ITocranosnenwne IlpaButensctBa PO ot 26 sHBaps 2010 r. N 29 "OO0 yTBepKISHUH TEXHUIECKOTO PETIIaMEHTa O. ..
Penmakmusg ¢ msmenenusmu ot 12.10.2010

MoctaHoBneHue MpaButenbctea PO ot 26 anBapsa 2010 r. N 29 "06 yTBepXKAEHUN TEXHUYECKOTO
pernameHTa o TpeboBaHUAX 6€30MacHOCTU KPOBU, ee MPOAYKTOB, KPOBE3aMELLLAOLLMX PAaCTBOPOB U
TEXHUYECKUX CPeACTB, UCNOJIb3yeMbIX B TPAaHCHY3NOHHO-UHPY3MOHHOM Tepanun'
Pepakumsa c usmeHeHnamu ot 12.10.2010

C u3MeHeHHMSIMH U IOMIOJTHEHUSIMH OT:

12 oxTs16pst 2010 .

B cootrBerctBUM ¢ DenepanbHbiv 3akoHOM 'O TeXHHYECKOM peryauposanun" I[lpaButenbcTBo
Poccuiickoit @eaepariuy MocTaHOBIISIET:

1. YTBepaAuTh mpUiIaraeMblii TEXHUUYECKUI perjaMeHT o TpeOOBaHUSAX O€30MacHOCTH KPOBH, €€
IPOAYKTOB,  KPOBE3aMEILAIOIMX  pPacTBOPOB M  TEXHUYECKUX  CPEICTB, MCIOIB3YEMBIX B
TpaHCc(y3UOHHO-UH(Y3UOHHOM Tepanuu (Janee - TEeXHUYSCKUN PErJIaMeHT).

TexHuueckuii perJaMeHT BCTYHAeT B CHIIy IO HCTEYCHHH 6 MecsIeB cO JHS O(QHINaIbHOTO
onyOJIMKOBAaHUS HACTOSIILEr0 IMOCTAHOBIIEHUS, 3a MCKIIOYEHHEM pazjenoB 12 - 15 mpunoxenus N 1 k
TEXHUUYECKOMY DPErJIaMEHTY B YacTH paHee 3aroTOBJIEHHBIX KOMIIOHEHTOB KpPOBH, KOTOpBIE BCTYHNAlOT B
cuty 1o ucredyeHuu 30 MecsLeB cO IHs BCTYIUICHUS B CUIIy TEXHHUUYECKOTO pErjlaMeHTa.

2. MuHHCTEpPCTBY 3ApaBOOXpaHEHMUs M coulMaiabHOro pas3BuTHs Poccuiickoit denepauuu no
COI'JIACOBAHUIO C 3aMHTEPECOBAHHBIMU (pe/iepanibHbBIMU OpPraHaMU UCIIOJIHUTENIBHONW BIIACTU MPEJICTABUTh B
6-MecsuHBIN CPOK B ycTaHOBICHHOM nopsake B [IpaBurtenscTBo Poccuiickoit denepanyn mpoeKT mepedHs
HallMOHAJIbHBIX CTaHIAPTOB, COJEPKAIMX MPaBUIIa U METO/Ibl UCCIIEJOBAHUM (MCTIBITaHUI) U U3MEPEHUI,
B TOM 4HCJIE IpaBuia ordopa 00pasloB, HEOOXOIUMBIX JUIsl IPUMEHEHUS U UCIOJHEHMSI TEXHUUYECKOI O
perjamMeHTa M OCYLIECTBICHHUS OLIEHKHM COOTBETCTBUS NPOAYKLUHMU TpPEeOOBAHUSAM TEXHUYECKOTO
periaamMeHTa.

