[Tpuka3z MunHHcTEpCTBA 3/{paBOOXpaHEHUs U colHanbHoro passutust PO ot 12 despans 2007 r. N 110 "O nopsiake. ..

[Tpuxa3z MunuctepcTBa 34paBooxpaHeHust U counanbHoro pazsutust PO ot 12 ¢espans 2007 r. N 110 "O
MOpPsIKE HA3HAYCHUSI U BBIMMCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, U3AEIUNA MEAUIIMHCKOTO Ha3HAYCHUS
Y CIIEUUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOr0 MUTAHUS" (C U3BMEHEHUSIMU U JOTIOTHEHUSIMU )

Wndopmarius 06 H3MEHEHUSX:

Ipukazom Munzopascoypaszsumus Poccuu om 20 auseapsa 2011 e. N 131 6 haumenosarue Hacmosue2o
NPUKA3a 8HECEHbl USMEHEHUS

Cm. mexkcm HAUMEHOBAHUS 8 NPeOdblOYyWel pe0aKyuu

IIpuxa3 MuHucTepCTBA 31PaBOOXPAHEHHS M COMAJIBLHOrO pasButus P® or 12 ¢pespans 2007 r.
N 110
"O nopsiike HA3HAYEHUSI U BHINMCHIBAHUA JIEKAPCTBEHHBIX NPenapaToB, U3/eJuil MeJUIITHCKOI 0
HA3HAYEHUS M CHIeNNAJTM3UPOBAHHBIX MPOAYKTOB Jie4eOHOro nuraHus'

C u3MeHeHHSIMH H JOIMOJTHCHUSAMM OT:

27 aBrycra 2007 1., 25 cents0ps 2009 r., 20 saBaps 2011 1., 1 aBrycra 2012 1., 26 deBpans 2013 r., 24 HOs10ps 2021
T.

APAHT:

OO0 yTBepkKIEHUU TOPSAKA HAa3HAUEHUS W BBINUCHIBAHUS MEIUIIMHCKUX HU3JENUN, a Takxke (opm
pPEeLENTYpHBIX OJIAHKOB HA MEAMIIMHCKHE HU3JIEIUS U TOpsijaka O(QOPMIICHHS YKa3aHHBIX OJAHKOB, MX
yudeTa U XpaHeHus cM. nipuka3 Munsapasa Poccun ot 20 nexabps 2012 r. N 1181n

O nasnpHEHIeM UCIONB30BAHUH PEIETITYPHBIX OIAHKOB CM. MHUCbMO Mun3apascorpa3putusi PO ot 13
arpenst 2011 r. N 25-1/10/2-3633

Cwm. mucemo Munsapasconpaszputust PO ot 24 mas 2007 r. N 4185-BC

O pa3pelieHnu WCIOJIh30BAHUS PEHENTYPHBIX OJIAHKOB paHee YCTaHOBIEHHOHW (POPMBI CM. IMHCHMO
Munzapascornpaszsutus PO ot 15 asrycra 2007 r. N 6155-BC

Wndopmarys 06 M3MEHEHHSAX:

Ilpuxazom Munzopascoypazeumus Poccuu om 20 saumseapa 2011 e. N I13u npeambyna Hacmosujezo
NPUKA3a U3NONACEHA 8 HOBOU PedaKyuu

Cm. mexcm npeambynvl 8 npeodvloyuell pedaxKyuu
B coorBercTBUM co cratheit 6.2. denmepambHOro 3akona ot 17 wmroms 1999 r. N 178-®3 "O

rocyaapcTBeHHOl couumanbHoil momoun" (CoOpanue 3akoHonatenbcTBa Poccuiickoit denepanuu, 1999,
N 29, cr. 3699; 2004, N 35, ct. 3607; 2006, N 48, cr. 4945; 2007, N 43, ct. 5084; 2008, N 9, cr. 817,
N 29, ct.3410; N 52, cr.6224; 2009, N 18, cr.2152; N 30, ct.3739; N 52, cr. 6417; 2010, N 50,
cT. 6603) u B wnensx oOecnedyeHus TpakJaH, B TOM YHUCIE€ MMEIOIIMX I[paBO Ha TOJy4YEHHE
rOCyJapCTBEHHON COLMAJbHOW MOMOIIM, MO penentam Bpada (denpamepa) HEOOXOAMMBIMU
JIEKapCTBEHHBIMHU IMIpernapaTaMy, H3ACTUSMU MEIUIIMHCKOTO HAa3HAUYE€HHUS M CHEelHATU3UPOBAHHBIMU
NPOAYKTaMH JIe4eOHOT0 MUTAHUS JJIS IeTe-UHBAINIOB, TPUKA3bIBAIO:

TAPAHT:

[To-BuanMoMy, B TEKCTE MpeblIyniero ad3ama JonylieHa onevyarka. Jlary Ha3BaHHOTO [TOCTAHOBJICHHUS
cnenyet untath Kak "30 uronst 2004 r."
1. YTBepauTh:
1.1. ®opmy "CnenuanbHblil pelienTypHbIM OJIaHK HAa HapKOTHMUYECKOE CPEICTBO U TMCHUXOTPOIMHOE
BEIECTBO" cOrIacHo rnpuioxennto N 1;
1.2. HWHcrpykumio mo 3anonHeHuto ¢opMmbl  "CreuuanabHbIH  peLENnTypHBIH OllaHK Ha
HapKOTHYECKOE CPEACTBO M IICUXOTPOITHOE BEIIECTBO" COTMIaCHO NMpHiiokeHnto N 2;
1.3. ®opmy N 148-1/y-88 "PenentypHslii 61aHK" coriacHO npriioxennio N 3;
1.4. HNuctpykuuio mno 3anoiHeHuio ¢opmbl N 148-1/y-88 "Penentypusiii O6maHk" coriiacHO
npuioxkenuio N 4;
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1.5. ®opmy N 107-1/y "Penentypnsiii 61ank" cormacHo npuiiokernio N 5;

1.6. Hucrpykumio mno 3amonneHuto ¢opmer N 107-1/y  "PeuentypHblit OGmaHk" coriacHo
npuioxeHuto N 6;

1.7. ®opmy N 148-1/y-04 () "Penent" cormacho npuioxennto N 7;

1.8. ®opmy N 148-1/y-06 (1) "Penient" cormacHo npusoxenunto N 8;

1.9. Uuctpyknuto no 3anonHeHuto ¢popmel N 148-1/y-06 (1) "Penent" u ¢popmer N 148-1/y-06 (1)
"Penent" cornacuo npunoxennio N 9;

TAPAHT:

[To-BuamMoMy, B TEKCTE€ MpeabplAyniero ab3ama IoIylleHa ornedaTka. Bmecto cioB: ¢opmbl
N 148-1/y-06 (1) "Penent" u dopmbr N 148-1/y-06 (1) "Peunent” cnemyet unurath: "Gopmer N 148-1/y-04
(1) "Penient" 1 popmer N 148-1/y-06 (1) "Penent"

Undopmaris 06 n3MEHEHUAX:

Ilpukazom Munzopascouypazeumusi Poccuu om 20 sineaps 2011 e. N 131 6 nynkm 1.10 nacmoswezo
NPUKA3a 8HECeHbl USMEHEHUS]

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
1.10. ®opmy N 305-1/y "XypHan ydyera B MEAMIMHCKHX opranm3amusx ¢opmsl N 148-1/y-88
"Peuentypusbiii 6mank", ¢opmbl N 148-1/y-04 (;1) "Penent", dopmbr N 148-1/y-06 (;1) "Peuent”, dopmsr
"CrenuanbHbI perenTypHbIi OJaHK Ha HAPKOTHYECKOE CPEICTBO U MCUXOTPOITHOE BEUIECTBO" COTIIACHO
npunoxenuto N 10;

Undopmarus 06 n3MEHEHUAX:

Ipukazom Munszopascouypazeumusi Poccuu om 20 sineaps 2011 . N 13n 6 nynkm 1.11 nacmoswezo
NPUKA3a 8HECeHbl USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujell peoaxkyuu
1.11. ®opmy N 306-1/y ")XKypHan ydera B MeAMUMHCKUX opraHuzauusx ¢opmsr N 107-1/y
"PenentypHsiii 651aHk" cornacHo npusoxenuto N 11;

Wndopmarys 06 H3MEeHEHHSAX:

Ilpuxazom Munszopascoypazeumusi Poccuu om 20 sineaps 2011 e. N 13n 6 nynkm 1.12 nacmoswezo
NPUKA3a 6HECEeHbl USMEHEHUS.

Cm. mexcm nynkma 6 npeovioyujelt peoaxkyuu
1.12. VIHCTpYKIMIO O MOps/IKE Ha3HAYEHMsI JIEKApPCTBEHHBIX MPENapaToB COIJIACHO IPHIIOKEHUIO
N 12;

Wndhopmarrust 06 n3MEHEHHSX:

Ipuxazom Munzopascoypazsumusi Poccuu om 20 aumeaps 2011 2. N 13n 6 nynkm 1.13 nacmosuezo
NpUKa3a 6HeceHvl U3MEHEeHUs.

Cm. mexcm nyHkma 6 npeovloyujell peodaKyuu

1.13. UHCTpyKIuio O TMOpsSAKE BBHIMMCHIBAHUS JIEKAPCTBEHHBIX IMpernapaToB U 0oGOpMIICHUS
peLenToB U TpeOOBaHUI-HAKIIAIHBIX COTIAcHO npuiokennio N 13;

1.14. MHCTpYKIMIO O MOPSAIKE HA3HAYEHUS U BHIMUCHIBAHUS U3/ICIIUN MEAUIIMHCKOTO HA3HAYCHUS U
CHELUATU3UPOBAHHBIX MPOJYKTOB JIEUEOHOTO MUTAHMS I JETEH-MHBAIMIOB COIJIACHO ITPUIIOKEHUIO
N 14;

1.15. MHCTpYKIMIO O MOPSIJIKE XpaHEHUsI PEENTYPHBIX OJaHKOB COTJIacHO mpuiioxkenno N 15,

Hndopmarus 06 H3MEHEHHSX:

Ipuxazom Munszopascoypaszsumus Poccuu om 20 sneapa 2011 2. N 13n 6 nynkm 2 nacmosuje2o
NpUKAa3a 6HeCeHbl USMEHEHUs.

Cm. mexcm nynkma 8 npeovioyujeil peoaxKyuu
2. O®enepanbHON ciyk0e TO HamA30py B cdepe 3ApaBOOXPAHCHHUS W COLUATHHOTO Pa3BUTHUS
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o0ecrneunTh KOHTPOJb 3a COONIOJIEHUEM IIOpsiAka HA3HAYEHUs, BBINMCHIBAHUSA JIEKAPCTBEHHBIX
[IPENnapaToB, HW3AEIUI MEIULHMHCKOIO HAa3HAYEHUS U CIEUUAIM3UPOBAHHBIX IPOIYKTOB JIe4EOHOTO
NUTAHUSA 171 1eTeH-UHBaJINI0B.

3. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHHucTepcTBa 3apaBooxpaneHus Poccuiickoit denepanun ot 23 aBrycta 1999 r. N 328
"O pauuoHaJIbHOM Ha3HAYEHUH JIEKAPCTBEHHBIX CPEJICTB, IPAaBUJIaX BHIIUCBHIBAHUS PELIENITOB HA HUX U
HOPSI/IKE UX OTIIYCKA alTeYHbIMM YUPEXACHUSAMH (OpraHuzanusamu)” (3aperucTpupoBaH MUHUCTEPCTBOM
toctuin Poccuiickoit @enepannu 21 oktsaops 1999 r. N 1944);

npukaz MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 9 suBaps 2001 r. N3 "O
BHECEHMH M3MEHEHUH U JIonoJIHeHU B npuka3z Munsapasa Poccun ot 23.08.99 N 328 "O paunoHanbHOM
Ha3HAUEHUH JIEKAPCTBEHHBIX CPE/ICTB, NMPaBHJIaX BBINHUCHIBAHUS PELENITOB HA HUX U MOPSJKE UX OTIyCKa
aNTeUYHbIMM  YUYpeXACHUSIMHM (opraHusauusMu)"  (3apeructpupoBaH MHUHHCTEPCTBOM  HOCTHILIMH
Poccuiickoit @enepannu 23 susaps 2001 r. N 2543);

npuka3 MunucrepcTsa 3apaBooxpaHenust Poccuiickoir ®enepanun ot 16 mas 2003 r. N 206 "O
BHECCHMH M3MCHECHHI M JIONOJIHCHUH B ipuka3 Mun3apasa Poccun ot 23.08.99 N 328" (3apeructpupoBaH
MunwucrepctBoM toctuiinu Poccuiickoit @eneparuu 5 uronst 2003 r. N 4641);

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit ®deneparuu ot 19 nexadbpst 2003 r. N 608
"O BHeceHuMu W3MEHEHMH B mpuka3 MunsznpaBa Poccun ot 23.08.99 N 328" (3apeructpupoBaH
MunwucrepcrBoM roctuimu Poccuiickoit @eneparuu 21 susaps 2004 r. N 5441);

npuka3 MUHUCTEPCTBA 3JpaBOOXPaHEHMsI U COLMalIbHOTO pa3BuTus Poccuiickoit denepanuu ot 22
HOs10pst 2004 1. N 257 "O BHeceHuu nomnoiHeHu B npuka3 Mun3apasa Poccuu ot 23 aBrycrta 1999 roaa
N 328 "O paunoHaJIbHOM Ha3HAUYEHUU JIEKAPCTBEHHBIX CPEJCTB, MPaBUJIAX BBINKUCHIBAHUS PELENTOB Ha
HUX M HOpsJKe HUX OTHYCKa aNTEeYHbIMM YUYpeXAEeHUsAMH (opraHuzanusMu)” (3aperucTpupoBaH
MunwucrepctBoMm toctuiinu Poccuiickoit @eneparnu 30 Hostopst 2004 . N 6148);

npuka3 MUHUCTEPCTBA 34paBOOXPaHEHMSI M COLMANIBHOTO pa3Buths Poccuiickoit denepannu ot 16
mapta 2005 r. N 216 "O BHeceHuM U3MEHEHHUs B Mpuka3 MuHHCTEpCTBa 37paBooxpaHeHus Poccuiickoit
®enepanun ot 23 asrycra 1999 roga N 328 "O panmoHanbHOM Ha3HAYE€HHWH JIEKAPCTBEHHBIX CPEICTB,
IpaBWJIaX BBIMHCHIBAHUS PEIENTOB HAa HHUX U TMOPSJIKE HMX OTHyCcKa AanTeYHbIMHU YUYPEKACHUSIMU
(opranuzanusmMu)" (3apeructpupoan MunucrepctBoM roctuninu Poccuiickoit @enepanunu 8 anpens 2005
r. N 6490);

npuka3 MUHUCTEPCTBA 34paBOOXPaHEHMSI U COLMANIBLHOTO pa3BuThs Poccuiickoit denepannu ot 29
anpens 2005 . N 313 "O BHecenun n3meHeHH B HCTPYKIHIO O MOPSAKE Ha3HAYCHUS JIEKAPCTBEHHBIX
CPEJCTB U BBIIMCBIBAHUS PELIENITOB Ha HUX, YTBEPKACHHYIO NPHUKa3oM MUHHUCTEPCTBA 34paBOOXPAHEHUS
Poccuiickoit ®enepaunn ot 23 aBrycra 1999 r. N 328" (3apeructpupoBaH MHMHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®eneparmu 20 mast 2005 r. N 6607);

IIYHKT 2 TpuKa3a MUHHCTEpCTBA 3JpPAaBOOXPAHEHHs M COLMAIBHOrO pas3Butusa Poccuiickont
Oeneparun ot 14 gekabps 2005 r. N 785 "O mnopsake OTIycKa JIEKapCTBEHHBIX CpeNCTB"
(3apeructpupoBan MuHuCTEpcTBOM focTHIMU Poccuiickoit Meneparuu 16 suBaps 2006 r. N 7353);

npruka3 MUHUCTEPCTBA 34paBOOXPaHEHMSI M COLMANIbHOTO pa3BUTHs Poccuiickoit denepaunn ot 13
utoHs1 2006 r. N 476 "O BHeceHMM M3MEHEHWH B MpuKa3 MUHHCTEpCTBA 3lpaBooxXpaHeHust Poccuiickoi
@enepanuu ot 23 asrycra 1999 r. N 328 "O panuoHanbHOM Ha3HAYEHHWU JIEKAPCTBEHHBIX CPEICTB,
IpaBWJiaX BBIMHCHIBAHUS PELENTOB HAa HHUX W TMOPSJKE HX OTHYCKAa aNnTeYHbIMU YUpPEKIACHUSIMU
(opranmuzanusmMu)" (3apeructpupoBaH MuHucTepcTBOM toctuuuu Poccuiickoir @enepanun 13 urons
2006 r. N 8044);

npuka3 MUHUCTEPCTBA 3paBOOXPaHEHMSI M COLMANIBHOTO pa3BuThs Poccuiickoit denepannu ot 17
despansg 2006 r. N 97 "O mopsiake BBINMCHIBaHUS PELENTOB HA JIEKAPCTBEHHBIE CPENICTBA OTAEIbHBIM
KaTeropusaM Ipaxk/iaH, UMEIOLINX NPaBO Ha MOJIYYEHHE IOCYAapCTBEHHOM COLMaIbHON MOMOIIH, B PaMKax
peanu3alnyy  JIOMOJIHUTEIBHOTO JIEKapCTBEHHOro olecredyeHus" (3aperucTpupoBaH MUHHCTEPCTBOM
tocturmu Poccuiickoii @eneparuu 6 mapta 2006 r. N 7561).
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Bpuo Munuctpa B.U. Crapony6oB

3apeructpupoBano B Muntocte PO 27 anpens 2007 r.
Perucrpaunonnsiii N 9364

IIpuioxenne N 1

K npukazy MUHHCTEPCTBA 3PaABOOXPAHEHUS
U COHAJIBHOIO passutus PO

ot 12 deBpans 2007 r. N 110

$OPMA
CnenManbHOT'O PelLenTypHoro 6isaHKa Ha
HapKOTHMYECKOe CPEeACTBO M ICUXOTPOIIHOE BEIeCTBO

Yrparuno cuny ¢ 1 urons 2013 1.
Undopmarus 06 n3MEHEHUAX:
Cm. mexcm npunoscerus 1
TAPAHT:
Cornacuo nucbMy MunsapaBa Poccun ot 16 mas 2013 r. N 25-04/10/2-3420 ucmonb30BaHHE OCTATKOB
paHee M3rOTOBJICHHBIX CIEUUATIBHBIX PELUENTYPHBIX OJAHKOB JJisSi BBIMUCBIBAHUS HAPKOTHYECKHUX
JIEKapCTBEHHBIX CPENICTB (cTaporo oopasia) paspemieHo a0 31 nexadps 2013 r.

