYNX THEH CO
THS TIOJNIYYEHHUS OKCIEPTHBIM YYPSKICHUEM 3aJlaHUsl YIIOJTHOMOYEHHOTO (helepaibHOro opraHa
UCIIOTHUTENIbHOM BIACTH U B DJIGKTPOHHOW (QopMe WM Ha OyMaKHBIX HOCHUTENSIX HEOOXOJMMBIX
JOKYMEHTOB, yKa3aHHbIX B myHktax 1, 2, 5, 6, 10 wactm 4 m B wactu 7 crareu |8 HACTOSIIErO
®denepanbHOro 3aKOHa.

2. JIOKyMEHTBI, COJEpIKaIlMecsi B PETUCTPAIMOHHOM JIOChE€ Ha JIEKApCTBEHHBIM Tpemapar u
MOCTYNHBIINE HA OYMa)KHBIX HOCHUTENSIX B OKCIIEPTHOE YUPEKACHUE IJISI OCYIIECTBICHUS UX SKCIIEPTHU3BI
I OMpENENICHUS] BO3MOYKHOCTH pacCMaTpHBaTh JIEKAPCTBEHHBIA TMIpenapar il MEAUIUHCKOTO
NpPUMEHEHHUS B KauecTBe Op(aHHOrO JEKapCTBEHHOIO TMpernapara, MOAJexar BO3BpaTry B
YIOJIHOMOYEHHBIA (De/lepaibHbIi OpPraH HWCIOJHHUTEIBHOW BIACTH OJHOBPEMEHHO C 3aKIFOUYCHUSIMHU
COOTBETCTBYIOLIUX IKCIIEPTHU3.

TAPAHT:

CMm. xommeHTapuu Kk ctatbe 20 HacTosero denepalbHOT0 3aKOHA

Undhopmarrist 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 21 nacmosuweco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 uronn 2015 a.

Cm. mexkcm cmamovu 8 npedbloyuell pedaKyuu

Crarbs 21. Pemenne o0 BO3MOXKHOCTM paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar mpu
OCYIIECTBJIEHUH TOCY/IapCTBEHHON pErucTpanuy B KayecTBe op(haHHOTO JIEKapCTBEHHOTO

npenapara
1. B cpok, He mpeBbIIIAONINYN NATH pabdouux JHEH co JHS MOJyYeHUS 3aKII0UYEeHUs], YKa3aHHOTO B
gactu | crateu 20 Hacrosmero @®enepanbHOTO 3aKOHA, YIOJIHOMOYEHHBIH (QenepanbHbIil opran
VCITOJIHUTENIBHONM BJIACTHU OCYLIECTBJISIET OLIEHKY IIOJYyYEHHOI'O 3aKIKOYEHHs JUIS OIPENENICHHUS €ro
COOTBETCTBUS 3aJaHUI0O HA IIPOBEACHUE COOTBETCTBYIOLIEH HKCIIEPTU3bl U YBEIOMIISET 3asBUTEI B
JEKTPOHHOW ¢opMe HIM Ha OyMaKHOM HOCHTENE O pe3yiabTaTaXx IMpPOBEACHHON OSKCIEPTH3bl C
NPUIOKEHUEM KON HKCIIEPTHOTO 3aKIIOUEHUS (C COXpaHEHHEM KOH(HAESHLIUAIbHOCTH UHPOPMALIUU O
COCTaBE HKCHEPTHON KOMUCCHM) M O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKApPCTBEHHBIN
npenapar i MEJULUHCKOrO IIPUMEHEHUs IIPU OCYLIECTBICHUM TIOCYJAapCTBEHHON PErucCTpalvu B
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Ka4yecTBe Op(paHHOro JEKapCTBEHHOT'O Mpenapara.

2. llpu BBIHECEHMM KOMMCCHEH SKCIEPTOB 3aKJIIOUEHUS O BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIM mpenapar s MEIUIUHCKOIO IPUMEHEHMs IpH OCYLIECTBICHUHM TIOCYIapCTBEHHON
perucTpanyy B KauecTBe OpPaHHOTO JIEKAPCTBEHHOTO IpenapaTa yrnoJHOMOUYEHHBIH (efepaibHbIii Oprad
UCIIOJIHUTEJIBHOW BJIACTH B CPOK, HE IMPEBBILAIOUIMNA NATH pabouux AHEH CO JHS MOJYYEHUsS JaHHOIO
3aKJIIOYEHUs, IPUHMMAeT pELIEHHWE O BbIAYe 3aJaHMsl Ha IPOBEJIEHUE OJKCIEPTU3bl KayecTBa
JIEKapCTBEHHOTO CPEJICTBA W 3KCIEPTHU3bl OTHOIIEHUS OXMJIAEMOH IO0JIb3bI K BO3MOYKHOMY PHCKY
IPUMEHEHHUs JIEKAPCTBEHHOrO Ipenapara Uil MEAMLMHCKOTO IPUMEHEHUS B IOpSAAKE YCKOPEHHOU
IpOUEAYPbl SKCIEPTU3bl JIEKAPCTBEHHOTO CpPEJICTBA B COOTBETCTBUU CO CTaThell 26 HACTOALIETO
®denepanbHOro 3aK0Ha.

3. B cinyyae npuHATHA peleHHs] O HEBO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Ipenapar Jis
MEIUIIUHCKOTO MPUMEHEHHS IIPH TOCYIapCTBEHHON PETUCTPAIMK B KauecTBE Op(haHHOTO JIEKapCTBEHHOTO
npenapara yHoJHOMOYEHHbIN (elepanbHblii OpraH HCHOJHUTENbHOM BIACTH MpPEKpallaeT MNpoLeaypy
rOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHOTO TIpernapara. 3asBHUTENb BIpaBe OOpaTUTBCS B
PETUCTPUPYIOLIUI OpraH ¢ 3asABJIEHUEM O TOCYJAapCTBEHHOM PErucTpalui YKa3aHHOI'O JIEKAPCTBEHHOI'O
npenapara B COOTBETCTBHHM €O cTaThell |8 Hacrosmero @eaepaabHOro 3aK0Ha.

TAPAHT:

CMm. komMeHTapuu K ctatbe 21 HacTosero denepaibHOr0 3aKOHA

Crarba 22. YTpatuna cuny ¢ 1 urons 2015 r.

Undopmarist 06 n3MEHEHUX:

Cm. mexem cmamou 22

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 23 nacmosuwezco Dedepanvroco
3aKOHA U3I0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexkcm cmamovu 8 npedvloyuell pedaxKyuu
Crarbs 23. OkcrepTu3a KadecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0°KMJIa€MOM T0JIb3bl K BO3MOXXHOMY PHCKY IIPUMEHEHHsI JIEKAPCTBEHHOIO Mpenapara JJis
MEUIIMHCKOTO MPUMEHEHHS

1. OkcnepTr3a KayecTBa JIEKAPCTBEHHOIO CPEICTBA U DKCIEPTU3a OTHOLIEHHS OKUAAEMOM MOJIb3BI
K BO3MOXXHOMY pPHCKY TPUMEHEHHs JIEKapCTBEHHOIO IIpernapaTa JUisi MEIUIUHCKOTO NpPUMEHEHMUS,
COCTaBJICHHME KOMMCCHSIMHM D3KCIEPTOB 3aKJIIOUEHUH IO pe3yjlbTaTaM IPOBEICHHBIX DJKCIEPTU3 H
HaIpaBJIEHUE 3TUX 3aKJIIOUYEHUH B YINOJIHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIAcTH
OCYILECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIOLINN CTa JECATH pabodux THEH co AHS MOJyYeHUs HKCHEPTHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIETO 33JaHMs YIOJHOMOYEHHOTO (hefepaibHOro0 OopraHa HCHOJHUTEIbHON
BJIACTU U HEOOXOJUMBIX IOKYMEHTOB B DJIEKTPOHHOU (hopMe WK Ha OyMakHBIX HOCUTEISX.

2. B TedeHue AeBsSHOCTA THEH CO JTHSA TIOJYYCHHS PEHICHHUS YIMOJIHOMOYEHHOTO (heaepalibHOTO
opraHa HMCHOJIHUTEIbHON BJIACTH O MPOBEACHUU JKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio | Hacrosuien
CTaTbH, 3asBUTENb IPEACTABISET B AKCIEPTHOE YUPEKIEHHE NJs IMPOBEICHHUS IKCHEPTHU3bl KayecTBa
JIEKapCTBEHHOTO CpeACTBAa 0O0pa3lbl JIEKAPCTBEHHOTO IIpernapara s MEIUIUHCKOro MpPUMEHEHHUS,
IIPOU3BEIEHHOTO B COOTBETCTBHM C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO U (MJIM) HMPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEP)KACHHBIX PYKOBOJUTENEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB, a TaKXKe B
COOTBETCTBYIOILIMX CIy4yasx 00pa3ibl (papManeBTUUECKONH CyOCTaHIIMU, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYpPBI KJIETOK, 00pa3iibl BEIIECTB, MPUMEHSIEMBIX JJIsl KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO CPEACTBA
IyTeM CpPaBHEHHSI C HUMH HCCIEAYEMOTro JIEKAPCTBEHHOTO CPEACTBA, B KOJUYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEEHUS METOA0B KOHTPOJISI KA4eCTBa.

3. Ilpu momydeHuu 0Opa3IOB JIEKAPCTBEHHOTO TMpemnapara W ¢apMareBTUUeCKOW CyOCTaHIIUH
9KCIIEPTHOE YUPEXKJCHUE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPKAAIOMINN IOJYyYEHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIIINA TPEX padOYUX ITHEH, YBEIOMIISET B DJICKTPOHHON (opMe MU Ha
OyMa)KHOM HOCHUTEJIE 00 3TOM YITOJTHOMOUYEHHBIN (eiepaabHbIil OpraH UCIOTHUTEIBHOM BIACTH.
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4. Yka3aHHble B 4acTsX 2 U 3 HACTOSIEH CTaTbU CPOK JJISl MPEACTaBICHUS 3asBUTEIEM 00pa3loB
JIEKapCTBEHHOTO IMpernapara W (apManeBTUYECKOH CyOCTaHLIMM W CPOK YBEJIOMIJICHHUS SKCIEPTHBIM
yupexjaeHueM o0 93ToM Ha OyMaXHOM HOCHUTEJE YIOJHOMOYEHHOro (enepaabHOro oOpraHa
VCIIOJIHUTENIBHOM BJIACTH HE BKJIIOYAIOTCS B CPOK MPOBEAEHHUS 3KCIEPTU3, NMPEAYCMOTPEHHBIX UYaCTbIO |
HACTOSAIIEH CTaThU.

5. JIOKyMEHTBI, NOCTYNHMBIIME B OKCIIEPTHOE YUPEXKIEHUE JJs NPOBEIACHUS DSKCIEPTHU3,
MPEelyCMOTPEHHBIX YacThio | HACTOALIEH CTaThH, MOJJIEKAT BO3BPATY B YIIOJIHOMOUYEHHBIN (eiepaibHbII
OpraH HCIIOJIHUTENBbHON BJIACTU OJHOBPEMEHHO C 3aKJIIOUYEHUSIMH, IOJIYYEHHBIMU IO pe3yjbTaTaMm
COOTBETCTBYIOIIUX IKCIEPTHU3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 23 HACTOSIIETO CDeI[epaJ'IBHOFO 3aKOHa

Crarbs 24. OkcrepTu3a KadecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0’KU/1aeMOH T0JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOI'O Mpernapara Jyist
BETEPUHAPHOTO IPUMEHEHMUSI

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wurons 2015 2. N 241-D3 6 uacmv 1 cmamou 24 nacmosiweco
DedepanbHoeo 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOIO CPEAICTBA U DKCIIEPTU3a OTHOLIEHUS OKUIAEMOM OJIB3bI
K BO3MOYXHOMY pPHUCKY IPUMEHEHHUs JIEKapCTBEHHOI'O IIpernapara i BETEPUHAPHOIO IPHUMEHEHMS,
COCTaBJICHUE KOMHUCCUSMHU IKCIIEPTOB 3aKJIFOUYEHUH 110 Pe3yJbTaTaM yKa3aHHBIX 3KCIEPTU3 U HAIIPABICHUE
TaKUX 3aKJIIOYCHUI B YIIOJTHOMOUYEHHBIN (peepanbHblii OpraH UCIOTHUTEIBHON BIACTH OCYIIECTBIISIOTCS
B CPOK, HE IMPEBBIAIONIMNA CTa JecITH pabouux JHEW cO THS MOJYyYeHHUs SKCIEPTHBIM YUpeKACHUEM
3a/laHusl  YIOJHOMOYEHHOIro (penepaqbHOr0 oOpraHa HCHOJHUTENBHOM BJIACTU C JIOKYMEHTaMH,
YKa3aHHBIMM B 4acTu 3 cTaThy 17 HacTosmero denepalbHOTO 3aKOHa.

Wndopmarys 06 H3MEeHEHHSAX:
Yacms 2 usmenena c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio

2. B Teuenue TpuAuaTH paboyux JAHEH CO JHS TOJYYEHUS PEIICHHUS YHIOJHOMOYEHHOIO
(enepanbHOro opraHa UCHOJIHUTEIBHOM BIACTH O MPOBEIECHUM yYKa3aHHBIX B 4acTH | HACTOALIEH CTaThbu
9KCIIEPTHU3 3asIBUTENb MPEJCTABISIET B 3KCIEPTHOE YUPEKICHHUE Ul MPOBEJIEHUS 3KCIEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOI'0 IIpernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHMSIMH TEXHOJOTMYECKUX PErilaMEHTOB, YTBEPXKICHHBIX
PYKOBOAMTENEM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, a TAaKXKE B COOTBETCTBYIOIIMX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYPhI KJIETOK, 00pa3iibl (hapMalleBTUUECKOi cyOCcTaHIIMM, 00pa3iibl
BELIECTB, IPUMEHSIEMbIE JJIsi KOHTpOJI KaydecTBa JIEKAPCTBEHHOI'O CpPEJICTBA, B KOJUYECTBAX,
HEOOXOIUMBIX JIJIsl BOCTIPOU3BEACHHSI METO/I0B KOHTPOJISI KAueCTBa.

3. Ilpu momyueHun oOpa3LOB JIEKAPCTBEHHOrO IMpemnapara W QapMaleBTUYECKOH CyOCTaHLIUU
9KCIIEPTHOE YUPEXJCHHUE BBIJACT 3asBUTENIO0 JOKYMEHT, MOJITBEP)KIAIOLIMN TIOIy4YeHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIMIAIOIINN TpexX pabounx JHEH, yBeJOMIISIET B MUCbMEHHOH (opme 00 3ToM
YIIOJIHOMOYEHHBIHN (eepalibHbIil OpraH UCIOIHUTEILHONW BIACTH.

4. Cpok s TpeACTaBIEHUS 3asBUTENEM O0pas3lloB  JICKApCTBEHHOIO Iperapara M|
(dapmalieBTUYECKOM CyOCTaHLIUU U CPOK YBEJIOMIIEHHUS SKCIIEPTHBIM YUPEXKACHHEM 00 TOM B MMCbMEHHOU
¢dopme yIOTHOMOUEHHOTO (elepaIbHOro OpraHa HCIOJHUTENbHON BIIACTH, YKa3aHHbIE B yacTAx 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IPOBEACHUS YKa3aHHBIX B 4acTW | HacTosAlledl CTaTbu
JKCIIEPTH3.

5. JIOKyMEHTBI, IIOCTYNIHUBILINE B DKCIEPTHOE YUPEKACHHUE I MIPOBEICHUS YKAa3aHHBIX B 4acTu |
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HACTOALIEH CTaTbM OJKCHEPTU3, TMOJUIekKAT BO3BpaTy B YIOJIHOMOYEHHBIH QenepanbHblil  opra
WCIIOJIHUTEJIbHON BJIACTH OJIHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 pe3yibTaTaM yKa3aHHbBIX IKCIEPTHU3.
TAPAHT:

CM. koMMeHTapuu K cTartbe 24 HacTosero denepabHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamou 25 Hacmoswe2o
DedepanbHo20 3aKOHA U3N0AHCEHO 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm HAUMEHOBAHUS 8 NPeOdblOYyuel peoaKyuu
Crarbd 25. [IoBTOpHOE TPOBECHHUE SKCIIEPTU3BI JICKAPCTBEHHBIX CPEIICTB

Wndopmarius 06 H3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oexabpa 2014 2. N 429-d3 6 uacmv 1 cmamovu 25 nacmosiwe2o
DedepanvbHo2o 3aKOHA BHEeCEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. B ciuydasx HEIOCTaTOYHOH OOOCHOBAHHOCTH WJIM HEIMOJHOTHI 3aKJIIOYCHHS KOMHUCCHU
OKCIIEPTOB, HAIWYMS B HEM MPOTUBOPCYUBBIX JAHHBIX, (aTbCHU(PUKAIUUA BBIBOJIOB OSKCIICPTH3BI
JICKApCTBEHHOTO CPEJCTBA, COKPBITUS OT YIMOJHOMOYEHHOTO (heepasibHOro OopraHa HUCIHOJTHHUTEIBHOM
BJIACTH OCHOBAHWMH IS OTBOJA OJKCIEpPTa BCJIEICTBHE €r0 3aWHTEPECOBAaHHOCTH B pe3ysbTaTax
COOTBETCTBYIOIIEH 3KCIIEPTH3bI, HATMYHS TAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEILCTBE B MPOIIECC
COOTBETCTBYIOIIEH SKCIIEPTHU3bI JIMI, HE YYaCTBYIONIMX B €€ NMPOBEJCHHHU, HO OKA3aBIIMX BIUSHUE HA
IPOIECC U PEe3yJbTaThl €€ IMPOBEACHUS, YIOJIHOMOYCHHBIM (DeepalbHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH HA3HAYAETCS TIOBTOPHASI SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) 3TUYECKAs IKCIIEPTH3a.

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 2 cmamvu 25 nacmosiweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeRus:, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. TloBTOpHAast HKCHEPTU3A JIEKAPCTBEHHOTO CPEJICTBA TMPOBOIMTCSA C YUETOM pEe3yJIbTaTOB paHee
MPOBEJCHHONW OJKCHEPTU3bl B CPOK, YCTAHOBJICHHBIN YIIOTHOMOUYEHHBIM (efepaibHbIM OpPraHoM
WCTIOJTHUTEIIEHOM BIIACTH W HE MPEBBIMAIONUN TPUANATA PAO0OUNX THEH CO JIHS MONydeHUS SKCTICPTHBIM
yUpEXJIEHUEM 3aJaHUsI Ha TPOBEJICHIE MTOBTOPHOM SKCIIEPTU3BI IEKAPCTBEHHOTO CPEICTBA.

Wndhopmarus 06 n3MEHEHHSX:

Deodepanvnvim 3akonom om 22 oexabpsa 2014 . N 429-D3 6 uacmv 3 cmamvu 25 nacmoswezo
DedepanbHo20 3aKOHA 6HeceHbl UsMeHeHus:, scmynarowue 6 cury ¢ 1 uoan 2015 a.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
3. ®wunHaHCOBOEC OOCCIICYCHHE BBHITIOJHEHUS 3a/JaHUS Ha TPOBEJACHHUE IOBTOPHOW 3KCIEPTH3BI
JICKapCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCA.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaThC 25 HaCTOAIICTO d)euepanbﬂoro 3aKOHa

Cratbs 26. YckopeHHas IpoLeypa SKCIEepTU3bl JIEKAPCTBEHHBIX CPEJICTB
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrvim 3akonom om 13 wuwons 20152 N 241-d3 6 uyacmv 1 cmamou 26 nHacmosiweco
DedepanbHo20 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexem yacmu 6 npeovioyueli peoaKyuu
1. YckopeHHas mpouenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISIX TOCYAapCTBEHHOU
pEerucTpay JEKapCTBEHHBIX IpenapaToB MPUMEHSETCS B OTHOUICHWH Op(aHHBIX JIEKapCTBEHHBIX
MpEenaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX IMpENapaToB, perucTpupyembix B Poccuiickoit denepamnuu B

04.06.20233 Cucrema TAPAHT 53/141


http://ivo.garant.ru/document/redirect/70826338/1161
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/25
http://ivo.garant.ru/document/redirect/70826338/1162
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/251
http://ivo.garant.ru/document/redirect/70826338/1163
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/252
http://ivo.garant.ru/document/redirect/70826338/1164
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/253
http://ivo.garant.ru/document/redirect/71127950/16
http://ivo.garant.ru/document/redirect/57402046/261

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

KAaueCTBE BOCIPOMU3BEICHHBIX JIEKAPCTBEHHBIX IIPEIAPATOB, OYEPEIHOCTH KOTOPBIX OIpPEACIACTICS B
COOTBETCTBUM C HOMEpPOM M JaToOM BXOJMUIMX 3asABICHUH O TOCYAApPCTBEHHOM pErucTpaluu
JICKapCTBEHHBIX IIPENApaTOB B paMKaxX OJHOIO0 MEXKIYHAapOJHOIO HENAaTeHTOBAHHOIO HAMMEHOBAHUSA
JIEKapCTBEHHOI'0 IIpernapara WIM TPYNIIMPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpemnapara, |
JICKapCTBEHHBIX [Ipenaparos, IpeAHa3HaYEHHbIX UCKIIIOUUTEIILHO JUIs [IPUMEHEHUS
HECOBEPILICHHOJIETHUMU I'PaXKJaHAMU.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacms 2 cmamvu 26 nacmosiujeco
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu
2. YckopeHHas Ipoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISIX TOCYAapCTBEHHOU
PErUCTpalUY JIEKAPCTBEHHBIX IIPENAPATOB HE IPUMEHSETCSA B OTHOIICHHH:
1) 6roaHanoroBeIx (OMOMOTOOHBIX) JIEKAPCTBEHHBIX MPETapaToB (0M0aHAIOTOB);
2) pedepeHTHBIX JEKapCTBEHHBIX MpenaparoB (3a HCKIOUEHHEM Op(haHHBIX JIEKAPCTBEHHBIX
IIPEnapaToB);
TAPAHT:

o 1 centsiops 2023 1. pOCCUIUCKUM TPOU3BOAUTEISIM JIEKAPCTBEHHBIX MPENapaToB JJisi BETEPUHAPHOTO
MIPUMEHEHHUsI pa3peniaercsi IMO0JaBaTh PErHCTPAMOHHOE JOChE€ JIEKAPCTBEHHOrO Ipenapara Jyis
BETEPUHAPHOTO IPUMEHEHHUS IO YCKOPEHHOH IMpoLeaype TOCYAapCTBEHHOW  perucTpanuu
JIEKAPCTBEHHBIX CPEACTB JII BETEPUHAPHOIO IMPUMEHEHHS Ha BOCIPOU3BEJCHHBIE JIEKAPCTBEHHBIE
npenaparsl 0e3 yuera TpeOOBaHMI MyHKTa 3 4acTu 2 cTaTbu 26

3) BOCHPOU3BEACHHBIX JIGKAPCTBEHHBIX MpEnaparoB (3a HUCKIIOUEHUEM TMEPBBIX Tpex
peructpupyeMbix B Poccuiickoin @eaepanuy B Ka4€CTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPENapaToB
M JIEKAPCTBEHHbIX  NpEeNaparoB,  MPEAHA3HAYEHHBIX  MCKIOYUTENBHO  JJIi  [PUMEHEHUS
HECOBEPIIIEHHOJIETHUMH I'paX/1aHaMu );

4) HOBBIX KOMOMHAIIMN 3apETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB;

5) JnexapCcTBEHHBIX MpENnaparoB, 3aperUCTPUPOBAHHBIX pPaHEE, HO MPOM3BEIEHHBIX B JPYrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUU C IEpPEeUHEM HAaWMMEHOBAHHH JIEKapCTBEHHBIX ()OPM U B HOBOH
JIO3UPOBKE.

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacms 3 cmamvu 26 nHacmosiwyeeo
DedepanbHoco 3aKOHA U3N0ANCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

3. YckopeHHass TpoleAypa SKCIEPTU3bl JEKApPCTBEHHBIX CPEACTB MPOBOAMUTCA IO PEIICHUIO
COOTBETCTBYIOIIETO YITOJHOMOYEHHOTO (he/iepalbHOro opraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAaHUHU
3asIBJICHUS 3asBHUTENS B CPOK, HE MPEBBIIAONINI BOCBMHIECATH pabounx aHeil. [Ipu 3Tom skcrepTusa
JIOKYMEHTOB, COJIEP)KANIUXCS B PETUCTPAMOHHOM JIOChE€ HA JIGKAPCTBEHHBIA Ipernapar, MPOBOIAUTCS B
CPOK, HE MPEBBIAIONINI AecaTu pabodymx THEH, DKCIEepTH3a KadecTBa JIEKapCTBEHHOT'O CPEACTBA H
9KCIIEPTH3a OTHOIICHUS OXXUIAEMOH TOJh3bl K BO3MOXXHOMY PHCKY NPHMEHEHHUS JIEKapCTBEHHOTO
mpernapara MpoBOJSATCS B CPOK, HE MPEBBIIAIOINI MECTHACCATH padounX THEH.

Wudopmanust 06 U3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 26 nacmosweeo DedepanbHoco
3aKoHa dononnena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

3.1. B ortHomeHun op¢aHHBIX JIEKAPCTBEHHBIX TMPENapaToB MOTYT OBITh MpPEICTaBICHBI
pe3yabTaThl JAOKIMHUYECKHX HCCIEOBAaHUI JICKAPCTBEHHBIX CPEICTB M KIMHUYECKHX HCCIICIOBAHUIA
JIEKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHS, BBITIOJHEHHBIX 3a mpeaenamu Poccuiickoit
deneparii B COOTBETCTBUHM C TpABWIAMH HaJUIekKalled J1abopaTOpHOW TPAKTHKH M ITPABUIAMHA
HaJUIeKaIlel KIMHUYECKOU ITPaKTUKH.

4. VYckopeHHas TMpolexypa JKCHEPTH3bI JICKAPCTBEHHBIX CPEJACTB IPOBOAUTCS B TOPSIKE,
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ycTaHOBJIICHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepaibHOrO 3aKOHA, ¥ HE 03HAYACT CHUKCHUS
TpeGoBaHuH K 0€30MacHOCTH, KauecTBY M 3()(h)eKTUBHOCTH JIEKAPCTBEHHBIX MPETIapaToOB.
TAPAHT:

CM. KOMMEHTapuu K cTaTthbe 26 HacTosero denepabHOTO 3aKOHA

Cratbs 27. Pemienue o rocy1apcTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO Mpernapara

Wndopmarius 06 H3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 1 cmamou 27 Hacmoswezo
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue ¢ cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

1. B cpok, He MpeBbIIIAONINN JECATH paboyuX JHEW CO JHS MOJYy4EHUs 3aKIIOYCHUN KOMUCCHUU
3KCHEPTOB MO pe3yjbTaTaM 3KCHEPTU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEACTBA M HKCIIEPTU3bl OTHOIICHUS
0’KHMJIa€MOM TOJIB3bI K BO3MOXKHOMY PUCKY MPUMEHEHHUS JIEKApCTBEHHOTO Ipernapara, COOTBETCTBYIOIIHNI
YIIOJTHOMOYEHHBIHN (eiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:

1) pa3mernaer Ha cBoeM opUIMATBLHOM caiiTe B ceTH "MHTepHET" COOTBETCTBYIOIMINE 3aKITIOUCHUS
KOMUCCHM D3KCIEPTOB M OCYIIECTBIISIET HMX OLEHKY Uil ONpPENEJCHUs COOTBETCTBUS 3a/laHUI0 Ha
MIPOBEICHHUE ITUX IKCIIEPTH3;

2) mpuHUMAET pEeUIeHHEe O TOCYJapCTBEHHOH PEerucTpaluy JIEKApCTBEHHOI'O IMpemnapara Ui o0
0TKa3e B TOCYJJapCTBEHHOM pErucTpaluy JIEKApCTBEHHOTO MIpenapara;

3) BHOCHUT MpU MPUHSATUHU PEIICHUS O TOCYJapCTBEHHOW PErHCTpaluy JIEKapCTBEHHOIO Mpernapara
JAHHBIE O 3apETUCTPHUPOBAHHOM JIEKAPCTBEHHOM IIperapare, B TOM 4HCIE€ O (apMareBTHYECKON
CcyOCTaHIIMM, BXOAAIIEH B COCTaB JIGKQpCTBEHHOIO IIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O
npemnapara, ¢opMa KOTOPOTO YTBEPKIAETCs YIOIHOMOYEHHBIM (peiepalbHbIM OpTraHOM UCTIOTHUTENBHOM
BJIACTH, COIJIACOBAHHBICE HOPMATUBHYIO JIOKYMEHTAIIMIO, HOPMATHUBHBIA JOKYMEHT, WHCTPYKIIUIO IO
NPUMEHEHUIO JIKAPCTBEHHOTO IpernapaTa W  MakKeThl MEPBUYHOM YHNAKOBKM M BTOPUYHOM
(MOTpeOuTENbCKON) YIMAaKOBKM C YyKa3aHUEM Ha HUX HOMEpAa pEerucTpaloHHOIO YJOCTOBEPEHHUS
JIEKapCTBEHHOIO MperapaTa 1 JaThl €r0 TOCYIAPCTBEHHOW PErUCTPALMM W B CIIy4ae IPUHATHUS PEIICHUS
00 OTKa3ze B TOCyJapCTBEHHOW PETrMCTpallMM JIEKApCTBEHHOTO IMpernapara yBEIOMISIET B NMHCbMEHHOM
dopme 3asBUTENsT 00 ATOM C yKa3aHMEM NPUYUH TaKOrO OTKa3a. 3a BbLIAYy PETUCTPALMOHHOTO
YIOCTOBEpPEHUS JIEKAPCTBEHHOI'O Ipernapara B3MMAETCs TOCYJapCTBEHHAs MOLUIMHA B COOTBETCTBHM C
3akoHoarenscTBoM Poccuiickoit deneparuu o Haorax u coopax.

Wndopmarys 06 M3MEHEHHSAX:
Yacms 2 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio
2. OcHoOBaHHEM M1 OTKa3a B TOCYJAPCTBEHHOW PETHCTpAalMU JIEKAPCTBEHHOI'O IIpemnapara aJis
MEIUIIUTHCKOTO IPUMEHEHUS SBJISIETCS 3aKII0UEHHE COOTBETCTBYIOIIETO YITOJTHOMOUEHHOTO (heiepaaIbHOro
OpraHa HCIIOJIHUTEIbHOM BJACTU O TOM, 4YTO KadecTBO U (Win) 3PQPEKTUBHOCTb PErHCTPUPYEMOTO
JIEKapCTBEHHOT'O Ipenapara i MEIULIHUHCKOIO IPUMEHEHHSI HE TIOATBEPKIACHBI ITOJIyY€HHBIMU JAHHBIMU
WIM 4TO PUCK MPUYMHEHUS Bpea 30POBBIO UEIOBEKa BCIEICTBUE IMpHEMa JIEKApCTBEHHOrO Ipernapara
JUIS. METUITUHCKOTO IPUMEHEHUS MpeBhIIaeT Y3PPeKTUBHOCTb €ro MPUMEHEHUSI.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacms 3 cmamvu 27 Hacmoswe2o
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
3. TloBTOopHOE TMpencTaBiICHHE B COOTBETCTBYIOLIUI YIIOTHOMOYEHHBIN (enepaibHbld OpraH
UCTIOJTHUTENILHOW BJIACTH JIGKAPCTBEHHOT'O TIIperapara, B OTHOLICHHH KOTOPOTO TIOJIYYeH OTKa3 B
TOCY/IapCTBEHHOW PETHCTPAIM M KOTOPBIH BIIOCICICTBUU MOJBEPICS M3MEHEHHIO B YaCTH €r0 COCTaBa,
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paccMaTpuBaCTCd KaK IMPEACTABIICHHE HOBOI'O JICKAPCTBCHHOI'O IIp€riapara Ha €ro rocyaapCTBEHHYIO
PErUCTpalrioO HE3aBUCUMO OT COXPAaHCHUSA €ro ICPBUIHOIO HAMMCHOBAHMU.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 27 donoanena yacmoto 4 ¢ 15 uwona 2018 2. - @edepanvhuiii 3axon om 4 urona 2018 . N
140-@3
4. Tlpu mpenoCTaBICHUH 3asSBUTEIIEM B COCTaBE PETHCTPAIIMOHHOTO JIOChE Ha JIEKAPCTBEHHBIM
npernapar Jjis BETEPHHAPHOTO MPUMEHEHUS! KOIHUU PEUICHUs YIMOJHOMOYEHHOTO (eaepalbHOTO OpraHa
WCTIOJTHUTEIILHOM BJIACTH O MIPOBEJCHUH MHCTICKTUPOBAHUS ITPOU3BOTUTEIIS JIEKAPCTBEHHBIX CPEJICTB CPOK
NPUHATHS PEIICHUS O TOCYAapCTBEHHOW PETHCTPAIMU JICKAPCTBEHHOTO Iperapara Jjis BETepUHAPHOTO
MPUMEHEHUS MPUOCTAHABIMBACTCS CO JHS IMOJYYCHUS 3aKIIOYCHHN, YKa3aHHBIX B 4acTH | HACTOSIIEH
CTaThH, 10 THS MPUHSTHS YITOJTHOMOUYCHHBIM (peiepaaIbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH PEIICHUS O
BbIIaye WM 00 OTKa3e B BBIaue 3aKIFOUEHUS O COOTBETCTBHH MPOU3BOJIUTEINSI JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM IPABIII HAIJICKAIICH TPOU3BOJICTBEHHON NPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBICCST
pabouux gHEH.

Wuopmarus 06 H3MEHEHHSX:

Cmamusa 27 oonoanena yacmoto 5 ¢ 15 uwona 2018 2. - @eodepanvhuiii 3axon om 4 urona 2018 . N
140-@3
5. OcHOBaHWEM JJIsi OTKa3a B TOCYJApCTBEHHOH PETHCTpalUy JICKApCTBEHHOTO Mpenapara s
BETCPUHAPHOTO TPUMEHCHHS SBJSICTCS 3aKJIFOYEHUE  YIIOJHOMOYEHHOro (hefepaibHOrO  OpraHa
UCTIOJIHUTENIFHOW BIACTH O TOM, 4YTO KadecTBO M (W) 3PQPEKTUBHOCTh PETUCTPUPYEMOTO
JICKApCTBEHHOTO Tpernapara Jyisi BETCpUHAPHOTO MPUMEHEHHSI He TIOJTBEP)KICHBI TIOJYYCHHBIMU JaHHBIMU
WIN YTO PUCK NMPUYUHEHHUS BPEAa 3A0POBBIO JKUBOTHOTO BCIICACTBUE MPHEMA JICKAPCTBEHHOTO Iperapara
JUTS. BETEPUHAPHOTO MMPUMEHEHHSI MPEBBIIIACT 3P PEKTUBHOCTD €0 MPUMEHEHHSI, 0TKa3 YIOJIHOMOUYEHHOTO
(denepaabHOrO OpraHa MCIIOJHUTENIHFHOW BIIACTH B BBIA4e 3aKIIOUEHHSI O COOTBETCTBUH TPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUAM IpaBUIl HaJJIeXKalled MPOU3BOJCTBEHHONW MPAKTHKH IS KaxXJIOH
IPOM3BOJICTBEHHON IIJIOMIAJIKA PETHCTPUPYEMOTO JIEKAPCTBEHHOTO IIperapara Jjisl BETEPHHAPHOTO
IPUMEHEHHUS B Clly4yae, €CIi IPOU3BOJCTBO JIEKApPCTBEHHOTO IpernapaTa A BETepUHApHOTO NPUMEHEHUS
OCylLIeCTBIsAeTCS 3a npeaenamu Poccuiickont @enepanyul, Wiy OTCYTCTBHE TaKOTO 3aKJIFOUECHHUS.
TAPAHT:

CM. KoMMeHTapuu K cTaTthbe 27 HacTosero denepaibHOr0 3aK0Ha

Wndopmarys 06 H3MEeHEHHSAX:
Cmamows 27.1 usmenena c¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oekabps 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio
FAPAHT:

YnonHOMOYeHHBIN (eepalibHbIN OpraH UCIOTHUTEIbHON BiaacTu 10 1 suBaps 2021 roga ompenensier
B3aMMO3aMEHIEMOCTh JIEKAPCTBEHHBIX MPEMapaToB IS MEIUWIMHCKOTO TPUMEHEHHS, KOTOpHIC
3aperuCcTPUPOBAHBI 10 JHS BCTYyIUIeHUs B cuily DenepanbHoro 3akona ot 27 nexadpst 2019 r. N 475-03
U B3aMMO3aMEHSAEMOCTh KOTOPBIX paHee He Oblja OIpesesieHa, B MOPsIKe, YCTAaHOBICHHOM HaCTOSALIEH
CTaTheH, 3a UCKIIOUEHUEM JICKAPCTBEHHBIX MPENapaToB, yKa3aHHbIX B yacTu 4 cratbu 3 denepanbHOro
3akoHa ot 27 nexadbpst 2019 r. N 475-D3

Crarba 27.1. B3aumMo3aMeHSE€MOCTb JIEKAPCTBEHHBIX MpPenaparoB JUisi  MEAUIIMHCKOIO
MIPUMEHEHUS

1. B3auMo3ameHs€eMOCTh JIEKAPCTBEHHBIX IMpenaparoB Uil MEIUIMHCKOTO IMPUMEHEHHS

OTIPEIeTISICTCSl YIOJIHOMOYCHHBIM (pefepaTbHbBIM OPTaHOM HWCIIOJIHUTEIBHOW BIIACTH, OCYIIECTBIISIOIINM

rOCYJapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB il MEAUIIMHCKOTO IPUMEHEHUS, B PAMKAX

OJTHOTO MEXIYHAPOIHOTO HEMATEHTOBAHHOTO (MJIM XUMHYECKOTO, HJIM TPYIITUPOBOYHOTO) HAUMEHOBAHUS

Ha OCHOBE 3aKJIIOUEHHMS] KOMHCCHHM OHKCIIEPTOB SKCHEPTHOIO YUPEXKJCHHS O B3aUMO3AMEHIEMOCTH
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JIEKapCTBEHHOTO Ipernapara s MeIUIUHCKOI0 MPUMEHEHHUs T100 O TOM, 4YTO JIEKapCTBEHHBIH Ipenapar
JUIsL  MEIOUIMHCKOrO IPUMEHEHHUs He SBIEeTCs B3auMo3aMeHseMbIM. [lopsiiox  ompeneneHus
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX IPENapaTroB JUld MEAULUHCKOIO IpUMEHeHus u  (opma
3aKJIFOYEHHS KOMMCCHU 3KCIEPTOB AKCIEPTHOIO YUPEXKIEHUS O B3aUMO3aMEHSEMOCTHU JIEKAPCTBEHHBIX
IpenapaToB il MEIUIMHCKOIO IpUMEHEHHs MO0 O TOM, YTO JIEKapCTBEHHBIH Ipemapar majs
MEAMIMHCKOTO IPUMEHEHUS HE SBISETCS B3aMMO3aMEHSEMBbIM, YyCTaHaBiMBawTcs [IpaButenbcTBOM
Poccuiickoit denepanum.

2. Komuccusi 3KCHEepTOB 3KCIEPTHOIO YUPEKIEHHUS JaeT 3aKIIOYEHHE O B3aUMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO Ipernapara Ui MeIUIUHCKOr0 IPUMEHEHUs 100 O TOM, YTO JICKapCTBEHHBIH Mpenapar
JUISL MEJULIMHCKOTO IIPUMEHEHMS HE SBJISIETCS B3aMMO3aMEHSIEMbIM, HA OCHOBAHUU CJIEIYIOIUX KPUTEPUEB
(XapakTepUCTHK):

1) oskBuBalieHTHOCTH (711 OMOAHANIOrOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(6MoaHaJIOrOB) - CONOCTAaBUMOCTb) KAUYECTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTHK (apMalieBTUYECKUX
CyOCTaHIIMII WM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BaKIMH. cronb30BaHME PAa3IMYHBIX COJICH,
3(hUpOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUIMYECKUX (OPM M JIPYTrUX MPOU3BOAHBIX OJHOIO U TOTO XK€
JEHCTBYIOLIErO BEIECTBA HE SBISIETCA MPENATCTBUEM JUISL ONPEIENICHUS B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHbIX  IpernaparoB, €cIM IpU  I[POBEACHUU  HUCCIEAOBaHUS  OMO3KBUBAJIEHTHOCTU
JIEKapCTBEHHOI'0 Ipernapara WIM HCCIEJOBaHMsI TEpaleBTHUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O
npenapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKM 3HAUUMBIX pa3ivyuil (papMakOKMHETUKH U (WIM)
3 PEKTUBHOCTH U 6€30IaCHOCTH JIEKAPCTBEHHOTO TIpernapara JUisi MEAUIIUHCKOTO TPUMEHEHHS,

2) SKBHUBAJIEHTHOCTh JEKAPCTBEHHOU (Qopmbl. [loa 3KBUBaJICHTHBIMU JIEKAPCTBEHHBIMH (OpMaMU
NOHUMAIOTCSI pa3Hble JIEKapCTBEHHBbIE (OPMBI, MMEIOIINE OJWHAKOBBIE CIIOCOO BBEIEHHUS M CHOCO0
OpUMEHEeHUs, O0JIafalole  COMOCTaBUMBIMM  (DapMAKOKMHETHMUYECKUMM  XapaKTepUCTHKaMU U
(apMaKoIOTHIECKUM JICHCTBHEM M O00ECIICUMBAONINE TAKXKE JTIOCTHIKCHHUE HEOOXOJMMOT0 KIMHUYECKOTO
sp¢ekra. Paznmuuma nekapcTBEeHHbIX (OpM HE  SABISAIOTCA  MPENATCTBUEM JUISL  ONpEeNCHHS
B3alMO3AMEHSEMOCTH  JIEKAPCTBEHHBIX  IpenapaToB, €CIM IpPU  MPOBEJECHUH  HCCIEJOBAHUS
OMOPKBUBAJIEHTHOCTH  JICKQpPCTBEHHOTO  Ipemapara  WIM  WCCIEAOBAaHUS  TeparneBTUYECKOH
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IpernapaTa J0Ka3aHO OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX pa3iuduid
bapmakokuHeTUKH U (MiaM) 3(G(GEeKTUBHOCTH M 0O€30MaCHOCTH JIEKApCTBEHHOIO IIperapara s
MEAMIIMHCKOTO TPUMEHEHHS;

3) SKBHUBAJEHTHOCTh MJM CONOCTAaBUMOCTH COCTaBa BCHOMOTATENbHBIX BEIIECTB JIEKApPCTBEHHOTO
mpernapata A8 MEAUIIMHCKOrO NpuUMeHeHus. Pasznuuus cocTaBa BCIOMOIAaTEIbHBIX  BELIECTB
JIEKapCTBEHHOI'O Ipenapara He SBIAIOTCA NPENATCTBUEM I OINpPENEICHHsS] B3aUMO3aMEHSIEMOCTH
JEKapCTBEHHBIX  IIpernapaTtoB, €cId IpUd  TPOBEIEHUU  MCCIEAOBaHUS  OMOIKBHUBAJIEHTHOCTHU
JIEKapCTBEHHOI'O IIpernapara WIM HCCIIEJOBaHUS TEpaleBTUUYECKONM SKBHUBAJICHTHOCTH JIEKAPCTBEHHOI'O
npenapara JI0Ka3aHO OTCYTCTBHE KIMHUYECKM 3HAUMMbBIX pa3Inyvil (apMaKOKMHETUKH U (WUJIN)
3¢ (GeKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOro Ipemnapara Uil MEJUIMHCKOro npuMmeHeHus. llpu
HAJIMYUU KIMHUYECKU 3HAUYMMBIX pa3inuuil papMakOKMHETUKH U (M) 3¢(HEKTUBHOCTH U O€30MMacCHOCTH
JIEKapCTBEHHOI'0 IIpernapara JUisi MEIULUHCKOIO IPHUMEHEHHUs B3alMMO3aMEHSEMOCTb OIPENEISETCS C
yKa3aHHEM Ha MCKJIIOUYEHHE OTJENbHbBIX IPYII MMallUeHTOB;

4) UAEHTUYHOCTH CII0co0a BBEICHHS U ClIoco0a MPUMEHEHUS;

5) cOOTBETCTBHE MPOU3BOAMTENS JIEKAPCTBEHHOTO CpPEeACTBa TPEOOBAaHUSAM IMpaBWII Hajulexalen
IIPOU3BOJICTBEHHON IIPAKTHUKH.

3. OmpeneneHue B3aUMO3aMEHSIEMOCTH BOCHPOU3BE/IEHHBIX JIEKAPCTBEHHBIX IIPENapaToB st
MEAMIMHCKOTO NMPUMEHEHMs], yKa3aHHbIX B uacTu 10 cratem 18 Hactosmero denepaJbHOrO 3aKOHA,
ocyuiecTBisieTcs: 0e3 HE0OXOAUMOCTH JI0Ka3aTeNbCTBAa UX OMOAKBHUBAJICHTHOCTH.

4.  OcoOeHHOCTH  OmIpeneNeHUs]  B3aUMO3AMEHSEMOCTH  OMOJIOTMYECKHUX  JIEKAPCTBEHHBIX
IIpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coAepKallux KOMOMHAIUIO ABYX U Oojee
JNCUCTBYIOIMX  BEMIECTB), JICKAPCTBEHHBIX  [PENapaTroB Il HApEHTEPATbHOIO  MUTAHUA |
HEJIO3UPOBAHHBIX  JIEKAPCTBEHHBIX MpernaparoB ycTaHaBiauBawoTca IlpaButensctBom  Poccuiickoi
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denepanuu.

5. OmpezneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBIIETCS B OTHOLIEHUM JIEKApCTBEHHBIX
pAaCTUTENBHBIX MIPENapaToB, FOMEONATHUECKUX JEKAapCTBEHHBIX IperapaToB.

6. @opMupoBaHuE NEPEYHS B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX NPENapaToB Il MEAULIUHCKOIO
IPUMEHEHHS OCYILECTBIIAETCS HKCHEPTHBIM YUPEXKJIEHHUEM IOCPEACTBOM OOBEIMHEHUS JIEKAPCTBEHHBIX
[IPENapaToB B OTACIbHBIE TPYMNIbI, B KaXJ0H M3 KOTOPBIX JIEKAPCTBEHHBIE IpENaparThbl SBIAIOTCA
B3aMMO3aMEHAEMbIMHU.

7. B ciydyae BKIIOYEHMS] B HHCTPYKLHIO IO MEIUIMHCKOMY IPUMEHEHMIO JIEKapCTBEHHOI'O
npenapara Ha OCHOBAaHMM PE3yJIbTaTOB COOTBETCTBYIOLIMX HCCIIEOBAHUI MOKa3aHWH ISl IPUMEHEHHUS,
KOTOpBIE OTIMYAIOTCS OT MOKA3aHUU JJIs MPUMEHEHHS JIPYIHX JIEKAPCTBEHHBIX MPENapaTroB U3 TPYIIIBI
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIpENapaTroB, B IE€PEYHE B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
IpenapaToB i MEIUIIUHCKOTO IPUMEHEHUS I0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIAs HHPOPMALIUS.

8. IlepeueHb B3auMO3aMEHSEMbIX JIEKAPCTBEHHBIX IpPENapaToB Uil MEIULIUHCKOrO INPUMEHEHUs
pasMmeraercs yrnoJHOMOUYEHHBIM (hefepaibHbIM OpPraHOM HCHOJHHUTEIBHON BIACTH, OCYIIECTBISIOUINM
rOCYJapCTBEHHYIO PETUCTPALIHIO JIEKAPCTBEHHBIX MpenapaToB Ul MEJUIIMHCKOTO IPUMEHEHNUs, Ha CBOEM
opunmansuom caiite B cetn "UHTepHer". MHDOpMamys B nepevyHe B3aMMO3aMEHSIEMBIX JIEKapCTBEHHBIX
penapaToB Ui MEIUIMHCKOIO INPUMEHEHUS OOHOBIISETCS YKa3aHHbIM (elepajbHbIM OpraHoM
UCIIOJTHUTENIbHOM BJIACTHM C YYETOM HOBBIX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB IS
MEIUIUHCKOI0 IPUMEHEHNS U BHECEHHBIX U3MEHEHUI B IOKYMEHTBHI, COJIEPIKAIINECs B PEIUCTPALIMOHHBIX
JI0ChE€ Ha 3apETrUCTPUPOBAHHbIE JIEKAPCTBEHHBIE MIPENapaThl A1 MEAULIMHCKOTO IPUMEHEHHUS.

9. ITopsi10k MCTIONB30BaHUS MHPOPMALIMU O B3aMMO3aMEHSAEMBIX JIEKapCTBEHHBIX Mpenaparax Jis
MEAMIMHCKOTO MPUMEHEHHUsSI M TMOPAJOK Jauyd pPa3bsCHEHUH IO BOIPOCAM B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IpenapaTtoB JUIsi MEAMLUHCKOTO NpPUMEHEHUs YycCTaHaBiauBaroTcs IlpaBuTenbcTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. kommeHTapuu K ctathe 27.1 Hacrosmero @eaepanbHOro 3aKOHa

Cratbs 28. PerucrpanimoHHOE yI0CTOBEPEHUE JIEKAPCTBEHHOTO NIpernapara
1. PeructpanmonHnoe ynocToBepeHue JEKapCTBEHHOIO Ipenapara ¢ yKa3aHHEeM JIEKapCTBEHHBIX
GopM M J03MPOBOK BBbIIACTCA OECCPOYHO, 3a MCKIIOYEHHEM PEruCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapara, Bbl1aBaeMOro CO CPOKOM JEHCTBHUS IISTh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE B
Poccuiickoit denepanuu J1eKapCTBEHHBIE IIPETIAPATEHI.
APAHT:

I'ocymapcTBeHHass perucrtpanusi JEKapCTBEHHBIX IPENaparoB [Ulsl BETEPUHAPHOIO INPUMEHEHMS,
neiicrBue kotopoil ucrekaer ¢ 14 mapra 2022 r. no 31 nexadbps 2022 r., npoasieBaercs Ha 12 mMecsiies
2. Tlo ucTedyeHMM YyKa3aHHOTO B uacTW | HacTOSIIEH cTaThM CpoKa BbLIAaeTCs OeccpouHoe
PErUCTPALIMOHHOE yJIOCTOBEPEHHE JIEKAPCTBEHHOIO MpernapaTra IpPH YCIOBUM TMOITBEPXKACHUS €ro
rOCyJapCTBEHHOMN pErucTpanuu.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 28 nacmosweeo DedepanbHoco
3aKOHa 0onoaHena yacmoio 3, scmynaroweit 6 cuny ¢ 1 uons 2015 2.

3. B ciyuae BHeceHHs! B cOOTBETCTBHU co cTaThsimu 30 u 31 Hactosmiero denepaibHOro 3aKOHA
U3MEHEHUN B COJEpXKalllMecs] B PErUCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKaPCTBEHHBIN
Ipernapar JOKYMEHTHI, 3aTParuBarOLIUX CBEACHUS, OTPAXKECHHBIE B PETUCTPALMOHHOM YIOCTOBEPEHHUH
JIEKapCTBEHHOTO TIpemnapara, yImoJIHOMOUYEHHBIN (eaepaabHblii OpraH WCIOJHHUTEIBHON BJIACTH BBIACT
HOBOE DPETUCTPALMOHHOE YJOCTOBEPEHME JIEKAPCTBEHHOI'O IIperapara, COJEp Kalllee BHECEHHBIE B HETO
WU3MEHEHUS.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvsa 28 nacmoswezo Dedepanvrozo
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3aKoHa oononnera wacmoio 4, scmynaroweit 6 cuny ¢ 1 urons 2015 a.

4. B cnywyae yTpaThl WM IOBPEXKIEHHUS PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapara 1O 3asBJICHHIO B IHCBMEHHON (opMe JepkaTelis WM BIaJAeNblla PErucTPariOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapaTa Wik YIIOJIHOMOUYEHHOTO UMHU JIPYroro I0pUAMYECKOTo JULa O
Bbllaye JyOJIMKaTa perucTpallMOHHOIO YJOCTOBEPEHHUS JIEKapCTBEHHOIO Iperapara yIOoJTHOMOYEHHBIH
(denepanbHBIN OpraH MCIOJHUTEIBHON BIACTH B CPOK, HE MPEBBIIAIONINNA ASCATH pabO4YMX IHEH co THS
MOCTYIUVICHUSI 3asiBICHUSA, BbIaeT JyONHMKAT pPErucTPalMOHHOTO YIOCTOBEPEHMs JIEKAPCTBEHHOTO
npenaparta. 3a Bbliady AyOJMKaTa PETUCTPAIMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Iperapara
B3MMaEeTCs TOCYJapCTBEHHAs MOLUIMHA B COOTBETCTBUHM C 3aKOHOIaTesbeTBOM Poccuiickoit @enepanuu o
Hayiorax u coopax.

TAPAHT:

CM. kOMMEHTapuu K cTaTthbe 28 HacTosero denepabHOr0 3aKOHa

Wudopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 29 nacmosiwyeco Dedepanbroco
3AKOHA U30JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cuiy ¢ 1 aueaps 2017 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
TAPAHT:

l'ocynmapcTBeHHass perucrpanus JIGKapCTBEHHBIX IIPENapaToB ISl BETEPUHAPHOTO IPHUMEHEHUS,
nencTBre Kotopoi ucrekaer ¢ 14 mapra 2022 r. mo 31 mgekadps 2022 1., mpojiieBaercs Ha 12 MecsiieB
Cratbs 29. [loarepkaeHue rocy1apCTBEHHOM PErucTpalivy JIEKApCTBEHHOTO MperapaTa
1. [ToaTBepxkaeHUE TOCYAAPCTBEHHONW pErrCcTpaliy JIEKApCTBEHHOTO Mpenapara OCyHIeCTBIISAETCS
NpU BbIJa4€ OECCPOYHOTO PETUCTPALMOHHOTO YAOCTOBEPEHUs JIEKApCTBEHHOTO IIpenapara B cllydae,
YKa3aHHOM B dyacTu 2 crtaTbu 28 Hacrosmero denepaJbHOro 3aKOHA, B CPOK, HE MPEBBIIIAIOLIUN
MIECTUICCITH PadOUYMX JTHEW CO JHS TOJYyYEHUS COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (heneparbHbIM
OpPraHOM HCIIOJIHUTENIbHOM BIJIACTU 3asBJICHUS O TMOATBEPKACHUH TOCYJIapCTBEHHOM pEerucTpaluu
JIEKapCTBEHHOTO TMpemnapaTta. He ocymiecTBisieTcss MOATBEPKIEHHUE TOCYAapCTBEHHOM PErucTpaivu B
OTHONICHHMHU JIEKaPCTBEHHOTO Tperapara, He HaXoAuBIIerocs B obpamiennu B Poccuiickoit denepanuu B
TeueHue Tpex u Oosiee JIeT, a TakKe B OTHOIIEHWU JIEKAPCTBEHHOTO CPEJICTBA, MPOU3BEIECHHOTO C
HapylIeHneM TpeOoBaHUs, YCTAHOBIEHHOTO YacThio 3.7 ctathu 71 HacTosimero deaepanbHOrO 3aKOHA.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmo 2 usmenena c 13 agzycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
2. 3asBIICHHE O MOATBEPKIACHUH TOCYIapCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO IMpernapara Jiis
MEAMIIMHCKOTO TPUMEHEHHUS TMPEICTaBIseTCs] B COOTBETCTBYIOIIMI YIOJTHOMOUYEHHBIH (eaepanbHbIi
OpraH HMCIIOJTHATEIHHON BJIACTH HE paHEee YeM 3a CTO BOCEMBJCCAT JHEH J0 MCTEUYCHHUS CpPOKa JICUCTBHS
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara A MEAUIIMHCKOTO TPUMEHEHUS.

Wudopmanust 00 U3MEHEHUIX:

Cmamowsa 29 oononnena yacmoio 2.1 ¢ 13 ageycma 2019 e. - @edepanvuviil 3akon om 2 aszycma 2019 2.
N 297-@3
2.1. 3asBneHue 0 NOATBEPKIACHUH FOCY1apCTBEHHON PETUCTPALUN JIEKApCTBEHHOTO Npenapara ajs
BETEPUHAPHOTO TPUMEHEHMsI TMPEACTABIAECTCS B COOTBETCTBYIOIIMN YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH HMCIIOJIHUTEIbHON BIIACTH HE PAHEE YEM 3a CTO BOCEMBJAECAT JHEH A0 UCTEUYEHHUs CPOKa JEUCTBUSA
PEruCTPaIIOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOI'O Mperapara JUisi BETEpUHAPHOIO MPUMEHEHUS U He
M037]HEE OKOHYAHUS CPOKA €T0 IEHCTBUS.
3. IloaTBepakeHNE rocy1apCTBEHHON PErHCTpalyy JEKapCTBEHHOrO Mpenapara OCYIIECTBIIAETCS
[0 pe3ynbTaTaM »3KCIEPTH3bl OTHOIIEHUS OXKUJAEMOW IOJIb3bl K BO3MOXKHOMY PHCKY HPHUMEHEHHUS
JIEKapCTBEHHOTO IpenapaTa Ha OCHOBAaHUM PE3yJIbTaTOB MOHMTOPUHIA 3()(PEKTUBHOCTU U OE30MAaCHOCTH
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JIEKapCTBEHHOTO  IIpernapara, IPOBOJUMOIO JepXaTejleM WM  BIaJeNbLiEM PErucTpaliOHHOTO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOTO Tpenapara MO0 yInoJIHOMOYEHHBIM UMHU IOPUANYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOLMM YIOJIHOMOYEHHBIM (heZiepajlbHbIM OPraHOM HCIIOJIHUTENIBHOM BIAcTH B COOTBETCTBUU
¢ TpeboBanuaAMU cTaThu 64 HacTosmIero deaepanbHOTO 3aKOHA.

Wndopmarus 06 H3MEHEHHSX:
Yacmwb 4 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro

4. K 3asBJE€HUIO0 O MOATBEPXKICHUM T'OCYAAPCTBEHHOM perucTpanuu JIEKapcTBEHHOIO Mpernapara
JUISL MEJULIUHCKOTO IIPUMEHEHMSI IPUIIAraroTCs:

1) MOKyMEHTBI, cojepxKalue pe3yiabTaTbl MOHMTOPUHIa 3(PQPEKTUBHOCTH U 0O€30IaCHOCTU
JIEKapCTBEHHOI'0 Ipenapara JUisi MEOUIMHCKOrO IPUMEHEHHUs, IPOBEIEHHOrO JepiXkaTeleM WU
BJIAJCNIBLIEM PEruCTPALlMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara JAjis MEIULMHCKOro
OPUMEHEHUS JIMOO YHNOJHOMOYEHHBIM KM IOPUIMYECKHM JIMLIOM, 10 (opMe, YTBEPKIACHHOU
YIIOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM UCIIOJIHUTENIbHON BJIACTH;

Undopmaris 06 n3MEHEHUSX:
Ilynkm 2 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

2) cBeleHMsI O JaTe€ MPEJOCTABJICHUS M PETHMCTPALIMOHHOM HOMEPE JIMIICH3UU Ha TPOHM3BOJCTBO
JICKaPCTBEHHBIX CPEJICTB MJIU CBEICHHUS O JIaTe MIPEIOCTABICHUS U PETUCTPAIMOHHOM HOMEPE 3aKITIOUCHHS
O COOTBETCTBUU TPOM3BOIUTEINS JIGKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM TIPaBWIJI  HaJJICKaIICH
MPOW3BOJICTBEHHOW  TPAKTHKH, MPEIOCTABICHHBIX  YIOJHOMOYCHHBIM  (peepalibHBIM  OpraHOM
UCTIOJIHUTEIILHOW BJIACTH B OTHOIICHWHW MPOW3BOJICTBEHHOM ILIONIAIKU JICKAPCTBEHHOTO IMperapara Jijis
MEIMIIMHCKOTO MPUMEHEHUS, TOCYITAPCTBCHHAS PErHCTpaIisl KOTOPOTO MOATBEPKIACTCS B CIIydae, eciiu
MPOU3BOJCTBO JIEKAPCTBEHHOTO IIpemapaTa JAis MEAMIIMHCKOTO TPHUMEHEHHUS OCYIIECTBIAETCS B
Poccuiickoit ®enepanuu;

Wndopmarys 06 W3MEHEHHSAX:
Ilynkm 3 uzmenen c 1 ansaps 2021 a. - @eoepanvhuiii 3axon om 27 oexaobps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

3) xonusl NPeAOCTABICHHON YIMOJHOMOUYEHHBIM OpPraHOM CTpaHbl MPOM3BOAUTEINS JUIEH3UH Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara Al MEAUIIMHCKOrO MPUMEHEHUs U €€ MEpPeBOJ Ha PYCCKHM
A3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPSIKE, a TaKXE KONUSA 3aKIIOYEHHs] O COOTBETCTBUU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHUSAM IIpaBUJI HaAJEXalled MPOU3BOJCTBEHHON
NPAaKTUKH, BBIJJAHHOTO YIIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM UCIOJHUTEIBHOM BIACTH B OTHOIIEHUH
IPOM3BOJCTBEHHOW IUIOMIAJIKM  JIEKAPCTBEHHOIO Mpernapara Juisi MEIUIUHCKOTO MPUMEHEHHS,
rOCy/IapCTBEHHAs] PErucTpanuss KOTOPOro IOATBEPKAACTCS, WM KOMHS PEIIEHUS YIOJIHOMOUYEHHOIO
denepanbHOrO OpraHa UCHOJHUTENBbHOM BJIacTH O MPOBEIECHUU WHCIEKTUPOBAHUS MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJCTB B Cllydae, €CJIM IIPOM3BOJCTBO JIEKAPCTBEHHOI'O Ipenapara Ul MEAULIMHCKOIO
IIPUMEHEHNS OCYILECTBIAETC S 3a npenenamu Poccuiickont deneparuu.

Wndopmarys 06 M3MEHEHHSAX:

Cmamos 29 donoanena wacmoito 4.1 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-@3
4.1. B oTHOmIEHNH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMAPATOB I METUIIMHCKOTO MPUMEHECHHS
3asBUTENb JOMOJHUTENBHO TMPEACTABISIET pEe3ylbTaThl MEPONPUITHH, MNPEAYCMOTPEHHBIX ILJIAHOM
VIOPABJICHUS PUCKAMH, YTBEPKICHHBIM YIOTHOMOYEHHBIM (enepaabHbIM OpPraHOM HCIOJHUTEILHON
BJIACTU TMpPU OCYIIECTBICHUH TOCYJApCTBEHHOM perucTpaluy JIEKapCTBEHHOrO Ipenapara s
METUITMHCKOTO MIPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSAX:

Yacmw 4.2 usmenena c 13 aseycma 2019 a. - @edepanvruiii 3axon om 2 aseycma 2019 e. N 297-D3
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CMm. npedvloyuyro pedaKyuio

4.2. K 3asBI€HUIO O OATBEPKICHUM FOCYIapCTBEHHONW PETUCTpALUy JIEKAPCTBEHHOIO IIperapaTa
JUIs BETEPUHAPHOTO IPUMEHEHUs IPUJIAraroTcsl AOKYMEHTBI, COJeprKalliue pe3yibTaThl MOHMTOPUHIA
3pPEKTUBHOCTH U 0OE30MAaCHOCTH JIGKAPCTBEHHOrO TpenapaTa /s BETEPUHAPHOTO MPUMEHEHHS,
IPOBOJUMOIO JepXkaTeleM MM BIAJENbLUEM PErucTPallMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOI'O
npenapara s BETepUHAPHOTO MPUMEHEHHUS MO0 YHNOJHOMOYEHHBIM UM IOPUIUYECKUM JIHIIOM, II0
dopme, yTBEP)KICHHOH YHNOJHOMOYEHHBIM (pelepajbHbIM OPraHOM HCIOJIHMUTENBbHOM BIAcTH, U
JOKYMEHTBI, YKa3aHHbIe B ITyHkTax |, 2 - 2.2, nognynkrax "a", "6", "k", "n" nynkra 4 gactu 3 crareu 17
Hacrosero denepanbHoro 3akoHa. B oTHOLIEHNHM MMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB
JUIsl BETEPUHAPHOI'O IIPUMEHEHUS HE MPEICTABIISIOTCS CBEICHMS, YKa3aHHbIE B MO/nyHKTe "K' myHKTa 4
yactu 3 crathy 17 Hactosamero deaepanbHOro 3aKoHa. B OTHOIIEHUM JIeKapCTBEHHBIX MpenapaToB Uis
BETCPUHAPHOTO TPUMEHEHUS, MOJYYCHHBIX C NPUMEHEHHEM T'€HHO-MHXCHEPHO-MOAM(PHUINPOBAHHBIX
OpPraHU3MOB MJIM COJIEPIKAIMX TAaKUE OPraHU3MBbI, JOIIOJHUTEIBHO PEACTABISAIOTCS CBEICHUS, YKa3aHHbIE
B ntyHkre 13 wactu 3 crareu 17 HacTosmero denepanbHOro 3aKoHa.

Wuopmarus 06 H3MEHEHHSIX:
Yacmw 4.3 usmenena c 1 ansapsa 2021 a. - @eoepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

4.3. 3agBuTens BIpaBe MPEACTABUTh C 3asBICHUEM O TMOATBEPKICHUH TOCYAapCTBEHHOM
perucTpaly  JIEKApCTBEHHOTO  Ipemapara  KOMHIO  JOKYMEHTa, TMOATBEPXKIAIOLIETO  YIUIATY
rOCy/IapCTBEHHOW TIOLUUIMHBI 33 TOJATBEPKICHUE TOCYIapCTBEHHOW pErucTpanu JeKapCTBEHHOTO
npemnapara, a Takke BbIaBacMble (MPEIOCTABISEMbIC) YIOJIHOMOYEHHBIMH (eepaIbHBIMU OpTaHaAMHU
MCIIOJTHUTENIbHOM BJIACTH IOKYMEHTHI (CBEJIEHUS), YKa3aHHbIE B TTYHKTAX 2 U 3 yacTu 4 HACTOSIIEH CTaThU.
B cnyuae ux HempencTaBieHHUS YIOJHOMOYECHHBIM (eAepaabHbIi OpraH HCIOJHUTEIBHOM BIIACTH
3ampaniMBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUS) B MOPSAIKE MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOTO
B3aUMOJICUCTBUSL.

5. B Tteuenme pecatu pabouymx JHEH CO [JHS TPUHITUS 3aABICHHUS O TMOATBEPKIACHUU
TOCYJapCTBEHHOM PErHuCTpaIli JIEKAPCTBEHHOTO TperapaTa M JTOKYMEHTOB, COJEPKAIIUX PEe3yJIbTaThl
MOHHUTOpHUHTA () (HEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO IMpemnapara, MPOBOAMMOIO JIepiKaTeieM
WJIU BIIAJICINIBIIEM PETUCTPAIMOHHOTO YOCTOBEPEHHUSI JIEKAPCTBEHHOTO MIpenapara Ju00 YIOJIHOMOYEHHBIM
MU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYEHHBIH (eepanbHbIi OpraH UCIOIHUTEIbHOM BIACTH:

1) mpoBOAMUT TPOBEPKY TMOJHOTHI CBEACHHM, COACPKAIIUXCS B TPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTAaX;

2) MpUHHUMAET pEeIIeHHWE O MPOBEACHHH WIM 00 OTKa3e B MPOBEACHUHU IKCIEPTU3BI OTHOIICHUS
0’)KM/Ia€MOM TIOJIb3bl K BO3MOXXHOMY PHCKY IMPUMEHEHHs JIEKAPCTBEHHOI'O Mpernapara Ha OCHOBAaHUHU
pe3yabTaTOB MOHUTOPHUHTA d(PHEKTUBHOCTH U 0€30MAaCHOCTH JIEKAPCTBEHHOTO Tpernapara, POBOIUMOTO
JepKaTelleM WM BIAJENIblIeM PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO Mpemnapara Jubo
YIOJIHOMOYEHHBIM UMHU IOPUANYECKUM JIUIIOM, a Takke (eepalbHBIM OPTraHOM HCIIOJTHUTEIIBHON BIACTH
B COOTBETCTBUU C TpeboBaHUsAMU cTaThil 64 HacTosiero denepalibHOTO 3aKOHA;

3) yBemoMisieT B DJIGKTPOHHOH (opMe WIM MHUCHbMEHHOW (opme 3asBHTENS W DKCIEPTHOE
YUpEXKJEHUE O TPUHATOM pEIIeHWH JUO0 B CiIy4ae MPHUHITHUS pelieHdus o0 OTKa3e B IMPOBEICHUU
9KCTIEPTU3BI YKA3bIBACT MPUUMHBI TAKOTO OTKAa3a.