TAPAHT:

Cwm. mpaBuiIa ¥ METOJIBI MCCICAOBAHUM U IIpaBUiia 0TOOpa 00pas3IioB JOHOPCKOW KPOBHU, HEOOXOIUMBIC
JUTsl IPUMEHEHUSI U UCIIOJIHEHUsI TEXHUYECKOTO periiaMeHTa O TpeOOBaHMsSIX O€30MacCHOCTH KpPOBH, €€
MPOAYKTOB, KpPOBE3aMEIIAIONIMX pPAacCTBOPOB M  TEXHHUYECKHX CPEJICTB, HCIOJIb3YEMBIX B
TpaHc()y3MOHHO-UH(Y3MOHHON Tepamnuu, yTBEpKJeHHbIe noctaHoBieHuem [IpaBurensctBa PO ot 31
nexabps 2010 r. N 1230

Cwum. IlepeueHb NOKYMEHTOB B O0JIaCTH CTaHAApPTH3allMH, B PE3yJabTaTe NPUMEHEHUS KOTOPBIX Ha
TOOpPOBOJILHOW OCHOBE OOECIEUYMBAETCS COONIOJACHUE TPEOOBAHHMI HACTOSIIETO TEXHHYECKOTO
periaMeHTa, yTBepKAeHHbIN npuka3zoMm Pocrexperynupoanus ot 28 uronst 2010 r. N 2408

[Ipencenarens [IpaBurenbcTBa B. Ilytun
Poccutickoii denepanuu

Mocksa
26 suBaps 2010 .
N 29

TAPAHT:
JleificTBHE HACTOSIIIETO TEXHUYECKOTO periaMeHTa pruocTanaBiIuBaiock 10 31 mexadps 2010 T.
Hacrosmuit TeXHHYeCKui perjaMeHT BCTYIaeT B CHITY TT0 UCTEYCHUH 6 MECAIIEB CO THS O(UIHMATIBHOTO

OMyOJIMKOBAHUS HACTOSIIETO MMOCTAHOBICHUS

TexHu4eckuii perjaaMmeHT
0 TpeOOBaHHUsAX 0€30MACHOCTH KPOBH, e¢ NPOAYKTOB, KPOBe3aMeIAIIUX PACTBOPOB U TEXHHYECKHX
CPEACTB, HCI0JIb3YeMbIX B TPAHCPY3HOHHO-MH(PY3MOHHOM Tepanuu
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(yrB. noctaHoBneHnem IpaBureabcrBa P® ot 26 ssuBapsi 2010 r. N 29)

T'APAHT:

CwMm. CIIpaBKy O TCXHHYCCKUX PErilaMCHTAX

I. O01ue moJ10KeHu s

1. HacTosimuii TEXHUYECKHUI perjiaMeHT yCTaHaBIIMBACT:

1) TpeGoBanus 6€30MACHOCTH OOBEKTOB TEXHUYECKOTO PEryTHPOBaHMS;

2) npaBuiIa UICHTH()UKALNY JOHOPCKOI KPOBH U €€ KOMIIOHEHTOB;

3)mpaBuina u  (QOpPMBI  OIICHKM COOTBETCTBHUSI OOBEKTOB TEXHHYECKOTO PEryJHpPOBaHHUS
TpeOOBaHUAM HACTOALIETO TEXHUYECKOTO PErIaMeHTa;

4) TpeOoBaHMS K YIIAKOBKE M MAPKHPOBKE TOHOPCKOW KPOBHU M €€ KOMIIOHEHTOB.

2. K 00beKTaM TEXHHYECKOTO PEryIUPOBaHMS, B OTHOIIEHHUH KOTOPBIX HACTOSIIMM TEXHUYECKUM
pErJIaMeHTOM YCTaHABIMBAIOTCS TpeOOBaHUS 0€30MaCHOCTH, OTHOCSTCS:

1) noHOpCKasi KPOBb U €€ KOMIIOHEHTBI;

2) npenapaTbl U3 JJOHOPCKOW KPOBH;

3) KpoBe3aMeIaroIIe PaCTBOPHI;

4) TeXHUYECKHE CPE/ICTBA, HCIONb3yeMble B TpaHC(HY3HOHHO-HH(DY3MOHHOM Tepanuu, B YaCTHOCTH
U3JIeNUsl  MEIUIMHCKOrO  Ha3HayeHWs (KOHTEMHEphl IOJUMEpPHBIE, CHUCTEMBI, YCTPOHCTBA H
IpUCIOCOOJIEHUs OJJHOKPATHOTO IPUMEHEHHs], B TOM YHUCIIE ISl COSIMHEHMSI TOJIMMEPHBIX Marucrpaiei);

5) mporiecchl 3aroTOBKH, epepadOTKH, XPAHSHHUS, TPAHCIIOPTUPOBKH, YTUIIM3ALUH, TPUMCHEHHS 1
oOecnieueHus 6€30IaCHOCTH JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB.