Ipuioxenune N 2

K Nprka3zy MUHHCTEPCTBA 3APaBOOXPaHEeHUs
U COLHAJIBHOrO passutus PO

ot 12 ¢eBpans 2007 r. N 110

Hucrpykuus
1o 3anoHeHn10 ¢opmbl "CrennaabHblil pelenTypPHbIH 0J1aHK HA HAPKOTHYECKOe CPeACTBO U
NCUXOTPOIHOE BEIeCTBO"
(c usmenenusimu 20 sinBaps 2011 r.)

VYrparuno cuny ¢ 1 urons 2013 1.

Wndhopmarust 06 n3MEHEHUSX:

Cm. mexcm npunodcenus 2

Mpuaoxenue N 3
K 1prKka3zy MUHHCTEpPCTBA 3APaBOOXPaHEHHS

U COUMATBHOIO passutus PO
ot 12 ¢eBpass 2007 r. N 110
(c ni3menenusimu ot 20 ssuBaps 2011 r)

PeuenTypHsli GJaHK

Yrparuno cuny ¢ 1 uronsa 2013 r.

Hndopmarus 06 H3MEHEHHSIX:

Cm. mexcm NPUTIOHCEHUA
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Ipuioxenue N 4

K nIprka3sy MUHHMCTEPCTBA 3pPaBOOXPAHEHUSs
U COHAJIbHOTO pa3Butus PO

ot 12 ¢eBpans 2007 r. N 110

HucTpykuus
1o 3anojHenuio popmsbl N 148-1/y-88 ""Peuentypuslii 6;1ank"

C u3MeHeHHSIMHU H JAOIMOJTHCHUAMMU OT:

20 suBaps 2011 r.

Yrparuno cuny ¢ 1 urons 2013 r.

Undopmaris 06 n3MEHEHUSX:

Cm. mexcm NPUTIOIHCEHUA

Ipuiaoxenne N 5

K Nprkazy MUHHCTEPCTBA 3APaBOOXPaHEeHUs
H CONUAIBbHOTO pa3Butus PO

ot 12 ¢eBpans 2007 r. N 110

(¢ usmenenusimu ot 20 ssuBaps 2011 r.)

PeuenTypHsl 6GJaHK

Yrpatuno cuny ¢ 1 urons 2013 r.

Wndopmarys 06 M3MEHEHHSX:

Cm. mekcm NPUIONCEHUA

IIpunaoxenue N 6

K IprKkazy MUHHCTepPCTBA 3IPaBOOXPAHEHH S
U COLHMATBHOIO passutus PO

ot 12 ¢eBpans 2007 r. N 110

HNucrpykuus
no 3anojHenuio popmsl N 107-1/y "PenentypHblii 6;1aHK"

C n3MeHeHHSIMH H T0NOJTHEHUSIMH OT:

20 saBaps 2011 r.

Yrparuno cuny ¢ 1 urons 2013 r.

Wudopmarus 06 H3MEHEHUSX:

Cm. mexcm NPUIOHCEHUA

Ipuxazom Munszopascoypassumus Poccuu om 20 auneaps 2011 2. N 131 6 nacmosiujee npunodcenue
6HeCeHbl USMEHeHUs
Cm. mexcm npunodcerus 8 npeovloyujeli peoaKyuu
Ipunaoxenne N 7
K prKkazy MUHHCTepPCTBA 3IPaBOOXPaHEeHH s
U COIHAJIbHOTO pa3Butus PP
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ot 12 deBpans 2007 r. N 110
(c usmenenusimu ot 20 situBaps 2011 r.)
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEHUs U colranbHOro pa3sutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUCHHS U BBITMCHIBAHUS JIEKAPCTBEHHBIX IPEIIapaToB,. ..

'APAHT:

CornacHo npuka3zy Munzapasa Poccun ot 26 depans 2013 r. N 94n HacTosmiee npuioxkenne He npuMensercs ¢ 1 utons 2013 1. kK mpaBOOTHOIICHUSM,
CBSI3aHHBIM C HA3HAYEHUEM U BBIMUCHIBAHUEM JICKAPCTBEHHBIX MIPENAPATOB U MEAUIIMHCKUX U3/1EIINUN
MVIHVICTepCTBO 30PaBOOXPaHEHMA
M COLMAJIBHOT'O pa3BUTUA
Poccumickon denmepaumum

YTBEPXIEHA
nprkasoM MmMHMCTepCTBa SIPaBOOXPaHEHMUSI U
coumManbHOT'O pasBuTMUsT Poccuiickoi $Pemepaumm
or 12 dpeBpans 2007 r. N 110

MTamrm

Konm MemouMUMHCKOM OpTaHM3alumn

Kom ¢opmer mo OKYI 3108805
dopma N 148-1/y-04 (i)
Kon Kon JVIcTOUHUK % OIJIaTH: Konm mexkapCTBEHHOTO Ipenaparta
KaTeIro- | HOB0JIOTMUYeCKOM | pMHAHCHPOBaHULA : | (IOOUEPKHY Th) (BamoJyiHgeTCcsa B anTeke)
pun bopMEL (IOOYEPKHYTH)
TrpaxnaH (o MKB-10) 1.denepasibHEM
2. CybwekT PO 1. BecnjuarHO
SIS |S |L |L |L |. |L |3.MyHMUNXIIAJEHBIA
2 50%
PELIENT Cepusa N IaTa BBIIMCKU: 200 T.
11 11 T T 11
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEHUs U colranbHOro pa3sutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUCHHS U BBITMCHIBAHUS JIEKAPCTBEHHBIX IPEIIapaToB,. ..

®.M.0. naumeHTa IaTa poXIOeHUS ' | I ' | I ' | | |

CHIJIC

N cTpaxoBoro
MEeIULUMHCKOTO
noyjmca OMC:

Appec mnu N MEeIMLMHCKOM KapTh aMOyJlaTOPHOT'O MallMeHTa

(McTOopUM paszBUTKUS pebeHKa)

®.1.0. Bpaua

(kon Bpauva, odenbnmepa)
[loonmuce ¥ JIMYHASA NedaTh Bpada (besbmmepa)

PenenT IEeNCTBUTEJIEH B TeueHue 1 Mecsua, 3 MecsleB (HEHYXHOE BauepKHYTH)

OTnymeHo IO pelenTy: ToproBoe HaMMEeHOBAaHME
Y OO3UPOBKA:

IDaTa ornycka: " " 200 T. KommuecTBO:

[TpUTroTOBMII : [lpoBepmi: OrnycTui:
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEHUs U colranbHOro pa3sutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUCHHS U BBITMCHIBAHUS JIEKAPCTBEHHBIX IPEIIapaToB,. ..

Kopewok peunenTypHOTO OJlaHKa Cnocob NpMMEeHEeHUI:
HammvmeHOBaHME [TpOOOJIXUTEJNILHOCTD oHen
JIEKAPCTBEHHOT'O IIpenapara:

HJo3MpoBKa: KonmmuecTBO NpMEMOB B IE€Hb: pas
Ha 1 npuewm: en.
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[Tpuka3z MunucTepcTBa 31paBOOXpaHEeHUs U collanbHOro passutist PO or 12 ¢espans 2007 r. N 110 "O...

Wndopmarus 06 H3MEHEHHSX:
Ipuxazom Munzopascoypazeumusi Poccuu om 20 aueaps 2011 2. N 131 6 nacmosiujee npuiodicerue
BHeCeHbl UBMEHEHUS]

Cm. mexcm npunodxcenus 8 npeovioyujeil peoaxKyuu

Ipunoxenune N 8

K Nprkazy MUHHCTEPCTBA 3APaBOOXPaHEeHHUs
U COIHAJIbHOTO pa3BuTus PO

ot 12 ¢eBpans 2007 r. N 110

(¢ usmenenusimu ot 20 ssuBaps 2011 r.)
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEeHUs U colranbHoOro passutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUSHUS U BBIITHCBIBAHHS JICKAPCTBEHHBIX MPEIapaToB,. ..

'APAHT:

CornacHo npuka3zy Munzapasa Poccun ot 26 depans 2013 r. N 94n HacTosmiee npuioxkenne He npuMensercs ¢ 1 utons 2013 1. kK mpaBOOTHOIICHUSM,

CBsI3aHHBIM C HA3HAYCHUECM M BBIIIMCBIBAHUEM JICKAPCTBCHHBIX IIPEIIapaTOB U MEAUIIMHCKUX H3JICTIUI
MMHMCTEPCTBO 3OpaBOOXpPaHEeHUd
Y COUMAJIBHOTO pPasBUTUA

Poccumickon denmepaumum MECTO IJIA HMTPUX-KOIA
r——— — — — — — 1
[ J YTBEPXIEHA
——————— nprKasoM MMHMCTepCTBa 3OpaBOOXPaHEHUS U
MenuumyHCKas oOpraHM3aumusa couManbHOT'O pasSBuUTHSI Poccuiickon $enmepaumum
or 12 peBpans 2007 r. N 110
MTamn
Kon OIT'PH
Komn ¢opmer mo OKYI 3108805
dopma N 148-1/y-06 (x1)
Kon Konm HO3OJOTMUYECKOM VICTOUHUK
KaTeropun bopMeL brHaHCHUpPOBaHUA: |% OoTlJiaTH us Peuent
IrpaxnaH (mo MKE-10) 1) benepalsibHBIM | MICTOUHMKA IEeVICTBUTEJIEH B
OooxeT brHaHCUPOBAHUA TeyeHre 1
2) SomkeT|1) 100% Mecsua
cybbekTa 2) 50%
Poccumckom (HyXHOE
denepauunm IOOUYEPKHYThH)
3) MYHMUMIIAJbHBIM
oooxeT
(HyXHOE
IIOOUEPKHYTH)
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEeHUs U colranbHoOro passutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUSHUS U BBIITHCBIBAHHS JICKAPCTBEHHBIX MPEIapaToB,. ..

PELENT Cepus N L I I P I I

®.M.0. nmaumeHTa

ITaTa
POXIOESHUA . . CHMIIC

N cTpaxoBoro
MeIMIMHCKOI'O
roJimca :

N MeIMUMHCKOM KapTh aMOyJlaTOPHOT'O OOJIBHOTO (MCTOPMS pa3BUTUS pebeHKa)

®.1.0. Bpaua (dernbnuepa)

Kon Bpaua (denbnumepa)
BrimmcaHoO @ (BanmoyiHgeTCa CHOeUMaJIMCTOM alTeYHOTO YyYpeXIeHMS)
OTnyumeHoO IO pelentTy:
Rp: IaTa oTnycka
Kon mexapCTBEHHOTO
npenapara
D.t.d. ToproBOe HaMMEHOBAHUE
IosupoBKka
KomnuecTBO enmMHMIL
Signa KommuecTBO
lloonuce Bpada (dernbnumepa) Ha ofbmywn cymmy
M JIMYHAaA IedYaThb Bpauda
(penpnmepa)
M.II.

PeuenTt IOelWCTBUTEJIEH B TeueHue 1 Mecsua, 3 MecslueB (HEHYXHOE 3adyepKHYTH)

————————————————————————————————————— (IMHMA OTPEIBA) ——— =~~~
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEeHUs U colranbHoOro passutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUSHUS U BBIITHCBIBAHHS JICKAPCTBEHHBIX MPEIapaToB,. ..

Kopewox PELEITA Cepusa N oT

Cnnocob NpMMEeHEHUI:

[IpOnOIIXNTENIEHOCTD oHen HavMeHOBaHMeE JIEKAPCTBEHHOTO IpelapaTa:
KonmmuecTBO NpMeMOB B IOEHb pas

Ha 1 npuewm ern. Io3MpoOBKa :

04.06.20233 Cucrema TAPAHT 13/36



[Tpuka3z MunucTepcTBa 31paBOOXpaHEeHUs U collanbHOro passutist PO or 12 ¢espans 2007 r. N 110 "O...

Wndopmarus 06 H3MEHEHHSX:

Ilpukazom Munzopascoypazeumusi Poccuu om 20 sneaps 2011 . N I13n 6 nacmoswee npunodxiceHue
BHeCeHbl U3MEHeHUs.

Cm. mekcm npunodxcenus 8 npeovioyueil peoaxKyuu

Ipuioxenune N 9

K 1Iprka3sy MUHHMCTEPCTBA 3PaBOOXPAHEHUSs
U CONUAIBHOTO pa3Butus PO

ot 12 ¢eBpans 2007 r. N 110

HNucTpykuus
1o 3ano/jHennio popmsl N 148-1/y-04(:1) "Penent' u popmsbr N 148-1/y-06(:1) "Penent"

C u3MeHeHHSIMH H JOIMOJITHCHUSAMM OT:

25 centsops 2009 r., 20 saBaps 2011 .
FAPAHT:

Cormacio npukazy MunzapaBa Poccun ot 26 depans 2013 r. N 941 HacTosiiee NMPHIOKEHUE HE
npumensierca ¢ 1 urons 2013 r. K MPaBOOTHOLIEHUSM, CBSI3aHHBIM C HAa3HAYEHHEM U BbINHCHIBAHUEM
JIEKapCTBEHHBIX MIPENapaToB U MEIUILMHCKUX U3/1eIUN

1. B BepxHewm seBom yriry hopmer N 148-1/y-04(1) "Penent" u ¢popmer N 148-1/y-06(1) "Penent”
(nanee - peuenTypHblii OJIaHK) MPOCTABISETCA IUTAMII MEIUIMHCKOM OpraHu3allui C yKa3aHHEM ee
HaMMEHOBAHUS, aJipeca, TenedoHa, a TakyKe yKa3bIBaeTCsl KOJI JIeYeOHO-TTPOPUIAKTUIECKOTO YUPEHKICHHS.

B Bepxueri wactm dopmbr N 148-1/y-06(;1) "Pement" o0003Haue€HO MECTO JUIsi HAHECCHUS
HITPUX-KOJa.

2. OdopmiieHne perenTypHoro 0jiaHKa BKIOYAeT B ceOs HU(pPOBOE KOAUPOBAHUE U 3allOJHEHUE
OJsaHKa.

3. lludpoBoe koaupoBaHKUE PELENTYPHOr0 OJIaHKA OCYILIECTBISETCS MO CIEAYIOLIeH cxeme:

IPU H3TOTOBJIEHUHM pELENTYPHbIX OJIAHKOB I€4aTaloTCsl KOJ MEIWLMHCKONW OpraHu3aluyd B
cooTBeTCcTBUM ¢ OCHOBHBIM T'OCYJapCTBEHHBIM peructpaioHHsIM HomepoM (OI'PH);

Bpau ((enpamiep) Ha aMOyIaTOPHOM NpUEME BHOCHUT KOJ KaTeropuu rpaxjad (SSS), nMeromux
PaBO Ha EXEMECSIUHYI0 JEHEXHYI0 BBIIJIATY W oOecreueHue JIEKapCTBEHHBIMHU IIpernapartaMu B
COOTBETCTBUU cO craThsivu 6.1. m 6.7. denmepambHOoro 3akona ot 17 wmroms 1999 r. N 178-03 "O
rocyaapcTBeHHOH couumanbHoi momouu" (CoOpanue 3akoHonarenscTBa Poccuiickoit ®eneparuu, 1999,
N 29, ct. 3699; 2005, N 1, cr. 25; 2006, N 48, cr. 4945) u kon HO3010THUeckoi ¢opmbl (LLLLL) mo
MKB-10 nmyreM 3aHeceHUs: Kax10i Lu@pPbI B MycThle SYEHKH, TOUKA IPOCTABIISETCS B OTJEIBHON SUeHKe.