6. B cnyuae BBISIBIEHUS HEJOCTOBEPHOCTH W (WMIM) HEAOCTATOYHOCTH HH(MOpManuu,
COJIEpXKAIICiCsl B MPEICTAaBICHHBIX 3asBUTENIEM JOKYMEHTax, YIOJHOMOYEHHBIN (enepanpbHbIi OpraH
WCTIOTHUTENILHOM BJIACTH HAIPaBIISIET 3asSBUTENIO 3alPOC 00 YTOYHEHUHU YKa3aHHOW WH(OpMaIu. 3ampoc
YIOJHOMOYEHHOTO  (peiepaIbHOTO OpraHa MCIOJHUTEIBHOM  BJIACTH MOXET OBITh  MepeaaH
YIOJHOMOYEHHOMY TPEICTABUTEINIO 3asIBUTENS JIMYHO TOJ PACHHUCKY, HAMpaBIEH IO MOYTE 3aKa3HbIM
MACBMOM WJIM TIepeZiaH B DJIEKTPOHHOW (opMe Mo TeIeKOMMYHUKAIIMOHHBIM KaHajlaM CBs3U. B ciydae
HaNpaBIIEHUsl 3ampoca YIMOJTHOMOUYEHHOTO (eaepaabHOro OpraHa HUCIOJIHUTENBHOW BJIACTH MO TMOYTE
3aKa3HbIM IMHUCHBMOM OH CYHUTAeTCsd MOJYYEHHBIM [0 MCTEYEHHM LIECTH IHEW ¢ JaThl HallpaBJICHUSA
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3aKa3HOTI'0 MHCHMA.

7. 3asBuTEnb 005A3aH MPEICTaBUTh OTBET Ha 3allpOC YIOJIHOMOYEHHOTO (erepaabHOro oprana
UCIIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIIAIOIINN JEBSIHOCTA pabO4YMX JHEW cO AHS €ro MOJTy4eHUs.
Cpok, yka3zaHHBIA B 4acTU 5 HACTOSIIEW CTAaThbU, IPUOCTAHABIMBAETCSA CO JHS HAIPaBJICHUS 3asBUTEIIO
3ampoca yIoJIHOMOYEHHOIo (ellepalbHOr0 OpraHa MCIOJHHUTEIbHOM BIACTU JIO AHSA IOJYYEHUS UM
COOTBETCTBYIOILIEI'O OTBETA U HE YUUTHIBAETCS IIPU UCUMCIEHUH CPOKA MOATBEPKIEHUS FOCYAapCTBEHHOU
PETUCTPALIMK JIEKaPCTBEHHOTO Ipenapara.

8. OcHoBaHMEM [UIsl OTKa3a B IPOBEIEHUU HKCIEPTU3bl OTHOIIEHUS OXKMJIAEMOM IOJIb3bl K
BO3MO)KHOMY PHUCKY IPHMEHEHHs JIEKApPCTBEHHOI'O IIpernapara SBISETCS NPEICTaBICHHUE JOKYMEHTOB,
COJIepKALINX PE3yJIbTaThl MOHUTOPUHTA 3((PEKTUBHOCTH U O€30MaCHOCTHU JIGKAPCTBEHHOTO Mpernapara, u
(M) B OTHOLIEHWH OWOJOTMYECKUX JICKAPCTBEHHBIX IPENapaToB pPE3YJIbTAaTOB OCYILECTBIECHUS
MEPONPUITUA B COOTBETCTBUU C IUIAHOM YIPABJICHUS PHUCKaMH, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM
(benepaabHbIM OPraHOM HCIOJHUTENIBHONW BIACTU IPU OCYLIECTBICHUM I'OCYJapCTBEHHON pErucTpanuu
JIEKapCTBEHHOTO Tperapara, B HEMOJHOM o0beMe, OTCYTCTBHE HH(OPMAIMHU, MOATBEpKIaromen (akr
YILIaThl TOCYJApPCTBEHHOM NOLUIMHBI 33 MOATBEPKACHUE IOCYAAPCTBEHHOM PErUCTPALMU JIEKapCTBEHHOTO
npemnapara, J100 HelpeICTaBICHUE 3asBUTEIIEM B YCTAHOBJICHHBII CPOK OTBETa Ha YKa3aHHBIN B 4acTH 6
HACTOSIILEH CTaThU 3alpoC YIMOJHOMOUYEHHOIO (hefiepalibHOro OopraHa MCIOJHUTEIbHON BIACTH, a TAKKe
OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX WH(OpPMAINK, KOTOPas TOJKHA OBITh B HUX OTpa)KeHa.

9. Okcneprusa OTHOLICHHMS OKHMJAEMOW TIOJIB3bI K BO3MOXXHOMY PHCKY IIPUMEHEHUs
JIEKapCTBEHHOI'O Ipenapara B LENsAX MOJATBEPXKJIEHUS IOCYAapCTBEHHOW pErucTpanuu JIEKapCTBEHHOTO
npenapara IpOBOAUTCS KOMHUCCHUEH 3KCIIEPTOB DKCIEPTHOTIO YYPEXKIECHHS B CPOK, HE IPEBBILIAOIIMN
COpOKa pabouyux JTHEH.

10. B cinydae HEIOCTaTOYHOCTH NPEACTABIEHHBIX KCIEPTY MATEPHANIOB JUIS Ja4M 3aKIFOYEHHUS
IKCHEPT oOpamaercs K pyKOBOAUTEIIO SKCIEPTHOTO YUPEXKICHHUS O MPEIOCTABICHUN eMy HEOOXOIUMBIX
MaTepHajgoB. PyKOBOIUTENb SKCHEPTHOTO YUYPEKICHHsS OOpaIlaeTcsi ¢ COOTBETCTBYIOIIUM 3alpocoM B
YIIOJTHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BIACTH, BBIAABIIMKA 33JaHHE HA NPOBEICHUE
9KCIIEPTU3bl OTHOIIECHUSA OXHUAAEMOH IOJIb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHs JIEKapCTBEHHOTO
npernapata Ha OCHOBAHMHU JIOKYMEHTa, COJAEPIKAIEro pe3ylbTaTbl MOHUTOPHHIa 3(PQEeKTUBHOCTU H
0€30I1aCHOCTH JIEKapCTBEHHOTO Mpenapara. B Teuenue natu pabouyux JHEH co JTHS MOCTYIJIEHU 3ampoca
PYKOBOJUTENS SKCIEPTHOIO YUPEKICHUS YKa3aHHBbIH (efepanbHbIi OpraH HCHOJHUTENIBHON BIIAcTU
HanpaBisgeT 3asABUTENIO 3alpoc O MPEJCTABICHUHM HEOOXOTUMBIX MaTepHalioB, KOTOPBIM MOXET OBITh
nepeJaH yINoJIHOMOUYEHHOMY MpPEICTAaBUTENI0 3asBUTENs JUYHO MOJ PACHMCKy, HAlpaBlIEH IO IOYTe
3aKa3HbIM [TMCHMOM WM MEpelaH B 3JIEKTPOHHOM (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHaiaM CBs3U. B
Cllydae HaIpaBICHMs 3alpoca YINOJIHOMOYEHHOTO (DeepalbHOrO OpraHa HCIOJIHUTENIBHOW BJIACTH 110
IIOYTE 3aKa3HBIM MMUCBMOM OH CUMTAETCS MOJYYEHHBIM 10 MCTEUEHUH IIECTH JHEH C AAaThl HAIPaBICHUS
3aKa3HOTO MHUChMA.

11. 3asBurens 00s3aH MPEACTaBUTh OTBET HA 3alPOC YIOJIHOMOYEHHOTro (heepalbHOro opraHa
UCIIOJTHUTENIbHOM BJAacTH B CPOK, HE MPEBBILIAIONIMM IIECTUAECATH pabO4YMX JHEH cO JHSA MOJydeHUs
yKa3aHHOTO 3ampoca. YIOJHOMOYEHHBIM (eaepanbHblii OpraH HCHOJHUTEIbHON BIIACTH, BBIIABIIMN
3a/laHue Ha MPOBEJCHUE SKCIEPTU3bl OTHOIICHUS 0XKHAaeMOM MOJIb3bl K BO3SMOKHOMY PUCKY NPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHMM JOKYMEHTAa, COJEpPIKAaIlero pe3yiabTaTbl MOHUTOPHHIA
s¢dexTBHOCTH 1 0€30MaCHOCTH JIEKAPCTBEHHOI'O IpernapaTa, B T€UEHHME IMSTH pabouyux AHEW co JHS
MOCTYIUIEHUS OT 3asiBUTENSI OTBETA Ha 3alpOC YIIOJIHOMOYEHHOTO (he/iepalbHOro opraHa UCIOJTHUTEIbHOM
BJIACTH HANpAaBISET 3TOT OTBET B OKCIEPTHOE yupekJeHHe. B ciiyuae HempeacTaBieHUs MO UCTEUEHUU
HIECTHIECATH pabOUYNX JHEH 3asBUTEJIEeM OTBETa Ha YKa3aHHBIA 3alpOC YIOJIHOMOYEHHBIN (enepaabHbIi
OpraH MCIIOJIHUTEIbHON BIIACTH, BHIABIINN 3a/laH€ HA TPOBEJCHUE SKCIIEPTU3bl OTHOIICHUS 0KHMIaeMON
NOJIb3bl K BO3MOXXHOMY PHCKY IPHMEHEHHs JIEKApCTBEHHOIO IIpernapaTa Ha OCHOBaHUM JOKYMEHTa,
COJIepIKallero pe3ysbTaThl MOHUTOPUHTA 3G (EKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOI'O Mpernapara, B
TEYEHHUE IATH pabouyuX JHEW HANpaBisieT B SKCIEPTHOE YUPEXKICHUE YBEJOMIICHHE O HEMpPEJCTaBICHUU
3asgBUTENIEM OTBETa Ha 3alpoC YKAa3aHHOro opraHa. BpeMms co QHS HampaBieHMs 3ampoca KCIEPTHOTO
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YUPEXKAEHUS B YIOJIHOMOYEHHBIH (hefiepalibHblii OpraH HCHOJHMUTENbHOM BJIACTH 110 JHSA IOJIY4EHUs
DKCIIEPTHBIM YUPEKICHUEM OTBETA HA 3aIIPOC UIIM YBEAOMIICHUS O HEIPEACTABICHUHM OTBETA HA 3alIpOC HE
YUUTBIBACTCS INPU HCYUCIECHUU CPOKA IPOBEACHUS DKCIIEPTU3bl OTHOLIECHUS OKMIAEMOW IONb3bl K
BO3MOYKHOMY PHUCKY IPUMEHEHHMs JIEKAPCTBEHHOI'O IIperapara Ha OCHOBAHUU JOKYMEHTA, COJAEPKAILEro
pe3yibTaThl MOHUTOPHUHTA 3()(PEKTUBHOCTU M 0€30M1aCHOCTH JIEKaPCTBEHHOI'O Mpenapara.

12. B cpok, He MPEeBHIAIOLINNA AeCATH pabounx AHEW CO JIHS MOJYYEHHS 3aKIIOYCHHUS KOMHCCUU
JKCIIEPTOB 10 pE3yJIbTaTaM JKCHIEPTU3bl OTHOLIEHUS OXXMJAEMOW TIO0Jb3bl K BO3MOYKHOMY PHCKY
NPUMEHEHHS JICKapCTBEHHOTO Mperapara, COOTBETCTBYIOIIMK YIOJTHOMOYEHHBIH (elepaibHblil opran
VICIIOJIHUTEJILHOH BJIACTH:

1) ocywecTBIsSeT OLUEHKY 3TOrO 3aKIIOYEHUS AJIS ONpPEIEJICHUS €r0 COOTBETCTBHA 33aJaHHI0 Ha
IIPOBEJCHUE YKAa3aHHON DKCIIEPTU3BI;

2) NpUHUMAET pEUIEHHE O IOATBEP)KIECHUU TIOCYIapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOIO
npenapara Ui 00 0TKa3e B HOATBEPKIEHUH rOCy1apCTBEHHON perucTpaliy JeKapCTBEHHOI'O Mpenapara;

3) BHOCUT IpU MPUHATUU PELIEHUS O TMOATBEPKACHUU TOCYIAaPCTBEHHONW pETUCTpaluu
JIEKapCTBEHHOI'0 IIpernapara CBEJEHUS B TOCYJAapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB M BBIIAET
3asBUTENI0 OECCPOYHOE PETUCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO IIperapara.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 13 usmenena c 15 uonsa 2018 2. - Dedepanvhuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedarKyuio
13. OcHoBaHMeM [Jig OTKa3a B MOATBEPKAECHUU FOCYJApPCTBEHHON perucTpauuu JIEKapCTBEHHOTO
npenapara SBISIETCS  3aKJIIOYEHHE COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heAepaJbHOrO OpraHa
UCIIOTHUTENIHON BJIACTH O TOM, YTO PUCK MPHUUMHEHUS Bpena 3/I0pPOBBIO YEJIOBEKAa WJIM KUBOTHOTO
BCJIC/ICTBHE TIPHEMa JICKAPCTBEHHOTO TIpernapara npeBbiact 3 (HEKTHBHOCTh €r0 IPUMEHEHUSI.
14. B mepuox TmpoBeACHUS MPOLEIYphl MOATBEPKACHUS TOCYAAPCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTO TMpemnapata ero odpaimienue B Poccuiickoit defepannu He MPUOCTAaHABIUBACTCA.

Wndopmarys 06 W3MEHEHHSAX:
Yacmw 15 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
15. Jlomyckaercsi oOpallleHue JIEKapCTBEHHBIX IpPENapaTroB [0 HCTEYEHHs] CpoKa TOJHOCTH,
IPOM3BENECHHBIX B TEYEHHWE CTa BOCBMMJIECATH KAJICHOAPHBIX JHEH T[I0CI€ JaThl PHUHSITHS
YIIOJTHOMOYEHHBIM (peiepallbHbIM OpraHOM HWCIHOJHUTENbHOM BIACTH pEIIEHUs O MOJITBEP)KICHUU
rOCyJapCTBEHHON pEerucTpaluy, B COOTBETCTBUHM ¢ HH(pOpMalMel, cojaepkaiieics B JIOKyMEHTax
PEruCTPaIIOHHOTO JI0ChE Ha JIEKapCTBEHHBIN Mpenapart 10 AaThl IPUHATHUS TAKOTO PEIIECHUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 29 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Crarbsa 30. BHeceHne n3MEHEHUN B AOKYMCHTEI, COACPIKAIIUECd B PECTUCTPALITMOHHOM OOCHE Ha
SapeFI/ICTpI/IpOBaHHI)II\/II HeKapCTBeHHLIﬁ npemnapar ajad MCAUIUHCKOTO ITPUMCHCHUA

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

1. B memsix BHeceHUS M3MEHEHHWI B IOKYMEHTHI, COJEPKAIUECs B PErHCTPAIIIOHHOM JIOChEe Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM MpenapaT s MEJIWIIMHCKOTO TPHMEHEHHUS, JepKareilb WIN
BJIQJIeTIel] PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpermapaTa WU YHOJTHOMOYEHHOE HM
Jpyroe I0PHINIECKOe JIUIO (Jajiee B HACTOSIIECH CTaThe - 3assBUTENb) MPEACTABISIET B YIIOJTHOMOYCHHBIH
denepanbHBIE OpraH HCIOJHUTENBHON BIACTH 3asBJICHHE O BHECEHHHM TaKMX W3MEHEHUH 1o Qopme,
YCTAHOBJICHHOHN YITOJTHOMOYEHHBIM (heiepallbHbIM OPTaHOM HCIIOJIHUTEIILHOW BIIACTH, W TpUJIaracMble K
HEMY M3MEHEHUS B YKa3aHHbBIE JOKYMEHTBI, a TaKKe JOKYMEHTHI, MOATBEPXKAAIONINE HEOOXOAUMOCTh
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BHECEHMS TaKUX M3MCHCHMH.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 1.1 usmenena c 1 sneaps 2021 e. - Dedepanvuviii 3axkon om 27 dexabps 2019 2. N 418-D3

CMm. npedvloyuyro pedaKyuio

1.1. [Ipn HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTHI, COACPKAIINECS B PErUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Mpernapar il MEIWLHUHCKOTO IPUMEHEHHs, W3MEHEHUH,
YKa3aHHBIX B ITYHKTE 3 4YacTW 2 HACTOSIIEH CTaThWl M TPEOYIONIMX IMPOBEICHUS SKCIEPTH3BI KauecTBa
JICKaPCTBEHHBIX CPEJCTB, 3asBUTENIb JOMOJIHUTEIBHO MPEACTABISET B YIOJIHOMOYEHHBIN (enepaibHbIil
OpraH MCIOJHUTEJIbHON BJIACTU CBEJICHUSI O JIaTe MPEJOCTABICHUS U PETUCTPALIMOHHOM HOMEPE JIUIIEH3UU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEICHHUS O AT MPEJOCTABICHHS U PETUCTPALMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPABUI
HaJJIeXKalleld  MPOU3BOJICTBEHHOM MPAKTHKH, BbIIAHHBIX (MIPEIOCTABICHHBIX)  YIOJIHOMOYEHHBIM
deneparbHBIM OPraHOM WCIIOJTHHUTEIBLHOW BJIACTH B OTHOIICHWW W3MEHEHHOW M (WJIM) JOIOJIHEHHOM
MIPOU3BOJCTBEHHON IUIOIIAAKK JIEKAPCTBEHHOI'O Ipemnapara, B  cllydae, €clid IPOU3BOACTBO
JIEKapCTBEHHOT0 TIpemnapara ocymectBisiercss B Poccuiickorr ®denepanuu, nubo cBeAeHUS O JaTe
NPEAOCTABICHNUS M PETrUCTPALMOHHOM HOMEPE BBIJIAHHOW YIOJHOMOYEHHBIM OPraHOM CTpaHbl
MIPOU3BOUTEIS JIUIIEH3UH Ha IMPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara U €€ MepeBoj Ha PYCCKHUM S3BIK,
3aBEpPEHHBIE B YCTAHOBIICHHOM IOPSIJIKE, a TAK)KE CBEJEHUS O JaTe MPEJOCTaBICHUS U PErUCTPALMIOHHOM
HOMEpE 3aKIIOYEHHUS O COOTBETCTBUU TPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPESOOBAHHSM TIPABHII
Ha/JIeXKalleld MPOM3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (efepanibHbIM OpPraHoM
WCIIOJIHUTEIIbHOW BJIACTU B OTHOILIEHWM W3MEHEHHOW W (Wu) JOIOJHEHHOW MPOM3BOJICTBEHHOM
IUIOIIAJKH JIEKAPCTBEHHOIO Ipenapara, WIA CBEACHHS O JaTe NPEeIOCTaBICHUS U PErHCTPAMOHHOM
HOMEpE pemIeHHs] YINOJTHOMOUYEHHOTO (heAepaJbHOrO OpraHa HCIOJHUTEIBHON BJIACTH O TMPOBEIACHUU
WHCIIEKTUPOBAHMS  IIPOU3BOAMUTENSL  JICKAPCTBEHHBIX CPEACTB B  Clly4ae, €CJIM  IPOU3BOACTBO
JIEKapCTBEHHOT0 IIpernapara OCyIIeCTBIAETCS 3a npeneniamu Poccuiickoi denepannm.

Wndopmarys 06 W3MEHEHHSAX:
Yacms 1.2 usmenena c 1 aunsapsa 2021 a. - @eoepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

1.2. Tlpu HEOOXOAUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIIMNECS B PETUCTPAIIMIOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TMpemapar s MEIUIMHCKOTO IPUMEHEHHs, HW3MEHEHHH,
YKa3aHHBIX B NyHKTE 4 YacTu 2 HACTOALIEH CTaThU U TPEOYIOIMMX MPOBEACHUS SKCIEPTU3BI KauecTBa
JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJIHUTEIBHO MPEACTABISET B YIOJHOMOYEHHBIN (eaepanbHbIil
OpraH WCIIOJTHUTEIILHON BJIACTH CBEJICHUSI O JIaTe MPEAOCTABICHUS M PETUCTPAITMOHHOM HOMEpE JTUICH3UU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEJIECHUS O JaTe MPEJOCTABICHHUS U PErUCTPALMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM TIPABUII
HaJUIeKaled TPOW3BOJCTBEHHOM TMPAKTUKH, BBIJAHHBIX (TIPEIOCTABICHHBIX) YIOJIHOMOYECHHBIM
denepanbHBIM OpPraHOM HCIOJHUTEIHHOW BIACTH B OTHOIICHWH TPOW3BOACTBEHHON IUIOMIAIKU
JIEKapCTBEHHOI'0 IIpernapara, B ciiydae, eClid MPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa OCyIeCTBISIETCS B
Poccuiickoit denepanuu, 1100 CBeIEHUS O AaTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE BbIIaHHON
YIOJHOMOYEHHBIM OPTaHOM CTPaHbl TMPOW3BOJUTENS JIMIICH3UA HAa TPOW3BOJICTBO JIEKAPCTBEHHOTO
npenapara u ee nepeBoji Ha PYCCKUM S3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TOPSIKE, a TAK)XKE CBEJCHUS O
JaTe TIPEJAOCTaBICHUS M PETUCTPAIMOHHOM HOMEpPE 3aKIIOYEHHS O COOTBETCTBUHU TMPOU3BOIUTENS
JIEKApPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TPABHI HAJICKAIICH MPOU3BOJCTBEHHON MPAKTHUKH, BBIIAHHOTO
YIOJIHOMOYEHHBIM (PeIepadbHbIM OPTraHOM HCIIOJIHUTEIIBHOW BJIACTH B OTHOIIEHUHU IPOU3BOICTBEHHOMN
IUIOIIAJIKA JIEKAPCTBEHHOTO IMpenapara, WIM CBEACHUS O JaTe MPEAOCTaBICHHUS U PErUCTPALMOHHOM
HOMEpE peIIEeHUsl YHOJIHOMOYEHHOIo (heepaJpbHOr0 OpraHa HCIOJHUTEIbHOW BIIACTH O MPOBEACHUU
WHCIIEKTUPOBAHMS  MPOU3BOAUTENSI JIGKAPDCTBEHHOTO CpPEACTBA B  CiIy4yae, €ClIM IPOU3BOICTBO
JIEKapCTBEHHOT0 IIpenapaTa OCyIIeCTBIsAETCs 3a npenenamu Poccuiickoin denepanni.

Wndopmarius 06 H3MEHEHUSX:
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Cmamuws 30 dononnena wacmoto 1.3 ¢ 15 uronsn 2018 . - @edepanvuuiii 3akon om 4 uona 2018 e. N
140-@3
1.3. IlpunsiTHE pelIeHHs O BHECCHHMM HM3MEHEHMH HWJIM 00 OTKa3e BO BHECEHHHM H3MCHCHHHA B
JIOKYMEHTBI, COJIepKalllMecs] B PETUCTPAIlMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM
npemnapar Juis MEIULUHCKOTO PUMEHEHHS, B Cllydyae He0OOXOAUMOCTH IIPOBEACHUSI HKCIIEPTU3bI KaueCcTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTU3bl OTHOILICHUS OKUJIAEMOM IMOJb3bl K BO3MOXKHOMY PHUCKY
NPUMEHEHHUS JIEKApCTBEHHOTO IMpernapara Uil MEIUIMHCKOTO NMPUMEHEHHsI OCYUIECTBIIIETCS B CPOK, HE
MPEBBIIAIONINKI IEBIHOCTA padouMX JAHEH, a B OCTAJIbHBIX CIIy4asiX B CPOK, HE MPEBBIIAIOMIUNA TPUALIATH
pabouux IHEH cO AHS NPUHATUS YINOJIHOMOYEHHBIM (elepalibHBIM OpraHOM HCIIOJTHUTEIBHOU BIIACTH
3asBJICHUSI O BHECEHUHU TaKUX W3MEHEHUH.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 30 oonoanena uacmoio 1.4 ¢ 1 mapma 2020 2. - Dedepanvrviii 3akon om 27 dexabps 2019 e. N
475-D3
1.4. YnonHoMo4YeHHbIH (enepanbHblii OpraH HCHOJHUTENBHOW BIACTH C YYETOM pE3yJIbTaToOB
(bapmakoHaq30pa M IMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIAIIMXCA B TPAKIAHCKOM
000pOTE, YCTAaHOBJEHHBIM TpPEOOBAHMUAM K MX KadeCTBY B TEUEHHUE JECATH pPadOuuxX JHEH cO JAHS
HOCTYIUIEHUSI COOTBETCTBYIOIIEH HMH(pOpMAMM pa3MeIlaeT Ha CBOeM O(ULIHMAIBHOM CalTe B CETH
"UuTepHer" cBeleHHS O HEOOXOAMMOCTH BHECEHHUS B HMHCTPYKIHIO 10 MEIUIIMHCKOMY HPUMEHEHUIO
JIEKapCTBEHHOT0 IpenapaTa W3MEHEHUH B OTHOLIEHMM CBEICHUH O MOKa3aHMUAX A NMPUMEHEHHsS U
IPOTUBONOKA3aHUAX JJIsl IPUMEHEHUSI JIEKAPCTBEHHOTO IIPErapara, BbIABICHHBIX MOOOYHBIX AEHCTBHUSX,
HEXKENNATeNbHBIX peaKkUUsX NpPHU NPUMEHEHUM JIEKapCTBEHHOrO Ipernapara M YBEAOMISIET 00 3TOM B
IEKTPOHHON (opMe WM TMHCHbMEHHOW (GopMe (Ha OyMa)KHOM HOCHTEJE) ACpKaTellsd WIH BIaJeiblia
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JICKApCTBEHHOI'O Ipenapara (WM YIOJIHOMOYEHHOE MM JApYyroe
IOPUAMUECKOE JIMLO), a TakXKe JepKarelell WIM BIAJENbLIeB PEruCTPAllMOHHBIX YIOCTOBEPEHUM
JIeKapCTBEHHBIX MPenapaToB (MM YIOJIHOMOUYEHHBIX MU JAPYTUX IOPUIHMUECKUX JIMIL), KOTOPBIE SBISIOTCA
B3aMMO3aMEHSEMbIMH.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 30 oonoanena uwacmoio 1.5 ¢ 1 mapma 2020 2. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
475-03
1.5. depxaTtenps Wau BIIaJIEJICl] PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara, a
TaKKe JepKaTeld WM BIAJAENbIbl PETUCTPAIIMOHHBIX YIOCTOBEPEHMI JIEKAPCTBEHHBIX MPEnapaToB (MU
YIOJIHOMOYEHHBIC UMHU JPYTHE IOPUIUUECKHUE JTUIA), KOTOPHIE SIBJISIOTCS B3aUMO3aMEHIEMBIMH, 00s3aHbBI
MPEJICTAaBUTh B YIIOJTHOMOUYEHHBIH (peiepallbHbIil OpraH MCIOJHUTENIBHON BIACTH 3asBICHUS O BHECEHHUH
W3MEHEHUN B JOKYMEHTBI, COJIEp)KAIllMeCs B PETUCTPAIIMOHHBIX JIOChe Ha 3aperUCTPUPOBAHHBIC
JIEKApCTBEHHbIE Tpenaparbl sl MEAMIIMHCKOIO MPUMEHEHHMs, B OTHOUIEHWM CBEJIEHUMN, YKa3aHHBIX B
WHCTPYKIIUHU 10 MEIUIIMHCKOMY MPUMEHEHUIO JICKAPCTBEHHBIX MPEMapaToB, B TEUCHHE COpOKa pabodmx
THEH CO JHA pa3MelIeHUs YIOJTHOMOYEHHBIM (eAepalbHbIM OpPraHOM WCIIOTHUTEIBHONW BIIACTH
nH(popmaluu, ykazaHHou B dactu 1.4 Hacrosmiei ctathu. J[aHHOE TpeOoBaHKME HE PaCIpPOCTPAHAETCS Ha
Clyyau BHECEHUsT B MHCTPYKLIMIO MO MEAUIMHCKOMY MPUMEHEHHIO JIEKApCTBEHHOrO Ipenapara
W3MEHEHUH B OTHOIIIEHWW HOBBIX MOKa3aHUH JIJIsl MPUMEHEHHUsI JICKAPCTBEHHOTO MperapaTa Ha OCHOBAaHUH
PE3YIBTATOB COOTBETCTBYIOIIUX MUCCIIETOBAHMIA.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacms 2 cmamovu 30 Hacmosweeo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. DKcnepTu3a JIGKApCTBEHHBIX CPEACTB B YaCTU DKCIEPTU3BI Ka4ecTBa JIEKAPCTBEHHOTO CPEACTBA
1 (WJTH) 9KCTIEPTU3bI OTHOIIECHUS 0’KUaeMOM TOJTb3BI K BO3MOKHOMY PUCKY IPUMEHEHUS JICKAPCTBEHHOTO
npenapara Jjisi METUIIUHCKOTO MPUMEHEHHUS MPOBOJIUTCS B cllydyae BHECEHUS M3MEHEHHH B JOKYMEHTHI,
coJepKaliecss B PErHCTPAlMOHHOM JOChE€ Ha 3aperHCTPHPOBAHHBIA JIEKAPCTBEHHBIH TIpemnapar, B
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OTHOIIICHUH:

1) cBemeHuii, yKa3aHHBIX B HWHCTPYKIUU IO MEIUIMHCKOMY TPHMEHCHHUIO JIEKapCTBEHHOTO
npernapara:

a) JeKapcTBeHHAsA (hopMa ¢ yKa3aHWEM HaMMEHOBAHUH M KOJMYECTBEHHOTO COCTaBA JCHCTBYIOINX
BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATEIIBHBIX BEIIECTB (IIPH HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

0) dapmakoguHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHEM  (hapMaKOKHHETUKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEIIBHBIX JICKAPCTBEHHBIX MTPEMapaToB);

B) IMOKa3aHUs JUIsl IPUMCHEHHS,

T') IPOTHUBOIIOKA3aHUs JJIsl IPUMCHEHUS;

1) MEPBI MTPEIOCTOPOIKHOCTH TPHU IPHUMECHEHHH;

€) yKa3aHHEe BO3MOXXHOCTH W OCOOEHHOCTEH MpHMEHEHHs JIEKapCTBEHHOIO IpenapaTa Jyis
MEIUIUHCKOTO TMPUMCHEHUS OCPEMCHHBIMH O KCHIIMHAMH, OJKCHIIMHAMH B TIEPHOJA  TPYIHOTO
BCKapMJIMBaHHUSA, I€TbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHHUYECKUE 3a00JIeBaHMS,;

) PeXKHUM JO3UPOBaHUS, CIOCOOBI BBEACHUS U MPUMEHEHHS, IPU HEOOXOJMMOCTH BpeMs IipuemMa
JIEKapCTBEHHOTO Tperapara, MpoJI0JHKUTEIBHOCTD JICYCHHS, B TOM YHWCIE y JETel J0 M IOCIe OJHOTO
roja,

3) BO3MOXKHBIE TIOOOYHBIC JCHCTBUS M HeXKeNaTeIbHbIE PEaKIUH ITPH MPUMEHEHHH JIEKAPCTBEHHOTO
npernapara,

1) CUMIITOMBI TIEPETO3UPOBKH, MEPHI TI0 OKA3aHUIO TOMOIIHU TIPH TIEPEI03UPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKAPCTBCHHBIMH ITpETapaTaMy U (HJTU) MUIIEBBIMU TPOJTYKTaAMU;

1) (opMbl BBIITYCKa JIEKaPCTBEHHOT'O Iperapara;

M) ykazaHue (TIpu HEOOXOJMMOCTH) OCOOCHHOCTEW JCWCTBUS JICKAPCTBEHHOIO Ipernapara npu
NIEPBOM IIPHEME HJIU TIPU €TO0 OTMEHE;

H) CBEJICHHSI O BO3MOXKHOM BJIMSIHHH JICKAPCTBEHHOTO Tperapara s MeJUIIMHCKOTO TPUMEHEHUs
Ha CITIOCOOHOCTD YIPABIISATH TPAHCTIOPTHBIMHU CPEICTBAMHE, MEXaHU3MaMH;

0) CPOK TOJHOCTH U YKa3aHHe Ha 3allpeT MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara Mo UCTeYCHUU
CpOKa rOJTHOCTH;

1) YCJIOBUS XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) coctaBa JEKapCTBEHHOTO Ipernapara Jyisi METUIIUHCKOTO PUMEHEHHUS;

3) U3MEeHEeHHs MecTa MPOU3BOICTBA JIEKAPCTBEHHOTO Mperapara Jiisi MEAUIIMHCKOTO TPHUMEHEHHS;

4) u3MeHeHus oKaszaTelNeil KauecTBa JIEKapCTBEHHOTO MpernapaTa Al MEAUIIMHCKOTO MPUMEHEHHS
U (WJIM) METOJIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Ipernapata st MEAUIIUMHCKOTO TPUMEHEHHUS;

5) u3MeHeHus CpoKa TOJHOCTH JIEKAPCTBEHHOTO MpernapaTa JijIsl MeIUIIMHCKOTO IPUMEHEHUS;

6) CBeJCHMI O HEOOXOJMMOCTH BHECCHUS WHBIX M3MEHEHUH B MHCTPYKIHIO TI0 MEAWIIMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOTO Tperapara, a Takke B MHBIE JOKYMEHTBI, COJAepKalluecs B
PETUCTPAIIIOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBINA JIGKAPCTBEHHBIA mpemapat. [Ipu sToM pemieHne o
MPOBEJICHUH IKCIEPTU3bI KAUECTBA JICKAPCTBEHHBIX CPEICTB U (MJIM) SKCTIIEPTU3BI OTHOIICHHUS 0XKHIaeMOM
MOJTE3BI K BOBMOXXHOMY PHCKY MPUMEHEHUS JIEKAPCTBEHHOTO Tperapara Jiisl MEIUIIMHCKOTO MPUMEHECHHUS
NPUHUMAETCS B COOTBETCTBUM C YTBEPKIACHHOW YIMOJHOMOYEHHBIM  (peiepalibHBIM  OpPraHOM
UCTIOTHUTEIIFHOW BJIACTH KiIaccH(UKalneli M3MEHEHWH, BHOCHMBIX B JOKYMEHTHI, COJAEp)KalIuecs B
PETUCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MIpemapar.

Wndopmarys 06 M3MEHEHHSAX:
Yacmw 3 usmenena c 1 smeaps 2021 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 478-D3
Cm. npedvioyuyro pedakyuio
3. 3asBHUTENb BIpPaBE MPEACTABUTDH MO0 COOCTBEHHOW MHUIIMATHBE BMECTE C 3asBJICHUEM O BHECCHUH

W3MEHEHUN B JOKYMEHTBI, COJEpKalIUecs B PETHCTPALMOHHOM JOChE Ha 3aperucTPUPOBAHHBIN
JIEKapCTBEHHBIA TIpenapar Il MEAUIIMHCKOTO MPUMEHEHHUs, KOIHMHU JTOKYMEHTOB, TOJTBEPKIAOITUX
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YIUIATy TOCYAApPCTBEHHOW IONUIMHBI 32 BHECEHHWE B JOKYMEHTBI, COJEPXKAILIHUECS B PErHMCTPALUOHHOM
JIOCb€ HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpPENapar A MEAUIUHCKOTO MPUMEHEHUS, U3MEHEHUH,
TpeOyIOIIMX MPOBEICHUS DSKCHEPTU3bl JIGKAPCTBEHHBIX CPEJICTB B YaCTU HKCIEPTHU3bl KayecTBa
JIEKAPCTBEHHOI'O CpeACTBa U (WJIM) HKCIEPTU3bl OTHOMICHUSI OKUJAEMOM TMOJIb3bl K BO3MOXKHOMY PHUCKY
IIPUMEHEHHUs JIEKapCTBEHHOr O Ipenapara i MEJAUIMHCKOTO MPUMEHEHHs], TOCYIApCTBEHHOW MOLUINHBI
32 BHECEHHE B JIOKYMEHTBI, COJEpKallMecs B PETUCTPALMOHHOM JIOChE€ Ha 3apEruCTPUPOBAHHBIN
JICKapCTBEHHBIN MpenapaTr Uil MEIUIMHCKOTrO MPUMEHEHUS, U3MEHEHHH, He TPeOYIOIIMX MpPOBEACHUS
AKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA, & TAKXKE BbIJaBaeMble (MPEIOCTABISIEMbIEC) YIOJIHOMOYECHHBIMU
denepanbHBIMU OpraHaMH UCHOJHUTENLHOM BIACTU JIOKYMEHTHI (CBEIEHHUs), yKa3aHHbIe B yacTsax 1.1 u
1.2 macrosmiedl crtathbu. B ciydae HMX HENPEACTaBICHHS YIIOJTHOMOYCHHBIN (henepanbHbId OpraH
UCIIOJTHUTENIbHOM ~ BJIACTM  3ampaliuBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBelIE€HHS) B  MOPSJKE
MEXBEIOMCTBEHHOTO HH(DOPMAIIMOHHOTO B3aUMO ICHCTBUSI.

4. B Teuenue necsatv paboyux JHEH cO AHS MOCTYIUICHHs YKa3aHHOTO B 4acTy | HAacTOsIIeH CTaThbu
3aSBJICHUS. W HEOOXOJMMBIX JOKYMEHTOB VIIOJHOMOYCHHBIN (enepanbHblii OpraH HCIOJHUTEIBHON
BJIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U TIOCTOBEPHOCTH CBEJICHUM, COJIEPKAIMUXCSA B TIPEICTABICHHBIX
3asBUTEJIEM MaTepHallax;

2) TUpUHUMAET pelieHWe O TMPOBEACHUM YKA3aHHBIX B YacTU 2 HACTOAIIECH CTaThbu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOT'O CPECTBA HIIM 00 0TKa3e B UX MPOBEICHUM;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 3 uacmu 4 cmamou 30 nHacmosiuezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
3) yBeIOMIISIET B DJICKTPOHHOW WJIM MHUCBbMEHHOW (hopMe 3asiBUTENS O MPUHSATOM PEIICHUU WU B
Cllydae TPHHATHS DPEIICHUS 00 OTKa3e B IMPOBEICHUU COOTBETCTBYIONICH SKCIEPTH3BI C YKa3aHHEM
MPUYMH TAKOTO OTKa3a.

Wndhopmarrust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 25 nosaops 2013 e. N 317-®@3 cmamwvs 30 nacmosweco Dedepanvroco
3aKona 0onoineHna yacmoio 4.1
4.1. B cnydae BBISIBICHHUS HEIOCTOBEPHOCTH CBEIEHUH, COJEpKAlINXCA B MPEACTABICHHBIX
3asIBUTENIEM MaTepUaiax, YIOJTHOMOYCHHBIN (eepabHBI OpraH WCTIOJHUTEIHLHOW BIIACTH HAIPABIISICT
3asBUTENI0 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CcBeldeHUi. [laHHBIA 3ampoc MoOKeT OBITh TepenaH
YIIOJTHOMOYCHHOMY TPEJCTABUTEIIO0 3asBUTENS JUYHO IMOJ PACIUCKY, HANpaBleH IO IMOYTE 3aKa3HBIM
MUCHMOM WJIHM TIEpeJaH B AJIEKTPOHHOU (opMe MO TelIeKOMMYHHMKAIIMOHHBIM KaHalaM CBsi3u. B ciydae
HATPABJICHUS JIAHHOTO 3arpoca M0 MOYTe 3aKa3HBIM MUCHMOM OH CUUTACTCS MOJIYICHHBIM 110 HCTCUCHHH
HIeCTH JHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOTO MUChMA.

Wudopmanust 06 U3MEHEHUIX:

Deodepanvhvim 3akonom om 25 noaopa 2013 e. N 317-@3 cmamwva 30 nacmosawezo Pedepanbrozo
3aKOHa 0onoaHena Yacmuio 4.2
4.2. 3agButenp 0053aH MPEICTaBUTh OTBET Ha 3allpOC YIOJIHOMOYEHHOTo (eepaIbHOro opraHa
UCIIOJTHUTENIbHOM BJIacTH B CPOK, HE MpPEBBIMIAIONINKI AeBsSHOCTAa pabo4yMX JHEH cO JHS MOJIy4eHHUS
naHHoro 3ampoca. Cpok, yKa3aHHbIM B uacTu 4 HAcTOSIIEW CTaTbH, NMPUOCTAHABIMBAECTCS CO [JHS
HaIpaBJIEHUs 3asBUTENIO 3aIIpOca YIOJHOMOYEHHOTO (efiepaibHOro OpraHa MCHOJHUTENIBHOM BIIACTH 10
JHS TIOJIyYE€HUsT MM OTBETa Ha JAHHBIA 3alpOC M HE YYUTHIBAETCS IPHU HCUUCIEHHUHU CpPOKA IPHUHSITHS
pelieHuss O BHECEHWHM HW3MEHEHUH B JIOKYMEHTBI, COJEpJKallhecs B PEruCTPAllMOHHOM JIOChe Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Npenapar A1 MEAUIIMHCKOTO TPUMEHEHN.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uyacmv 5 cmamovu 30 nacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
5. OcHOoBaHMEM JJIsl OTKa3a B MPOBEACHUM YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThU 3KCIEPTHU3
SIBIISICTCS TIPE/ICTABICHNUE JIOKYMEHTOB, TICPEYMCIICHHBIX B YacTsX | U 3 HACTOSIIECH CTaThH, B HEIIOJHOM
o0beMe, HENpeJCTaBJICHHUE 3asBUTEICM B YCTAaHOBICHHBIM CPOK OTBETa Ha YKa3aHHBIA B uactu 4.1
HACTOSIIEH CTaThU 3allPOC YIMOJHOMOUYEHHOTO (heJiepalibHOr0 OpraHa MCIIOJHUTEIHHON BJIACTH, a TaKKe
OTCYTCTBHE B IPEACTABICHHBIX JOKYMEHTAX JOCTATOYHBIX CBEJCHUH, OITBEPKIAOIINX HEOOXOAUMOCTh
BHECCHUSI U3MEHEHHH, WM OTCYTCTBHE WH(OPMAIIMH, MTOITBEPKAAIONICH (aKT YIUIaThl TOCY1apCTBEHHBIX
MOIIUIMH, YKa3aHHBIX B 9aCTU 3 HACTOSIIEH CTaThH.
6. YKa3aHHbIC B UacTH 2 HACTOSIICH CTaThU SKCIEPTU3BI MMPOBOMASATCS B TOPSIJIKE, YCTAHOBICHHOM
cratheil 23 Hacrosuiero deaepanbHOro 3aKoHa.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 g uacme 7 cmamovu 30 nacmosweco
DedepantbHo20 3aKOHA 6Hecelbl UsMeHeHus:, scmynarowue 6 cuny ¢ 1 wioas 2015 2.

Cm. mexkcm wacmu 6 npeovioyuell pedaxKyuu

7. B cpok, HE MPEBBIIIAOIINN ASCATH paboYuX JAHEW CO JHS MOJYyYEHHUS 3aKITFOYCHUN KOMUCCHUM
SKCHEPTOB IO pe3yibTaTaM YKa3aHHBIX B 4YacTU 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YINOJHOMOYEHHBIN
denepanbHBIN OPraH UCTIOJHUTEIIEHOMN BIIACTH:

1) mnpuHMMaeT pelieHHe O BHECEHWHM U3MEHEHUH B JOKYMEHTBI, COJAEp)Kalluecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpernapar i MEIUIMHCKOTO
MPUMEHEHUs, WK 00 0TKa3e BO BHECEHUHU TaKUX U3MEHEHHI];

2) BHOCHT B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB HAa OCHOBAaHWUU PEIICHUS O
BHECEHMM U3MEHEHUH B JOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM JIOChE HA 3aPErUCTPUPOBAHHBIM
JICKapPCTBEHHBIN Mpenapar i MEIUIUHCKOTO TIPUMEHEHUS, HeOOXOIMMbIC U3MCHCHHS U BO3BPAIACT UX
3asIBUTEIIIO;

3) BBLIACT 3asBUTEII0 HOBOE PETHCTPAI[MIOHHOE YIOCTOBEPEHHE JIEKApPCTBEHHOIO Iperapara B
Clly4yae U3MEHEHUS CBEJCHUN, COJIepKAIINXCS B HEM.

8. OcHoOBaHMEM Jig OTKa3a BO BHECEHWHU H3MEHEHMA B JOKYMEHTHI, COJEpKalluecs B
PETHCTPALlMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpernapar Mjid MEIULHUHCKOrO
MPUMEHEHUS, SIBJISICTCS 3aKJIFOYCHHUE YITOTHOMOYEHHOTO (peiepaibHOro opraHa UCIOJHUTEILHON BIACTH O
BO3MOXXHOCTH CHIKEHHS 0€30MacHOCTH, KayecTBa, Y(MEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIydyae
BHECEHMS TAKUX U3MECHECHHUII.

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacmv 9 cmamvu 30 nHacmosiwyeeo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu
9. Jlomyckaetcst oOpalleHue JeKapCTBEHHBIX IMPENapaToB JUIS MEIUIMHCKOTO TPUMEHEHUS 0
UCTEUCHHUsI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMHUJECATH JHEU IMOCIE JaThl PHHSITHS
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHUTEILHOW BJIACTH PEIICHUS O BHECCHWW U3MCHEHUU B
JIOKYMEHTBI, COJIEPKAIIIUECS B PETUCTPALIMOHHOM JOChE, B COOTBETCTBUH ¢ HH(OpMAILIHE, CoiepKaIecs
B JOKYMEHTaX PETHCTPAIlMOHHOTO JIOChe Ha JICKAPCTBCHHBIA Wperapar 0 JaThl MPUHSATHS TaKOTO
peleHusl.

Wudopmanust 06 U3MEHEHUIX:

Cmamows 30 oonoanena yacmoto 10 ¢ 8 mapma 2022 2. - @edepanvuviii 3akon om 8 mapma 2022 2. N
46-D3
10. IIpaButensctBO Poccuiickoit @enepanuu BOpaBe YCTAHOBUTh OCOOEHHOCTH BHECEHHS
U3MEHEHUH B JIOKYMEHTBI, COJEpKallMeCs B PETHMCTPALMOHHOM JIOCb€ Ha 3aperucCTPUpPOBAHHBIN
JIEKapCTBEHHBIN TMpenapar i MEIUIMHCKOTO TpUMEHEHHs, B ciydae JAeQeKTyphl WIM pHCKa
BO3HUKHOBEHUS /1e(heKTYpHI JEKapCTBEHHBIX MIPEMAapaToB B CBS3H C BBEJIEHUEM B OTHOIIEHUU Poccuiickoit
denepanuy OrpaHUYUTENBHBIX MEP IKOHOMHUYECKOTIO XapaKTepa.
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APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 30 HacTosImero (DeﬂepaJ'ILHOFO 3aKOHa

Crarbsa 31. BHecenne u3MeHeHUl B JOKYMEHTBI, COACPIKALIUECS B PETHCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BETepUHAPHOTO IPUMEHEHUS

Wndopmarius 06 H3MEHEHUSX:

Yacmo 1 usmenena c 1 ausaps 2021 2. - @edepanvhviii 3akon om 27 dekabpsa 2019 . N 478-D3

CMm. npedvloyuyro pedaKyuio

1. B mensx BHECEHUsT M3MEHEHUH B JOKYMEHTHI, COJECpKAIHECS B PErHCTPAIMOHHOM JIOChe Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi BETEPHUHAPHOTO NPUMEHEHHS, JepXKaTeilb WIH
BJIAJIENICl] PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOI'O Ipernapara WM YHOJHOMOYEHHOE UM
JPyroe IPHINYECKOE JIUIO (Jajiee B HACTOSIICH CTaThe - 3assBUTENb) MPEACTABISICT B YIIOJTHOMOYCHHBIH
denepanbHBI OpraH HCIIOJIHUTEIBPHON BJIACTH 3asBJICHHEC O BHECCHHHM TaKMX H3MCHCHHH IO (opme,
YCTAHOBJICHHOHN YIOJHOMOYEHHBIM (heiepalibHbIM OPTaHOM HCIIOJIHUTEIILHOW BIIACTH, U TPUJIaracMble K
HEMYy M3MCHEHUS B YKa3aHHBIE JOKYMEHTBI, a TaK)Ke IOKYMEHTHI, MOJATBEPKIAIONINE HEOOXOIUMOCTh
BHECCHUS TaKUX M3MEHEHUH. [Ipn HEOOX0IMMOCTH BHECEHHUSI M3MEHEHHI B JOKYMEHTBI, COJICPIKAIIUECs B
PETHCTPAIIMIOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMpemapaTr i BETCPUHAPHOTO
NPUMEHECHHUS, B CIyYasX U3MEHEHHS U (WIN) JOTIOTHEHUS TPOM3BOJICTBCHHOM TUIOMIA/IKH JISKAPCTBEHHOTO
CpeACTBa, a TAaK)KE M3MEHEHHS TOKa3aTeleld KadecTBa JIGKAPCTBEHHOTO Iperapara i BETepUHAPHOTO
NpUMEHEHHUsS W (MJIM) METOJOB KOHTPOJS KadyecTBa JICKAPCTBEHHOTO IMperapara Ui BETCPHHAPHOTO
NPUMCHCHUS 3asBUTENb JIOMOJHUTEIBHO TIPEACTABISICT B YIOJIHOMOYCHHBIA (eepanbHblid OpraH
UCTIOJTHUTEIILHOW BJIACTH CJICIYIOIIUE TOKYMEHTHI (CBEICHHMS):

Undopmarus 06 n3MEHEHUAX:
Ilynkm 1 usmenen c 1 sneaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
1) cBeneHust 0 Jare MPEJOCTaBICHHS M PETUCTPALIMOHHOM HOMEpE JIMIIEH3UHU Ha MPOM3BOACTBO
JIEKapCTBEHHBIX CPEICTB, TMPENOCTABICHHOW TPOW3BOJMTENIO JIEKAPCTBEHHOTO Iperapara  JJis
BETEPUHAPHOTO MMPUMEHEHHUS, I POCCUHUCKUX MPOU3BOAUTENECH;

Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 2 usmenen c 1 sneaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio

2) cBeneHMsI O JaTe MPEIOCTaBICHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3UM Ha MPOU3BOICTBO
JICKaPCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOU3BOIUTENIO (hapMalleBTUYECKON CyOCTaHIIMU, BXOAAIIEH
B COCTaB JIGKAPCTBEHHOTO TIpemapara i BETEPUHAPHOTO TMPUMEHEHHUS, IS POCCHUCKUX
MIPOU3BOUTENEH;

3) xomus JOKYMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OpPTraHOM CTPaHbl MPOWU3BOAMUTENS IS
KQXJI0M MPOU3BOJICTBEHHON IUIOLIAAKU JIEKAPCTBEHHOTO Mpenapara A BETEPUHAPHOTO NMPUMEHEHUS U
MOATBEPIK/IAIONIETO COOTBETCTBHE TMPOW3BOAMTENS JIEKAPCTBEHHOTO TIperapara TPeOOBaHHUSAM TPABUII
HaJUIeKallled TMPOU3BOJICTBEHHOW MPAKTUKA, M €ro IepeBOJ] Ha pPYCCKUM S3bIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM TIOPSJIKE, a TaK)Ke KOIMHS 3aKIIOYEHUS O COOTBETCTBHHM MPOU3BOAMTEINS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHUSM  TpaBWJI  HAJUIekKaIIed  MPOW3BOACTBEHHON  TPAKTHKH,  BBIJAHHOTO
YIOJIHOMOYECHHBIM (PeIepaTbHBIM OPTaHOM HCITOJIHUTEIIBHOW BJIACTU ISl KaXKJIOW TPOM3BOICTBEHHOM
IUTOMIA/IKK JIGKAPCTBEHHOTO TIperapara il BETEPHUHAPHOTO TPHMEHEHHUs, OO0 KOMUS pEIIeHUs O
MIPOBEICHUHM WHCIIEKTUPOBAHMS TTPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB, MPUHATOTO YIMOJIHOMOYECHHBIM
denepanbHBIM OpraHOM HCIIOJHUTEIBHOW BIACTH s  KAKIOW TMPOM3BOACTBEHHON IUIOIIAJIKH
JIEKapCTBEHHOTO TperapaTa /sl BETEpUHAPHOTO MPUMEHEHUS. Y Ka3aHHbBIE JOKYMEHTHI MPECTaBISIOTCS B
cly4yae, €CIu TPOU3BOJCTBO JIEKAPCTBEHHOrO Ipemapara JUisi BETEPUHAPHOTO  MPUMEHEHUS
OCYILIECTBIsIETCS 3a npeaenamu Poccuiickoit denepanuu;
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4) xomMsl JOKYMEHTa, BbBIJIAHHOIO YIOJHOMOYEHHBIM OpraHOM CTpaHbl IPOU3BOIMUTEINS
dapmarieBTHYECKON CyOCTaHIIMHU M TIOATBEPKIAIOIIETO COOTBETCTBUE MPOU3BOIUTENS (hapMaIieBTUIECKOM
cyOCTaHIIMM, BXOZSLICH B COCTaB JIEKApCTBEHHOIO IIpernapara ajs BETEPUHAPHOrO IPHUMEHEHHS,
TpeOOBaHUAM IIpaBUJI HAJUIEKAIIEH IPOU3BOJICTBEHHOW INPAKTHUKU, U €ro MEpPEeBOJ HA PYCCKUH SI3BIK,
3aBEpPEHHBIE B YCTAHOBJICHHOM IOPSJIKE, B CIydyae, €Clii IPOM3BOJACTBO (hapMaleBTHUECKOW CyOCTaHLIUU
OCYILECTBISIECTCS 32 npenenamu Poccuiickon denepannm.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 31 dononnena wacmoto 1.1 ¢ 15 urona 2018 2. - @edepanvhuiii 3akon om 4 uonsa 2018 2. N
140-@3
1.1. B cinyyae u3MeHeHUss U (UJIK) JOMOJHEHHS MPOU3BOJCTBEHHOW IIIOMIAJKU JIEKAPCTBEHHOTO
CpeICTBA JIOKYMEHTBI, YKa3aHHbIE B 4acTW | HacToOsIEeHd CTaTbd, MPEACTABISAIOTCS 3asBUTEIEM B
OTHOLIEHMH M3MEHSEMOW M (MIM) JONOJHSAEMOM HPOM3BOACTBEHHON IUIOUIAJKH JIEKAPCTBEHHOIO
cpenctsa. Perenrie o BHECEHHHM U3MEHEHUN B JJOKYMEHTBI, COICpIKAILIMECs B PETUCTPALIMOHHOM JI0Che Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIM Mpenapar Jjisl BETEPUHAPHOTO MPUMEHEHUs, Ui 00 OTKa3e B HUX
BHECEHUH MPUHUMACTCS B CIy4ae HEOOXOIUMOCTU MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEJCTBA B
CPOK, HE IPEBBIIAIOIINN JeBSIHOCTA padOUMX JHEH, a B OCTAIbHBIX CIy4asX B CPOK, HE MPEBBILIAOIINM
TpUALIATH PabOUMX JHEH CO JTHS MPHUHITHUS YIOJHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIOJIHUTEIBHON
BJIACTH 3asIBJICHUS O BHECEHUU TaKUX U3MEHEHUI.

Wudopmarus 06 H3MEHEHHSIX:

Cmamuws 31 oononnena uacmoto 1.2 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-@3

1.2. B cinydae peopraHuzanuy JeprKaTesis WM BIIAJENbla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpenapaTta /ajs BETEpUHApHOIO IPUMEHEHUs, pa3padoTyvka WJIM POU3BOAUTEIS
JIEKapCTBEHHOI'0 IIpernapara il BETEPUHAPHOIO IIPUMEHEHHUs B 3asBJIICHHM O BHECEHHHM W3MECHEHUH B
JOKYMEHTBI, COJEpXKaIUMeCs B PETUCTPAMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Juisi BETEPUHAPHOTO NPHUMEHEHMS, YKa3bIBalOTCA JaHHbIE JOKYMEHTA, ITOATBEPKIAOLIETO
BHECEHHE COOTBETCTBYIOIIMX HM3MEHEHMH B EJMHBIN rocyaapCTBEHHBIH peecTp IOpUAMYECKHX JUL] (A7
OpraHM3alyii, 3aperucTpupoBaHHbBIX Ha Teppuropun Poccuiickoit denepanuu), Wi UHOTO JOKYMEHTA,
HOJTBEPIKIAIOIIETO PEOPraHU3aluio FOPUANYECKOro JIMLa (JUIsl OpraHu3aluii, He 3aperucTpUpOBaHHBIX Ha
tepputopuu Poccuiickoit @enepannn). 3asBieHre 0 BHECEHUH U3MEHEHUN B JJOKYMEHTBI, COJIEPKAIIUECs
B PETUCTPALlMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBINM Ipenapar M BETEPUHAPHOTO
IPUMEHEHHUS, U MpUJIaraeéMble K HEMY JOKYMEHTBI MPEJICTaBISIIOTCS B YHOJHOMOYEHHBIN (pelepanbHbIii
OpraH HCIHOJHMUTENbHOM BJIACTH HE IO3JHEe 4YeM uepe3 TPUALATh pabouyux THEH co JHS BHECEHUs
COOTBETCTBYIOIIMX W3MEHEHMH B EIUHBIA TOCYJapCTBEHHBIN peecTp MOpUAMYECKUX Il (as
OpraHu3aliii, 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit ®enepanuu) wim co THS NPUHATUS
COOTBETCTBYIOILIETO JOKYMEHTA, MOATBEPKAAIOIIET0 PEOPraHu3alfio OPUIAWYECKOro Jjuua (it
OpraHM3alii, HE 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit @enepauun). B cioyuae
peopraHu3anuu JaepXkKaTessl WU BIaJeNblla PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOI'O
npenapara Uil BE€TEPUHApPHOIO IIPUMEHEHMS 3asiBJIICHHME O BHECEHHM MW3MEHEHHH B JIOKYMEHTHI,
CoJiepKalMecss B PETHCTPALMOHHOM JIOChE HA 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBINM mpenapar Ui
BETEPUHAPHOIO IPUMEHEHUs, IOJAETCA IOPUAMYECKUM JIHMIOM, KOTOPOMY B XOAE pPEOPraHU3alUU

MIEPENAHO MTPABO BJIAJICHUS TAKUM PErMCTPALMOHHBIM yJIOCTOBEPEHHUEM.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 2 cmamou 31 nHacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHenus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovioyujel peoaKyuu
2. B ciryyae BHeCeHUs] H3MEHEHHI B JJOKYMEHTHI, COACPIKAIIUECS B PETHCTPAIIMOHHOM JIOChE Ha
3apETUCTPUPOBAHHBIA JIEKAPCTBEHHBINM Mpenapar i BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH

nn " " n.n n_n n..n n.n
)

CBEJICHUM, yKa3aHHBIX B nojanyHkrax '"e", "k k", "n", "H", "c", "X" nynkra 7 yactu 3 crareu 17
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HacTosuero denepaibHOrO 3aKOHA, W3MEHEHHUS U (WJIM) JIOTOJHEHHs] MPOU3BOICTBEHHOM IUIOMIA/IKU
JIEKapCTBEHHOI'O CpEACTBA, a TakKe B Cilydyae W3MEHEHHs IIOKa3aTelleldl KadyecTBa JIEKApCTBEHHOI'O
npenapara AJis BETEpPUHAPHOIO NpPUMEHEHUs MU (WJIM) METOJIOB KOHTPOJS KadecTBa JIEKapCTBEHHOTO
npenapara s BETEPUHAPHOTO NPUMEHEHUS IPOBOAUTCSA SKCIIEPTH3a JIEKAPCTBEHHOI'O CPEJCTBA IS
BETEPUHAPHOTO NpHUMeHeHUs. B cimyyae HeoOXOIMMOCTH BHECEHMSI MHBIX W3MEHEHUIl B JIOKYMEHTHI,
COJIEpKalllecss B PETUCTPALMOHHOM [JOCb€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaT it
BETEPUHAPHOTO PUMEHEHUSs, IKCIIEPTHU3a JIEKaPCTBEHHOTO CPE/ICTBA ISl BETEPUHAPHOTO MPUMEHEHHUS He
IIPOBOJUTCA.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3akon om 27 dexkabps 2019 2. N 478-D3

Cm. npeovloyuyio peoakyuro

3. 3asBuUTEINb BIPABE NPEACTABUTH 110 COOCTBEHHON MHULIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJEpP/KaIMeCs B PErMCTPALIMOHHOM [JOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapaTr ulsi BETEPUHAPHOIO IPUMEHEHUs, KOIHU JTOKYMEHTOB, IOATBEPKIAIOIINX
YIUIATY TOCYAAPCTBEHHOW IIOLUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEPKAIIUECS B PETHCTPALMOHHOM
JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BETEPUHAPHOIO IPUMEHEHMS], U3MEHEHUH,
TpeOYIOUINX MPOBEACHUS ASKCHEPTH3bI JICKAPCTBEHHOTO CpPEICTBA, WIM WM3MEHEHHWH, HE TpeOyIommx
IPOBE/IEHUS] HKCIEPTHU3bl JEKApCTBEHHOTO CpeAcTBa. B ciydyae HE0OXOAMMOCTH HM3MEHEHMs CBEJIEHU,
COZIEpXKAIIMXCS. B PETUCTPAMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOI'O Iperapara Uisi BETEPUHAPHOIO
IIPUMEHEHNS, C 3asBJICHUEM, YKa3aHHBIM B 4acTU | HACTOALIECH CTAaThH, 3aBUTEIb BIPABE NIPEACTABUTH 10
COOCTBEHHOM MHUILIMATUBE KOMUIO JOKYMEHTA, MOATBEPKAAIOIIEr0 YIUIaTy rOCyAapCTBEHHOM MOLUUIMHBI 32
BbIJIayy PETUCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKaPCTBEHHOT'O Npenapara. 3asBUTENb BIIPAaBE NPEACTABUTD
1o cOOCTBEHHON MHUIIMATHBE CBEACHUS O JIMICH3MX, YKa3aHHBbIC B NMyHKTax | u 2 gactu | HacTosmen
CTaThbU, a TAKXKE BbIJABAEMbIEC YIOJHOMOYEHHBIMU (eiepaJbHbIMU OpraHaMy HCIOJHUTENILHOW BIACTH
JIOKYMEHTBI, YKa3aHHbIE B ITYHKTe 3 yacTu | HacTosmen ctaTeu. B ciiyqae HenmpeacTaBiaeHus yKa3aHHBIX
JIOKYMEHTOB (CBEJICHMI1) yITOJIHOMOUEHHBIN (hefepanbHblii OpraH MCHOJIHUTENBHOM BIIACTH 3alpaliuBaeT
YKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B MOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAIIIOHHOTO B3aUMO/IEHCTBUS.

4. B cpok, He MpeBBIMIAONINN JecaTH pabounx JHEH COo JHSA MOCTYIUIEHUS YKa3aHHOIO B yacTH |
HACTOALIEH CTaThU 3asBJIEHUS W HEOOXOAMMBIX JIOKYMEHTOB, YIOJHOMOYEHHBIH (henepaibHblii OopraH
VCIIOJIHUTEIIBHON BIIACTH:

1) npoBOAUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEICHUMN, COAEPKAIIUXCS B MPEJICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) npyUHUMAET pellieHUe O MPOBEIEHUHU IKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOIO
IpUMEHEeHHs WK 00 OTKa3e B €€ IPOBEICHUMY;

3) yBenomiIsieT B MUCbMEHHOU (popme 3asBUTENSI O MPUHATOM PELICHUH WU B Clydae MPUHATHUS
pemieHnss 00 OTKa3e B MPOBEJCHMM OHKCIEPTHU3Bl JIEKAPCTBEHHOI'O CPEACTBA [yl BETEPUHAPHOTO
IIPUMEHEHNUS C YKAa3aHUEM IPUYMH TaKOr0 OTKAa3a.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 31 dononnena wacmoio 4.1 ¢ 15 uronsa 2018 2. - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-@3
4.1. B ciy4ae BbISIBIC€HHSI HEJOCTOBEPHOCTH M (WJIM) HEJOCTATOUHOCTU CBEACHUMN, COAECPKAILUXCS
B TPEACTABJICHHBIX 3asBUTEJEM JOKYMEHTaX, YIMOJHOMOUYEHHBIH (elnepanbHblii OpraH HCIOJIHUTEIbHON
BJIACTU HAIPaBIISIET 3asBUTENIO 3alpoc 00 YTOYHEHHM YKa3aHHBIX CBEIEHHH. 3ampoc MOXeT ObITbh
nepeJaH yInoJIHOMOYEHHOMY NPEACTABUTENIO 3asBUTENS MOJ PACIHUCKY, HAIPABJIEH IO IOYTE 3aKa3HBIM
MUCHbMOM WJIM TEpellaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm cBs3u. B ciydae
HaIrpaBJIeHHUs 3ampoca 00 YyTOUHEHHM YKa3aHHBIX CBEJCHMUH MO MOYTE 3aKa3HbIM MHCbMOM OH CUHTAETCS
MOJIY4EHHBIM 10 UCTEYEHUH IIECTH JTHEN C AaThl HAIIPABJICHUS 3aKa3HOIO MHACHhMA.

Wndopmarys 06 M3MEHEHHSAX:

Cmamuvs 31 dononnena wacmoto 4.2 ¢ 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 uonusn 2018 2. N
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4.2. 3asBUTeNb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpOC YIMOJIHOMOYEHHOTO (henepanpbHOro opraHa
UCIIOJTHUTENIbHOM BJIAcTH B CPOK, HE MPEBBIMIAIONINI AeBSIHOCTA pabouux AHEH CO JHA MOIyYCHHS
nanHoro 3ampoca. CpokH, ykasaHHble B udacTu 1.l Hacrosimiedl cratbu, NMPUOCTAHABIMBAIOTCS CO JHS
HAIpPaBIICHUS 3asBUTENIO 3aIPOCa YIOJIHOMOYEHHOTO (efiepaibHOr0 OpraHa MCHOJHUTEIBHOM BJIACTH 10
JIHs TTOJTYYEHUSI OTBETA HA JAaHHBIM 3alIpOC U HE YUUTBIBAXOTCS IIPU UCUHUCICHUH CPOKA NIPUHATUS PELICHUS
O BHECEHUMM U3MEHEHUMH B JIOKYMEHTBHI, COJEp)Kalllhuecs B PErUCTPALMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar sl BETEPUHAPHOIO IPUMEHEHUS.