3. TpeboBaHMsI ~ HACTOAIIETO  TEXHUYECKOTO  pErylaMeHTa HEe  paclpoCTPaHSIOTCS — Ha
reMOII03TUYECKUE (CTBOJIOBBIE) KJIETKH, ITOJY4EHHbIE U3 KPOBH, KOCTHOTO MO3ra U MHBIX TKaHEH 4eloBeKa,
a TaKk)Ke Ha AMarHOCTMUYECKUE Mpenaparhl, HOJIydaeMble U3 KPOBH.

4. Ilpy BBINOJIHEHUU TPEeOOBAHUN, YCTAHOBJICHHBIX HACTOSILIUM TEXHUYECKUM pErJIAMEHTOM,
oOecrieynBaeTcss HEOOXOAMMBIH YpOBEHb O€30HaCHOCTH JKU3HM M 370pPOBbs TIpaXJIaH, a Takke
OKpY’Karolllel cpeibl, HICTOYHUKOM 3apa)K€HHsI KOTOPhIX MOXKET CTaTh JOHOPCKAs KPOBb U €€ KOMIIOHEHTBI
B IIPOIIECCE UX 3arOTOBKHU, MEPepabOTKH, XpaHEHUS, TPAHCTIOPTUPOBKU U TPUMEHEHHUS.

5.Ilpu pa3paboTke TEXHUYECKUX CPEACTB, MpEAHA3HAUYEHHBIX JJs HCIOJb30BaHMUS B
TpaHCc(y3MOHHO-MH(PY3MOHHOHN Tepanuu, a Takke B Mpolieccax 3aroTOBKH, XpaHEHUs, TPAHCIOPTUPOBKH,
yTWIM3alMY, TPUMEHEHUs 1 obecrieueHus: 0€30MacHOCTH JOHOPCKOW KPOBU M €€ KOMIIOHEHTOB, JIOJDKHA
OCYIIIECTBIISITHCS OLIEHKA PUCKOB UX BO3JICHCTBUS HA OPraHU3M YeJIOBEKa.

[Ipy >TOM JOJKHBI TMPUMEHATHCS TEXHUUYECKUE peIIeHUs, 00ecleurBaole IOBBIIICHUE
SHEpreTu4ecKoi A3P(HEKTUBHOCTH 3TUX TEXHUUECKUX CPEJCTB.

6. Iudopmarus o pucke BO3IEHCTBHSI TEXHUUECKUX CPEACTB, YKa3aHHBIX B IIYHKTE 5 HACTOALIETO
TEXHUUYECKOTO pEerjamMeHTa, Ha OpPraHu3M YeJoBeKa JOJDKHA ObITh JOCTYNHOM [UIsl BCEX TIpakaH,
MOJBEPraloIUXCcsd MAHUMYJSIUAM HJIM WHBIM KOHTakTaM ¢ OOBEKTaMHM TEXHHUYECKOTO PEryJIHpOBaHUS
HACTOSALIET0 TEXHUYECKOTO PErJIaMEHTa, U IPEJOCTaBIATHCS CyOBbEKTaMHU X035IICTBEHHOH AESITEIbHOCTH B
00s3aTeIbHOM TOpPAJKE IO 3anpocaM IOPUIUYECKUX M (PU3MYECKUX JIMI, a TaKXKe IpH OLEHKe
COOTBETCTBHUSL.

7. TpeboBaHMsI HACTOALIETO TEXHUYECKOrO perjiaMeHTa oOs3aTeNlbHbl Ul UCIOJHEHHS BCEMU
IOPUJIMYECKUMH JIMIIAMH, OCYLIECTBISIONIMMU 3aroTOBKY, MepepaboTKy, XpaHEHHe, TPaHCIOPTHPOBKY,
IPUMEHEHNE JOHOPCKON KPOBU U €€ KOMIIOHEHTOB, IIPENapaToB U KPOBE3aMEIIAlOIIUX PacTBOPOB.