Ucrounuk ¢unancupoBanus (¢penepanbHblii Oromker [1], Orompker cyOowbekra Poccuiickoit
Oenepanuu  [2], MyHUIUOaneHbIM Oromker [3]) u mpoueHT omarel (6ecrmmatao [1], 50% [2])
YKa3bIBAIOTCS MOTUEPKUBAHUEM.

[Tpu oTnycke JeKapcTBEHHBIX MpenapaToB, BeIMUCaHHBIX HAa (Gopme N 148-1/y-04 (i) "Peuent", B
anTeyHOM OpraHu3alyy IPOCTaBIIAETCs KO JIEKapCTBEHHOIO IIpernapara.

4. 3anonHeHe peLenTypHOro OIaHKa.

PenenTypHblif O1aHK BBIMKMCHIBAETCS B 3 HK3EMILIsIpax, MMEIOLIUX eIMHYI0 ceputo 1 HoMep. Cepust
peuenTypHoro OnaHkKa BKJIIOYaeT KoJ cyObekra Poccuiickoit dexpepannu, COOTBETCTBYIOUIMHA IBYM
nepBsIM LHuppam Obuepoccuiickoro kinaccuduxkaropa o0BEKTOB aAMHUHUCTPATUBHO-TEPPUTOPUATIHLHOTO
nenenust (OKATO). Homepa npucBanBaroTcs Mo NOpSAKY.

[Tpu odopmienun peuentypHoro OJaHKa YKa3bIBAIOTCS MOJHOCTHIO (amuiivs, UMs, OTYECTBO
O0JIBHOTO, JaTa pPOXKICHHS, CTPaXOBOW HOMEpP HWHAMBUIYAIBHOTO JIMIIEBOTO CYEeTa TpakJaHMHA B
[Tencuonnom ¢oune Poccmiickoit denepanuu (CHUJIC), HOMEp CTpaxoBOro MEAMIIMHCKOTO TOJIHCA
OMC, aapec uam HOMep MEJUIIMHCKOM KapThl aMOyJIaTOPHOTO MalueHTa (MCTOPUH pa3BUTHS peOeHKa).
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[Tpuka3z MunucTepcTBa 31paBOOXpaHEeHUs U collanbHOro passutist PO or 12 ¢espans 2007 r. N 110 "O...

B rpade "®.1.0. Bpaua (penpamepa)" ykaspiBaroTcs haMUI 1 MHUIIMATB Bpada ((deapamepa).
B rpade "Rp:" yka3biBatorcs:
T'APAHT:

Pemenuem BepxoBuoro Cyna P® ot 2 urons 2012 r. N AKIIN12-830, ocTtaBieHHBIM 0€3 M3MEHEHUS
Ompenenennem AnemrsiiimonHor kosuierud  BepxoBHoro Cyma P® ot 25 centsabps 2012 .
N AIIJI12-521, a63am mectoit myHkTa 4 Hacrosmed MHCTpYKIMM TpHU3HAH HE MPOTHBOPEYAIIUM
NEUCTBYIOLIEMY 3aKOHOJATENbCTBY

- Ha JATUHCKOM SI3bIK€ HAUMEHOBAaHUE JIEKapCTBEHHOIO Ipemnapara (MeXAyHapoaHOe
HENaTeHTOBAaHHOE WM XMMHUYECKoe, JIM00 TOProBoe), 3apeructprupoBanHoro B Poccuiickoit denepanum,
€ro J103MpOBKa U KOJINYECTBO;

- Ha PYCCKOM WJIM PYCCKOM W HAallMOHAJIBHOM S3bIKaX CHOCOO MPUMEHEHHUs JIEKapCTBEHHOI'O
npernapara.

3anpemnaercs OrpaHUYMBaThHCS 00IUMH yKazaHusamu: "BryTtpennee", "M3BecTHO" U T.1I.

Pa3pemarorcss TOJIBKO NPUHATHIE MpPaBUJIAMU COKpALleHUs O0003HAUYEHUM; TBEPABIE U CHIIyYHE
dapmarieBTUYECKHE cyOCTaHIIMU BhIMKchiBatoTcs B rpammax (0,001; 0,5; 1,0), xuakue - B MILTHIATPAX,
rpaMmax U Karuisix.

Peunent mnoamuceiBaetcss BpauoMm  ((enpamiepoM) U 3aBepsAETCS €ro JIMYHOW  IeYaTbio.
JIOTIOTHUTEIBHO PELIETIT 3aBEPSIETCS MeYaThi0 MEAUIIMHCKON opranu3aiuu "Jis peuentos".

Kox B rpade "Kox Bpaua (dhenpamepa)" yka3plBaeTcss B COOTBETCTBUU C YCTAHOBICHHBIM OPraHOM
yIpaBJIeHUs] 3[paBooxXpaHeHHeM cyOwbekta Poccuiickoit dexepanmu mepeyHeM KOJOB Bpayei
(penpamiepoB), UMEIOMIMX MPAaBO Ha BBIMTUCKY JIEKAPCTBEHHBIX IMPENapaToB B IENAX MPEAOCTaBICHUS
roCy/1apCTBEHHOW COLIMAIILHOM IMOMOIIM B BUAE HA0Opa COLUAIIbHBIX YCIIYT.

[Ipu BeIKCKE JIEKAPCTBEHHOI'O Mpenapara MO PEeHIeHHI0 BpaueOHOW KOMHUCCHU Ha 000poTe
peuenTypHoro 0JaHKa CTaBUTCS CHEIHaIbHAs OTMETKA (IIITaMII).

5. Ilpu oTmycke JieKapCTBEHHOTO IperapaTa B alTeYHOW OpPraHM3allMid Ha PelenTypHOM OlaHKe
YKa3bIBAIOTCS CBEACHUS O (DAaKTUYECKH OTIYIIEHHBIX JICKApPCTBEHHBIX Mpernaparax (MeXIyHapOIHOEe
HEMaTeHTOBAaHHOE WM XHUMHUYECKOe, JUOO TOpProBoe HAMMEHOBaHUE, JJ03MPOBKA, KOJIHUYECTBO) U
IPOCTaBIISIETCA J]aTa OTIIYCKA.

6. Ha penientypHoM OJaHKe BHH3Y UMEETCS TUHUS OTPHIBA, pa3eisolias pelenTypHbli OlaHK U
KOPEIOK.

Kopemok ot penenta BbiaeTcss OOJIBHOMY (JIMIly, €ro MPEACTaBISIONIEMY) B amTeYHOM
OpraHM3aliy, Ha KOpEILKe JIeJaeTcsd OTMETKa O HAaUMEHOBAaHUU JIEKapCTBEHHOTO Mperapara, JO3HUpPOBKE,
KOJINYECTBE, CII0cO0E MPUMEHEHHUS, K OH OCTaeTCsl y OOJIBHOTO (JIMIA, €ro MPEeCTaBISIOIETO).

7. PeuenTypHblii OJIaHK 3alOJHSETCS NMPU BBIMUCHIBAHUU JIEKAPCTBEHHBIX MpENaparoB, U3EInl
MEAMIIMHCKOTO  Ha3HAYeHUs ¢  CICNHMATU3UPOBAHHBIX  MPOAYKTOB  JIeUeOHOro  MUTAaHUS s
JIeTEH-UHBAIUIOB, BKJIIOYCHHBIX B TIEPEUHU JIEKAPCTBEHHBIX MPENapaToB, HU3JIETUNH MEIUIIMHCKOTO
Ha3HAYCHHWs] U CHEIHATU3UPOBAHHBIX MPOJAYKTOB JIEUEOHOrO THUTAHUS [UIS JeTel-UHBATUIOB,
YTBEP)K/Ia€MbIX B YCTAHOBJIEHHOM TIOPSJIKE, @ TAK)K€ MHBIX JIGKAPCTBEHHBIX MPEMapaToB, OTITYCKAEMBIX
OecIIaTHO WJIH CO CKUAKOM.

8. TpeboBaHus, NpeabsABIsiEMble K BBIMUCHIBAHUIO W3ACTUNA MEIUIIMHCKOTO Ha3HAYEHUS W
CIEIMAM3UPOBAHHBIX TMPOJYKTOB JI€UeOHOTO MHTAHUSA JUIsl JEeTeH-MHBAIMIOB B paMKax OKa3aHUs
rOCYJapCTBEHHOM COIMAIIBHONW TMOMOIIM aHAJIOTHYHBI TPEOOBAHUSM, MPEABSIBISEMBIM K BBIMUCHIBAHUIO
JIEKapCTBEHHBIX MPENapaToB (3a UCKIIOYEHHEM OTMETKU BPauyeOHON KOMUCCHH).

9. Opran ympaBieHus: 37paBooXpaHeHreM cyobekTa Poccuiickoit Degepanny MOXKET pa3peluTh
M3TOTOBJICHHE PELENTYPHBIX OJTAHKOB B MEIUIIMHCKUX OPTaHHU3AIUAX C UCTIOIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTH.

10. Jomyckaetcsi ohopMIIeHUE BCEX PEKBU3UTOB PeleNTYpHbIX O01aHKOB dopmbl N 148-1/y-06 (1)
"Penent" ¢ MCNOJIB30BaHMEM KOMITBIOTEPHBIX TEXHOJIOTHUH.

11. Ha obopoTHoii cTopone penentypHoro 6mganka ¢Gopmbsr N 148-1/y-06 (1) neyaraercs Tabauna
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[Tpuka3z MunucTepcTBa 31paBOOXpaHEeHUs U collanbHOro passutist PO or 12 ¢espans 2007 r. N 110 "O...

CIICTYFOIIETO COJICPIKAHMUS:

[MpuroToBUI [TpoBepu OTnycTumi

12. Ha peuentypubix O6mankax dopm N 148-1/y-04 (1) m N 148-1/y-06 (;1) BBIMUCHIBAETCS OJTHO
HAaMMEHOBAaHME  JICKAPCTBEHHOI'O0  TMpemapara,  M3Jeauss  MEAMIMHCKOrO  Ha3HAUCHUS WU
CHEIHMAIM3UPOBAHHOTO MPOAYKTA JI€UeOHOrO MUTAHUSI.

WcnpaBiieHus py BHITMCBIBAHUH PEIICTITOB HE JIOTTYCKAFOTCSL.

13. Cpox netictBus penenta (1 Mecsir, 3 Mecsiia) yKa3plBaeTCs IIyTEM 3a4epKUBAHUS.

Wndopmarus 06 H3MEHEHHSIX:

Ilpukazom Munzopascoypazeumusi Poccuu om 20 sneaps 2011 . N I13n 6 nacmoswee npunoxceHue
BHECeHbl UBMEHEHUSs.

Cm. mexcm npunodxcenus 8 npeovioyujeil peoaxKyuu
TAPAHT:
Cwm. gannyio popmy B pepakrope MS-Excel
Ipuaoxenune N 10
K prKkasy MUHHCTEPCTBA 3IPABOOXPAHEHH S
H CONNAIBbHOTO pa3Butusa PO
ot 12 ¢eBpans 2007 r. N 110
(¢ usmenenusimu ot 20 ssuBaps 2011 r.)
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[Ipuka3z MunucTEepCTBa 31paBOOXpaHEHUs U colranbHOro pa3sutst PO ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUCHHS U BBITMCHIBAHUS JIEKAPCTBEHHBIX IPEIIapaToB,. ..

'APAHT:

CornacHo npuka3zy Munzapasa Poccun ot 26 depans 2013 r. N 94H HacTosmiee npuioxkenne He npuMmensercs ¢ 1 urons 2013 1. K mpaBOOTHOIICHUSM,

CBA3AHHBIM C HA3HAYCHHUEM W BBIITMCBIBAHUCM JICKAPCTBCHHBLIX IIPCIIAPATOB U MCIUITMHCKUX I/IBIIGJ'II/Iﬁ
Koo ¢opmer mo OKVY]I
Kon yupexnenmsa no OKIIO

MUHMCTEPCTBO 3IPaBOOXPAHEHMUI

M COLMAJIBHOT'O pa3BUTUA

Poccurickon denmepauum

(HaMMeHOBaHME MEeOMIIMHCKOM OpIraHM3aluMu)

bopmer N 148-1/y-04 (i)

XypHan* ydyeTa B MeIUUMHCKMX oOpraHmsaumsix ¢opmsr N 148-1/y-88 "Peuenrypusii 6jaHk",
"PeuenTt", bopmet N 148-1/y-06 (i)

MemmumMHCKasa HOOKyMeHTalus
dopma N 305-1/y
YTBepxmeHa IprkasoM MmMHMCTEpPCTEa BIPaBOOXpPaHEHMST
¥ COLMaJILHOT'O PasBUTHS Poccuickomn
depmepanumu or 12 dpepanss 2007 r. N 110

"Peuent", ¢opme "CneumanbHEM PeLEenTypPHBII
6laHK Ha HapKOTHMYECKOE CPeACTBO M ICHMXOTPOIHOE BEleCTBO

N [Ipuxon Pacxon ®.M.0. [Ocra-
n/ u TOK
mara N u obumee |cepuu u|kosmue—-| O.M.0. u mara |cepmusa |[KOJIM-— ®.M.0. |[nomnmmce|nonnmuch
permucT-| nara KOJIM4Ye— | HoMepa CTBO INOONMUCH BBEIOAYUU n 4YeCTBO |OTBETCT- |[OTBETC— |OTBETC—
pauumM |[ODoKkyMe-| CTBO penen- |OJaHKOB|OTBETCTBE— |[pelel—~ [HOMED |BHIOAaH—- [BEHHOI'O |TBEHHO- |TBEHHO-—

IpMxon—|HTa, OT|NOCTYy— |TYPHEX 1o HHOT'O TYPHEIX | pelen— | HEIX MeOULVH- To To
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OJIaHKM | TyPHEE
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* XKypnan nomkeH ObITh TPOHYMEPOBAH, MPOIIHYPOBAH M CKPEIUICH MOIMHCHI0 PYKOBOJIUTENS U
[1€4aThI0 MEIULIUMHCKON OpPraHU3alNH.

CornacoBaHo
PykoBoauTens (3aMeCTUTENDb PYKOBOAUTEIS) O.H.
®CKH Poccun XapU4KUH

12 despans 2007 r.

IIpuiaoxenne N 11

K Iprka3zy MUHHCTEpPCTBA 3APaBOOXPaHEHHU S
U COUMATBHOIO passutus PO

ot 12 ¢eBpais 2007 r. N 110

(c usmeHenusimu ot 20 situBaps 2011 r.)

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
M COLUMaJyibHOT'O Pa3BUTHUSA
Poccurickon demepauum

(HaMMeHOBaHME MeIMUMHCKOM OpIraHM3aluM)
Kon ¢opmer nmo OKYI
Kon yupexnenmsa no OKIIO
MemuiMHCKAasg IOOKyMeHTalms
dopma N 306-1/y
YrTBepxIOeHa Iprka3oM MmHMCTepcTBa

BApPaBOOXpPaHEeHMUs
M COUMaNBHOT'O PaB3BUTUSI POCCHICKOM
depmepanumu or 12 peBpansa 2007 r. N 110

XypHan* yduyeTa B MeOUUMHCKMX opraHmsaumsix ¢opmsr N 107-1/y "PeuenTypHE
6y1aHK"

Yrparuno cuny ¢ 1 utons 2013 r.

Wndopmarys 06 W3MEHEHHSAX:

CﬁLlneKCﬂlﬂpuﬂOQ@eHuﬂ

* XKypHan nomkeH ObITh TPOHYMEPOBaH, NMPOLIHYPOBAH M CKPEIJIEH MOJMUCHI0 PYKOBOAUTENS U
[e4YaThl0 MEIULIMHCKOW OpraHU3aluu.

IIpunaoxenne N 12

K Nprkazy MUHHCTEPCTBA 3PaBOOXPaHEeHUs
U COLHAJIBHOrO passutus PO

ot 12 ¢eBpans 2007 r. N 110

HNucrpykuus
0 MopsiiKe HA3HAYECHUS JIEKAPCTBEHHBIX NPeNnapaToB

C n3MeHeHHSIMH H TONOJTHEHUSAMH OT:

20 saBaps 2011 T.