Wndopmarus 06 H3MEHEHHSX:
Yacmw 5 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro

5. OcHoBaHueM Uil OTKa3a B IPOBEIEHHM SKCIEPTU3bl JIEKAPCTBEHHOIO CpeJICcTBa JJIs
BETCPUHAPHOTO TPUMEHEHHUS SBISACTCS TMPEICTaBlICHHE IOKYMEHTOB, yKa3aHHBIX B dacTsix | m 3
HACTOsIILEH CTaThH, B HEMOJIHOM 00bEME WM OTCYTCTBHE B IPEJCTABIECHHBIX JOKYMEHTaX J1OCTATOYHBIX
CBECHMI, MOATBEPKAAIOIINX HEOOXOAUMOCTh BHECEHUSI U3MEHEHUH, JINOO HENPEICTaBICHUE 3asBUTEIEM
B YCTAHOBJIEHHBI CPOK OTBETA HA YKa3aHHBIA B uacTu 4.1 HacTOsIEH CTaTbU 3alPOC YIIOJIHOMOYEHHOTO
(denepaabHOro OpraHa UCIOTHUTEIBHOMN BIIACTH.

6. DkcnepTusa JIEKapCTBEHHOI'O CPEICTBA [Ulsl BETEPUHAPHOIO IPHUMEHEHUS B LIEJIAX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJEpJKallMecs B PErUCTPAMOHHOM JIOCh€ Ha 3aperucTPUpPOBaHHBIN
JIeKapCTBEHHBIH Mpenapar 1Jis BeTepUHAPHOI0 IPUMEHEHHU I, OCYILECTBIIAETCS B MOPSJIKE, YCTAHOBICHHOM
crarbeil 24 Hactosuero deaepaibHOro 3aKoHa.

Wuopmarus 06 H3MEHEHHSX:
Yacms 6.1 uzmenena c 13 aseycma 2019 a. - @edepanvhuiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio

6.1. B cpok, He IPEBBIMIAIOIINN JECATH padOUYMX JTHEH CO JTHS MOJIYYCHHS 3aKIIOUEHUS] KOMUCCUM
9KCIIEPTOB MO pe3yiabTaTaM YKa3aHHOW B 4YacTW 2 HACTOSIIEW CTaThU DKCHEPTU3bI, YMOIHOMOUYEHHBIN
dbenepanbHBIN OpraH UCTIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pelieHHe O BHECEHHHM W3MEHEHHH B JOKYMEHTHI, COJAEpIKalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIM JICKAPCTBEHHBIN MpemnapaTr Il BETEPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHI,

2) BHOCHT B TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHUU PEIICHHS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAECPIKALIUECS B PETUCTPALIMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar JJisi BETEPUHAPHOTO MPUMEHEHH S, HEOOXOAMMBbIE U3MEHEHHUS M BO3BpAIIACT 3TH
JIOKYMEHTBI 3asIBUTEIIIO;

Wndopmarys 06 H3MEHEHHSAX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 aseycma 2019 o. N
297-@3
3) BbIIAET 3asBUTEII0 HOBOE PETMCTPALIMOHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO NMPUMEHEHHs B CIIydae HEOOXOIUMOCTH W3MEHEHHUs CBEJCHUM, COIECPKAIIUXCS B HEM, C
COXpaHEHHEM HOMEpa PaHee BBIJIAHHOTO PErMCTPALMOHHOTO YIOCTOBEPEHUS JEKapCTBEHHOIO IMpenapara
TSl BETEPUHAPHOTO MPUMEHEHHS.

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 31 dononnena wacmoio 6.2 ¢ 15 uonsa 2018 . - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-@3
6.2. B ciiydae BHECEHUSI M3MEHEHHMM B JOKYMEHTBI, COJIEpKAIIMECS B PErUCTPALIMOHHOM J0ChE Ha
3aperucTpUPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar Jisl BETEPUHAPHOTO IPUMEHEHUs, B 4aCTH, Kacarolencs
U3MEHEHUs W (WIM) JONOJHEHHs] MPOU3BOACTBEHHOM IUIOMIAKU JIEKApCTBEHHOrO Mpernapara, Ipu
IIPEJICTAaBICHUN 3asBUTEIEM B COOTBETCTBUU C ITYHKTOM 3 yacTH | HACTOALIEH CTaThbU KOIUU PEILICHUs
YIIOJTHOMOYEHHOTO (hefiepaibHOro OpraHa HCIOJHUTENIBHON BJAcTH O NPOBEACHUM HHCIIEKTHPOBAHUS
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MIPOM3BOJUTENSI JIEKAPCTBEHHBIX CPEJICTB CPOK, YKa3aHHBIH B dYacTu 6.1 HacTosAmeld CTaThH,
MPUOCTAHABIMBACTCS CO JIHS TOJYYCHHS 3aKJIIOUYEHHUS KOMHUCCHM OJKCIEPTOB IO JHS MPUHSITHS
YIOJIHOMOYECHHBIM (e/IepaIbHBIM OPraHOM MCIIOJIHUTEIILHOM BJIACTH PEIISHUS O Bblaue Wik 00 OTKa3e B
BbIJIaYe 3aKIIOYCHHS O COOTBETCTBUHU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM ITPABIII
HaJyIeKaIel TPOU3BOACTBEHHON NPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBJECAT paboumX THEH.

Wndopmarius 06 H3MEHEHUSX:

Yacmo 7 usmenena c 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 urons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio

7. OcHoBaHWeM Ui OTKa3a BO BHECCHHHM W3MEHEHUH B JOKYMEHTBI, COJIEp)KalIuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIH TpenapaTr s BETCPUHAPHOTO
NPUMEHEHUS, B CIIydasx, He TPeOYIOIIUX MPOBEICHUS IKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA, SIBISICTCS
Npe/CTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4UacTsX | W 3 HACTOAIICW CTaThH, B HEMOJHOM OOBEME HIIU
OTCYTCTBHE B IPEICTABICHHBIX JOKYMECHTAX CBEJCHHI, KOTOPHIE JODKHBI OBITh B HUX OTPAXKCHBI, JINOO
HETPEJ/ICTABICHUE 3asSBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B 4actu 4.1 HacTosIeH
CTaThU 3aIPOC YIIOJIHOMOYEHHOTO (heZepalbHOTO OPraHa UCIIOJHUTEIFHON BIIACTH.

Wuopmarus 06 H3MEHEHHSX:

Cmamusa 31 donoanena wacmoto 7.1 ¢ 15 urona 2018 2. - @edepanvhuiii 3akon om 4 uonsa 2018 2. N
140-@3
7.1. OcHOBaHMEM [UIsi OTKa3a BO BHECEHHWHW HW3MCHCHHWU B JOKYMEHTBHI, COJEp)KalIuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN TIpenapar Jjisi BETCPUHAPHOTO
NPUMCHCHUS, B CIydasX, TPEOYIONUX MPOBEACHUS SKCIEPTU3bI JICKAPCTBEHHOTO CPEICTBA, SBISETCS
3aKJIFOYCHHUE YIOJHOMOUYEHHOTO ()elepajbHOr0 OpraHa HCIOJIHUTEILHOW BJIACTH O BO3MOXKHOCTHU
CHW)KCHHS 0€30MMacCHOCTH, Ka4yecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCIICICTBUE BHECCHHS
U3MEHCHHUI B YKa3aHHBIC JJOKYMEHTBI, OTKa3 YIMOJHOMOUYEHHOTO (eiepalibHOr0 OpraHa UCIOJHUTEILHOU
BJIACTH B BBIJaue 3aKIFOUCHUS O COOTBETCTBUHU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM
MpaBUJl  HaJJIeXalled TPOU3BOJCTBEHHOW WPAKTHKH B Cllydae U3MEHEHUs U (WIU) JOMOTHEHUS
NIPOM3BOJICTBEHHON TUIOIIAAKH JICKAPCTBEHHOTO IIperapara, €cCld TPOU3BOJCTBO JICKAPCTBEHHOTO
mpernapaTa s BeTepHUHAPHOTO MPUMEHEHHsS OCYyIIecTBIsieTcs 3a mpeaenamu Poccuiickoit deaeparum,
WA OTCYTCTBHE 3TOTO 3aKIIOYCHUSI.

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacme 8 cmamvu 31 nHacmosiweeo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovioyuell pedaxKyuu

8. Jlomyckaercsi oOpalieHHe JIEKapCTBEHHBIX MpenapaToB A BETEPUHAPHOTO NMPUMEHEHHUS N0
HCTEUYEHUS] CPOKA TOJTHOCTH, MPOU3BEJICHHBIX B TEYCHHE CTa BOCBMUJIECATU JTHEU MOCIE JAaThl MPUHITHS
YIIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOJIHUTEIHHON BIACTHU PEIICHUS O BHECEHUU M3MEHEHHH B
JIOKYMEHTBI, COJICpIKAINECs B PETUCTPAIIMOHHOM JIOChE Ha JICKapCTBEHHBIN Mpemapar, B COOTBETCTBUU C
uH(popMaIiel, coaepkaiieics B JOKYMEHTaX PETUCTPALMOHHOTO JI0ChEe Ha JIEKAPCTBEHHBIN Mpenapar 110
JIAThI IPUHSTHS TAKOTO PEIICHUS.

TAPAHT:

Cwm. kommeHnTapuH K ctaTthe 31 HacTosmero denepanbHOro 3aK0HA

Cratbs 32. OTMEHa rocy1apCTBEHHON PETMCTPAaLlMN JIEKAPCTBEHHOTO Npenapara

Pemennie 06 oTMeHe rocy1apCTBEHHON PETrMCTPallUU JIEKAPCTBEHHOI'O IpernapaTa U UCKIIOYEHUN
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYIapCTBEHHOTO pEeecTpa JIEKAPCTBEHHBIX CPEICTB IPUHUMAETCS
YIIOJTHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CIIydae:

1) npencraBieHHs ~ COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (elepajbHBIM  OpPraHoM
UCTIOJIHUTENIBHOW BJIACTH 3aKJIIOUYEHUS O PHUCKE MIUM 00 Yrpo3e 370pOBbIO, JKU3HM 4YEJIOBEKA MU
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KMBOTHOTO TP TNPHUMEHEHUH JICKAPCTBEHHOTO Iperapara, MPEBBINANMX ero 3QQPEeKTHBHOCTb, II0
pe3ysbTaTaM OCYIIECTBIISIEMOTO UM MOHUTOPHHIA 0€30MIaCHOCTH JIEKAPCTBEHHOT'O Tperapara;

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 2 cmamvu 32 nHacmosweco
DedepanbHoeo 3aKoHa 6HeceHbl UsMeHenus,, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu

2) mojauu JAep)KaresiieM WIM BJaJeNbLEM PEruCTPAalMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata WIM YIOJHOMOYCHHBIM MM JIPYTMM FOPUAMYECKHM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCY/IapCTBEHHOW PETUCTPALIUU JICKAPCTBEHHOTO Mpernapara;

3) HEMOATBEPKICHHS TOCYJAPCTBEHHON PETHCTPAIMU JICKApCTBEHHOTO TpenapaTa 1Mo UCTCUCHHU
CpOKa JICHCTBHS PErHCTPAIIMIOHHOTO YAOCTOBEPEHUS, BBIIAHHOTO HA IATH JIET;

4) HempejacTaBICHUs 3asBUTENeM HMH(OpMAIMK, KOTOpas MOXKET IOBJIeYh 3a COOOM
HEOOXOMMOCTh BHECCHHS M3MEHEHWH B JIOKYMEHTHI, COJICpIXKAIIUeCs B PETHCTPAIIMOHHOM JOChe Ha
3aperUCTPUPOBAHHBIN JICKAPCTBCHHBIM TIpenapar, B TEYCHHE TPHALATH pPa0O4YMX JHEH COo JHSA
HACTYIUICHHSI TUX U3MCHCHHUI;

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 5 cmamou 32 nacmosiweco
DedepanbHo2o 3aKoHa 8HeceHbl UsMeHenus,, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm nynkma 6 npeovioyujell peoaxkyuu
5) OCyIIECTBJICHUSI TOCYIApPCTBEHHONW PETUCTPAIMH JIEKAPCTBEHHOTO Iperapara 1moj TOPrOBbIM
HAUMEHOBAHHEM 3apErHCTPUPOBAHHOTO paHEe MOJ ATUM TOPrOBBEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
npernapara, OTIMYAIOIIET0Cs KaYeCTBEHHBIM COCTABOM JICHCTBYIOIIMX BEIIECTB;

Undopmarist 06 n3MEHEHUAX:
Ilynkm 6 usmenen ¢ 15 utons 2018 2. - @edepanvusiii 3axon om 4 urona 2018 2. N 140-D3

Cm. npeodvloywyro peoakyuio
6) OCYIIECTBIIEHUS TOCYJAPCTBEHHON PErHCTPALMU OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOUIIEHHWH OJHOTO U TOTO >K€ JepKaTels WM BIaJeNblia PEruCTPAlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapata B BUIE JBYX M 0oliee JIGKAPCTBEHHBIX MPENapaToB TOJ pPa3TUIHBIMU
TOPrOBBIMU HAMMEHOBAHUSMU;
7) BBIHECEHHS CyIOM peUIeHHss O HapylleHWH I[paB MpaBooOianatens OObEKTOB
MHTEJUIEKTYaJIbHON COOCTBEHHOCTH MPH 00pallieHUH JIEKapCTBEHHBIX CPEICTB;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 32 nacmosueco Dedepanvroco
3aKOHA 0OnoHeHa nyHkmom 8, scmynatowum 6 cuny ¢ 1 uronsa 2015 e.
8) OTCYTCTBHUS JIEKQpCTBEHHOTO Mpemnapara B oOpaiieHun B Poccuiickoit denepanuu B TeYeHHE
Tpex u 0oJiee JeT;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 32 nacmoswezo Dedepanvrozo
3aKoHa oononnena nyHkmom 9, ecmynatrowum 6 cuny ¢ 1 urons 2015 e.

9) HEBBIOJHEHHWS Jep)KaTeleM WM  BIQJACIBIIEM  PETUCTPAIIOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara J1u00 YHOIHOMOYEHHBIM UMHU APYTHM IOPUANYECKUM JIUIIOM MEpPONIPHUATUN 1O
oOecrieyeHHI0O  0€30MAaCHOCTH  JICKAPCTBEHHBIX  IPEMapaTroB, YCTAHOBJICHHBIX  YIIOJTHOMOYECHHBIM
(benepaabHBIM OPraHOM MCIOJIHUTENBHOM BIACTH B COOTBETCTBUU C HaCTsAMU 3 U 4 cTaTby 64 HACTOSILEro
®denepalibHOTO 3aKOHA, B paMKax OCYILECTBICHHS (papMakoHaA30pa;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamuvsa 32 nacmoswezo Dedepanvroo
3akoHa oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urons 2015 2.
10) oTkaza nepkarens WIM BIajeliblla PETUCTPAIIMOHHOTO YAOCTOBEPEHHUsS JIEKaPCTBEHHOTO
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npenapara JM0O0 YIOJHOMOYEHHOIO MMHU JPYrOro IOPUAMYECKOrO JIMIA OT BHECEHUS W3MEHEHHH B
MHCTPYKLMIO IO IPUMEHEHHUIO JIEKapCTBEHHOI'O IIpenapara, KacaloIMXCS HOBBIX IOATBEPIKIECHHBIX
JAHHBIX O TOM, YTO PUCK IPUYMHEHHs Bpela 3[J0POBBIO UEIOBEKA WM JKUBOTHOI'O BCIIECACTBHE IpHEMA
JIEKapCTBEHHOTO Iperapara npeBbimaeT 3pGEeKTUBHOCTD €r0 IPUMEHEHUSI.

Wndopmarus 06 H3MEHEHHSX:

Cmamws 32 oonoanena nynkmom 11 ¢ 1 ausaps 2026 2. - @edepanvhsiii 3akon om 27 dexabps 2019 e.
N 475-D3 (8 pedaxyuu Pedepanvroco 3axona om 28 urons 2022 2. N 204-D3)

Cm. 6y0ywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 32 HaCTOSIICrO d)ezlepanLHoro 3aKOHa

Cratbs 33. ['ocy1apcTBEHHBIN peeCcTp JIEKapCTBEHHbBIX CPEJCTB
TAPAHT:

Cwm. Ilonoxenue o ['ocynapcTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJICTB, YTBEp:KIEeHHOEe MUH3IpaBOoM
P® 1 nexabpsa 1998 r. N 01/29-15
1. T'ocynapcTBeHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB COAEPKUT IEpedyeHb JIEKAPCTBEHHBIX
IpenapaToB, MPOIIEAIINX TOCYAapCTBEHHYIO PETUCTPAIHIO, NepedyeHb (apMaIeBTUYECKUX CyOCTaHIIHIA,
BXOJISIIUX B COCTaB JIEKAPCTBEHHBIX MIPENApaTOB, U CIAEAYIOILYIO HH(OPMAIHIO:
1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPETIAPATOB:

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 ¢ noonynkm "a" nynkma 1 wacmu I cmamou
33 nacmosweeo Pedepanrbhoco 3aKOHA BHeCeHbl UsMeHeHUs, ecmynarouue 6 cuiy ¢ 1 uroas 2015 a.

Cm. mexcm noonynkma 6 npeovioyujeil peoaxkyuu
a) HAWMMCHOBaHWE JICKAPCTBEHHOTO TpemapaTta (MEXIyHAapOJIHOE HEMaTeHTOBAaHHOEe, WM
IPYIITHPOBOYHOE, UIIA XUMHYECKOE U TOPIOBOE HANMCHOBAHNS);
0) nmekapcTBeHHas (hopMa C yKazaHHUEM JI03UPOBKH JIEKAPCTBEHHOTO Mperapara v ero KOJIM4ecTBa B
MOTPEOUTENHCKOM YITaKOBKE;

Wndhopmarrust 06 n3MEHEHUSX:
Iloonynxm "8" usmenen c 1 ansaps 2018 2. - @edepanvhuiii 3akon om 28 dexabps 2017 2. N 425-D3

Cm. npeodvloywyro peoakyuio

B) HAUMEHOBAHHE JIep>KaTeNs WK BiaJelblla PETUCTPALMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npernapara M CBEJCHHS O PErHCTPalldU JepiKaTellss WIM BJaJeNblla PErHCTPAMOHHOTO yJOCTOBEPEHHS
JICKapCTBEHHOTO Tpernapara i MEIUIIMHCKOTO MPUMEHEHHsI B KaueCTBE HAJOTOIIATENbIINKa B CTpaHe
peructparuu (JUT POCCHMCKUX FOPHINYSCKUX JIHIl - UICHTHU(PUKAIMOHHBI HOMEpP HAJIOTOTUIATETBIINKA
(MHH), nnst ”HOCTpaHHBIX IOPUANYECKUX JIUI] - CTPaHa PETUCTPAllii, HAMMEHOBAHUE PETHUCTPUPYIOLIETO
OpraHa, peruCTpPaMOHHBIA HOMED, KOJ HAIOTOIUIATENbIIUKA B CTPAHE PETUCTPANH (MHKOPIIOPAIIUN) UIH
€ro aHajsor);

Wndopmarys 06 M3MEHEHHSAX:
TIoonynxkm "2" usmenen c 1 aunsaps 2018 e. - @edepanvruiii 3axon om 28 oexabps 2017 e. N 425-D3

Cm. npedvioyuyio pedaxyuio
I') HAUMEHOBAHUE U aJipec MIPOU3BOIUTENS JIEKAPCTBEHHOI'O MpernapaTa U CBEACHUS O PErucTpauu
IPOU3BOJIUTENS  JIEKAPCTBEHHOIO  IIpermapara s  MEAMIMHCKOIO INPUMEHEHMsT B KadecTBE
HaJIOTOIUIaTENbIINKA B CTPAHE PEruCcTpaluy (s pOCCUNCKUX IOPUANYECKUX JIUILL - UIEHTU(UKAIMOHHBIN
HoMep Hanoromatensimuka (MHH), 11 MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETrUCTpaIui,
HAaUMEHOBAHUE PETHCTPUPYIOLIET0 OpraHa, perUCTPalMOHHBIA HOMED, KOJI HAJIOTOIIaTeNbIMKa B CTpaHe
peructpanuy (MHKOPIIOPAIMK) UK €ro aHaJlor);

Wndopmarus 06 H3MEHEHHSIX:
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Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 noonynkm "0" nynkma 1 wacmu 1 cmamou
33 nacmosawezo DedepanvbHoc0 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynarowel 6 cuiy ¢ 1 uwons
2015 2.

Cm. mexcm noonynkma 6 npeovioyujell peoaxKyuu

1) dapmakoTepamneBTHICCKAS rpyIma, KOJT JIEKapCTBEHHOI'O npenapara 1o
aHATOMO-TEparneBTHUYECKO-XUMUYECKON KilaccupuKaluu, peKoMeHA0BaHHON BcemupHoil opranuzarueit
3/1paBOOXPAHEHUS;

€) OKa3aH!sl U MPOTUBOIOKA3aHUS K IPUMEHEHUIO JIEKApCTBEHHOI0 IIpernapaTa;

’K) T0OOYHBIE JICHCTBIUS JIEKAPCTBEHHOIO Mpernapara;

3) CPOK F'OJTHOCTH JIEKapCTBEHHOI'O Mpernapara;

1) YCIIOBUS XpaHEHUS JIEKApCTBEHHOIO Npernapara;

K) YCJIOBHSI OTITYCKa JIEKAPCTBEHHOIO IIpernapara;

J) HOMep (apMakolnelHON CTaTbM WIM B CIIy4ae €€ OTCYTCTBHSI HOMEpP HOpPMaTHBHOI
JIOKYMEHTAIM1 JT1O0 HOPMAaTUBHOT'O IOKYMEHTA;

Undopmarus 06 n3MEHEHUAX:

DedepanvHuim 3akonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 wacmu I cmamou
33 nacmosaweeo PedepanbHoco 3aKOHA 6HECeHbl UsMeHeHUs, ecmynarouue 6 cury ¢ 1 utona 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujeil peoaxkyuu
M) JaTa TOCYIapCTBEHHOH PErucTpaliy JEKapCTBEHHOTO Iperapara M €ro perucTpaiydOHHBIN
HOMEp, Jara 3aMEeHbl PErHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara Ha OeccpoyHoe
PETUCTPAIIMOHHOE  yJIOCTOBEpEHHE JIEKAPCTBEHHOTO  Tpernapara, JaTa [OAa4yd  3asBICHHS O
MOJATBEPKIICHUU  TOCYJApCTBEHHOH  pErucTpaluy  JIGKAPCTBEHHOTO  Ipermapara, JaTa  OTMEHBI
rOCYJapCTBEHHOMN PErUCTpaIUK JICKAPCTBEHHOTO Mperapara;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmosauwezo
DedepanbHo2o 3axona donoiner noonyukmom "n'", ecmynarowum 6 cuny ¢ 1 urons 2015 .
H) KaueCTBEHHBIM COCTAaB M KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BEIIECTB M Kaue€CTBEHHBIN
COCTaB BCIIOMOTATENIBHBIX BELIECTB JIEKAPCTBEHHOIO IIPEapara;

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamou 33 nacmosiweeo
Deoepanvroeo 3akoHa dononnen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
0) uHpopmarrs 000 BcexX pa3pelieHHbIX BUAaX BTOPUYHOM (TOTPEOUTENHCKOM) YITaKOBKY;

Wndhopmarist 06 n3MEHEHHSX:

Ioonynxkm "n" usmenen ¢ 1 mapma 2020 2. - @edepanvnuiii 3axon om 27 oexabps 2019 2. N 475-D3

Cm. npeodvloywyro peoakyuio
1) JaTa TPUHSTHS PEIICHUS O BO3MOXXKHOCTH PAacCMaTpPHBaTh JICKAPCTBEHHBIH Ipenapar Mpu
rOCY/IapCTBEHHOW PETUCTPAIlMU B KauecTBe opdaHHOTO JEKApCTBEHHOTO IMpenapata (i JIeKapCTBEHHBIX
MperapaToB JUIsl METUITUHCKOTO IIPUMEHEHUS ),

Wndopmarys 06 M3MEHEHHSAX:

Ioonynxkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 dekabpsa 2019 2. N 475-D3

Cm. npeodvloywyro peoakyuio
p) HalIMuyue JEKapCTBEHHOTO Mperapara B TepeyHe >XKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapPCTBEHHBIX MPENapaToB (IS JICKAPCTBEHHBIX MPEMapaToB ISl MEIUITHHCKOTO TIPUMEHEHUS );

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamou 33 nacmosiweeo
Deoepanvroeo 3akoHa donoanen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
C) HaJIM4Ke B JICKAPCTBEHHOM TIpernapare HapKOTHUYECKUX CPEACTB, MICUXOTPOMHBIX BEMIECTB U UX

MPEKYpPCOPOB, MOIeKAIIUX KOHTPOIt0 B Poccuiickoil denepannn, B COOTBETCTBUU C 3aKOHOAATEILCTBOM
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Poccuiickoit @enepannn, MeK1yHapoAHBIMU JIoroBopamu Poccuiickoit denepanyu, B ToM uncie EanHoit
KOHBEHIIMEN 0 HapKoTudeckux cpeactax 1961 roma u Konseniueil o ncuxoTponHbiX BemecTBax 1971
roja;
Wndopmarius 06 H3MEHEHUX:
Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm I wacmu 1 cmamvu 33 Hacmosiujezo
DedepanvHozo 3akoHa donoaHen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
T) uHbOpMalus O TOM, SBISIETCd JIM JAHHBIA JIEKAPCTBEHHBIH MpernapaT pePepeHTHBIM
JIEKAPCTBEHHBIM IIPENapaToM;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynuxkm 1 wacmu I cmamvu 33 nacmosiujeco
Deodepanvroeo 3akoHa donoanen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
y) CBEACHHSI O TOJaye 3asBJICHHUS O BHECEHUM H3MCHCHHU B JIOKYMEHTHI, COJIEpKallhecs B
PETUCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIH Mperapar;
¢) yrpartun cuy ¢ 1 mapta 2020 r. - @enepanbublii 3akon ot 27 nexadps 2019 r. N 475-D3

Wuopmarus 06 H3MEHEHHSX:
CMm. npedvloyuyro pedaKyuio

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamou 33 nacmosiweco
DedepanvHozo 3akoHa dononnen noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
X) CPOK BBEACHHUS IEKAPCTBEHHOI'O MIperapaTa B rpakKJaHCKuil 000poT;
2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

Undopmarus 06 n3MEHEHUX:

DedepanvHuim 3akoHom om 22 dexkabpsa 2014 2. N 429-D3 ¢ noonynxkm "a" nynkma 2 yvacmu I cmamou
33 nacmosweeo PedepanbHoco 3aKoHA HeCeHbl UsMeneHUs, ecmynarouue 6 cury ¢ 1 uroas 2015 a.

Cm. mexcm noonyukma 6 npeovioyujeil peoaxkyuu

a) HauMeHOBaHHE (apMaleBTUUECKON CyOCTaHIIUU (MEXIYHApPOJHOE HEMAaTCeHTOBAHHOE, WM
IPYNIIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) HauMEeHOBaHME U aJpec MPOU3BOAUTENS HapMalleBTUUECKON CyOCTaHIINN;

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHIUY;

T) yCJIOBUS XpaHeHUs (apMalleBTUYECKON cyOCTaHIINu;

) Homep ¢apMakomeiHoll cTaThl MM B Cllydyae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIUH JT100 HOPMAaTHBHOTO JIOKYMEHTA;

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm 2 wacmu 1 cmamou 33 nacmosiweco
DedepanvbHo2o 3axona dononer noonynkmom "e", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
€) Hanmnure (hapMareBTHIECKOW CyOCTaHIIMU B TiepevHe HAPKOTHUYECKUX CPEACTB, TICHXOTPOITHBIX
BEIIECTB U HMX IMPEKYypCOPOB, MOAJIEKAIIUX KOHTposto B Poccuiickoii ®enepaiuu, B COOTBETCTBHH C
3aKOHOATENbCTBOM Poccuiickoit @enepannn, MexIyHapOAHbIMU JoroBopamu Poccuiickoin denepanum,
B TOM uucie EnnHON KOHBeHIMel O HapkoTHueckux cpexactBax 1961 roma m Kossenuumeil o
MICUXOTPONHBIX BenlecTtBax 1971 roxa.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvhvim 3akoHom om 22 Oexabps 2014 2. N 429-D3 uwacmv 2 cmamvu 33 nmacmoswezo
DedepanbHo20 3aKOHA U3N0ACEHA 8 HOBOUL pedakyuu, ecmynaroueli 6 cuny ¢ 1 utons 2015 a.

Cm. mexem uacmu 6 npeovioyujeti peoaxkyuu
2. ®apMareBTHYeCKasi CyOCTaHIIMS, IPOU3BEIEHHAs IJIsl pealu3alii, MOXKET ObITh BKJIIOYEHA B
rOCYJapCTBEHHBIN pPEecTp JIEKapCTBEHHBIX CpPEACTB Ha OCHOBAHUU 3asBICHHS pa3paboTuMKa WM
MPOU3BOJIUTENS JIEKAPCTBEHHOTO CPEACTBAa JMOO YHNOJHOMOYEHHOIO HMHU IOPUIUYECKOrO JUIA MpH
YCIOBUM TIPOBEJCHHUS B OTHOIICHHM TaKOH (hapMaleBTHUECKOW CYOCTaHIIMM SKCIEPTU3bl KadecTBa
(dapmareBTUUECKOW CyOCTaHIIMM B TIOPSIIKE, YCTaHOBJIEHHOM cTaThell 34 Hactosmero denepaibHOTO
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3akoHa. B oTHomeHun QapmaneBTHUECKUX CYOCTaHLUW, TNPOU3BEACHHBIX JUIS peaju3aluu, B
TOCYJapCTBEHHOM peecTpe JICKApCTBEHHBIX CPEACTB COJACPKHUTCA ClEAYIoLIast WH(POpMAIIHS:

1) HauMeHoBaHHe (hapMalleBTHUECKONH cyOcTaHUMU (MEXIyHapOJHOE HEMaTeHTOBAHHOE, WU
IPYIIUPOBOYHOE, NI XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 uzmenen ¢ 1 snsaps 2018 2. - @edepanvhoiii 3akon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloyuyro pedaKyuio

2) HauMeHOBaHUe, aJpec MPOU3BOANUTEINS (papMalleBTUUECKON CyOCTaHIIUM, a TAK)KE B OTHOLIEHUU
JIEKaPCTBEHHBIX CPEJCTB JUIsI MEAMIIMHCKOIO IPUMEHEHUS CBEJEHHUS O PETUCTPALUU MNPOU3BOAUTEIS
(apMmaneBTUYECKOM CyOCTaHIIMM B KauyecTBE HAJIOrOIUIaTENbIMKAa B CTpaHe perucrpauuu (ams
POCCUICKMX IOPHIMYECKUX JHUI - WIACHTU(GUKAIMOHHBIA HOMep Hamoromnarensinuka (MHH), s
MHOCTPAHHBIX FOPUIAMYECKUX JIMIl - CTPaHa PErucTpalyd, HAUMEHOBAHUE PErMCTPUPYIOLIET0 OpraHa,
pEerucTpalioHHbI HOMEp, KOJ HAaJOroILIaTEeNIbIIMKAa B CTPAaHE PErMCTpalMU (MHKOPIOpalMH) WU €ro
aHajor);

3) cpok rogHOCTH (hapMaIleBTHYECKON CYyOCTaHINN;

4) ycnoBusi XpaHeHus papMaleBTUUECKON CyOCTaHIIUMY;

5) Homep (apmakomeiiHONH craThbu JHMOO B ClIy4ae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIIUN UM HOPMATUBHOT'O JOKYMEHTA;

6) Hanmuue (papmManeBTUIYECKON CyOCTaHIMU B TiepevHe HAPKOTHYECKHX CPEACTB, IICUXOTPOIHBIX
BEIIECTB U MX IMPEKypCOpOB, MOAJISKAIIMX KOHTposto B Poccuiickoil ®enepanuu, B COOTBETCTBHM C
3aKOHOAATenbCcTBOM Poccniickont denepannn, MexxyHapoaHbIMU Jorosopamu Poccuiickoit ®enepanuu,
B TOM uuciae Ejunoll koHBeHIMel O HapKoTHUeckux cpeactBax 1961 roma u KonBennwueir o
IICUXOTPONHBIX BemecTBax 1971 rona;

7) naTta BKIOYEHUs (apMaleBTUYeCKOl cyOCTaHLIMU B FOCYJapCTBEHHBIN PeecTp JIEKapCTBEHHBIX
CPEJCTB, JlaTa BHECEHUS M3MEHEHUH B JIOKYMEHTHI (papMaleBTUUYECKOW CyOCTaHIIMM, JaTa WCKIIOYEHHUS
(bapmareBTHYECKON CYOCTaHIIMM U3 TOCYAAPCTBEHHOTO peecTpa JeKapCTBEHHbBIX CPECTB.

3. Tlopsiiok BeaeHHsI TOCYIapCTBEHHOTO PEECTpa JIGKAPCTBEHHBIX CPENCTB IS MEAUIIUTHCKOTO
OPUMEHEHUS U TOPS/JI0K BENEHUS TOCYAAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MPUMEHEHUS YTBEPXKAAIOTCSd COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (pesiepaabHbIM
OpraHOM HCIIOJHUTEIBHOM BIIACTH.

'APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 33 HaCTOAIICTO (DeﬂepaﬂbHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 O0ekaops 2014 o. N 429-D3 naumenosanue cmamou 34 nacmosujeco
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 2.

Cm. mexcm HaumMeHO8aHUs 6 npedblOyulell peoaKyuu
Crartbs 34. BxitoueHHe B TOCYIApCTBEHHBIA PEECTpP JIEKAPCTBEHHBIX CPEIACTB U MCKIKOYEHUE U3
rOCyJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB (papMaleBTUYECKON CyOCTaHIIMH,
MIPOM3BEICHHOM JUIsl peanu3aiuu
Wndopmarys 06 M3MEHEHHSAX:
Deoepanvrovim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamvu 34 nacmoswezo
DedepanvHo20 3aKOHA 6HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.
Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu
1. Hmst BrmroueHus (apManeBTHYECKON CyOCTaHIMK, TPOU3BEACHHON sl peanu3alud, B
rOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTH3A €€ KaueCTBa.

Wndopmarus 06 H3MEHEHHSX:

Yacmo 2 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3akon om 27 oexabps 2019 2. N 478-D3
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CMm. npedvloyuyro pedaKyuio
2. DkcmepTH3a KadecTBa YyKa3aHHOHM B wacTu | Hacrosmed cTratbu (hapManeBTHYECKOM
CyOCTaHITUM, COCTAaBICHHE KOMHCCHUEH DKCIEPTOB 3aKIFOUYEHUH O pe3ysibTaTaM 3TOW 3KCIEPTH3bl U HX
HalpaBJICHUE B YIOJIHOMOYEHHBIH (eaepaibHblii OpTraH HMCIOJHUTEIBHON BIIACTH OCYILECTBIISIOTCS B
CPOK, HE TPEBBIMIAIONINIA MECTUACCATH PadOYMX JHEH CO JHS TOJYYEHHS SKCIEPTHBIM YUPEIKICHUEM
COOTBETCTBYIOLIIETO 3aJaHMsl YIOJIHOMOYEHHOTO (heAepaibHOTO OpraHa HCIOJHUTEIBHON BIIACTH U
CJIEIYIONINX JOKYMEHTOB (CBEJICHUM):

Wndopmarius 06 M3MEHEHUAX:
Ilynkm 1 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHust 0 Jnare MPEJOCTABICHUS M PETUCTPANMOHHOM HOMEpE JIMIIEH3WH Ha TPOM3BOICTBO
JICKApCTBEHHBIX CPEICTB MUJIHM CBEICHHUS O JaTe MPEJOCTABICHUS U PETUCTPAIIMIOHHOM HOMEPE 3aKITIOYCHUS
O COOTBETCTBHHM TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TIPABUJ  HaJJICKAIICH
MIPOM3BOJICTBEHHOH MPAKTHKH, BBIIAHHBIX (TIPEIOCTABICHHBIX) YIIOJTHOMOUYSHHBIM (e/iepalibHbIM OpPraHOM
WCTIOJTHUTEIILHOM BJIACTH, B CIIydae, €CJIM MPOU3BOJICTBO JICKAPCTBEHHOI'O CPEICTBA OCYIIECTBISICTCS B
Poccuiickoit ®eneparuu;

Undopmarius 06 n3MEHEHUSX:
Ilynkm 2 uzmenen ¢ 15 uionsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOJIUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPHKAAIOILEI0 pa3pellieHne IPOU3BOJICTBA JIEKApCTBEHHOIO CPEJCTBA, U
€ro MepeBoJi Ha PYCCKHIl S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TaKKe KOMUS 3aKIIOYCHHS O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX  CPEICTB  TPeOOBAHHWSAM  TIPABWII  HaJJICKAIIEH
MPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIMOJHOMOYEHHBIM (peiepaibHbIM OpraHOM HCHOJHUTENbHOM
BJIACTH, JIMOO KOMHS PEIICHHS YIIOJIHOMOYEHHOTO (enepaibHOTO OpraHa HCIOJHUTEIBHON BIIACTH O
MPOBEJCHNN WHCIIEKTUPOBAHUS TMPOU3BOAUTENSI JIEKAPCTBEHHOTO CpPEICTBA. YKa3aHHBIE JOKYMEHTBI
IPEJICTaBIISIFOTCS B Cllydae, €CJIA IPOU3BOJICTBO JIEKAPCTBEHHOT'O CPE/ICTBA OCYIIECTBIISIETCS 3a MpeeaMu
Poccuiickoit denepanuu;

3) IOKYMEHT, COZIEp KAl CIEAYIONINE CBEICHUsI O (DapMalleBTHUECKOM CyOCTaHITUU:

a) HauMeHOBaHHe (papMaleBTUUYECKON CyOCTaHIINH, €€ CTPYKTypa, 00IIre CBONCTBA;

0) HauMEHOBAaHUE U a/IpEC MPOU3BOAUTENS;

B) TEXHOJIOTHS MPOU3BOJICTBA C OMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTaJIASX TIPOU3BOJICTBA;

T') onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J) ONHCAaHWE KOHTPOJIS KPUTHUECKHX CTaJHii Mpolecca MPOU3BOACTBA M TMPOMEKYTOUHOM
MPOIYKIUH;

€) TOKyMEHTaJbHOE MOATBEPKICHUE (BaTUAAIINS ) IPOIECCOB U (MIIN) UX OIICHKA,

’K) CBOMCTBA M CTPYKTYpa ACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

n) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHAIUTUYECKHE METOJIUKH, UCIOJIb3yeMble TPU OCYIIECTBICHHH KOHTPOJS KadecTBa
dbapmareBTUIeCKOn CyOCTaHITNH;

J) TOKYMEHTAIbHOE TOJTBEPKACHUE (BAIMIAINS) aHATUTUHIECKIUX METOAMK, UCTIONb3YEMbIX MPH
OCYIIECTBIICHUU KOHTPOJIS KauecTBa (papMarieBTHIeCKOi CyOCTaHIUH;

M) pe3yJIbTaThl aHaIH3a Cepuil (hapMalleBTUUECKOIM CyOCTaHIINN;

H) TIepeYCHb CTaHIAPTHBIX 00Pa3I[OB WM BEIIECTB, HCIIOIB3yEeMbIX IPU OCYIIECTBICHHH KOHTPOJIS
Ka4yecTBa,

0) OMKCAaHNE XapaKTEPUCTUK U CBOMCTB YIAaKOBOUHBIX MAaTEPHUATIOB U YKYIIOPOUYHBIX CPE/CTB;

1) IaHHBIC O CTA0MIBHOCTH (papMaIleBTUIECKOM CyOCTaHITNY;
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P) CPOK r'OJIHOCTH;

Wndopmarius 06 H3MEHEHUSX:

Yacmo 2 dononnena nynkmom 4 ¢ 1 saneaps 2018 2. - @edepanvuviii 3akon om 28 oexaops 2017 e.
N 425-@3

4) TOKYMEHT, COIepIKallIHid CBEJICHUS O PETHUCTPAIIAN TIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEICTB IS
MEJIMIIMHCKOTO MPUMEHEHHUS B Ka4eCTBE HAIOTOIIATEINBIINKA B CTpaHE perucrpamuu (s pOCCHICKUX
IOPUJINYECKUX JIUI[ - WACHTU(QUKAMOHHBIA HOMep Hanoromiarensinuka (MHH), ans wHOCTpaHHBIX
IOPUIMYECKUX JIUI] - CTPaHa PETUCTPALNY, HAUMEHOBAHUE PETUCTPHUPYIONIETO OpraHa, PerucTPAIlMOHHBII
HOMED, KOJI HAJIOTOIIATEIbIIMKA B CTPAHE PETHCTPALNU (MHKOPIIOPAIIMH) HITH €0 aHAJIOT).

3. Jna mpoBemeHUs OKCIEPTH3bI KauecTBAa yKa3aHHOW B dYacTu | HACTOAIIEH CTaThu
(dapMarieBTHYECKONH CYOCTaHIIMM 3asBUTENIb TPEJCTABISACT B YIOJIHOMOYCHHBIH (efepalibHbIi OpraH
VCITOJIHUTEJILHOM BIIACTH:

1) 3asBiieHWE O BKJIIOYCHHHM B TOCYIAPCTBEHHBIH pEeCTp JICKApPCTBEHHBIX CPEACTB JaHHOU
(dapManeBTUYECKON CyOCTaHIINN;

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamvu 34 nHacmosiwe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu

2) xonus JIOKyMEHTa, MOATBEP)KIAIOLIET0 YIUIaTy IOCYAapCTBEHHOW MOLUIMHBI 32 BKJIIOYEHHE B
roCyJapCTBEHHBII peecTp JeKapCTBEHHBIX CPEJCTB (apMalleBTUUECKON CyOCTaHLIMMU, IPOU3BEIEHHOMN IS
peanu3anuu, 100 M0 COOCTBEHHOW WHHUIIMATUBE YKa3aHHBIA JIOKyMEHT. B ciydae ero HempencTaBiieHUs
3asBUTEJIEM YIIOJHOMOUYEHHBIN (eliepanbHblil OpraH UCIOJHUTEIBHONW BIACTH MpOBepsieT (akT yIUIaThl
rOCyJapCTBEHHON MOUUIMHBI 3asiBUTEIEM C HCIOJIB30BaHWEM MH(pOpManuu o0 yIrjiaTte rocynapcTBeHHOU
HOLUINHBI, cojepxatieiics B ['ocynapcTBeHHOH HH(POPMALMOHHOM CHCTEME O TOCYAAPCTBEHHBIX W
MYHUIMIIAJIBHBIX IIJIATEKAX, HA OCHOBAHMM IIPEJICTABICHHOM 3asBUTEIEM KONUU JOKYMEHTA,
MOATBEPKJAOLLEr0 YIUIaTy TOCYAAapCTBEHHOM OLUIVHBI

Wndhopmarrust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 uacmu 3 cmamvu 34 nacmosiue2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
3) TOKYMEHTHI, yKa3aHHBIC B YaCTH 2 HACTOSIICH CTaThH;

Wndopmarys 06 H3MEeHEHHSAX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacmv 3 cmamvu 34 nHacmosiwyeeo
DedepanbHo20 3aK0HA 00NOIHEHA NYHKMoM 4, ecmynarowum 6 cuny ¢ 1 utonsa 2015 2.
4) 3asBieHME O Bbljaye paspelieHus Ha BBO3 B Poccuiickyio ®enepanuio KOHKpETHOW MapTUH
HE3aperucTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJICTBA, MPEeJHA3HAUYEHHOIO sl NMPOBEACHMUS YyKa3aHHOM
AKCIEPTHU3HI.

Wndopmarys 06 M3MEHEHHSX:

Cmamuws 34 oonoanena uwacmoio 3.1 ¢ 1 sneaps 2021 2. - @edepanvrviii 3axkon om 27 dexaobps 2019 e. N
478-D3
3.1. B cnyuyae HenpenacTaBieHUs C 3asBICHUEM O BKJIIOYEHUHM B TOCYIAApCTBEHHBIM peecTp
JICKapCTBEHHBIX CPEICTB (papMaleBTUUYECKOW CYOCTaHIIMM JOKYMEHTOB, MOATBEPKIAONIUX YILIATy
rocy/1apCTBEHHOW MOUUIMHBI U YKa3aHHBIX B ITYHKTE 2 4acTy 3 HACTOSALIEH CTaThH, a TAK)KE BBIJABAEMBIX
(mpenocTaBisieMbIX) YIOJTHOMOYSHHBIMU (efiepaTbHBIMU OpraHaMU UCTIOIHUTEIHHON BIACTH JOKYMEHTOB
(cBenenmit), yKa3aHHBIX B MyHKTax | M 2 9acTu 2 HACTOSIIIEH CTaThH, YIOJIHOMOYECHHBIA (efepaabHbIi
OpraH WCIOJNHUTENBHON BIIACTH 3alpallliBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHUS) B TMOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

Wndopmarius 06 H3MEHEHUSX:
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Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 4 cmamou 34 nHacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbL UsMeHeHuUs, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

4. B Tedenue necsatu pabouux JHEH co JTHS NPUHATHA 3a8BICHUS O BKIIOUEHUH YKa3aHHOH B 4acTH
1 macrosimei crateu (apMaleBTUYECKONW CyOCTaHIIMM B TOCYAAPCTBEHHBIM peecTp JEKapCTBEHHBIX
CPEACTB U JOKYMEHTOB, IEPEUMCIEHHBIX B 4YacTM 1 M 1nyHkTe 2 yacTu 3 HACTOSILIEH CTaThH,
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTU JIAHHBIX, COAEPKAILUXCA B MPEICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pEIIEHUE O HANpaBJIEHUH B SKCIEPTHOE YUPEXKIEHHE 3aJaHHsl Ha IPOBEJEHHE
OKCIIEPTHU3BI KAYECTBA YKAa3aHHOW B 4acTH | HACTOSIICH cTaThu (hapMareBTHUECKON CYOCTaHIIMU WM 00
OTKa3e B TAKOM HAIIPaBJIICHUH;

3) yBeZIOMIISIET B DJIEKTPOHHOW WJIM MUCBMEHHOW (hOpMe 3asiBUTENS O MPUHSATOM PEUICHUU WK B
Clly4ae OTKa3a ¢ yKazaHUEM IIPUYMH TaKOro OTKa3a.

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 25 nosaops 2013 e. N 317-D3 cmamvs 34 nacmosweco Dedepanvroo
3aKona 0onoinena yacmoio 4.1
4.1. B ciydae BBISBJICHUS HEIOCTOBEPHOCTH CBEICHUH, COACPIKANIMXCS B IPEICTaBICHHBIX
3asIBUTEIIEM MaTepUaliax, YIOJTHOMOYCHHBIN (elepaibHbIii OpraH HCIIOJHUTEIHHOW BIIACTH HAIPABIISCT
3asBHTEIIO 3alpoc 00 YTOYHEHUM YKa3aHHBIX CBeJCHWH. JlaHHBIA 3ampoc MOXET OBITh TepenaH
YIIOJTHOMOYCHHOMY TPEJICTABUTEII0 3asBUTENS JMYHO IMOJ PACHUCKy, HANpPaBIeH IO IMOYTE 3aKa3HBIM
NUCHbMOM WJIM TIEpE/iaH B DJIEKTPOHHOW (popMe MO TeIeKOMMYHUKAIMOHHBIM KaHallaM CBs3H. B ciydae
HAIPAaBIICHUS JJAHHOTO 3arpoca M0 IMOYTe 3aKa3HbIM MMMCHMOM OH CUUTACTCS MOJIYYCHHBIM 110 HCTCUCHHH
IIECTH JTHEH C JIaThl HAIIPABJICHUS 3aKa3HOTO MTUChMA.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvroo
3aKoHa 0ONnoHeHa yacmoio 4.2
4.2. 3asBuTeNb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpoC YMOJIHOMOUYEHHOTO (henepaabHOro opraHa
WCTIOJTHUTEIIbHOM BJIACTH B CPOK, HE MPEBBIMAIONIUN JEBAHOCTa PAa0OUYUX JHEH CO JHS TIOTYUICHHS
naHHoro 3ampoca. Cpok, yka3aHHBIM B uacTu 4 HACTOSIIEH CTAaTbM, MPUOCTAHABIMBAECTCS CO JHS
HATPABIICHUS 3asBUTEIIO 3aIIPOca YIOJIHOMOYCHHOTO (e[epaTbHOr0 OpraHa UCIOJHUTEIIBHON BIIACTH 10
TTHS TIOTYYeHHUs] UM OTBETa Ha JAaHHBIN 3aMpoc U HE YYUTHIBAETCS MPU HCUUCICHUHU CPOKA IKCIEPTHU3BI
KauecTBa (hpapMaleBTUYECKON CYOCTAHIIMM, HEHUCIOIh3YeMOW TIPH IPOHW3BOJICTBE JICKAPCTBCHHBIX
MpemnapaToB.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacmv 5 cmamvu 34 Hacmosweeo
DedepanvbHo2o 3aKOHA UN0NCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

5. OcHOBaHWeM JUIsl OTKa3a B HANpPaBIICHUHM B DKCIEPTHOE YUPEKICHUE 3a7aHUs HA MPOBEICHUE
9KCIIEPTHU3bI KAUeCTBA YKA3aHHOM B YacTy | HACTOSIIEH CTaThl (papMalleBTUYECKON CyOCTaHIIUU SBIISETCS
HETPEJICTABICHUE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThH, OTCYTCTBHE WH(MOpPMAITUH,
MOJATBEPXKIAOMIEH (akT yIIaTel TOCYJapCTBEHHON TMOIUIMHBI 33 BKIIOYEHHE (apMaleBTUYECKOM
CyOCTaHITMH, MPOU3BEIACHHON I peaju3allii, B T'OCYJAApCTBEHHBIM PeecTp JIGKAPCTBEHHBIX CPEJCTB,
HENPECTABICHNUE 3asBUTEIEM B YCTAHOBJIGHHBIM CPOK OTBETa Ha YKa3aHHBIA B dacTtu 4.1 Hacrosien
CTaThU 3ampPOC YIMOJTHOMOUYEHHOTO (eepalbHOT0 OpraHa WCIIOJHUTEIBHOW BIACTH WJIM MPEICTABICHHE
JIOKYMEHTOB, HE COJIEPKAINX NCUYEPITBIBAIOIIETO MEePEeUHs HEOOXOUMBIX CBEICHUH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uacmv 6 cmamvu 34 nacmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

6. B Teuenme nATHaguaTH paboOuyMX JAHEH €O JAHS IOJYYEHHMsS] PELIEHUS YIOJIHOMOYEHHOIO
denepanbHOro opraHa MCHOJHUTENLHOM BIACTU O HANpPAaBIIEHUU B 3KCIEPTHOE YUpEXKICHUE 3a/laHus Ha
NPOBEICHUE SKCIEPTU3bl KAayecTBa YyKa3aHHOM B dacTu | HacTosAmed crarbu (hapMareBTHUECKON
CyOCTaHIIMM 3asBUTEINb MPEACTABISET B KCHEPTHOE YUPEKICHHE I MPOBEACHUS JAHHON SKCIIEPTHU3BI
00pa3ubl papMaleBTUYECKONH CyOCTaHIIMM B KOJMYECTBE, HEOOXOAUMOM JUIsl BOCHPOHU3BEACHUS METO/I0B
KOHTPOJISI KadyecTBa. OKCHEPTHOE YYPEKICHHE IpU IMOJIyueHUHu oOpa3loB yKazaHHOM B dyactu 1
HACTOSIIEH CTaThu (papMaleBTHUECKOW CyOCTaHIIMM BBIAAET 3asBUTENIO JTOKYMEHT, IMOATBEPKIAIOIINI
MOJIy4yeHHUe 3TUX 00pa3loB, U B CPOK, HE MPEBBILIAIONINKI TpeX pabounx AHEH, yBEIOMIISIET B 3JICKTPOHHOM
WIM THCbMEHHON (opme 00 3TOM YHNOJTHOMOYECHHBIH (pefiepaibHbli OpraH UCIOJHUTENBHOM BIacTu. DTH
CPOKH HE BKJIFOUAIOTCS B CPOK MPOBEJICHUSI TAaHHOM KCIIEPTHU3HI.

7. JOKyMEHTBI, IIOCTYIIHUBIIKE B 3KCIEPTHOE YUPEKACHUE IS IIPOBEACHUS SKCIIEPTU3bl Ka4yeCTBa
yKa3aHHOM B uacTu | Hacrosmied cratbu (apmalieBTHUECKONH CyOCTaHIMU, MOJJIeKaT BO3BpaTy B
YIIOJIHOMOYEHHBINA (he/iepanbHblii OpraH MCIOJHUTEIFHON BIACTH OJHOBPEMEHHO C 3aKIIOYECHUSMH 10
pe3ynbTaTaM MPOBEIEHHON YKCIIEPTU3BI.

8. B cpok, He mpeBbIAIOMUNA AT padOouux AHEH CO JHS TOJYYECHHs 3aKJIIOYCHHUS KOMUCCHUU
SKCHEPTOB IO pe3yslbTaTaM 3KCIEPTU3bl KauecTBa YKa3aHHOM B dacTu | HacToslEH CTaThu
(dapManeBTHYECKON CyOCTaHIINM, YITOJIHOMOYCHHBIN (efiepaibHbId OpTaH UCIIOJTHUTEIIEHON BIIACTH:

1) ocymIecTBIsET OLIEHKY TaKOTO 3aKJIIOUEHUs JJIsl ONMpPENENICHUsS €ro COOTBETCTBUA 3aJaHHUI0 Ha
IIPOBE/ICHNUE TAHHON DKCIIEPTU3HL;

2) TnpUHMMAaeT pelleHHe O BKJIIOYEHWHM YyKa3aHHOM B 4YacTu | HAcTosIIEeW CTaTbH
(dapMmarieBTHYeCKOi CyOCTaHIIMM B TOCYJAPCTBEHHBIA PEECTp JCKAPCTBEHHBIX CPENCTB WM pelieHHe 00
OTKa3€ B TAKOM BKJIIOUECHUH;

Undopmaris 06 n3MEHEHUAX:
Ilynkm 3 usmenen ¢ 28 dexabps 2019 e. - Dedepanvusiii 3axkon om 27 dexabps 2019 2. N 462-D3

Cm. npedvloyuyro pedaKyuio
3) BHOCHUT NpHU TPUHITHH DPEIICHUS O BKIIOUECHUM YKa3aHHOW B YacTh | HACTOSIIEH CTaThbu
dbapmaleBTUYECKON CyOCTaHIIMM B TOCYJapPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPENICTB MPEIYCMOTPEHHYIO
gacThlo 2 crtathbu 33 Hacrosimiero deaepanbHOro 3aKoHa WHGOPMAIUI0O U YBEJOMIIIET 00 3TOM B
AIEKTPOHHOU WM MMCbMEHHOU (hopMe 3asBUTEINS.

Undhopmarrist 06 n3MEHEHHSX:
Yacmv 9 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio
9. OcHoBanweMm Jnsi OTKa3a BO BKJIIOYEHHH YKa3aHHOW B dactu 1 Hacrosmien
CTaTh¥ (papMareBTUYECKONW CyOCTaHIIMM B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB SIBISIETCA
3aKIIIOYCHHE COOTBETCTBYIOIIETO YITOJIHOMOYEHHOTO (penepabHOTO OpraHa HCIONHUTEIHHON BIACTH O
TOM, YTO Ka4eCTBO (hapMarleBTHUECKON CYOCTaHIIMH HE TIOJTBEPKACHO MOMy4YeHHBIMUA JaHHBIMHU.

Wudopmanust 06 U3MEHEHUSX:

Deoepanvhvim 3akonom om 22 dexabpsa 2014 e. N 429-D3 cmamvs 34 nacmoswezo Dedepanbrozo
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.
10. He nomyckaeTrcsi BKIIOYEHHE B TOCYAApPCTBEHHBIM pPEECTp JEKAPCTBEHHBIX CPEICTB OJHOMU
(dapmarieBTHYeCKON CyOCTaHIIMU, MPOM3BEACHHON JUISl pealu3allid W BBITYCKAaeMON OJHUM U TeM XKe
IIPOU3BOJUTENIEM, B BIJIE ABYX U 00Jiee peeCTPOBBIX 3alHCEH.

Wndopmarys 06 M3MEHEHHSAX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvsa 34 nacmoswezo Dedepanvrozo
3akoHa oonoanena yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.

11. BHecenue m3MeHeHUN B JTOKYMEHTHI Ha (DapMaleBTHYECKYIO CYOCTAHITUIO, MPOU3BEICHHYIO

JUTSL peaTi3alii ¥ BKIIOYEHHYIO B TOCYIaPCTBEHHBIN PeecTp JICKApCTBEHHBIX CPEJICTB, OCYIIIECTBIISICTCS B

nopsiike, ycraHoBieHHOM crtathsivu 30 wm 31 Hactostmero demepalibHOTO 3aKOHA, C YIIATOM
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roCy/IapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuu o Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 34 nacmosiwyeco Dedepanbroco
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
12. Tommyckaercst oOpamieHue (GpapManeBTUIECKUX CyOCTaHIIMA, TIPOU3BEICHHBIX ISl pEaU3allHH,
B TE€YCHHE CTa BOCBMUJECITH JHEW N0 M TOCJe MPUHATUS YIOJIHOMOYEHHBIM (efepaibHbIM OpraHOM
UCTIOTHUTEIILHON BIIACTH pEUICHUS O BHECEHWU H3MECHEHHMH B JOKYMEHTHI Ha (DapMaleBTUYECKYIO
CyOCTaHIMIO, TPOM3BENCHHYIO [UIsl peaju3ald M BKIIOYEHHYIO B TOCYJapCTBEHHBIN peecTp
JICKapPCTBEHHBIX CPEJICTB.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 34 nacmosiwyeco Dedepanbroco
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

13. Pemenne 00 WHCKIIOYEHUHM U3 TOCYJApCTBEHHOI'O peecTpa JIEKApCTBEHHBIX CPENICTB
dbapmaleBTUYECKON CyOCTaHLIMK, TPOU3BEICHHOW JUIs pead3aliy, MPUHUMAETCS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENIFHON BIIACTH B CITy4Yae:

1) mpeacraBieHUSs ~ COOTBETCTBYIOIIMM  YIIOJIHOMOYEHHBIM  (eAepalbHbIM  OpPraHoM
UCTIOJIHUTEIILHOW BIIACTH 3aKIIOYEHHS O PHCKE HIM 00 yrpo3e >KM3HHM WM 3J0POBBIO YelloBEeKa JIMOO
YKUBOTHOT'O IIPU UCIIOJIb30BAHUU JIEKAPCTBEHHOTO CPEJICTBA;

2) nojmauu pa3pabOTUMKOM JIEKAPCTBEHHOT'O CPEJICTBA MM IPOU3BOIUTENEM JIEKAPCTBEHHOIO
CpelcTBa JUOO YHNOJTHOMOYEHHBIM HMHU JAPYTUM IOPUIUMYECKUM JIMIIOM 3asBICHHUS 00 HCKIIOUEHUU W3
rOCYJapCTBEHHOTO PEeCcTpa JEKApCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIIMU, NMPOU3BEICHHOU
JUISL pealln3alvu;

3) otcyTcTBUS (hapMarleBTHIECKON CyOCTaHITNM, IPOU3BEACHHON IS pean3alii, B 0OpaiieHuu B
Poccuiickoit @enepannu B TeueHue Tpex u 0osee Jer.

APAHT:

CwMm. KOMMCHTApHUHU K CTAThC 34 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

Cratba 35. Yrpatuia cuiy ¢ 1 uronsg 2015 r.

Wndopmarys 06 n3MEHEHHSAX:

Cm. mexkem cmamvu 35

Cmamuws 36 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaops 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio

Crarbs 36. OOxanoBaHue pemieHus o0 OTKa3e B Bbaue pas3pelieHHs Ha IpPOBEACHUE
KJIMHUYECKOTO MCCJIEOBAHUsl JIEKAPCTBEHHOIO Ipernapara, pemeHus o0 oTkase B
rOoCy/IapCTBEHHOW pEerucTpanuu JEKapcTBEHHOIO Ipernapara, 3aKIIYeHUs KOMHCCHUU

AKCIEPTOB IKCIEPTHOTO YUPEKACHUSI UITU 3aKITIOYEHHSI COBETA 110 ITHKE
Pemennie cOOTBETCTBYIOIIETO YHOJTHOMOYEHHOTO (hefiepaibHOr0 OpraHa UCIOJIHUTEIbHON BIacTU
00 OTKaze B BbIJau€ pa3pelieHUs Ha MPOBEIEHUE KIMHUYECKOTO WCCIIEAOBAaHUs JIEKapCTBEHHOIO
mpernapara, pelleHHe YyKa3aHHOro (QelepaJlbHOro OpraHa HCIOJHUTENBHOM BiacTh 00 OTKa3e B
rOCYy/IapCTBEHHOW PETUCTPALlUM JIEKapCTBEHHOIO IIpenapara, 3akiIlo4eHHE KOMHUCCHUHM 3KCIIEPTOB
9KCIIEPTHOTO YUPEKICHUS WIM 3aKJIIOYEHHE COBETa IO 3TUKE MOXET OBbIThb 00KajJOBaHO B MOPSIKE,
YCTaHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoii ®enepauuu. 3akiIO4eHHE KOMHUCCUHU JKCIEPTOB
9KCIIEPTHOTO YUPEXKJEHUS O B3aMMO3aMEHSEMOCTH JIEKaPCTBEHHBIX IpEnaparoB I MEIUIMHCKOTO
IpUMEHEeHHs MO0 O TOM, YTO JIEKAPCTBEHHBIM Mpernapar A MEAULUHCKOro NMPUMEHEHUS HE SBISEeTCS
B3aMMO3aMEHSAEMbIM, MOXET OBITh O00XaJlOBaHO JAEp)KaTelIeM WINM BIAJENbLIEM PETUCTPALlMOHHOTIO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOT'O TpenapaTa B YIOJIHOMOYEHHBIH (elepanbHblii OpraH UCIOJTHUTEIbHON
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BJIACTHU, KOTOPBIA IPUBIIEKAET K PACCMOTPEHHUIO YKa3aHHOM KaJloObl MOJBEAOMCTBEHHBIE €My Hay4YHBIE
OpraHu3ay 1 00pa3oBaTeIbHbIE OPTaHU3AIMH BBICIIEr0 00pa30BaHus, OCYIIECTBISIONINE AEATEIbHOCTh
B cepe oOpalieHus J€KapCTBEHHBIX CPEICTB. 3aKIIOUYEHHE KOMHUCCHUU JKCIEPTOB H3KCIEPTHOTO
yupexaeHus, opopMIeHHOE 0 UTOraM IepecMoTpa 00KaJOBaHHOTO 3aKIIFOUYCHHS SKCIIEPTa, MOXKET OBITh
OCIIOPEHO JEepKATEIEM WIH BJIAJIEIbLUEM PErHMCTPALMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara
JII/I6O YIIOJIHOMOYCHHBIM HMHU JIMIIOM B HOPAAKEC, YCTAHOBJICHHOM 3aKOHOAATCILCTBOM Poccwuiickoit
Oenepanun. [Ipu 00xkaloBaHUU pEIICHUS YIOJIHOMOYEHHOTO (eaepaabHOro OpraHa HCHOJHUTEIbHOM
BJIACTH, 3aKIIFOUEHUS IKCIEPTA WM KOMUCCUU IKCIIEPTOB AKCIIEPTHOIO YUPEKICHHS, 3aKIFOUYEHUS COBETA
0 ATHUKE JepaTellb UM BIaJelel] peruCTPallMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapaTa J1udo
YIIOJHOMOYCHHOC MMHU JIMIO BHPABC MPCACTABUTL PC3YJIbTAThI SKCIICPTU3LI JICKAPCTBCHHOI'O IIpCriapara,
IPOTOKOJIBI ~ MOJYYEHHBIX  aKKPEJUTOBAHHBIMH  HCHBITATENIbHBIMH  JIabopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIEAOBAHUM, UCTIBITAHUMN.
T'APAHT:

CM. KOMMeHTapuu K cTatbe 36 HacTosiero denepajbHOro 3aK0Ha

Crarba 37. UHdopmaums, cBsi3aHHas C OCYUIECTBIEHHEM TOCYAApCTBEHHON perucTpaluu
JIEKAPCTBEHHBIX IMpenaparoB, WHGOpMAIUs O 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernapaTax u JICKapCTBEHHBIX MpernapaTax, HCKIIUYEHHBIX U3 FOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wuopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 13 asecycma 2019 e. - @edepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
1. CoOTBETCTBYIOIIMK YIMOJTHOMOUYEHHBIH (QenepaiabHblii OpraH HCHOJHHUTEIBHON BIIACTH

pa3Meriaer Ha cBoeM oOduIManibHOM caiite B cetu "MHTepHer" wuHGOpMAIUIO, CBS3aHHYIO C
OCYIIECTBICHUEM TOCYJApPCTBEHHON PpETUCTpalliid JICKAPCTBEHHBIX IpernapaToB, B TOM YHUCJE
MPOBEJICHNEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEACTB (BKIIIOYAs PE3YIbTAThI €€ MPOBEACHUS ), MH(HOPMALIHIO
0 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax MU JIEKApCTBEHHBIX Ipenaparax, WCKIIYCHHBIX U3
roCyJIapCTBEHHOIO peecTpa JIGKApCTBEHHBIX CPEICTB, HE MO3JHEE YeM uepe3 MATh pabouux THEH co AHS
MOJIYYCHHUS! YIMOJTHOMOYEHHBIM (elepaibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH COOTBETCTBYIOIIEH
UHpOpMaLIUH.

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ uacmv 2 cmamvu 37 nHacmosiweco

DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
2. Cpokd W TOpSAIOK pa3MelIeHUs yKa3aHHOW B uacTu | HacTosield cTaThbd HH(POpMAIUH
YCTAHABIIMBAIOTCS YITOJITHOMOUEHHBIM (eepaTbHBIM OPraHOM HWCHOJHUTEIbHON BiacTH. MHpopmarus,
yKa3aHHas B 9acTu | HACTOSIIEW CTaThH, SBISETCS OTKPHITOM M OOIIETOCTYIMHOW M TPEJOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanum.
TAPAHT:

Cwm. kommeHTapuH K ctaTthe 37 HacTosmero denepanbHOro 3aK0Ha

I'masa 7. KiinHn4eckue uccjie10BaHUA JTEKAPCTBEHHbIX NIPENapaToB Il MEeAUIUHCKOI 0
NPHUMEHEeHHs, J0T0BOP 00 UX NPOBEACHUH, IPABA NAIUEHTOB, YYACTBYIOIIMX B 3THX HCCJIeI0BAHUAX

Crarba 38. KimHHMuYeckue wucciaeoBaHUs JIEKAPCTBEHHBIX MPENapaToB Uil MEIULUHCKOTO
[IPUMEHEHUs

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 1 cmamou 38 nHacmoswezo
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npeovioyuel pedaKyuu

1. Kiimnugeckue ucciieoBaHusl JeKapCTBEHHBIX MPEnapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHUs, B
TOM 4YHCJIE€ MEXIYHAPOJAHbIE MHOTOLIEHTPOBBIE, MHOTOLICHTPOBBIE, MIOCTPETUCTPALIMOHHBIC, TPOBOAATCS B
OJIHOM WM HECKOJbKMX MEIUIIMHCKUX OPraHM3alUsIX B COOTBETCTBHH C IpaBuUiaMi HaJJexalen
KIIMHUYECKOW TPAKTUKH, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (DeiepaqbHbIM OPraHOM HCIOTHUTEIHHOM
BJIACTH, COOTBETCTBEHHO B CIIEIYIOMIMX HEJISIX:

1) ycraHoBneHue 0€30MaCHOCTH JIEKAPCTBEHHBIX TMPENaparoB JUIS 370POBBIX JTOOPOBOJBIEB U
(WM) TEepeHOCMMOCTH HUX 3JI0pPOBBIMH JIOOpOBOJIBLIAMH, 33 MCKIIIOUEHHEM TaKUX HCCIIEeIOBaHUM
JIEKapCTBEHHBIX IPEINAPATOB, POU3BEICHHBIX 3a npeneiamu Poccuiickor @enepaunu;

2) noa0op ONTHUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpernapara U Kypca JIeUeHHUs 171 TallieHTOB
C OIpe/eNcHHBIM 3a00JIeBaHUEM, ONTUMAIBHBIX JI03 W CXEM BaKIMHAIMA WUMMYHOOHOJIOTHYCCKHMH
JIEKapCTBEHHBIMU MpenapaTaMu 3J0POBBIX JO0OPOBOIIBIIEB;

3) ycraHoBJIeHHE O€30IMACHOCTH JIEKAPCTBEHHOTO TperapaTa u ero 3G (HEeKTHBHOCTH IS TAI[UCHTOB
C ompeaencHHbIM 3a0oneBaHueM, MNPOPUIAKTHYECKOH A(P(HEKTUBHOCTH HMMYHOOHMOJIOTHYECKUX
JIEKAPCTBEHHBIX MPEMapaToB JJIs 3J0POBBIX JOOPOBOJIBIIEB;

4) wu3ydyeHHWE BO3MOXKHOCTU pACHIUPEHHUS TMOKa3aHUW JJIs MEIUIIMHCKOTO TPUMEHEHUS W
BBISIBJICHUS paHee HEM3BECTHBIX MOOOYHBIX JEHCTBUN 3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEapaToB.