8. IloHsATHSI, UCTIONb3yeMbIE B HACTOAIIEM TEXHUYECKOM pErjaMeHTe, 03HAYaloT CIe1yoIee:

1) "ayrosiormuHasi TpaHcy3usi" - mporeaypa NepenuBaHUs KPOBH WM €€ KOMIIOHEHTOB C
MCIIOJIb30BAaHUEM TIPEBAPUTEIBHO IOJIYYEHHON KPOBH WIM €€ KOMIIOHEHTOB, IPU KOTOPOM JOHOp M
PELUINEHT OJHO U TO K€ JIUIIO;

2) "adepe3" - 1ieTIeBOE BBIICIICHHE TUIA3MBbl HITH KJIETOK M3 JOHOPCKOM KPOBU C BO3BPATOM JIOHOPY
OCTaTOYHBIX KOMIIOHEHTOB KPOBH;
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3) "ouonornyeckasi MOJHOLEHHOCTh JOHOPCKOH KPOBH H ee KOMIOHEHTOB' - COBOKYITHOCTb
OMOJIOTMYECKUX CBOWCTB JOHOPCKOW KpOBM M €€ KOMIIOHEHTOB, OOECHEeYMBAIOIIMX OHOJIOTMYEcKue
(GyHKINU KPOBH;

4) "remoTpaHcMHCCHBHBbIe HHpeKnuu'" - HHPEKIUH, CBA3aHHBIE C 3apaKCHHEM dYepes
JIOHOPCKYIO KPOBb U €€ NPOJIYKTHI;

5) "roroBasi mpoaykuus' - IOHOPCKas KPOBb M €€ KOMIIOHEHTHI, IIPOLICAINE BCE MPOLEAYPHI
nepepadOTKH M MCCIENOBAaHUN M NpeJHA3HAYCHHbIE Ul MEPeIMBAHUS PELUNHUEHTY WU JIpYroro
UCIIOJIb30BaHUs B MEAULIMHCKUX LIEJISAX;

6) "rpynnel kpoBu AB0" - guddepeHimpoBaHne KpOBM Ha TIPYIIIbI, OCHOBaHHOe Ha 4
KOMOMHAIMAX SPUTPOLMTAPHBIX AaHTHUIEeHOB A W B, anTHTEen aHTH-A M aHTU-B B CHIBOPOTKE KpOBH
YeJIOBEKa;

7) "mo3a (eAWMHHIIA) KDOBH WJIH ee KOMIIOHEHTA' - KOJUYECTBO JOHOPCKOW KPOBH HJIH €€
KOMIIOHEHTA, COZIeprKallleecs: B OJHOM KOHTEHHepe;

8) "nmomnamus' - mporecc B3SATUS KPOBH JOHOPA WM €€ KOMIIOHEHTOB, MpPEAHA3HAUYCHHBIX JUIS
HEepeNUBaHUS PELUIUEHTY WU IPYTOro UCIOIb30BaHUs B MEIUIIUHCKUX LIETX;

9) "aoHop" - JNUIO, MPOLICAIICe MEIUIIMHCKOE 00CIeI0BaHHEe U TOOPOBOJIBHO CHIAIOIIEEe KPOBb
WM €€ KOMIIOHEHTHI;

10) "noHopckasi KPoBBb' - KpOBb, B3sTas OT JOHOpA U MpeJHA3HAYCHHAs ISl KIMHUYECKOIO
UCTIOJIB30BaHUs, JMOO JUIsI TPOHM3BOJCTBA JIGKAPCTBEHHBIX CPEICTB, JIMOO JUIsI MCIIONB30BAHUS B
HAY4YHO-HUCCIIEJOBATEIbCKUX U 00pa30BaTENIbHBIX LIESX;

11) "uaeHTH(UKANMOHHBII HOMep NOHANUHU' - YHUKAIbHBIH HOMEp, NPUCBAWBACMBINA IPH
KaX/10M TOHAIMK [l MapKUPOBKH BCEX KOMIIOHEHTOB M 00pa31|0B KPOBH, MOIYUYEHHBIX B X0JI€ JOHALNH;

12) "MHAKTHBAIMS NATOTeHHBIX OMOJIOTHYECKMX AreHTOB' - BO3/CHCTBHE HA MATOTCHHBIC
OMOJIOrHYECKHE areHThI C LENbI0 MIPEKPAIIEHUS UX PEIPOYKIINH;