Yrparuno cuny ¢ 1 urons 2013 r.
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Wndopmarius 06 H3MEHEHUSX:

Cm. mexcm NPUTIOIHCEHUA

Ipuxazom Munszopascoypassumus Poccuu om 20 sneaps 2011 e. N 13n 6 nHacmosiwee npunodxcenue
8HeCeHbl USMEHeHUs

Cm. mexcm npunodxcenus 8 npeovioyujei peoaxKyuu
Ipuaoxenune N 13
K [IprKkazy MUHHCTEPCTBA 3IPaBOOXPaHEeHH s
U COHAJIBHOrO passutus PO
ot 12 ¢eBpans 2007 r. N 110

HNucrpykuus
0 NOpsiiKe BHINMCBIBAHMA JIEKAPCTBEHHBIX NIPenaparoB U 0()OPMJICHUS PelienTOB U
TPe0OBaHUI-HAKIATHBIX

C u3MeHeHHSIMH H JOIMOJTHCHUSAMM OT:

27 aBrycra 2007 1., 25 centsops 2009 r., 20 saBaps 2011 1., 26 deBpams 2013 .
I. Oﬁmne TpeGOBaHI/Iﬂ BBINNUCBIBAHUSA JICKAPCTBCHHBIX IIpeNiapaToB

T'APAHT:

Cornacno npukazy Munszapaa Poccun ot 26 despasis 2013 r. N 941 nyukt 1.1 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOILIEHUSIM, CBSI3aHHBIM C HA3HAYEHHEM U BBIMHCHIBAHUEM JIEKapCTBEHHBIX
MPENapaToB U MEAULIMHCKUX U3IEITUN

1.1. IIpu Hamu4YuM COOTBETCTBYIOIIMX MOKa3aHUM rpakaaHaMm, oOpaTHBIIMMCS 32 MEIUIIMHCKOM
NOMOIIBI0 B aMOyJIaTOPHO-TIOJNMKIMHAYECKOE YUPESKICHHE, a TaKkKe B CIydasX HEOOXOIUMOCTH
MPOJOHKEHUST JICUGHHUsT TIOCTE BBIMUCKH OONBHOTO W3 CTallMOHAapa Ha3HAYAIOTCS JIEKapCTBEHHbBIE
nmpenaparbl U BBIIMCBIBAIOTCA PCUCIITHI HA HUX.

T'APAHT:

CornacHo npukazy Munsapasa Poccun ot 26 despanst 2013 r. N 94u nynkr 1.2 He npumensiercs ¢ 1
nons 2013 r. K NpaBOOTHOLIEHUSAM, CBSI3aHHBIM C HA3HAYEHHEM WU BBINMCHIBAHUEM JIEKAPCTBEHHBIX
[IpenapaToB U MEAUIIMHCKUX W3IEIHN

1.2. 3anpeniaercs BHINUCHIBATH PELIETITHI:

Ha JIGKapCTBEHHBIE IpenapaThl, HE pa3pellieHHble B YCTAHOBJIECHHOM IOPSAJKE K MEIULHUHCKOMY
IIPUMEHEHUIO;

IIPU OTCYTCTBUHU MEIULIMHCKUX OKA3aHUIH;

Ha JIEKapCTBEHHBIE MpENaparhbl, UCHOJIb3yEMble TOJBKO B MEAMLMHCKUX OpraHuzauusax (3¢pup
HApKO3HBIM, XJOPATWI, (EHTaHWJ (KpoMe€ TpaHCAEPMAIbHON JIeKapCTBEHHOW (opMmbl), COMOpPEBUH,
KaJIMIICOJI, PTOPOTaH, KETAMUH U Jp.);

Ha HApKOTHYECKHE CPEACTBA M IICUXOTPONHBIE BellecTBa, BHeceHHble B Crucok [l Ilepeuns
HapKOTUYECKUX CPEJCTB, IMCUXOTPONHBIX BELIECTB M MX INPEKYpCOPOB, NOJJIEKANIMX KOHTPOJO B
Poccuiickoit @enepanun, yreepxkaeHHoro nocranosiennem [IpaButenscrBa Poccuiickoit denepanuu ot
30 mrons 1998 r. N 681 (manee - HAPKOTHUECKHE CPENICTBA M MCUXOTpOIHbIe BemiecTBa Crincka II) - s
JieYeHus1 HApKOMAaHUU;

Ha HapKOTUYECKHUE CPEACTBA U MCUXOTpoMnHbIe BemecTBa cruckos [ u |1l - vacTHONpakTuKyrommm
BpayuaMm.

TAPAHT:

Cormacno npukazy MunszapaBa Poccun ot 26 despans 2013 r. N 941 nyskT 1.3 He mpumensiercs ¢ 1
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utonigs 2013 1. K NPaBOOTHOIICHUSM, CBS3aHHBIM C HA3HAYCHHEM W BBHINMMCHIBAHUEM JICKAPCTBEHHBIX
MPErmapaToB U MEAUIIMHCKUX W3IEITHIA
1.3. 3yOHbIe Bpauu, (epAmepsl, aKylepKky BBITUCHIBAIOT OOJILHBIM PELENThl HA JICKAPCTBCHHBIC
mpernapaTrsl 3a CBOEH MOANMKUCHIO M C YKAa3aHWEM CBOCTO MEAWIIMHCKOTO 3BaHUS TOJNBKO B CIyYasX,
yKa3aHHBIX B ILI. 3.3., 3.6., 3.7.2. MHCTpYKIMK O TOPSIAKE HA3HAUCHHUS JICKAPCTBEHHBIX ITPEMapaToB
(mpunoxenne N 12).
TAPAHT:

Cornacno mpukazy Munzapasa Poccun ot 26 depanst 2013 r. N 94u nyskr 1.4 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C HA3HAYCHHEM U BBIMHCHIBAHUEM JIEKapCTBEHHBIX
MPEmapaToB U MEAUIIMHCKUX W3IEITHIA

1.4. Peuentsl OONBHBIM JOJIKHBI BBIMHMCHIBATHCSA C YKa3aHHEM BO3pacTa IalMeHTa, IMOpsaKa
OIUIATHl JIEKAPCTBEHHBIX MpPENapaToB M C y4ETOM JCHCTBUS BXOJIAIIMX B UX COCTAaB MHIPEAUEHTOB Ha
pelenTypHbIX OylaHKax, (OpMBI KOTOPBIX YTBEPkKACHbl MMHHUCTEPCTBOM 3paBOOXpPAHEHHS U
conaiibHOTO passutus Poccuiickoit ®eneparuu (npunoxenns N 1, 3,5, 7 u 8).

TAPAHT:

CornacHo mpukazy MunsznpaBa Poccun ot 26 ¢eBpans 2013 r. N 941 nyakr 1.5 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOILIEHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMHCHIBAHUEM JIEKApCTBEHHBIX
[IPEenapaToB U MEAUIIMHCKUX U3JEIUN

1.5. Penentypubie Onanku ¢opmbr N 148-1/y-88 (npunoxenne N 3) mpeaHasHaueHbl IS
BBITIMCHIBAHUSA U OTIyCKa!

- TICUXOTPOINHBIX BemecTB, BHeceHHble B Crucokx [II TlepeyHss HapKOTHYECKHX CPEACTB,
IICUXOTPOIIHBIX BEUIECTB M HX IPEKYpPCOpPOB, MOJUIEKAMMMUX KOHTpoir B Poccuiickonn denepanum,
yTBepkAeHHOro rocranosienueM [IpaBurensctBa Poccuiickoit @enepanuu ot 30 utons 1998 r. N 681
(manee - mcuxotponsble BemectBa Crnucka III), 3aperucTpupoBaHHBIX B YCTAHOBJICHHOM IIOpSIKE B
Ka4yeCTBE JIEKAPCTBEHHBIX MPENapaToB;

- MHBIX JIEKAPCTBEHHBIX CPEJCTB, MOJIEKAIINUX IPEAMETHO-KOJINYECTBEHHOMY YUETY;

- aHa0OJTMYECKUX CTEPOUIOB.

J5isl BEIMMCHIBAHUS U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB I aMOYIaTOPHOTO JICYEHUS TPaKJaH
B paMKax OKa3aHMs rOCYJapCTBEHHON COLIMAIIbHOM MOMOIIU M Tpak/laH, UMEIOIIUX MPAaBO HA MOJyYECHHE
JIEKapCTBEHHBIX MpEenaparoB OECIIaTHO M CO CKHUJKOW, MpeIHa3Ha4YeHbl pelenTypHble OJaHKU (POpMbI
N 148-1/y-04 (1) u peuentypubie 6anku Gpopmbl N 148-1/y-06(i) (npunoxenns N 7 u 8).

Bce ocranbHble JeKapcTBEHHbIE IMpenapaThl BBIMHUCHIBAIOTCS HA pPELENTYpHBIX OyiaHKax (opmbl
N 107-1/y (mpunoxenue N 5).

TAPAHT:

CormacHo npuka3zy Munszapaa Poccun ot 26 depans 2013 r. N 941 nmynkt 1.6 He mpumensiercs ¢ 1
ntonst 2013 r. K MpaBOOTHOLICHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMMCHIBAHHEM JIEKAPCTBEHHBIX
MpenapaToB U MEUIIMHCKUX U3EIHM

1.6. HapkoTuueckue cpeactBa M INcuxoTporHble BemectBa Crucka |l, 3apeructpupoBaHHbIE B
KAuecTBE JIEKAPCTBEHHBIX CPEJICTB B YCTAaHOBJIEHHOM 3aKOHOAATeNbCcTBOM Poccuiickoit ®enepaunu
MOPsIZIKE, JOJKHBI BBIMUCHIBATHCS HA CHEIUATBHBIX PEIENTYPHBIX OJJaHKaX Ha HAPKOTUYECKOE CPEICTBO U
MICUXOTPOITHOE BemiecTBO (rnpuioxkenne N 1).

TAPAHT:

Cornacno mpukazy Munzapasa Poccun ot 26 despanst 2013 r. N 94n nynkr 1.7 He npumensiercs ¢ 1
ot 2013 r. K MpaBOOTHOLICHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBINMCHIBAHUEM JIEKAPCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3EITUI

1.7. ITpn BBIMMCHIBAHUM PELETITA HA JIEKAPCTBEHHYIO MPOMUCHh WHIMBUAYATIBHOTO M3rOTOBJIEHUS,
COZIEpXAIIyl0 HAPKOTUYECKOE CPEICTBO WM TMCUXOTponHoe BemectBo Crnucka I, u  npyrue
(dbapmMakoJIOTHYeCKUe aKTUBHBIC BEIIECTBA B J103€, HE MPEBBIMIAIONICH BBHICIIYIO PAa30BYIO 103y, U TIPH
YCIIOBUH, YTO 3TO KOMOMHHPOBAHHOE JIEKAPCTBEHHOE CPEJCTBO HE SBIISACTCS HAPKOTHUYECKUM CPEICTBOM
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WIM TICUXOTPONHBIM BemecTBoM Crucka II, cremyer wucmonb3oBaTh pelenTypHbIH OMaHK (Gopmbl
N 148-1/y-88.
OTH pelentsl JOJKHBI OCTaBaThCA B aNTEUHON OpraHu3aluy Ui MpeIMETHO-KOJIUYECTBEHHOTO
yuera.
TAPAHT:

CornacnHo mpukazy Munzapasa Poccun ot 26 depanst 2013 r. N 94u nynkr 1.8 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOILIEHUSM, CBSI3aHHBIM C HA3HAYEHHEM U BBHINMCHIBAHHUEM JIEKapCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3ETUI

1.8. [Ipu BBIMUCHIBAHUM pPELIETITA HA JEKAPCTBEHHYIO MPOMHUCh WHIUBUAYAIBHOI'O U3TOTOBJICHUS
Ha3BaHUsI HAPKOTUYECKUX CPEJICTB M MCUXOTPOIHbIX BemiecTB criuckoB II u Ill, uHBIX JMekapcTBEHHBIX
CPEICTB, MOJUICKAIIUX TPEIMETHO-KOJIMUYECTBEHHOMY Yy4eTy, IMUIIYTCsl B Haudaje pelenTa, 3aTeM - Bce
OCTAJIbHBIE UHTPEIUCHTHI.

TAPAHT:

Cornacno mpukazy Munzapasa Poccun ot 26 depanst 2013 r. N 94u nyskr 1.9 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMHCHIBAHUEM JIEKapCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3IETUI

1.9. BrinuceiBas HAPKOTUYECKOE CPEACTBO WIIM MCUXOTpornHOe BemecTtBo crickoB I u |1l unbie
JIEKapCTBEHHBIE CPEJCTBA, MOJICKAIINE TPEAMETHO-KOINYECTBEHHOMY YUETY, 1032 KOTOPBHIX MPEBBIIIACT
BBICIIMI OJTHOKPATHBIM MPHEM, Bpay JIOJDKEH HAMKUCATh 103y 3TOTO CPEJICTBA MIIM BEIIECTBA MPOMUCKHIO U
MOCTaBUTh BOCKJIMIIATEIIbHBIN 3HAK.

TAPAHT:

CornacHo nipuka3zy Munsapasa Poccun ot 26 despaist 2013 r. N 94u nyskT 1.10 He mpumensiercs ¢ 1
nons 2013 r. K IpaBOOTHOLIEHUSAM, CBSI3aHHBIM C HA3HAYEHHEM U BBINMCBHIBAHUEM JIEKAPCTBEHHBIX
MPENapaToB U MEAULIMHCKUX U3IEITUN

1.10. He pa3zpemaercs BBIIUCHIBaTh ONPEIECICHHBIE JIEKAPCTBEHHBIE NIPENapaThl B OJHOM pELENTE
0oJjiee TOro KOJIMYecTBa, KOTOpoe yKazaHo B npuiiokenuu N 1 k Hactosamet MHcTpykuuu.
T'APAHT:

CornacHo npuka3zy Munszapasa Poccun ot 26 ¢despans 2013 r. N 94u nyskr 1.11 He npumensiercs ¢ 1
nons 2013 r. K NpaBOOTHOILIEHUSAM, CBSI3aHHBIM C HA3HAYEHHEM U BBINMCHIBAHUEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIUIMHCKUX U3EIUI

1.11. Hopwmbl BbIIMCBIBAaHMS W OTIyCKa HapKoTH4YecKuX cpeiactB Cnucka [I, mpou3BogHbIX
0apOUTYpOBOM KHUCIOTBHI, MUHBIX JIEKAPCTBEHHBIX CPEACTB, MOJIEKAILIUX MPEIMETHO-KOJIMYECTBEHHOMY
y4eTy, Il UHKYpaOeIbHbIX OHKOJIOTMYECKHX U FeéMaTOJOTHUECKUX OOJIBHBIX MOTYT OBITh YBEJINYEHBI B 2
paza o CpaBHEHHIO C KOJMYECTBOM, YKa3aHHBIM B nipuioskennn N 1 k Hactosient MHcTpykium.

TAPAHT:

CornacHo npuka3zy Munszapasa Poccun ot 26 ¢despans 2013 r. N 94u nyskr 1.12 He npumensiercs ¢ 1
st 2013 r. K IpaBOOTHOMIEHUSM, CBA3aHHBIM C HAa3HAYEHUEM M BBINUCHIBAHUEM JIEKAPCTBEHHBIX
[IpenapaToB U MEAUIIMHCKUX W3IEIHN

1.12. CocraB JlekapcTBEHHOTO Ipemnapara (B cirydae KOMOMHUPOBAHHOTO Npenapara), 0003HaueHue
JIeKapCcTBEHHOU (opMbl M oOpalieHne Bpada K ¢apmareBTUYEeCKOMYy paOOTHUKY 00 HM3rOTOBICHUU U
BbIJIau€ JIEKAPCTBEHHOIO MpernapaTa BhIMUCHIBAIOTCS HA JATUHCKOM SI3BIKE.

He nomyckaercs cokpaiieHue 0003HAaYeHHM OJIM3KMX MO HAaMMEHOBAHMSIM WHIPEIUEHTOB, HE
MO3BOJISIIOIINUX YCTAHOBUTH, KAKOM UMEHHO JIEKaPCTBEHHBIN MpernapaT BhIMHCAH.

Hcnonp30BaHne JaTUHCKUX COKpAIllEHUH 3THX 0003HaYeHHUH pa3periaeTcss TOJIbKO B COOTBETCTBUH
C COKpAIllEHUSIMHU, MPUHATBIMA B METUIIMHCKON U (apMaleBTHYECKONW MPAKTHKE, MPEeIyCMOTPEHHBIMU
npuioxkenueM N 2 k HacTosimer MHCTpykimmy.