2. B oTHOmIEHHWH BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB AN  MEIUIIMHCKOTO
NPUMEHEHUS  TMPOBOMIATCS  HUCCieJ0BaHMs  OMOIKBUBAJIEHTHOCTH M (WJIH)  TEpameBTUYECKOM
SKBUBJICHTHOCTH B  TOpSAJKE, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (peepaqbHBIM  OpPraHoOM
WCIIOJTHUTEJIBHOM BJIACTH.

3. OpraHuzanuio MOpPOBENEHUS KIMHUYECKUX HCCIEAOBAaHUN JIEKAPCTBEHHOrO Tperapara s
MEUIIMHCKOTO MPUMEHEHHS BIIPaBE OCYIIECTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik yIoJTHOMOYEHHOE UM JTUIIO;

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 2 uions 2013 2. N 185-@3 nynkm 2 wacmu 3 cmamvu 38 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 cenmsabops 2013 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
2) oOpasoBarenbHBIE OpraHU3allMU BBHICIIETO OOpa30BaHHUsA, OpPraHU3alMU JOMOJHUTEIHHOTO
PO eCCHOHATIEHOTO 00pa30BaHUs;
3) Hay4HO-UCCIIEIOBATENLCKUE OpTraHU3aIiH.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 ¢ uacmv 4 cmamou 38 Hacmosue2o
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUs

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

4. KnuHWYeCKHe HCCIIeOBaHUs JICKApPCTBEHHOTO IMperapara Uil METUIIMHCKOTO TMPUMEHEHHS
IPOBOJATCS HA OCHOBAHMM DPa3pelleHUs] Ha MPOBEJACHHUE KIMHUYECKOTO HCCIIECAOBAHUS JIEKApCTBEHHOTO
npernapara, BBIJAHHOTO  YIOJHOMOYECHHBIM  (efepaibHBIM  OpPraHOM  HCIIOJHUTEIBHON  BIIACTH.
YnonHOMOYEHHBIH (penepanbHblil OpraH HUCIOJHUTEIBHON BIACTH BEJAET PEECTP BBLAAHHBIX pa3perieHH
Ha MPOBEJCHUE KIMHUYECKUX WCCIIEOBAHHN JICKAPCTBEHHOTO TIpernapara, COJAepKalluil yKa3aHue Ha UX
1eJIb WK 1IeJTH, B YCTAaHOBJICHHOM 3THM OPTaHOM IOPSsJIKE.

5. Vrpartuna cuny ¢ 1 utons 2015 r.

Wndopmarys 06 M3MEHEHHSAX:

Cm. mexem yacmu 5 cmamou 38
6. K opranuzanuu mnpoBeAeHHUS KIMHHUYECKUX HCCIEIOBAHUN JIEKApCTBEHHOTO Ipenapara ajis
MEJUIIMHCKOTO TMPUMEHEHHsI pa3pabOTYMKOM JIEKAPCTBEHHOTO TIperapara MOTYT TPHUBIEKAThCS
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IOpUAMYECKUE JUIa JII000i OpraHu3allMOHHO-TIPABOBOM (POPMBI MPU YCIIOBUU 0OECTIEYEHHUS] COOTBETCTBUS
3THUX MCCIIE0BaHUH TpeOoBaHUAM HacTosero degepaabHOro 3aK0Ha.

7. KnuHuyeckue HCCleOBaHUS JIEKAPCTBEHHBIX MPENapaTroB Ui MEIUIMHCKOTO MPUMEHEHUs
HOPOBOJATCS B MEAMIMHCKUX OpraHu3alusix, AaKKPeIUTOBAHHBIX YIOJHOMOUYEHHBIM (heaepanbHbIM
OpraHOM HCIIOJIHUTENBHOM BJacTM B MOpsjake, YycTaHoBieHHOM IIpaButenbctBoM Poccuiickoii
®denepauuu.

TAPAHT:
C 1 suBaps 2021 r. akkpeauTanus MEIUIUHCKUX OpraHU3AMK Ha MPaBO MPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB JIJIsl MEIUIMHCKOTO IPUMEHEHUSI OTMEHEHA

8. [IlepeyeHb MEIUIMHCKUX OpPraHM3alMd, HUMEIOIIMX TMPABO TMPOBOJUTH KIMHUYECKHE
UCCJIEIOBAHMSI JIEKAPCTBEHHBIX MpEnaparoB JUisi MEAMIMHCKOTO MPUMEHEHHS, U PEecTp BbLAAHHBIX
paspelieHuii  Ha  MpPOBEJEHUE  KIMHUYECKMX  MCCIEAOBAaHUN  JIEKAPCTBEHHBIX  IPENapaToB
OITYOJIMKOBBIBAIOTCS ¥ Pa3MEILAI0TCs YIIOJTHOMOYEHHBIM (eIepaIbHbIM OPTaHOM HCTIOTHUTEIBLHON BIACTH
B YCTaHOBJICHHOM MM IOPsIJIKE Ha CBOEM o¢uLinanbHOM caiite B cetu "MHTepHer".

TAPAHT:

CM. koMMeHTapuu K cTathe 38 HacTosero denepabHOro 3aKOHa

Wuopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 39 nacmosiwyeco Dedepanbroco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npedbloyuell pedaKyuu
Crarbs 39. PenieHue o mpoBeqeHUM KIMHUYECKOTO WCCIICIOBAHMS JICKAPCTBEHHOTO Iperapara
JUTSL METUITUHCKOTO TIPUMCHCHHSI

1. KnuHuueckoe wuccienoBaHUE JIEKapCTBEHHOIO Mperapara A MEAMIIMHCKOTO MpPUMEHEHUs
MIPOBOJIMTCS HAa OCHOBAHWH DPA3pPEHICHHS HA TPOBEJACHHUE KIMHUYECKOTO HCCIEAOBAHUS JICKAPCTBEHHOTO
mpenapaTa, BBIIAaHHOTO YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJMHUTENBHOW BIACTH IO
pe3ysibTaTaM 3KCHEPTU3Bl JIOKYMEHTOB, HEOOXOIUMBIX JIJIS TOJYYCHHsI pa3pelieHds Ha IPOBEICHUC
KIIMHUYECKOTO UCCIIEIOBAHMSI IEKAPCTBEHHOTO MperapaTa U S THYECKON IKCIEPTU3HI.

2. Jlns mosrydeHUsl pa3pelieHusi Ha MPOBEICHUE KIMHUYECKOTO WCCIIEIOBAaHUS JIEKAPCTBCHHOTO
npemnapara Juis MEAUIIMHCKOTO TPUMEHEHHUS 3asBUTENb MPEACTABISET B YIOJTHOMOYECHHBIN (enepalbHbIii
OpTaH UCIIOJIHUTETHPHON BIACTH:

1) 3asgBieHHe O BblIade pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOTO HCCIeIOBaHUS
JICKapCTBEHHOTO TIperapara Jyisi MeIUITUHCKOTO IPUMEHEHHUS;

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 2 uzmenen c 1 samnsapsa 2021 a. - @eodepanvhuiii 3axon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio

2) KOMUU IOKYMEHTOB, MOJTBEPKIAIONINX YIUIATy TOCYJAapPCTBEHHON MOILIMHBI 32 MPOBEICHUE
STUYECKOW DKCHEPTH3BI, SKCIEPTU3Bl JIOKYMEHTOB Ha JIGKAPCTBEHHBIM TIpermapaTr JUIS TOJTYYCHHS
paspelieHuss Ha TPOBEJACHHE KIMHUYECKOTO UCCIEOBAHMS JICKAPCTBEHHOTO Mpemnapara s
MEJMIIMHCKOTO TPUMEHEHHS, 3a BBIIaYy pa3pelieHUs Ha IMPOBEJCHUE KIMHUYECKOTO HCCIICOBAHUS
JIEKapCTBEHHOTO TperapaTa s MEAUIIMHCKOTO IPUMEHEHHUS, 32 MPOBEICHNE YKCIIEPTU3BI JOKYMEHTOB Ha
JICKapCTBEHHBIN  MpemapaT Ui TOJYYeHUs pa3pelieHHWsl Ha  IMPOBEICHUE  MEXKIYyHApPOIHOTO
MHOTOIICHTPOBOTO KJIIMHUYECKOTO HCCJIENOBAaHUS JIGKAPCTBEHHOTO TMpemapara s MEIUIIMHCKOTO
MPUMEHEHHS, 32 BBIJauy pa3pelicHHs Ha MPOBEICHNE MEXTYHAPOHOTO MHOTOIICHTPOBOTO KIIMHUYECKOTO
WCCJICIOBAHMsI JICKQPCTBEHHOTO Tpernapara JUisi MEAUIIMHCKOTO TMPUMEHEHUs, 32 MPOBEACHHE ITHUYECKOU
9KCIIePTH3bI, DKCIEPTHU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IpernapaT IS TOJIYJYCHHS pa3pellcHHs Ha
MPOBEJICHUE TOCTPETUCTPAIMOHHOTO KJIMHHYECKOTO HCCIEAOBaHUS JICKAPCTBEHHOTO TIperapara Juis
MEIUIIUHCKOTO TIPUMEHEHHUs, 3a BBIAAYy pas3pelieHUusT Ha MPOBEACHUE IOCTPETUCTPAIIMOHHOTO
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KJIMHUYECKOI'0 MCCIIeI0BaHUs JIEKAPCTBEHHOTO Ipernapara JUisi MEAULIMHCKOTO IPUMEHEHUS;

3) OpOTOKON KIMHUYECKOIO HCCIIEJOBAHMs JIEKAPCTBEHHOIO IIpernapara A MEAMLIMHCKOIO
IPUMEHEHHUS;

4) GporIropy Bccaea0BaTes;

5) uHdopMaMOHHBIHN JIMCTOK NALIUEHTA;

6) cBeneHus o0 ombITe pabOTHI MCCIENOBATEIeH MO COOTBETCTBYIOUIUM CIIEHUAIBHOCTAM U HX
OIbITE PAOOTHI IO MIPOBEAECHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBeneHUs O MEOUIMHCKUX OpraHM3alMsIX, B KOTOPBIX NPEAINOJAraercs IpOBEIECHUE
KJIMHUYECKOI'O HCCIIE0BAaHMs JIEKAPCTBEHHOIO Ipernapara A MEIULUHCKOrOo NPUMEHEHUs (IOJIHOE U
COKpAIlleHHOE HaMMEHOBAHWsS, OPTaHU3AIMOHHO-TIpaBOBast (opMa, MECTO HAaXOXKAECHUS M MECTO
OCYILECTBIICHUS J€SITEIbHOCTH, TeIeoH, Tenedake, aapec 3JIEKTPOHHON MOUThl KaXIOW MEIUIMHCKON
OpraHu3aIm);

8) cBeleHHMs O IpeANoJaraeéMblX CpOKax [MpPOBEACHUS KIMHUYECKOTO  HCCIIEIOBaHUS
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJUIIUHCKOTO IPUMEHEHMUS;

9) xomuio A0roBopa 00s3aTEIBHOIO CTPAXOBaHMS, 3aKJIHOYEHHOTO B COOTBETCTBUM C TUIIOBBIMU
npaBUiIaMy  00S3aTENFHOTO CTPaxOBaHMSA, C YyKAa3aHHEM TPEACIbHON YHCICHHOCTH NAalUeHTOB,
y4acCTBYIOUIMX B KJIMHUYECKOM HCCIIEIOBAaHMM JIEKAPCTBEHHOro Mpernapara JUisi MEIULUHCKOIro
PUMEHEHHUS;

10) undopmanuio o cocraBe JIeKapCTBEHHOTO Ipernapara JUisi MeAMLIMHCKOr0 IPUMEHEHHUS;

11) 1OKyMEeHT, COCTaBIEHHbIN MPOU3BOAUTEIEM JIEKAPCTBEHHOI'O Mpernapara A MEAUIMHCKOIO
OPUMEHEHHUsS W CoJepKallluii IOoKa3aTenu (XapaKTepUCTHUKM), a TaKKe CBEIEHUS O JICKapCTBEHHOM
npernapare Ui MEAMIMHCKOIO IPHUMEHEHUs, IPOMU3BEACHHOM /Il MPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUM;

Undopmaris 06 n3MEHEHUAX:
Ilynxkm 12 usmenen ¢ 1 sneaps 2021 e. - @edepanvuviii 3axon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
12) cBeneHust 0 AaTe MPEAOCTABICHUS M PETHCTPAIIMOHHOM HOMEpPE JIUIEH3UH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEJCTB B Cily4yae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO Ipernapara OCYLIECTBISETCS B
Poccuiickoit ®enepaunu, WM CBEICHHUS O JaTe€ MPEAOCTABICHHS M PETUCTPAMOHHOM HOMEpPE
3aKJTIOYEHHUS O COOTBETCTBUHM MPOU3BOJUTENS JIEKAPCTBEHHOTO Tpenapara TpeOOBaHUSAM MPABUI
HaJUIeKaIeld TMPOU3BOJCTBEHHON MPAKTUKHU, MPEIOCTAaBICHHOTO YIOJHOMOUYEHHBIM OPraHOM CTpaHBI
MIPOU3BOJAUTEIS JIEKAPCTBEHHOTO Mperapara.

Wndhopmarrist 06 n3MEHEHUSX:

Cmamuws 39 donoanena wacmoio 2.1 ¢ 1 sneaps 2021 e. - @edepanvuviii 3axon om 27 dexabps 2019 e. N
478-D3
2.1. B cnyuae HempeACTaBIEHUs C 3asABICHUEM O BBbIJA4Y€ pa3pellieHUus Ha IPOBEICHUE
KJIMHAYECKOI'0 MCCIJIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara il MEIUIMHCKOTO NPUMEHEHHUS JTOKYMEHTOB
(cBeZeHM), TOATBEPIKJIAIOIIMX YIUIATY OCYJAapPCTBEHHON MOIUIMHBI M YKA3aHHBIX B ITYHKTE 2 4acTu 2
HACTOALIEH CTaTbM, a TaKXe BbIJaBAEMbIX (MPEAOCTABISIEMBIX) YHNOJHOMOYEHHBIMU (enepalbHbIMU
OpraHaMH MCIIOJHUTEIbHOM BIACTH JOKYMEHTOB (CBECHMI), YKa3aHHBIX B IyHKTe 12 yacTu 2 HacTOALIeH
CTaTbhH, YIOJHOMOYEHHBIH (eaepanbHblii OpraH MCIOJHUTEILHON BIIACTH 3alpaliliBaeT yKa3aHHbIE
JIOKYMEHTHI (CBE/IEHUS ) B MOPSAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMO/ICHCTBHSL.
3. B cpok, He nmpeBbIIaoNNi IATH pabodyux JHEH co AHS NPUHATHS YKa3aHHOTO B ITyHKTE | yacTu
2 HACTOAIIECH CTaThbU 3asBICHUS U HEOOXOIUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (hefepalbHbld Opran
VICITOJIHUTEJIBHON BIIACTH:
1) npoBOANT MPOBEPKY MOJHOTHI U TIOCTOBEPHOCTU CBEAECHUM, COAECPIKAILNXCS B IIPEJICTAaBICHHbIX
3asBUTEJIEM JOKYMEHTAX;
2) NIpUHUMAET PELIEHUE O MPOBEACHUM SKCIIEPTU3bl JOKYMEHTOB /IS MOJYYEHHS pa3pelIeHUs Ha
IIPOBEICHNE KIMHUYECKOTO UCCIEA0BaHMS JIEKapCTBEHHOIO Mpernapara AJisi MEIUIIMHCKOTO MPUMEHEHUS U
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STUYECKON IKCIEPTU3BI WK 00 0TKa3e B MPOBEICHUH YKA3aHHBIX IKCIIEPTH3;

3) yBemomusieT B 3JEKTPOHHON (opMe WM Ha OyMaKHOM HOCHUTENE 3asBUTENSI O MPUHSITOM
pelieHuu 1100 B ciydyae MPUHATHUS PelIeHUs 00 OTKa3e TakKe ¢ YKa3aHHUeM IMPUYHMH TaKOTo 0TKa3a;

4) MoAroTaBIMBAET W HANpPABISET B 3KCIEPTHOE YUPEXKIEHUE M COBET IO ITUKE 3aJaHUE Ha
IIPOBE/ICHUE COOTBETCTBYIOIINX IKCIIEPTHU3.

4. B cnyyae BBISIBICHHS] HEMOJTHOTHI M (MJIM) HEIOCTOBEPHOCTH HMH(OpMAIMH, COAEpIKaIICHCS B
MPEJICTABICHHBIX 3asBHUTEIEM JOKYMEHTaX, YIMOJHOMOYEHHBIH (QenepalibHblil OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABIIET 3aSBUTEIIO 3alpOC 00 YTOUHEHUH yKa3aHHOW WH(popMmanuu. JJaHHBIH 3a1pOC MOKET
OBITh Ilepe/iaH YIOJTHOMOYEHHOMY MPEICTABUTEINIO 3asBUTENS JIMYHO MOJ] PACIIUCKY, HAIIPABIIEH MO MOYTe
3aKa3HbIM [TMCHMOM WJIH TEpesiaH B SJIEKTPOHHOU (pOopMe MO TEIEKOMMYHUKAIIMOHHBIM KaHalaM CBs3U. B
Cly4yae HaIpaBJIEHHWs AAHHOTO 3alpoca IO MOYTE 3aKa3HbIM INUCBMOM OH CUMTAETCS MOJIYYEHHBIM IIO
UCTEYCHNUHU IIECTH JHEH C JaThl HANpaBJICHHs 3aKa3HOTO MUChbMA. 3asBUTENb 00s3aH MPEICTaBUTh OTBET
HAa 3aMpoc YIOIHOMOYEHHOTO (eIepalIbHOTO OpraHa UCTIOJHUTEIBLHOM BIACTH B CPOK, HE MPEBBILIAOIIHIHA
JeBsSHOCTa pabouux AHeW co JHS ero nonydeHus. Cpok, yKa3aHHBIM B 4acTW 3 HACTOSIIEH CTaTbH,
MPUOCTAHABIMBAETCA CO JIHSA HAMPaBJICHUS 3asBUTEIIO 3aIpOoca YIIOIHOMOYEHHOTO (peiepaabHOro opraHa
UCIIOJTHUTENIbHOM BJIACTU /0 JHS IOJIyYEHHS UM COOTBETCTBYIOLIEIO OTBETA U HE YUYUTHIBACTCSA IPU
UCUMCIICHUH CpPOKa TMPUHATHS YHOJHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJHUTENBLHOM BIACTH
pelieHus O IPOBEIEHUM SKCIEPTH3bl JOKYMEHTOB JUIsl IOJIyYEHHUS pa3pellieHHs Ha IpPOBEICHUE
KJIMHUYECKOr'0 UCCIIE0BaHUs JIEKapCTBEHHOIO Mpenapara Jijisi MEAUIUHCKOrO IPUMEHEHHS.

5. OcHoBaHMEM AJIsl OTKa3a B MPOBEACHUU AKCIEPTU3BI JOKYMEHTOB JUISl MOJIYUYEHHs pa3peleHus
Ha [pOBEACHUE KIMHUYECKOIO HCCIEAOBAaHUs JIEKAPCTBEHHOIO Ipernapara Juisi MEIULUHCKOTrO
IPUMEHEHHUS U TUYECKON IKCIEPTU3BI ABIISETCS MPEACTABICHNE JOKYMEHTOB, IPEAYCMOTPEHHBIX YaCcThbIO
2 HACTOSIIEH CTAaThU, B HEMOJIHOM O00bEeMe, HElPeICTABICHHE 3asBUTEIEM B YCTAHOBICHHBIA CPOK OTBETA
HA YKa3aHHBIH B dYacTu 4 HACTOSIICW CTAaTbH 3alpoc YIOJHOMOYCHHOTO (eAepabHOrO OpraHa
UCTIOJIHUTENIBHOW BJIACTH JTUOO OTCYTCTBHE B IPEJICTABICHHBIX JOKYMEHTaX MCUYEPIBIBAIOLIETO MEepedHs
HeoOxoauMol uHpopMauuu WiM UH(OPMAaLMK, KOTOpas I0JDKHA ObITh OTpakeHa B HHUX, a TaKxKe
OTCYTCTBUE MH(OpMaIUK, MOATBEPKAAIONMIEH (akT yIuiaThl rOCyJapCTBEHHON MOLUIMHBI 33 MPOBEACHUE
STUYECKON HKCHEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IpemapaT i MOJIy4yeHUs
paspelleHusT Ha IPOBEICHHE KIMHUYECKOIO HCCIECJOBAHMs JIEKapCTBEHHOIO Ipenapara Ui
MEJMIIMHCKOTO MPUMEHEHHUs, 3a BblIauy pa3pelleHus Ha IpOBEICHUE KIMHHYECKOrO HCCIEIOBAHUS
JIEKapCTBEHHOTI'O IIpernapaTa 1yl MEAUIIMHCKOTO IPUMEHEHHS, 3a IPOBEICHUE IKCIIEPTU3BI JOKYMEHTOB Ha
JIEKapCTBEHHBIN MpemapaT JUIsl [OJIYY4EHUs pa3pelleHHs] Ha IPOBEIEHUE  MEXKIYyHapOJIHOTO
MHOTOLICHTPOBOI'O  KJIMHUYECKOTO HCCJIENIOBAaHUS JIEKAPCTBEHHOrO Ipemnapara A MEAMIMHCKOTO
IPUMEHEHHS, 32 BblJauy pa3pelieHns Ha IPOBEIEHNE MEXTYHAPOIHOTO MHOTOLIEHTPOBOI'O KIIMHUUYECKOTO
MCCJIEJOBAHMSI JIEKAPCTBEHHOTO Ipenapara Uil MEAUIMHCKOTO MPUMEHEHUs, 3a IPOBEACHUE ITHUYECKOU
9KCIIEPTU3bI, IKCIEPTU3bl JOKYMEHTOB Ha JIEKApPCTBEHHBIM IpemnapaTr Ajis MOJy4YeHHs pa3pelieHus Ha
IIPOBEJECHUE TOCTPErMCTPALMOHHOIO KIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOIO IIpernapara s
MEAMIIMHCKOTO TPUMEHEHMs, 3a BbIJady pa3pelieHus] Ha MPOBEACHHE MOCTPErHCTPAlMOHHOTO
KJIIMHUYECKOIO UCCIIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapara Juisi MEQUIUHCKOTO IPUMEHEHUS.

6. IlpoBenenue »HKcmepTU3bl JOKYMEHTOB I TMOJNYYEHUsS paspelleHus] Ha TpOBEACHUE
KJIIMHUYECKOI'0 MCCIIEOBaHMS JIEKAPCTBEHHOTO MpenapaTa sl MEAULUHCKOIO IPUMEHEHUS U ATUYECKOU
9KCIIEPTHU3bI, COCTABIICHNE KOMUCCUEH SKCIIEPTOB U COBETOM I10 3THUKE 3aKIIOYEHHUNH O BO3ZMOKHOCTH WIIU
HEBO3MOKHOCTH IPOBEICHMS TaKOTO KJIMHUYECKOIO MCCIEAOBAaHUS M HANPABIECHUE ITHX 3aKIOYCHHUN B
YIIOJTHOMOYEHHBIN  (peepanbHblii OpraH HCHOJHUTENBHON BIIACTH OCYHIECTBIIAIOTCS B CPOK, HE
NPEBBIIAIOIINNA TpUAIATH pabouyux JHEH cOo JHS TOJXYYEHHUs SKCHEPTHBIM YUYpEeXKJECHHEM 3aJaHus
YIIOJTHOMOYEHHOTO (heiepaJbHOr0 OpraHa MHCIOJHUTEIBHOW BIIACTH C TPUIOKEHHEM JIOKYMEHTOB,
yKkazaHHbIX B myHkTax 3, 4, 10 m 11 wactu 2 HacTosmied CTaThbW, M COBETOM IO AITHKE 3aJlaHUs
YIIOJHOMOYEHHOTO (heiepaJbHOr0 OpraHa MHCIOJIHUTEIbHOW BIIACTH C MPHIOKEHHEM JIOKYMEHTOB,
YKa3aHHBIX B MTyHKTax 3 - 6, 8 1 9 uacTu 2 HACTOSIIEH CTAThU.

7. B cpok, He TIPEBBIMIAIINA ATH Pab0YMX THEH CO JHS MOJTyYEHUs 3aKIIOUYEHUN, YKa3aHHBIX B
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yacTy 6 HaCTOSIIIEN CTaThH, YIIOJTHOMOUYEHHBIN (he/iepaabHblii OpraH UCIOJIHUTEIbHON BIACTHU:

1) ocyuiecTBieT OLEHKY HOCTYNMBIIMX 3aKJIIOUEHUN Ui ONpPENENEHHUs HMX COOTBETCTBUS
3aJJaHUSAM Ha NIPOBEICHUE COOTBETCTBYIOIIUX IKCIIEPTHU3;

2) npUHMMAET pPELICHHE O BBIJAYE pa3pelIeHUs] Ha IPOBEIECHUE KIMHUYECKOTO MCCIIEI0BaHUS
JIEKapCTBEHHOT0 IpenapaTta Ajs MEAULMHCKOro NPUMEHEHUs WIM 00 OTKa3e B BblAAue YKa3aHHOI'O
paspereHus;

3) BbIIAET pa3pellieHre Ha MPOBeIeHNe KIMHUYECKOI0 MCCIIEJ0BAHUS JIEKapCTBEHHOIO Mpenapara
JUTS. MEIUIIMHCKOTO IPUMEHEHHUS WK pelieHrne 00 OTKa3e B BhIJJau€ YKa3aHHOTO pa3pelieHHs ¢ yKa3aHHEeM
IIPUYUH OTKAa3a.

8. OcHOBaHMEM JUIsl OTKa3a B BbIJIaUu€ pa3pelleHUs Ha MPOBEICHUE KIMHUYECKOIO MCCIEI0BaHUS
JIEKapCTBEHHOI'O IIpenapara A MEJULMHCKOrO IMPUMEHEHUS SBJIACTCS HAJIMYUE 3aKJIFOUYEHUS KOMUCCUU
OKCIEPTOB WM 3aKIOYEHHUS COBETa IO JTHUKE O HEBO3MOXHOCTH IPOBEACHUSI KIMHUYECKOTO
UCCIIEOBaHMs JICKAPCTBEHHOI'O Ipenapara s MEIULUUHCKOTO IPUMEHEHMs 10 pe3yJsbTaTaM
IIPOBEJCHHBIX 3KCIEPTU3, MPEIYCMOTPEHHBIX YacThi0 O HACTOSALIEH CTAaThU.

9. Pemenne 00 oTkasze B MPOBEIEHUM 3KCIEPTU3bl JOKYMEHTOB Ul MOJYYEHHUS pa3pelleHus Ha
IIPOBEJCHUE KIMHUUYECKOr0 UCCIEA0BAaHN JIEKAPCTBEHHOIO MIpenapara il MEJUIIMHCKOr0 IPUMEHEHUS U
JTUYECKOM DJKCHEPTHU3bl M B BbIIAYE paA3pPELICHHUs Ha INPOBEACHHE KIMHUYECKOIO HCCIIECIOBaHMS
JIEKapCTBEHHOTO TMperapara il MEJUIIMHCKOTO MPUMEHEHHS MOXKET OBITh O0KaJIOBaHO B TOPSIIKE,
YCTaHOBJIEHHOM 3aKOHOAATenbCTBOM Poccuiickoit @enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 39 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim sakonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii PedepanvHulii 3aKOH OONOJIHEH
cmamuveu 39.1, scmynaroweu 6 cuny c¢ 1 uroasn 20135 e.

Crarbsa 39.1. DTnueckas 3kcnepTusa

1. DTrueckas IKCIepTU3a MPOBOIUTCS COBETOM I10 STHUKE, CO3AaHHBIM B MOPSAKE, YCTAHOBIECHHOM
YIIOJTHOMOYEHHBIM (pe/iepalibHBIM OpPTaHOM HCIIOJMHHUTEIBHONW BIACTH, B IENSIX BbIIAYM 3aKIIOYCHHS 00
ATUYECKONW OOOCHOBAHHOCTH BO3MOXKHOCTU TMPOBEJCHUS KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIUHCKOTO IPUMEHEHHS.

2. DKcmepramMu COBETa MO JTHKE MOTYT OBITh MPEACTABUTENN MEAMIIMHCKUX OpraHu3alui,
HAyYHBIX OpraHu3aluii, 00pa30BaTENbHBIX OPraHU3AIMI BHICIIErO0 00pa30BaHUS, a TAKXKE MPEACTABUTEIH
OOIIIECTBEHHBIX OpraHU3alMM, PEITUTHO3HBIX OPTaHHM3allMid U CPEACTB MaccoBoi MH(popManuu. [laHHBIE
9KCIIEPTHl HE JIOJDKHBI HAaXOIUTHCS B KAKOH-IMOO 3aBHCHMOCTH OT pPa3paOOTUYMKOB JIEKapCTBEHHBIX
MPENapaToB U APYTHUX JINILI, 3AMHTEPECOBAHHBIX B PE3YJIbTATAX 3TUYECKON IKCIIEPTHU3HI.

3. Omnara yciIyr 53KCIEpPTOB COBETa IO 3THUKE OCYHIECTBISETCS Ha OCHOBAaHUU JOTOBOPA,
3aKTIOUYEHHOTO MEXAY YIMOJTHOMOUYEHHBIM (eepalbHbIM OpraHOM HCIIOJHUTEIBHOM BIIACTH, KOTOPHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYET OMKETHBIX ACCUTHOBAHUM,
MIPETYCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (peepaabHOMy OpraHy UCIIOJIHUTEILHON BJIACTH, KOTOPBIM CO3/1aH
COBET TI0 JTHKE, B (eiepalbHOM OI0JKETe Ha COOTBETCTBYIOIIHMA IO Ha OOECTIIeUeHUE ero e TENbHOCTH,
B pasmepax, ycraHoBieHHbIX [IpaButensctBoM Poccuiickoit deneparum.

4. DKcrepThl COBETa MO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHO/IATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa M0 ITHKE, TOJI0KEHHE 00 3TOM COBETE, MOPSIOK €0 ACITeIbHOCTH, TPEOOBAHUS
K KBaTU(UKAIMK W OMBITY PabOTHI MO HKCIEPTHON OICHKE HAYYHBIX, MEAUIMHCKAX U ITHUYECKUX
ACMEKTOB KJIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENapaToB sl MEIUIMHCKOTO MPUMEHEHHS,
MPEABSABISIEMBIE K DJKCIEPTaM COBETA IO 3THKE, IOPSAJI0K OPraHU3alMu W MPOBEICHHS STHYECKOU
IKCIIEePTH3bl, (hopMa 3aKITIOYEHHUS COBETa IO dTUKE YCTAHABIMBAIOTCS YIMOIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCHOJHHUTENbHON BiacTu. YUYWCIO mpencTaBuUTeNed MEIUIIMHCKUX OpraHu3aluid HE MOXET
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IPEBBIILIATH [TOJIOBUHY OT OOLIEro YKciia 3KCIIEPTOB COBETA IO ATHKE.

6. Mudopmarust o cocraBe coBeTa IO ITHUKE, IJIAHAX €ro paboThl M TEKYyIleill NesTelbHOCTH
pasmenaercs Ha OpULIHAIBHOM CaiiTe YIOJTHOMOYEHHOTO (e1epajbHOIO OpraHa UCIOIHUTENIbHON BIacTH
B ceTH "MHTepHET" B yCTAaHOBIEHHOM UM I1OPSI/IKE.

TAPAHT:

CMm. xommeHTapuu Kk ctatbe 39.1 Hacrosmero @eaepanbHOro 3aKOHa

Crarbs  40. HpOBeI[eHI/IC KIIMHUYCCKOIr0 HMCCICAOBaHUA JICKAPCTBCHHOI'O IIpfliapara I
MCIUIIUHCKOI'0 MPUMCHCHUA

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 oexaops 2014 2. N 429-D3 ¢ uacme 1 cmamvu 40 nacmosiweco
DedepanbHo20 3aKOHA 6HeCelbl UsMeHeHus:, scmynarowue 6 cury ¢ 1 uoas 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

1. PykoBoauTeab MEIUIMHCKOW OpraHHW3alid, KOTOpas MPOBOIHWT KIMHUYECKOE HCCIICIOBAHHE
JICKapCTBEHHOTO TIperapaTa Jijisi MEAUIIMHCKOTO IIPUMEHEHH S, Ha3HAYaeT UCCIICIOBATENs, OTBETCTBEHHOTO
3a TMPOBEJCHUE TaKOTO KCCIICIOBAHUS W HMMEIOUIEr0 JICUYCOHYIO CIEHUAIBHOCTh, COOTBETCTBYIOUIYIO
POBOJUMOMY KJIMHUYECKOMY HCCIIEIOBAaHHMIO JICKAPCTBEHHOTO IIperapara, O CTakeM paboThl T10
porpaMMaM KIIMHUYECKUX MCCIICIOBAHUI JIEKAPCTBEHHBIX NPENapaToB HE MEHEE YeM TPH rojia U 1o ero
NPEIOKEHUIO Ha3HAYaeT COMCCIIEIOBATENIeH U3 YHCia Bpadyel 3TOM MEAMIIMHCKOW OpraHU3aIiH.

2. HccnenoBaTenb OCYMIECTBISET BBHIOOP MAIIMEHTOB, KOTOPBIE IO MEIUIIMHCKUM MOKAa3aHHUSIM
MOTYT OBITh NMPHUBJICYEHBI K YYACTHUIO B KIMHUYECCKOM HCCJICIOBAHWUHU JICKAPCTBEHHOTO Ipemnaparta Jyis
MEIUIIUHCKOTO TPUMEHCHUSI.

3. HcchemoBarenb W COMCCIEIOBATENH JOJDKHBI OBITh O3HAKOMIIEHBI C pe3yJbTaTaMu
JTOKJIMHUYECKOTO MCCIEA0BaHUS IEKAPCTBEHHOTO CPENICTBA, COJEPKAIIMMHUCS B OpOIIIIOpe UCClIe0BaTeNs,
IPOEKTOM TIPOTOKOJIa KIIMHHUYECKOTO HCCIIEOBAaHUS JIEKAPCTBEHHOTO Tpernapara il MEIUIITHCKOTO
MPUMEHEHHUs, pa3pabOoTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO Mpernapara WIW WHBIM OPUIAYECKHIM
JUIIOM, TPHUBJICKACMBIM K OpTaHHM3AIMH TIPOBEJACHUS KIMHHYECKOTO HCCIICIOBAHHS JICKAPCTBEHHOTO
npemnaparta Jisl METUIIUHCKOTO MPUMEHEHUSs, U IPYTUMU MaTepuagaMi TaKoro UCCIIeIOBaHUS.

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 29 nosopa 2010 2. N 313-D3 cmamos 40 nacmosiwezo Dedepanrbroco
3akoHa oonoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aueaps 2011 e.
3.1. PykoBoauTens MEAUIIMHCKOW OpPraHU3allii B CPOK, HE MPEBHIMIAIONINN TpeX pabounx JHEH co
JTHS Hadaja MPOBEJCHUS KIMHUYECKOTO WCCIICOBAHMS JICKAPCTBCHHOTO Tperapara JyUisi METUITHHCKOTO
MPUMEHEHHUs, coo0ImaeT o0 3TOM B YIOJIHOMOYEHHBIH (efepanbHbIi OpraH HMCIONHUTEIBHON BIIACTH,
BBIJIABIIUH pa3penicHre Ha TPOBEACHUE TAKOTO UCCIICAOBAHMUS, TI0 YCTAHOBJICHHON UM (opMe.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 11 oxkmsaops 2010e. N 271-D3 ¢ uacme 4 cmamovu 40 nacmoswezo
DedepanbHoco 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexkcm wacmu 6 npeovioyujel peoaKyuu
4. OpraHn3anuy, OCYIIECTBIISIOIIME OPTraHU3AIMI0 IPOBEACHUS KIMHUYECKOTO HCCIEN0BAHUS
JIEKapCTBEHHOI'0 Ipemnapara Uil MEIWLHMHCKOTO INPUMEHEHHMs] M YKa3aHHbIE B 4YacTu 3 craTbu 38
Hactosuero denepanbHOro 3aKOHA, B Cilydae HEOOXOIMMOCTH BHECEHMsS] W3MEHEHHH B IPOTOKOI
KJIMHUYECKOT'O UCCIIeI0BAHMSI JIEKAPCTBEHHOTO Mpernapara sl MeIMIIMHCKOr0 MPUMEHEHHs COO0IaoT 00
3TOM B YIIOJIHOMOYEHHBIH (eaepanbHbIi OpraH HMCIOJIHUTEIbHON BIIACTH, BBIJABIIMM pa3pelieHHe Ha
IPOBE/IEHUE TAKOTO UCCIIEIOBAHUS, 110 YCTAaHOBIEHHON UM (hopMme.

Wudopmanust 060 U3MEHEHHUAX:

Deoepanvrvim 3akonom om 11 oxmaopsa 2010 2. N 271-D3 cmamoes 40 nacmoswezo Dedepanbrozo
3aKoHa donoaxena yacmoio 4.1
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4.1. ®opma coOOIIECHUS O BHECECHHMM HW3MCHEHUH B TPOTOKOJ KIMHUYECKOTO MCCICIOBAHUS
JIEKapCTBEHHOIO Mpernapara Ajisi MeIUIUHCKOT0 MPUMEHEHHS JOHKHA COJIEPKATh CIEAYIOIINE CBEACHUS:

1) HauMeHOBaHKE, UICHTU(DUKATMOHHBIN HOMEP U J1aTa MPOTOKOJIa KIMHUYECKOTO UCCIEI0OBAHUS;

2) naTa BHECEHUsI K3MEHEHUM B POTOKOJI KIMHUYECKOTO UCCIICIOBAHUS;

3) HaMMEHOBAaHKE U MECTO HAXOXKICHUS 3asIBUTEIIS;

4) HauMEHOBAHHME OpPTaHW3AIUH, MPHUBJICUYCHHONW Pa3pabOTYMKOM JIEKAPCTBEHHOI'O Mperapara K
OpraHU3aIMH MPOBEECHUS KIMHHYECKOTO HCCIICOBAHUS (ITPU HATMYNHN);

5) HaMMEHOBAaHMS M MECTa HAXOXKACHHUS MEAMIIMHCKUX OpPraHU3alMi, B KOTOPBIX IPOBOJUTCS
KJIMHHYECKOE UCCIIEIOBAHHUE;

6) nata BbIIAaYM pa3pelieHUsT HAa IPOBEICHHE KIMHUYECKOTO HCCIEIOBAHUS M HOMEp 3TOTrO
paspenicHus;

7) ©3MEHEHUs, BHOCUMBIE B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 5 cmamvu 40 nacmosiweco
DedepanbHo2o 3aKoHa 8HeceHbl UsMeHenus,, ecmynatouue 6 cuny ¢ 1 uons 2015 2.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

5. B cpok, He MpeBBIIAONINHN TPUAIATH pabounx JAHEH cO AHS MOJTYYEHHUS YKa3aHHOTO B yacTh 4
HACTOAIIEH CTaThU COOOIICHUS, YIMOJIHOMOYEHHBIH (QeepalbHbIil OpraH HWCHOJHUTENBHON BIACTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAHOBJIEHHOM UM IIOps/IKE U NMPUHUMAET PEIIEHUE O BHECEHUU
M3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO MCCIIEI0BAHUS JIEKAPCTBEHHOI'O IperapaTta sl MEIULMHCKOTO
IpUMEHEHUs WIM 00 OTKa3e BO BHECEHUMU Takux u3MeHeHuil. IIpu paccMoTpeHun cooOuieHust o
HEOOXOJUMOCTH BHECEHHUS H3MEHEHHUH B MPOTOKOJN KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOTO
npernapara sl MEIUIIMHCKOTO IPUMEHEHHS B LIEJIAX OLIEHKM 000CHOBAHHOCTH MPE/IaraéMbIX U3MEHEHUH
U OIPEACIICHUs CTENIEHU pUCKA JJI1 NAMEHTOB, IPUHUMAIOIIUX YYaCTHE B KIMHUYECKUX UCCIEIOBAHUSX,
YIIOJTHOMOYEHHBIM (pe/iepabHbIM OpraHOM HCHOJIHUTEIbHOM BIACTHM MOTYT HPHUBIIEKATHCS HKCIEPTHI
COBETA 110 JTHUKE.

6. KnuHuueckoe wuccienoBaHUE JIEKapCTBEHHOIO Mpernapara Jjis MEIWIMHCKOrO0 NPUMEHEHUs
MOXET OBbITh NPUOCTAHOBJIEHO WM IpPEKpalleHo, €ClIM B Mpolecce €ro IMpoBEACHUs OOHapyKeHa
ONAaCHOCTH JUIsl ’KU3HH, 370POBbs NAIMEHTOB. B cilyyae BO3HUKHOBEHMS ONACHOCTH JUISl KU3HHU, 370POBbS
MAlMEHTa, YYaCTBYIOIIET0 B KIMHUYECKOM MCCIIEI0BAHHUHU JIEKAPCTBEHHOTO IIpenapara ajis MEIULUHCKOTO
IPUMEHEHHUs, HUCCIeNoBaTeau o0sA3aHbl NPOUH(POPMHUPOBATH 00 O3TOM PYKOBOJUTENS METUIIMHCKOU
OpraHu3alliil W OpraHu3alMio, MOJYYMBIIYIO DPa3pelIeHHe YIOJIHOMOYEHHOTo (eaepasbHOro opraHa
VCITOJIHUTEJIBHON BJIACTH HAa OPTaHU3ALMIO NPOBEIACHUS KIMHUYECKOIO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara. Pemenue o NpuOCTaHOBIEHUH KIIMHUYECKOIO UCCIIEAOBaHUS JICKAPCTBEHHOTO IIpenapara JJis
MEAMIIMHCKOTO TPUMEHEHUS MPUHUMAIOT pPYKOBOAMUTEIb MEIUIIMHCKOW OpraHuM3auud | (Win)
OpraHu3aiysi, IMOJIyYyUBIIAs pa3pelleHUue YHOJTHOMOUYEHHOIo (heAepaJbHOrO OpraHa HCIOJHUTENbHON
BJIACTM HA OPraHU3aLMIO IPOBEIACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO IIpemapara s
MEJULUHCKOIO IPUMEHEHHUs, PEIICEHHE O IMPEKpalleHUH TaKoro HCCIEAOBAHUSA I[PUHUMACT
YIIOJTHOMOYEHHBIN  (enepaibHblil OpraH MWCIOJHUTEIBHOW BJIACTH HA OCHOBaHMHM COOOIICHUS B
NUCbMEHHONW (opMe pPYKOBOAMTENS MEIUIIMHCKONH OpraHu3alid WM OpraHu3alus, NOJy4YHMBIIAs
paspelieHrne yHoJHOMOYEHHOIo (enepaqbHOr0 OpraHa HCIOJMHUTEIbHOW BIIACTH Ha OpraHU3aLUIo
IIPOBEICHUS KIMHUYECKOT O UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAULIMHCKOIO IPUMEHEHU.

7. B cpok, HE MPEBBIMAIOIMNWNA TATH pab0odnX JHEW CO JTHS 3aBEepIICHUs, MPUOCTAHOBICHUS WIN
IIPEKpallCHUsl  KIMHUYECKOIO HCCIENOBAHMUSA  JIEKAPCTBEHHOIO  IIpemapara Jisd  MEAULUHCKOIO
IPUMEHEHHUs, COOOIIeHHe 00 3TOM HaIpaBlII€TCS OPraHU3alMsSMU, YKAa3aHHBIMH B 4YacTu 3 cTaTbu 38
Hacrosero denepaibHOro 3aKOHa, B YIIOJIHOMOYEHHBIN (he/iepalibHbli OpraH HCIOJHUTEIBHON BIACTH
10 YCTAaHOBJIEHHON UM (opme.

8. ®opma cooOLIEeHUsT O 3aBEPLICHUM, MPUOCTAHOBICHUM WJIM TPEKPAIICeHUH KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO IPUMEHEHHUS IOJKHA COAECPKATh:
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1) uapopManui0 0 MEIUIIMHCKON OpraHU3allud WX METUIIMHCKUX OPraHU3alUsX, MTPOBOIUBIINX
JIaHHOE HCCIIEI0BAHUE;
2) onyMcaHue JaHHOTO MCCIICIOBAHNUS,

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axkonom om 11 oxmsabps 20102, N 271-®P3 6 nynkm 3 uwacmu 8 cmamou 40
Hacmosuje2o PedepanbHoe0 3aKOHA HeCeHbl USMEHEeHUs

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu

3) nanHble uccnenoBarens ((pamunus, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMas JOJKHOCTb,
CHEHATBHOCTD, CTAX Pa0bOTHI IO MPOrpaMMaM KIMHUYECKUX MCCIIEOBAHUH JIGKApCTBEHHBIX MPENapaTos,
HepevyeHb KIMHUYECKUX MCCIEJOBAHUMN JIEKApCTBEHHBIX MPENapaToB, B KOTOPBIX OH NMPUHHMMAJ y4yacTue
(mepuozbl y4acTHsl) B KA4ECTBE MCCIIE0BATENS UM COUCCIIE0BATENS);

4) pe3yabTaT JAHHOTO UCCIIE0BAaHUS (3aBepIIEHUE, IPHOCTAHOBICHUE WU NPEKPALIEHUE JaHHOTO
UCCIICIOBAaHMS C YKa3aHHEM HMX MPUYUH U BIUSHHUSA Ha OLEHKY €ro pe3ysbTaToB, OOIIYIO OLIEHKY PHCKa U
OKU/IaeMOW  TOJIb3bl OT TPUMEHEHHUS HUCCIEAYyeMOIo JIEKapCTBEHHOrO IIpernapara, a Takke
npeJoiaraéMble ajabHee 1ecTBUs).

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wons 2015 2. N 241-D3 uacme 8.1 cmamvu 40 nacmosweco
DedepanbHoe0 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

8.1. Ilpu BbIABICHHH (efepaTIbHBIM OPraHOM HCIIOJHUTEIBHOW BJACTH, OCYIIECTBIISIOIIUM
(GYHKIMU TIO KOHTPOJIO W HAa30py B cdepe 3ApaBOOXpAaHEHUs, HAPYIICHHW TPaBUJ HaAJIeKalen
KJIMHUYECKON IPAKTUKH INPU INPOBEACHUU KJIMHUYECKOIO HCCIIECJOBAHMs JIEKAPCTBEHHOI'O IIpernapara,
BIMSIOUIMX Ha IOJHOTY M (MJIM) JAOCTOBEPHOCTb JAHHOTO KIMHUYECKOIO MCCIEIO0BaHUS, YKa3aHHBIN
(benepanbHbI OpraH MCIOJHUTEIBHON BIIACTH MPHUOCTAHABIMBAET MPOBEJICHHE JAHHOTO KIMHUYECKOTO
WCCJIEOBAHNS M BBIHOCUT MEIMIMHCKOM OPraHM3alMy, B KOTOPOM INPOBOJMUTCS JAHHOE KIMHUYECKOE
UCCIIeIoBaHMe, MpeanucaHue o0 yCTpaHEHWU BBIABJIEHHBIX  HapyuieHuid. [lpm  HeycTpaHeHHH
MEIUIMHCKOW OpraHM3alyell BBIABICHHBIX HApYLICHUH B YCTAaHOBJIICHHBIM B IIPEANHCAHUH CPOK
yKa3aHHbIN (enepanbHbIi OpraH HCHOJIHUTENBHOM BIIACTM TNPHUHUMAET pEHIEHHE O MPEeKpalleHun
IPOBEJCHUS KIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOI'O Ipenapara U HampaisieT B (eaepanbHbIi
OpraH HCHOJHMUTENIbHOM BJIACTH, OCYLIECTBIAIOMMNA (YHKIMHM 1O BBIpa0OTKE M pealu3aluu
roCy/1IapCTBEHHOW MOJUTHUKHA W HOPMAaTHBHO-IIPABOBOMY DETYJIUPOBAaHUIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIFOYEHHE O BBIABICHUU IIPU MPOBEACHUU JAHHOIO KIMHMYECKOTO MCCIIEJOBAHMS HAPYIIEHUN IPAaBUII
HaJJIeXallel KIMHUYEeCKON MPAaKTUKK JUIsl PUHATHS pelieHus] 00 OTMEHE pa3pellieHuss Ha OpraHu3alnio
IIPOBEICHUS JAHHOIO KIMHUYECKOTO HUCCIIEIOBAHMS C JNAThl IPUHATUSA PEIICHHUS O MPUOCTAHOBIICHUU
IIPOBEICHUS KIMHUYECKOTO UCCIIEI0BAHNS JIEKAPCTBEHHOT'O IIpenapara.

9. VYnonHoMoOuYeHHbIN (enepanbHbIii OpraH MHCIOJHUTENBHON BJIACTH OINYOJUKOBBIBACT U
pa3memniaer Ha cBoeM oduuuanbHoM caiite B cet "MHTepHer" cooOlieHHe O 3aBepLICHHH,
IIPUOCTAHOBIICHUHA WM MPEKPANICHUN KIMHUYECKOTO MCCIIEOBAaHUS JIEKAPCTBEHHOrO Ipemnapara i
MEIUIIUTHCKOTO NMPUMEHEHHUSI B CPOK, HE MPEBBIMIAIONINHI TSATH pabounx JHEH CO JHS €ro MoJIyueHUs, B
YCTaHOBJIEHHOM UM IOPSAKE.

10. YnonHoMmoueHHBIN (enepanbHblii OpraH HCHOJIHUTENBHOM BIIACTH OCYIIECTBIISIET BEICHHE
peecTpa uccienoBarenei, IpOBOJAIINX WIA IMPOBOJMBIINX KIMHUYECKUE MCCIIEIOBAHUS JIEKAPCTBEHHBIX
[IpenapaToB JUisi MEIAULUHCKOIO NPUMEHEHHS, B COOTBETCTBUU C YTBEP)KIECHHBIMM MM IpaBUIAMH H
pa3MelniaeT ero Ha cBoeM OQUIMaIbHOM caiiTe B ceTd "MHTepHEeT" B yCTaHOBIEHHOM UM TIOpSIJIKE.
YKazaHHBII peecTp COAECPKUT HH(POPMAIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSILEH CTaThH.

I1. Ortuer o0 pe3ynpTarax KIMHUYECKOTO HCCIENIOBAHMS JIEKAPCTBEHHOIO IIpernapara JJis
MEAMIMHCKOTO MPUMEHEHHS COCTABISETCS OpraHU3alMel, YKa3aHHOM B 4acTu 3 cTaTbyu 38 HACTOALIETO
@DenepallbHOTO 3aKOHA, HA OCHOBAHMM 3AKJIIOUYEHUN MEIUIUHCKUAX OpraHu3alui, MPOBOIUBIIHUX 3TO
UCCIICIOBaHNEe, U TPEICTABISETCS B YHNOJIHOMOYECHHBIM (enepanbHblii OpraH MCHOJIHUTENBHOM BIIACTH,
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BBI,I[aBH_II/Iﬁ Pa3spCII€CHUE Ha IMPOBCACHUEC 3TOr0 MCCICAOBAHUA, B CPOK, HE HpeBI)IH_IaIOH_[I/Iﬁ TPEX MECAILICB
CO [JHA Cro 3aBCpLICHUA, NPUOCTAHOBJICHUA WM IPCKpaAlICHUA, B MOPAAKC, YCTAHOBJIICHHOM
YIIOJIHOMOYCHHBIM (I)G,Z[CpaJ'IBHBIM OpraHom HCITOJIHUTEILHON BJIACTH.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 ¢ uacmo 12 cmamwvu 40 nacmoswezo
DedepanvbHo20 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uwacmu 6 npeovioyuel pedaKyuu
12. Hapymenue mnpaBui HaajIekalled KIMHUYECKOW MpakTUKH, (ambcudukamus pe3ysbTaToB
KJIMHUYECKOI'0 HMCCJIEJOBAHUS JIEKAPCTBEHHOTO Ipemnapara JUisi MEIUIMHCKOTO NMPUMEHEHHUS BJIEKYT 3a
c000i OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJATENHCTBOM Poccuiickoit denepanun.

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 ¢ uacmo 13 cmamwvu 40 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
13. TIlpu mpoBeAeHUM KJIMHUYECKOTO HCCIIEIOBAHUSA JICKAPCTBEHHOIO TMpemnapara JJis
MEAMIIMHCKOTO MPUMEHEHUs JOMycKaeTcs 3a00p y MalMEeHTOB OMOJIOTMYECKUX MaTepuanioB (00pa3Iibl
OMOJIOTMYECKUX JKMJIKOCTEW, TKaHEH, CEKPEeTOB W TMPOAYKTOB JKH3HEIEATEIbHOCTH 4eJIOBEKa,
(bU3MONOrMYeCKUX U TMATOJIOTMYECKUX BbBIJCNEHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHKPOOPTaHU3MOB,
OuornCcHitHBIN MaTepual) s ux uzydenusi B Poccuiickoit denepanuu u (wim) 3a npeaenamu Poccuiickoit
®enepanuu.

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ uacmo 14 cmamwvu 40 nacmosuwezo
DedepanvbHo2o 3aKOHA BHeCEeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
14. Tlopsinox BBo3a B Poccuiickyto @enepanuio u BeIBo3a 3a mpenensl Poccuiickoit @eneparuu
OMOJIOTMUECKUX  MAaTepuajoB, TIOJYYEHHBIX TPU TPOBEACHUH  KIMHUYECKOTO  HCCIICIOBAHMS
JIEKapCTBEHHOI'0 Ipemnapara Uil MEIUMIUMHCKOIO IIPUMEHEHUs, ycTaHaBiuBaercs [IpaBurenbcTBOM
Poccuiickoit @enepanuu.
TAPAHT:

CMm. xommeHTapuu Kk ctatbe 40 HacTosero denepabHOT0 3aKOHA

Crarbsa 41. JloroBop 0 NMpoBEACHUHM KIMHUYECKOTO MCCIIEOBAHUSA JIEKAPCTBEHHOTO Ipernapara
JUTST MEAUITUHCKOTO TIPUMEHEHU S

1. KnuHuyeckoe uccienoBaHHE JIEKApPCTBEHHOTO Mpemnapara i MEIUIIMHCKOTO MPUMEHEHHS
MIPOBOJIUTCS B COOTBETCTBUM C JOTOBOPOM O MPOBEICHUH KIMHHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
npenapara Ajas MEIUIMHCKOTO TPUMEHEHHUs, 3aKII0YaeMbIM MEXKJIy OpraHu3aluei, MNoJyuuBIIEH
paspelieHne YImoJTHOMOYEHHOTO (enepanbHOTO OpraHa HCHOJHUTEIBRHON BIIACTH HA OpPTraHU3AIUIo
MPOBECHUS TAKOrO0 MCCIEIOBAHUS, M MEIULMHCKOM OpraHu3alydei, OCYIIECTBIAIONICH MPOBEACHUE
TaKOT'O MCCIICIOBAHUS.

2. JloroBop O NPOBEAECHHHM KIWHUYECKOTO MCCIIENIOBAHMS JIEKAPCTBEHHOrO IIpenapara s
METUITMHCKOTO MPUMEHEHHS JTI0JDKEH COJIEPIKATh:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO UCCIIEIOBAHNUS;

2) ompeneneHue OOIIEH CTOMMOCTH MPOTPAMMBI JIAaHHOTO HWCCJIEIOBAHMS C YKAa3aHHEM CYMMBI,
MpeAHa3Havyaromencs JUIsl BBIIUIAT UCCIEA0BATENAM, COMCCIIEI0BATEIISAM;

3) ompenenenue GOpMBI IPEACTABICHUS PE3YIHTATOB JTAHHOTO MCCJICTOBAHMS B YIIOJITHOMOYCHHBIN
benepanbHBIN OPraH UCTIOTHUTENBHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctatbe 41 HacTosmero denepabHOTO 3aKOHA
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Cratbs 42. ®uHaHcoBOE oOecrieueHNe KIIMHUYECKOTO UCCIICIOBAHMS JICKAPCTBEHHOTO Mpemnapara
JUTSL MEAMITUHCKOTO TPUMEHEHUS

OduHaHCOBOE O0OCCIeUeHUE KIMHUYECKOTO WCCICIOBAaHUSl JICKAPCTBEHHOTO TMpemnapara s
MEUITMHCKOTO MPUMEHEHHS OCYIIECTBIISICTCS 3a CUET:

1) cpencTB denepanibHOTO OOKETA;

2) CpeACTB OpraHu3aluii, TMOJYYHMBIIMX pa3pelicHUe Ha OpPraHU3AIMIO IPOBEIACHUS TaHHOTO
UCCJIEI0BAHMS, B COOTBETCTBUH C YCIOBHUSIMHU JJOTOBOPA O €r0 MIPOBEICHUH;

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccutickoit denepalinu ICTOYHUKOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 4?2 HACTOSIIIETO (-Deﬂepa.]'ILHOFO 3aKOHa

Crarba 43. IIpaBa nanueHTOB, y4acTBYIOUIMX B KIMHMYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara Juist MeAMLIUHCKOTO IPUMEHEHHUS
1. VYuacTue mnanuMeHTOB B KIMHUYECKOM MCCJIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara s
MEIUIUHCKOTO IPUMEHEHUS SBIISIETCS 1T0OPOBOJIBHBIM.
TAPAHT:

OO0 opranuzanuy OTAEICHUN KIMHUYECKUX HCIBITAHUHM JIEKAPCTBEHHBIX IPENapaToB Ha 3JI0POBBIX
no0OpoBoJibliax cM. ipuka3 Munzapasa PO ot 25 asrycra 1992 r. N 235

2. IlanueHT WM €ro 3aKOHHBIN MpEACTaBUTEb NOJKEH ObITh WH(OOPMUPOBAH B MUCHMEHHOM
dopme:

1) o nexkapcTBEHHOM Mpernapare i MEAUIMHCKOTO MPUMEHEHHsS] U CYHIHOCTH KIMHHUYECKOTO
MCCIIEIOBAaHMS ATOTO JIEKAPCTBEHHOTO TIpenapara;

2) o 6e30MacHOCTH JIEKApCTBEHHOTO Mpenapara JUisi MEJUIIMHCKOTO MIPUMEHEHHUS, er0 0)KUIaeMON
3¢ ()EeKTUBHOCTHU U CTENIEHU pUCKa JUIs MTallUEHTa;

3) 00 ycnoBHsIX ydacTus HalMeHTa B KIMHUYECKOM HCCIIeI0BaHUHU JIEKapCTBEHHOTO Mpernapara s
MEIUITUTHCKOTO IPUMEHEHUS;

4) o uenu WUIAM LENAX U MPOJODKUTENIBHOCTH KIMHUYECKOT'O HCCIIEAOBAaHUS JIEKAPCTBEHHOTO
npernapara Uit MEUIUHCKOTO TPUMEHEHHS;

5) o pgeWcTBUAX NAlMEHTa B Cly4yae HENpeABUAECHHBIX 3((EKTOB BIUSHHUS JIEKAPCTBEHHOT'O
npernapara Uit MEIMIUHCKOTO IPUMEHEHHS Ha COCTOSIHHE €T0 3710POBBS;

6) 00 ycoBHsIX 00513aTEIbHOIO CTPaXOBaHMs KHU3HM, 37J0POBbsS NAIIUEHTA,

7) o rapaHTHSX KOHQUACHIIMAIBFHOCTH YyYacTUs TMAaIieHTa B KIMHHYECKOM HCCIIEOBAHUHT
JIEKapCTBEHHOTO Npernapara Jjsi MEJUIIMHCKOTO IPUMEHEHHUS.

3. loO6poBoIIBHOE coTlacke MaIfeHTa Ha y9acTHe B KIMHUYECKOM MCCIIEIOBAaHUH JIEKAPCTBEHHOTO
npenapara Juis MEIUIUHCKOrO0 NPUMEHEHHUs TMOATBEP)KIACTCS €ro MOJMUChI0 WM MOJIHCHIO €ro
3aKOHHOTO TIPEACTAaBUTEIS Ha WH(OPMAIIMOHHOM JIUCTKE MAIeHTA.

4. TlammeHT MM €ro 3aKOHHBIA MpPEICTaBUTENb MMEET IPaBO OTKA3aThCsl OT Yy4yacTHUs B
KJIMHAYECKOM HCCIICJIOBAHUHU JICKAPCTBEHHOTO Iperapara JUisi MEeIUIIUHCKOTO NMPUMEHEHUS Ha J000i
CTaJUH NMPOBEJICHUS TAKOTO UCCIICTOBAHMSL.

Wudopmanust 06 U3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oxkmsaops 2014 2. N 313-@3 6 uacme 5 cmamwvu 43 Hacmoswe2o
DedepanbHO20 3aKOHA 8HECeHbl USMEHeHUs, GCMynalowue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHsL 0puyuanvbHo20 0NYoOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
5. TlpoBenenne KIMHUYECKOTO WCCIEAOBAaHUS JIEKAPCTBEHHOTO Mpemnapara Uisli MEAUIIMHCKOTO
MPUMEHEHHUS C yJ4acTHEeM B Ka4yeCTBE TMAIUCHTOB JIETEH JIOMYCKAETCsS TOJBKO C COTJIACUsl B MHUCHMEHHOU
dopMe ux poauTenel, ychlHOBUTENEH. [leTM MoryTr paccMaTpuBaThCs B KadecTBE MOTEHIIMATBHBIX
MAIMEHTOB TaKOTO KCCIIEeI0OBaHUSs, TOJIBKO €CIIU €ro MPOBEAECHUE HEOOXOIUMO I YKPEIIJICHUS 3/10pOBbs
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JeTed Win NpoPUIaKTUKH WHOEKIIMOHHBIX 3a00J€BaHUN B JETCKOM BO3pacTe JMOO €CIIH IENIbI0 TaKOTro
WCCJICIOBAHMS SIBJISICTCSl TOJIYYCHHE JAHHBIX O HAWIyYIled JO3WPOBKE JICKAPCTBEHHOI'O Ipernapara AJis
jJedyeHust aeted. B 3Tux ciaydasx TakoMy HCCIEIOBAaHUIO JOJDKHO MPEAIISCTBOBAaTh KIMHUYECKOE
MCCJICIOBAHKE JICKAPCTBEHHOTO Ipernapara s MEAMIIMHCKOTO TNMPUMEHEHHS Ha COBEPUICHHOJIETHHUX
rpaxkaaHax, 3a UCKJIIOUYCHHEM CIIy4aeB, €CJIM UCCIIEyEMbIN JIGKAPCTBEHHBIN Mpenapar sl MEIUIIMHCKOTO
MpPUMEHEHHUS MPeAHa3HaYeH UCKIIOUUTENBHO JIJIsl CIIOJIb30BAHUS HECOBEPIIICHHOJETHUMHU IPaskK/IaHaAMU.

6. 3ampemaercss MPOBEACHUE KIMHUYECKOTO HCCIIEAOBAaHUS JICKAPCTBEHHOIO Ipenapara s
MEUIIMHCKOTO MPUMEHEHHS C YJaCTHEM B Kau€CTBE MAlIMEHTOB:

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS O€3 MOTNCUYCHHS POAUTEIICH;

2) SKEHIIMH B TMEpUoJ OCpEeMEHHOCTH, JKEHIIMH B TMEPHOJ] TPYIHOTO BCKapMIIMBAHUS, 32
WCKJIIOUCHHEM CIIy4aeB, €CJIM MPOBOJMTCS KJIMHUYECKOE HCCIEJOBAHUE JICKAPCTBEHHOI'O Mpenapara,
MpeIHA3HAYCHHOTO /ISl YKA3aHHBIX JKCHIUH, NPU YCIOBUU HEOOXOAMMOCTH MOJIYyUYECHHUs HH(OPMAIHH
TOJIBKO BO BpEMsl MPOBEACHUS COOTBETCTBYIOLIUX KIMHUYECKUX MCCICJOBAaHUN W NPHUHITHS BCEX
HEOOXOUMBIX MEp M0 HCKIIOYCHUIO PHUCKAa HAHECCHHS BpeAa JKEHIIMHE B IEpPHOJ OCpEMEHHOCTH,
JKEHIIMHE B IEPUOJ IPYAHOTO BCKAPMIIMBAHUSL, IIJIOY WIH PEOCHKY;

3) BOGHHOCIYXaIIUX, 3a HMCKIIOUYEHHEM CIy4aeB IPOBEACHUS KIMHHUYECKOTO HCCIEIOBAHUS
JICKapCTBEHHOI'0 Tperapara, CHelHadbHO pPa3padOTaHHOTO M7 MPUMEHEHHS B YCIOBUSX BOEHHBIX
NeWCTBUHM, YPE3BBIYAMHBIX CUTYallWid, NPOQWIAKTUKA W JICYeHUs 3a00JIeBaHUNl ¥ TOPaKCHHIA,
MOJIyYEHHBIX B  pe3yibTare BO3JCHCTBUS  HEONArONMPUSATHBIX  XUMHUYECKUX, OMOJIOTHYECKHUX,
pamuanMoHHBIX (akTopoB. KiMHHYECKOe HCCIeIOBaHME TAKOro JICKAPCTBEHHOTO MpernapaTta MOXET
IIPOBOJIUTHCS C YYACTHEM B Kau€CTBE MALMEHTOB BOCHHOCIYKAILIMX, 3@ UCKIIFOUEHHEM BOCHHOCITYKaUX,
MPOXO/ISIIIMUX BOCHHYIO CIY>KOY MO MPHU3BIBY, C COOJIIOICHUEM TpeOOBaHUM, YCTAHOBICHHBIX HACTOSAIIUM
®denepaabHbIM 3aKOHOM B OTHOIICHUH IPakAaHCKUX JIUII;

4) cOTpYIHUKOB [TPaBOOXPAHUTEIIbHBIX OPraHoB;

5) nu1, oTOBIBAONIMX HAKa3aHUE B MECTaX JIMIIEHUS CBOOOMIBI, a TAKXKE JIMI], HAXOIAITUXCS IO
CTpa)el B CIIEICTBEHHBIX U30JIATOPAX.

7. Jlomyckaercs NpoBeJeHHE KIMHUYECKOrO0 HCCIEAOBAHUS JIEKapCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO MPUMEHEHHUs, TPEIHA3HAUYEHHOTO JIJIs JICUCHUsI TICUXUYECKUX 3a00JICBaHUM, C yUaCTUEM B
KauyecTBE MAalMEeHTOB JIUI] C TICUXUYECKUMHU 3a00JIeBaHUSIMH, MPU3HAHHBIX HEAEECIIOCOOHBIMU B TIOPSIKE,
YCTAHOBIICHHOM  3akoHojarenscTBoM  Poccmiickoir  ®Depepamuu.  KimHuyeckoe — WcCcienoBaHUE
JIEKapCTBEHHOTO Tpernapara B 3TOM CIy4yae MPOBOJUTCS MPU HATUYMHM COTJAcHsl B MUChMEHHOW (dopme
3aKOHHBIX MIPEACTABUTENCH YKa3aHHBIX JIUII.