13) "kapaHTHHH3ALHUsI CBeKe3aMOPOKEHHOIH IUIa3Mbl' - XpaHEHHE CBEKE3aMOPOIKCHHOU
IUIa3Mbl C 3allpeTOM €€ MCIIOJIb30BaHUs J0 MOBTOPHOIO MCCIEIOBaHMUSA JIOHOPCKOM KpOBHU Ha
reMOTPaHCMUCCUBHBIE MH(DEKIINH;

14) "KJIMHUYECKOE HCIOJIb30BaHHE JOHOPCKOW KPOBH M €e KOMIIOHEHTOB' - TepenBaHUC
JIOHOPCKOM KpPOBHM WJIM €€ KOMIIOHEHTOB PELUIMEHTY B JIe4eOHBIX LENAX, B TOM YHCIE CO3JaHHUE U
XpaHEHHUE 3a11acoB JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB;

15) "KOMIOHEHTBI KPOBH' - COCTAaBISIIOLIME KPOBU (IPUTPOIMTHI, TPOMOOIMTHI, TPAHYIOIHTHI,
11a3Ma, KpUOINPEIUINTAT), B3SThIe OT JOHOPAa WJIM MPUTOTOBJICHHBIE PAa3IMYHBIMU METOJaMH U3 KPOBU
JIOHOpA M TMpelHa3HaueHHbIE /ISl KIIMHUYECKOT0 UCIIOIb30BaHMs, JTMOO JJIs POU3BOJICTBA JIEKAPCTBEHHBIX
CPEJICTB, INOO I UCIIOJIb30BAHUS B HAYYHO-HUCCIIEI0BATENbCKUX U 00pa30BaTEIbHBIX 1IEIAX;

16) "kpoBe3aMelnaiiue pacTBOpPbI' - BOJHBIC PAaCTBOPHI OPraHMYECKUX WU HEOPTAaHMYCCKHX
BEIIECTB, BBOJMMBIE B COCYIUCTOE pYycio A BO3MelleHus aepunurta GyHKIUN KPOBU U KOPPEKLMH
NATOJIOTUYECKUX COCTOSTHUI OpraHu3Ma 4elloBeKa;

17) "koHTeiiHep NMOJMMEPHBI'" - €MKOCTh OJHOKPATHOTO MPHMEHEHHs, HCIOJIb3yeMas s
cObopa KpOBHU U €€ KOMIIOHEHTOB B ITPOLIECCE TOHAIMH U MTOCIEAYIOLIETO XPaHEeHMS;

18) "oOpa3sen 10HOPCKOI KpoBH' - 4acTh KPOBH, B3ATOH Yy JOHOpA M MpEIHA3HAYEHHOH Is
HCCJIEJIOBAHUS,

19) "opraHu3zanuu JOHOPCTBA KPOBH W €€ KOMIIOHEHTOB'' - OpraHM3alliH 31paBOOXPAHCHUS,
HayKM M OO0pa3oBaHMs, a TakXKe HX CTPYKTYpPHbIE MOJpa3felieHusi, OCYIIECTBISIOUINE 3aroTOBKY,
nepepaboTKy, XpaHEeHHE, TPAHCIIOPTUPOBKY JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB;

20) "maToreHHble OMOJIOTHYECKUE ATeHThI" - MUKPOOPTaHU3MbI, CIIOCOOHBIC TIPH MOTAJAHNUHU B
OpraHu3M 4YeJIOBeKa BbI3BaTh HH(PEKIIMOHHOE COCTOSHUE;

21) "naa3ma' - KOMIIOHEHT KPOBH, MPEICTABISIONINN COO0H JKUAKYIO YacTh KPOBH, OCTAIOIIYIOCS
MOCJI€ OT/AENIEHUs KIIETOYHBIX KOMIIOHEHTOB;

22) "moctTpaHcy3MOHHBIE OCJHOKHeHHs'" - IOOble MOOOYHBIC SIBICHHS, CBSI3aHHBIC C
IPUMEHEHHUEM JIOHOPCKON KPOBU WJIM €€ KOMIIOHEHTOB W IPENapaToB, KOTOpbIE MPEACTABISIOT YIpo3y

25.05.20233 Cucrema TAPAHT 3/20



IToctanosnenue [IpaButenberBa PD ot 26 staBaps 2010 1. N 29 "OO6 yTBEpKISHUH TEXHHYECKOTO PETJIaMeHTa O...
Penaxmms ¢ m3menenusmu ot 12.10.2010