TAPAHT:

CornacHo npuka3zy Munszapasa Poccun ot 26 despains 2013 r. N 94u nyskr 1.13 He npumensiercs ¢ 1
ntonst 2013 r. K MpaBOOTHOILICHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMMCHIBAHHEM JIEKAPCTBEHHBIX
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nperapaToB 1 MCAUIIMHCKUX H3)]€J'[I/II71
1.13. Cnoco6 mpuMeHeHHUs JEKapCTBEHHOTO IIpernapara O00O03HAYaeTCss C YKa3aHHeM JI03bI,
4acTOThl, BPEMEHHW TMpHeMa MW €ro JUIMTEIbHOCTH, a JUId JIGKAPCTBEHHBIX  IPEraparos,
B3aMMOJEMCTBYIOIUX C MHILEH, BPEMEHU MX YINOTPEOJIEHUS OTHOCUTEIBHO IPHEMa NUIIM (0 €Ibl, BO
BpEMs €J1bl, TTOCTIE €]IbI).
TAPAHT:

Cornacno npukazy Munszapasa Poccun ot 26 deBpans 2013 r. N 94n nyskt 1.14 He npumensercs ¢ 1
utosist 2013 r. K IPaBOOTHONICHUSIM, CBS3aHHBIM C HAa3HAYCHUEM M BBIMUCHIBAHUEM JIEKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3EIUN

1.14. Tlpy HEOOXOIUMOCTH SKCTPEHHOIO OTIyCKa JICKApCTBEHHOIO Ipemnapara OOJBHOMY B
BEpXHEH 4YacTH pelenTypHOro OJlaHKa MPOCTaBJISAIOTCA oOo3HaueHus 'cito" (cpouno) wimm '"statim"
(HEMeJIEHHO).

TAPAHT:

CornacHo npuka3zy Munszapasa Poccun ot 26 despais 2013 r. N 94u iy 1.15 He nmpumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOIIEHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMHCHIBAHUEM JIEKapCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3JIEITHM

1.15. Tlpu BBINMKUCHIBAHUM peEIENTa KOJIUYECTBO JKUIKUX (apMaleBTUYECKUX CyOCTaHIIMIA
YKa3bIBa€TCSl B MUJUTHIIUTPAX, TpaMMaXx HJIM KaruisiX, a OCTaJbHBIX BEIIECTB - B rpaMMax.
TAPAHT:

CornacHo npuka3zy Munsapasa Poccun ot 26 depans 2013 r. N 94n myskT 1.16 He npumensiercs ¢ 1
utonss 2013 r. K MPaBOOTHOILIEHUSIM, CBSI3aHHBIM C HA3HAYEHHEM U BBIMHCHIBAHUEM JIEKapCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3JIEITHM

1.16. CrneuuanbpHble pELENTHl HAa HAPKOTHMYECKOE CPEACTBO M ICHUXOTPOMHOE BEILIECTBO
JIEMCTBUTENIbHBI B TEYCHUE S5 THEW CO JHS BBIIMCKH; PEIENTHI, BEIMUCAHHBIC HA PELENTYPHBIX OJlaHKax
dbopmbl N 148-1/y-88 - B Teuenne 10 nHE.

PenenTsr Ha JIEKapCTBEHHBIE npenaparsl (3a WCKIIIOUCHHEM MOJIeKAITUX
MPEeIMETHO-KOJIMYECTBEHHOMY yU€eTY), BBIIIUCAHHBIC HA pelenTypHbIX 6mankax dhopmel N 148-1/y-04 (1) n
dopmer N 148-1/y-06 (1), 11t aMOyJIaTOPHOTO JICUCHUS TPAKIAH B paMKax OKa3aHUS TOCYAapCTBEHHOM
COLIMATILHOM MOMOIIH U TPa)<IaH, UMEIOIINX MPABO Ha MOJTyYeHHE JIEKaPCTBEHHBIX MPENapaToB OECIIaTHO
U CO CKUJKOW, JACUCTBUTEIbHBI B T€UEHHE | Mecsla CO JHs BBIMHCKHA, a B CIydae BBIITUCKH TaKUX
pPELENTOB yKa3aHHBIM KaT€TOPUSIM I'pakJaH, JOCTUTIINM [IEHCUOHHOTO BO3pPAcTa, CPOK JIEUCTBUS perenTa
COCTaBJISIET 3 MecsIa CO JTHS BBIMUCKU. [[J1s1 TeUeHHsI 3aTSHKHBIX M XPOHUYECKUX 3a00J1€BaHU TpakiaHaM
MIEHCHOHHOTO BO3pacTa MOTYT BBIIIMCHIBATHCS PELENTHl HA JIEKAPCTBEHHBIE Mpenaparbl Ha KypcC JEUYECHHS
710 3 Mecs1IeB.

Peuentsl Ha Bce OCTalbHBIE JIEKAPCTBEHHBIE NIPENapaThl ICHCTBUTENIbHBI B TEUEHHE 2 MECSILEB CO
JTHST BBITTHCKH.

Penientel Ha pou3BoAHBIE 6APOUTYPOBOIT KUCHOTHI, d(heapuH, nceBao3peIpiH B YHCTOM BUIE U B
CMECH C JAPYTUMU JIEKAPCTBEHHBIMHU CPEICTBAMH, aHA0OJIIMYECKHE CTEPOUJIbI, KIIO3aIMUH, THAHENTHH JIJIs
JedeHus: OOJBHBIX C 3aTSHKHBIMM U XPOHMUYECKUMHU 3a00JIEBaHUSMU MOTYT BBIMHCHIBATHCS Ha KYypC
neyeHuss 1o 1 mecsama. B stux cinydasx Ha penentax goikHa ObiTh Haamuch "Ilo crnenumanibHOMY
Ha3HAUYEHHIO", CKpEIIEHHAas MOANMCHIO Bpaya U MeYaTbio MEAUIMHCKON opranu3aiuu "/{ns peuentos".

T'APAHT:

Cornacno npuka3zy Munszapasa Poccun ot 26 depans 2013 r. N 94u nyskT 1.17 He npumensiercs ¢ 1
ot 2013 r. K MpaBOOTHOILICHUSIM, CBSI3aHHBIM C HA3HAYEHHEM W BBIMMCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToOB U MEAULMHCKUX U3IETUN

1.17. Ilpu BBINHCHIBAHUU XPOHUYECKUM OOJBHBIM pELENTOB HAa TOTOBBIE JIEKAPCTBEHHBIE
Ipernaparbl M JICKAPCTBEHHBIE IIPENaparbl WHIMBUAYAIBHOTO H3TOTOBICHUS BpadyaMm pa3peliaeTcs
YCTaHABJIMBATH CPOK ACHCTBUS PELENTA B IPEAeIax 10 OJHOTO T0/1a, 38 UCKIIFOYEHUEM:

- JICKAPCTBEHHBIX CPEJICTB, MOJIEKAILUX [TPEAMETHO-KOJIMYECTBEHHOMY YUETY;
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- IEKApCTBEHHBIX MIPenapaToB, 00JagaroNuX aHA00TMYECKON aKTHBHOCTHIO;

- JIGKapCTBEHHBIX MpEenapaToB, OTIYCKAEMBIX K3 aNTEYHBIX OpraHU3alMi MO peuentam s
aMOyJIaTOPHOTO JICYCHHS TPakJaH B paMKaxX OKa3aHHWS TOCYAApPCTBEHHOM COIMAIBHOM IOMOIIHM U
rpaXKaaH, UMEIONINX MPABO Ha MOTyYSHHE JIEKAPCTBEHHBIX CPEACTB OSCIUIATHO U CO CKHUJIKOM;

- CIIUPTOCOICPIKAIINX JICKAPCTBEHHBIX MPEnapaToB HHANBUAYAILHOTO U3TOTOBIICHHUS.

[Ipu BEIMUCHIBAHWY TAKHX PEIENTOB Bpau JOJKEH CACNATh MOMETKY "XpoHHUECKOMY OOJIbHOMY",
yKa3aThb CPOK JCUCTBHS pELeNTa W MEePUOJAMYHOCTh OTIYCKa JIGKAPCTBEHHBIX IMPENapaToB U3 anTeYHON
opraHu3aiuu (eKeHeIeIbHO, €XKEMECAYHO U T.II.), 3aBEPUTh ATO YKa3aHUE CBOCH MOJIMUCHIO M JIMYHOMU
MeYaThlo, a TAK)KE MeYaThi0 MEJUIIMHCKOM opranu3anuu "J{insg peuenton".

TAPAHT:

Cornacno npukazy Munszapasa Poccun ot 26 deBpans 2013 r. N 94n nyskt 1.18 He npumensiercs ¢ 1
utosis 2013 r. K IPaBOOTHONICHUSIM, CBS3aHHBIM C HAa3HAYCHUEM M BBIMUCHIBAHUEM JIEKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3IEIUN

1.18. PeuenT, He oTBeHalOUmMi XOTA OBl OAHOMY U3 NEPEUYUCICHHBIX TpPEOOBaHMN WIH
CoJIep>Kallfii HECOBMECTUMBIE JIEKAPCTBEHHBIE CPEJICTBA, CUNTACTCS HEICHCTBUTEIbHBIM.

B ciydae BO3MOXXHOCTM YTOYHEHHUS Y Bpada WIM JPYroro MEAMIMHCKOIO padOTHUKA,
BBIMKCABILIETO pPElENT, HAMMEHOBAaHHUS JIEKAPCTBEHHOI'O TMpernapara, ero J03UPOBKH, COBMECTUMOCTH U
T.I1., pa0OTHHUK alTE€YHON OPraHU3aIMU MOXKET OTITYCTUThH JICKAPCTBEHHBIN MpernapaT marueHTy.

I1. llops10K BHINMUCHIBAHHUS PelleNTOB HA JIeKAPCTBEHHbIE MpenapaThl 1Jis1 aM0yJIaATOPHOTO J1e4eHHs
rpas’JiaH B paMKaX OKa3aHUs rocy1apcTBeHHOH COUMATbHOM MOMOIIM U I'PaKIaH, HUMEIOIIMUX NMPaBO
HA MOoJy4YeHHUe JIEKAPCTBEHHBIX CPeICTB 0eCNJIATHO U CO CKUAKOM

FAPAHT:

CornacHo npuka3zy MunszapaBa Poccun ot 26 depans 2013 r. N 941 nyHkT 2.1 He npumensiercs ¢ 1
utosis 2013 r. K IPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAYCHHUEM U BBINMCHIBAHUEM JIEKAPCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3ICITHH

2.1. CaMocTosTeNbHO Jeyanym BpauoM I BpauoOM-CIELIMATUCTOM
Je4eOHO-TTPODUTAKTUYECKOTO YUPEXKICHHUSI BHIMMCHIBAIOTCS PEIENTH Ha JIEKAPCTBEHHBIE Mperaparhl Js
aMOyJaTOPHOTO JICYCHHUS TPpakJaH B paMKaX OKa3aHHUs TOCYIApCTBEHHOM COIMAIBHOM TOMOIIM U
rpaKJAaH, MMEIOIIMX MpaBO Ha IMOJy4YEHHE JIEKAPCTBEHHBIX CPEACTB OECIIaTHO M CO CKUIKOHM, B
COOTBETCTBHUU CO CTaHAApPTaMH MEIUIIMHCKOM TIOMOIIM, 3a MCKIIOUYEHHWEM CIIy4aeB Ha3HA4YeHHS,
omnpeneNaeHHbIX yHKToM 2.4.1. HacTtosamend MHcTpyKkuu.

T'APAHT:

CormacHo npuka3zy MunszapaBa Poccun ot 26 despans 2013 r. N 941 nyHKT 2.2 He nmpuMeHsieTcs ¢ 1
nrons 2013 r. K MpaBOOTHOLICHUSIM, CBSI3aHHBIM C HA3HAYEHHEM M BBINMCHIBAHUEM JIEKAPCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3EIHM

2.2. TlpaBOo caMOCTOSITEILHO BBIMMCHIBATH PELEINTHI JJIs MOJYYCHHS B anTEYHOW OpraHu3aIluu
JIEKapCTBEHHBIX CPEJCTB IpaxkJaHaM B MOPsIKE, yCTaHOBIEHHOM T1. 2.1. HacTosmelt UHCTpyKIMK, UMEIOT
TaKXKe:

2.2.1. B mpenenax CBOEH KOMIETEHIIMHM BpayH, pabOTalolUMe B MEIUIIMHCKON OpraHH3aIliH IO
COBMECTUTEIBCTBY;

2.2.2. Bpaud CTALIMOHAPHBIX YUYPEKJIEHUNU COLMAIBHON 3aIlUThl U MCHPABUTENIbHBIX YUPEKICHHUMN
HE3aBUCHUMO OT BEJIOMCTBEHHOW MPUHAIIC)KHOCTH;

2.2.3. BpauM BEJIOMCTBEHHBIX IMOJUKIMHUK (enepanrbHoro (cyonekra Poccuiickoil deneparum)
MO TYMHEHUS:

- TpaxJaHaM, UMEKIIUM CTaTyC MO MPOQEeCCHOHATBLHOMY IMPHU3HAKY, pacxoAbl Ha OecIriaTHOe
JIEKapCTBEHHOE 00€CIeueHne KOTOPBIX B COOTBETCTBUHU C 3aKOHOAATENbcTBOM Poccuiickoit deneparun
MOKPBIBAIOTCSA 32 CUET CPENICTB (heaepaabHOro OI0KETa;
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- UHBIM KaTeropusM IpaxJaH, pacxoJbl Ha OECIUIaTHOE JIEKapCTBEHHOE O0ecleyeHnue KOTOPhIX B
COOTBETCTBUH C 3aKOHOJATenbCcTBOM Poccuiickoil denepanny nOKpbIBAIOTCS 32 CUET CPEACTB OIOKETOB
pa3IMYHBIX YpPOBHEH M 0053aTEJIbHOTO MEAMLMHCKOIO CTPaXxOBaHMs IO COIVIACOBAHUIO M B HOPSJKE,
OTIpe/IeNIIEMOM OpraHaMH MCIIOJTHUTEIBHOU BJIacTU cyOnhekTa Poccuiickoit denepanuu, ecinu B O10pKeTax
COOTBETCTBYIOLIMX (peepanbHbIX OPraHOB UCIIOJIHUTENILHON BJIACTH HE BbIIEICHBI (PMHAHCOBBIE CPEICTBA
Ha 3TU LENH;

2.2.4. 4aCTHOIPAKTUKYIOIIHME Bpauu, paboTaroIIMe M0 JOrOBOPY C TEPPUTOPHAIBHBIM OPraHOM
yIpaBJICHUS 3/IPaBOOXPAHEHUEM W/WIM TEPPUTOPUAIBHBIM (OHIOM 003aTEIBHOIO MEAMIUHCKOTO
CTpaxOBaHMsl, U OKa3bIBAIOLIME MEIUIMHCKYI MOMOILb IpaXkJaHaM B paMKax IMPOrpaMMbl OKa3aHMs
roCy/1apCTBEHHOW COLMAIbHON MOMOIIM U IpaKAaHaM, UMEIOLIUM IPaBO Ha MOJyYEHUE JIEKApCTBEHHBIX
npenapaToB OECIIATHO U CO CKUKOH.

TAPAHT:

Cornacno npuka3zy Munszapaa Poccun ot 26 despans 2013 r. N 941 nyHkT 2.3 He npumensiercs ¢ 1
utosis 2013 r. K IPaBOOTHOIICHUSIM, CBS3aHHBIM C HAa3HAYCHUEM M BBIMUCHIBAHUEM JIEKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3EIUNA

2.3. B o0co0bix ciydasx (MPOKMBAaHWE B CEIBCKOH MECTHOCTH, TJI€ HAXOJIUTCS TOJBKO
MEAMIIMHCKAsT OpraHu3alus Win ee 000coOleHHOe Mojpa3felieHne, He MMEIoIee Bpaya) PelenThl Ha
JIEKapCTBEHHBIE MPETapaThl JUisi aMOyJIaTOPHOTO JICYCHHS TPak/laH B paMKax OKa3aHUs TOCYIapCTBEHHOU
COLIMATILHOM MTOMOIIY U FPa)<IaH, UMEIOIIUX MIPaBO Ha MOJyYeHHUE JIEKAaPCTBEHHBIX MpPEnapaToB OeCIIaTHO
U CO CKHJIKOW, MOTYT OBITh BBIMUCAHBI CAMOCTOSATEIHHO BEIYIIUM MPHEM (ENIbIIIepOM HITH aKyIIepKOi
TaKOW MEIUIIMHCKON OpraHu3aliy B COOTBETCTBUH C I1. 2.1. HacTosmed NHcTpykuuu.

[lepeyeHr MEAMIIMHCKUX OpraHU3AIMil M TOPSAIOK JIEKAPCTBEHHOTO OOECTICUECHMS] YKa3aHHBIX
rpaXKAaH OMpPEAENSIOTCS OPraHOM HCIIOJIHUTEIBHOU BiacTu cyobekta Poccuiickoii denepauuu B chepe
3/IpaBOOXPAHEHUS.