TAPAHT:

Cwm. koMMeHTapuH K cTaTthe 43 HacTosmero denepanbHOro 3aK0HA

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 29 nosops 2010 e. N 313-D3 cmamesa 44 nacmoswezco Dedepanvrozo
3AKOHA U30JHCEHA 8 HOBOU pedaryuu, scmynarowetl 6 cuiy ¢ 1 sneaps 2011 .

Cm. mexkcm cmamvu 8 npedbloyujel peoaKyuu
Crarbs 44. OO0Os3arenbHOE CTpaxOBaHUE KHU3HHU, 3/I0pPOBbS IALMEHTAa, Y4YacCTBYIOIIETO B
KIIMHUYECKOM  HMCCJIEJOBAaHMM  JIEKAPCTBEHHOI'O Ipemapara Uil  MEIULMHCKOIO
PUMEHEHUS
1. OpraHusanus, NOJy4YMBIIAas pa3pelICeHUE HA OPraHM3alMI0 IIPOBEIEHUS KIMHUYECKOTO
UCCJIEIOBaHMS JIEKAPCTBEHHOIO TMpemnapara Juisi MEIUWIUHCKOro MNpUMEHEHHs, o0s3aHa B KayecTBe
CTpaxoBaTeisl CTpaxoBaTb pHUCK IPUYMHEHUS BpENa KU3HH, 3/I0pPOBBIO IAllUEHTa B pe3yjbTaTe
MPOBEJCHUS KIMHUYECKOIO MCCIeI0BaHUS JIEKAPCTBEHHOIO Mpenapara JUisi MEAUIMHCKOTO PUMEHEHUS
3a CBOM CYET IyTeM 3aKJIFOYEHHS JOrOBOpa 00s13aTeIbHOIO CTPaXOBaHMUS.
2. OObBeKkTOM 0053aTEeIbHOTO CTPAXOBAHMs SABISETCS HMMYIIECTBEHHBIH HMHTEpEC IMalueHTa,
CBSI3aHHBIN C NMPUYMHEHHUEM BpEJa €ro JKU3HU WIH 3JI0pPOBBIO B PE3YJIbTATE MPOBEIEHUS KIMHUYECKOTO
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MCCJIEJOBAHMSI JIEKAPCTBEHHOIO IIpenapara JUisi MEIULUHCKOTO IIPUMEHEHUS.

3. CTpaxoBbIM CIIydaeM I10 I0TOBOPY 0053aTEILHOTO CTPAXOBAHHMS SBISETCA CMEPTh MAalMEHTa WIN
YXYJIIEHUE €ro 3/10pOBbs, B TOM YHCIIE BIEKYyIlee 3a cO00N yCTaHOBJIEHNWE MHBAIUIHOCTH, IIPU HAIUYHU
IPUYMHHO-CJIEICTBEHHON CBSA3M MEX/Ay HACTYIJIEHUEM JTOrO0 COOBITHS M Y4YacTUEM I[allUEHTa B
KJIIMHUYECKOM HCCIIEJOBAHUH JICKaPCTBEHHOI'O IIperapara.

4. TpeOoBaHusi O BO3MEILIEHUU Bpela, NPUUYMHEHHOI'O KU3HU WIM 370pPOBbIO IAIMEHTA,
OPEIBABIAIOTCS B TEUYEHHE  CPOKOB  HMCKOBOM  JABHOCTH,  YCTAHOBJICHHBIX  I'DaKJaHCKUM
3aKOHO/ATEIbCTBOM.

5. Pa3zmep cTpaxoBoii BBIILIATHI [10 JOTOBOPY 0053aTEIbHOIO CTPAXOBAHUS COCTABIISACT:

1) B ciiyuae cMepTH ManyeHTa JABa MUJUTMOHA pyOJei Ha KaXIoro MalueHTa, y4acTBOBABILETO B
KJIIMHUYECKOM HCCIIEJOBAHUH JICKAPCTBEHHOT'O IIPEnapara;

2) npu yXyALLIEHUH 3J0POBbs MALIUEHTA!

a) MOBJIEKIIEM 3a cO0O0H yCTaHOBJIEHUE MHBAJIMIHOCTH | IpyIIibl, OMUH MUIUIMOH IMATHCOT THICSY
pyOsieii Ha KaXXJOro NAalHMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAHUN JIEKAPCTBEHHOTO
npernapara;

0) moBiekieM 3a co0oil ycTaHOBJICHHE MHBAMMIHOCTU Il rpymmbl, oguH MIILTMOH pyOJsield Ha
Ka)KI0ro MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIEN0BaHUN JIEKAPCTBEHHOTO Ipenapara;

B) TOBJEKIIEM 3a co0oi ycraHoBieHHe MHBaIHIHOCTH III rpynmsl, mATBCOT ThICSY pyOiei Ha
Ka)KI0ro MalMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM HCCIIE0BAaHNN JIEKAPCTBEHHOTO Npenapara;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oekaops 2014 e. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosweco @edepanrbHO20 3aKOHA U3NONCEH 68 HOBOU pedakyuu, ecmynaioujell 6 cury ¢ 1 uwons
2015 2.

Cm. mexkcm noonynkma 8 npedvloyujeli peoaxyuu
') HE MOBJIEKIIEM 3a CO0O0I YyCTaHOBIICHUSI MHBAJIMIHOCTH, HE 00Jiee ueM TpUCTa ThICAY pyoOJiel Ha
Ka)KIO0T0 MallMeHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEI0OBAaHUH JIEKAPCTBEHHOTO IMpernapaTa, UCXOIs
U3 HOPMATHBOB, OTPAXAIOIIMX XapakTep W CTEIEeHb IOBPEXKJICHUS 3JI0OPOBBS, a Takke (PAKTUICCKU
MOHECEHHBIX MAIMEHTOM PAaCXO0JI0B, BBI3BAHHBIX MOBPEKJACHUEM 3/I0POBbs, HA MEIUIUHCKYIO MOMOIIb,
IPHOOpETEHNUE JIEKAPCTBECHHBIX MMPEIapaToB.
6. Yrpartuna cuny c 1 utons 2015 r.

Wndhopmairist 06 n3MEHEHHSX:

Cm. mexem yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTE€ILHOTO CTPaXOBaHMS HE MOXKET OBITh MEHEee, YeM CPOK MPOBEICHUS
KJIMHUYECKOT0 UCCIIEOBAaHUs JIEKapCTBEHHOIO Mpenapara.

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-D3 g uacmv 8 cmamvu 44 nacmosweco
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

8. YcnoBus noroBopa o0s3aT€IbHOTO CTpPaxOBaHHUS, B TOM YHCJIE CTpPaxoBble Tapudbl IO
00513aTeIbBHOMY CTPaxOBAaHHIO, NEpeuYeHb HEOOXOIUMBIX JIOKYMEHTOB MJIsi OCYIIECTBIEHHS CTPaxOBOMH
BBIIJIAThI, MOPSAJIOK YCTAHOBJEHMSI CTpaxoBaTeleM WHIUBUAYATbHOIO HIECHTU(PUKALMOHHOTO KOoJa
nalueHTa, Mopsa0K UHGOPMUPOBAHUS CTPAXOBATENIEM CTPAXOBIIMKA O MPUBICUEHHBIX K KIMHUYECKOMY
HCCJIEIOBAHUIO JIEKAPCTBEHHOrO0 TMpernapara Juisi MEIUIUHCKOrO NpPUMEHEHHUs MalueHTax, HOpSA0K
YILIaThl CTPAaxOBOW MPEMUH, MOPSIOK pPEeATU3aUN ONPEACICHHBIX HAaCTOAIMM DeepallbHbIM 3aKOHOM U
IpyrumMu  ¢denepaibHbIMU 3aKOHAMH MpaB U OO0S3aHHOCTEM CTOPOH MO JOrOBOPY 0053aTelbHOrO
CTpaxOBaHMsI, a TaKXE HOPMATHUBBI, OTPAKAIOLUIME XapaKTep U CTENEHb IOBPEKICHUS 3/10pOBb,
YCTaHaBIMBAIOTCA TUITOBBIMU ITPaBUIaMi 003aTEILHOTO CTPaXOBaHUSI.

9. B cnmyuae npuuMHEHHs Bpea )KU3HU MalMeHTa, y4aCTBOBABILErO B KIIMHUYECKOM HCCIIEOBAHUU
JIEKapCTBEHHOTO IpernapaTa, BbITOJONPUOOpETATENsIMU 10 JOrOBOpPY 00s3aTE€IbHOIO CTPaXOBaHMS
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ABIAKOTCA TIpaxdaHEC, HMCIOIIHWEC IIpaBO Ha BO3MCIICHHC BpEla B Cly4da€c CMEPTH KOpPpMHUIIbIIA B
COOTBCTCTBUH C I'PAK/IAHCKHUM 3aKOHOIATCIILCTBOM, IPU OTCYTCTBUHU TAKUX I'paXAaH - pOAUTCIIN, CYIIPYT,
ACTH YMEPUICTO MalMEeHTa, Y4aCTBOBABIICTO B KIMHHYCCKOM HCCIICIOBAHUM JICKAPCTBCHHOI'O IIpfIriapara,
B ClIyda€ CMEPTH MMAalMUCHTA, YH4aCTBOBABIICIO B KIIMHUYCCKOM HCCJICAOBAHUH JICKAPCTBCHHOI'O IIp€IIapara
N HC HMCBIICTO CaMOCTOATCIBHOTO O0XO0Ja, - TpaXIaHE, Ha YOKIWBCHHH KOTOPBIX OH HAaXOOWUJIICA, B
OTHOLICHWHN BO3MCHICHUA PACXOIdO0B Ha HOI‘pe6CHI/IC MmanueHTa, Y4YaCTBOBABHICTO B KIIMHUYCCKOM
HCCIICO0OBaHNH JICKAPCTBCHHOI'O IIp€Iiapara, - JJMI0, IOHECIIEC TaKUC pacXoabl.

10. CTanOBaH BbIIlJIaTa B CUCT BO3MCIICHHUA BpCAa, NPUYMHCHHOI'O JKHW3HH IIallMCHTA,
Y4aCTBOBABIICTO B KIIMHHYCCKOM HCCICIOBAHHHN JICKAPCTBCHHOTO IIp€rapara, pacupeaciaiacTCa MEXIAY
BBII‘OI[OHpI/IO6peTaTeJI$IMI/I MMPOMOPLHUOHAIIBHO UX KOJIMYCCTBY B PaBHBIX HOJIAX.

11. HpI/I HaACTYIUICHUHW CTpaxoBOro ciy4dasd IIallMCHT, yLIaCTBOBaBIHI/Iﬁ B KIIMHHUYCCKOM
HCCIICA0OBAaHNHU JICKAPCTBCHHOI'O IIpCIiapara, BBIFOI[OHpI/IO6peTaTeJIB BIIpaB€ NPECABABUTE HEIIOCPECACTBEHHO
CTpaxOBUIUKY Tpe6OBaHI/Ie O BO3SMCIICHHMHU IPUYMHCHHOI'O BpEaa. CTanOBaH BbIIIJIaTa OCYHICCTBIIACTCSA
CTPAaxOBIIUKOM B TCUCHUC TpUALATU IIHeI71 CO OHA MPEACTABJIICHHUA HGO6XOI[I/IMI)IX JAOKYMCHTOB. HaIII/ICHT,
y‘laCTBOBaBI_I_II/Iﬁ B KIMHHYCCKOM HMCCIICIOBAaHUH JICKAPCTBCHHOI'O IIpfriapara, Ui BLIFOI[OHpI/IO6peTaTCJII>
00s13aH COOOIIMTH CTPAXOBIIMKY JJIsi OCYIIECTBJICHHS CTPAXOBOW BBIIUIATHl  MHIUBHUAYaTbHBIM
I/II[CHTI/I(i)I/IKaI_[I/IOHHHﬁ KOJ ITalluCHTAa, YCTaHOBHeHHBIfI CTpaxoBaTCJICM B COOTBETCTBHMU C THUIIOBBIMU
IIpaBuJIaMu 00s13aTEeNIHLHOTO CTpaxOBaHUA.

12. I[O IIOJTHOr'O0 ONPEACICHHUA pasMEpa IOMJICKAIIECIO0 BO3MCIICHHIO BpEaa CTPAaXOBIIUK II0
3as4BJICHUIO MMAIMCHTA, YYaCTBOBABLICTO B KIMHUYCCKOM HCCICAOBAHNU JICKAPCTBCHHOT'O IIpCIiapara, Ujinu
3asBJICHUIO BLIFO,Z[OHpI/IO6peTaTeJI}I BIIPaBC€ OCYILICCTBUTH YacCThb CTanOBOﬁ BBIIIJIATBI, COOTBETCTBYIOIIYIO
(axTHUECKH ONpeaesIeHHON YaCcTh TPUIMHEHHOTO Bpea.

13. CTanOBa}I BbIIIaATAa B  COOTBETCTBHHM C JOOI'OBOpPOM 00513aTEJILHOIO CTpaxOBaHHUA
OCYHICCTBIACTCA HE3ABUCUMO OT BBITUIAT, IPUYUTAIOIIMUXCS IO APYTUM BHUJaM CTPaXOBaHUA.

14. He AOITYCKAE€TCA Y4YaCTUC TIallME€HTa B TIMPOBEACHUHW KIMHHUYECKOIO0 HCCICOAOBAHUA
JICKapCTBCHHOT'O IIpEriapara npu OTCYTCTBUHU JOIOBOpa 00513aTeIbHOrO CTpaxOBaHUA.

15. KOHTpOJ’IB 3a HCIIOJTHCHHCM OpFaHI/I3aI_[I/IeI71, HOJ'Iy‘II/IBH_Ieﬁ pas3p€i€HUe Ha OpraHu3aluio
MMPOBEACHUA KIMHUYCCKOTO MCCICAOBAHNA JICKAPCTBCHHOTI'O IMperapara AJId MEAUIUHCKOI0 NpuMCHCHUS,
YCTaHOBHeHHOﬁ HACTOSIIEH cTaThbell OOS3aHHOCTH II0 06}I3aTeJ'ILHOMy CTpaxOBaHUIO XU3HHU, 3TOPOBbHA
manueHTa, y4aCTBYIOIIECTO (yqaCTBOBaBIHeFO) B KIIMHUYCCKOM HCCICIOBAHNH JICKAPCTBCHHOTI'O ITpEIapara,
OCYHIECTBIIACTCA YIIOJITHOMOYEHHBIM (bez[epaanLIM OpraHnom HUCIIOJIHUTEIbHOM BIIACTH, BBIJABIINM
paspCicCHUE Ha  IMIPOBCIACHUC KIIMHUYECKUX I/ICCJ'IGI[OBEIHI/Iﬁ JICKApCTBCHHEBIX  IIp€mapaTroB  IJIA
MEAUITUHCKOT'O0 ITPUMEHECHHUS.

FAPAHT:

CwMm. KOMMCHTApHUHU K CTAThEC 44 HaCTOAIICTO q)enepaanoro 3aKOHa

I'naBa 8. IIpon3BoACTBO M MAPKHPOBKA JICKAPCTBEHHBIX CPEICTB

Crarba 45. [Ipon3BOACTBO JIECKAPCTBEHHBIX CPENICTB

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 1 cmamou 45 nHacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npeovioyujel peoaKyuu
1. TIpow3BOJCTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBATH TPEOOBAHUSM TIPABWII
Ha/JIeXKAaIed MPOU3BOICTBEHHON MPAKTHKHU, YTBEPKIACHHBIM YIIOJTHOMOUYEHHBIM (efepaTbHbIM OpPraHOM
WCITOJTHATENIbHON BilacTh. OCOOEHHOCTH TIepexoja MPOU3BOICTBA OTNIEIBHBIX JIGKAPCTBEHHBIX CPEJICTB K
UX TPOM3BOJACTBY B COOTBETCTBHH C TPEOOBAHHSIMH MpPaBUI HaJJIeXkKalleld MPOU3BOJICTBEHHOW MPAKTUKH
yctaHaBnuBaroTca IlpaButensctBoM Poccuiickoit @enepanuu. Bpigada 3akiroyeHUid O COOTBETCTBUU
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MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHUSIM TIPABWJI HAJICKAIIeH MPOU3BOJACTBEHHOM
MPaKTUKHU OCYIIECTBISECTCS MO PE3YJIbTaTaM MHCIIEKTUPOBAHUS MIPOU3BOIUTENCH JI€KAPCTBEHHBIX CPEJICTB
B Tiopsijike, ycraHoBlieHHOM IIpaButenbctBom Poccuiickori ®denepamuu. Pasmep miatel 3a BbIaudy
3aKJIIOYEHHUS O COOTBETCTBUM TPOU3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBaHUSIM  IpaBUII
HaJIJIeXxalel Tpou3BOICTBEHHON MTpakTUKK ycTaHaBiuBaercs [IpaButensctBom Poccuiickoit denepanmm.
[Topsiiok opraHu3aluv U MPOBEJCHUS UHCIICKTUPOBAHUS MPOU3BOAMUTENICH JIEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBHE TpPEeOOBAaHMIM TIPABWIJI HAIJIEXKaIICH NPOU3BOJACTBEHHOM MPAKTHUKUA YCTaHABIUBACTCS
[IpaBurensctBoM Poccuiickoit denepanumn.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ uyacmv 2 cmamvu 45 nacmoswe2o
DedepanbHo20 3aKOHA 6Hecelbl UsMeHeHusl, scmynarowue 6 cury ¢ 1 uoas 2015 2.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
2. Ilpou3BOACTBO JieKapCTBEHHBIX cpeactB B Poccuiickoit ®exepanuu  OCyHIECTBIISETCS
MPOU3BOIUTENISIMUA JIEKAPCTBEHHBIX CPEICTB, UMEIOMIMMH JIMLEH3UIO Ha MPOU3BOACTBO JIEKAPCTBEHHBIX
cpeactB. [loaTBepikieHrne COOTBETCTBUS JIMLIEH3MAaTa MpaBUiaM HaJJIeXalleld [pPOU3BOJICTBEHHOM
MPAKTUKU OCYIIECTBISETCS B paMKax JUIEH3UMOHHOTO KOHTPOJIA B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu ¢ yueToMm 0COOEHHOCTEH, YKa3aHHBIX B 4acTy 1 HACTOSIIEH CTAThU.

Wupopmarus 06 H3MEHEHHSX:

Cmamus 45 oononnena wacmoro 2.1 ¢ 25 uonsa 2022 e. - @edepanvuviii 3axon om 14 uronsa 2022 e. N
311-@3
2.1. lna ueneil JNMLEH3UPOBAHMSI MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB JUISI MEAMIIMHCKOIO
IPUMEHEHHUS M HMHCIEKTUPOBaHMUSA CYOBEKTOB OOpalleHHUs JEKapCTBEHHBIX CPEJICTB HAa COOTBETCTBUE
TpeOOBaHUSAM MPaBUJI HAJUIEkKAIIEH IPOU3BOJICTBEHHOW MPAKTUKHU (peiepalibHbIIl OpraH UCIIOIHUTENbHON
BJIACTH, OCYIIECTBILSIIOIIMM TOCYJApPCTBEHHYK) PETUCTPALMIO  JIEKApCTBEHHBIX IIPENaparoB  JUId
MEAMIIMHCKOTO NPUMEHEHHUs, MpeocTaBiseT (QenepaJbHOMY OpraHy HCIOJIHUTENbHONM  BIIACTH,
OCYILLIECTBISIOLIEMY (elepalbHbIl TOCYAapCTBEHHBIM JIMIIEH3UOHHBIM KOHTPOJb JAEATENBHOCTH IO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JUIsl MEIMLMHCKOIO NPHUMEHEHHUs, MO €ro 3ampocy B paMKax
MEKBEJJOMCTBEHHOTO HMH()OPMAIIMOHHOTO B3aUMOJICHCTBUSA B TOPS/IKE, YCTaHOBJIEHHOM (eaepabHbIM
OpraHOM HCHOJHHUTEIBHOM BJIACTH, OCYLIECTBIISIOINIMM JHUIEH3UPOBAHUE MPOU3BOJACTBA JIEKAPCTBEHHBIX
CPeACTB JUIsl MEIUUUHCKOrO TPUMEHEHUs, M (eaepaJbHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH,
OCYIIECTBIISIOIIUM TOCYJAapCTBEHHYIO PEruCTpalfio JIEKAPCTBEHHBIX IMPENnaparoB Uil MEIULUHCKOTO
IIPUMEHEHHUS, CBEICHMS O JIEKapCTBEHHBIX CPEICTBAX, YKa3aHHbIE B dacTu 5 crarbu |8 HacTOAILIETO
®denepanbHOro 3aK0Ha, B TOM YUCIIE B CIIy4ae, €CIIM TaKUE CBEACHUS COCTABIISIIOT KOMMEPYECKYIO TaliHY.
3. ITIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIETCS C COOMIOEHUEM TpeOOBaHUM
IPOMBIIIJIEHHOTO PErjiaMeHTa, KOTOPbIM YyTBEP)KIaeTCsl PYKOBOAUTEIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpPEeACTB M BKIIOYAaeT B ce0s IMepedeHb MCIOJIb3YeMbIX (apMaleBTUYeCKUX CcyOcTaHIMi H
BCIIOMOTaTeNIbHBIX BEIIECTB C YKa3aHWEM KOJMYECTBA Ka)XJOro M3 HHX, JaHHbIE 00 HCHOJIb3yeMOM
000pyJIOBaHUH, OIHUCAHWE TEXHOJIIOTHYECKOro Tpolecca M METOJ0B KOHTPOJS Ha BCEX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.

Wndopmarys 06 M3MEHEHHSX:
Yacmw 4 usmenena c 29 oexabpsa 2020 a. - Dedepanvhuiii 3axon om 27 dexaops 2019 e. N 481-D3

CMm. npedvloyuyro pedaKyuio

4. Ilpu mpou3BOJICTBE JIEKAPCTBEHHBIX CPEACTB HCIOJIb3YIOTCA (hapMaleBTHUECKUE CyOCTaHIINH,
CBEICHMSI O KOTOPBIX COAEPKATCS B TOCYIaPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB, 3a UCKIIIOUEHUEM
(dapmaleBTUYECKUX CYOCTaHIIMM, MPOU3BOJUMBIX JUIS MPOBEACHUS KIMHUYECKUX MCCIENOBAaHUN U Jif
skcnopta. K mpomeccy mpou3BojacTBa (papmManeBTUYECKOH CyOCTaHIIMHM OTHOCATCS JIOOBIE CTaauu
TEXHOJIOTHYECKOT0  MpoLiecca, TMO3BOJSIOUIME IOJIYYUTh TOTOBBI MPOAYKT, COOTBETCTBYIOLIUI
TpeOoBaHUSAM (papMaKONEeHHOW CTaThu, B TOM 4HcIe (epMEeHTAIMs, SKCTPAKLIUs, OYHCTKA, BBIJCICHHE,
NEepeKpUCTAIN3alMsl, BBICYIIUBaHUE, H3MelbueHue. B ciydyae HEOOXOOUMOCTH HCHOJIb30BaHUS
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STHJIOBOTO CIIUPTa, B TOM 4HCIE (apManeBTHUECKOW CYOCTaHIIMHM CIHPTa ITHIOBOTO (ITAaHOIA), TPH
MIPOU3BO/JICTBE JICKAPCTBEHHBIX CPEJICTB B KAYECTBE JICHCTBYIOIIETO U (MJIHM) BCIIOMOTATEIBHOTO BEIIECTBA,
a TaKKe B WHBIX TEXHOJOTHMYECKUX IEJSAX JIOJDKHA OBITh MCIOJB30BaHA TOJIBKO (hapMaleBTHUCCKas
CyOCTaHIIMS CIIHPTA ITUIIOBOTO (ITAHOII).

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim s3axonom om 14 odexabps 2015 2. N 374-D3 uacme 4.1 cmamovu 45 nacmosiweco
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyuell pedaxKyuu

4.1. TlepeveHb JEKapCTBEHHBIX IMPENApaToB I MEAMIIMHCKOTO IMPUMEHCHHS, B OTHOIICHUU
KOTOPBIX YCTaHABJIMBAIOTCSA TpeOOBaHMWS K OOBEMY Taphl, YIMAKOBKE M KOMILUICKTHOCTH, IEpPEYCHb
JICKapPCTBEHHBIX MPENapaToB /i BETEPUHAPHOTO IPUMEHEHUS, B OTHOIIICHUH KOTOPBIX yCTAaHABIMBAIOTCS
TpeOOBaHUS K OObEMYy Tapbl, a TakkKe TpeOOBaHUS K OOBEMY Taphl, YIMAaKOBKE M KOMILICKTHOCTH
JICKapCTBEHHBIX TIPEMapaToB Ui MEIUIMHCKOTO MPUMEHEHHs, TpeOoBaHUs K 00BEeMy Tapbl
JICKApCTBCHHBIX TMPEMapaToB JUIsi BETEPUHAPHOTO TPUMEHEHHUSI OMNPEACIISIOTCS COOTBETCTBYIOIIUMHU
YIIOJTHOMOYCHHBIMH  (heICpATbHBIMU OpTaHAMH HCIIOJTHUTEIBHOW BIIACTH B MOPSJIKE, YCTAHOBICHHOM
[IpaButenscTBOM Poccuiickoit denepanum.

Undopmarius 06 n3MEHEHUSX:
Yacmo 4.2 uszmenena c 29 oexaops 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 . N 481-D3

CMm. npedvloywyro pedaKyuio

4.2. OpraHu3anuy, OCYILECTBISIOLIME MPOU3BOJACTBO (hapMalleBTUUECKON CyOCTaHIMM CHHUpTa
STHJIOBOTO (3TAaHOJNA) JJISi MPOW3BOJACTBA CIHUPTOCOACPIKAIIMX JICKAPCTBEHHBIX MpPENapaToB, OO0s3aHBI
OCYILECTBIIATh y4YeT B HOPs/IKE, YCTAHOBIECHHOM cTaThsiMu 8 U 14 DenepaiabHOro 3akoHa oT 22 HOAOpA
1995 roma N 171-®3 "O rocynapCTBEHHOM PETryJIMPOBAHUU MTPOU3BOJICTBA U 00OPOTA ITUIIOBOTO CIIUPTA,
QJIKOTOJIBHOM M cnMpTOocoAepXkalieil Npoaykuud M 00 OrpaHHYeHHH TMOTpeOseHus (pacruTHs)
ankoroyibHOM mpoaykiuu". [IponsBoacTBo GapManeBTHYECKOW CyOCTaHIIMM COUPTA 3TUIIOBOTO (3TAHOJIA)
JIOIYCKAETCSl TOJIBKO OpPraHU3alUel, OCYIIECTBIAIOLIEH MPOU3BOACTBO PEKTU(HUKOBAHHOTO STHIIOBOTO
CIHMpTa W3 MHIIEBOTO CHIPhS Ha OCHOBAaHWH JIMIEH3WH HA MPOU3BOJACTBO ATHIOBOTO CHUpPTA IS
IPOM3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMM CHUpPTa STWIOBOrO (3TaHONA) B COOTBETCTBUU C
TpeOoBanusiMu DesiepasibHOro 3akoHa oT 22 HosOps 1995 roga N 171-03 "O rocynapcTBEHHOM
peryJaupoBaHUU IPOU3BOJACTBA M 000pOTa STHIOBOIO CHHUPTA, AJKOTOJBHOW M CIUPTOCOAEpIKaIlen
IPOAYKIMH U 00 OrpaHMYEHUH NOTpeOIeHUs (PaCIUTHUS) AIKOTOJIbHON MPOAYKIIMU'", METOI0M Pa3BEACHHUS
BOJIOM OYMILEHHOM TaKOro ATUJIOBOTO CHHUPTAa, MPOM3BEAECHHOTO JaHHOW OpraHu3alued MO MeCTy
OCYIIECTBIIEHUS MTPOU3BOCTBA (hapMaIeBTHUECKOM CYOCTaHIIUU CITUPTA STUIIOBOTO (9TaHOMA).

Wndhopmarust 06 n3MEHEHUSX:

Cmamus 45 oononnena uacmoio 4.3 ¢ 1 saneaps 2018 e. - @eodepanvhuiii 3axkon om 29 urons 2017 e.

N 278-@3
4.3. NanuBuayanbHble NPEANPUHUMATENN U OPUINYECKHE JIMLA, OCYIIECTBISIOMIME 3aKYIKy M
UCIIOJIb30BaHUE (DapMaleBTHUECKOW CYOCTAaHIIMM CHHpTa STHIOBOTO (3TaHOJNA), a TaKkKe MpPOHM3BOJCTBO,
U3roToBJIeHHE U (WiaM) o0OOpOT (3a UCKIIOYEHHEM PO3HUYHOM MpOJaku) CHUPTOCOAEPIKAIIUX
JIEKapCTBEHHBIX IpernapaTroB, O0sM3aHbl OCYIIECTBIATh MX Yy4eT M JEKJIapupoBaHHE B MOPSJKE,
yCTaHOBJIEHHOM cTaTbsivu 8 u 14 denepambHoro 3akoHa ot 22 Hos6ps 1995 roma N 171-d3 "O
rOCYyJapCTBEHHOM pPEryJUpOBAaHUM TMPOU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJKOTOJBHOH U
CHUPTOCOEpKaIIeH MPOIYKIIMU U 00 OTpaHUYEHUU TOTPeOIeHUS (PAaCIUTHSI) AIKOTOJBHON MPOTYKIIUHU "

Wndopmarys 06 M3MEHEHHSAX:

Cmamuws 45 oononnena uacmoto 4.4 ¢ 13 aseycma 2019 e. - @edepanvuwiii 3akon om 2 aseycma 2019 e.

N 297-@3
4.4. Ilpm mpOU3BOACTBE JEKAPCTBEHHBIX INPEMAPATOB JUIsI BETEPUHAPHOTO NPHUMEHEHUS
JIOMTYCKAETCSl MCIIONB30BaHME MPOM3BEACHHBIX [UIA pealu3anuu (apMaleBTUYECKHX CYOCTaHIIHH,
BKJIIOUEHHBIX B TOCYIApCTBEHHBIM pPEecTp JIEKApCTBEHHBIX CPEACTB YIIOJHOMOYEHHBIM (eepalbHbIM
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OpraHOM  HUCIHOJHUTENIbHON  BJACTH, OCYIIECTBJSIONIMM  BEIEHHE TOCYJapCTBEHHOTO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB JJISI MEAUIIUHCKOTO IPUMEHEHUS.

5. 3anpemaercsi HpOU3BOJICTBO:

1) nekapCTBEHHBIX CPEJCTB, HE BKIIIOUEHHBIX B TOCYIapPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB,
3a HCKIIIOUEHHUEM JIEKApPCTBEHHBIX CPEICTB, MPOU3BOIUMBIX ISl IPOBEACHUS KIMHHUUECKUX UCCIIEOBAHUM
U TSI 9KCIIOPTA;

2) panbCUGHUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB;

3) JIeKapCTBEHHBIX CPEJCTB O€3 JUIEH3UN Ha MPOU3BOACTBO JICKAPCTBEHHBIX CPEIICTB;

4) nekapCTBEHHBIX CPEICTB C HApyIIEHHWEM IpPaBUJ OpPraHU3alMM MPOU3BOJCTBA U KOHTPOJSL
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy ¢ 29 aexadps 2020 r. - @enepanbubiii 3akoH oT 27 nexadps 2019 r. N 481-D3

Wndopmarius 06 M3MEHEHUSX:
CMm. npedvloywyro pedaKyuio

Cmamuws 45 oononnena nynkmom 6 ¢ 29 oexaops 2020 2. - @edepanvhsiii 3axkon om 27 dexaops 2019 a.
N 481-@3
6) CIHPTOCOJAEPKAIUX JICKAPCTBEHHBIX MPENapaToOB MO MECTY OCYIIECTBICHHS MPOU3BOICTBA
dapManeBTUYECKON CyOCTaHIIMK CIHUPTa STHWIOBOTO (3TaHONa) W (WIM) 1O MECTy OCYIIECTBICHHS
NPOM3BOJICTBA STUIIOBOTO CITHPTA;

Undopmarist 06 n3MEHEHUAX:

Cmamuws 45 oononnena nynkmom 7 ¢ 29 oexaops 2020 2. - @edepanvhsiii 3akon om 27 dexaops 2019 e.
N 481-@3
7) dapmanieBTUYECKON CyOCTaHIIMM CHOUpPTa 3TUIOBOTO (9TaHONA) W (MIM) CHUPTOCOIEPKAIIMX
JICKapCTBEHHBIX TIPEIapaToB Ha OCHOBHOM TEXHOJIOTUYECKOM OOOpYIOBaHUM MJIsi IPOM3BOJCTBA
STUJIOBOTO CIUPTA, YKa3aHHOM B nyHkte 1.1 crateu 14.1 denepanpHoro 3akona ot 22 HosiOps 1995 rona
N 171-®3 "O rocygapCTBEHHOM pEryJMpPOBAaHMM MPOU3BOJCTBA U 000OpOTa ATUIOBOTO CHUPTA,
QIKOTONILHOM H  CIHUPTOCOJAEpKAIlel NPOAYKIMH U 00 OrpaHHYEeHHUU TMOTpeONeHus (pacmuTus)
AIKOTOJILHOM MPOAYKITHH".

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3akonom om 22 oexaops 2014 2. N 429-@3 ¢ uacmv 6 cmamvu 45 nacmosiweeo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue 6 cury ¢ 1 urons 2015 a.

Cm. mekcm wacmu 6 npeovioyuell pedaxKyuu
6. Ilpu BBOIE IJEKAPCTBEHHBIX CPEACTB B TPAXKAAHCKUA OOOPOT YIOJTHOMOUYEHHOE JHIIO
MIPOU3BOTUTEIIS JICKAPCTBEHHBIX CPEJCTB OCYIIECTBIISICT MOATBEPIKICHUE COOTBETCTBHSI JICKAPCTBEHHBIX
CpeICTB TPeOOBAaHUSAM, YCTAHOBIEHHBIM TMPH UX TOCYIapCTBEHHOW PETUCTpAIlMU, U TapaHTHPYET, UTO
JICKapCTBEHHBIE CPEJCTBA TIPOU3BEJCHBI B COOTBETCTBHHM C TPEOOBAaHUSAMHU [PABWI HaJUIeKaIIeh
MIPOU3BOJICTBEHHON MTPAKTHKH.

Wudopmanust 06 U3MEHEHUIX:

Yacmye 7 usmenena c 13 ageycma 2019 2. - @edepanvhuviii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyio peoakyuro

7. YIIOTHOMOYEHHBIM JIULIOM MPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB SIBISETCS €ro pabOTHUK,
aTTECTOBAHHBIH B YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (pelepalbHbIM OPraHOM HCHOJIHUTENBHOM BIACTH
MOPSAKE U UMEIOIIUNA CTak pabOThl HE MEHEee YeM IIATh JIET B 00JacTU MPOU3BOJCTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPECTB, BBICIIEE 00pa30BaHWE COOTBETCTBEHHO MO OJHOM M3 CHElHaTbHOCTEN
u (W) OJHOMY W3 HalpaBJICHUN TOATOTOBKH: OHOJIOTHs, OHOTEXHOJOTHSA, BETEpUHAPHS,
BETEPUHAPHO-CAHUTApHAsl JKCIIEPTH3a, KIMHUYECKas MEIULMHA, paJualoHHas, XUMHYECKas H
Ouosoruyeckas 3amura, papmanus, GpyHagaMeHTalbHas MEAUIIMHA, XUMUYECKask TEXHOJIOTHSI, XUMHSL.

Wndopmarys 06 M3MEHEHHSAX:

Yacmov 8 usmenena c 1 aneaps 2018 2. - @edepanvuwiii 3akon om 29 uronsn 2017 e. N 278-D3
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CMm. npedvloyuyro pedaKyuio

8. IIpousBoauTeNH JEKAPCTBEHHBIX CPEACTB (32 HUCKIIOUYEHUEM (hapMaleBTHUECKOW CyOCTaHIUU
CIUpPTa STUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH POy JIEKAPCTBEHHBIX CPEACTB HIIM ME€peaBaTh UX
B YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepaunu NopsaKe:

1) ApyruM mpoOU3BOIUTENSIM JIEKAPCTBEHHBIX CPEJICTB AJIsi IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB;

2) opraHu3alMsM ONTOBOM TOPTOBIIH JICKAPCTBEHHBIMU CPEJICTBAMHU;

3) amnTe4yHbIM OpraHU3alUsAM, BETEPUHAPHBIM aANTEYHBIM OpraHU3alysIM, WHIAWBUAYATIbHBIM
OpeANPUHUMATENSAM, UMEIOIUM JIMIEH3UI0 Ha (DapMaleBTHUECKYIO JAEATENIbHOCTh WIM JIMIEH3UI0 Ha
MEAMIMHCKYIO e TEIIbHOCTD;

4) HayYHO-UCCIIEOBATEILCKUM OPTraHU3aIUsAM JIJIsl HAyYHO-UCCIIEI0BATEIbCKOU PadbOThI;

5) MEeIULIMHCKUM OpraHU3alUsIM U BETEpUHAPHBIM OpTraHU3allUsIM;

Wndopmarius 06 M3MEHEHUSX:
Ilynkm 6 uzmenen c 13 aseycma 2019 2. - @edepanvhuiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
6) OopraHm3alysIM W WHIUBUAYATBHBIM TPEIIPUHUMATEISIM, OCYIICCTBIIIONMIUM pPa3BEACHHE,
BBIPAIIIMBAHKUE U COJIEPIKAHNE KUBOTHBIX (32 UCKIIFOUCHHEM MPOJIaXH UM (hapMaleBTHUECKUX CyOCTaHIIUI
WJIN UX TIepeaayn).

Wupopmarus 06 H3MEHEHHSX:
Yacmov 9 usmenena c 29 oexabpsa 2020 a. - Dedepanvhuiii 3akon om 27 oexabpsa 2019 e. N 481-D3

CMm. npedvloyuyro pedaKyuio

9. IlpomsBomurenu (apMareBTHUYECKOH CyOCTaHIIMM CIIHPTa 3TUJIOBOrO (dTaHOJA) OOS3aHBI
OCYILECTBIIATh peau3anuio (mepeaady B YCTAHOBJIEHHOM 3aKoHOJaTelabcTBOM Poccuiickoit @enepanuu
nopsizike)  (GapManeBTHYECKOW  CyOCTaHIIMM  CIUpTa  JTWIOBOTO  (3TaHONA)  MPOU3BOAUTEISIM
JIEKapCTBEHHBIX CPEJICTB JUIsl MPOM3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB, MPOU3BOAUTENSM (M3TOTOBUTEISIM)
MEIUIIUHCKUX W3JIEHAN IS TIPOU3BOJICTBA M M3TOTOBJICHUS MEIUIIMHCKUAX U3ICTHI B eMKOCTIX 00BEMOM
He 6onee 1 nutpa u (unu) He menee 1000 TUTPOB, a OpraHU3alMsIM, YKa3aHHBIM B ITyHKTax 3 - 5 yacTtu 8
HACTOSIICH CTaThH, B Tape 00beMoM He Oosiee 1 mutpa.

Wndhopmarust 06 n3MEHEHUSX:

Cmamuws 45 oononnena uacmoio 10 ¢ 29 dexabps 2020 e. - Dedepanvuviil 3axon om 27 dexkabps 2019 e.
N 481-@3
10. Peanmuzamms (mepemaya B YCTAHOBJIEHHOM 3aKOHOJATEILCTBOM Poccuiickorn ®denepammu
nopsinke) GapMaleBTUYECKON CyOCTaHIIMM CIUPTa STUJIIOBOTO (3TaHOJIA) OpraHM3aIMsAM OINTOBOM
TOPTOBIIY JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOITyCKACTCS.

Wndopmarys 06 n3MEHEHHSAX:

Cmamuws 45 oononnena yacmoio 11 ¢ 29 dexabps 2020 e. - Dedepanvruiii 3axon om 27 dexabps 2019 a.
N 481-@3
11. IlepeBo3ku (hapmarieBTHUECKON CyOCTaHIIMU CIHMPTA 3TUIOBOTO (3TaHOJA) OCYIIECTBISIOTCS C
coOuro/ieHeM TpeOOBaHUI, YCTAaHOBIEHHBIX a03alleM 4YeTBepThIM INMyHKTa 3 ctathu 9 demepabHOrO
3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pETyJIMpPOBAHUM MPOU3BOJICTBA M
00opoTa S3TUJIOBOTO CIHMPTA, AJKOTOJBHOW M CIUPTOCOAEpKAIled NPOIYKIMH U 00 OrpaHUYeHUH
noTpebseHus (pacuTHsI) aIKOTOJIBHOM MPOTyKIUH'".
TAPAHT:

Cwm. koMMeHTapuH K cTaTthe 45 HacTosero denepanbHOro 3aK0Ha

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm.  TlonoxkxeHne O  TPOBEACHMM  SKCHOEPUMEHTAa IO  MAapKUPOBKE  KOHTPOJbHBIMHU
(maeHTHUKAIMOHHBIMI) 3HAKAMH U MOHUTOPUHTY 32 OOOpPOTOM OTACIBHBIX BHUIOB JIEKAPCTBEHHBIX
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

npenapaToB Uil MEAUIMHCKOTO MPUMEHEHUs, yTBepXKACHHOE MocTaHoBieHneM [IpaBurensctBa PO ot
24 suBaps 2017 r. N 62

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 oxmsaops 2010 2. N 271-®D3 6 uacme 1 cmamwvu 46 nacmosiweco
DedepanbHoeo 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm yacmu 6 npeovloyueli pedaKyuu
1. JlexapcTBeHHBIC TMpemapaThl, 3a UCKIIOYCHHEM JIEKAPCTBEHHBIX IMPENapaToOB, M3TOTOBJICHHBIX
anTeYHBIMH  OpraHHW3alUsSIMH, BETCPHUHAPHBIMH aNTCYHBIMH OpTaHW3alMSIMU, HHIUBUIYaTIbHBIMU
IPEIIPUHIUMATEIISIMHI, UMEIOIIIMMH JIMIICH3UIO Ha (PapMaIieBTUIECKYIO ACSITeIbHOCTb, TODKHBI TOCTYATh
B OOpaleHue, ecliu:

Wndopmarius 06 M3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 o. N 429-D3 ¢ nynkm 1 yacmu I cmamvu 46 nacmosiwezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
1) Ha WX NEPBUYHON YMAKOBKE (32 WCKIIOYCHHEM TICPBHYHOW YIMAKOBKH JICKApPCTBEHHBIX
PaCTUTEIBHBIX IMPENapaToB) XOPOIIO YMTAEMbIM IIPU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAMMECHOBAHHE
JICKapCTBEHHOTO Tpernapara (Mex1yHapoIHOE HeIaTeHTOBAaHHOE, WIH TPYIITHPOBOYHOE, UM XUMHUYECKOE,
WJIN TOPTOBOE HAMMEHOBAHKE), HOMEP CEPUH, JIaTa BBITYCKa (I ”MMYHOOUOJIOTHYECKUX JICKAPCTBECHHBIX
IperapaToB), CPOK TOAHOCTH, TIO3UPOBKA HIIM KOHIICHTPAIHs, 00beM, aKTUBHOCTh B CIMHHUIAX JICHCTBUS
WJIN KOJIMYECTBO JI03;

Undopmarus 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 dexaobps 2014 2. N 429-D3 ¢ nynkm 2 yacmu I cmamvu 46 nacmosiuezo
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu

2) Ha WX BTOPUYHOU (MOTPEOUTENHCKON) YIMAKOBKE XOPOIIO YHUTAEMBIM HIPHU(PTOM Ha PYCCKOM
S3BIKE YKa3aHbl HAaWMEHOBAHHE JIEKAPCTBEHHOTO mpernapara (MeXIYHApOJHOE HENMaTCHTOBAaHHOE, WU
TPYNNUPOBOYHOE, WM XHUMHYECKOE U TOProBO€ HAMMEHOBAaHHS), HAUMEHOBAHHE TPOU3BOJUTENS
JICKapCTBEHHOTO IpernapaTa, HOMEp CEpHH, J1aTa BhITycKa (1T MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
npernapaToB), HOMEP PETHUCTPAIMOHHOTO YyAOCTOBEPEHMs, CPOK TOJHOCTH, CIOCO0 MpHUMEHEHUs,
JO3UPOBKA WJIM KOHIIEHTpAIUs, O00beM, aKTUBHOCTh B CIWHUIIAX JICHCTBUS JHOO KOJIMYECTBO 03 B
yIIaKOBKe, JIeKapcTBEHHAs (opMa, YCIOBUS OTITYCKA, YCIOBHS XpaHEHHUSI, TPEIyNPEAUTENbHbBIC HAMICH.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 2 cmamou 46 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywell pedaKyuu

2. ®dapmareBTHUECKHUE CYOCTAaHIIMU JOJDKHBI MOCTYMAaTh B OOpalleHUe, €cld Ha WX MEepBUYHOU
YIaKOBKE XOPOIIIO YATAEMbIM MIPU(PTOM Ha PYCCKOM S3bIKE yKa3aHbl HAMMEHOBaHUE (DapMalrieBTHIECKOMN
cyOcTaHIMM (MEXIyHAPOJHOE HEMATeHTOBAaHHOE, WM TPYIIHUPOBOYHOE, WU XHUMHUYECKOE U TOPTOBOE
HAaWMEHOBAHMs), HANMEHOBAHHUE TIPOU3BOAUTENS (DapMalleBTHUECKOW CyOCTaHIIMH, HOMEp Cepuyu M JaTa
M3TOTOBJICHMS], KOJUYECTBO B YIIAKOBKE M €IUHUIIBI U3MEPEHUS] KOJIUYECTBA, CPOK TOJAHOCTU M YCIOBUSA
XpaHEeHHUS.

3. JlekapcTBEHHBIE CpEACTBA B KAaueCTBE CHIBOPOTOK JOJDKHBI MOCTyHmaTh B OOpalieHue ¢
yKa3aHUEM KHUBOTHOTO, U3 KPOBH, TUIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHH MOJTyUYEHBI.

4. Ha BTopuuHyI0 (OTPeOUTENHCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPENICTB, MOMYUYEHHBIX U3 KPOBH,
TUTa3MbI KPOBH, OPTAHOB U TKAHEH YelIoBeKa, JOHKHA HAHOCUTHCS Haamuch: "Antutena k BUU-1, BUU-2,
K BUpYycy renatuta C v MOBEpXHOCTHBIA aHTUTEH BUpYca renatuta B oTcyTcTByOT".

5. Ha  mepBuuHyH0O  YNAaKkOBKy W  BTOpPUYHYIO  (TIOTPEOUTENBCKYIO)  YITAKOBKY
paanodapMaleBTUIECKUX JIEKAPCTBEHHBIX CPEICTB JIOJDKEH HAHOCUTHCS 3HAK PaIMAIlMOHHON OMACHOCTH.
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6. Ha Bropuunyto (HOoTpeOUTENBCKYIO) YIIAKOBKY IOMEOINATHUYECKUX JIEKAPCTBEHHBIX MPENapaToB
JI0JKHA HAaHOCUThCs Haanuch: "['omeonarnueckuit”.

7. Ha BropuuHy0 (HOTpPeOUTENHbCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX DPACTUTENBHBIX IIPErapaToB
JI0JKHA HAaHOCUThCs Haanuch: "IIpoaykuus npouia paaiualliOHHbIA KOHTPOJIb'.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 8 cmamou 46 nacmosweco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu

8. Ha mnepBuuHyro ymakoBKy (€ciM [Isi 3TOrO CYIIECTBYET TEXHHYECKass BO3MOXKHOCTb) U
BTOPUYHYIO (MOTPEOUTENbCKYI0) YIAaKOBKY JIEKQPCTBEHHBIX IpEnaparoB, IpeJIHa3HAUYEHHBIX IS
KIIMHUYECKUX MCCIIEOBAaHUMN, TOJDKHA HAHOCUTBCS HAANMUCh: " J{J1s KIIMHUYECKUX UCCIIeI0BaHUN".

9. VYmakoBka JEKApCTBEHHBIX CPEJCTB, IPEJHA3HAUYECHHBIX MCKIOYUTENBHO [UJIs JKCIOPTA,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSIMH CTPAHBI-UMIIOpTEpA.

10. Ha TtpancmopTtHyro Tapy, KOTopas HE MpeJHa3HauyeHa g MOTpeOuTeneii u B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEIICTBO, JOJDKHA HAHOCUTHCS WHQPOpMAIUs O HAWMMCHOBAaHUH, CEepuUir
JIEKAPCTBEHHOI'O CPEJCTBa, JaTe€ BBIMYCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKHUX) YHAaKOBOK
JIEKAPCTBEHHOT'O CPEJICTBA, MPOU3BOAUTENIEC JIEKAPCTBEHHOI'O CPEICTBA C yKa3aHMEM HAWMEHOBAHHS M
MECTOHAXOXKICHHS IPOU3BOAUTENS JIEKAPCTBEHHOTO CPE/ICTBA (apec, B TOM YHUCIE cTpaHa U (WJIM) MECTO
IIPOM3BOJICTBA JICKAPCTBEHHOTO CPEJNICTBA), a TAKXKE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPENCTBA U 00
YCIIOBUSIX €T0 XpaHEHUs U MEePEBO3KU, HEOOXOIUMbIE MpeaylpeauTeIbHbIe HAAMUCH U MAHUITYJIATOPHbIE
3HAKHU.

11. Ha nmepBuYHYIO YMaKOBKY WU BTOPUYHYIO (MOTPEOUTENHCKYIO) YMAKOBKY JIEKApPCTBEHHBIX
CPEACTB Il BETEPUHAPHOTO TPUMEHEHHUs JOJKHA HAHOCUTBCS Haamuch: "l BeTepuHApHOTO
NpUMeHeHus".

12. Ha BropuuHyto (HOTpeOUTENBCKYIO) YIAKOBKY JEKAapCTBEHHOIO IIpernapara HaHOCUTCS
LITPUXOBOH KOJ.

FAPAHT:

CwMm. KOMMCHTApHHU K CTATbC 46 HaCTOAIICTO cDE‘,,ZLCI)EIJ'I]':,HOI"O 3aKOHa

Wndhopmarrust 06 n3MEHEHUSX:

Deodepanvhvim 3akonom om 6 oexabps 2011 e. N 409-D3 ¢ naumenosanue 2nagvl 9 nacmoswyeco
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, BCynaowue 8 CUIy No UCMeYyeHUuU mpuoyamu OHel nocje
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbHO20 3aKOHA

Cm. mexkcm HAUMEHOBAHUS 8 NPeOblOYUel PeOaKyuu

I'masa 9. BBo3 jiekapcTBeHHBIX cpeAcTB B Poccuiickyro ®@egepanuio ¥ BbIBO3 JIEKAPCTBEHHbIX
cpeacrs u3 Poccuiickoit denepannu

Wudopmanust 06 U3MEHEHUIX:
DedepanvHuim 3akonom om 6 oexkadpsa 2011 2. N 409-D3 6 naumernosanue cmamou 47 Hacmosue2o

DedepanvbHo20 3aKOHA 6HeCeHbl USMEHEHUs, 6CMYNarwue 8 CULY NO UCMeYeHul mpuoyamu oxell nocie
OHA ohuyuanbHO20 ONYyOIUKO8AHUA HA38aHH020 DedepanbHo20 3aKOHA

Cm. mekcm HAUMEHOB8AHUSA 8 NPeObIOYUel pedaKyuu
Crarba 47. Tlopsanok BBO3a JEKapCTBEHHBIX cpenctB B Poccuiickyro denepanuio W BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepannu
Wudopmanust 06 U3MEHEHHUSAX:
DedepanvHvim 3axkonom om 6 Oexabps 2011 2. N 409-@3 6 yacmv | cmamvu 47 nacmoswe2o
DedepanbHoeo 3aKOHA BHECEHbl UBMEHEHUS, GCMYnarwue 6 CUuLy no ucmederuu mpuoyamu OHetl nocje
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OHA ogbuuuafleoeo 01’1)76,7IL{KO6CZHM}Z HA36AHHO20 CDedepaJlbﬂoeo 3AKOHA

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
1. BBo3 nekapcTBeHHBIX cpelacTB B Poccuiickyro @Denepanuio OCYHIECTBISETCS B IOPSAIKE,
yctaHoBiieHHOM [IpaButensctBom Poccuiickoir  ®Dexpepaiiud, B COOTBETCTBUM C TaMOMKEHHBIM
3aKoHo1aTeILcTBOM TamoxeHHoro coro3a B pamkax EBpA3DC (manee - TaMoXeHHBIA COIO3) U (MIIK)
3aKoHoJaTeLcTBOM Poccuiickoi denepaliiv 0 TaMOKEHHOM JIeIIE.

Wndopmarius 06 H3MEHEHUSX:
Yacmo 2 usmenena c 28 oexabps 2019 e. - Dedepanvrviii 3axon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio
2. Brosumbie B Poccuiickyro Denepanuio JI€KapCTBEHHbIE CPENICTBA JIOJKHBI COJEPKAThCS B
rocy1apCTBEHHOM PEECTPE JICKAPCTBEHHBIX CPE/ICTB.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-®D3 6 uacmv 3 cmamvu 47 Hacmosueco
DedepanbHoco 3aKOHA 6HECEeHbL USMEHEHUS, 6CIMYNAIWUe 8 CULY N0 UCHEeYeHUU mpuoyamu OHell nocie
OHA 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

3. Jlonmyckaetcs BBO3 B Poccuiickyro denepaiinio KOHKPETHON MapTHH 3apETUCTPUPOBAHHBIX U
(M)  HE3aperHCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPENCTB, IpEIHA3HAUYEHHBIX Ui  MPOBEICHUS
KJIMHUYECKUX WCCICIOBAaHHUN JICKAPCTBCHHBIX MPENapaToB, MPOBEACHUS JKCIEPTH3bl JIEKAPCTBEHHBIX
CPEACTB Il OCYIIECTBIICHHS TOCYJAapCTBEHHOM PETrHCTpalliyl JICKAPCTBEHHBIX NpPEnapaToB WIW IS
OKa3aHMsI MEIUIIMHCKOM TOMOIIM 10 XH3HCHHBIM IMOKa3aHUSIM KOHKPETHOTO MAIlMeHTa Ha OCHOBaHUU
paspeuieHus, BBIAHHOTO YIOJHOMOYEHHBIM (hefepaJbHbIM OpPraHOM HWCIOJHHUTENBHOW BIIACTH IO
3asBIICHUSIM JIMI, YKa3aHHBIX B cTarhe 48 Hactosmiero denepaibHOro 3akoHa. PaccMoTpeHme Takoro
3asBIICHWsI W TPUHATAE pEIMIeHWs O BbIJa4e pa3pelieHuss Ha BBO3 KOHKPETHOW MapTUH
3apEerUCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, MPEAHA3HAYEHHBIX JUIS
NPOBENICHUS] KIMHUYECKUX WCCIIEJOBAHMI JIEKAPCTBEHHBIX TIPETapaToB, MPOBEACHUS SKCIEPTU3HI
JIEKapCTBEHHbIX CPEACTB ISl  OCYIIECTBIEHUS TOCYJapCTBEHHOW PpErucTpaluu JIEKapCTBEHHBIX
IpenapaToB WM JUIsl OKa3aHWs MEAWIMHCKOW MOMOINM MO JKMU3HEHHBIM ITOKa3aHUSM KOHKPETHOTO
nanueHTa J1ubo 06 oTKas3e B Bblaye YKa3aHHOTO pa3pelleHus MPOU3BOAATCS B CPOK, HE MPEBBIIIAIOIINI
ATy pabouux aHei. [1naTa 3a Belgauy yka3aHHOTO pa3pelieHus] HE B3UMAETCs.

Wndopmarys 06 W3MEHEHHSAX:

Cmamuws 47 donoanena uacmoio 3.1 ¢ 1 mapma 2020 2. - Dedepanvrviii 3axkon om 27 dexabps 2019 e. N
475-D3

'APAHT:

[Tonoxxenus yactu 3.1 mpumensitorcs 10 31 nexadps 2023 r.

3.1. lomyckaercsa BBO3 B Pocculickyro denepannio KOHKPETHOM NMAapTHUU HE3apErMCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENapaToB, COJAEPKAIIUX HAPKOTUYECKHE CPEJICTBA WJIM TMCUXOTPOMHBIE BEUIECTBA, B
nopsiike, ycraHoBieHHOM IIpaButenscTBoM Poccuiickoin ®enepaunu, Mg OKazaHUS MEIUIUHCKON
MOMOILU M0 JKU3HEHHBIM MOKAa3aHUSIM KOHKPETHOTO MalleHTa WK TPYNIbl MallMeHTOB B Clydae, €CiH
UMEETCS peIIeHHe BpadeOHONW KOMHCCHU MEIUIIMHCKOW oOpraHu3anud O HedDPEKTUBHOCTH WIH
HEBO3MOKHOCTH TPUMEHEHHS] Y KOHKPETHOrO NAalME€HTa HMHBIX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaTroB, B TOM YHCIE COACPKAIIUX JIPYrue EeWCTBYIONIME BEIIECTBA, U O HEOOXOJAMMOCTH BBO3a
OMPEJIETICHHOTO HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpenapara ¢ yKa3aHHUeM €ro MEeXAyHapOJAHOIrOo
HEMaTeHTOBAHHOTO (WJIM XWMHYECKOTO, WJIW TPYNIUPOBOYHOTO) HAMMEHOBAHUSA, (DOPMBI BBITYCKA H
konnuecTBa. [lepeueHp 3a0o0neBaHUl U COCTOSIHMM M COOTBETCTBYIOIIMX JIEKQPCTBEHHBIX MPENaparos,
CoJIepXKalIiX HAPKOTUYECKHE CPEJICTBA U TICHXOTPOIHBIE BEIIECTBA, B IEJISAX OCYIIECTBICHUS UX BBO3a B
COOTBETCTBUU C TpPeOOBAHMSIMH HACTOSIIEH YacTH YTBEPXKIAeTCsl YIOTHOMOYEHHBIM (ereparbHbIM
OpraHOM MCHOJIHUTEILHON BJIACTH.
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Wndopmarius 06 H3MEHEHUX:
Yacmo 3.2 usmenena c 1 sneaps 2023 2. - Dedepanvuviii 3axon om 19 dexabps 2022 2. N 519-D3

Cm. npeodvloywyro peoakyuio

3.2. do 31 nmexabps 2024 roma mpomyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit dexepaunu u
obpamenue B Poccuiickoit dexepanuu ¢ yd4eToM OCOOEHHOCTEH, yCTaHOBJICHHBIX IIpaBUTEIHCTBOM
Poccuiickoit ®@enepaunu, 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENaparoB il MEAULHUHCKOIO
NPUMEHEHHUS B yIAKOBKaX, MpeJIHa3HaYeHHBIX JJIs 0OpalleHus B MHOCTPAHHBIX TOCYAApCTBax, B CiIydae
neQeKTypbl JIEKapCTBEHHBIX IIpenapaToB MM pHCKa €€ BO3HUKHOBEHHS B CBA3H C BBEJICHHEM B
oTHoweHnn Poccuiickoit denepanuy OrpaHUYUTENBHBIX MEP 3KOHOMHUYECKOTO XapakTepa MpU YCIOBUHU
COOTBETCTBUSI BBO3HMMBIX JIEKAPCTBEHHBIX TIPEMapaTroB TPEOOBAaHUSAM, YCTAHOBICHHBIM TMpPU HUX
pEerucTpanuy, 3a UCKIOYeHHEeM TpeOOBaHUIl K MEpBUYHOM YIMAaKOBKE, BTOPUYHOMN (MOTPEOUTENIHCKON)
yIIaKOBKE, a TaKKe MpPH HAIWYMM Ha BTOPHUYHOM (TMOTPEOUTENHCKOI) YHMAKOBKE JEKapCTBEHHBIX
IpernapaToB, HAXOASIIMXCS B OOpallleHUU, CAMOKJIESIIEHCS 3TUKETKH, CoJepKaiie WH(GOpMalUo o
JIEKapCTBEHHOM IIperiapaTe Ha PyCCKOM SI3bIKE.

Wuopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-D3 6 uacmv 4 cmamvu 47 nacmosiujeco
DedepanbHoco 3aKOHA 6HECEeHbL USMEHEHUS, 6CIMYNAIWUe 8 CULY N0 UCHEeYeHUU mpuoyamu OHel nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu
4. B Poccwuiickyro denepaiyiro MOKHO BBO3UTh JICKAPCTBCHHBIC CPEICTBA, KAYE€CTBO KOTOPBIX
MOJITBEPKICHO CEPTH(PUKATOM IMPOU3BOIUTEISI JIEKAPCTBCHHBIX CPEJICTB, YIOCTOBEPSIONIUM COOTBETCTBHE
BBO3UMBIX JICKAPCTBEHHBIX CPEACTB TPEOOBaHUSAM (papMaKOINEHHBIX CTATEH JIMOO B Clydae MX OTCYTCTBUS
HOPMATUBHOW TOKYMEHTAIIUHU WJIM HOPMATHBHOTO JOKYMEHTA.

Wuopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3axonom om 6 Oexabps 2011 2. N 409-®3 6 uyacmv 5 cmamvu 47 nHacmosiweco
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMeYeHUU Mpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
5. 3ampemaercs BB03 B Poccuiickyto ®enepaunio QanbcuUIUPOBaHHBIX JIEKapPCTBEHHBIX
CpeZACTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-D3 6 uacmv 6 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU Mmpuoyamu OHell nocie
OHSA OQPUYUATILHO2O ONYONUKOBAHUS HA38AHHO020 DedepanbH020 3aKOHA

Cm. mexem yacmu 6 npeovloyueti pedaKyuu

6. ®danpcuduEpoBaHHBIC JCKAPCTBEHHBIC CPEJCTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CpEICTBA MOJIEKAT UIBSATUIO U TIOCTEAYIONIEMY YHUUTOKESHHUIO WJIH BbIBO3Yy U3 Poccuiickoit @eneparnum,
KOHTpa(aKTHBIE JICKAPCTBCHHBIC CPEJICTBA - U3BATHIO M IMOCICAYIOMEMY YHHUTOKEHUIO. YHIUTOXKCHHE
win  BbIBO3 13 Poccuiickoit @enepanuu  panbcuPUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEJOOPOKAYECTBCHHBIX ~ JIGKAPCTBEHHBIX  CPEJICTB,  KOHTpPA(aKTHBIX  JICKAPCTBCHHBIX  CPEACTB
OCYIIECTBIISIETCS 3a CYET IIMIA, OCYIIECTBUBIIErO WX BBO3. [lOpsIOK YHHUYTOXKEHHUS U3BATHIX
banbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEJIOOPOKAYSCTBCHHBIX JICKAPCTBEHHBIX CPECTB,
KOHTpa(aKTHBIX IEKAPCTBEHHBIX CPEACTB ycTaHaBnuBaeTcs [IpaBurensctBom Poccuiickoit deneparuu.

Wudopmanust 00 U3MEHEHUIX:

DedepanvHvim 3axkonom om 6 Oexabps 2011 2. N 409-@3 6 uyacmv 7 cmamvu 47 nHacmoswe2o
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAIoWUe 8 CULY N0 UCMEeYeHUU Mpuoyamu OHell nocie
OHS OQPUYUATILHO2O ONYONUKOBAHUS HA38aHH020 DedepanrbH020 3aKOHA

Cm. mexem uacmu 6 npeovioyujeti peoaxkyuu
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7. Jluna, ocymecTBistomue BBo3 B Poccuiickyro ®enpepanuio  GanbCUUIIMPOBAHHBIX
JICKapCTBEHHBIX  CPEJICTB, HENOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB,  KOHTpa(aKTHBIX
JICKaPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUHU C TAMOKEHHBIM 3aKOHOJATEIbCTBOM
TamoxkeHHOro coro3a u (Min) 3akoHo1aTesibeTBoM Pocculickoit denepanyy 0 TAMOXKEHHOM JIEJIE.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 8 cmamou 47 nacmosweco
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
8. BbIBO3 JekapcTBEHHBIX cpeacTB u3 Poccuiickoit Denepaiuil OCyIecTBIsIeTcs: 0e3 MPUMEHEHUS
OTpPaHUYEHUH, YCTAHOBJIEHHBIX TaMOXXEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOro cor3a M (WiIH)
3aKoHOAaTenbCcTBOM Poccuniickoil @exepauuu O rocyJapCTBEHHOM PETYJIMPOBAHMM BHELIHETOPrOBOM
JESTEIIBHOCTH.

Undopmaris 06 n3MEHEHUAX:

Cmamuws 47 oonoanena yacmoio 9 ¢ 29 nosaops 2019 e. - @edepanvhsiii 3axon om 28 nosaops 2018 e. N
449-@3
9. BBog B rpaxkgaHCKuUi O0OOpOT JIEKAPCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHUS,
BBe3eHHBIX B Poccuiickyro denepaiinio, OCyIIECTBISETCS ¢ COOIOACHIUEM TPEOOBAHMM, YCTAaHOBIECHHBIX
crarbeil 52.1 Hacrosmero deaepaibHOro 3aKOHa.

Undopmarist 06 n3MEHEHUX:

Cmamuws 47 dononnena uacmoio 10 ¢ 1 cenmsabopsa 2023 2. - @edepanvhwiii 3axon om 2 uons 2021 . N

317-@3

Cm. 6yoywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHHU K CTAThC 47 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarust 06 n3MEHEHUSX:

DedepanvHuim 3akoHom om 6 oexaopsa 2011 2. N 409-@3 ¢ cmamvio 48 nacmosueco DedepanbHo2o
3AKOHA 6HEeCeHbl UMEHeHUs, BCMYnamwue 6 CUury No UCmedeHuu mpuoyamu Ouel nocie OHs
ohuyuanbHozo onyoIuKosanus Ha3eanHo2o PedepanbHoco 3aKoHa

Cm. mexcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarba 48. IOpuanyeckue nMua, KOTOPBIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro

JlexapcTBeHHble cpenctBa B Poccuiickyro denepanuo MOryT BBO3UTH:

1) mnpousBoIMTENH JIEKAPCTBEHHBIX CPEACTB JJIs  LeJded COOCTBEHHOIO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) UHOCTpaHHbIE pPa3pabdOTUYUKHU JIEKAPCTBEHHBIX CPEJICTB M HWHOCTPAHHBIE IPOU3BOAUTENN
JIEKapCTBEHHBIX CPEJICTB WU JAPYTUe IOPUIUYECKHUE JHIa M0 MOPYYEHHIO pa3paboTunKa JeKapCTBEHHOIO
CpencTBa I NPOBEACHUS KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHOI'O IIperapara, OCYIIECTBIICHUS
roCy/1apCTBEHHOW PErUCTpaluK JIEKapCTBEHHOT'O MIpernapaTa, BKIIOUeHHs (papMalieBTHYeCKON cyOcTaHIIuU
B TOCYJApCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEICTB, KOHTPOJS Ka4eCTBA JIEKAPCTBEHHBIX CPEICTB IIPU
HAJIMYUU pa3pellieHuss YMOJHOMOYEHHOIo (eepalbHOrO oOpraHa HCIHOJHUTENIBHON BJIAacTH Ha BBO3
KOHKPETHOM IIapTUH JIEKAPCTBEHHBIX CPEJICTB;

3) opraHu3aIy ONTOBOW TOPTOBJIHU JICKAPCTBECHHBIMH CPEICTBAMU,;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 2 wona 2013 2. N 185-®@3 6 nynkm 4 cmamovu 48 nacmosiwyeeo
DedepanvbHo2o 3aKOHA BHECEeHbl USMeHeHUs, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 a.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
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4) HayuyHO-HCCJIEIOBATEIbCKUE OpraHu3aluu, oOpa3oBaTelbHbIE OpraHU3allid  BBICHIETO
o0Opa3oBaHMs, MPOU3BOJUTENIN JICKAPCTBEHHBIX CPEACTB I Pa3paOOTKH, HCCICIOBAHHM, KOHTPOJIS
0e30MmacHOCTH, KadecTBa, J(P(GEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB TMPU HATUYUU Pa3pelICHUS
YIIOJIHOMOYEHHOTO (hefepabHOrO OpraHa UCIOIHUTEILHON BIACTH;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmosiweco
DedepanbHoe0 3aKOHA 6HECEeHbl USMEHEHs.

Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu
5) MEAUIIMHCKUE OPraHM3AllUY, UHBIE YKa3aHHbIE B ITyHKTax | - 4 HacCTOAILIEH CTaTbU OpraHu3alun
JUIsL OKa3aHUsl MEIULIMHCKOM ITOMOILM I10 KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOIO MAalMEeHTa NPU HAJTU4HUU
paspeuieHus ynoJHOMOYEHHOTO (hefiepasibHOro opraHa MCIOJTHHUTENBHOW BJIACTH HA BBO3 KOHKPETHOM
HapTUM JICKapCTBEHHOI'O Ipernapara, BbIJAHHOTO B YCTAHOBJIIEHHOM HOpsiiKe B (hopMe 3JIEKTPOHHOI'O
JIOKYMEHTA, TMIOANMCAHHOTO YCHJICHHON KBATH(DUIIUPOBAHHOM 3JIEKTPOHHOM MO/IITHCHIO;

Wudopmarus 06 H3MEHEHHSX:

Cmamuws 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dekabpsa 2019 e. N
475-D3

F'APAHT:

[Tonoxxenus mynkra 6 npumensitorcs a0 31 nexadps 2023 r.

6) rocyapCTBeHHbIE YHUTApHbIE NPEANPUATHS, UMYIIECTBO KOTOPBIX HAaXOAUTCS B (elepaibHON
coOcTBeHHOCTH, onpeensembie [TpaButensctBoM Poccuiickoit denepannu, B yacTi BBo3a B Poccuiickyro
@denepalio  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IPENaparoB, COAEPXKALIUX HAPKOTUYECKHE
CpPEICTBAa MWJM IICUXOTPOIIHbIE BELIECTBA, JUIS OKAa3aHWUsS MEIULMHCKON IOMOILIM 110 >KU3HEHHBIM
IIOKa3aHUsM KOHKPETHOI'O INMALMEHTa WU IPYNIBl NAUEHTOB B COOTBETCTBMM € 4acThio 3.1 crateu 47
Hacrosero denepaibHOTO 3aKOHA.

APAHT:

Cwm. KOMMCHTApHHU K CTAThC 48 HaCTOAIICTO (Denepaanoro 3aKOHa

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim 3akonom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosiujeco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHAL 0huYUaAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mekcm HAUMeHOBAaHUs 8 Npedbloyuel peoaKyuu
Cratbs 49. JlIokyMeHTHI, TIpe/icTaBIsieMble B TaMOKeHHBbIE opranbl Poccuiickoit denepanuu npu
BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyto deneparuio

Wndopmarys 06 M3MEHEHHSAX:

Dedepanvrvim 3axonom om 6 Oexabps 2011 2. N 409-®P3 6 uyacmv | cmamvu 49 nacmosiwyeeo
DedepanbH020 3aKOHA BHECeHbl USMEHeHUs, GCMynaowue 8 CUIY No UCHeYeHUuU mpuoyamu OHell nocje
OHAL 0huYUATILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu

1. Tlpm BBO3e nekapcTBeHHBIX CpencTtB B Poccuiickyro denepannio B TaMOKEHHBIE OpIraHbI
Poccuiickoit denepanuu HapsaLy ¢ JOKYMEHTaMH, IPEACTABIEHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHOJIaTETLCTBOM TaMOXXEHHOTO coro3a W (WiM) 3akoHojaTenbcTBOM Poccuiickoit deneparuu o
TaMOKEHHOM JIeJI€, IPEJICTABIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) ceprtudukar NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJCTBA, YAOCTOBEPSIONIMI COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O Cpe/cTBa TpeOOBaHUAM (apmakorneiiHol craTby JHOO B CilIydae ee
OTCYTCTBHSI HOPMATUBHON JOKYMEHTAIIMH UM HOPMATUBHOIO JOKYMEHTA;

2) paspelieHHE YHNOJIHOMOYEHHOTO (QelepalbHOr0 OpraHa MCIOJHHUTEIbHON BIIACTH Ha BBO3
KOHKPETHOW MapTUH JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTaHOBJIEHHBIX uacThio 3 crarbu 47
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HaCTOsAIICTO dbez[epaJILHoro 3aKOHa.

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-®P3 6 uacmv 2 cmamvu 49 nacmoswezo
DedepanbHoz20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHSA OQPUYUATILHO2O ONYONUKOBAHUS HA38aHH020 DedepanbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. JIokyMeHTBI, yKa3aHHblE B IyHKTax | M 2 yactu | HacTrosmed cTaTbu, IPEJICTaBISIIOTCS B
TaMOXeHHBbIe opranbl Poccuiickoit denepanuu npu mpuOBITHN JICKAPCTBEHHBIX CpelcTB B Poccuiickyro
®denepanuio.
TAPAHT:

CM. xomMeHTapuu K ctatbe 49 HacTosero denepabHOTO 3aKOHA

Undopmaris 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 29 utons 2015 2. N 160-D3 6 naumenosanue cmamou 50 nacmoswezo
DedepanbHO20 3aKOHA BHECEeHbl USMEHEHUs]

Cm. mekcm HAUMeHOBAaHUs 8 Npedbloyuel peoaKyuu
Crarbsi 50. BB0o3 nekapcTBeHHBIX mpemapatoB B Poccuiickyro ®Denepanuio Uisi JUYHOTO
UCIIONIb30BAaHUsI W WHBIX HEKOMMEPYCCKUX I, a TakKe I HWCIOJIb30BaHUS Ha
TEPPUTOPUN MEKIYHAPOIHOTO MEJIUIIMHCKOTO KIlacTepa

Undopmarius 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-@3 6 uacmv I cmamvu 50 nHacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHSA OQPUYUATILHO2O ONYONUKOBAHUS HA38AHHO20 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
1. JlekapcTBeHHBIE mpemaparbl MOTYT ObITh BBe3eHbl B Poccuiickyro ®enepauuio 0e3 yudera
TpeOOBaHUH, IPEAYCMOTPEHHBIX yacTsaMu | - 4 crateu 47, ctatbsamu 48 u 49 Hactosmero deaepanbHOro
3aKOHA, €CJIM OHM MPEeIHA3HAYEHBI JUIS:

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim saxonom om 2 uwns 2016 2. N 163-@3 nynxkm 1 uacmu I cmamou 50 nacmosiueco
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLU PeOaKYUU

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu

1) Au4HOTO MCTMONB30BaHUS (HU3MUECKUMHU JHUIaMH, MpUOBIBIINME B Poccuiickyto denepariuio.
IIpp stom BBO3 B Poccuiickyro denepanuro JIEKapCTBEHHBIX  IIPENaparoB,  COAEPKALIUX
CUWIBbHOJCHCTBYIOIME ¥ (WJIHM) SJOBHUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CIIHMCOK
CUJIBHOJICUCTBYIOIIUX BEIIECTB JUIA LIEJIEH YroJIOBHOTO 3akoHOozaTenbcTBa Poccuiickon denepanuu U B
CIIMCOK SJIOBUTBIX BEIIECTB JJsi 1eJell YroJIOBHOro 3akoHonarenbcTBa Poccuiickoit ®enepanuu,
yrBepxkieHHbIe [IpaButensctBoM Poccuiickont denepanuu, OCymeCTBISAETCS NMPU HAIWMYANA JOKYMEHTOB
(3aBepeHHBIX KOMUI JOKYMEHTOB WM 3aBEPEHHBIX BBIMMCOK M3 HUX), MOATBEPKIAIOIINX HA3HAYCHHE
bu3MYecCKOMy JIMITy YKa3aHHBIX JIGKQPCTBEHHBIX TMIPEeNapaTtoB (32 HCKIIOYCHHUEM JICKAPCTBEHHBIX
IIpEIaparoB, 3aperucTpupoBanHbIX B Poccuiickoit @enepanuu u otnyckaemoix B Poccuiickoint denepaunu
0e3 perenTa Ha JEKapCTBEHHBIN mpenapar). [loaTBepkaaromme TOKYMEHThI (MX 3aBEPEHHBIC KOTHH I
3aBEpEHHBIC BBIMUCKA W3 HHUX) JODKHBI COAEPKATh CBEACHUS O HAMMEHOBAHUU U KOJIUYECTBE
HAa3HAYCHHOTO JICKAPCTBEHHOTO TMpernapata. B ciydae, ecnM MOATBEPKAAONINE JTOKYMEHTHI (MX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPEHHbIC BBIMUCKM W3 HHUX) COCTABJICHbl HA MHOCTPAHHOM S3bIKE, K HHUM
MPUJIAraeTCsa HOTAPUAIIBHO 3aBEPEHHBIN NEPEBOJ] HA PYCCKUM S3bIK;

2) WCMONb30BaHUA pabOTHUKAMU AWIUIOMATHYECKOTO KOpIyca WM  MPEICTaBUTEISIMHU
MEKTYHApOAHBIX OpraHu3alui, akkpeauToBaHHbIX B Poccuiickoit denepanmu;

3) 5edeHHs] MACCAXHPOB M WICHOB JKUMAXEW TPAHCIOPTHBIX CPEACTB, MOE3AHBIX Opwran u
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BOJUTENICH TPAHCIIOPTHBIX CPEJCTB, MPUOBIBIINX B Poccuiickyro denepariuto;
4) nedeHusi y4aCTHUKOB MEKYHAPOIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOIPUATUNA U YUaCTHUKOB
MEXIYHAPOAHBIX IKCIIEIULINN;
Wndopmarius 06 H3MEHEHUX:

Ilynkm 5 usmenen c 13 aseycma 2019 a. - @edepanvruiii 3axon om 2 aseycma 2019 e. N 297-D3

Cm. npeovloywyro peoakyuio
5) JeyeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300Cajax, LUpKax, OKeaHapuymax,
nenbQUHApUAX, JIEUYEHUS IUKUX S>KUBOTHBIX, IMOCTOSHHO WJIM BPEMEHHO HACESIOIUX TEPPUTOPHIO
Poccuiickoit denepanuu, HaXOISAIIUXCA B COCTOSHUU €CTECTBEHHON CBOOOIBI M NPUHAISKAIIUX K
BHUJIaM, 3aHeceHHbIM B KpacHyro kHury Poccuiickoit @eaepanuu u (Wid) KpacHble KHHTH CyOBEKTOB
Poccniickoit ®@enepanuu, a TakkKe >KUBOTHBIX, BBO3UMBIX B Poccuiickyro Penepanuro Ui y4acTus B
CIIOPTUBHBIX U 3PEJUILHBIX MEPOIPUATHUSAX;

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 29 wuious 2015 e. N 160-@3 uyacme [ cmamwvu 50 nacmosweco
DedepanbHo2o 3aKOHA OONOTHEHA NYHKMOM 6
6) MCIIOJIL30BaHMSI HA TEPPUTOPHH MEXK/TYHAPOJIHOTO MEAUIIMHCKOTO KIIACTepa.

Undopmarist 06 n3MEHEHUAX:

DedepanvHuim 3akonom om 6 Oexabpsa 2011 e N 409-@P3 6 uyacmv 2 cmamvu 50 nHacmoswe2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepaibHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
2. B ciyuasix, IpelyCMOTPEHHBIX 4acThi0 | HACTOAILIEH cTaThH, AOIyCcKaeTcs BBO3 B Pocculiickyro
denepanmio JIEKapCTBEHHBIX NIPENapaToB, HE 3aperucTpupoBanHbIX B Pocculickon denepanuu.

Wndopmarys 06 W3MEHEHHSAX:

Dedepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-@3 6 yacmv 3 cmamvu 50 nacmosiweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHetl nocie
OHAL 0huYUaAIbLHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
3. JlekapcTBEeHHbIE MpenapaTsl, IpeAHa3HAYCHHbIE 7151 TYMaHUTAapHON oMoy (COAEUCTBH) UITH
IIOMOIIA IpU 4YPE3BbIYAWHBIX CHUTyalusX, BBO3iATCA B Poccuiickyro @enepanuio B IMOPSJKE,
ycraHoBieHHOM [IpaBurensctBom Poccuiickoit ®enepanuu. 3amnpemaercs BBo3 B Poccuiickyro
®denepannio He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX NIPENApaToB, MPEAHA3HAYEHHBIX I TYMaHUTapHOU
HOMOIIY (COJIEHCTBUSA) MU TIOMOLIM IIPU YPE3BbIYAHBIX CUTYaLIUsAX.
APAHT:

Cwm. KOMMCHTApHHU K CTAThC 50 HaCTOAIICTO (DeﬂepaHBHOFO 3aKOHa

Cratbs 51. CoTtpyaaudecTtBo GeaepalbHOr0 OpraHa UCIOJIHUTEIBHON BIIACTH, YIIOJITHOMOYEHHOTO
B 00JacTH TaMOXEHHOTO JeJia, W JPYruX YIOJIHOMOYEHHBIX (erepalbHbIX OpPTraHOB
HACIIOTHUTETbHON BIACTH
1. VYnomnomoueHHele ¢eaepanbHble OpPraHbl HUCHOTHUTENBLHOW BIIACTH TIPEJOCTaBISIOT B
pacnopsbkeHre  (efepaJbHOTO OpraHa HUCIHOJHUTENbHOM BIAcTH, YIOJIHOMOYEHHOro B o0iactu
TaMO>KEHHOTO JIeJia, TOCYJApCTBEHHBIM pPEeCcTp JEKapCTBEHHBIX CPEACTB, a TakkKe HMH(POpPMAIHIO O
BBIJAHHBIX PAa3spCIICHUAX Ha BBO3 KOHerTHOﬁ nmapTu JICKApCTBCHHBIX CPEACTB B ClIy4dadx,
YCTaHOBJICHHBIX 4acTblo 3 ctartbu 47 HacTosero denepaibHOro 3aKOHa.

Wudopmanust 00 U3MEHEHUIX:

Deodepanvnvim 3akonom om 6 Oexkabpsa 2011 2. N 409-DP3 ¢ uacmv 2 cmamvu 51 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMEeYeHUU Mmpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA
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Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
2. depepanbHBId OpraH UCIOJIHUTEIBHOW BIIACTH, YIMOJHOMOYEHHBIH B OO0JIACTH TaMO>KEHHOTO
nena, UHQOpMHUpYeT yKazaHHbIE B yacTh | HACTOSIIEH CTaTbU YIOJIHOMOYEHHBIE (eiepalibHbIe OpraHbl
WCIIOJHUTEIIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX CcpeAcTB B Poccuiickyro denepanuio W BbIBO3E
JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoil @enepanuu no GopmMe U B MOPSJKE, KOTOPHIE YCTaHOBJIECHBI
[IpaBurensctBoM Poccuiickoit denepanumn.
TAPAHT:

CMm. xomMmeHTapuu K ctatbe 51 HacTosmero denepabHOTO 3aKOHA

I'naBa 10. ®apmaneBTHYeCcKasi 1eATEJIbHOCTD

APAHT:

CMm. TocymapctBeHnyro mporpammy P® "Pa3Butue QapmaneBTHYECKOH H  MEAMIIMHCKON
npoMmblnieHHocTu" Ha 2013 - 2020 rr., yrBepxaeHHyto nocraHoBienueM [lpaButensctBa P® ot 15
anpens 2014 r. N 305

Crarps 52. OcymecTBiieHue (papManeBTHIECKON NesITeTbHOCTH

Wudopmarus 06 H3MEHEHHSIX:

Dedepanvrvim 3akonom om 25 nosaops 2013 2. N 317-®@3 6 uwacms | cmamvu 52 nacmosiweeo
DedepanbHo20 3aKOHA 6HeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

1. ®apmaneBTuyeckas esATEIbHOCTh OCYHIECTBISAETCS OPraHU3alUsIMUA ONTOBOW TOPTOBIIU
JIEKAPCTBEHHBIMU  CPEACTBAMH,  aNTCYHBIMA  OpPraHU3AIMsIMH,  BETEPUHAPHBIMU  ANTEYHBIMHU
OpraHHU3aIUsIMU, WHIUBUAYAIbHBIMU peIpUHUMATEISIMH, UMEIOIIUMHU JTUICH3UIO Ha
(dbapmManeBTUUECKyl0 JIeATebHOCTh, MEAUIMHCKUMH OpTaHM3allMsIMH, HWMEIOIMIMMH JIMIEH3UI0 Ha
dbapMalleBTUYECKYIO0 J€ATeIbHOCTh, M WX O000COOJCHHBIMU TMOApA3ACTCHUSAMH (aMOYIaTOPHIMH,
denpamepckumMu U HenbaIepCcKo-aKylepcKUMH MTyHKTaMu, IeHTpaMu (OTIeIeHUsIMU) 00111l BpaueOHOM
(ceMeiiHOI) MPaKTUKU), PACTIOJIOKEHHBIMU B CENBCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHble  OpPTraHM3allid, W  BETCPUHAPHBIMH  OpPraHU3AlMSIMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
(dbapMaleBTUYECKYIO 1eATEeIHbHOCTb.
FAPAHT:

CM. MeToMYecKre YKa3aHUs MO OCYLIECTBIECHHIO OpraHaMU T'OCYAapCTBEHHOM BiacTu cyObekToB PO
nepeaHHbIX nosiHoMounit P® o nuieH3upoBaHuio papMaleBTUYECKON 1eATeIbHOCTH, YTBEPKICHHbIE
npukazom Munszapascoipa3Butus Poccun ot 6 nrons 2008 r. N 2631

Wndhopmarust 06 n3MEHEHHSX:

DedepanvHvim  3axkonom om 27 wiona 20102, N 192-@3 uacme 2 cmamwvu 52 Hacmoswez2o
DedepanbHo20 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

2. @wuzuyeckue JHUIa MOTYT OCYIIECTBIATH (hapMalleBTUYECKYIO JEATEIbHOCTh MPU HATUIUU
BBICIIETO WJIM CpeaHero ¢apMarieBTUYecKoro o0pa3oBaHus U cepTU(]UKaTa CIEMHAINCTa, BBICIIETO WITH
CpPEIHEro BETepUHAPHOTO O00pa3oBaHMs U cepTU(UKATA CHEIHATUCTA, a TAKKe BBICIIETO WIU CPEIHETO
MEIUIIMHCKOTO Oo0pa3oBaHus, cepTU(]HKaTa CIeNUaTucTa WU JOTOJHUTEIHLHOTO MPOQPECCHOHATBHOTO
o0pa3oBaHMs B YaCTU PO3HUYHOM TOPTOBIHU JIEKAPCTBEHHBIMH MpemapaTaMH MpU YCIOBUU HX pabOThI B
000CO0JIEHHBIX MTOPA3ICICHUSIX METUIIMHCKUX OPTaHU3aIlii, YKa3aHHBIX B 9acTH | HACTOSIICH CTaThH.

TAPAHT:

CMm. KOMMeHTapuH K cTaThe 52 HacTosmero denepanbHOro 3aK0Ha

Wndopmarus 06 H3MEHEHHSX:
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

DeoepanvHulii 3akon donoanen cmamvetl 52.1 ¢ 29 noaops 2019 e. - Dedepanvhuiii 3akon om 28
Hos0psa 2018 2. N 449-D3
Crarbs 52.1. BBog B rpakIaHCKui 00OpOT JIEKAPCTBEHHBIX IPENApaToB I MEIUIIUHCKOTO
MpUMEHEHUS

1. ITepen BBOJIOM B TpayKIaHCKHA 0OOPOT KaXKJIOM CEpUU WIIM KaXIOW MapTHH IMPOU3BEICHHOTO B
Poccuiickoit depepauu J€KapCTBEHHOrO Mpenapara JJisi MEAULIUHCKOTO IPUMEHEHHUS], 38 UCKIOUYEHUEM
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MpPErapaTroB, MPOM3BOIUTENb TAKOTO JEKApCTBEHHOTO MpernapaTa
npencTaBisier B (eaepanbHBIA  OpraH HCIOJHUTEIBHOW BJIACTH, OCYIIECTBISIONIMK (QYHKIHUA TIO
KOHTPOJIIO ¥ Ha/A30py B cdepe 3ApaBOOXPAHECHUS, TOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPE/CTBA,
MOATBEPKIAIOMIMN KAYECTBO JIEKAPCTBEHHOIO MpEnapara, M IMOATBEP/KICHUE YINOJHOMOYEHHOrO JIMIA
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBHS JIEKAPCTBEHHOI'O IIpernapara TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPU €r0 F'OCYIApPCTBEHHOW PErUCTPALIUH.

2. Ilepen BBOAOM B Tpa)x<AaHCKHI OOOPOT KAXKIOW CEpUM WIM KaXKIOW MapTHH BBO3HMOIO B
Poccuiickyro @enepannio JIEKapCTBEHHOTO Mpenapara Jjisi MEAUIUHCKOIO IPUMEHEHUS, 3 UCKIIOUCHUEM
UMMYHOOHOJIOTHYECKUX  JIGKAPCTBEHHBIX  IpEmapaToB, OpraHM3alus, OCYIIECTBJSAIONIas  BBO3
JeKapCTBEeHHOTO Tipernapara B Poccuiickyro ®enepanuto, mnpencraBiseT B (eaepalbHBId  Opra
UCIIOTHUTENIbHON  BIIACTH, OCYIIECTBISIOMMN (YHKIMH 1O KOHTPOII H Haa3opy B cdepe
3IpaBOOXpPAHEHUsI, CEepTU(PHUKAT TMPOU3BOAUTENSI  JIGKAPCTBEHHOTO  CPEJACTBA,  yIOCTOBEPSIIOUIUI
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOT'O Mpernapara TpeOoBaHusAM (apMaKoNeWHO! cTaTh, a B caydae
OTCYTCTBHS (DapMakoneiHoOW cTaThWl TPEOOBAaHUSM HOPMATHBHOW JOKYMEHTAIMH, W TIOATBEPIKICHHE
MIPEACTABUTENS] OpraHu3aluy, OCYIIECTBIAIONICH BBO3 JIEKapCTBEHHOro mpenapara B Pocculickyro
denepalyio U yOJHOMOYEHHOW HHOCTPAHHBIM MPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUS
BBO3MMOI'O JIEKApPCTBEHHOTO Ipernapara TpPeOOBaHUSAM, YCTAHOBJICHHBIM IIPU €ro TrOCYAapCTBEHHOM
perucTpanum.

3. [Mopsimok mpencTaBieHHs] B COOTBETCTBUU C 4YacTsaMU | U 2 HACTOAIIEH CTaTbU JIOKYMEHTOB U
CBEJICHWN O JIEKApPCTBEHHBIX TMperapaTax, BBOAUMBIX B TPAKIAHCKHN 000pOT, YCTaHABINBACTCS
IIpaBurenscTBOM Poccutickon denepanum.

4. B oOTHOLIEHUM MEPBBIX TPEX CEpUN WM NapTUH JIEKAPCTBEHHOrO IIpernapaTa, BIIEpPBbIC
npoussBeneHHoro B Poccuiickon Penepaunu Wi BoepBble BBo3uMoro B Poccuiickyro denepanuro, B
dbenepanbHbI OpTaH UCIOJHUTEILHON BIIACTH, OCYIIECTBISIOMIMN (DYHKIIMU MO KOHTPOJIIO U HAA30py B
cdepe 3IpaBOOXpaHEHUs], TOTOTHUTENHHO MPEICTABISAETCS MPOTOKOJ UCTIBITAHUN O COOTBETCTBHH CEPHUH
WM TAPTUM JICKAPCTBEHHOTO IMpernapara g MEAUUUHCKOrO MNPHUMEHEHHS ITOKA3aTeNsiM KadecTBa,
MPEeyCMOTPEHHBIM HOPMATHBHON JIOKyMEHTallMel (Janee - MPOTOKON WCHBITAaHHM), MPOBOJUMBIX
AKKPEJIUTOBAHHBIMH B COOTBETCTBUU C 3aKOHOaTeILCTBOM Poccuiickoit denepaiuu 006 akKpeaUTaIuy B
HAI[MOHAJHPHOW  CHUCTEME  aKKpeauTaluu  QenepaJbHbBIMH  TOCYAApCTBEHHBIMU  OIOKETHBIMH
VUPEXKIACHUSMU,  TOJBEJOMCTBEHHBIMU  (peepaqbHOMY  OpraHy  HCHOJIHUTEIBHOM  BIIACTH,
OCYIIECTBISIfONIEMY (YHKIIMM TIO BBIPAa0OTKE U pealu3ali TOCYyJapCTBEHHOW TOMUTHKU H
HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHWIO B cdepe 3apaBooxpaHeHus, u ¢eaepaTbHOMy OpraHy
UCTIONTHUTENILHOM BJIACTH, OCYIIECTBISAIONIEMY (YHKIMM 1O KOHTPOJNI H Ham3opy B chepe
3apaBooxpaHeHus. [lopsmok BbeImauM yka3zaHHBIMH (eaepaabHBIMH TOCYAApPCTBEHHBIMH OIOKETHBIMHU
YUpEXKIACHUSIMUA JAHHOTO MPOTOKOJIa U pa3Mep IIaThl 3a €ro Bblauy ycTaHaBluBaroTcs lIpaButenscTBomM
Poccuiickoit @enepanuu.

5. Exxerogno He mo3aHee | deBparns mMpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB MU OpPTaHU3AINH,
OCYILIECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX mpenapatoB B Poccuiickyro denepanuio, NTpeACTaBIAIOT B
denepanbHBIl OpraH UCTOTHUTENHLHON BIACTH, OCYIIECTBISIOMUN (DYHKIIMU 1O KOHTPOIIO U HAA30py B
chepe 31paBOOXpaHEHHUs, MPOTOKOJ UCTIBITAHUN MOCTYIUBIIETO B TEYEHHUE TOJIa B TPAXKIAHCKUN 000pOT
JIEKapCTBEHHOTO TIpermapaTa KOHKPETHOTO MPOW3BOJAUTENS (HAa OJHY CEpUI0 KaXIOTO TOPTrOBOTO
HAaWMEHOBAHMS C YYETOM JIEKAPCTBEHHOW (DOPMBI U JO3WPOBKHU), MPOBOJUMBIX aKKPEAUTOBAHHBIMHU B
COOTBETCTBUU C 3aKOHOAaTenscTBOM Poccuiickoit ®enepanuu 00 aKKpeAWTAllMd B HAIMOHAIBHOMN
CHUCTEME aKKPEJAUTAIIMHU UCTIBITATeILHBIMU JTa00paTopusiMu (IIEHTpamMu ).
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APAHT:

[Tynkt 6 BcTymaet B cury ¢ 28 HOsi0ps 2018 1.

6. IlpousBomuTenu JIEKAPCTBEHHBIX CPEJICTB WM OpPraHM3alMM, OCYILIECTBIISIOIINE BBO3
JIEKapCTBEHHBIX IpenapartoB B Poccuiickyro denepannio, He MEHEe 4eM 3a OJUH IoJ J0 IUIAHUPYEMbIX
MPUOCTAHOBIICHUSI WJIM TPEKpaIleHUsT MPOU3BOJCTBA JICKAPCTBEHHBIX IpENapaToB WJIM HMX BBO3a B
Poccuiickyro ®enepanuio yBeAOMIAIOT 00 3ToM (enepaibHBIi OpPraH HMCHOJHUTEILHON BJIACTH,
OCYIIECTBIISIOUINHA (PYHKIIMU TT0 KOHTPOJIIO M HAA30pY B chepe 31paBOOXpaHeHUs U (enepaiabHbIil opran
UCIIOJTHUTENIbHOM  BJIaCTH, OCYLIECTBISIIONIMM ~ (YHKIMM 1O  JIMIEH3UPOBAHHMIO  MPOHU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B rpakmaHCKUi OOOpPOT KaXKIOH CEpPUM WM KKIOM MapTHHM UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipenapara, nmpousBeaeHHoro B Poccuiickoit denepanuu uinm BBO3UMoro B Poccuiickyro
Qenepalliio, OCYIIECTBISETCS Ha OCHOBaHMM pa3pelleHUs, BBIAAHHOTO (eaepaabHbIM OPraHoM
UCTIOJIHUTEIIHOW ~ BJIACTH, OCYIICCTBIIOMMM (YHKIMH 10 KOHTPOJII W Ham3opy B cdepe
3IpaBOOXPAaHEHUs, HAa OCHOBAHWU BBIIAHHOTO (eAepATbHBIMU TOCYIApCTBEHHBIMH OOJKETHBIMU
YUPEKIACHUSMU, YKA3aHHBIMU B YacTh 4 HACTOSINEW CTaThbH, 3aKIIOYCHHUS O COOTBETCTBUU CEPUU WIU
napTUd UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipemnapara TpeOOBAHUSM, YCTAHOBJICHHBIM IPU €ro
rocyapcTBeHHOW peructpauuu. [lopsaok Bblgauu paspelieHus Ha BBOJ B IPakJaHCKUN 00OpOT cepuu
WIM TAPTUU UMMYHOOHOJIOTHUYECKOTO JIEKApCTBEHHOTO Mpernapara, a TakKe MOPsI0K BhIIaYM YKa3aHHOTO
3aKJIIOUEHUs M pasMep IulaThl 3a €ro Bblgady ycraHasiusarorcs IIpaButensctBom Pocculickon
®enepanuu.

8. 3a HempeacTaBICHUE WJIM HECBOEBPEMEHHOE IIPEJICTaBICHUE JOKYMEHTOB U CBEJICHUH,
IPEeyCMOTPEHHBIX dacTsiMu 1, 2, 4, 5 u 6 HACTOALIECH CTaThH, MPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEJICTB U
OpraHu3aliy, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX mpenaparoB B Pocculickyto denepanuio, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM Poccuiickoit denepannu.

Wndhopmarust 06 n3MEHEHUSX:
Yacmov 9 usmenerna ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

9. llpencraBneHne NOKYMEHTOB M CBEIEHUMN, MPEIyCMOTPEHHBIX uacTsimu 1, 2 m 4 Hacrosuien
CTaTbl, M IIOJIy4EHHE MPENYCMOTPEHHOIO 4YacTblO 7/ HACTOALIEM CTAaTbU pa3pellleHuss Ha BBOJ
MMMYHOOHMOJIOTUYECKOTO JIEKAPCTBEHHOT'O TMperapaTta B TPaXKIAHCKUM 00OpoT HEe TpeOyroTcs B
OTHOLICHUH JIEKAPCTBEHHBIX IMIPEMApaToB, MPEAHA3HAYEHHBIX JUI  IPOBEIEHUS  KIMHUYECKUX
UCCJIEIOBAaHUM JIEKApCTBEHHBIX IpENapaToB, NPOBEACHMSI AKCHEPTU3bl JIEKAPCTBEHHBIX CPENCTB IS
OCYILIECTBIIEHUSI TOCYJApPCTBEHHOM DPETMCTpAllMU JIEKAPCTBEHHBIX IPENaparoB, a TAKKE€ B OTHOLICHUU
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENaparoB, MpPeAHa3HAUYEHHBIX Ul OKa3aHUS MEIUIIMHCKOU
IIOMOIIY IO KU3HEHHBIM IIOKAa3aHMSM KOHKPETHOIO IallME€HTa WJIM TPYIIbI MAllMEHTOB, BBO3UMBIX B
Poccuiickyro denepaiuto B COOTBETCTBUU ¢ vacTsiMu 3 W 3.1 crarbu 47 nHactosimero denepaabHOro
3aKOHA.

10. Ilpu BBIABIIEHUU B Tpa’KJaHCKOM O0OpOTE CEpUU WIM MAapTHH JIEKApCTBEHHOI'O Iperapara,
JIOKYMEHTbI M CBEIEHHUS O KOTOPBIX, MpelyCMOTpeHHble dacTsmu |, 2 u 4 HacToAlleW CTaThb, He
NpEJCTaBICHbl B (QeAepalbHbIi OpraH HCHOJHUTENIBHON BIACTH, OCYLIECTBISIIOIIMK (QYHKIUU 110
KOHTPOJIIO U Ha/a30py B cdepe 37ApaBOOXpaHEeHHUs, JUOO cepuM WIM MapTUH UMMYHOOMOJIIOTHYECKOTO
JIEKapCTBEHHOI'O Tperapara, He HMEIOIIUX pa3pelieHdsl Ha BBOJA B TPaXJaHCKHI  000poT,
IPEIYCMOTPEHHOTO 4YacTbio 7 HACTOALIeW cTaTbM, (enepajabHbli OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBISIOMMN (QYHKIIMM IO KOHTPOJK M Haa3opy B cdepe 3ApaBoOOXpaHEHUs, B TOpPSAKE,
ycranosiieHHOM [IpaBurensctBom Poccuiickont ®Penepanuy, NPUHUMAET pELIEHUWE O IPEKpalCHUU
Ipa)XAaHCKOro 000pOTa TaKUX CEPUU WIIM MApTUH 10 IPEJICTaBICHUS YKa3aHHBIX JTOKYMEHTOB U CBEJECHUI
100 MOJTyYeHUs YKa3aHHOTO pa3peleHHUs.

Wudopmanust 06 U3MEHEHUIX:

DedepanvHulil 3ak0H donoanen cmamvetl 52.2. ¢ 1 cenmabps 2023 2. - @edepanvhbiii 3akoH om 2 uios
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20212 N 317-®3
Cm. 6y0ywyro peoakyuio

Cmamows 53 usmenena c 1 ausaps 2018 e. - @edepanvhuiii 3axon om 29 urons 2017 2. N 278-D3

CMm. npedbloywyro pedakyuio
Crarbs 53. [lponaxa, mepenaya JEKapCTBEHHBIX CPEACTB OPraHU3alMsIMHU OINTOBOH TOPTOBIH
JICKapPCTBEHHBIMU CPEACTBAMHU

Wndopmarus 06 H3MEHEHHSIX:
Yacmo 1 usmenena c 29 oexabps 2020 2. - @edepanvuwiii 3axon om 27 dexaobps 2019 2. N 481-D3

CMm. npedvloyuyro pedaKyuio

1. Opranuzanuu ONTOBON TOPTOBIIM JICKAPCTBEHHBIMH CPEJICTBAMH MOTYT OCYIIECTBIISTH MIPOJAKY
JICKapCTBCHHBIX CPEACTB WJIHM IEepelaBaTh MX B YCTAaHOBJICHHOM 3aKOHOJATEIhCTBOM Poccuiickoit
Ddeneparun nopsiake (3a UCKITIOUEHHEM (hapMaleBTHUECKOM CyOCTaHIIUK CITUPTa 3TUIIOBOTO (3TaHOJIA):

1) apyruM opraHu3aIisaM ONTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEIICTBAMU;

2) IpOU3BOIUTEISAM JICKAPCTBEHHBIX CPEICTB VIS IeNICH MPOU3BOCTBA JIGKAPCTBEHHBIX CPEJICTB;

3) anTeuHBIM OpraHU3aIUsAM U BETCPUHAPHBIM alITCYHBIM OPTaHU3AIUIM;

4) HayYHO-HCCIIEIOBATEIIbCKMM OPTaHU3aIUAM [T HAYYHO-HCCIIeIOBATEIbCKON PabOThI;

5) WHOUBUAYaIbHBIM MPEANPUHUMATEIISIM, HMCIOIUM JIUIEH3NI0 Ha (HapMarieBTHICCKYIO
JeSITeIbHOCTD WJIH JIMIIEH3UIO Ha MEUIIMHCKYIO JeSITeIbHOCTD;,

Undopmaris 06 n3MEHEHUSX:

Ilynkm 6 uzmenen c 6 ageycma 2019 2. - @edepanvusiii 3akon om 26 utonsn 2019 e. N 240-D3

Cm. npeovloywyro peoakyuio
6) MEQUIMHCKAM OpraHu3alusM, B TOM 4YHCIE CO3JaHHBIM U 3aperuCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJATEICTBOM MHOCTPAHHOTO TocyaapcTBa - wieHa OpraHu3alnuu 3KOHOMHUYECKOTO
COTPpYIHMYECTBA M  pa3BUTHUAd  HWHOCTPAHHBIM  IOPUAUYECKMM  JIMIAM,  WHAWBHUIYaJIbHBIM
IpEeIIPUHUMATENSAM, SBJISIOIIKMMCS YyYaCTHUKAMU MPOEKTa B COOTBETCTBUM ¢ DejiepanbHbiM 3akoHOM "O
MEXIYHAPOJAHOM MEIMIIMHCKOM KJIACTEpE U BHECECHUM M3MEHEHMH B OT/AEIbHBIE 3aKOHOAATEIIbHBIC aKThI
Poccuiickoit @denepanuun', u BeTepUHAPHBIM OpPraHU3aLMSIM;
Wndhopmarrist 06 n3MEHEHUSX:
Ilynkm 7 usmenen c 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aseycma 2019 2. N 297-D3
CMm. npedvloywyro pedaKyuio
7) opraHM3anMsM M HWHAMBUIYAIbHBIM MpPEINPUHUMATENSIM, OCYLIECTBISIOINIMM pa3BelIcHHE,
BbIpalIBaHUE U COJEpKaHHUE KUBOTHBIX (32 UCKIIOUEHUEM MPOJaKd UM (papMalieBTHUECKUX CyOCTaHIIUM
WIN UX Tepefay).
Wudopmanust 06 U3MEHEHUIX:
Yacmw 2 usmenena c 29 oexabps 2020 2. - Dedepanvhuiii 3axon om 27 oexabps 2019 2. N 481-D3
Cm. npedvioyuyio pedaxyuio
2. OpraHuzanuy ONTOBOM TOPIrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU HE BIIpaBE OCYIIECTBIIATH
npojaxy (meperady B YCTaHOBJIEHHOM 3aKoOHOJaTelabcTBOM Poccuiickoit ®exnepanuu  mopsijike)
(dapmareBTUIeCKOl CyOCTaHIIUU CIIUPTA STUIIOBOTO (9TaHOA).
TAPAHT:

CMm. koMMeHTapuH K cTaThe 53 HacTosero denepanbHOro 3aK0Ha

Wudopmanust 06 U3MEHEHUSX:

Cmamus 54 usmenena ¢ 26 mapma 2022 2. - @edepanvhuiil 3akon om 26 mapma 2022 2. N 64-D3
Cm. npedvioywyro pedakyuio
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

Crarba 54. [IpaBuiia onTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU

1. OnroBast TOProBiis JIEKAPCTBEHHBIMU CpPEJICTBAMH OCYILIECTBIISCTCS IPOU3BOJAUTEIISIMU
JICKaPCTBEHHBIX CPEJCTB W OpraHU3alUsSMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMHU IIO
IpaBuiiaM HaJJIeXKaIeH AUCTPUOBIOTOPCKON MPAKTUKK U MPaBWIIaM HaJJIeKAIIEH MPAKTHKU XPAHCHHS U
MEPEBO3KU JIEKAPCTBEHHBIX MPENapaTroB, YTBEPKIECHHBIM COOTBETCTBYIOIIUMHU YIIOTHOMOYEHHBIMU
benepanrbHBIMU OPTaHaMU UCTIOTHUTEILHOM BIIACTH.

2. Opranuzanusi ONTOBOM TOProOBIM JIEKAPCTBEHHBIMH CpPEJACTBaAMH 00s3aHa COOIIOJATh
npe/iesibHbIe CPOKU OTTPY3KU 3aTPEOOBAHHBIX aNTEYHOW OpraHu3aluei JeKapCTBEHHBIX MPENapaToB IS
MEJIMIIMHCKOTO MPUMEHEHUSI U HE BIIpaBe OTKA3bIBATh alITEYHON OpraHU3aliH, C KOTOPOH y Hee 3aKIII0UYeH
COOTBETCTBYIOIIMI JOrOBOP O MOCTaBKaX JIEKAPCTBEHHBIX MPENApaTOB JIJIsi MEIULIUHCKOTO TPUMEHEHUS, B
MOCTABKE JICKAPCTBEHHBIX IMPENapaToB A MEIUIIMHCKOTO MPUMEHEHUS MpHU HATW4YMH 3aTPeOOBaHHBIX
JIEKApCTBEHHBIX TMPENapaTroB JJid MEAMIMHCKOIO MNPUMEHEHUs Yy OpraHu3alli ONTOBOW TOPTOBIU
JIEKapCTBEHHBIMU cpefcTBamMu. [IpenenbHble CPOKM OTTPY3KH 3aTpeOOBAHHBIX aNTEYHOW OpraHu3anueit
JIEKAPCTBEHHBIX MPENAPATOB JJIsi MEAUIIMHCKOTO MPUMEHEHHS] B 3aBUCHMOCTH OT PACIIOJIOKECHHUS MeCTa
OTTPY3KH  JIEKapCTBEHHBIX  IpEnapaTroB [  MEIUIUHCKOTO TMPUMEHEHHUS  YCTaHaBJIUBAIOTCS
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOJTHUTEILHOU BIIACTH.

TAPAHT:

CM. koMmMeHTapuu K cTatbe 54 HacTosuero denepaibHOr0 3aKOHA

Cratbs 55. [lopsaok po3HUYHOM TOPrOBIIM JIEKAPCTBEHHBIMH MpenapaTaMu

Undopmarist 06 n3MEHEHUX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uacmv 1 cmamou 55 nHacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu

1. Po3nuyHasi TOProBisi JIEKAPCTBEHHBIMU TpErapaTaMyd B KOJUYECTBAX, HEOOXOIUMBIX IS
BBITIOJTHEHHST BpaueOHBIX ((enpaiepckux) Ha3HAYCHW WM Ha3HAYeHWH CHEeIHaluCTOB B 00IacTH
BETEPUHAPUH,  OCYIIECTBISICTCS ~ AlTeYHBIMM  OpraHW3aldsM{,  BETEPHUHAPHBIMA  AlTCYHBIMU
OpTraHU3aIUsIMHU, WUHIUBUAYATbHBIMU MpeITpUHUMATEISIMH, UMEIOITUMHU JTUICH3UIO Ha
(dbapMareBTUUECKyl0 JIeATeNbHOCTh, MEAUIIMHCKUMH OpTaHM3allMsIMH, HWMEIOIIMMH JIMIEH3UI0 Ha
dbapMalleBTUYECKYIO JEATeIbHOCTh, M WX O000COOJCHHBIMU TMOJpa3ACTCHUSIMH (aMOYIaTOpHIMH,
denpamepckumMu U HenbaIepCeKo-aKylepcKUMH MyHKTaMu, IeHTpaMu (OTIeIeHUsIMU) 00111el BpaueOHOM
(ceMeliHOI) PAaKTHKH), PACTIONOKEHHBIMU B CEIBCKUX HACEICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHble  OpTraHM3allid, W  BETCPUHAPHBIMU  OpPraHU3AMSAMH, UMEIOIMIUMH JIUIEH3UI0  Ha
dbapMalleBTUYECKYIO JIeATENbHOCTh. Pa3perieHa po3HWYHAasT TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMH
nmpenapaTaMu, 3apeructTpupoBaHHbIMU B Poccuiickoit ®exepanuu WIU HU3TOTOBIEHHBIMU aANTEYHBIMU
OpraHU3aIUsIMU, BETEPUHAPHBIMH aNTeYHBIMH OpTaHHU3aIUsIMH, WHIMBUTYTbHBIMU
OpEeIPUHUMATEISIMU, HMMEIOIIMMU JIMIEH3UWI0 Ha (apMaleBTHUUECKYIO AESITeNbHOCTh. Po3HHMYHAs
TOPTOBJISl JICKAPCTBEHHBIMHU TIperaparaM OCYIIECTBISIETCS 10 TMpaBWJIaM HAJJICKAIIeH anTedHOn
MPAKTUKH, YTBEPKJICHHBIM YIIOJTHOMOUYEHHBIM (heiepabHbIM OPraHOM HMCIIOHUTEIBHOMN BIACTH.

Wudopmanust 00 U3MEHEHUIX:

Cmamus 55 donoanena wacmoto 1.1 ¢ 3 anpensa 2020 2. - @edepanvhuiii 3akon om 3 anpens 2020 e. N
105-@3
1.1. Po3Hu4Has TOProBilsl JIEKApCTBEHHBIMU MpenaparaMy JUIsi MEAMIIMHCKOTO NpUMEHEeHHus (3a
VCKJIIOYEHHEM JIEKAPCTBEHHBIX IIPENApaToB, OTIYCKAEMBIX IO PELENTY Ha JIEKApCTBEHHBIM Ipenapar,
HapKOTUYECKUX JIEKaPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JEKAapCTBEHHBIX IpernapaToB, a TaKxke
CIHUPTOCOJIEPKAIIUX JIEKAPCTBEHHBIX MpPEnaparoB ¢ OOBEMHOH J0jel 3TUIOBOrO CHHMpTa CBbIIIE 25
IPOLEHTOB) MOXET OCYIIECTBIISITHCS  alTeYHbIMH  OpPTraHU3alMsIMHM  JUCTAHLIMOHHBIM  CIOCOOOM.
Po3HHMYHYIO TOProBIIIO JIEKAPCTBEHHBIMU MpeNapaTaMy JUisl MEAULIMHCKOTO IPUMEHEHHS TUCTAHIIMOHHBIM
Croco0OM MOT'YT OCYHIECTBJISTh aNTEUHbIE OpPraHU3allld, UMEIOIINE JIMIEH3HI0 Ha (papMaleBTHYECKYIO
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NeSITeIbHOCTh M COOTBETCTBYIOILEE pa3pelieHue QelepanibHOro OpraHa MCIOJHUTEIbHOM BIIACTH,
OCYLIECTBIISAIOIEr0 (DYHKLIUHU IO KOHTPOJIIO U Haa3opy B cdepe 3apaBooxpaHeHus. [lopsgox Bbliaun
paspeleHusl Ha OCYLIECTBJICHUE PO3HUYHOM TOPIOBIM JEKAPCTBEHHBIMH IIPENapaTaMH JUCTaHLIHMOHHBIM
croco0oM, TpeOOBaHMs K alTeYHbIM OPraHU3aLUsAM, KOTOPhIE MOTYT OCYIIECTBISTH TaKyl TOPTOBIIO, U
NOPSIIOK €€ OCYILECTBICHHUS, a TAKXKE IpaBHia JOCTaBKHM JIEKAPCTBEHHBIX IIPENapaToB TIpaKIaHaM
ycraHaBiuBatorcsi  [IpaButensctBom  Poccuiickoit  ®epepaumu. Mudopmamuss 00 — omiaueHHBIX
(OTHYIIEHHBIX) U OJYYEHHBIX JIEKAPCTBEHHBIX MpernapaTax BHOCUTCS B CUCTEMY MOHUTOPUHIA JIBHXKEHUS
JIEKApCTBEHHBIX IPENapaToB I MEAULMHCKOIO IIPUMEHEHHUs B IOPSAKE, NPELyCMOTPEHHOM 4YaCTbIO
cratby 67 HacTosero PenepajbHOrO 3aKOHa.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3akonom om 25 wnosaops 2013 2. N 317-®@3 6 uacms 2 cmamvu 55 nacmosuwezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvioyuel pedaKyuu

2. Bunbl anTeyHBIX OpraHM3alii W MpaBuUia OTIyCKa JIEKAPCTBEHHBIX IMpEnapaToB AJs
MEJMIIMHCKOTO TIPUMEHEHUSI AalTeYHBIMA OPTaHU3ANMSIMH, WHIUBHIYAJIbHBIMH MPEITPHHUMATEIISIMH,
UMEIOUTUMH JIMIIEH3UI0 Ha (papMaIeBTUUECKYIO AESITEIbHOCTD, a TAK)KE MpaBUjia OTIYCKa JIEKapCTBEHHBIX
MpenapaToB i MEAUIIMHCKOTO MPUMEHEHHUS METUIIMHCKUMU OpraHu3alusiMU, UMEIOITUMU JIMIICH3UIO Ha
dbapMalleBTUYECKYIO JI€ATEIbHOCTh, M HUX O000COOJCHHBIMU MOAPA3ACTICHUAMH (aMOYIaTOPHUIMH,
denpamepckuMu U (PebaImepcKo-aKymepCKUMHE ITyHKTaMH, IICHTpaMu (OTACIICHUsIMH ) 00IIeH BpaueOHOM
(ceMeiiHOI) MPaKTUKHU), PACIIOIOKEHHBIMU B CEIBCKUX HACEJICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIMH, YTBEPKIAIOTCS YIOJHOMOYCHHBIM (eepabHBIM OPraHOM HCIOJHUTEILHON
BJIACTH.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 3 utona 2016 2. N 305-@3 6 uwacmv 3 cmamovu 55 nacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu
3. IlpaBumna oTIycKka HAPKOTHYECKUX CPEJICTB M IMCUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBe JIEKAPCTBEHHBIX IMPEMapaToB, JEKApPCTBEHHBIX MIPENapaTtoB, COJEPKAIIUX HAPKOTHYECKHE
CPEIICTBA W TICHXOTPOITHBIC BEMIECTBA, YTBEPKIAIOTCS YIOJHOMOYEHHBIM (efepaibHbIM OPTaHOM
UCTIOTHUTENIbHOM BIIACTH 1O COTJIACOBaHHWIO C (enepaqbHbIM OpraHOM HCIHOJHUTENBHON BIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPEHHUX JIEI.

Wndhopmarust 06 n3MEHEHUSX:

Yacmo 4 usmenena c 13 agzycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
4. JlekapcTBeHHbIE Tpenaparbl JUisi BETEPUHAPHOTO TPUMEHEHHUS TMOMAJIekKAT OTIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPraHU3allMsIMH, BETCPUHAPHBIMH OPTaHU3AlUSIMU, WHIWBHYATbHBIMH
OpeINpPUHUMATETIIMU, UMEIONIMMH  JIMIEH3UI0 Ha  (apMaleBTUYECKyI0 JesTeabHOCTh.  OTIyCcK
JICKAPCTBEHHBIX TMPEIapaToB JUIS BETEPHHAPHOTO MPUMEHEHHS OCYIIECTBISIECTCS B COOTBETCTBHH C
npaBUaMy  HaANEXKAIlleld anTeyHOW TMPaKTHUKU JIGKAPCTBEHHBIX TpernaparoB s BETEPUHAPHOTO
MIPUMEHEHHS, YTBEP KICHHBIMH YIIOJTHOMOYCHHBIM (e IepaTbHBIM OPTaHOM HCTIOTHUTEILHOM BIIACTH.

Wndopmarys 06 M3MEHEHHSAX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 e. N 105-D3

CMm. npedvloyuyro pedaKyuio
5. TlepeueHb MEAMIMHCKHX OpTaHMU3AIMKA, WMEIOIUX JUIEH3UI0 Ha (apMaleBTUUECKYIO
NEeSTeNIbHOCTh, W HUX  00OCOOJIEHHBIX  mojpazieneHuit  (amOynmatopui,  ¢enpAlIepcKUX U
GenpaIepcKo-aKymepcKux MyHKTOB, IIEHTPOB (OTaeneHuit) obmieil BpauyeOHO# (ceMeiHO) MpaKTHKH),
PacCIIOIOKEHHBIX B CEJIBCKMX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIC OpTaHU3aIUH, a
Tak)Ke MepeUeHb JICKAPCTBEHHBIX MPENapaToB, MPOoJaka KOTOPBIX MOXKET OCYIIECTBISATHCS YKa3aHHBIMU
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OpraHu3alUsIMHU U UX 000COOJIEHHBIMU MOAPA3ACICHUSIMH, YCTAaHABIUBAKOTCS OpraHaMM MCIIOJHUTEIbHON
BiacTH cyOobekToB Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 25 nosops 2013 2. N 317-@3 uwacme 6 cmamvu 55 nacmosweco
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm wacmu 6 npedvloyuell pedaKyuu
6. AmnTeuyHble OpraHU3alUM, WHIUBUAYAIbHBIC MPEANPUHUMATENIN, WMEIOIINE JMIEH3UI0 Ha
dbapMalleBTUYECKYIO0  ACSITEeNbHOCTh, 00si3aHBl  oOecreunBaTh  yTBepXkACHHbIN [IpaBuUTENHCTBOM
Poccwuiickoit @eneparuu 1 GopMUPYEMBI B YCTAaHOBICHHOM UM TIOPSIKE MHUHUMAIBHBIA acCOPTUMEHT
JIEKapPCTBEHHBIX MPEnapaToB, HEOOXOAUMBIX Ui OKa3aHUs MEAUIIMHCKOW MTOMOIIIH.

Wndopmarius 06 M3MEHEHUSX:

Yacmo 7 usmenena ¢ 3 anpens 2020 2. - @edepanvruiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedaKyuio

7. AnNTe4HbIC OpraHW3alliK, WHIWBUAYAIbHBbIC MPEANPUHUMATEIIN, HMCIONIME JIUIEH3UIO Ha
(dapManeBTUYECKYIO e TSIILHOCTD, HAPSTY C JICKAPCTBEHHBIMH IperapaTaMi UMEIOT IIPaBo MpruoOpeTarTh
U TpoJiaBaTh, B TOM YHCJIC IAMCTAHIIMOHHBIM CIIOCOOOM, MEIMIMHCKUE H3JACIHs, AC3HH(DUIUpYrOIIne
CpeICTBA, MPEIMETHl M CPEACTBA JIMYHOW TUTHEHBI, TIOCYIY IS MEIUIWHCKHUX eI, MPEAMEThl |
Cpe/CTBa, MpeJAHAa3HAYCHHBIC U1 yXoJlia 3a OOJIbHBIMHU, HOBOPOXKJICHHBIMH U JCTbMH, HE JIOCTHTIIUMHU
BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CpPEACTBA yXoJa 3a HeH, MHUHEpaJIbHbIC BOMIBI, IPOTYKTHI
Je4eOHOro, JETCKOr0 M JIUETHYECKOTO NMUTaHMs, OMOJOTMYECKH aKTUBHBIC NOOABKH, Nap(IOMEpHbIC U
KOCMETHYCCKHE CpPEACTBA, MEAWIIMHCKHE U CaHUTApPHO-TIPOCBETUTCIBHBIC TICYaTHBIC W3JaHUS,
npeHa3HAYCHHBIC JUIS IPOTIaraH bl 3[0POBOT0 00pa3a KU3HH.

Undopmarist 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 13 urons 2015 2. N 262-D3 6 uacmv 8 cmamovu 55 nacmoswezo
DedepanvbHo2o 3aKOHA BHeCEeHbl UsMeHeHUs1, scmynalowue 6 cuny ¢ 1 ausapsa 2016 a.

Cm. mexkcm uacmu 6 npedvloyuel pedaKyuu

8. JesarenbHOCTh anTedHblx opraHusanuil BoopyxkeHHbix Cun Poccuiickoit ®@enepanuu, Apyrux
BOICK, BOMHCKHX (POPMHUPOBAHUN M OPraHOB, B KOTOPBIX 3aKOHOAATeIbCTBOM Poccuiickoir ®enepanun
HPEIYCMOTPEHO NPOXOXKICHHE BOEHHOM CiykObl wWiIn (QeaepanbHON ToCyIapCTBEHHOM CIIyKOBl,
CBA3aHHOM C IIPAaBOOXPAHMUTEIBHOW JEeATENBbHOCTHIO, peryiaMeHTupyeTrcs: HacrosmuMm denepanbHbIM
3aKOHOM M YTBEP)KICHHBIMH COOTBETCTBYIOLUIMMH (hefepalbHBIMU OpraHaMu MCIOJHUTEIbHON BIAcTH
nosiokeHussMU. KoHTposb 3a coONIOZeHHEeM YKa3aHHBIMH alTE€YHbIMU OpraHU3alUsAMH  TOJ0KEHHUH
Hacrosiero denepasbHOr0 3aKOHa OCYLIECTBISETCS COOTBETCTBYIOIIMMH (ellepalbHbIMU OpraHaMu
VICITOJTHUTEJIBHON BIIACTH.

9. He npumensiercs ¢ 1 ssaBapst 2021 r. - @enepanbubiii 3akoH ot 3 anpens 2020 r. N 105-03

Wudopmanust 06 U3MEHEHUIX:

Cm. npedvloywyio pedakyuro
TAPAHT:

CM. koMMEHTapuu K cTaTtbe 55 HacTosmero denepalbHOTrO 3aKOHa

Wudopmanust 06 U3MEHEHUSX:

DedepanvHulil 3akoH Oononnen cmamvei 55.1 ¢ 1 mapma 2023 2. - @edepanvhuiti 3axon om 20
oxkmsaops 2022 2. N 405-D3

Cm. 6yoywyro pedaxyuio
Cratbs 56. 1I3roToBiieHHE U OTIIYCK JIEKAPCTBEHHBIX MTPENApaTOB

T'APAHT:

CwMm. EI[I/IHBIG ImpaBujia O(i)OpMJ'IGHI/ISI JICKApCTB, HPUTOTOBIIICMBIX B aAIITCUHBLIX YUYPCKICHUAX
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(MpeAnpUATHAX) PA3THIHBIX (GOPM COOCTBEHHOCTH, YTBEPXKIACHHBIC MHUHHUCTEPCTBOM 3PaBOOXPAHCHHSI
P® or 24 urona 1997 1.

Wndopmarus 06 H3MEHEHHSIX:
Yacmo 1 usmenena c 1 mapma 2025 2. - @edepanvhuiii 3akon om 30 oexabps 2021 2. N 463-D3
Cm. 6yoywyro pedakyuio
Yacmo 1 usmenena c 1 cenmnabops 2023 2. - @edepanvhuiil 3akon om 5 dexabps 2022 2. N 502-D3

Cm. 6yoywyro pedaxyuio
1. M3rortoBiieHWEe JEKAPCTBEHHBIX IPENApaToOB aNTEYHBIMU OpPTaHHU3AIUSMHU, BETECPUHAPHBIMU
anTeYHBIMH OPTaHU3AIMSAMH, WHIUBUIYaIbHBIMH TPEANPUHUMATEISIMUA, WMCIOIIUMH JIMIECH3UIO Ha
(dapManeBTUYECKYIO JIESATEIBHOCTh, OCYIIECTBISICTCS MO pEIenTaM Ha JIEKAPCTBEHHBIC Mpenaparsl, Mo
TpeOOBaHUSAM MEIUITMHCKHX OpTaHW3allfii, BETCPUHAPHBIX OpraHW3alMii B COOTBETCTBUU C IPABHIAMH
W3TOTOBJICHUSI W OTIYCKA JIGKAPCTBEHHBIX  TIPENApaToB, YTBEPKICHHBIMUA  yIIOJTHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmaris 06 n3MEHEHUAX:

Yacmw 2 usmenerna ¢ 1 cenmsaops 2023 e. - @edepanvhuiil 3axon om 5 dekabps 2022 2. N 502-D3

Cm. 6yoywyro pedaxkyuio
2. Ilpu U3roTOBJICHUH JICKAPCTBEHHBIX MPENapaToB alTeYHBIMUA OPTAHU3AIMSIMHE, BETCPUHAPHBIMHU
anTeYHBIMU OPTraHU3alUsIMK, WHIUBUAYAJIbHBIMU MPEANPUHUMATEISIMUA, WMEIOIIMMHU JIMIICH3UI0 Ha
(dapManeBTUYECKYIO JESITeIbHOCTh, HCIHOJB3YIOTCS (apMaleBTHUSCKUE CYOCTAHIIMH, BKJIIOUCHHBIC
COOTBETCTBEHHO B TOCYAApPCTBCHHBIN PEeCTp JICKAPCTBEHHBIX CPEACTB JIJISI MEAUIMHCKOTO TIPUMEHEHUS U
rOCYIapCTBEHHBI PEECTp JICKAPCTBEHHBIX CPEJCTB JUISl BETCPUHAPHOTO MPUMEHECHHSI B YCTAHOBJICHHOM
nopsiike. He nomyckaercss M3rOTOBJICHHE AalTEYHBIMUA OPraHU3alMsIMH, BETCPHHAPHBIMH ANTCUHBIMHU

opraHnu3anusimMu, UHIUWBHUIYaJIbHBIMU NpCaAIPpUHUMATCIIAMHU, NMCHOIITUMHU JIMOCH3 U0 Ha
dbapMaleBTUYECKYIO JEATeTbHOCTD, JICKAPCTBEHHBIX IpErapaTroB, 3aperucTpUpOBaHHBIX B Poccuiickoii
denepanuu.

Wndopmarys 06 H3MEHEHHSAX:
Yacms 3 usmenena c 1 cenmsaops 2023 a. - @edepanvhuiil 3axon om 5 dexkabpsa 2022 2. N 502-D3
Cm. 6yoywyro pedaxyuio
3. MapkupoBKka JI€KapCTBEHHBIX IMIPENapaToB, W3TOTOBJICHHBIX AaNTEYHBIMH OpTraHU3AIHIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTaHU3ANUSIMH, WHIUBHIYAIHLHBIMH TPEANPUHUMATEIIIMA, HUMCIOIIHMHA
JUIEH3UI0 Ha (apMaleBTHUECKYIO0 JeSTENbHOCTh, M O(OpPMIEHHE TaKUX TMpEnapaTtoB HOJKHBI
COOTBETCTBOBATH MMPaBUIIAM, YKAa3aHHBIM B UacTH | HACTOSIICH CTAThU.

Wndopmarys 06 n3MEHEHHSAX:
Yacmob 4 usmenena c 1 cenmsaops 2023 2. - @edepanvhuiil 3axon om 5 dexkabpsa 2022 2. N 502-D3

Cm. 6y0ywyro pedaxkyuio
4. AnTeuyHble OpraHu3alliyd, BETEPUHAPHBIC AaIlTEUYHbIE OpPraHU3alMH, HWHIAUBUIYyAIbHBIE
IpeIpPUHUMATEIN, UMEIOIINE TUIICH3UI0 Ha (papMaIieBTHYECKYIO AeSITeIbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJI0JICHWE TPAaBUJI W3TOTOBJICHHWS W OTIYCKa JIEKAPCTBEHHBIX IPEMapaToB B COOTBETCTBUU C
3aKkoHoaresbecTBOM Poccuniickoit denepanuu.
TAPAHT:

CM. koMMeHTapuu K cTatbe 56 HacTosero denepalbHOTO 3aKOHA

Crarba 57. 3ampemenue mnpojgaxu  GanbcUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJNCTB,
HET0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX
CpEeICTB
[Iponaxa banbcuPUIMPOBAHHBIX JIEKapCTBEHHBIX CPEJCTB, HEZ00POKAYECTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aMpeIaeTcs.
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APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 57 HACTOSAIIETO d)ez[epanLHoro 3aKOHa

Crartbs 58. XpaHeHue JiekKapCTBEHHBIX CPE/ICTB

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oxkmsaops 2014 2. N 313-D3 6 uacme I cmamwvu 58 nacmosiweco
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAOWUe 8 CULY N0 UCMEYeHUU Mpuoyamu OHell nocje
OHA 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DedepabHO20 3aKOHA

Cm. mexkcm wacmu 6 npeovioyujel pedaKyuu

1. XpaHeHue JIEKapCTBEHHBIX CPEJCTB OCYIIECTBISIETCS MPOU3BOJIUTENISAMH JI€KApPCTBEHHBIX
CPEJICTB, OPraHU3AIUSIMHI ONTOBOM TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMH, AITEYHBIMU OPTaHU3AIUSIMH,
BETEPUHAPHBIMU aNTEYHBIMH OPraHU3aAlUAIMU, WHAUBUAYAIbHBIMH TMPEANPUHUMATENIAMUA, UMEIOIIUMHU
JUICH3UI0 HAa (HapMalleBTHUECKYIO JIeATEIbHOCTh WM JUICH3UI0 HAa MEIHIIMHCKYIO JIeITeIhHOCTD,
MEAMIIMHCKUMH  OpPraHU3alUsIMH, BETEPUHAPHBIMH OpPTraHMU3AlMSIMH ¥ HMHBIMH  OpraHU3aIUsIMU,
OCYIICCTBISIONUMHU OOpaleHNe JIEKAPCTBCHHBIX CPEICTB. XpaHEHUE JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHS OpPraHU3alMsIMH M HHIWBUIYaJbHBIMU TMPEANPUHUMATENSIMUA B CIy4asX,
€CJIM OHU WCIIOJB3YIOTCS HUCKIIOYUTEIHLHO IMPU PA3BEJACHHUH, BBIPANUBAHUU, COJCPKAHUU M JICUCHHH
YKUBOTHBIX, MOKET OCYILIECTBISATHCS 0€3 MOTydeHHsI TUIEH3UU Ha (papMarieBTUUYECKYIO JeSTEIbHOCTD.

2. IlpaBmma XxpaHEHHS  JICKAPCTBCHHBIX  CPEJACTB  YTBEPXKIAIOTCS  COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM HCIIOTHUTEIBHON BIACTH.

3. XpaHeHHe HApKOTUYECKUX JICKAPCTBEHHBIX CPEJNICTB, NMCUXOTPOIHBIX JICKAPCTBEHHBIX CPEICTB,
panuodapMalleBTUUECKUX  JICKAPCTBEHHBIX  CPEIACTB  OCYIIECTBISETCA B COOTBETCTBHH  C
3akoHoJaTenbcTBoM Poccniickon denepanmm.

TAPAHT:

CM. kKoMMeHTapuu K cTathe 58 HacTosiero denepajbHOro0 3aK0Ha

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 25 oexabps 2012 e. N 262-D3 ecnasa 10 nacmoswezo Dedepanvrozo
3aKoHa dononnena cmamoweti 58.1, ecmynarowetl 6 cuny no UCmeyeHuu cma 80CbMudecsmu OHell nocie
OHsL 0puyuanvbHo20 0NYOIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Crarba 58.1. IlpenqMeTHO-KOIMYECTBEHHBIH YYET JIEKAPCTBEHHBIX CPEACTB JII MEIULHMHCKOIO
MPUMEHEHUS
1. TlepedyeHb JIEKApCTBEHHBIX CPEACTB JUISI MEAMIMHCKOTO MPUMEHEHHS, MOJJIeKalIuX
MPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy, YTBEpXKAaeTcs YIOJTHOMOUYEHHBIM (enepalbHbIM  OpPraHoOM
WCTIOJTHUTEJIBHOM BJIACTH.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim s3axkonom om 3 uoas 2016 . N 305-D3 6 uyacms 2 cmamou 58.1 nacmoswezo
DedepanbHoco 3aKOHA 6HEeCeHbL USMEHEHUS!

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

2. Ilopsiiok BKITIOYEHHS JIEKAPCTBEHHBIX CPEICTB JUISI MEIUIIMHCKOTO TPUMEHEHUS B IEePEUCHb
JIEKaPCTBEHHBIX CPEACTB I MEAUIMHCKOTO NMPUMEHEHHUs, NOJUIEKANINX IPEIMETHO-KOINYECTBEHHOMY
yueTy, YCTAHABIIMBAETCS YIOJIHOMOYEHHBIM (elepaibHbIM OpPraHOM HCHOJHUTENbHOM BIIACTH IO
COIJIACOBAHUIO C (hefepalbHBIM OpPraHOM MCIIOJIHUTEIbHOM BJIACTH, YHOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIEJI.