YKU3HU WK 3I0POBBIO PEIIUITUEHTA;

23) "mpemaparbl KpoBH'" - JIeKapCTBEHHbIE (OPMBI  OEIKOB  KPOBH, IIOJIy4acMbIe
TEXHOJIOTHYECKUMU METO/IaMHU;

24) "npoayKThl KpoBH'" - KOMIIOHEHTHI U MPEMapaThl KPOBH, MPEACTABIAIONINE COO0i jTeucOHbIe
CpeACTBa Ha OCHOBE KIJIETOK WM OEJNKOB KPOBH, OOJIAJaloIlMe HAIpPABICHHBIMU TEPareBTUUYECKUMHU
CBOMCTBaMH;

25) "mpocieKknBaeMoCTh JOHOPCKOIl KPOBH H e KOMIIOHEHTOB'' - BO3MOKHOCTh YCTAHOBJICHHUS
JUYHOCTH JOHOpPA, HICHTHU(PHUKAIMU JTOHOPCKOW KPOBH M €€ KOMIIOHEHTOB, a TaKXe pe3yJbTaToB
HCCJIEIOBAaHUM JIOHOPCKOIM KpPOBHU U €€ KOMIIOHEHTOB Ha dTarax ee 3aroTOBKH, NepepaboTKu, XpaHEHUS,
TPAHCIOPTUPOBKH, KIMHUYECKOTO KCIOJb30BaHUS M YTWIM3ALMK T[PU TIOMOILIM PETUCTpaIuu
OpraHU3alUsIMH JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB U JICYEOHBIMH YUPEKACHUSIMH COOTBETCTBYIOLIUX
JTAHHBIX B YYETHBIX (popmax;

26) "'pesyc-nmpuHAMIEKHOCTD" - qudepeHIMpOBaHNE KPOBH [0 HAIHYHIO B 3PUTPOLMTAX
anturena Rh (D);

27) "peunnueHt' - pU3MYECKOE M0, KOTOPOMY IPOBEICHO MEPEIUBAHKUE JOHOPCKOW KPOBHU HJIH
€€ KOMIIOHEHTOB;

28) "cpok XpaHeHHUsI JIOHOPCKOiHl KPOBH W €e KOMIIOHEHTOB' - NEpHOJ BPEMEHH, B TCUCHHE
KOTOPOTO KpOBb (KOMIIOHEHTHI ~KpPOBH) COXpaHSET OHOJIIOTUYECKYIO IOJHOIEHHOCTh, JICUeOHYIO
3¢ (HEKTUBHOCTH M MPUTOHA JUIS UCITOJI30BAHUS 110 HA3HAUCHUIO;

29) "craTyc KOMIOHEHTA KPOBHU' - COCTOSHHE KOMIIOHEHTa KPOBU B 3aBUCHMOCTH OT CTAJHU H
pe3yabpTaTa uccienoBaHus oOpasia TOHOPCKOH KpOBH, CBS3aHHOTO C COOTBETCTBYIOUICH IOHAIMEW, Ha
reMOTPaHCMHUCCHUBHbBIE HH(PEKIINU;

30) "TexHHUYeCKHe CpPeJACTBA, MCIOJIb3yeMble B TpaHC(y3HOHHO-UH(Y3UOHHON Tepanun'
OpeaIMeThl  MEIUIMHCKOTO Ha3HaueHusi (KOHTEHHepbl IOJUMEpPHBIE, CHCTEMbI, YyCTpPOWCTBa U
MPUCTIOCOOICHHUST OAHOKPATHOTO MPUMEHEHHS, B TOM YHUCJIE JJIsI COCIMHEHHS TTOJIMMEPHBIX Marucrpaieil),
UCIIONIb3YEMbIEC TPU 3aroTOBKE, MepepadoTKe, XpaHEHHH, TPAHCIOPTHPOBKE, MPUMEHEHHUU JTOHOPCKOM
KPOBH H €€ KOMIIOHEHTOB;

31) "TexHosornYeckas 3arpy3Ka' - KOJIMYECTBO IJIa3Mbl, OObEIMHCHHOW B OJJHOM €MKOCTH JIJIsI
nepepaboTKH C IEeNbI0 MOYYeHUs KOHKPETHOTO MpernapaTa KpoBy;

32) "Tpancdy3noHHO-uH(Py3HOHHAs Tepanusi' - BBEJACHHE YEJIOBEKY KPOBH, KOMIIOHCHTOB M
MpenapaToB KPOBH, a TAKXKE KPOBE3aMEIIAIOIUX PACTBOPOB C JIeUeOHOM 1ENbIO.