TAPAHT:

Cornacno npukazy Munszapaa Poccun ot 26 despasis 2013 r. N 941 nyHkT 2.4 He npumensiercs ¢ 1
uonsa 2013 r. K NpaBOOTHOLIEHUSAM, CBSI3aHHBIM C HA3HAYCHMEM U BBINMCBHIBAHUEM JIEKAPCTBEHHBIX
[IPenapaToB U MEAUIIMHCKUX U3JEIHM

2.4. BpINuCchIBaHUE pELENTOB Ha JIEKAPCTBEHHbIE INpemnapaTsl uid amMOyJaTOPHOTO JIeueHHs
rpaXJaH B paMKaxX OKa3aHUsl TOCYJapCTBEHHOH COIMAIbHOM MOMOIIM M Tpaxk/aH, UMEIOIIUX MpaBo Ha
HOJIy4dEHHUE JIEKAPCTBEHHBIX MPenapaToB OECIIaTHO M CO CKUJIKOM, OCYIIECTBIIAETCS:

2.4.1. BpauaMu-CIIeIIUATUCTAMU

- Ha HapKOTUYECKUE CpeacTBa u IIPOTHUBOOITYXOJIEBBIE IpenapaTsl
(OHKOJIOTMYECKUM/T€MATOJIOTHYECKUM  OOJBbHBIM) - OHKOJIOTOM W/WJIM TIeMaToJOoroM, He(posorom,
pPEBMATOJIOTOM U Jp.;

- Ha UMMYHOMOJIYJIATOPHI - T€MaTOJIOrOM W/WJIK OHKOJIOTOM (IIOCJI€ MPOBEIEHUS JTy4eBOM W/WiH
XUMHOTEpAIuH, Mepecaku KOCTHOrO Mo3ra), UMMyHosorom (6oasabM CITUJL unu 1pyruMu TspKeNbIMU
HapyILIeHUIMU UIMMYHHUTETA), TPAHCILJIAHTOJIOIOM (IIOCiIe IEPECaKU OPraHOB U TKaHEH ), peBMaTOJIOTOM U
WHBIMHU CIIEUAINCTaMU;

- Ha IPOTUBOTYOEPKYJE3HbIE MTpenapaThl - PTU3NATPOM;

- Ha mnpoTruBoguabeTnyeckue (OOJIBHBIM CaxapHbIM JAMAa0ETOM) M MpOYHMEe JIEKapCTBEHHBIE
Ipenaparsl, BIUSIONIME HAa 3HIOKPUHHYIO CHUCTEMY, - SHAOKPHUHOJIOTOM, B IMOPSJAKE, ONpEAEICHHOM B
nyHkTe 2.4. IHCTpYKIMU O MOpsAKe Ha3HAYCHUS JICKapCTBEHHBIX TpernaparoB (npuioxkenne N 12).

[Ipy OTCYTCTBUM YKa3aHHBIX CIEIUAIKMCTOB BBIMMCHIBAHUE JIIOTHBIX PELENTOB B 3THUX CIy4asx
IPOM3BOIUTCS JIeYallliM BpayoM I10 peIIeHUI0 BpauyeOHOW KOMUCCHUU MOIUKINHHUKHY;

2.4.2. nedanyM BpauoM WIM BpPauyoOM-CIEHUATMCTOM TOJBKO IO PELIEHUI0 BpaueOHOM KOMHUCCHH
MEAMIMHCKON OpraHU3aliu:

- Ha TCUXOTpomHble BemecTBa crnrckoB Il u |ll, mHBIE MekapcTBEHHBIE CPEACTBA, MOJJICKAIINE
PEIMETHO-KOJINYECTBEHHOMY YUeTy, aHa0OJIMUECKUE CTEPOHIbI;

- Ha Hapkotuyeckue cpenactBa Crmcka Il OGonmbHBIM, HE CTpagaONIUM OHKOJOTHYECKHM
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(remarosnornyeckum) 3a00JEBaHNEM;

- Ha JIGKAPCTBEHHBIC NpenapaThl, Ha3HAYaeMble JICUAIIMM BpPayoM M BpadaMHU-CHEIHAIHCTAMHU,
OJTHOMY OOJILHOMY B KOJIMYECTBE MSATH HAMMEHOBAHUHN M 00Jiee OJHOMOMEHTHO (B TEYCHUE OJJHHX CYTOK)
WY CBBILIE JECATH HAUMEHOBAHUI B TEUEHUE OJHOTO MECHIIa;

- Ha JIGKapCTBEHHBIC TpenapaThl B CIIydasX HETHIIMYHOTO TEUCHHs OOJE3HH, NMPH HAIWYHU
OCJIOKHEHUH OCHOBHOTO 3a00JieBaHMsI W/WIM COYETAHHBIX 3a00JIeBaHUM, MpPH HA3HAYEHUH OMACHBIX
KOMOWHAIIHIA JICKAPCTBEHHBIX CPEJICTB, a TAK)XKE NPU UHIANBUAYAIbHOW HEMIEPEHOCHMOCTH.

2.5. Y1parun cuiy.

Wndopmarus 06 H3MEHEHHSX:

Cm. mexem nynkma 2.5
TAPAHT:

CornacHo mpukazy Munzapasa Poccun ot 26 depanst 2013 r. N 94 nyHKT 2.6 HEe npuMeHsiercs ¢ 1
oyt 2013 1. K IPaBOOTHOIICHHUSAM, CBS3aHHBIM C Ha3HAYEHHWEM W BBINHCHIBAHUEM JIEKAPCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3IEITUI

2.6. He nomyckaeTcsi BHIIIMCHIBAHUE PELIETITOB HA JIEKAPCTBEHHBIE MPerapaThl A1 aMOyIaTOPHOTO
JICYCHHS TPAXKJIAH B pPaMKax OKa3aHHUsS TOCYJapCTBEHHOW COIMAIILHOW MOMOIIM M TPaKIaH, WUMEIOIINX
IpaBO Ha TMOJYYCHHE JIEKAPCTBEHHBIX IMpermapaToB OeCIUlaTHO W €O  CKHUIKOH, BpayaMu
CaHATOPHO-KYPOPTHBIX YUPEKICHUN, BpadyaMu CTAlMOHAPHBIX YUYPEXKICHWM, B T.4. JHEBHBIX (3a
UCKJTIIOYCHHEM CTAIlMOHAPHBIX YYPEXKICHUN COLMAIbHOW 3allUThl), a TaKKe BpadyaMH MEIUIUHCKHUX
OpraHM3alii B TIEPHOJ HAXOXKJICHUS OONBHBIX HAa CTAIlMOHAPHOM JICUCHWHU B COOTBETCTBUU C
JEHCTBYIOIIUM TOPSIKOM.

YacTHOMPAKTUKYIOIMM BpauaM 3allperiacTcsl BBIIMCHIBATh PELENTHl Ha JIEKAPCTBEHHBIC
npenaparsl Juisi amMOyJIaTOPHOTO JICYEHHUS TpaxkIaH B paMKax OKa3aHUs TOCYJapCTBEHHOW COIMAlIbHOM
MOMOIIM ¥ TpaXJaH, UMCIOMIMX IPABO HA IOJyYCHHE JICKAPCTBEHHBIX IPENaparoB OCCIUIATHO H CO
CKMJIKOM, 32 UCKJIIOUEHUEM CIIYy4YaeB, YKa3aHHbIX B IyHKTe 2.2.4. HacTtosAwend NHcTpykuuu.

TAPAHT:

Cornacno npuka3zy Munszapaa Poccun ot 26 despans 2013 r. N 941 nyHkT 2.7 He npumeHsieTcs ¢ 1
utosis 2013 r. K IPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAYCHHUEM M BBIUCHIBAHUEM JICKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3IEITHNA

2.7. Ha3HaueHue JIeKapCTBEHHBIX IpPEnapaToB JUIsi aMOyJaTOPHOTO JICUEHMs TpaKIaH B pamMKax
OKa3aHUsl TOCYJAPCTBEHHOW COLMAIbHOM MOMOIIM M TpaXJaH, HUMEIOIIMX I[pPaBO Ha IOJyYEHHUE
JIEKapCTBEHHBIX IpenapaTroB OECIJIaTHO W CO CKHUJAKOW, OTpa)kaercs B MEIUIMHCKOM KapTte
amMOynaTOpHOro OOJIBHOTO B MOPSAAKE, MPEeIyCMOTPEHHOM IyHKTOM 1.6. MHCTpyKUMH O HOpsijke
Ha3HAYCHUS JICKAPCTBEHHBIX mpemnaparoB (npwioskenne N 12), nynakramu 1.2. - 1.10. wHacrosmiei
WNHcTpykuuu, ¢ ykazaHueM HOMepa pelenTa U B TaloHe aMOYJIaTOPHOIO MallueHTa, YTBEP)KIEHHOM B
YCTaHOBJIEHHOM HOPSIKE.

[Ipy BBIMHMCHIBAHUU PEIENTOB HA JIGKAPCTBEHHBIE Mpernaparbl Uis amMOyIaTOpPHOTO JIEYEHUS
rpaXkJaH B paMKaxX OKa3aHUs rOCYJapCTBEHHOH COIMalbHOM MOMOIIM U TpaxkJaH, UMEIOIIMX MpaBO Ha
NOJy4eHUE JIEKapCTBEHHBIX IPENnapaTroB OECIJIATHO M CO CKUAKOH, 00s3aTeNbHO YKa3bIBae€TCs HOMEP
TenedoHa, MO0 KOTOpOoMYy paOOTHHK anTeYHOM OpraHu3aldyd MOXKET COIJIacoBaTh C JIeHalllUM BpavyoM
(BpauoM-crienManucToM, BpaueOHONH KOMHUCCHEH MEIUIIMHCKON OpraHu3allii) CUHOHHUMUYECKYIO 3aMEeHY
JIEKapCTBEHHOT'O Tpernapara.

TAPAHT:

Cormacno mpukazy Munszapasa Poccun ot 26 despans 2013 r. N 941 nyHkT 2.8 HEe nmpumensiercs ¢ 1
utossg 2013 r. K IpaBOOTHOIIEHUSIM, CBA3aHHBIM C HA3HAYEHUEM U BBIIUCHIBAHUEM JIEKAPCTBEHHBIX
MpenapaToB U MEIUIIMHCKUX U3/IEITHI

2.8. Penient Ha pernientypHoM Onanke Gopmbl N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeIUCHIBaETCS
BpauoM (¢enbamepoM) B 3 sK3eMIUIIpax, ¢ ABYyMsI SK3EMIUIIpaMH KOTOpOro OoJibHOHM oOpariaercs B
anTeuHyro opraHuzanuio. [locrenHuil sK3eMIuisip pelenrta MOAKICUBAaeTCS B aMOYIaTOPHYIO KapTy
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OOJILHOTO.
CAPAHT:

Cornacno npuka3zy Munszapaa Poccun ot 26 depaiis 2013 r. N 941 nyHkT 2.9 He npumensiercs ¢ 1
utosis 2013 r. K IPaBOOTHOIICHUSIM, CBS3aHHBIM C HAa3HAYCHHUEM M BBIUCHIBAHUEM JIEKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3EIUN

2.9. HapkoTtu4eckue cpecTBa U MCUXoTponHbie BemiectBa Crivcka II myst amOynaTopHOTo JIedeHUs
rpaXJaH B paMKaxX OKa3aHUs TOCYJapCTBEHHOH COIMAIbHOM MOMOIIY M Tpaxk/aH, UMEIOIIUX MPaBo Ha
NOJy4YEeHUE JIEKaPCTBEHHBIX IpernapaToB OECIUIaTHO M CO CKHJKOH, BBIMHMCHIBAIOTCA Ha CIEIHATbHOM
pelenTypHoM OJlaHKe Ha HApKOTHYECKOE CpPEICTBO M IICMXOTPOIHOE BEIIECTBO, K KOTOPOMY
JIOTIOJTHUTEIIFHO BBIMHMCHIBAIOTCS PEIENThl Ha perentypHoM Oxanke ¢popmel N 148-1/y-04 (1) mmm Gpopmbr
N 148-1/y-06 (11).

[lcuxotponubie BemiectBa Crucka [II, wuHBIE JiIeKapCTBEHHBIE CPEJCTBA, IOJUICKAIINE
PEeIMETHO-KOJIMUYECTBEHHOMY Y4eTy, aHa0OJIMYECKUE CTEPOUIbl, IpeIHA3HAYCHHbIE 111 aMOyJIaTOPHOTO
JICYCHUS TPaXKJaH B paMKaxX TOCYJapCTBEHHON COIMAIbHOW MOMOIIM U TPaKJaH, UMEIOIIUX IMpaBO Ha
MOJTyuYeHHUE JIGKAPCTBEHHBIX MPENapaToB OECIIaTHO U CO CKUAKOW, BBIMHCHIBAIOTCA HA PELENTYpHOM
onanke N 148-1/y-88, k KOTOpOMY AONOJHHUTEIHHO BBIMUCHIBAIOTCS PEIENTHI HA PEHENTYpHOM OJaHKe
dopmbl N 148-1/y-04 (1) umu popmer N 148-1/y-06(a).

TAPAHT:

CornacHo npukazy Munszapaa Poccun ot 26 deBpans 2013 r. N 94n nyskt 2.10 He npumensercs ¢ 1
utosis 2013 r. K IPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAYCHUEM U BBHINTMCHIBAHUEM JICKAPCTBEHHBIX
MpernapaToB U MEAUIIMHCKUX U3IEIHIA

2.10. Ins obecriedeHns HAPKOTHYECKUMHU CPEACTBAMH M IICUXOTPOIHBIMH BEUIECTBAMHU OOJIBHBIC
OPUKPEIUISIOTCS K KOHKPETHOM MEIUIIMHCKON M anTeuHOHl opraHu3anusM IO MECTY JKUTEIbCTBA B
MOPsIIKE, OTPEICIIIEMOM OPraHOM HCIOJHHUTEIBHON BiacTu cyobekTra Poccuiickoit @enepanuu B cdepe
3/IpaBOOXPaHEHUSI.

I11. ITopsinoxk odopMiIeHNsI TPEOOBAHUH-HAKJIAAHBIX B AIITEYHYI0O OPraHU3AIMIO HA MOJIy4YeHHe
JICKapPCTBEHHBIX MPeNapaToB IJIsi MeAMIMHCKUX OpPraHu3anui

3.1. Hna oOecnedyeHus Je4eOHO-AMArHOCTUYECKOTO Ipollecca MEAULMHCKUE OpraHHu3aliu
NOJY4aloT JICKapCTBEHHBIC IpenapaTbl M3 aNTeyHOW OpraHM3allid MO0 TpeOOBaHUSAM-HAKIIAIHbBIM,
YTBEPJACHHBIM B YCTAaHOBJIEHHOM IOPSIJIKE.

TpeboBaHMe-HaKIaJHasE HA MOJy4YEeHHE W3 alTeUHBIX OpPraHU3alMid JIEKapCTBEHHBIX IMPENaparoB
JOJKHA UMETh IITaMIl, KPYTiylo Ne4aTh MEIUIUHCKON OpraHu3aliy, MOJIUCh €€ PYKOBOAMUTENS WU €ro
3aMeCTHTENs 10 JIeueOHOo yacTu.

B TpeboBanuu-HakIagHON YKa3bIBa€TCs HOMEp, AaTa COCTaBJICHMS JOKYMEHTa, OTIPaBUTENb U
HoJy4aTenb JIEKApCTBEHHOTO IpenapaTa, HaWMMEHOBAaHUE JIEKAapCTBEHHOro Impenaparta (C yka3aHHEeM
JIO3UPOBKH, (OPMBI BBITYCKa (TaOJIETKH, aMIyjbl, Ma3d, CYNIO3UTOPUHU T.II.), BUJ YIIAKOBKU (KOPOOKH,
¢1akoHBI, TyOBl U T.I.), CIIOCOO MPUMEHEHUs (A7 MHBEKUMH, /Ui HapY)KHOTO NPUMEHEHHs, MpHeMa
BHYTpb, IV1a3HbIE KaILJIM U T.II.), KOJMYECTBO 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOJIUYECTBO U
CTOMMOCTh OTIYIIEHHBIX JIEKAPCTBEHHBIX MTPENapaToB.

HaumeHoBaHMsI TeKapCTBEHHBIX NPENapaToB MUIIYTCS HA JIATUHCKOM SI3bIKE.

TpeboBaHusI-HAKIIaIHbIE Ha JIeKapCTBEHHbIE CpPEJICTBA, MOJJIEKALIUE
PEIMETHO-KOJIMUYECTBEHHOMY Y4YE€Ty, BBINHUCHIBAIOTCS Ha OTAEIbHBIX OJlaHKax TpeOOoBaHUI-HAKIIaIHbBIX
JUISL KaXKJI0M TPyl IPErapaToB.

MenuuuHcKie OpraHu3ali IpPH COCTABJIEHUM 3asBOK Ha HApKOTHYECKHE CpelcTBa H
ncuxoTponHble BemectBa criuckoB [l m |1l 1omxkHBI pyKOBOACTBOBATHCS PACUETHBIMU HOPMATHUBAMH,
YTBEPKJACHHBIMU B YCTAHOBJIEHHOM TOPSIJIKE.