3. IlpeaMeTHO-KOJIMYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOIO IMPUMEHEHUS
BEJyT MPOU3BOJAUTENM JIEKAPCTBEHHBIX CPEJCTB, OPraHU3AIMHM ONTOBOM TOPIOBIU JEKAPCTBEHHBIMHU
CPEICTBaMH, alTEYHble OpraHU3allii, WHAWBUIyaJbHBIE NPEANPUHUMATENN, UMEIOUIME JIMLEH3UI0 Ha
(apMaleBTUYECKYIO JEATEIbHOCTh WJIM JIMLEH3MI0 Ha MEAMLUHCKYIO JEeSTeIbHOCTb, U MEIMLIUHCKUE
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OpraHH3aliy, OCYIECTBISIIONINE OOpalleHne JIEKapCTBEHHBIX CPEJCTB AJI MEIUIIMHCKOTO MpUMEHEHUS,
IyTEM PETUCTPAIMU JIIOOBIX CBA3AHHBIX C MX OOpAIIEHUEM OIepauuid, MpPH KOTOPHIX H3MEHSETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHHME, B CIICHHAIBLHBIX KypHAJIaX ydyeTa ONepaluii, CBA3aHHBIX ¢ OOpaleHueM
JICKAPCTBCHHLIX CPCACTB AJId MCAUIMHCKOI'O ITPUMCHCHU A (I[EUICC - CIIeUaJIbHBIC )I(ypHaJILI).

4. IlpaBuiia perucTpaluu OIepaluii, CBA3aHHBIX C OOpaleHHEM JIEKaPCTBEHHBIX CPEICTB MAJIs
MCIUIUHCKOI'0 MPUMCHCHHA, BKJIKOUCHHBIX B IMCPCUCHBb JICKAPCTBCHHBIX CPCACTB AJId MCIUIMHCKOI'O
MPUMEHEHHUS, MOAJIEKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YYETY, B CIICUAIbHBIX JKypHajdaX M IpaBuiia
BEJICHUS U XPaHEHHS CIIEIUAIBHBIX )KYPHAJIOB YTBEP)KIAIOTCS YIIOJTHOMOUYEHHBIM (hefepaibHbIM OpPraHOM
MCIIOJTHUTENIbHOM BJIaCTH.

5. KouTponp 3a coOmrofeHHEeM MpaBWJI PETUCTPALMU ONEpaIuii, CBSA3aHHBIX C OOpalieHueM
JICKapPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO NPUMEHEHHMs, BKJIIOUYEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX
CpeacTB najid MCAUIHWHCKOrO IMPUMCHCHUA, MOMJICKAINUX NPCIAMCTHO-KOJIUYCCTBCHHOMY Y4YCTYy, B
CHEIMAlIbHBIX KYypHAaJlaX, a TAKXkKe 3a COOI0/IEHUEM MPABUII BEICHUS U XPAaHEHUS CIEUaIbHBIX KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYCHHBIC (efcpalbHble OpraHbl HUCHOJHUTEIBLHOW BIACTH W  OPraHbI
UCIIOTHUTENIbHON BiacTu cyObekToB Poccuiickoit ®exepaiuy, OCYIIECTBISIONINE JIMLIEH3UPOBAHUE
MPOU3BOJICTBA  JICKAPCTBCHHBIX  CPENICTB, (apMaleBTUYCCKOW  ACITCILHOCTH W MEIUIMHCKOUN
NESTENIbHOCTH, U OCYILIECTBISETCS B paMKax JIMIIEH3HOHHOTO KOHTPOJIS.

TAPAHT:

CM. AQMUHHUCTpAaTUBHBINA pernameHT wucnoiHeHus denepanbHoil cimy)00W MO Ham30py B cdepe
3IpaBOOXPAHEHUS] TOCYJAPCTBEHHON (YHKIMH 10 OCYIIECTBICHUIO JIMIIEH3UOHHOTO KOHTPOJIS
(apmaleBTUUECKON NeATeIbHOCTH, YTBEp)KIEHHBI mnpukasom MunznpaBa Poccunm ot 1 centsiOps
2017 r. N 585H

CMm. xommeHTapuu K ctatbe 58.1 Hacrosmero @eaepanbHOro 3aKOHa

I'masa 11. YHHUYTOXKEHHE JIEKAPCTBEHHBIX CPEACTB

Cratbs 59. OcHoBanus u MOPAHOK YHUYTOKCHUA JICKAPCTBCHHBIX CPEACTB

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 1 cmamou 59 nacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHus:, ecmynarowue ¢ cuny ¢ 1 utons 2015 a.

Cm. mexkcm wacmu 6 npeovloyuell pedaxKyuu
1. HenoOGpokauecTBeHHbIE JIEKaPCTBEHHbBIE CpEACTBa, (PalbCU(ULIMPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOJJIeKAT M3IBATUIO U3 OOpaIleHUs M YHUYTOXKEHUIO B TIOPsJIKE, YCTaHOBJIEHHOM
[IpaButensctBoM Poccuiickoit denepannn. OcHOBaHMEM [JIs YHMUYTOKEHUS JIEKAPCTBEHHBIX CPEACTB
SIBIISIETCSL PELICHUE BIIAJIENblIA JIEKAPCTBEHHBIX CPEACTB, PELIEHHE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOIO
benepanbHOro OpraHa UCIOJHUTENBHON BIACTU WM PEIlIEHUE Cya.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 2 cmamou 59 Hacmoswezo
DedepanbHo2co 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexcm wacmu 6 npeovioyujeri peoaxkyuu

2. KoHnTpadakTHbIe JIeKapCTBEHHBIE CPEJICTBA MOJICKAT UIBATHIO U3 OOPANICHUS U YHHUTOKEHUIO
no pemeHuto cyna. [lopsgok yHUYITOXKEHHUS KOHTpa(aKTHBIX JTEKAPCTBEHHBIX CPEACTB yCTaHABIMBACTCS
IIpaBuTenscTBOM Poccuiickoit denepannm.

3. Pacxonpl, cBsi3aHHBIE C YHHYTOKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPENCTB,
HEJIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (PaTbCUPUIIMPOBAHHBIX JICKAPCTBEHHBIX CPECTB,
BO3MEIIAIOTCSA UX BIIaJICIIBIICM.

4. Bnazgenen JE€KapCTBEHHBIX CPENICTB JIOJDKEH MPEJCTAaBUTh B YITOJTHOMOYCHHBIN (eaepanbHbIi
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OpraH HCIIOJIHUTEIbHON BJIACTU JOKYMEHT WJIM 3aBEPEHHYI0 B YCTAHOBJICHHOM IIOPS/IKE €ro KOIHIO,
MOJTBEPKIA0NIUE (PaKT YHUUTOKCHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOIINN YIOJHOMOYCHHBIH (heaepaibHplii  OpraH MCIOJHUTEILHON BIIACTH,
NPUHSBIIANA pelieHre 00 YHUYTOKCHHH JICKQpPCTBEHHBIX CPEICTB, OCYIIECTBISET KOHTPOJh 3a HX
YHUUTOKEHUEM.

6. VYHUYTOXXEHHME JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OpPraHU3AIUSAIMU, HMEIOIIUMU
COOTBETCTBYIOIYIO JTUIIEH3UIO, HAa CIEIMAIbHO 000PYI0OBaHHBIX IIJIOLIA/IKaX, MOJIUTOHAX U B CHEIHAIIBHO
000pYyOBaHHBIX MOMEUICHUAX C COOJIOAEHHEM TpeOOBaHUI B O0JIACTH OXpaHbI OKpYKaloIIel cpenbl B
COOTBETCTBUU C 3aKOHO/IaTesIbCcTBOM Poccuiickoit denepannu.

7. HapkoTtuueckue JEKapCTBEHHbIE CpPEACTBA, IICUXOTPOMHBIC JIEKAPCTBEHHBIE CPEJICTBA,
panuodapMalleBTUUECKHUE  JIGKAPCTBEHHbIE ~ CpPEACTBA  YHMUTOXKAIOTCI B COOTBETCTBUU  C
3akoHoJarenscTBoM Poccniickon denepanum.

TAPAHT:

CMm. koMmMeHTapuu K ctatbe 59 HacTosero denepaibHOr0 3aKOHA

I'napa 12. Focy)lapCTBeH}we PEryjiupoBaHve NEH HA JEKAPCTBEHHLIE IIPpeaparbl 1Jisd
MEIUIIUHCKOI0 NIPpUMECHECHUSA

Crarbst 60. T'ocymapcTBEHHOE pEryJMpOBaHHE II€H Ha JIEKapCTBEHHBIE IIpernaparsl s
METUIIMHCKOTO IIPUMEHEHUS

Undopmarris 06 n3MEHEHUAX:

Yacmo 1 usmenena ¢ 26 mapma 2020 a. - Dedepanvhuiil 3axon om 26 mapma 2020 2. N 67-D3

Cm. npedvloywyro pedaKyuio
1. TocynapcTBeHHOE perylMpoBaHHE IIEH Ha JEKapCTBEHHBIE MpemapaTrhl AN MEIUIUHCKOTO
MPUMEHEHHUS OCYIIECTBIISICTCS TTOCPEICTBOM:

Wndopmarys 06 n3MEHEHHSAX:
Ilynkm 1 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
1) yrBepxkaenus [IpaButenbctBoM Poccuiickoit deneparnuu nepevs >KU3HEHHO HEOOXOAMMBIX U
BOKHEUINIUX JIEKAPCTBEHHBIX IIPEMapaTroB, KOTOPBIM (OPMHUPYETCS U HE PEXKE OJHOTO paza B IO
[IEpECMATPUBAETCS. B YCTAaHOBJIEHHOM MM IOpsJIKE HAa OCHOBE KOMIUIEKCHOM OLEHKH JIEKapCTBEHHBIX
MpenapaToB, BKIOYAs aHAIN3 CBEJICHUM O CPAaBHUTEIHHON KIMHUYECKOH 3((HEKTUBHOCTH U 6€30MaCHOCTH
JIEKapCTBEHHOI'0 CPEACTBA, OLIEHKY Y3KOHOMUYECKUX IMOCIEACTBUN IPUMEHEHUS JIEKAPCTBEHHOIO CPEICTBA
Y U3YyYEHHE JOMOJHUTENBHBIX MMOCIEICTBUN TPUMEHEHUS JIEKAPCTBEHHOTO CPEICTBA;

Wndopmarys 06 M3MEHEHHSAX:
Ilynxkm 2 usmenen ¢ 7 utons 2019 e. - @edepanvuviii 3axon om 6 urona 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
2) YTBEPKACHUA METOJAUKN pacd€Ta MNPCACIbHBIX OTIYCKHBIX II€H HpOH3BO,Z[HTCJ'ICﬁ Ha
JICKAPCTBCHHLBIC IIPCIiaparbl, BKIOYCHHBIEC B ICPCUYCHDb KU3HCHHO HeO6XO}II/IMBIX A BaXHCHIITHNX
JICKapCTBCHHBIX IIpE€IapaToB, a TaKXKEC BHCIAPCHUA MEXaHH3MOB (1)0pMI/Ip0BaHI/ISI CUCTEMBI pe(bepeHTHbIX
LeH;
Wndopmarys 06 M3MEHEHHSAX:

Ilynxkm 3 usmenen ¢ 7 utonsn 2019 e. - @edepanvuviii 3axon om 6 urons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
3) TOCYmapCTBEHHOW pETUCTpPAIlMd TPEICIbHBIX OTHYCKHBIX IIEH MPOWU3BOJIUTEIICH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B TMEPEUEHb JKU3HEHHO HEOOXOAUMBIX W BaKHEHIINX
JICKapCTBEHHBIX MPENapaToB;
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4) BeleHHA TIOCYJAapCTBEHHOI'O pEEcTpa NPEAeNbHBbIX OTIYCKHBIX II€H IPOU3BOAUTENEH Ha
JICKapCTBEHHbIE TIperaparbl, BKIIOUEHHBIE B I[E€PEUYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIINX
JICKapCTBEHHBIX IIPENapaToB;

5) yTBepXKIEHHUS METOIMKM YCTAHOBJIEHHS OpraHAMH HCIIOJHUTEIBHONM BIIACTH CYyOBEKTOB
Poccuiickoii ®enepannu npeaeabHbIX pa3MepoB ONTOBBIX HAa0aBOK U MPEAEIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM LI€HaM, YCTAHOBJIIEHHBIM IPOMU3BOJUTESIMH JIEKAPCTBEHHBIX
IpenapaToB, Ha JICKApCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEPEYEHb >KU3HEHHO HEOOXOAMMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IIPENAPaTOB;

6) yCTaHOBJIEHUS I1pEJIEIbHBIX Pa3MEPOB ONTOBBIX HAaZ0AaBOK U NPEAEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIIYCKHBIM II€HaM, YCTAaHOBJICHHBIM HPOH3BOJIUTENSMHU JEKapCTBEHHBIX
IpenapaToB, Ha JICKApCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B IIE€PEUYCHb KU3HEHHO HEOOXOAMMBIX H
BaXHEHMILINX JIEKAPCTBEHHBIX IIPENAPaTOB;

7) yTBEp)KIEHMs I0psJKa BbLAAYM MPEANUCAHMI OpraHaM HCIIOJHUTEIbHON BIAcTU CyOBEKTOB
Poccuiickoit @enepaunn 0 NPUBEACHUU B COOTBETCTBUE C 3aKOHOJATeNbCTBOM Poccuiickoit @enepauun
pelieHUii 00 YCTaHOBJIEHMM HpPEIENbHBIX pPa3MEpPOB OINTOBBIX HAJ0aBOK M MpPENeNbHBIX Ppa3MepoB
PO3HHYHBIX HaA0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOHU3BOIUTEIISIMH
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IIPENaparbl, BKJIIOYEHHBIE B II€PEUYEHb >KU3HEHHO
HEOOXOJUMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IIPENapaToB, €CIM OHU IMPUHATHI C HapyUIEHHEM
3akoHozarenscTBa Poccuiickon ®denepanuu, B nopsanake, ycraHosieHHoOM IIpaButensctBom Poccuiickoin
denepauuu;

8) HampaBieHUs YHNOJHOMOYEHHBIM (hefiepalbHbIM OpPraHOM HCIIOJIHUTENIBHONW BJIACTH OpraHam
UCIIOJIHUTENIbHON BnacTu cyObekToB Poccuiickoit @enepauuu npeanucaHUii O NPUBEIECHUU B
COOTBETCTBUE ¢ 3aKkoHonaresbcTBOM — Poccuiickoil  @epepanuu  HOPUHATBIX € HapylLICHHEM
3akoHozarenbcTBa Poccuiickoit @enepanun pemieHuil 00 yCTaHOBIECHUH MPENEIbHBIX Pa3MEPOB ONTOBBIX
Ha/0aBOK M TpEAENbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0ABOK K I[€HAM Ha JIEKapCTBEHHbIE NpenapaThl,
BKJIIOUEHHBIE B NIEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

Wndopmarys 06 H3MEHEHHSAX:

Deoepanvrvim  3akonom om 25 wuionss 2012 2. N93-@3 nynkm 9 cmamovu 60 nacmosweco
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLL PeOaKyUuu

Cm. mekcm nynkma 8 npeovloyujeli peoaxyuu
9) ocymectBieHus (deaepalibHOTO TOCYAapCTBEHHOrO0 Haa3opa B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAJIBHOIO TI'OCYJAPCTBEHHOIO KOHTPOJSA 3a INPUMEHEHUEM ILIEH Ha
JIEKapCTBEHHBIE  TIpenaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (elepalibHBIMH  OpraHaMu
UCTIOTHUTENIbHOM BIACTH W OpraHaMd HCIOJTHUTEIbHOW BiacTu cyObekToB Poccwuiickoit Denepanmu
COTJIAaCHO MX KOMIIETEHIIMH B I10ps1JIKe, ycTaHOBIEHHOM IIpaButensctBom Poccuiickon @enepanny;

Wndopmarys 06 H3MEHEHHSAX:
Ilynxkm 10 uzmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dexabpsa 2019 2. N 475-D3

CMm. npedvloyuyro pedakyuio
10) mnpumeHeHHs TNPEAYCMOTPEHHBIX 3aKOHOAATENhCTBOM Poccuiickoit ®exepamuu  mep
OTBETCTBEHHOCTH 3a HapyIlIeHUE TOPsIKa IIEHO00pa30BaHus Ha JICKAPCTBEHHBIC MPENapaThl, BKIFOUCHHBIC
B [IepEUCHb JKU3HEHHO HEOOXOAMMBIX U BOKHEHIINX JIEKAPCTBEHHBIX MPENapaToB.

Wudopmanust 06 U3MEHEHUIX:

Cmamows 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - Dedepanvhuiii 3akon om 26 mapma 2020 e. N
67-D3
2. B ycnoBusax 4pe3BblYaifHON CUTyalluu M (WJIM) MPU BO3HUKHOBEHUH YIPO3bl paCHpOCTpaHEHUS
3a00JeBaHMs, NPEACTABISIONIEr0 OMACHOCTh JUISl OKPY)KAIOLIMX, a TakkKe B clydae, €Cld B TEUCHHE
TPUALATH KaJeHJApHbIX AHEN nocie npuHsaTus IIpaBurensctBoM Poccuiickoit denepanny penieHus o
IIPOBEICHUY MOHUTOPUHIA PO3HUYHBIX LIEH HA JICKAPCTBEHHBIE IPENAPAThl, HE BKIIOUEHHBIC B [1€PEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaXHEWIIMX JIEKapCTBEHHBIX IpENapaToB, Ha TEPPUTOPUSAX CYOBEKTOB
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Poccuiickoii @enepanu BBISIBJIEH POCT PO3HUYHBIX II€H HA YKAa3aHHBIE JICKAPCTBEHHBIE MpeErapaThl Ha
TPHULIATH MPOILIEHTOB U Ooiee, [IpaBurenscTBO Poccuiickoii denepanuu BIpaBe YCTAaHOBUTH NPECIbHBIE
OTIYCKHBIE LIEHbl ITPOM3BOAMUTENICH HA YKa3aHHBIE JIEKAPCTBEHHBIE IIpENapaThl, MPEAeNIbHbIE pa3Mephl
ONTOBBIX HAJ0aBOK U MpeAeibHBIC pa3Mepbl PO3ZHUYHBIX HA0ABOK K (PAKTUYECKHM OTIYCKHBIM I[CHAM
IIPOU3BOJUTENICH HAa yKa3aHHbIEC JIEKapCTBEHHbIE Ipenapathl. [lepedueHb IeKapCTBEHHBIX IPENapaTroB, HE
BKIIIOUCHHBIX B TMEPEUCHb >XU3HEHHO HEOOXOAMMBIX M BAXKHEUIINX JICKAPCTBEHHBIX IPENaparoB,
opsiJIok ero popMupoBanus onpeaensroTcs [IpaBurenscTBom Poccuiickort Deaepannm.

Wndopmarius 06 M3MEHEHUAX:

Cmamuws 60 donoanena yacmoto 3 ¢ 26 mapma 2020 2. - @edepanvhsiii 3axon om 26 mapma 2020 2. N
67-03
3. B Teuenue neBsiHOCTA KaJeHJAPHBIX HEH co Hs yTrBepxkaeHus [IpaButensctBom Poccuiickoi
denepanuy NepeyHs, YKa3aHHOIO B 4acTU 2 HACTOSLICH CTaTbH, HE JOIIYCKAIOTCS pealu3alus U OTIIYyCK
BKJIFOYEHHBIX B HErO JICKAPCTBEHHBIX IPENapaToB MO LIEHAM, MPEBBIIIAIOIIUM IPEACIbHbIE OTIYCKHBIC
IIEHbl TPOU3BOAMUTENICH Ha yKa3aHHBIC JIEKAPCTBEHHBIC MpENapaThl, MpPEAeNbHbIE pa3Mepbl OMTOBBIX
Ha0aBOK U TMpefeNbHble pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM
MPOU3BOJUTENICH Ha YyKa3aHHBIC JIEKAPCTBEHHBIC Ipenaparhl C YYE€TOM Hajora Ha J100aBICHHYIO
CTOMMOCTb.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 60 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Undopmaris 06 n3MEHEHUAX:
Cmamuws 61 usmenena c 7 uons 2019 2. - @edepanvhuiii 3akon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
Crarbsa 61. ['ocynapcTBeHHass peructpauus M NEPEeperucTpanus MpeeibHbIX OTIYCKHBIX LIEH
MPOU3BOJUTENICH Ha JIEKAPCTBEHHBIC Tpernaparhl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MIPETapaToB

1. TlpenenbHas OTIYCKHAs II€HA MPOW3BOIUTENSI Ha JICKAPCTBEHHBIN Ipemnapar, BKIIOUECHHBINH B
repeyeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEUIIMX JIEKQPCTBEHHBIX TPENaparoB, MOAJIEKHUT
rOCYIapCTBEHHOW PErHCTpalMu B IOpsiIKe, ycTaHOBIeHHOM lIpaBurensctBoM Poccuiickori denepanuu,
HAa OCHOBAaHUU TMPEJICTAaBICHHOTO B YIOJHOMOYEHHBIH (enepalbHblii OpraH HCIOJHUTEIHHONW BIACTH
3asBJICHUSL JEp>KaTessl WIM BIAJeNiblla PETHCTPALIMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOIrO Mpernapara
(YIOTHOMOYEHHOT'O UM JIUIIA).

2. 3aperucTpupoBaHHas TMpeaeibHAs OTIYCKHAs IIeHa TPOUZBOAMTENS Ha JIEKAPCTBEHHBIN
mpemnapar, BKJIIOYEHHBIM B TMepeueHb IKU3HEHHO HEOOXOMUMBIX U BAaXKHEHMIIUX JIEKapCTBEHHBIX
MpenapaToB, MOXKET OBITh IEPEPETUCTPUPOBAHA B CTOPOHY YBEJIIMUEHHUS OJIMH pa3 B KaJICHIAPHOM TOy Ha
OCHOBaHUHU TPEJCTABICHHOTO B YIOJIHOMOYEHHBIN (hefepaibHbli OpraH HCIOJHUTENBHON BiacTu A0 |
OKTAOpS KaXJIOTO TOJa 3asBJICHHS JAepKaTels WIM BIIAJENblla PETHCTPAIMOHHOTO YIOCTOBEPECHHS
JIEKapCTBEHHOTO Npenapara (ynoJHOMOYEHHOTO UM JIULIA).

3. 3apeructpupoBaHHas TMpeeibHAas OTIMYCKHAs II€Ha TPOW3BOJUTEST Ha JIEKApCTBEHHBIN
mpemapar, BKJIIOYEHHBIM B TMepeueHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHMIIUX JIEKAPCTBEHHBIX
MpenapaToB, MOKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHUKEHHUSI HA OCHOBAHUHU TPEJICTABICHHOTO B
YIIOJTHOMOYEHHBIN (hefiepanbHblii OpraH MCIOJHUTENLHON BIAcTU 3asBICHUS AepKaTels WK Blajenblia
PErUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAaPCTBEHHOTO TIpemnapara (yrnoJHOMOYEHHOTO MM JINIIA).

4. Jlepkatenb WU BIaJAENell PETHCTPALMOHHOTO YJOCTOBEPEHHMs JIEKAPCTBEHHOTO Iperapara
(YITOJTHOMOYEHHOE€ WM JIMII0) O00s3aH TPEJCTaBUTh B  YIOJHOMOYEHHBINH (eaepaabHbIil  opraH
WCIIOJIHUTENIbHON BIIACTH 3asIBJICHUE O MEPEPEerucTpallii 3aperuCTPUPOBAHHON MpPEAETIbHON OTIYCKHOM
IIEHBbI TIPOM3BOIUTENISI HA JIEKAPCTBEHHBIN MTpenapar, BKIOUYEHHBIN B MepeueHb )KU3HEHHO HEOOXOANMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MIPENapaToOB, B CTOPOHY CHIXKEHUS B CIEAYIOIIUX CIydasx:

1) cHMKEeHME LIeHbl B MHOCTPAHHOM BaJlIOTE HA JIEKAPCTBEHHBIH MpernapaT B CTpaHe IPOU3BOIUTENS
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u (WIM) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIH IpenapaT 3aperucTpupoBaH U (WIKM) B KOTOpPbIE
IIOCTAaBJISIETCS IPOU3BOAUTEIIEM;

2) cHIWKEeHUE LeH Ha pedepeHTHBbIC JICKAPCTBEHHBIE Mpernaparbl B COOTBETCTBHM C ITYHKTOM |
HACTOSAIIEH dYacT (ISl COOTBETCTBYIONIMX BOCIHPOU3BEICHHBIX, OWOAHAIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MPENapaToB);

3) npeBblllIeHUE MPEIEIbHON OTIYCKHOM LIEHBI HAa MEPBBIM BOCIPOU3BE/ICHHBIN, OMOaHATIOTOBBIM
(Onomo00HBII) JIEKApCTBEHHBINM MpernapaT WHOCTPAHHOTO IPOU3BOJICTBA HAJl MPENEIbHON OTIYCKHOU
[IEHOW MPOU3BOIUTEISI HA BTOPOH BOCIIPOM3BEACHHBINA, OMOAHAIOTOBBIN (OMOIOTOOHBIN) JTeKapCTBEHHBIN
npernapar, pacCYuTaHHOM B COOTBETCTBUM C METOAMKOW, yTBep:kKIeHHOW IlpaButenbctBoM Poccuiickoit

®denepaunu;
4) TIpeBBIINICHUE TPEACIbHONW OTITYCKHOW IICHBI Ha IMEPBBIA BOCIPOU3BEIACHHBIN, OMOaHAIOTOBBII
(OnomOO0HBI) JIGKAPCTBEHHBIM MpemapaT MPOU3BOAUTENSI TOCYAapcTBA - WieHa EBpa3uiickoro

JKOHOMMUYECKOTO CO03a HaJ IPEeNeiIbHOW OTIYCKHOM L€HOW IPOM3BOJMUTENS Ha  BTOPOH
BOCIIPOM3BEICHHBIN, OMOaHAIOrOBbI (OMOMOAOOHBIN) JIEKApCTBEHHBIM Mpernapar MHpPOU3BOIUTEISA
rocyiapcrsa - wieHa EBpa3suilcKOro 3KOHOMHYECKOIO COK03a, PACCUMTaHHOM B COOTBETCTBUU C
METOAMKOH, yrBepxkaAcHHOU [IpaBuTenscTBoM Poccniickon ®enepannn.

5. Ilopsimox  mepeperucTpaluuu  3aperuCTPUPOBAaHHBIX  IPENEIbHBIX  OTIYCKHBIX  LIEH
IIPOU3BOJUTENIEH Ha JIEKAPCTBEHHBIE INpenapaThl, BKIIOUEHHbIE B II€peUeHb )KM3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX IIPENapaToB, B CIy4asX, MPEAyCMOTPEHHbIX uacTsaMu 2 - 4 HacTosmen
craThy, ycraHasiuBaercs IIpaBurensctBom Poccuiickoit denepanum.

6. DKOHOMMYECKMI aHaIW3 MPEACIbHOM OTIYCKHOM IIEHBI IPOM3BOAMTENS HA JICKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIM B IE€peUeHb JKU3HEHHO HEOOXOMUMBIX W BaXKHEHIINX JIEKapCTBEHHBIX
IIpenapaToB, IPU €€ TOCYAApCTBEHHOW PETUCTpallMyd WM IEPEPErUCTPalui  OCYLLECTBIISETCS
denepanbHBIM  OpPraHOM HCHOJHHUTEIBHON BIACTH, OCYHIECTBISIIOIIAM (QYHKIUH 1O MPUHSATHIO
HOPMATUBHBIX TPAaBOBBIX AKTOB M KOHTPOJIO 3a COOJIIOJCHMEM 3aKOHOJaTelbcTBa B  cdepe
roCy/1apCTBEHHOT'O PEryJINpoBaHusl 1ieH (TapuoB) Ha TOBaphI (yCIyru).

7. PacueTr mpenenbHBIX OTIYCKHBIX 1I€H, YKAa3aHHBIX B 4acTsX | M 2 HACTOSIIEH CTaThu, MpU UX
rOCy/IapCTBEHHOW PETUCTpall{ WIM MEPEeperucTpalvyu OCYIIECTBISIETCS B COOTBETCTBUU C METOJMKOM,
yrBep:xkaeHHou [IpaBurensctBoM Pocculickoit denepanyiv ¥ y4UTHIBAIOLIEH B TOM YUCIIE:

1) cobmonenue GaaHca UHTEPECOB MOTPEOUTENEN JIEKAapCTBEHHBIX IPENapaToB, BKIOYEHHBIX B
nepeveHb JKU3HEHHO HEOOXOJMMBIX M Ba)XKHEHIIMX JIEKapCTBEHHBIX IpErnapaTtoB, W IMPOU3BOAUTENEH
JIEKapCTBEHHBIX IMPENapaToB, BKIIOUEHHBIX B IE€PEUYEHb >KU3HEHHO HEOOXOAUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX NIPENApPaToB;

2) (daxkTHYeCcKyr OTIYCKHYIO IIEHY Ha JIeKapCTBeHHBbIe Tpemaparbl B Poccuiickoit ®deneparum,
LIEHy BBO3a JIEKapCTBEHHBIX mpemnapartoB B Poccuiickyro denepannio, a Takke LEHbl Ha aHAJIOTMYHBIE
JIEKapCTBEHHBIE TIpenaparthl, Haxosmuecs: B oopamenuu B Poccuiickoit deneparuu;

3) 3aTpaTel NPOM3BOJAUTENS JIEKAPCTBEHHOIO IIpemnapaTa Ha IPOM3BOACTBO M  PEaIU3aLUIO
JIEKapCTBEHHOT'0 IIperapara;

4) ueHy Ha JEKapCTBEHHBII IIpenapar, ero lieHy B CTpaHe MPOU3BOAUTENSA U B CTpaHax, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIH) B KOTOPBIE MTOCTABISETCS IPONU3BOAUTEIIEM.

8. He nomyckaroTcs peanusanys U OTIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B I1€PEUYEHb
KU3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKApCTBEHHBIX MPENapaTroB, Ha KOTOPbIE MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IPENapaTroB HE 3aperuCTpUpOBaHa INpPENENbHAs OTHYCKHas I€Ha, pealu3anus
MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENapaToB IO II€HaM, MPEBBIMIAIOIUM 3apEerUCTPUPOBAHHBIE WM
NEPEPETUCTPUPOBAHHBIE NIPEIEIbHBIE OTITYCKHBIE LIEHBI HA JIEKAPCTBEHHBIE MPENapaThl C Y4ETOM Hajora
Ha J00aBJIEHHYIO CTOUMOCTb.

Wudopmanust 06 U3MEHEHUIX:
Yacmyo 9 usmenena ¢ 8§ mapma 2022 2. - @edepanvhuiil 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloywyro pedaKyuio
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9. Oco0eHHOCTM  TOCYAapCTBEHHOIO  PEryJMpOBaHUS  HpPEJENbHBIX  OTIHYCKHBIX  LI€H
IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IpEenapaThl, BKIIOUEHHBIE B I1€pPEUEHb )KM3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JIEKApCTBEHHBIX IPENnapaTroB, B 3aBUCHUMOCTH OT 3KOHOMHYECKHUX M (WJIM) COLMAJIBHBIX
KpUTEpUEB (M3MEHEHUE YCIOBH, MOpsAKAa M CTOMMOCTH IIPOM3BOJCTBA JIEKAPCTBEHHBIX IpPENapaToB,
UCIOJIb30BaHUE HOBBIX ()OPM, METOJOB U CHOCOOOB TOCYAApCTBEHHOIO pEryJIMPOBAaHUS LI€H Ha
JIEKapCTBEHHBIE IIpenapaThl, B TOM YHCIE HAa OCHOBE MEXaHU3Ma pPe(epeHTHOro IEeHOOOpa3oBaHM,
U3MEHEHUH MOpsI/IKa OKAa3aHUsA MEIUIMHCKON IOMOIIH, U3MEHEHUE Kypca MHOCTPAHHOW BAJIIOTHI U MHBIE
U3MEHEeHus1) yctaHaBnuBaroTcs [IpaBurenscrBoM Poccuiickoit @enepanun.

TAPAHT:

CMm. komMeHTapuu K ctatbe 61 HacTosero denepajibHOTO 3aKOHA

Crarbst 62. ['ocynapCTBEHHBIM peecTp NpPEAEIbHBIX OTIYCKHBIX II€H MPOU3BOJIUTENCH Ha
JIEKApCTBEHHBIC TIpenaparbl, BKJIIOYCHHBIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

Undopmaris 06 n3MEHEHUSX:

Yacmo 1 usmenena c 7 urons 2019 2. - @edepanvhwiii 3akon om 6 uionsn 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio

1. 3aperucTpupoBaHHbIE WJIM TMEPEPETUCTPUPOBAHHBIE TMpENEIbHbIE OTIIYCKHBIE  II€HBI
MPOM3BOUTENICH HA JICKAPCTBEHHBIC MPENapaThl, BKIIOUCHHBIC B IE€PCUCHb YKHU3HEHHO HEOOXOIMMBIX U
BROKHCHIIMX JICKAPCTBEHHBIX MPENapaToB, TOJJICKAT BKIFOYEHUIO B TOCYJAaPCTBEHHBIM PEECTp
MPEIETbHBIX OTIHYCKHBIX IIEH MPOU3BOIUTENICH Ha JIEKAPCTBEHHBIC TIPErapaThl, BKIOUCHHBIC B MICPEUCHD
KMU3HECHHO HEOOXOIMMBIX ¥ BOKHEHIINX JICKAPCTBEHHBIX MPEIIApaToB.

2. T'ocynapcTBeHHBIH peecTp MPEeAeTbHBIX OTIYCKHBIX IICH NMPOHM3BOAUTENICH Ha JIGKAPCTBECHHBIC
mpemnapaThl, BKIIOUEHHBIE B TIEPEYCHb IHKU3HEHHO HEOOXOAMMBIX M BAXKHEHUIINX JIEKapCTBEHHBIX
MpenapaToB, COACPKUT B ceOe CIIEYIONTYI0 HH(OPMAIIUIO:

Wndopmarys 06 W3MEHEHHSAX:
Ilynkm 1 usmenen c 1 sneaps 2018 e. - @edepanvuoiii 3akon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

1) HauMeHOBaHMe JAeprKaTeNs U BaJelblla PETUCTPALMOHHOTO YAOCTOBEPEHUS IEKAPCTBEHHOTO
npernapara, HAMMCHOBAaHUE MPOU3BOIUTEINS JICKAPCTBCHHOIO Tpernapara, CBEIACHHS O pPErucTpaIuu
JeprKaTeNs WK BIaAeNblla PETUCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, CBeIeHUS O
pETHCTpAIMK MMPOU3BOJUTEINS JIEKAPCTBEHHOT'O TpermapaTa JiUIsi MEIUIMHCKOTO NMPUMEHEHUS B KadecTBE
HAJIOTOIUIATEBIINKA B CTPAHE PEerucTpaluu (A1 POCCUNUCKUX IOPUAMUECKUX JIHIL - HICHTU(DUKAIMOHHBIN
HoMmep Hanoromiarensimuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTpPAINH,
HAaUMEHOBAaHUE PETHUCTPUPYIOLIETO OpraHa, PeTUCTPALMOHHBIA HOMED, KOJI HAJIOTOMIIATENbINKA B CTPaHe
perucTpanyy (MHKOPIIOPAIMK) MU €r0 aHAJIOT), MECTO HaXOXICHHS IPOM3BOJICTBEHHBIX ILIOMIAJIOK,
YUaCTBYIOIIMX B TPOIECCe MPOM3BOACTBA JIEKAPCTBEHHOTO Tpernapara, ¢ yKa3aHHeM CTaauu Ipolecca
TIPOM3BO/ICTRA;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosiujezo
DedepanbHoco 3aKOHA 6HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu
2) HauMMEHOBaHHE JIEKAPCTBEHHOro Mpemnapara (MeXIyHapOJHOE HENaTeHTOBAHHOE, WIIHN
TPYNIHPOBOYHOE, UIIM XUMHYECKOE U TOPrOBOE HANMEHOBAHUS);
3) HOMep PerucTpaluOHHOrO yI0CTOBEPEHU JICKApCTBEHHOI' O Mpernapara;

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 4 yacmu 2 cmamvu 62 Hacmosiuezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexcm nynkma 6 npeovioyujell peoaxKyuu
4) nexapcTBeHHas popMa C yKazaHHUEM JO3MPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIM4ecTBa
BO BTOPUYHO# (OTPEOUTEIHCKON) YITAKOBKE, a TAK)KE KOMIUICKTHOCTB;

Wndopmarius 06 H3MEHEHUX:
Ilynkm 5 usmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

Cm. npeodvloywyro pedakyuro
5) 3apeructpupoBaHHasl MpeAebHAs OTITYCKHAs IICHA Ha JICKApPCTBEHHBIN Mpenapar B pyossx;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 6 uzmenen ¢ 7 urons 2019 2. - @edepanvhuiii 3akon om 6 uonsn 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
6) nata ¥ HOMEp MPHUKa3a YIIOTHOMOYEHHOTO (pelepalbHOTO OpraHa HCIIOJHUTEIHHOW BJIACTH O
rOCy/IapCTBEHHOW PETUCTPALlMU WU MEePEPEerucTpaluu MpeaenbHOM OTIYCKHOM 1IEHbl Ha JIEKaPCTBEHHbIN
mperapar, BKJIIOYCHHBIM B IE€peueHb IKU3HEHHO HEOOXOMUMBIX U BAKHEHUIIUX JIEKAPCTBECHHBIX
penapaTos;
Undopmaris 06 n3MEHEHUAX:

Yacms 2 Oonoanena nynkmom 6.1 c¢ 7 uonsn 2019 . - Dedepanvuviii 3akon om 6 uions 2019 e.
N 134-@3
6.1) nata BCTyIJICHUS B CUJTy NPUKa3a YIOJIHOMOYEHHOTO (eiepalbHOTO OpraHa UCIOTHUTEIHHON
BJIACTU O TOCYJapCTBEHHOM PpEruCTpallMM WIM IEPEPETUCTpaluu IPEACIbHON OTIIYCKHOW II€HBI
MPOU3BOJIUTENS Ha JICKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIA B IepeueHb XU3HEHHO HEOOXOIUMBIX WU
BaXHEHILINX JIEKAPCTBEHHBIX MPENapaToB;

Wudopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacms 2 cmamou 62 nacmosue2o
DedepanbHo20 3aKOHA 00NOIHEHA NYHKmMoM 7, écmynarouum 6 cuny ¢ 1 utonsa 2015 2.
7) WITPUXOBOM KOJ, HAHECEHHBII HAa BTOPUYHYIO (MIOTPEOUTENHCKYIO) YIAKOBKY JIE€KapCTBEHHOIO
npemnapara;
Wndhopmarrist 06 n3MEHEHUSX:
DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 uyacms 2 cmamvu 62 Hacmoswe2o
DedepanvHoeo 3aKkoHa 00NoaHeHa NyuKkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8) KOJ JEeKapCTBEHHOIO Mpemapara Mo aHaTOMO-TepaneBTUYECKO-XMMHUECKON KlacCU(pUKALINU,
PEKOMEH1I0BaHHOM BceMupHON opranusanueit 3paBoOXpaHeHMs.

Wndopmarys 06 W3MEHEHHSAX:
Yacmo 3 usmenena c 7 utons 2019 2. - @edepanvhwiii 3axon om 6 uons 2019 2. N 134-D3

Cm. npeodvloywyro peoakyuio
3. TocymapcTBeHHass perucTpanus WIM T[epeperucTpamnusi MpefAeNbHbIX OTIMYCKHBIX IIeH Ha

JICKapCTBCHHBIC TIperapaThl, BKIIOYCHHBIC B IepeUYeHb JKU3HCHHO HEOOXOIUMBIX W BaKHEHIITHX
JICKapCTBEHHBIX TMPEmapaToB, BEACHHE TOCYJapCTBEHHOIO peecTpa MpeAelbHBIX OTHYCKHBIX IIEeH
MIPOM3BOIUTENICH HA JICKAPCTBEHHBIC IMPErapaThl, BKIIOUYECHHBIC B TMEPEYCHD KU3HEHHO HEOOXOIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISIOTCS B MOPSIKE, yCTaHOBICHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. AnmuHucTpaTtuBHBIM pernameHT MuH3apaBa Poccuu 1o NIperoCTaBIEHUIO TOCYIapCTBEHHOM
YCIIYTH IO TOCYAAPCTBEHHOM PETUCTPALMHU IIPENEIBHBIX OTITYCKHBIX IIEH Ha JIEKAaPCTBEHHBIE ITpEnaparsl,
BKJIIOYCHHbIE B TI€PEUEHb JKU3HEHHO HEOOXOJUMBIX M BAXKHEMIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPKJICHHBIN NTpuKkazoM MunucrepcTsa 3apaBooxpanenus ot 24 urons 2012 r. N 421

CMm. KoMMeHTapuH K cTaTthe 62 HacTosmero denepanbHOro 3aK0Ha

04.06.20233 Cucrema TAPAHT 125/141


http://ivo.garant.ru/document/redirect/57503072/6224
http://ivo.garant.ru/document/redirect/73355325/1016
http://ivo.garant.ru/document/redirect/77691574/6225
http://ivo.garant.ru/document/redirect/72262044/1421
http://ivo.garant.ru/document/redirect/77682038/6226
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/72262044/1422
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/70826338/1435
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/1435
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/72262044/143
http://ivo.garant.ru/document/redirect/77682038/623
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/70237012/1000
http://ivo.garant.ru/document/redirect/70237012/0

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

Wndopmarius 06 H3MEHEHUX:

Haumenosarnue uzmeneno c 1 mapma 2020 2. - @edepanvuwiii 3axon om 27 oexaops 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio
Crarbsi 63. VYcraHOBIEHHE OpraHaMH HWCHOJHHUTEIBHON BIacTu CyObeKToB Poccuiickoit
@denepauy MpelesbHBIX Pa3MEPOB ONTOBBIX HAJ0aBOK M IPEIENIBHBIX pa3MepoB
PO3HMYHBIX HaA0aBOK K (DaKTHUECKUM  OTIYCKHBIM II€HaM, YCTAHOBJIECHHBIM
IPOM3BOJUTENAMU  JIEKAPCTBEHHBIX IIPENaparoB, Ha JICKapCTBEHHbIC IpenapaTsl,
BKJIIOYCHHBIE B TEPEUCHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKapPCTBEHHBIX
penapaToB

Wndopmarius 06 H3MEHEHUSX:
Yacmo 1 usmenena c¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dexkabpsa 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio

1. Opranbl HCHONHUTEIBHOW BIAacTH cyObekToB Poccuiickoit ®enepauuu ycTaHaBIMBAIOT
npezieNbHble pa3Mephbl ONTOBBIX HAA0AaBOK U IpPeeNbHbIe pa3Mephbl PO3HUYHBIX Ha10aBOK K (PaKTUUECKUM
OTITYCKHBIM LIeHaM (0e3 ydera Hajora Ha 100aBJICHHYIO CTOMMOCTH), YCTAHOBJICHHBIM ITPOU3BOIUTEISIMU
JIeKapCTBEHHbIX IpenapaToB, Ha JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHBIE B IEpPEYEHb HKU3HEHHO
HEOOXOJUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEP)KICHHOU B MOpPSAKE,
ycraHoBiieHHOM IIpaBurtensctBom Poccuiickoit ®enepauuu, METOAMKONH YCTaHOBJIEHHS OpraHaMH
UCIIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoit denepanuu npeaeabHbIX pa3MepoB ONTOBBIX HaJA0aBOK
U IpeJesIbHBIX pa3MepoB PO3HUYHBIX HAJ0AaBOK K (DaKTHYECKMM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM
IIPOU3BOIUTEINISIMU JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE NIPENapaThl, BKIIOYEHHBIE B [IEPEUEHb
KU3HEHHO HEOOXOJUMbBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpenaparoB. [IpoekTel pemieHuil opraHoB
UCTIOJTHUTEIILHON BiacTH CyObhekTOoB Poccuiickoii Deneparnuyi 00 yCTaHOBJIIGHWH W (WJIM) W3MEHCHUU
OpeJeNbHbIX PAa3MEpPOB OINTOBBIX HAJ0ABOK M MpPEIENIbHBIX pPa3MEpOB pPO3HUYHBIX HAJ0aBOK K
(aKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOIUTENSIMHU JIEKApPCTBEHHBIX IpernapaToB, Ha
JIeKapCTBEHHbIE TMpernaparbl, BKJIIOUYEHHBbIE B I€PEYCHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB, MOJUIEKAT COTJACOBAHMIO C YIIOJHOMOYEHHBIM (elepaibHbIM OpPraHOM
UCTIOJIHUTENIBHOW BJIACTH, OCYIIECTBISAIOUIMM (DYHKIUHN MO NPUHATHIO HOPMAaTUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJIEHMEM 3aKOHOJATeNbCTBA B cepe ToCyJapCTBEHHOIO pEryJIHpOBaHUS IIEH
(TapucoB) Ha TOBapsI (yCcIayru), B mopsake, ycranoBieHHoM [IpaButensctBoM Poccuiickoit deneparui.

Wndhopmarrist 06 n3MEHEHUSX:
Yacmw 2 usmenerna ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

2. OpraHu3anuy ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpEACTBAMH, alTE€YHbIE OPraHU3ALUH,
WH/IMBUYaJIbHBIC TPEINPUHUMATEIN, WMEIONINe JMIEH3WI0 Ha (apMaleBTHUECKYIO JeATENbHOCTD,
MEIUIIMHCKHE OpraHu3ally, HWMEIOIIUe JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JesITeIbHOCTb, M HX
00oco0sieHHbIe Tofpa3eneHust (amOynatopuu, (enpamepckue M (QesnbIIepcKo-aKylepcKue MyHKTHI,
HeHTpbl (oTAeneHus) oOmell BpaueOHON (ceMeilHOM) MNpakTHKH), PAacCHOJOKEHHbIE B CEJIbCKHUX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIllT€UHbIC OPraHHW3aIM{, OCYIIECTBIISIOT pPEaTU3aIlUio
JIEKapCTBEHHBIX IpEenapaToB, BKJIIOYEHHBIX B [E€pPEUCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHIINX
JIEKapCTBEHHBIX TIpenapaToB, IO IIEHaM, KOTOpbIe (OPMHPYIOTCS B COOTBETCTBHH C TIOPSJIKOM,
ycraHoBleHHbIM [IpaButensctBoMm Poccuiickoit @enepanuu, U ypoBeHb KOTOphIX (0e3 ydera Hamora Ha
NO0aBIIEHHYI0 CTOMMOCTh) HE JOJDKEH TMPEBBINIATH CYyMMY (aKTHYECKOW OTITYCKHOM IIEHBI,
YCTQHOBJICHHON MPOU3BOJAUTENIEM JICKAPCTBEHHOI'O Iperapara, He MPEeBBIAIONIeH 3aperucTpUpOBaHHON
WIA TIEPEPETUCTPUPOBAHHON TPEAETHHON OTITYCKHOW IIEHBI MPOW3BOMUTENS (HAa JaTy pean3alnuu
JIEKapCTBEHHOTO IIperapara IPOU3BOAMTENEM), M pa3Mepa ONTOBOM HaabaBKu M (MIM) pazMepa
PO3HHYHON HAI0aBKH, HE MPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IMpEleNbHON ONTOBOW HAl0aBKU H
(unm) pa3Mepa mpeaesbHON PO3ZHUYHOM Haa0aBKU, YCTAaHOBIIEHHBIX B cyObekTe Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHUSX:
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Yacmo 3 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabpsa 2019 e. N 475-D3

CMm. npedvloyuyro pedaKyuio

3. Opranbl HCIIOTHUTENIHHON BiacTH cyObekToB Poccuiickoii dexepanuu pasMemiaroT B CETH
"UnTepHer" mH(OpMAIIO O 3apEeTrUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX II€HAX MPOU3BOAMUTEICH Ha
JICKapCTBCHHBIE TIperapaThl, BKIIOUEHHBIE B I[I€PCUCHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JICKapCTBEHHBIX IIpernapaToB, 00 yCTaHOBJIEHHBIX B cyObekTe Poccuiickoir @enepanuu npeneabHbIX
pa3mepax ONTOBBIX HAM0ABOK M (WJIM) MPEAENIbHBIX pa3Mepax PO3HUYHBIX HAJA0aBOK K yCTAaHOBJICHHBIM
MPOU3BOIUTENISIMUA JIEKAPCTBEHHBIX MpPEnapaToB (PaKTUYECKHUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B TMEPEUCHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEUIIUX JIEKAPCTBEHHBIX
IpernapaToB, a TaKXKe O CyMME 3apeTrUCTPUPOBAHHBIX MPEENIbHBIX OTIYCKHBIX ILIEH MPOU3BOJIUTENICH Ha
JICKapCTBCHHBIC TIperapaThl, BKIIOYEHHBIC B IMEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JICKapCTBEHHBIX IIPENapaTroB, YCTAaHOBJIEHHBIX B cyObekre Poccuiickoit ®enepanuu mnpeaeabHbIX
pa3MepoB ONTOBBIX HA0ABOK M MPEJCIBbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK M HAJIOTA Ha TOOABICHHYIO
ctouMocTh. HWHbopmanus, mnpearycMOTpeHHas HACTOAILIEH 4YacThlO, [OJDKHA HAXOAUTHCA TaKkKe B
anTEYHBIX OPTaHU3AIMIX B JOCTYIHOM I BCEX 3aMHTEPECOBAHHBIX JIHUII (popMe M OOHOBIISATHCS MO Mepe
ee pa3MelIeHHUs OpraHaMu HCIOJHUTENbHONW BIacTH cyOwbekToB Poccuiickoit denepauuu B ceTH
"UnTepuer".

4. Yrparuna cuny ¢ 1 mapta 2020 r. - @enepanbnbiii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmarius 06 n3MEHEHUSX:

CMm. npedvloywyro pedaKyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Wndopmarys 06 n3MEHEHHSAX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 6 naumenosanue enasvl 13 nacmosiueco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHus:, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mekcm HAuMeHOB8aHUs 8 nPedvloyujeli peoaKyuu

I'naBa 13. MouuTopuHr 3¢ PeKTUBHOCTH U 0€30NMACHOCTH JIEKAPCTBEHHBIX MPeENnaparos,
Haxoasiuxcs B oopamenun B Poccniickoii @enepannu

Wndopmarys 06 H3MEeHEHHSAX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 64 nacmosiyeco Dedepaibroco
3aKOHA U3I0JCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 uroas 2015 e.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarbsa 64. DapMakoHaA30p

Wndopmarys 06 M3MEHEHHSAX:
Yacmo 1 usmenena c 13 asecycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

1. JlekapcTBeHHBIC TIpemapaThl, HaXosIMecs: B oOpameHnu B Poccuiickoit deaepannu, moaiexar
MOHUTOPUHTY 3(QQPEKTUBHOCTH U O€30HaCHOCTH B IENSAX BBISBICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJIECTBUIA WX TPHUMEHEHWs, WHIUBHIYaTbHONH HENEPEHOCUMOCTH, TMPEIyNPEKICHUS METUIIMHCKHX
paOOTHUKOB, CHELHATUCTOB B 00JACTH BETEpPUHAPUH, NAIIMEHTOB MJIM BJIAJENIbLEB JXUBOTHBIX U HUX
3alIUTHI OT MPUMEHEHHS TAKUX JICKAPCTBEHHBIX TpenapaToB.

2. ®apMakOHAI30p OCYIIECTBIAETCS COOTBETCTBYIOIIUM YIOJHOMOUYEHHBIM (heaepanbHbIM
OpPraHOM WCIIOJHHUTEIBHOW BIIACTH B YCTAaHOBJICHHOM WM TMOPSIKE ITyTeM aHaU3a MpeIoCTaBIIsEeMON
cyObeKTaMu OOpalleHus JeKApCTBEHHBIX CPEACTB MHPOPMALIUHU O MOOOUHBIX AEHCTBHIX, HEXKEIATEIBHBIX
peaKkUusax, CEphe3HbIX HEXKENATENbHBIX PEaKUUsAX, HEMPEABUACHHBIX HEXKeNaTeNbHbIX peakuusx Mpu
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NPUMEHEHUU JIEKAPCTBEHHBIX IMpernapaToB, OO0 MHIWBHUIYaJbHOM HENEPEHOCUMOCTH, OTCYTCTBUU
3¢ (HEeKTUBHOCTH JIGKAPCTBEHHBIX TIPEMaparoB, a Takke 00 WHBIX (akTax M OOCTOSATENbCTBAX,
MPEJICTaBISIIOIIMX yIrpo3y JKM3HU WIM 3J0pPOBBIO UelIOBEKa JMOO MKUBOTHOIO MpPHU NPUMEHEHHH
JIEKapCTBEHHBIX IPENapaToB M BHIIBICHHBIX HA BCEX ATanax oOpalleHHs JIEKapCTBEHHBIX IpPEnapaToB B
Poccuiickoii denepanyu u Apyrux rocyaapcrpax.

3. CyObekThl 0OpalieHus JeKapCTBEHHBIX CPEJICTB B IMOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
denepanbHbBIM OPraHOM HCIOJIHUTEIBHOM BIACcTH, 00s3aHbI COOOLIATh B YIOJIHOMOYEHHBIN (peepanbHblii
OpraH HCIIOJHHUTEIBHONH BIACTH O TMOOOYHBIX JEHCTBUAX, HEKENATEIBHBIX PEAKIMAX, CEPbE3HBIX
HE)KENaTeJIbHBIX ~ PEaKlMsX, HENPEIBUICHHBIX  HEXKENaTeNbHbIX pEeakUuusxX MpU MNPUMEHEHHUH
JICKapCTBEHHBIX MpenapaToB, 00 WHAWBUIAYAJIILHOW HENEPEHOCUMOCTH, OTCYTCTBUHU 3(deKkTuBHOCTH
JICKapCTBEHHBIX IpEnapaToB, a Takke 00 MHBIX (hakTax M OOCTOATENbCTBAX, MPEICTABISIOMIUX YIPO3Y
KU3HU WM 370POBBIO YeNOBEKa JIMOO KMBOTHOIO IMPH NPUMEHEHUH JIEKapPCTBEHHBIX IPENapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHus JeKapCTBEHHBIX MpemnapaToB B Poccuiickoit Dexepanuu u
JPYTUX TOCyIapCTBax.

4. JepxaTenu WM BIAAENbLbl PETHCTPAIIMOHHBIX YJOCTOBEPEHU JIEKAPCTBEHHBIX IPENapaTos,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BBIJAHBI pa3pelICHUs Ha MIPOBEICHNE KIMHUUECKUX UCCIIeI0BaHUN
B Poccuiickoit ®enepauuu, 1uO0 YIOTHOMOYEHHBIE HMH JApPYrUe IOpUAMYECKHE JHIa B paMKax
oOecnieueHns O€30MACHOCTH JIEKAPCTBEHHBIX IIPENapaToB B IOPs/IKE, YCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (pe/IepaibHbIM OpPraHOM HCIOJHUTENIBHON BIIACTH, OO0S3aHBI OCYIIECTBISATH MPHUEM,
yueT, o0pabOTKy, aHalu3 H XpaHCHHE TIOCTYMAIOMUX B WX aJpec OT CYOBEKTOB OOpaIieHUs
JICKapCTBEHHBIX CPEJICTB U OPraHOB TOCYIApCTBEHHOH BIACTH COOOIIEHUH O MOOOYHBIX JEHCTBUSX,
HE)KEJIaTEeJIbHbIX PEAKIUAX, CEPbE3HBIX HEXKENIATeNbHbIX U HEMPEIBUIACHHBIX HEXKEJATEIbHbIX PEAKIUIX
Opy TPUMEHEHUU JIeKApCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTSIX HMX B3aUMOJEHCTBUS C JPYTHUMH
JICKapCTBEHHBIMH TIpETapaTaMy, WHAWBHIYAIbHOM HEMEPEHOCHMOCTH, a Takke 00 HWHBIX (aKTax H
00CTOATENLCTBAX, MPEACTABISIONIMX YIPO3y KM3HM WM 3JI0pPOBBIO YEJIOBEKAa JIMOO >XUBOTHOTO WIIU
BIMSIONIMX HAa W3MEHEHHWE OTHOLIEHUS OXHJaeMOM IMOJIb3bl K BO3MOXHOMY PHCKY IPHUMEHEHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Tlpu BbIsiBIEHHM UH(POPMAIMU O CEPbE3HBIX HEXKENATENIbHBIX PEAKIUIX U HENpeABUACHHBIX
HEXKENNATeNbHBIX peakIUsIX IMpd IMPUMEHEHUM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEHCTBUS C JOPYTMMM JIEKQpCTBEHHBIMM IpenaparaMy, WHIUBUIYalbHOW HENEPEHOCHMOCTH, a
Takxke 00 MHBIX (pakTax U 00CTOATENbCTBAX, BIUSIOIINX HA U3MEHEHUE OTHOLICHUS 0XKUAAEMOM MOJIb3bI K
BO3MOXKHOMY pPHUCKY TIPUMEHEHHUs JIEKAPCTBEHHBIX IIpenapaToB, JAEpKaTead WM  BIAJEIbIbI
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB, IOPUANYECKUE JIMIA, HA UM KOTOPBIX
BbIIaHbl pa3pelleHHs] Ha MpOBEJIeHUE KIMHUYECKUX HccienoBaHuil B Poccuiickoit ®enepauuu, audo
YIIOJIHOMOYEHHBIE HMH Jpyrue IOpUIUYECKUE JHIa o00sd3aHbl NPUHATH MEphl, HAIpaBICHHbIE Ha
yCTpaHEHHE  HETaTUBHBIX  IOCJIEICTBUM  MNPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IPENaparos,
peaynpex/IeHue IpUYMHEHUs BpeJa *KU3HU MM 3/J0POBBIO UeIOBEKa JTMOO KMBOTHOTO, 3AIIUTY MX OT
NPUMEHEHHUS TaKuX JIEKapCTBEHHBIX MPENapaToB, HA JOMOJHUTENbHBIN cO0p NaHHBIX 00 3(HEKTUBHOCTH
1 0€30MaCHOCTH TaKMX JIEKAPCTBEHHBIX MPETapaToB.

6. 3a HeCcOOOIIEHNE WU COKPBITHE MHPOPMAIINH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH CTaThH,
JEpKaTeNIl WM  BJIAQJENbLIBI  PErMCTPAllMOHHBIX  YIOCTOBEPEHHMH  JIEKAPCTBEHHBIX IPENaparos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJIAaHBI Pa3pelIeHHs Ha MPOBEJCHNE KIMHUYECKUX HUCCIIeI0BaHUI
B Poccuiickoii ®enepanuu, JmOO YIOIHOMOYEHHbIE HMMH Jpyrue IOpHAMYECKHE JUIa, a Takke
JOJKHOCTHBIE JIUIA, KOTOPBIM 3Ta HMHGpOpMalus CTaja H3BECTHa MO POy HX MNpodeccHoHAIbHON
JESATENIBHOCTH, HECYT OTBETCTBEHHOCTbh B COOTBETCTBHMHM € 3aKOHOAATENLCTBOM Poccuiickoit denepanun.

7. Ilpu nony4eHUr YHOoJHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJIHUTEIBHON BJIACTH B paMKax
OCYILECTBIICHUsI UM (papMaKOHaJ30pa JI0KAa3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOTO IIperapara
YCTaHOBJIEHHBIM TpPEeOOBaHUSAM WJIM TpU MOJYyYEHUH HHPOpPMAIMM O HECOOTBETCTBMM JaHHBIX 00
3P PEKTUBHOCTH U O OE30MAaCHOCTH JIEKApCTBEHHOT'O Iperapara JaHHBIM O JIEKapCTBEHHOM IIperapare,
CoJIepKallMCsl B MHCTPYKIIMH 1O €ro IPUMEHEHHUIO (B TOM YHUCIIE BBISBICHHBIX B XOJE OCYLIECTBICHUS
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dapmakoHaa30pa KOHTPOJIbHO-HAA30PHBIMU OpraHaMH HMHOCTPAHHBIX TOCYJApCTB), YIOJIHOMOYEHHBIH
(denepanbHBI OpraH MCIOJIHUTEIBHOM BJIACTH B YCTAHOBJICHHOM MM IIOPS/IKE paCCMaTPHUBAET BOIPOC O
IIPUOCTAHOBIICHUH IPUMEHEHHUSI TAKOT'0 JIEKAPCTBEHHOT' O IIpenapara.

TAPAHT:

Cm. Meroanueckne pexomenpanuu "OpraHuzanusi ciay>KObl MOHUTOpPHHra  0€30MacCHOCTH
JIEKapCTBEHHBIX CPEACTB ((hapMaKoHAA30pa) B KOMIAHHSIX MPOW3BOJUTENSNX JICKAPCTBEHHBIX CPEJICTB

WIN JIep)KaTeNsX PpEerucTpallMOHHBIX YIOCTOBEpeHMi", yTBepxaeHHble Poc3apaBHamzopom ot 25
okTs10pst 2008 T.

CM. koMMeHTapuu K cTatbe 64 HacTosero denepabHOrO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 Odexabps 2014 2. N 429-D3 cmamwvs 65 nacmosiwyeco DedepanbrHoco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamwu 8 npedbloyuell pedaKyuu

Cratps 65. [IpuocraHoBIEHNE TPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara

1. Ilpu momyueHnn MHGOPMALIMU O HEXKENATEIBHBIX PEAKIUAX MPU MPUMEHEHUH JICKApCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKLHMHM [0 NPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara, Cepbe3HbIX
HE)KENIaTEeJIbHbIX PpEeaKlUsX, 00 OCOOEHHOCTSIX €ro B3aUMOAECUCTBUS C JPYTMMH JIEKApCTBEHHBIMU
npenapaTamMu, KOTOpble MOTYT MPEJCTaBIATh YTPO3y >KU3HU WM 3J0POBbIO YeNIOBEKa MO0 KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU IAaHHBIX 00 3((dekTuBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara
JAHHBIM O JIEKQpCTBEHHOM IIpenapare, CoAepkKaliuMcsi B UHCTPYKLIUH IO €r0 MPUMEHEHHUI0, B TOM YHUCIIE
OT YIOJHOMOYEHHBIX OPTraHOB MHOCTPAHHBIX TOCYHapCTB, OOMEH KOTOPOH OCYIIECTBIISIETCS B
COOTBETCTBUHU C COTJIAIICHUSAMH MEXIY YIOJIHOMOUYEHHBIM (eAepalbHbIM OPraHOM HCIOJIHUTEIbHOM
BJACTU M YIOJHOMOYEHHBIMH OpraHaMM HHOCTPAaHHBIX TIOCYAApCTB, YIOJIHOMOYEHHBIH (QenepabHbIi
OpraH MCIIOJHUTEIbHON BJIACTH PAacCMAaTPUBAET BOMPOC O BO3MOXKHOCTH HPUOCTAHOBIEHUS OOpalleHHs
TAKOro JIEKAPCTBEHHOI'O Mpenapara B I[IOpsJIKEe, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIIOJHUTEIBHOM BJIACTH.

2. Ilpy HeucCNONHEHWH WIM HEHAJJIEeXKAleM HCIOJHEHUH Jep)KaTelsiMU WM BiaJeibllaMU
PETUCTPALIMOHHBIX yIOCTOBEPEHMM JIEKAPCTBEHHBIX IIPENapaToB, HOPUAMYECKUMH JIMIAMH, HAa MM
KOTOPBIX BBIJAHBI Pa3pelICHHs] HA MPOBEACHUE KIMHUYECKUX ucciienoBanuil B Poccuiickonn denepanuu,
WIN YIOJTHOMOYEHHBIMU UMHU IPYTUMH IOPUIMYECKUMU JIMIIAMU 00s13aHHOCTEH, YCTAaHOBICHHBIX YaCTSIMU
3 1 4 crateu 64 Hactosero denepalbHOTO 3aKOHA, JIMOO B CIIydasix MPeICTaBICHHUS] COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/iepajbHbIM OPraHOM HCIOJHUTEIBHOW BJIACTH 3aKJIIOYEHHUS O HEJAOCTOBEPHOCTH
pe3yJIbTaTOB KIMHUYECKOTO HCCIIEI0OBaHUS JIEKAPCTBEHHOIO Ipernapara A MEAUIIMHCKOTO0 TPUMEHEHUS,
KOTOPOE€ OCHOBAHO Ha pe3yJbTaTax NPOBEPKH MEIULMHCKON OpraHM3alliy, IPOBOAMBILEH yKa3aHHOE
KJIIMHUYECKOE MCCIIEIOBAHUE C HApYILIEHUEM ITpaBUJI HaJJIexkallel KIMHUYECKON MPaKTUKH, U TIPUBENIO K
MOJIYYeHUIO HEIOCTOBEPHBIX Pe3yJibTaToB, JUOO B Cilyyae HEBBIOJHEHUS IPEINUCAHUS, BBIJAHHOTO
YIIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIOJIHUTEIbHOM BJIACTH IO MTOraM OCYIIECTBICHHS
BBIOOPOYHOTO KOHTPOJISI KayecTBa JIEKAPCTBEHHOT'O Iperapara, YMOJIHOMOYEHHBIH (enepanbHblid opran
UCIIOJTHUTENIbHOM BJIACTH B YCTAHOBJIIEHHOM UM IIOPS/IKE PacCMaTpUBAET BOMPOC O MPHOCTAHOBIECHUU
IPUMEHEHHUS TaKOT'0 JIEKAPCTBEHHOTO IIpenapara.

TAPAHT:

O npenocTaBlieHUH TEPPUTOPHAIBHBIMH  YmpaBieHusiMH Poc3npaBHan3opa UHPOpPMALUU O
HET0OPOKAaYECTBEHHBIX U (abCU(UITMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX CM. Tpuka3 DenepaabHOI
CIy’)KObI TIO HaJ30py B cdepe 3ApaBOOXPAaHEHMsS] M COLMAIbHOrO pa3BUTHS OT 8 QeBpayns 2006 r.
N 255-T1p/06

Wndopmarys 06 M3MEHEHHSAX:

Cmamus 65 oonoanena uacmoeto 3 ¢ 15 uwna 2018 . - @edepanvruiii 3axon om 4 urona 2018 . N
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3. YnomHOMO4YEHHBIH (eaepanbHblii OpraH HCIOJHUTENFHONW BJIACTH IMPH MPEICTABICHUUA EMY
CBE/ICHUI 0 HECOOTBETCTBUU ITPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM I1PaBIII HAAJIeXKaIlen
NPOM3BOJICTBEHHON NPAaKTUKKM W (WJIM) O HApyIICHWM JMICH3HOHHBIX TpeOOBaHMN, KOTOpHIE ObLIH
BBISIBIICHBI B XOJE IPOBEICHUS WHCIEKTUPOBAHUS IPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB WM
OCYILIECTBIICHHSI JIMIIEH3MOHHOTO KOHTPOJS B chepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB U MPHUBEIU
WIM MOTYT IPHUBECTH K IIPOM3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB s MEIULUHCKOIO NPUMEHEHUS,
IPUYMHUBLINX WM CIIOCOOHBIX IPUYMHUTH BPEJ )KM3HU WM 30POBBIO IPAXKIaH, pacCMaTpUBAET BOIIPOC
O IPHUOCTAaHOBJICHUU IPUMEHEHMs JICKaPCTBEHHBIX IIPENapaToB I MEIULUHCKOIO INPUMEHEHHUS B
YCTaHOBJICHHOM MM IOPS/IKE B CIEAYIOIIMX CIydasx:

1) cocraB u (MJIM) TEXHOJOTHs IPOM3BOJCTBA JIEKAPCTBEHHOIO Ipenapara il MEIULMHCKOIO
IPUMEHEHHUs (C ONMCAHMEM CTaIui NMPOU3BOACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B PETUCTPALIMOHHOM
JI0ChE;

2) nexkapCTBEHHBIN Mpenapar JUisi MEAULIMHCKOTO0 IPUMEHEHUs IPOU3BEAEH Ha IPOU3BOJCTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y npou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOIO Ipenapara s MEIULUHCKOTO NPUMEHEHUs, BBOJUMOIO B
rpaXxAaHCKUI 000poT, TpeOOBAHUSIM, YCTAHOBJIEHHBIM IPU €r0 TOCYJapCTBEHHOMN perucTpanuy;

4) mnpou3BOOUTENEM JIEKAPCTBEHHBIX CPEJICTB B COIVIACOBAaHHBIH C COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (peIepaJbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH CPOK HE YCTPAHEHBI HAPYIICHUS
TpeOOBaHUI IpaBUJ HAJUIeXKALIEH NMPOU3BOJACTBEHHOW MPAKTUKU M (WJIM) JIMLEH3UOHHBIX TpeOOBaHMIA,
KOTOpbl€ ObUIM BBISBICHBI B XOJI€ NPOBEACHHUS HWHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEACTB WJIN OCYIIECTBICHUS JIMIEH3MOHHOIO KOHTPOJIS B chepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB
W TPHUBEIM WM MOTYT IIPUBECTH K IPOU3BOJCTBY JICKAPCTBEHHBIX IMPENApPATOB I MEIULUHCKOIO
IPUMEHEHHUS, MPUYUHUBIINX UM CHOCOOHBIX MPUYUHUTD BPE]l )KU3HU WITH 370POBBIO TPaKIaH.