I1. IpaBuaa naeHTHPUKALMN 00HEKTOB TEXHUYECKOT'0 PeryJiMpoOBaHus

9. Unentudukanus IOHOPCKOM KpPOBM M €€ KOMIIOHEHTOB OCYIIECTBISETCS NPHU MPOBEACHUU
OLICHKH MX COOTBETCTBHS TPEOOBAHMSM HACTOSILErO PEerjiaMeHTa U (WM) B cllydasix, Korja He00X0IuMo
MOJTBEPK/IEHUE JIOCTOBEPHOCTH MH(POPMAIMK O KOHKPETHOW J03€ (€AMHHULIE) KPOBH MM €€ KOMIIOHEHTA
1100 KOHKpPETHOM 00pasiie JOHOPCKOM KPOBH, a TaKXkKe Mepes] UX HEMOCPEICTBEHHBIM TPUMEHEHHEM.

10. Pe3ynpTaThl MOEHTH(HKAMKA MPEMapaToB KpPOBM U  KPOBE3AMEIIAIONINX  PacTBOPOB
0(OPMIISIOTCS B BUJIE 3aKIIIOUCHHSL.

11. [Ipn mnpoBeneHuu wuIeHTUGUKALMK TMpPENapaToB KpPOBU M KpOBE3aMEUIAIOIIUX pPacTBOPOB
IIPOBOJST:

1) BU3yasbHBI OCMOTP OOpa3IOB MpEnaparoB KPOBH M KPOBE3aMEHIAMONIMX PACTBOPOB M HX
MapKHUPOBKH;

2) aHanu3 HH(HOPMAIIHH, COAEPIKAIICHCS B COMTPOBOIUTEIILHON TOKYMEHTAIINH;

3) ucnbiTaHUsT  00pa3loOB MpenapaToB KPOBM M KPOBE3aMEIIAIOIIMX PACTBOPOB (B Cilydae
HEOOXOAMMOCTH).

12. UnenTrdukamnms JOHOPCKOW KPOBH U €€ KOMITOHEHTOB BKJIFOUAET:

1) npoBeicHUE HEOOXOIUMBIX UCTIBITAHUH (B CITy4ae HEOOXOIUMOCTH);
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2) MPOBEPKY LEIOCTHOCTH YIIAKOBKU M COJCPKUMOTO 110 PE3YJIbTaTaM BU3YaJIbHOTO OCMOTPA;

3) cpaBHeHHE MH(POPMALUK, HAHECCHHOH Ha 3THKETKY KOHKPETHOM 03Bl (SIMHUIIBI) KPOBH HIIH
KOHKPETHOro o0pasia JOHOPCKOW KPOBH WIIM €€ KOMIIOHEHTOB C COOTBETCTBYMOILIEH MH(popManuei B
COIIPOBOJIUTENILHON JOKYMEHTALNH;

4) onipesiesieHUe  MPUHAICKHOCTH  WACHTH(PHUIUPYEMOTO0 00beKTa K cdepe  HACTOSIICTOo
TEXHUYECKOT'0 perjiaMeHTa.

13. UnenTdukanuioo npemnaparoB KpOBM U KpPOBE3aMEUIAIOIUX  PacTBOPOB  MPOBOJAT
YIIOJIHOMOYEHHBIE Ha MPOBEACHUE TOCYIAapPCTBEHHOIO KOHTpOJis (Ham3opa) (denepanbHble OpraHbl
UCIIOJIHUTENIBHOW BJIACTH, OCYLIECTBIAIOUIME (YHKLIMU IO KOHTPOJIIO M HaJ30py B cdepe NOHOpPCTBA
KPOBHU U €€ KOMIIOHEHTOB, a TaKXKe B chepe 3paBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHSL.