3.2. TpebGoBaHMs-HaKIaJHble CTPYKTYPHOTO IOJApa3feieHUs MEAULUHCKOW OpraHu3aliu
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(kabuHeTa, OTAeNICHUs U T.II.) Ha JIEKapCTBEHHBIE MpernapaThl, HapaBisieMble B allTEYHYIO0 OpraHU3aluIo,
OoQOpPMIISIFOTCSL B TIOPSIAKE, OMPENCICHHOM IyHKTOM 3.1. HacTosmedl WHCTPYKIMH, MOAMHCHIBAIOTCS
PYKOBOAMTENEM COOTBETCTBYIOUIETO IMOApa3feleHus U OQOPMISIOTCS IITAMIOM MEAMIIMHCKOU
OpraHH3aliHU.

[Tpu BeIMKMCHIBAHUY JIE€KAPCTBEHHOTO IMpenapara sk HHAUBUIYaIbHOTO OOJIBHOTO JAOMOJHUTEIBHO
yKa3bIBaeTCs ero (aMuIns 1 UHUIHAIIbI, HOMEpP UCTOPUH OO0JIe3HU.

3.3. Cromaromnoru, 3yOHbIe Bpadll MOT'YT BBIITHUCHIBATh 332 CBOCH MOANUCHIO TPEOOBAHUS -HAKIIAAHbIE
TOJIBKO Ha JIEKapPCTBEHHBIC Iperaparbl, NPUMEHsIeMble B CTOMATOJOTMUECKOM KaOuHere, 0e3 mpaBa
BBIJIAYM UX MALMEHTaM Ha PYKH.

3.4. TpeboBaHusd Ha SJOBUTHIE JIEKAPCTBEHHBIE CPEICTBA, KPOME IMOJIMCH CTOMATOJIOra WU
3yOHOrO Bpaua, JOHKHBI UMETh MOJIUCH PYKOBOJIUTEINS YUpexkAeHUs (OTIEICHUS) WIH €r0 3aMECTUTENS U
KpYTIIYIO IIe4aTh MEJUIIMHCKON OpraHu3aluy.

3.5. TpeOoBaHus-HAKJIaJHble HA OTIYCK YAaCTHONPAKTHKYIOIIMM BpadyaM JIEKapCTBEHHBIX
npenaparoB (3a MCKIIOYEHHUEM HApKOTHYECKUX CPEACTB M MCUXOTPOIHbIX BemectB cruckos Il u Il a
TaK)Ke JICKaPCTBEHHBIX MPENnaparoB, COJAEPKAIIMX 3TH CPEJICTBA U BEIIECTBA) OPOPMIISIOTCS B MOPAJIKE,
ompeneneHHoM 1. 3.1. - 3.4. HacTosmeld MHCTpyKIMM Ha OCHOBAaHUM JOTOBOpA KYIIIH-TIPOJAKUA MEXKITY
YaCTHOMNPAKTUKYIOLIMM BpauOM M alTEYHOM OpraHU3alMel U JIMLEH3UU Ha MEIULUHCKYIO JIeATEeIbHOCTD,
BbIIaHHOM B YCTaHOBJIEHHOM IOPSIJIKE.

3.6. B anTeuHbIX oOpraHuzanusx —TpeOOBaHUSA-HAKIAIHBIE  JIe4eOHO-MPOPUIAKTUUECKUX
YUPEXKJIEHUN HA OTIYCK HAPKOTUYECKHUX CPEACTB U NCUXOTponHbIX BemecT crnuckos Il u |1l xpansresa B
teueHue 10 neT, Ha OTIYCK MHBIX JEKAPCTBEHHBIX CPEICTB, MOMJIEKAIIUX MPEIMETHO-KOIUYECTBEHHOMY
yuyeTy - B TEUEHUE 3 JIeT, OCTAJbHBIX TPy JEKAPCTBEHHBIX IPENapaToB - B TEUEHUE OIHOIO
KaJICHJApHOTO rojia.

3.7. TpeOGoBaHUsA-HAKIAAHBIE MEIUIMHCKUX OpPraHM3alWi JOJDKHBI XPAHUTHCS B aNTEUYHOU
OpraHMU3aIlH B YCIOBHUAX, 00ECIIEYUBAIOLINX COXPAHHOCTh, B COPOILIIOPOBAHHOM M ONEYaTaHHOM BHJIE U
oopMIIATECS B TOMA C YKa3aHUEM MECSIIa U roJia.

3.8. ¥YTparun cuny ¢ 1 mapta 2022 r. - [Ipuka3z Munzapasa Poccun ot 24 Hos6ps 2021 r. N 1094H

Undopmarist 06 n3MEHEHUX:

CMm. npedvloyuyro pedaKyuio

IV. KoHTpoJib 32 BHINUCHIBAHUEM PELENTOB M TPeOOBAHMII-HAKJIAIHBIX HA JIeKAPCTBEHHbIE
npenaparsl

4.1. Yrparun cuny ¢ 1 urons 2013 r.
Wndhopmarust 06 n3MEHEHUSX:
Cm. mexcm nynkma 4.1
4.2. Yrpatun cuny ¢ 1 mrons 2013 r.
Wndopmarys 06 M3MEeHEHHSAX:
Cm. mexcm nynkma 4.2
4.3. Yrparun cuny ¢ 1 urons 2013 r.
Wudopmanust 06 U3MEHEHUIX:
Cm. mexem nynkma 4.3
4.4. Yrparun cuiy ¢ 1 urons 2013 r.

Wndopmarys 06 M3MEHEHHSAX:

Cm. mexcm nynkma 4.4

CortacoBaso
PykoBomuTens (3aMeCcTUTENb PYKOBOAUTETIS) O.H. Xapuukun
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OCKH Poccun
12 despans 2007 .

Wndopmarius 06 M3MEHEHUSX:

Ipuxazom Munszopascoypassumus Poccuu om 20 sneaps 2011 e. N 13n 6 nHacmosiwee npunodxcerue
8HeCeHbl USMEHeHUs

Cm. mekcm npunoxcenus 8 npeovloyujel peoakyuu

IIpuioxenne N 1
K MHCTpyKIIMY 0 MOpsiiKe BHINUCHIBAHUSA
JIEKapPCTBEHHBIX NpenapaToB u oopMJIeHUs!
peuenToB U TPeOOBAHUM-HAKJIATHBIX,

YTB. Iprka3oM MHUHHCTEPCTBA 31paBO0XPaHeHHSA

U COUUAIBbHOTO pa3Butus PO
ot 12 ¢eBpans 2007 r. N 110

HpeHeJILHO AOMYCTUMO€ KOJIUYECCTBO JIEKAPCTBCHHBIX CPEACTB /IJIfl BBINIMCBIBAHUA HA OJJMH peHenT

C u3MeHeHHSIMH U JTONOJHEHUSAMH OT:

25 centsiops 2009 T.

N /o

HamvMeHOBaHME JIEKAPCTBEHHOTO
cpencTea

dopmMma BHIIyCKa U
OO3MPOBKA

KommuecTrO

BynpeHopbuH

TabjeTku Ouasa
CyOJIMHTBAJIbLHOT'O
npuema 200 MKT u
400 MkT

50 Taba.

BynpeHopbonH

PacTeOop 1na
UHBEKLUUM, aMIIyJIb

300 mxr/Ma1 1 M

300 MxT/MJI 2 MII

30 ammoya

15 amny

BynpeHopduH

TpaHcoepMasbHa A
TepalneBTHUYeCcKasa
cucreMma
35 Mkr/u

52,5 MKI/u4

70 MKT/4

20 nnacr.

8 mactT.

5 njacr.

04.06.20233
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90 mMr

120 MT

30 TabJ.

20 Taba.

Iunmuuosyiop (OMpuTpaMum)

PacrBOp Oi4a
UHBEKLUUM, aMIIyJIbl
0,75% mo 2 MJ

50 awmmoyJ

MopdrHa I'MOPOXJIOPUI

PacrBOp Oi4a
MHBEKLMM, aMIIyJIb
10 M B 1 M

20 ammoyJ

OMHOTIIOH

PacTBOop nonusa
MHBEKLNM,
amMnyJel 1% m 2% 1o
1 M

10 ammnyJ

[Ilpomenon (TpMMeNnepMOMHA
TUIOPOXJIOPUIO)

TabmneTkn 10Jsd
npreMa BHYTPb 25
MT

50 TabJ.

[Ilpomenon (TpMMeNnepMOMHA
TUIOPOXIJIOPUI)

PacrBOp nOiusa
MHBEKLN,

amMnyJiel 1 m 2% 10
1 M

mnpuil—ToouKn 1 u
2% o 1 M

10 amnys

10 mnpwuil—ToOUKOB

10.

Mopdmua cynvdat (MCT
KOHTMHYC WM OPpyIMe aHaJIOTU
IPOOOJIXUTEJIbBHOCTEIO HOEeMCTBUSA

He MeHee 12 uyacosn)

TabjyieTku u
KaricyJisl
IIPOOJIEHHOTO
OeVICTBUSA IOJId
npueMa BHYTPb
10 MU
30 MT
60 Mr
100 MmT

200 wMr

160 Tab.

60 TabJ.

20 TabJ.

20 TabJ.

20 TabJ.

11.

[IpocmnmoJt

TabjeTky OJjs
OyKKaJIbHOT'O
npuema 10 Mr m 20
MT

50 Tabs.

12.

[lpocunort

PacTBOp nOi4a
UHBEKLUMUM, aMIIyJIB
10 Mmr B8 1 Ma

50 amnym

13.

04.06.20233
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TepaneBTUUYEeCKaa
cucTema
12,5 mxr/uac 32 miactT
25 Mkr/uac 16 mmact.
50 Mkr/uac 8 macT.
75 Mkr/uac 5 nmacr.
100 mMxr/ugac 4 nnact.
14. Komemn (xomemHa odocdaT) [Topomok 0,2 T
15. KoMOUHMPOBaHHEIE TabneTkwu, He Oojee 0,2 1%
JIeKapCTBEHHEIE I[IPEernapaTtl, KarcyJel, PaCTBOPH
comepxaluye KOoOeuH (KoIeuHa M T.IO.
docohar)
l6. STUIMOPOMHA I'MIOPOXJIOPUL [Topomoxk 0,2 p**
(ODMoHMH)
17. AMpenpaMoH (benpaHOH) TabJyeTkM, IOpaxe 50 TabJ.
25 MT
18. XanpUMOH (TprasojiaM) TabmeTrkm 250 MKTD 30 Tab.
19. HaTtpusa oxcumbOyTupaT PacTtBOp IJi4 2 brnaxoHa
npreMa BHYTPb
66,7%,
CUPOIN IJIs TIpueMa
BHYTPb 5%
20. SbenpmHa I'MIPOXJIOPUO U [Topowmox 0,6 1
opyrme coyu sdenpuHa
21. Teobenpuu, Teodbenmpuu-H, TabjeTku 30 TabJ.
Heo-Teodenpmn
22. ComyTan PacTtBop 50 M 1 dnaxon
23. CriazsMoBepanImy, TabyieTkn 50 Tabi.
CnasMmoeepanrmH—-Heo
24. Ipyrmue KOMOMHMPOBAHHEE TabneTky, IIOPOUKU 1 ynakoBka
JIeKapCTBEHHEIE [IPEernapaTtl, n T.O.
conmepxauue sbenpuHa
TUOPOXJIOPUI U IIonJiexalye
IpeIMeTHO-KOJIMUEeCTBEHHOMY
yuery
25. KoMOMHMPOBAHHEIE KamncyJsiel, NOOPOWKY, 1 ynaxkoBka
JIeKapCTBEHHEE [IPernaparTtl, cuporn, TabieTku,
comepxamme ncepnosbenprHa XUOKOCTL IOJIS
TUOPOXJIOPUI M M[NOOJIeXauye npreMa BHYTPb U
04.06.20233 Cucrema 'APAHT
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IpeaMeTHO-KOJINUEeCTBEHHOMY T.I.
yuery
26. Knodesnmu Tabjgerxu 0,075 1 ymakoBKa

mr, 0,15 mr

27. [MaxukapnmHa I'UIPOMOINI [Topomok 1,2 r
28. AHaboNMYEeCKME T'OPMOHEL: TabJjeTKM, PacTBOpP 1 ynakoBka
MeTaHIPOCTEHOJIOH, IJI1 MHBEKLUUM U
OxcaHOpoJioH PeTaboswmi, T.IO.

Haugposion, denobonwui,
Cuna®osiMH M OpyTrue

29. KoMOMHMPOBAaHHEE KancyJer, 1 ynaxkoBka
JIEKAPCTBEHHEIE IIpelapaTsl, TabJyieTKM, CUPOIl,
comepxamye GEHMIINPONAHOJIAMUH | KalJieTEl U T.I.
U ronyiexalme
INIPpeIMETHO ~KOJIMYECTBEHHOMY

yaeTy
30. deHoOBapbOUTaJ Tabmerxmu 50 wmr, 10-12 TabjeTok
100 mr
31. Benzobapburan (BenszoHas, Tabnerxku 50 wmr, 1 ynakoBka
Benzsobammir) 100 M
32. MpuMmmpoHn (I'excaMuIuH, Tabnerku 125 wmr, 1 ynakoBka
MuCcoJiMH) 250 wmr
33. ByTopbanon (Cramos, Mopamodi) PacTBOp IJida 10 amnym
MHBE KLU

2 Mr/Mun 1 Mx

* Ilpu BBINMKUCHIBAHUM M OTIYCKE JIEKAPCTBEHHOTO Mpernapara MpOoU3BOJUTCS NEpecyeT Ha YUCTOe
BEILIECTBO.

** B rya3HbIX KalisX ¥ Ma3sx AUOHUH MOJKET BBIMHCHIBATHCS B KOJMYECTBAX 0 1 I' IpHU HATMYUU
yKazaHusd Bpada Ha penenrte "[lo crnenmanbHOMY Ha3HAuEHUIO", 3aBEPEHHOrO IMOANUCBIO U JIMYHON
NeYaThio Bpaya, eyaTbio MEIULIMHCKON oprann3anuu "/{ns penentos".

IMpumeuanmue:

[Ipy BBINUCBIBAHUM HAPKOTUYECKUX JIEKAPCTBEHHBIX IPENapaTroB, HE MPEILyCMOTPEHHBIX
HACTOSALIUM ITPHIOKEHHUEM, UX MPENEIBHO JTOIYCTUMOE KOJIMYECTBO JJISl BHIITUCBIBAHMS B OJHOM PELENTE
MOJKET B IIATh pa3 MPEBBILIATH PA30BYIO 103y, YKa3aHHYIO B HHCTPYKLIUHU [0 MEAULIMHCKOMY IPUMEHEHUIO
BBIMKICHIBAEMOT0 JIEKAPCTBEHHOTO IIpernapara.

Wudopmanust 06 U3MEHEHUIX:
Ipuxazom Munzopascoypazeumusi Poccuu om 20 aumeaps 2011 2. N 13n 6 nacmosuee npunosicerue
6HeCeHbl USMEHeHUs

Cm. mekcm npunodxcenus 8 npeovioyujei peoaxkyuu
IIpuioxenue N 2
Kk MHCTpyKIIMY 0 MOPsiAKe BBINTUCHIBAHUS
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JIEKAPCTBEHHBIX NMpenaparoB U 0popmJIeHH s
peuenToB U TPeOOBAHNM-HAKJIATHBIX,
YTB. IIpukazoM MHHHMCTEPCTBA 3IPABOOXPAHEHUSA
U COHAJIBHOIO passutus PO

ot 12 ¢eBpans 2007 r. N 110

C u3MeHeHHMSIMH U IOMIOJTHEHUSIMH OT:

20 suBaps 2011 r.