Wndhopmarust 06 n3MEHEHUSX:

Cmamus 65 oonoanena uacmoto 4 ¢ 15 uwons 2018 2. - @eoepanvruiii 3axon om 4 uons 2018 2. N
140-@3

4. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH NpPU HAJIMYUM y HETrO
CBEJICHMI 0 HECOOTBETCTBUH NMPOU3BOAUTES JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM TIPaBUIT HaAJIeKaIel
IPOM3BOJICTBEHHON NPaKkTUKM W (WJIM) O HapyLICHUM JUIEH3UMOHHBIX TpeOOBaHUN, KOTOpblE OBLIH
BBISIBJIEHBI B XOJ€ TMPOBEIEHUS WHCIEKTUPOBAHUS MPOU3ZBOJIUTENSI JIEKAPCTBEHHBIX CPEJICTB WM
OCYILECTBIICHHS! JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOU3BOJCTBA JEKAPCTBEHHBIX CPEJICTB U NPHUBEIU
WIM MOTYT NPUBECTH K IMPOU3BOJICTBY JIEKAPCTBEHHBIX IMpENaparoB JUIsi BETEPUHAPHOTO MpPHUMEHEHUS,
OPUYMHUBIIMX WM CIIOCOOHBIX MPUYUMHHUTH BpEJA JKU3HU WIM 3/0POBBIO0 YKMUBOTHBIX, PAacCMaTpHUBAET
BOIPOC O MPUOCTAHOBJICHUH peaIU3alliy U MPUMEHEHUS JeKapCTBEHHBIX MIPEenapaToB AJisl BETEPUHAPHOTO
IIPUMEHEHHUS B YCTAHOBJIEHHOM UM IIOPSIKE B CIEAYIOIUX CIydasx:

1) coctaB M (WiIM) TEXHOJIOTHUS MPOU3BOACTBA JIEKAPCTBEHHOrO MperapaTa IJil BETepUHAPHOIO
IPUMEHEHUs (C ONMCAHMEM CTAaJui NMPOM3BOJCTBA) OTIMYAIOTCS OT 3aSBJICHHBIX B PErMCTPALlMOHHOM
JI0ChE;

2) nexapCTBEHHbIN IIpenapar Ajs BETEpUHAPHOTO PUMEHEHUS IPOU3BEIEH HA IPOU3BOCTBEHHON
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPENCTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPXKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Iperapara Jjsi BETEPUHAPHOTO MPUMEHEHMs, BBOJAUMOIO B
rpaXkJJaHCKUI 000poT, TpeOOBaHMIM, YCTAHOBJICHHBIM IIPU €0 roCy1apCTBEHHON PErHCTpalluy;

4) TpOW3BOJIUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOIIMM
YIIOJIHOMOYEHHBIM (eiepabHBIM OPraHOM MCIIOJHUTEIBHON BJIACTH CPOK HE YCTPAaHEHbI HapyIIEHUS
TpeOOBaHUI IpaBWl HaJUIeKalled MPOU3BOACTBEHHON NPAKTUKU U (WJIM) JTULEH3UOHHBIX TPeOOBAHUM,
KOTOpble OBUIM BBISBJICHBI B XOJ€ IPOBEICHUS HHCIEKTUPOBAHUS MPOMU3BOIUTENS JEKAPCTBEHHBIX
CPEACTB WJIN OCYIIECTBICHHUS JIMIEH3MOHHOIO KOHTPOJIS B chepe MpOM3BOJICTBA JIEKAPCTBEHHBIX CPENICTB
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U IIPUBCIA HIIM MOI'YyT IPHUBECTH K IIPOM3BOACTBY JICKAPCTBCHHBIX IIPEIIapaToB JIA BETCPUHAPHOI'O
MMPUMCHCHU A, IPUINHUBIINX UJIN CIIOCOOHBIX MNPUYIUHUTL BPECA )KU3HU UJIU 3JOPOBbLIO JKUBOTHBIX.

Wndopmarus 06 H3MEHEHHSIX:

Cmamws 65 oononmnena yacmsamu 5 u 6 ¢ 1 aumsaps 2026 2. - @edepanvhuiii 3akon om 27 dexkabps
2019 2. N 475-D3 (8 pedakyuu Dedepanvrozo 3axona om 28 utons 2022 2. N 204-D3)

Cm. 6y0ywyro peoakyuio

Cmamus 65 oonoanena uacmoio 7 ¢ 1 cenmsabops 2023 e. - @edepanvhviii 3akon om 2 utoan 2021 . N
317-@3

Cm. 6y0ywyro peoakyuio
TAPAHT:

Cwm. koMMeHTapuu K ctatbe 65 HacTosiero denepaybHOrO 3aKOHA

Undopmaris 06 n3MEHEHUSX:
Cmamuws 66 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 . N 475-D3

Cm. npeodvloywyro peoakyuio

Cratbs 66. npopmarus o pesyabTaTax hapMakoHaa3opa

YIOJIHOMOYEHHBIH  ()eIepaIbHBIl ~ OpraH  HCIOJIHUTEIBHOW  BJIACTH,  OCYIISCTBIISIFOIIHIA
dbapmakoHaa30p, MO €ro pe3yibTaraM pa3MellaeT Ha CBOeM oQuIMalbHOM caiite B cetu "HHTepHet"
UH(POPMALIUIO O:

1) BBIABICHUU HOBBIX MOATBEPKICHHBIX HAHHBIX O MOOOYHBIX JEWCTBUAX, HEXKENATEeIbHbBIX
peaKIMAX, CEPbE3HBIX HEXKEIATCIbHBIX PEaKIUAX, HEMPEABUICHHBIX HEXKEIATCIbHBIX PEaAKIHIX MpU
MIPUMEHEHUH JIEKaPCTBEHHOTO MperapaTa, B TOM YHCJIE BIUSIOIIMUX HAa OTHOLLIEHHUE 0KMIA€MOMN MOJIb3bl K
BO3MOXKHOMY PUCKY TPUMEHEHHUS JAaHHOTO JIEKapCTBEHHOTO MIpernapara;

2) NPUHSATHIX PELICHUSX O BHECEHUU MU3MEHEHUN B MHCTPYKIIUIO MO IPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara, 0 MPUOCTAHOBICHUM MPUMEHEHHS JICKapCTBEHHOTO Tpemnapara, 00 U3bITHH U3 0OpalleHus
JIEKapCTBEHHOTO Tperapara Uik 0 BO300HOBICHUH TPUMEHEHHS JIEKapCTBEHHOTO Mpernapara.

TAPAHT:

CM. KoMMeHTapuu K cTatbe 66 HacTosiero denepanbHOro 3aKoHa

Wndhopmarrust 06 n3MEHEHUSX:
Haumenosanue usmeneno c 1 ausaps 2018 2. - @edepanvhuiii 3axon om 28 oexkabps 2017 2. N 425-D3
Cm. npeodvloywyro peoakyuio

I'naBa 14. Undopmanus o JiekapcTBeHHBIX npenaparax. CucreMa MOHUTOPHHIA IBHKECHHSA
JIEKAPCTBCHHLIX NpenapaTroB 1Jisd MEAUIMHCKOT0 IMIPUMEHCHU A

Wndopmarys 06 M3MEHEHHSAX:
Haumenosanue uszmeneno c 1 sneaps 2018 2. - @edepanvuwiii 3axon om 28 dexabps 2017 2. N 425-D3
Cm. npeodvloywyro peoakyuio
Crarba 67. Undopmanus o nekapcTBeHHBIX mpenapaTtax. CUcTeMa MOHUTOpPUHIA JBH)KEHUS
JIEKapCTBEHHBIX MPENapaToB JJIsl MEIUIIMHCKOTO PUMEHEHUS

Wudopmanust 00 U3MEHEHUIX:
Yacmo 1 usmenena c 13 ageycma 2019 2. - @edepanvhsiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvioyuyio pedaxyuio
1. Uadopmamnust o0 JIeKapCTBEHHBIX Tpenapartax, OTIYCKAeMbIX IO PEIENTy Ha JIeKapCTBEHHBIN
npernapar, AOJDKHA COJEPXKAaTbCsi TOJNBKO B CHEIHMAIM3UPOBAHHBIX M3IAHUSX, MpEeIHA3HAUYCHHBIX IS
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MEAMIMHCKHUX, (apMaleBTHYeCKUX PaOOTHHUKOB, CIIEIMATUCTOB B 00siacTu BeTepuHapuu. Mudopmanus o
JIEKapCTBEHHBIX Iperaparax sl CHEIHaINCTOB B 00JacTH oOpalieHusl JIEKapPCTBEHHBIX CPEICTB MOXKET
collep)kaThCsi B MOHOrpadusX, CIpPaBOUYHUKAX, HAYYHBIX CTaThAX, B JIOKJaJax Ha KOHIpeccax,
KOH(EPCHIUSIX, CHUMIIO3MYyMaX, HAy4HbIX COBETaX, a TaKXKe B UWHCTPYKIUAX IO MPUMCHEHUIO
JIEKapCTBEHHBIX MPENapaToB.

2. Nudopmanus o JeKapCTBEHHBIX Iperaparax, OTIHYCKaeMbIx 0e3 pelenTa Ha JIEKapCTBEHHBIN
npenapar, MOXET COJep)KaTbCsid B MyOJIMKalusAX U OOBABICHUSX CPEICTB MacCOBOW HHQpOpMAINH,
CICIUAIM3UPOBAHHBIX W OOIIMX TMEYATHBIX W3JAHWSIX, HHCTPYKIHSIX 1O MPUMEHEHHUIO JICKapCTBEHHBIX
[pernapaToB, UHBIX U3aHUIX CYOBEKTOB OOpallleHus JIEKapCTBEHHBIX CpeACTB. PekiiaMHble MaTepHansl O
JICKapCTBEHHOM TIperapare, OTIyckaeMoM 0e3 pernenta Ha JIEKapCTBEHHBIM Ipernapar, JOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH 10 MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara.

3. Jlomyckaercss HCIONBb30BaHUE JIOOBIX MAaTe€pHaJIbHBIX HOCUTENEH, MO3BOJSIOMIMX XPaHHUTD,
nepeaaBaTh U UCIOIb30BaTh HH(POPMALIHIO O JIEKAPCTBEHHBIX Mpernaparax 0e3 ee HCKaKEeHHUs.

Undopmaris 06 n3MEHEHUAX:

Cmamuvs 67 dononnena wacmoio 4 ¢ 1 uwonn 2020 2. - Dedepanvuviii 3akon om 28 dexabps 2017 e.
N 425-@3 (8 peoaxyuu @edepanvroco 3axkona om 27 dexabps 2019 2. N 462-D3)

CMm. npedvloyuyro pedaKyuio

4. Insa uenedl uaeHTU(PUKALMU YIIAKOBOK JIEKAPCTBEHHBIX IMPENapaToB s MEAULHUHCKOIO
MPUMEHEHHUS TMPOU3BOAUTENN JIEKAPCTBEHHBIX CPEJICTB B IOPSiIKE, YCTaHOBICHHOM IIpaBuTesnbcTBOM
Poccuiickoit @eneparuu, HAHOCAT HA MEPBUYHYIO YIIAKOBKY (B OTHOUICHHH JIEKAPCTBEHHBIX MPENapaToB
JUTS METUIIMHCKOTO TIPUMEHEHUS, JIJII KOTOPBIX HE MPEAyCMOTPEeHa BTOPHYHAS YIaKOBKA) U BTOPUUYHYIO
(moTpeOUTEeNbCKYI0) YIAKOBKY JEKAapCTBEHHBIX MpEnapaToB AJI MEIUIIMHCKOTO MPUMEHEHUs CpeICTBa
uACHTH(HUKAIIMK, 32 HWCKIIOYCHHEM JIGKAPCTBEHHBIX IMPEMapaToB Il MEAUIIMHCKOTO TPUMEHEHUS,
MPOU3BOAUMBIX JUIsi MPOBEACHUSA KIMHUYECKHX HCCIEIOBaHMM, SKCIOPTa, JEKApPCTBEHHBIX MpernapaToB
I MEIUIIMHCKOTO MPUMEHEHMS, YKa3aHHBIX B dacTsax 5 W § crtateu |3 Hactosimero ®enepanbHOrO
3aKOHa, paano(dapMalleBTHUECKUX JICKAPCTBEHHBIX TMpenaparoB, MHUSBOK MEIUIMUHCKUX U Ta30B
MEIUITUHCKHUX.

Wndopmarys 06 H3MEHEHHSAX:

Cmamus 67 donoanena yacmoto 5 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 a.
N 425-@3
5. XapakTepuCTUKU CpelcTBa WIACHTHU(PHUKAIUHU, TOPSIJOK €ro HaHeceHUs U TpeOOBaHUS K
CTpyKType U ¢opMmaTy HHPOpPMALHU, KOTOPYIO COAEPXKUT CPEACTBO HAECHTHU(PHUKALMHU, ONPEIeIsIOTC
[IpaBurensctBOM Poccuiickoit denepanun.

Wndopmarys 06 H3MEHEHHSAX:

Cmamus 67 donoanena yacmoto 6 ¢ 1 aneaps 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-@3
6. Ilopsmok co3maHusi, pa3BUTHS, BBOJA B OKCIUTyaTal[Mio, HKCIUTyaTalldid W BBIBOJA W3
JKCIITyaTallud CHCTEMbl MOHUTOPUHIA JIBUKEHHUS JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULUHCKOTO
NPUMEHEHHUS, TIOPSJA0K MPEeNOCTaBlIeHUus HHPOpPMAIMK, CoJepKalleiics B CHCTEME MOHHMTOPHUHIA
JBUKEHHUSI JIEKAPCTBEHHBIX MPENapaToB JJIsi MEIULMHCKOTO MPUMEHEHHUs, W TOPsI0K B3aUMOJAECUCTBUS
YKa3aHHOM  CHUCTeMBbl C  HHBIMH  TOCYJAapCTBEHHBIMH  WH(MOPMAllMOHHBIMH  CHUCTEMaMH U
WH(GOPMAIIMOHHBIMU CHUCTEMAMH IOPUINYECKHUX JIUI] U MHAUBUYaTbHBIX MPEANPUHUMATENEH, YKa3aHHBIX
B uvactsix 7 m 10 mactosimed crtaThu, ycraHaBiuBaroTcs IIpaButenscTtBomM Poccuiickoit deneparum.
OmneparopaMu CHUCTEMBI MOHUTOPUHIA JIBUKEHHS JIEKAPCTBEHHBIX IIPEMapaToB IJsl MEAMIMHCKOTO
NPUMEHEHUs SBJSIOTCA (elepalibHblil OpraH HWCIOJHUTENbHOM BIACTH U (MJIM) OpraHuzaius,
ynosiHoMoueHHble [IpaBurensctBoM Pocculickont denepanum.

Wudopmanust 06 U3MEHEHUIX:

Cmamovs 67 oononnena uyacmoio 7 ¢ 1 urwona 2020 2. - @edepanvhuviil 3axkon om 28 dexabps 2017 e.
N 425-®3 (8 pedaxyuu Pedepanvroco 3axona om 27 dexkabpsa 2019 2. N 462-D3)
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7. YOpuauyeckue JMia ¥ MHAMBUyAJIbHBIEC PEAIIPUHUMATEH, OCYIECTBISIONINE TPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepauuio, OTIYCK, peaJM3alMI0, Ieperadyy, HPUMEHEHUE |
YHUUYTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB JJisl MEAULIIMHCKOTO IPUMEHEHHS], 00ECIIeUNBAIOT B MOPSJIKE U
B COCTaBe, KoTopble ycraHosiieHbl IIpaBurenbctBoM Poccuiickoit @Penepauuu € yd4eToM BHUJIA
OCYIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHE HH(OpMalMM O JEKapCTBEHHBIX IIpernapaTax [is
MEIUIIMHCKOTO TMPUMEHEHUSI B CHUCTEMY MOHUTOPHHIA JBUXKEHUS JIEKAPCTBEHHBIX MIPEnaparoB s
MEIUIUHCKOrO IPUMEHEHHS.

Wndopmarius 06 M3MEHEHHSX:

Yacmo 7.1 uzmenena c 13 uronsn 2020 e. - Dedepanvruiii 3axon om 13 urons 2020 2. N 206-D3

eticmeue nonoscenuti uacmu 7.1 (6 peoakyuu Dedepanvroeo saxona om 13 urons 2020 2. N 206-D3)
pacnpocmpansemcs Ha npagoomuouienus, gosHukwue ¢ 1 uiona 2020 e.

CMm. npedvloywyro pedaKyuio

7.1. JlexkapcTBEHHbIE Ipenaparbl JUIsi MEIUIMHCKOTrO IPUMEHEHMs, IpelHa3HauYeHHble s
oOecrieyeHus JHL, OOJIBHBIX reMopuiIned, MYKOBHCLUIO030M, TIMIIO(PHU3ApPHBIM HAHU3MOM, OOJE3HBbIO
lomre, 370KaYecTBEHHBIMH HOBOOOPA30BaHHMSIMU JTHM(OUIHOW, KPOBETBOPHOW W POACTBEHHBIX WM
TKaHel, pacCcessHHbIM CKJIEPO30M, JIML[ I10CJI€ TPAHCIJIAaHTALMK OpraHoB M (WJIM) TKaHel, Ipou3BeeHHbIE
1o 31 nexabpsa 2019 roga, a Taxke MHbIE JIEKAPCTBEHHbIE MpENapaThl A MEIUIMHCKOTO MPUMEHEHMUS,
npousBeneHHble 10 1 wmrons 2020 ronma, mojuieaT XpaHEHHIO, IEPEeBO3KE, OTIYCKY, pealu3aluu,
nepeaaye, NPUMEHEHUIO 0e3 HaHECEHUs CPEICTB MASHTH(UKALMU O MCTEUYEHHUs CpOKa UX TOJHOCTH.
[IpaBurenscTBO Poccuiickoit denepanun BrpaBe YCTAHOBUTh OCOOCHHOCTH BBOJA B TPaXKJAHCKHIA 000pOT
JIEKapCTBEHHBIX MpPENnapaToB JUIsi MEIUIMHCKOIO NMPUMEHEHUs, NMPOMU3BEICHHBIX B Mepuoa ¢ 1 wurois
2020 roga mo 1 oxts6pst 2020 roma. B mensix BBOJa B Irpa)IaHCKUH 000POT JIEKapCTBEHHBIE IpErapaThl
JUI. MEIMLIMHCKOTO MPUMEHEHHUs, 32 UCKIIOUEHHEM JIEKApCTBEHHBIX IPENaparoB, MpeIHa3HAuYCHHbIX IS
oOecrieyeHnss JHIl, OOJBHBIX TeMO(WINEH, MYKOBHCUIUIO030M, THIO(PHU3APHBIM HAHH3MOM, OOJE3HBIO
l'omre, 370KayecTBEHHBIMH HOBOOOpPA30BaHMSIMU JUM(OUIHON, KPOBETBOPHOW U POACTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIUII MOCJIe TPAHCIJIAHTAIIMKM OPTaHoB U (WJIM) TKaHEH, MPOU3BEICHHbBIC
3a mpenenamu teppuropun Poccuiickoit ®eneparuu 10 1 okts10pst 2020 roga, MoryT ObITh BBE3EHBI B
Poccuiickyto @enepannto 1o 1 suBaps 2021 roma B 1opsiike, yCTaHOBJIEHHOM IIpaBuTenbcTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHUsI CPECTB UICHTU(DUKALIUH.

Wndhopmarust 06 n3MEHEHUSX:

Cmamuws 67 oonoanena yacmoto 8 ¢ 1 saneaps 2018 e. - @edepanvusiii 3akon om 28 dexabps 2017 e.
N 425-@3
8. Opranmszanus WHOOPMAIMOHHOTO B3aUMOJICUCTBUS CHCTEMBl MOHUTOPHHTA JIBFDKCHUS
JICKapCTBEHHBIX MpEnapaTtoB i MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYJapCTBEHHBIMU
UH(GOPMAIMOHHBIMU  CHCTEMaMu OOecredynBaeTcs B TOM YHCJIE TOCPEICTBOM HH(PACTPYKTYPHI,
oOecrnieunBaronield MHOOPMANMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBAE WH(OPMAIMOHHBIX CHCTEM,
UCTIONB3YEMBIX Il TMPEAOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIIUNAIBHBIX YCIYT U HCIOJHEHUS
TOCYIapCTBECHHBIX M MYHHUITUIAIBHBIX (DYHKITUI B 3JICKTPOHHOU popme.

Wndopmarys 06 M3MEHEHHSX:

Cmamus 67 donoanena yacmoto 9 ¢ 1 aneaps 2018 e. - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-@3
9. OOmenocrtynHass uH(pOpMAIMs, COJEpXKAIAsACI B CHCTEME MOHUTOPHHTA JIBUKCHHS
JIEKapCTBEHHBIX MpernapaToB TUTst MEIUINTHCKOTO MIPUMEHEHHUS, pasmeraercs B
UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu "MHTepHeT" (B TOM uncie B (opMe OTKPHITHIX JTaHHBIX)
B I10psi/IKe, ycTaHOBIeHHOM [IpaButenscTtBoM Pocculickoit @enepanyu.

Wudopmanust 06 U3MEHEHUIX:

Cmamovs 67 0ononnena uacmoio 10 ¢ 1 aneaps 2018 2. - @edepanvhuviti 3akon om 28 oexabps 2017 a.
N 425-@3
10. ITpou3BoauTENH JTEKAPCTBEHHBIX CPEACTB MOIYYAIOT COAEPKAILYIOCS B CUCTEME MOHUTOPUHTIA

04.06.20233 Cucrema TAPAHT 133/141


http://ivo.garant.ru/document/redirect/72136156/1600
http://ivo.garant.ru/document/redirect/74369768/23
http://ivo.garant.ru/document/redirect/74369768/23
http://ivo.garant.ru/document/redirect/74369768/44
http://ivo.garant.ru/document/redirect/77689476/6771
http://ivo.garant.ru/document/redirect/74323800/1000
http://ivo.garant.ru/document/redirect/71846624/172
http://ivo.garant.ru/document/redirect/71846624/172
http://ivo.garant.ru/document/redirect/72136164/1000
http://ivo.garant.ru/document/redirect/71846624/172

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O6 obOpareHnn JiekapCcTBEHHbIX cpeacTB” (C ...

JBIDKCHUS JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO INMPUMEHEHUs HH(OpMaIuio O cepusx M
NapTUSX JICKAPCTBCHHBIX MPENapaTroB, MPOU3BOJAUMBIX UMM M HAXOJSIIMXCS B TPAXKIAHCKOM 000pOTe B
Poccuiickoii ®eneparuu, 6€3B03MeE3IHO.

Wndopmarius 06 H3MEHEHUX:

Cmamuws 67 donoanena wacmoto 11 ¢ 1 uronn 2020 e. - @edepanvhsiii 3axon om 28 dexabps 2017 e.
N 425-@3 (8 peoaxyuu @eodepanvroco 3axkona om 27 dexabps 2019 2. N 462-D3)
11. 3a mpou3BOACTBO WM MPOJIAXKY JICKAPCTBEHHBIX MPENapaToB i MEIUIIMHCKOTO IPUMEHEHHUS
0e3 HaHeCeHUs CPEJACTB WACHTU(DUKAIMH, C HAPYIICHHEM YCTAHOBJICHHOTO IMOpPSAKAa WX HAHECCHHs, a
TaKXXe 3a HECBOCBPEMEHHOC BHECCHHE JIaHHBIX B CHCTEMY MOHHTOPWHTA JBUKCHHUS JICKAPCTBEHHBIX
MpernapaToB ISl MEIUIIMHCKOTO MPUMEHEHHSI HJTM BHECEHUE B HEE HEIOCTOBEPHBIX JAHHBIX IOPHINICCKHEC
JWIa ¥ WHAWBUIYAIbHBIC TPEANPUHUMATENN, YKa3aHHbIE B 4acTsx 4 M [ HACTOSINEH CTaThbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoin denepannu.

Wudopmarus 06 H3MEHEHHSX:

Cmamus 67 oonoanena yacmoio 12 ¢ 1 saneaps 2018 2. - @edepanvhuiii 3axon om 28 dexabps 2017 a.
N 425-@3
12. IIpaBurensctBo Poccuiickoii ®enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHUS
CUCTEeMbl MOHUTOPWHTA JBW)KCHMSI JICKAPCTBEHHBIX IIperaparoB s MEIUIUHCKOTO MpPUMEHEHHUS,
BKIIIOYAass CPOKM €€ BHEAPEHHs, B OTHOIICHWM JIEKAPCTBEHHBIX IIPEMapaToB s MEIUIIMHCKOTO
NPUMEHEHHUS, BKJIIOYEHHBIX B TNEPEYCHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
IpenapaToB, JIEKAPCTBEHHBIX TMPEMapaToB, NPEAHA3HAYCHHBIX Ui OOecreueHusl JIUL, OOJIbHBIX
remMounueii, MyKOBHCIIMI030M, TUNO(HU3apHBIM HaHU3MOM, Oolie3HblO [ole, 3JI0KaYeCTBEHHBIMU
HOBOOOPa30BaHMUAMH JTUM(OHUIHOM, KPOBETBOPHON M POJCTBEHHBIX MM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
JUI] TIOCJE TPAHCIUIAaHTAllUM OPraHOB W (MJM) TKaHEW, HWHBIX JIEKAPCTBEHHBIX MpEenapaToB Ul
MEIUIUHCKOTO TPUMEHEHHSI.
TAPAHT:

CM. KoMMeHTapuu K cTatbe 67 HacTosero denepaibHOT0 3aKOHA

Wndopmarys 06 M3MEHEHHSX:

Dedepanvrvim 3axonom om 25 nosops 2013 2. N 317-D3 nacmosuyuii DedepanvHulii 3aKOH 0ONOJHEH
enasou 14.1

I'naBa 14.1. Orpanunyenusi, HajaraeMblie Ha OPraHU3ALUM, OCYIIECTBJSIOLINE AeTEeJIbHOCTD 110
00panIeHHIo JIEKAPCTBEHHBIX CPEICTB

Cratbs 67.1. OrpannueHusi, HajJaraeMble NpU OCYILIECTBICHUH JIEATEIbHOCTH B cepe oOpalieHus
JIEKaPCTBEHHBIX CPENICTB

1. Opranuzanuu, 3aHUMarolIMecs pPa3pabOTKOW, MPOU3BOJACTBOM M (WIM) peanusaruei
JIEKapCTBEHHBIX INpEnapaTroB Uil MEIUIIMHCKOIO MPUMEHEHMs, OpraHu3annu, o0nagaromuye mpaBaMu Ha
HCIIOJIb30BaHNE TOPTOBOr0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara Jyuisi MEIUIUHCKOTO MpUMEHEHUS,
OpraHu3allii  ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH CpPEJCTBAMH, AaNTeyHble OpraHu3anuud (ux
MPEJICTaBUTENIN, MHbIE (U3NYECKUE U IOPUAMYECKHE JIMIA, OCYIIECTBISIOUINE CBOIO AESITENBHOCTH OT
UMEHH 3THX OpraHu3aliil) B OTHOIIEHUH METUIIMHCKUX PAaOOTHUKOB M PYKOBOJIUTENECH METUIIMHCKHUX
OpraHu3alyil He BIPABE:

1) BpyuyaTh MOJapKH, BHIIJIAUMBATh JEHEXKHBIE CPEJCTBA (32 MUCKIIOUEHHEM BO3HArpaXJIEHHH MO
JOTOBOpaM P IPOBEJEHUM KIMHUYECKMX HCCIENOBAaHUN  JIEKAPCTBEHHBIX IPENapaTroB Ul
MEAMIIMHCKOTO TMPUMEHEHMS, BO3HArpaXJCHUH, CBA3aHHBIX C OCYIIECTBIEHHUEM MEIULHUHCKUM
pabOTHUKOM MEJarorn4eckoil u (UiaM) HaydyHOU JesTEIbHOCTH), B TOM YHCJE OIUIaYMBaTh pa3BICUCHMS,
OTJIBIX, MPOE3] K MECTy OT/AbIXa, a TaKKe MPUBJIEKATh K YYaCTHIO B pa3BJIEKATENIbHBIX MEPONPUATHSX,
IIPOBOAMMBIX 3a CUET CBOUX CPEACTB;
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2) 3aKioyaTh COIJIALICHMsS O HA3HAYEHUM WIM PEKOMEHJALMM IalUeHTaM JIeKapCTBEHHbBIX
[IPEnapaToB Ui MEJUIMHCKOrO NMPUMEHEHMS (32 UCKIIIOUEHUEM JIOTOBOPOB O IMPOBEACHUM KIMHUYECKUX
UCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHHS);

3) mpenocTaBiATh 00pa3ibl JIEKAPCTBEHHBIX MPENapaToB IS MEIUIIMHCKOTO IPUMEHEHHUS B LIEISIX
BPYYEHHUs TNalMeHTaM (3a MCKIIOYEHHEM CIIy4yaeB, CBSA3aHHBIX C IPOBEACHUEM KIMHUYECKHUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX MIPENApaTOB ISl MEAULIMHCKOTO IIPUMEHEHUS);

4) mnpenocTaBiATh HEJOCTOBEPHYIO M (WIM) HENOJHY MH(MOpMAIMIO O JIEKaPCTBEHHBIX
npenaparax il MEAUIMHCKOTO IPUMEHEHMUS],

5) nocemars ux B paboyee BpeMs Ha pabO4YMX MeCTax, 3a UCKJIIOUEHHEM CIy4aeB, CBA3AHHBIX C
IIPOBEJCHUEM KIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAULIUMHCKOIO IPUMEHEHUS,
C y4yaCTHEM B IOpsJKE, YCTAaHOBJIIEHHOM pPYKOBOJIUTENIEM MEAMLMHCKOW OpraHu3alMu, B COOpaHMSIX
MEIMIUHCKUX  PAaOOTHUKOB M  HWHBIX  MEPONPUATUSAX, HANpaBIEHHBIX Ha  MOBBIIEHHE  HX
npoeCCHOHATIBPHOIO YPOBHS WJIM Ha NPEAOCTaBICHHE HH()OPMAIMM, CBSI3aHHOW C OCYLIECTBICHHEM
MOHMTOpPHHTa 0€30M1aCHOCTH JIEKAPCTBEHHBIX IIPENApaTOB;

6) noOyXaTh K BBINMMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEJUIMHCKOTO NMPUMEHEHUs Ha
OsaHKax, cojepXaluxX MH(OPMAIMIO PEKIAMHOIO XapakTepa, a TaKKe Ha PELENTypHBIX OJIaHKax, Ha
KOTOPbIX 3apaHee HaleyaTaHO HaMMEHOBaHHE JIEKAPCTBEHHOro Ipenapara Uil MEIULMHCKOIo
IPUMEHEHHUS.

2. Opranu3anuy, ykazaHHble B a03aliie repBoM 4acTh | HacTOAIIEH CTaTbU, U UX IPEACTABUTENU B
OTHOIIEHNH (hapMaIeBTHUECKUX PAOOTHUKOB M PYKOBOJUTEIICH aTeUHBIX OpraHNU3allii HEe BIPaBe:

1) BpydaTh HoJapKH, BBIIUIAYMBATH JICHEXKHBIE CPEJICTBA, B TOM YHCIE OIUIAYMBATh Pa3BICUCHHUS,
OTIBIX, IPOE3J K MECTy OTAblXa, W IMPUBIEKATh K YYAacTHUIO B PAa3BJIEKATENIbHBIX MEPONPUSITHUSIX,
IPOBOJUMBIX 33 CUET CBOUX CPE/CTB;

2) npenocTaBisATh 00paslibl JIEKAPCTBEHHBIX IPENapaToB Uil MEAULMHCKOTO NPUMEHEHHUs AJis
BPYUYEHHS HACEIICHMUIO;

3) 3aKkmrouyaTh COIVIALICHHMS O MPEUIOKEHUU HACEIICHUIO OIPEIENCHHbIX JIEKapCTBEHHBIX
IIPENapaToB sl MEAULIUHCKOTO IIPUMEHEHMS;

4) npenocTaBiATh HEIOCTOBEPHYIO M (WJIM) HENOJHYI0 HMHPOpPMALUI0 O JIEKapCTBEHHBIX
npenaparax Uil MEIULIUHCKOTO IPHMEHEHHUs, B TOM YHCIIE MMEKOIIHUX OJMHAKOBOE MEKIYHAapOJHOE
HENaTeHTOBaHHOE HaUMEHOBAHMUE.

TAPAHT:

Cwm. kommeHTapuH K ctathe 67.1 Hacrosmero PenepanbHOro 3aKkoHa

Crarbsn 67.2. TpeOoBaHMs K OpraHu3allMd M MPOBEIECHUIO HAyYHBIX MEPONPUATHHA, HHBIX
MEPONpPUITUM, HANpaBICHHBIX HA  MOBBIILIEHUE  MPO(PECCHOHAIBHOTO  YPOBHS
MEIUIUHCKUX pa0OTHUKOB WJIM Ha NpPeoCTaBleHHMe HH(OpPMaIK, CBSI3aHHON C
OCYIIIECTBJIEHUEM MOHUTOPUHTAa 0€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB
1. Ilpu npoBeneHNN Hay4YHBIX MEPONPUATUN, UHBIX MEPONPUATUI, HAIIPABJIECHHBIX HA IOBBILICHHUE
MpoECCHOHAIBHOTO YPOBHS MEIUIIMHCKUX pAaOOTHUKOB WJIM Ha TPEAOCTABICHUE CBS3aHHOW C
OCYILIECTBIIEHEM MOHUTOPUHTA 6€30MaCHOCTH JIEKapCTBEHHBIX MpenapaToB HHPOPMAILIUU, OPraHU3YEeMBbIX
OpraHM3alusaIMH, yKazaHHBIMU B a03aiie nepom yactu | crateu 67.1 Hactosimero denepaibHOro 3aKOHa,
UX MPEICTaBUTENAMU U (W) GUHAHCUPYEMBIX 3a CUET CPEICTB ITHUX OPraHU3aIUI U UX MpeCTaBUTENEH,
3anpeuacTCd MPENATCTBOBATH YYACTHIO B YKA3aHHBIX MCPOIPUATHUAX HWHBIX opraﬁmaunﬁ, KOTOPBIC
IPOU3BOJAT WIM PEATU3YIOT JIEKAPCTBEHHBIE Mpenaparbl A MEIUIUHCKOTO NPUMEHEHHUS CO CXOXKHUM
MEXaHU3MOM (papMaKOJIOTHIECKOTO AEHCTBUA, TNOO CO3/1aBaTh JUCKPUMUHAIIMOHHBIE YCIOBUS JIJIST OJHUX
YYaCTHUKOB I10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHM, & UMEHHO:
1) MMPEAOCTABIATE PA3JIMYHOC KOJIMYECTBO BPEMEHU I BI)ICTYHJ'ICHI/Iﬁ Y4aCTHHUKOB, Pa3JIMYHBIC 110
pasmMepy 3aHMMaeMOH IUIOIAAM MeCTa JUIsl JIEMOHCTpPAllMM OOpa3lloB JIEKAPCTBEHHBIX MpenapaToB s
MEIUIUHCKOIO MPUMEHEHHUs WM pEKIAMHBIX MaTepuajoB O JIEKApCTBEHHBIX Ipernaparax Majs
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MEAMLIMHCKOTO NPUMEHEHMS Ha 3KCIO3ULMAX, CTEHAAX, 32 UCKIIOUEHUEM CIIy4aeB, €CIIM TAKUE YCIOBHS
3aKpeIuIeHbl B COMIALICHHUAX STHX OpPraHM3alui, WX NIpeAcTaBuTeNeil 0 (MHAHCHPOBAHMH YKa3aHHBIX
MEpONPHUATHIA U 00YCIIOBJIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3ALUIO;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIS YYACTHUKOB MEPOIPHUATHH, YKa3aHHBIX B a03ale mepBoM
HACTOALIEH 4acTH, MPEBBIIAIONINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUATHN U BEAYIIHN
K HEOOOCHOBAHHOMY OTPaHMUYCHHIO YHCIIAa UX YIaCTHHKOB.

2. Opranuzanuu, yka3aHHble B a0O3are rnepsoM udactu | crateu 67.1 Hacrosmero denepaibHOTO
3aKOHA, WX TPEICTABUTEIH, OCYIIECTBISIOUINE OPraHM3auuio U (Win) GUHAHCUPOBAHHE MEPONPHUSTHIA,
yKa3aHHbBIX B 4acTH | HacTosIed cTaTbu, 00s3aHbl 00eCHeunBaTh AOCTYN K HH(GOpMALUU O J1aTe, MECTE U
BPEMEHM IIPOBEJICHUS YKa3aHHBIX MEpONPUATUH, IUIaHAX, IporpaMMax IPOBEACHUS YKa3aHHbIX
MEPONPUATHHA U TeMax, IJIAaHUPYEMbIX MJI PACCMOTPEHMS, COCTaBE€ MX YYAaCTHUKOB IIyTEM DPAa3MEILCHHUSA
COOTBETCTBYIOLIEH MH(POpPMAIMU HA CBOMX O(HIMANBbHBIX caiiTax B ceTd "MHTepHeT" He mo3aHee OBYX
MECSLEB 10 Hayaja IIPOBEACHUS YKa3aHHBIX MEPOIPUATHH.

3. Uadopmarust 0 mpoBeIeHNH MEPONPUATHI, YKa3aHHBIX B 4acTh | HACTOSIIEH CTAaThH, B CPOK,
YCTAQHOBJICHHBII 4YacTbiO0 2 HAcTOsILEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (efepalibHbli OpraH
UCTIOJIHUTEIIHOW ~ BJIACTH, OCYHICCTBISIOMMK (QYHKIMM 1O KOHTPONIO M HAA30py B  cdepe
3/IpaBOOXPAHEHMs, Ul MOCIEAYIOIEro pa3MelleHus ee Ha O(UIMAIbHOM caiiTe 3TOro opra€a B CEeTH
"UnTepuer".

TAPAHT:

CM. koMmMeHTapuu K cTaTthe 67.2 Hacrosero @eaepanbHOro 3aKOHa

I'naBa 15. OTBeTCTBEHHOCTH 32 HApPYLIeHUe 3aKOHoAaTebcTBAa Poceniickoilt Penepaunu npu
o0paleHnN JIeKAapCTBEHHBIX CPEeICTB M BO3MELICHHE Bpela, IPUYNHEHHOI0 310POBBI0 IPAKIaH
BCJICACTBHE PUMEHEHH JIEKAPCTBEHHBIX NPenaparoB

Wndopmarys 06 H3MEHEHHSAX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ cmamvio 68 nacmosiweeo PedepanrbHoco
3aKOHA 8HeceHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamwvu 8 npedvloyuell pedaxKyuu
Crarbsa 68. OTBEeTCTBEHHOCTh 32 HapyllIEHHE 3aKoHojAarenbcTBa Poccuiickoii denepauuu npu
oOpallieHUH JTeKapCTBEHHBIX CPEICTB
1. Hapymenne 3akononatensctBa Poccuiickoii Dexepanuu mnpu oOpallleHUd JeKapCTBEHHBIX
CpPEeICTB BIIeUeT 3a COOON OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit
®denepanuu.
Wndopmarys 06 W3MEHEHHSAX:

Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utonss 2018 2. N 140-D3

Cm. npedvloywyio peoakyuro
2. 3a HempeAcTaBIeHUE WM HECBOEBPEMEHHOE NpeicTaBIeHne HHGOpMalUU U (UITH) JOKYMEHTOB
1100 MpecTaBIeHUue HEJOCTOBEPHBIX MH(OpMAIK U (W) JOKYMEHTOB, ITPETyCMOTPEHHBIX HACTOSIIUM
@denepalibHBIM 3aKOHOM, CYOBEKTHI OOpallleHusl JEeKapCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickon denepanuu.
TAPAHT:

CM. koMMeEHTapuu K cTatbe 68 HacTosmero denepalbHOTO 3aKOHA

Crarbsa 69. Bo3menienue Bpena, NPUYMHEHHOTO 370POBBIO I'PAXKJIAH BCIIEJICTBHE NPUMEHEHUS
JIEKapCTBEHHBIX NIPENapaToB
1. IIpousBoauTess JeKapCTBEHHOTO Mpenapara 00sA3aH BO3MECTUTh BpeJl, IPUYUHEHHBIN 3710pOBbIO
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rpaX<JaH BCIEACTBUE MPUMEHEHHUsI JIEKAPCTBEHHOI'O IIperapara, eclid JoKa3aHo, 4To:

1) nexapcTBEHHBIN mpenapar NPUMEHSUICA 110 HAa3HAYEHHMIO B COOTBETCTBUHM C MHCTPYKLHUEH MO
IMPUMEHEHHUIO JIEKApCTBEHHOrO MpernapaTa U MPUYMHOM Bpena sIBWICA BBOJA B TIPaXTaHCKHH 000pOT
HEZI00pOKaYeCTBEHHOI' O JIEKApCTBEHHOTO Ipenapara,

2) Bpen 3I0pOBbIO MPHUYMHEH BCIEICTBUE HEIOCTOBEPHOW HHGOpMalMU, cojepKallencs B
MHCTPYKLMHU 10 IPUMEHEHUIO JIEKAPCTBEHHOr'O Mpenapara, W31aHHOW MPOU3BOAMTEIIEM JIEKAPCTBEHHOTO
npernapara.

Wndopmarius 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 25 wnosaops 2013 2. N 317-®@3 6 uacms 2 cmamvu 69 Hacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexcm wacmu 6 npeovioyujeti peoaxKyuu

2. B ciyuae, eciu Bpes 3I0pOBbIO I'pakJlaH IPUYMHEH BCJICACTBUE NPUMEHEHUS JIEKAPCTBEHHOIO
npernapara, IPULISIIIEr0 B HErOAHOCTh B pe3ysbTaTe HAPYIICHHs MPaBHJ XPaHEHHs JIEKapCTBEHHBIX
CPEeZACTB, IPaBUJI ONTOBOW TOPIOBIM JEKAPCTBEHHBIMM IperapaTaMH, MpPaBUI OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB, TNPABWJI M3TOTOBICHHS M OTIYCKAa JIEKAPCTBEHHBIX IPENapaToB, BO3MEIIEHHE Bpena
OCYILECTBIISICTCSI COOTBETCTBEHHO OpraHU3alMeil ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMHM CpPEICTBAMHU,
anTeYHOM OpraHu3alued, WHIMBUAYAIbHBIM NpPEANpPUHUMATEIEM, WMCIOUIMMH JIMIEH3UI0 Ha
(bapMalleBTUYECKYIO0 JAEATENbHOCTh WM JIMIEH3MI0 Ha MEAMLUHCKYIO JEATelIbHOCTb, MEIULIMHCKOMN
OpraHM3aIyeii, WMEIOMEH JIMIEeH3UI0 Ha (apMAICBTHYCCKYIO JEATCIBHOCTh (ee 000COOJICHHBIM
noapasjenenueM (amOynaropuei, (enbIepckuM MU (PeabAlepcKO-aKyIIepCKUM IIyHKTaMH, LEHTPOM
(oTnenenuem) obmiel BpayeOHON (CeMeMHOM) MPAaKTHKH), PACHOJIOKEHHBIM B CEJIbCKOM HACEJIEHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET alTe4Has OpraHu3alus), JOMYCTUBIIMMU IPOAAXy WIH OTIYCK TaKOro
JIEKapCTBEHHOTO TIperapara.

3. BosmemieHue Bpena, NPUUYUHEHHOIO 370POBBIO IPaXKJaH BCIEACTBUE TMPUMEHEHUS
JIEKapCTBEHHBIX NpPENapaToB WM COBEPIIEHHS IMPOTHUBOIPABHBIX ACUCTBUI CyOBheKkTamu oOparieHus
JIEKApCTBEHHBIX CPEJICTB, OCYLIECTBISETCS B COOTBETCTBMM C 3aKOHOJaTelbcTBOM Poccuiickoit
denepanuu.

TAPAHT:

CM. koMMeHTapuu K cTatbe 69 HacTosero denepajbHOro 3aK0Ha

I'maBa 16. 3akia0unTe/bHbIE MOJ0KEHUS

Crarbsa 70. O npu3HaHUU YTPATUBIIUMU CUITy OTJAEIbHBIX 3aKOHOJATENIbHBIX aKTOB (ITOJIOXKEHUMN

3aKOHOJATENbHBIX aKTOB) Poccuiickoit deaeparumn

[Tpu3HaTh yTpaTUBIIUMU CHUITY:

1) ®enepanbubiii 3akoH oT 22 wuioHA 1998 roga N 86-d3 "O nexkapcTBEHHBIX CpeacTBax’
(Cobpanue 3akoHonatTenscTBa Poccuniickoit @enepanuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3axon oT 2 suBaps 2000 roga N 5-03 "O BHeceHUH U3MEHEHUS U JIOMOIHEHUH B
Oenepanbublii 3akoH "O sekapcTBeHHbIX cpeactBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
Ddeneparun, 2000, N 2, cr. 126);

3) crateio 40 ®enepanbHoro 3akona ot 10 ssaBaps 2003 roga N 15-®3 "O BHeceHUN U3MEHEHHH U
JIONIOJTHEHW B HEKOTOPBIE 3aKOHOJATeNbHbIE aKkThl Poccuiickoi ®denepanuu B CBSA3UM C NPUHATHEM
@enepanbHoro 3akoHa "O  JTUIEH3UPOBAHMM  OTHCNIBHBIX BUAOB jesatesnbHocTH"  (CobOpanue
3akoHoaTenscTBa Poccuiickoit @eneparnu, 2003, N 2, ct. 167);

4) cratbio 31 denepanpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHUH W3MEHEHHN U
JIOTIOJIHEHN B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickon denepanuu, NpU3HAHUM YTPATHBIIMMH
CWIIy OTJAEIbHBIX 3aKOHOJATENbHBIX akToB Poccuiickoii denepaunu, NpeAoOCTaBICHUH OTIEJIBHBIX
rapaHTUi COTPYAHMKAM OPraHOB BHYTPEHHHUX [€J]l, OPraHOB IO KOHTPOJIO 32 00OPOTOM HapKOTHYECKUX
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CPEICTB U NCUXOTPOIHBIX BEIIECTB U YIpa3IHAEMbIX (DeepaabHbIX OPraHOB HAJIOTOBOM MOJUIMH B CBSI3U
C OCYILIECTBIEHMEM MEp IO COBEPLICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoJareabcTBa Poccuiickoit ®eneparuu, 2003, N 27, cr. 2700);

5) crateio 101 DenepanpHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
U3MEHEHUH B 3aKoHOJaTelbHbIe akThl Poccuiickoil @Denepanuu ¥ NPUSHAHUM YTPATUBIIUMU CHITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoil Penepauuu B CBA3M C MPHHATHEM (ereparbHBIX
3ak0oHOB "O BHECEHMHM HW3MEHEHWH W nonoyiHeHMi B DenepanbHplii 3akoH "OO 00mMMX NPHHIUIIAX
OpraHu3alMy 3aKOHOJATEIbHBIX (TPEICTABUTENIbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYAapCTBEHHOM
BlacTu cyobekToB Poccuiickoit ®eneparuu” u "OO oO0mMX NpPUHIUIAX OpPraHU3aIllMd MECTHOTO
camoynpasnenusi B Poccuiickoit @enepanuun" (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuw,
2004, N 35, ct. 3607);

6) crarsio 28 denepanbHoro 3akona ot 18 nexadps 2006 roga N 231-d3 "O BBeneHuH B eiicTBUC
yacTu derBeprod I'paxkmanckoro komaekca Poccuiickoii ®Denepanmu" (CoOpaHume 3aKOHOAATEIIBCTBA
Poccutiickoit @enepanuu, 2006, N 52, ct. 5497).

T'APAHT:

CMm. xommeHTapuu Kk ctarbe 70 HacTosero denepabHOrO 3aKOHA

Cratses 71. Berymienue B cuity HacTosiero @enepanbHOro 3aKoHa

1. Hactosammit denepanbHeblii 3aK0H BeTynaer B cuity ¢ 1 centsiops 2010 roga.

2. JlekapCcTBEHHBIE CpPEICTBA, 3apETUCTPUPOBAHHBIC 1O THS BCTYIUICHUS B CHIIy HACTOSIIETO
DenepanbHOTO 3aKOHA, MOJIEKAT BKIIOYEHHIO B TOCYIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B 4actu | crathu 33 Hacrosimero demepaibHOTO 3aKOHA CBEIACHUI 00 3THX
JICKapCTBEHHBIX CpEACTBaX 0€3 TPOXOXKACHUS BHOBb NPOIEIYpPHl TOCYAAPCTBEHHOW pPETHUCTpAIUU
JIEKapCTBEHHBIX MPETapaToB.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 11 oxmsaops 2010e. N 271-®P3 ¢ uacme 3 cmamvu 71 nacmoswezo
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUs

Cm. mexkcm wacmu 6 npedvloyuel pedaKyuu
3. TocymapcTBeHHas! perucTparys JeKapCTBEeHHBIX MPENaparoB, 3a UCKIIOYCHUEM JICKapCTBEHHBIX
npenapaToB Ui MEAWIIMHCKOTO MPUMEHEHHUs, MPEJCTABIEHHBIX HAa YKA3aHHYIO PErHCTpaIuio A0 JHA
BCTYIUICHUS! B CHJTy Hacrtosiero deaepaibHOro 3aK0Ha, OCYIIECTBISIETCS B COOTBETCTBHH C HACTOSIIIUM
@DenepallbHBIM 3aKOHOM Ha OCHOBAaHUHU JIOKYMEHTOB U JIaHHBIX, MPEJICTABICHHBIX J0 THS BCTYIUICHUS B
cuty Hactosiiero deneparbHOTO 3aKOHA.

Wndhopmarust 06 n3MEHEHUSX:

Deoepanvrvim 3axonom om 29 mnosopsa 20102 N 313-®P3 uyacme 3.1 cmamovu 71 nacmosuwezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedaKyuu, ecmynarowel 8 CUly co OHA OQUYUATLHO2O0
onybnukoeanus HaszeanHo2o DedepanvHo2o0 3aKOHA U PACNPOCMPAHAIOWENCs HA NPABOOMHOUIEHUS,
sozHuxuue ¢ 1 cenmsaopsa 2010 e.

Cm. mexkcm uacmu 6 npeovioyuel pedaKyuu

3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHBIX TPenapaToB JUisl MEIUIIMHCKOTO TPUMEHEHUS,
MPEACTABICHHBIX HA TOCYJAapCTBEHHYIO PErMCTPAlMI0 JO JHS BCTYIUIGHHS B CHUJIy HAacCTOSILETOo
®denepanbHOTO 3aKOHA, U TOCYJAPCTBEHHAS PETUCTPAIIUs JIEKAPCTBEHHBIX MIPEMapaToB JJIsi MEIUIIMHCKOTO
MPUMEHEHHUS, MPEJCTaBICHHBIX Ha 3KCHEPTHU3Y JIEKAPCTBEHHBIX CPEACTB 10 JHS BCTYIUIEHUS B CHILY
HacTosmero @enepalbHOrO 3aKOHAa B LENAX HX TMOCIEAYIOUIEH TrocyJapCcTBEHHON perucrpanuu,
OCYULIECTBIISIIOTCSI HA OCHOBAHUM JOKYMEHTOB M JIAHHBIX, MPEACTABJICHHBIX J0 JHS BCTYIUICHUS B CUITY
HacTtosmiero @enepaJibHOTO 3aKOHA, a TaKXKe 3asiBICHMs] O TOCYJAapCTBEHHOW perucTpalnuu
JIEKApCTBEHHOI'0 TMpernapaTra, MIPeICTaBICHHOIO IPOU3BOJIUTENEM JIEKAPCTBEHHBIX IMIPEMapaToB WU
YIIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU € HacToAIUM DeepanbHbIM 3aKOHOM B YIOJTHOMOYEHHBIN
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dbenepalbHBIi OpraH HUCHOJHHUTENbHOH Biactu g0 1 wmapra 2011 roma, 6e3 TpeOOBaHUS YILIATHI
rOCyIapCTBEHHOW MOUUIMHBI, PETYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Wndopmarius 06 H3MEHEHUX:

Deoepanvrvim 3axonom om 29 mosopa 2010e. N 313-@3 uyacme 3.2 cmamovu 71 nHacmoswezo
DedepanvHoco 3aKOHA U3NONCEHA 8 HOBOU pedakyuu, Cmynarowel 8 culy co OHSA OQUYUATLHO2O
onyonuxkosanusi HazéanHo2o DedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOUENCS HA NPABOOMHOUIEHUS,
gozHuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3.2. IloaTBepkJeHHE TrOCYJapCTBEHHOM pPErHCTPAlUM JIEKAPCTBEHHBIX IIpENnapaToB Ui
MEIUIIMHCKOTO MPUMEHEHHUs], MPEACTABICHHBIX JJIs MOATBEPKICHUS TOCYAApPCTBEHHOM PErucTpaluu 10
IHS BCTyIUIeHUsI B cuily Hacrosimero denepaqbHOro 3akoHa, UM MOATBEPXKIEHUE TOCYIAapCTBEHHON
pErucTpalvi JIGKAPCTBEHHBIX MPENapaTroB JUisi MEAMIIMHCKOTO MPUMEHEHHUs, MPEACTABICHHBIX Ha
3KCHEPTU3Y JEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUS B CHILy Hactosuero deaepaqbHOro 3aKoHa B
HEeISX TOCIEIYIONIETO TOATBEPKACHUS WX TOCYIapCTBEHHOM pPEruCTpaluM, OCYIISCTBISIIOTCS Ha
OCHOBaHMHU JIOKYMEHTOB W JAaHHBIX, IPEJICTABICHHBIX 1O [JHSA BCTYIUIEHHS B CHIIy HACTOSIIErO
®defepanbHOrO 3aKOHA, a TaKKe 3asiBJICHUS O TOATBEPXKICHUU TOCYAAPCTBEHHOW PEruCTpalluu
JIEKApCTBEHHOI'0 Mperapara, IPeICTaBICHHOIO IPOU3BOJIUTENIEM JIEKapCTBEHHBIX IIPENaparoB WIIU
YIOJIHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHH C HACTOSIINM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHbl OpraH UCHOIHUTENbHOW Biacth 10 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoi denepauuu 0 Hajlorax
U cOopax.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 29 mosopa 20102 N 313-@3 uyacme 3.3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3N0JXHCEHA 6 HOBOU pedakyuu, ecmynaioujeti 8 Culy co OHSA ODUYUATLHO2O
onyonuKosanusi HazeanHo2o DedepanbHo20 3aKOHA U PACNPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu

3.3. IlpunsTHe pemieHus O BHECEHWH W3MEHEHUW B JIOKYMEHTHI, COJACpIKalluecs B
PETMCTPAlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Al MEIULUHCKOTrOo
MPUMEHEHUS W TPEJCTaBIEHHBIE JO0 JIHA BCTYIUICHWs B CUJly HacTosmero denepaibHOTO 3aKOHA, U
MPUHATUE PELIEHUsI O BHECEHUH U3MEHEHHUM B JOKYMEHTHI, COCPKAIIUECS B PETUCTPALIMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpenapar Jisi MEIUIIMHCKOTO TPUMEHEHUS U TPE/ICTaBIIEHHbIE Ha
SKCHEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUIEHHMS B CHIIy Hacrosmero denepaibHOrO 3aKOHa,
OCYULIECTBIISIIOTCSI HA OCHOBAaHUM JOKYMEHTOB M JAHHBIX, IPEJCTABICHHBIX /10 JHS BCTYIUJICHUS B CUITY
Hactosimero defepaqbHOTO 3aKOHA, a TaKXKe 3asBICHUS O BHECCHHMH HW3MEHCHHH B JOKYMEHTHI,
cojepXxalirecs B PETUCTPALMOHHOM JOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
MEJUIIMHCKOTO TPUMEHEHHUS, TPEICTaBICHHOTO TPOU3BOJAMUTENIEM JICKAPCTBEHHBIX TMIPEMapaToB WIN
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHbIl OpraH UCHOMHUTENbHOM Biactu 10 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YIUIATHI
TrOCYIapCTBEHHOW IMOUUIMHBI, PETYCMOTPEHHOM 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 29 nosopa 2010e. N 313-P3 yacmes 3.4 cmamovu 71 nacmoswezo
DedepanbH020 3aKOHA U3NIONHCEHA 6 HOBOU pedaKyuu, Cmynarowel 8 CUumry co OHA OQUUUATLHO20
onyonukoganus HazeanHo2o DedepanvHo2o0 3aKOHA U PACNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 a.

Cm. mexkcm uacmu 6 npedvloyuell pedaKyuu
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3.4. Bpigaya paspelieHuid Ha MOPOBEACHUE KIMHUYECKUX HCCIEJOBAHUM  JIEKapCTBEHHBIX
MpenaparoB Al MEAUIIMHCKOTO NMPUMEHEHHS MO 3asBJIICHHUSAM, MOJAHHBIM J10 JTHS BCTYIUICHUS B CUITY
HacTosero denepanbHOro 3aKOHa, a TaKXKe IO 3asIBICHUSM, MOJAHHBIM I1OCJE JHS BCTYIUICHUS B CUILY
Hacrosiiero denepaibHOTO 3aKOHA HA OCHOBAHUHU JKCIEPTU3, MPOBEACHHBIX O JHS BCTYIUICHUS B CHIY
Hactosuero denepanbHOro 3aKOoHa, OCYIIECTBISETCS B COOTBETCTBMM ¢ HactosumMm denepaibHbIM
3aKOHOM Ha OCHOBAaHUU JOKYMEHTOB U JAHHBIX, PEJCTaBICHHBIX UJIU MOJTYYEHHBIX /10 JHS BCTYIUICHUS B
cuiny Hacrosimiero defepaabHOro 3aKOHA, a TaKXKE Ha OCHOBAHWM KOIMHU MPEIBAPUTEIHLHOTO JIOTOBOpA
00513aTeILHOTO CTPAaXOBAHUS KU3HH, 3OPOBbs MAIMEHTOB, YYaCTBYIOIIHUX B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOI'0 Mpernapara JUisi MEIUUMHCKOrO NPUMEHEHHUs, WJIM KOINUHU JI0roBopa 00s3aTelIbHOTO
CTPaxOBaHMs  >KU3HHM, 3JI0POBbSl MAIlMEHTOB, VYYACTBYIOUIMX B  KIMHUYECKOM HCCJIEIOBAHUH
JIEKapCTBEHHOI'0 Ipernapara Uil MEIULUHCKOrO MPUMEHEHHUs, JTUOO MpelICTaBICHHONW KOMWU JOToBOpa
00513aTeNIFHOTO CTPAaXOBaHUS, 3aKIIOYCHHOTO B COOTBETCTBUU C THUIIOBBIMH TPaBHUJIAMH 00s3aTEIHLHOTO
CTpaxOBaHMsI, C YKa3aHUEM IMPEAETbHOM YHCIEHHOCTH MAalMEHTOB, YYacCTBYIOIIUX B KIMHUYECKOM
WCCJICIOBAHUH JICKAPCTBEHHOTO IIperapaTa A MEIUIUHCKOTO MPUMEHEHHS, 0e3 TpeOOBaHUS YIUIATHI
roCcy/IapCTBEHHOU MOLUIMHBI, TPETyCMOTPEHHOH 3aKoHo1aTebeTBOM Poccuiickoit @enepari 0 Hajnorax
u coopax.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 oxkmsaops 2010 2. N 271-®@3 cmamwvs 71 nacmosiwyeeo DedepaibHoco
3aKOHA OONOJHEHA Yacmuio 3.5
3.5. 3apeructpupoBaHHBIC B WHOCTPAHHOW BAIIOTE IO JHS BCTYIUICHUS B CHJIY HACTOSIIETO
denepanbHOTO 3aKOHA MPECIbHBIC OTITYCKHBIC IEHBI HHOCTPAHHBIX IPOU3BOAMTENICH HA JIEKAPCTBEHHBIC
nperaparsl, BKIIOYEHHBIC B TIEPCUCHb IKM3HCHHO HEOOXOJMMBIX M BAKHEUIIMX JIEKAPCTBCHHBIX
npernapaToB, MOJUIekKAT nepecdyery B pyonu mo kypcy LlentpanbHoro 6anka Poccuiickoit ®enepanuun Ha
naty, ycraHoBieHHywo I[IpaButensctBomM Poccuiickoit ®enepanuu, 0e3 NpeACTaBICHUS 3asBICHUS O
nepecyeTe IeHbl C BHECEHHEM COOTBETCTBYIONIMX M3MEHEHUH B TOCYAapCTBEHHBIA PEecTp MpelaeibHbBIX
OTITYCKHBIX II€H TPOW3BOAMTENICH Ha JIGKAPCTBEHHBIC IMpEMapaThl, BKIFOUCHHBIC B MEPEUYCHb XKU3HECHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPErapaToB.

Wndhopmarrist 06 n3MEHEHUSX:

Deoepanvrvim 3akonom om 11 oxkmsaops 2010 2. N 271-@3 cmamos 71 nacmosiwezco Dedepanvrozo
3aKona dononnena yacmoio 3.6
3.6. 3aperucTpupoBaHHBIE [0 AHS BCTYIUIEHHs B CHIy Hacrosiero @deneparbHOr0 3aKOHA
npelebHbIE OTHYCKHBIC IIEHBI POCCHUWCKHX TPOM3BOAMTENCH Ha JIEKAPCTBEHHBIC IpEraparhl,
BKIIIOUEHHBIE B TIEPEYCHb JKU3HEHHO HEOOXOAMMBIX W BaXHEHWIIWX JEKapCTBEHHBIX IPENaparos,
nojaiexxar uHjaekcauuu ¢ 1 Hos6pst 2010 roma ucxons M3 MPOTHO3UPYEMOrO YpPOBHS HHGOIALIUWU,
yctaHoBieHHOTo DenepanbHbiM 3akoHOM OT 2 nekadpst 2009 roga N 308-D3 "O denepansHoM Oromkere
Ha 2010 rox u Ha mmanoBsIit mepuoa 2011 u 2012 roxos" wa 2011 rog.

Wndopmarys 06 M3MEHEHHSAX:

Deoepanvrvim 3axonom om 6 Oexaops 2011 2. N 409-@3 6 uacms 3.7 cmamovu 71 nacmoswezo
DedepanbHoeo 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocie
OHAL 0huUYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm wacmu 6 npedvloyuell pedaxKyuu

3.7. Ilocne 1 mapra 2011 roga He gomycKaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro ®eneparuio
JIEKapCTBEHHBIX MPENapaToB B YIAKOBKaX ¢ MApKUPOBKOI, KOTOpasi Oblla HAHECEHA JI0 IHS BCTYIUJICHUS B
cuity Hacrosimero ®enepanbHoro 3akoHa. [lo mcTeueHum yka3aHHOrO CpoKa JaHHBIE JIEKApCTBEHHBIE
npenapaTbl MOTYT OTITYCKaThCsl, PEaIN30BbIBATHCS, IEPEIABATHCA U MPUMEHATHCS O UCTEYEHUS UX CPOKa
TOJTHOCTH.

4. Co nHs BCTyIUIeHUs B cuily Hacrosmero ®enepanpHoro 3akoHa u nmo 30 ampens 2011 roga
BKJIFOUUTENBHO JIOITYCKAETCsl IPOBEAEHUE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB IKCIEPTAMU IKCIIEPTHOTO
YUPEKACHUS A0 NPOXOXKACHHUS UMM aTTeCTallud B MOPSJKE, YCTAaHOBICHHOM YIOJIHOMOYEHHBIM
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benepanbHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH.

5. Co mus BeTyruieHus B cwily Hacrosimero ®eaepanpHoro 3akona u mo 31 mexabpst 2013 roma
BKJIFOUUTEJIBHO OCYIIECTBIISIETCS MEPEX0]l K MPOM3BOACTBY JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU C
MpaBUJIaMU OpPTaHM3alMU MPOU3BOJCTBA U KOHTPOJS KadyecTBa JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMHU B
yactu | crateum 45 wHacrosmero denepaiabHOro 3akoHa, B mHoidHOM oObeMe. Cpoku mepexoaa
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJACTB K HX IMPOU3BOACTBY B COOTBETCTBHUM C KOHKPETHBIMU
TpeOOBaHUSIMU JAHHBIX MPABUJI, BKIIOYAsi CPOKU aTTECTAllMU YIIOJTHOMOUYEHHBIX JIUI], YKa3aHHBIX B 4aCTsIX
6 m 7 crateu 45 Hacrosimero dexepanbHOro 3aKoHa, ycraHaBinuBaroTcs [IpaBurenscTBom Poccuiickoit
denepanuu.

6. JluneHsun Ha NPOM3BOJICTBO JIEKAPCTBEHHBIX CPENCTB, BblAaHHbIE 10 | stHBaps 2014 rona,
nerctBytoT nociie 1 sguBaps 2014 roga 10 UCTEYEHUs] CPOKa UX JIEUCTBUSA MPHU YCIOBUM COOTBETCTBUS
JUIEH3MaTa MpaBuiiaM OpTraHU3alMyd TMPOU3BOJCTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
YKa3aHHBIM B uacTtu | ctatbu 45 HacTosero @enepalbHOTO 3aKOHA.

Undopmaris 06 n3MEHEHUAX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-D3 cmames 71 nacmosiweco Dedepanvroo
3aKOHa OONONIHEHA Yacmvio 7, 6cmynaioujeli 8 cuiy co OHA oQuUYUATbHO20 ONYOIUKOBAHUS HA386AHHO20
DedepanbH020 3aKOHA

7. ®opMHUpOBaHHE TOCYIAPCTBEHHOT'O 3a/JlaHMsl Ha MPOBEACHHE SKCIEPTU3BI JIEKAPCTBEHHBIX
cpenacTB ¢eaepaibHOMy TOCYIAapCTBEHHOMY OIOJKETHOMY YUPEXKICHUIO MO MPOBEACHHUIO SKCIEPTU3BI
JICKapPCTBEHHBIX CPEJACTB M (PMHAHCOBOE OOECIICUCHUE BBIMOJIHCHUS STOTO 3aJaHUS OCYIISCTBIISIOTCS B
nopsiake, ycraHoBaeHHOM DejiepanbHbiM 3akoHOM OT 12 ssHBaps 1996 roga N 7-d3 "O HekoMMepuecKHux
opraHuzanusx".

TAPAHT:

CMm. komMeHTapuu K ctatbe 71 HacTosero denepaibHOTO 3aKOHA

IIpesunent Poccuiickoit ®enepanuun . Mensenes
Mocksa, Kpemiib

12 anpens 2010 .
N 61-03
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