Baneiilue penentypHbie COKpalleHHUs

CokpalieHue [lostHOe HanmcaHue [lepeBon
aa ana 10, IIOPOBHY
ac.acid. acidum KMUCJIOTa
amp. ampulla aMmIyJa
aqg. agua BOIAa

ag. destill.

aqua destillata

IVMCTWIIJIMPOBAHHAA BOIOa

but.

butyrum

MacJio (TBepnoe)

comp., CPps

compositus (a, um)

CJIOXHBIN

D. Da (Detur, Dentur) Beimam (mycTb BHIAHO,
nycTh OyIOeT BBEIOAHO)

D.S Da, Signa Detur, Buimar, oBosHAauUb
Signetur I[IycTs OymeT BEIOAHO,

oD0O3HAUEHO
D.t.d Da (Dentur) tales doses Beimam (IlycTes OyOyT
BBHIIAHHBI) TakKue JO3H
Dil. dilutus pa3BeneHHBIM

div.in p.aeq.

divide in partes

pasmeny Ha paBHBE YacTU

aequales
extr. extractum OKCTPAaKT, BEHETAXKA
f. fiat (fiant) [IycTe obOpasyeTcs
(obpaszywoTrcsa)
gtt. qutta, guttae Kamnmnudg, Kalam
inf. infusum HacTOM
in amp. in ampullis B aMmIyJjax

04.06.20233
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in tabl. in tab(u)lettis B Tabnerkax
lin. linimentum XMUIOKAS Masb
lig. liquor XMOKOCTDb
m. pil. massa pilularum OMJI0JIbHasA Macca
M. Misce, Misceatur Cveman (IlycTe Oymer
CMEIIaHOo)
N. numero UMICJIOM
ol. oleum MacJjio (xmmokoe)
past. pasta rnacra
Ppl. pilula IMJTIOJIA
p.aeq. partes aequales PaBHEHE YacTu
ppt., praec. praecipitatus OcaxIeHHbB
pulv. pulvis [Topowox
g.s quantum satis CxoJibko norpebyercsd,
CKOJIBKO Hamo
r., rad. radix KOPEeHb
Rp. Recipe Bo3bMu
Rep. Repete, Repetatur lorTopu (IlIycTh OyneT
IIOBTOPEHO)
rhiz. rhizoma KOpHeBMIe
S. Signa, Signetur ObosHaub (IlycTs Oynmet
oBO03HAUEHO)
sem. semen ceMs
simpl. simplex IpOCTOM
sir. sirupus CHUPOI
sol. solutio pacTBop
supp . suppositorium cBeua
tabl. tab (u) letta TabjgeTrka
t-ra, tinct. tinctura HaCTOMKAa
ung. ungquentum Masb
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vitr. vitrum CKJISHKAa |

Ipunoxenune N 3

Kk MHCTpyKIIMY 0 MOPsiiKe BHINMUCHIBAHUS
JIEKAPCTBEHHBIX NpenaparoB U 0oGpopmJieHHsI
peuenToB U TPeOOBAHUI-HAKJIATHBIX,

YTB. IIpukazoM MHHHMCTEPCTBA 3IPABOOXPAHEHUSA
U COHAJIBHOrO passutus PO

ot 12 ¢eBpans 2007 r. N 110

[TynkT 3.8, yTBEpAUBILINIA HACTOSAIEE MPUIOKEHHUE, TPU3HAH YTpaTUBIINM cuily ¢ 1 mapta 2022 r.
- [Ipuka3 Munzapasa Poccun ot 24 Hos6ps 2021 r. N 1094H

Wndopmarius 06 H3MEHEHUSX:

Cm. npeovloywyro peoakyuio

Ipuioxenune N 4

K MHCTpyKIIMK 0 MOpsiiKe BHINMHCHIBAHUSA
JICKapPCTBEHHBIX NPenapaToB U 0opMJICHUS
penenToB U TpeOOBaAHNI-HAKJIATHBIX,

YTB. IprKkazoM MHUHHCTEPCTBA 31PaBOOXPAHCHHA
U COLMATBHOIO passutus PO

ot 12 deBpass 2007 r. N 110

[Tynkr 3.8, yrBepauBIINN HACTOSALIEE TPUIIOKEHUE, IPU3HAH yTpaTUBIIUM cuily ¢ 1 mapra 2022 r.
- [Ipuka3 Munzapasa Poccun ot 24 Hos16ps 2021 r. N 1094H

Wndopmarys 06 n3MEHEHHSAX:

Cm. npeodvloywyro peoakyuro
TAPAHT:

Wndopmarys 06 H3MEeHEHHSAX:

Ilpukazom Munzopascoypazeumusi Poccuu om 20 smeaps 2011 . N 13n 6 nacmoswee npuniodxceHue
BHeCeHbl USMEHEHUs.

Cm. mexcm npunodxcenus 8 npeovioyujel peoaxKyuu
IIpunaoxenne N 14
K Iprka’y MUHHCTEPCTBA 3IPABOOXPAHEHH S
U COLHAJIBHOIO passutus PO
ot 12 ¢eBpans 2007 r. N 110

Nucrpykuus
0 NOops/AKe HA3HAYECHUS M BbINMCHIBAHUSA M31EJIMH MEUIIMHCKOI0 HA3HAYCHUS U
CIeNNATN3NPOBAHHBIX POAYKTOB J1e4e0HOI0 MUTAHUSA A5 leTeli-HHBAJIN/10B

C u3MeHeHHSIMH H JAOIMOJITHECHUSAMMU OT:

20 saBaps 2011 T.
T'APAHT:

Cormacno mpukazy MunzapaBa Poccun ot 26 despans 2013 r. N 941 Hacrosimiee MPHIOKEHUE HE
npumensiercst ¢ 1 urona 2013 r. K TpaBOOTHOIIEHUAM, CBA3aHHBIM C HAa3HAYEHUEM M BBINMCHIBAHUEM
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JIEKapCTBEHHBIX MPENapaToB U MEIUIIMHCKUX HU3/IEIHM

1. M3nenus METUIIMHCKOTO HAa3HAYEHUS U CIICHUATU3UPOBAHHBIC IMPOAYKTHI JICUEOHOTO MUTAHUS
JUISL  JIeTe-MHBAJMIOB HA3HAYAIOTCS U BBINHMCHIBAIOTCS B paMKax MPEJOCTaBICHUSA OTAEIbHBIM
KaTErOpHUsIM IpaXk1aH TOCYAapCTBEHHON COLMAIBHOM MOMOIIM B BHJIE HA0Opa COLUATBHBIX YCIIYT.

2. V3nenusa MeIMUIMHCKOTO Ha3HAYEHUS! HA3HAYAIOTCS U BBINKUCHIBAIOTCS BpauaMu ((enpaiiepamu)
MEAMIMHCKUX OpraHU3alii, OKa3bIBAIOLINX IEPBUUHYIO MEINKO-CAHUTAPHYIO [IOMOILIb.

Creunanu3upoBaHHble MPOAYKTHl JIeYeOHOTO MHUTAHUA Ui JeTeH-UHBAJIUAOB Ha3HAYAIOTCS
BpauaMy MEIULHMHCKUX OpPraHu3alii, OKa3bIBAIOIIUX MEIUMKO-TEHETUYECKYIO [TOMOLIb, U BBIIUCHIBAIOTCS
BpauaMyd  MEIUIMHCKUX  OpraHu3alui, OKa3blBAIOIIMX  MEAMKO-TEHETHYECKYI0 IOMOUIb, MU
BpauyaMu-CIelMaIucTaMu (B cllydae MX OTCYTCTBMS JI€YallUM BpauoM) MEIULMHCKUX OpraHu3alui,
OKa3bIBAIOUINX MEPBUYHYIO MEINKO-CAHUTAPHYIO TTOMOIIIb.

3. Peuentsl BBINUCHIBAIOTCS HA W3JEIMS MEAMLMHCKOIO Ha3HAYEHUS U CHEUUAIU3UPOBAHHBIC
MPOIYKTHI JICYEOHOTO MUTAHUS Ui JIeTei-MHBATUIOB, BKIIOUEHHbIE B MEPEYHHU U3ACNTUN MEIUIUHCKOTO
Ha3HAYeHUs] U CHELHUAJU3UPOBAHHBIX IPOJAYKTOB JIEUEOHOIO NMUTAHUS Ul JETeH-WHBAIUIOB,
YTBEpKAaeMbI€ B YCTAHOBJIEHHOM IOPSIIKE.

4. PeuenTsl BHINMUCBIBAIOTCS HA peUENTypHBIX OmaHkax (Gopmber N 148-1/y-04 (i) m N 148-1/y-06
(J1) B COOTBETCTBUU C TpeOOBaHUSAMH, MpeaycMoTpeHHbIMH pazaenamu [ u |l MHcTpykuuu o mopsiake
BBINMCBIBAHUS JICKAPCTBEHHBIX MpPEraparoB ¥ O(GOpPMIICHHS pEIeNnToB M TpeOOBaHMI-HAKIATHBIX
(mpunoxenne N 13).

5. Ilpu BBINMCHIBAHMHM XPOHUYECKUM OOJIBHBIM PELENTOB HA CHEIHATH3HPOBAHHBIC MPOIYKTHI
Je4eOHOro MUTAHUS IS eTei-MHBAMOB BpauaM pa3peliaeTcs yCTaHaBIMBATh CPOK ACHCTBUS pelernTa
B IIpeJieNnax A0 OJIHOTO roja.

[Tpu BBIMKMCHIBAHUU TAKUX PEIENITOB Bpad JAOJDKEH clielaTh MOMETKY "XpoHuyeckoMy OoibHOMY",
yKa3aTh CPOK AECUCTBUSI peLenTa U NEpUOANYHOCTh OTIYCKA CIIEHUAIN3UPOBAHHBIX IIPOIYKTOB JIEYEOHOTO
NUTaHUS Ui IeTeH-UHBAIMOB U3 allT€YHOTO YUpexAeHUs (OpraHusanuin) (€KeHeIeNbHO, eXKEeMECSIUYHO U
T.I.), 3aBEPUTh ATO yKa3aHHE CBOEH MOMIMUCHIO U JIMYHOW IE€UYaThIO, a TAKXKE MEYaThbl0 MEAUIIMHCKON
opranuzanuu "J{ng peuenTton".

Wndopmarys 06 H3MEeHEHHSAX:

Ipukazom Munszopascoypassumus Poccuu om 20 sneaps 2011 e. N 13n 6 nacmoswee npunoxcenue
8HeCeHbl U3MEeHeHUs

Cm. mexecm npunosiceHus  npeovloywel peoaKyuu
IIpuaoxenne N 15
K IIprKazy MUHHCTEPCTBA 31PaBOOXPAHECHHUS
U COUHMATBHOIO passutus P@
ot 12 deBpags 2007 r. N 110

HNucrpykuus
0 NMOpsiIKe XPAHEHHs pelenTyPHBIX 0JIAHKOB

C u3MeHeHHSIMH H JAOIMOJITHCHUSAMMU OT:

25 cents0ps 2009 r., 20 staBapst 2011 T.
TAPAHT:

CornacHo mpukazy MunszapaBa Poccum ot 26 deBpans 2013 r. N 94H Hacrosiee MPUIOKEHHE HE
npumensercs ¢ 1 utons 2013 r. kK TPaBOOTHOIICHHUSIM, CBI3aHHBIM C XpaHEHHUEM PEIENTYPHBIX OJIAHKOB
Ha JIEeKapCTBEHHBIE MPenapaThl 1 MEAULIMHCKUE U3/

1. MeaunuHckue OpraHU3alMy  IOJIy4YaloT HEOOXOAWMBIE pEIEeNnTypHble OJaHKH dYepe3
TEPPUTOPUATIBHBIE OPraHbl YIPaBICHUS 3APaBOOXPAHEHUEM WM OpPraHu3alliy, YIOJIHOMOYEHHbIE Ha 3TO
OopraHaMy HCIIOJTHUTENIbHON BIIacTH cyOnekToB Poccuiickoit deneparumn.

04.06.20233 Cuctema TAPAHT 35/36


http://ivo.garant.ru/document/redirect/12183940/1015
http://ivo.garant.ru/document/redirect/5636417/15000
http://ivo.garant.ru/document/redirect/70405902/3

[Tpuka3z MunucTepcTBa 31paBOOXpaHEeHUs U collanbHOro passutist PO or 12 ¢espans 2007 r. N 110 "O...

3amac peuenTypHbIX OJAHKOB B MEIMLMHCKUX OpraHM3alMsIX He JOJDKeH MpeBbIIIaTh
II0JIyTOJIOBOM, a CIIEHUalbHBIX PELENTYPHBIX OJAHKOB Ha HApPKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE
BenlecTBa Crincka Il - MecauHOM MOTpeOHOCTH.

YacTHONPAKTUKYIOIME Bpaud CaMOCTOSTENIbHO 3aKa3bIBAlOT OJIAHKHM PELENTOB (32 UCKIIOUEHUEM
CHEIHMANIbHBIX PEUENnTypHbIX OJaHKOB Ha HApPKOTHYECKOE CPEICTBO U IICHUXOTPOIHOE BEIIECTBO) C
yKa3zaHHEeM THIOTpa@CKUM crnocoOOM B BEpXHEM JIEBOM YIJy ajpeca Bpaya, HOMEpa, JaThl M CPOKa
NEHCTBUS JUIEH3WM, HAaMMEHOBAHMS oOpraHa TOCYJapCTBEHHOW BJIACTH, BBIJABIIETO JOKYMEHT,
NOATBEPKIAIOLINI HATMUNE JIULIEH3HUH.

2. B kaxngoi MEOUIIMHCKOW OpraHu3aliil IPUKa30M pPYKOBOJIWTENS Ha3HAuyaeTcs JIUIO,
OTBETCTBEHHOE 3a MOJyYeHHE, XPAaHEHHUE, YUET U BbIJJaUy BCEX BHJIOB PEIEITYPHBIX OJIAHKOB.

3. PenentypHble OJaHKM JOJDKHBI XPAHUTHCS OTBETCTBEHHBIM JIMLIOM IO 3aMKOM B
MeTaJTMdeckoM mkady (ceiide) wim METaluTMYeCKOM SIUKe, a CleUaIbHbIe PEIENTYPHBIE OJIAHKH Ha
HapKOTUYECKOE CPEICTBO M MICUXOTPOITHOE BEIIECTBO - B celde.

YacTHONPAKTUKYIOIIUNA Bpay JOJKEH XPaHUTh peUenTypHble OJaHKWM T1OJ 3aMKOM B
MeTaummueckoM mkady (cerde) umum smuke.

4. VYdyer peuentypHblXx OJaHKOB IO BHJIAM BEIETCS B IKypHajax, IPOHYMEPOBAHHBIX,
MPOIIHYPOBAHHBIX U CKPEIJICHHBIX MOAMKUCHIO PYKOBOJUTENS U MEYAaThI0 MEIUIIMHCKON OpraHU3aluu 1o
yctaHoBiieHHbIM (popmam (ripusioxenust N 10 u N 11).

5. IlocTostHHO nIEHCTBYIOIIAasi KOMUCCHUS, CO3/jaBaeMasi B MEAMIIMHCKOW OpraHU3aliu, MpOBEpseT
COCTOSIHUE XpaHECHHs, y4eTa, (PaKkTHUECKOe HAJMYUE M PACXOJ] CIECHUATBHBIX PEIeNTypHBIX OJaHKOB Ha
HApKOTUYECKOE CPEACTBO M MICUXOTPOIHOE BEIIECTBO OJUH Pa3 B MECSIl U APYTUX PELENTYPHbIX OJaHKOB
- O/IUH pa3 B KBapTall.

B ciyyae HecoBmazeHHs] KHUKHOTO OCTaTKa PEUENTYPHBIX ONAHKOB C (PaKTUYECKUM HAIUYUEM
JUI0, OTBETCTBEHHOE 3a IIOJY4YEHHME, XpaHEHHE, Y4YeT U BblJauy peLEenTypHbIX OJIaHKOB, HECET
OTBETCTBEHHOCTb, IPEAYCMOTPEHHYIO 3aKOHOAATeNsCTBOM Poccuiickoit denepanuu.

6. Opransl yrpaBieHUS 3JpaBooxXpaHeHHEeM CcyObekToB Poccuiickoit denepanuu 1pu
o0cieI0BaHUM MEIUIIMHCKUX OpraHU3aI[iil KOHTPOJIUPYIOT UCIIOJIb30BaHUE M 00ECIIEYeHHE COXPAHHOCTH
peuenTypHbIX OJaHKOB.

7. PeuentypHble OJaHKM B KOJIMYECTBE 2-HENENbHOM NOTPEOHOCTH BBIJAIOTCS MEIUIMHCKUM
pabOTHUKAaM, MMEIOLUM IPAaBO BHIMUCBHIBAHMS PELENTOB, IO PACIOPSLKEHUIO TJIaBHOTO Bpaya WM €ro
3aMECTHUTES.

8. JlewameMy Bpauy paspeliaercsi BblIaBaTh €IUHOBPEMEHHO HE 0ojiee NecATH CHelHallbHbIX
peLenTypHbIX 0JIAaHKOB Ha HAPKOTHUYECKOE CPECTBO M MICUXOTPOIHOE BELIECTBO YCTAHOBJIEHHOTO 00pasia
JUTS] BBITTUCBIBAaHUSI HAPKOTHYECKUX CPEJICTB U MCUXOTPONHBIX BemecTB Crincka [1.

9. IlomyueHHbIe peienTypHbIE OJaHKKH MEAUIIMHCKHE PAOOTHUKY JODKHBI XPAHUTh B TOMEILIEHUSX,
o0ecneynBaroIUX UX COXPAaHHOCTb.

CornacoBaHo
PykoBoauTens (3aMecTUTENb PyKOBOAUTEIS) O.H.
®CKH Poccun XapuuKkuH

12 dpespans 2007 r.
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