14. Unentudukanyu nojuiexar BCe M3AEIMS MEIUIMHCKOTO Ha3HA4YeHUs OJHOKPATHOIO
NPUMEHEHHS, HCIOJIb3yeMble B TpaHC()y3MOHHO-WH(Y3MOHHOW Tepamnuy, BKJIIOYEHHBIE B IIepeueHb
00BEKTOB TEXHUUYECKOI'O PEryJMPOBaHMs HACTOSILEr0 TEXHUYECKOI'O PErjiaMeHTa, KOTOpble BCTYNAOT B
HEIOCPEICTBEHHBII KOHTAKT C OMOJIOTMYECKUMHU CpelaMu (KOKHBIE IOKPOBBI, CIM3UCTBIE, KPOBb U €€
KOMITOHEHTHI) IPU X UCII0JIb30BAaHUH 110 HA3HAUYEHUIO.

15. UnenTdukanmss OCYHIECTBISIETCS IyTeM CpaBHEHUs WHGOpMAIMK, MOJYyYSHHOH TpHu
BU3YaJIbHOM OCMOTpPE COJEPKUMOr0 UHAWBUIYaJIbHOM WK IPYNIIOBOM yIIaKOBKU U3JENIUNA METUIIMHCKOTO
Ha3HAueHUs, MpeJHa3HAYCHHBIX JJI MCIIOJIb30BaHUS B TPaHC()Y3MOHHO-UH(Y3HMOHHON Tepamuu, U HuX
MapKUPOBKH, ¢ HH(OpMaLIMEl 0 KOMIUIEKTALMU U MOPSAKE UCIIOIb30BaHUS 3TUX U3/ENINH, colepKalleics
B IIpUJIaraeéMoi CONnpoBOAUTENBHON JOKYMEHTAIMH.

16. MU3nenusi MEIMUIMHCKOTO HA3HAYCHHs OJHOKPATHOTO TPHMEHEHHs, HCIOIb3yeMble B
TpaHC()y3MOHHO-UH(PY3UOHHON Tepanuu, HE 3aperuCTPUPOBAHHbIE B YCTAaHOBJICHHOM IOpPSJIKE B
Poccniickoit ®Penepanny, HE HMMEIOIIME COOTBETCTBYIOIIEW MapKUPOBKM WIH HMMEIOIUE IPU3HAKU
HapyLIEHUs LEJIOCTHOCTU CTEPHIIBHON YIIAaKOBKH, K UCIIOJIB30BAHUIO HE JIOMYCKAIOTCH.

17. UnenTndukanms oOpa3oB JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB, Ha KOTOPBIX OTCYTCTBYIOT
9TUKETKM WM Ha 3THKETKE OTCYTCTBYIOT HEOOXOIMMBbIE JAaHHBbIE, MPEAYCMOTPEHHbIE ITyHKTOM 62
HACTOSIILEr0 TEXHUUYECKOI'O PerjiaMeHTa, He IPOBOJUTCS.

I1I. TpeGoBaHus K 00bEeKTAM TEXHUYECKOI0 PeryJIMpoOBaHusl

18. IlpenapaTsl KpOBM M NPOLECCHl HUX MOJYyYEHHs JIOJDKHBI COOTBETCTBOBATH TPEOOBAHUSAM
0€30MacHOCTH, TPEIYCMOTPEHHBIM 3aKOHOJATebCTBOM Poccuiickoit denepanuu 0 JE€KapCTBEHHBIX
CpeACTBax, U TpeOOBaHUSIM O€30M1aCHOCTH, YCTAHOBJICHHBIM HACTOSAIIUM TEXHUYECKUM PETJIAMEHTOM.

19. KpoBe3amMemaroniye pacTBOpbI, HCHOJB3yeMble B TpaHC(HY3HOHHO-WH(PY3HOHHON Teparmy,
JIOJDKHBI  COOTBETCTBOBAaTh TPEOOBAHUAM  OE30MAaCHOCTH, NPEAYCMOTPEHHBIM 3aKOHOATEIbCTBOM
Poccuiickoit @eaepanum o JICKApCTBEHHBIX CPEICTBAX.

20. TexHU4eCKHE CpPEACTBA, UCIIONb3yeMble B TPaHC(HY3HOHHO-WH(PY3MOHHON Teparuu, TOJDKHBI
COOTBETCTBOBAThH TPEOOBAHUAM, ITPETYCMOTPEHHBIM TEXHUYECKUM PETJIaMEHTOM O O€30IaCHOCTH U3JIeNINi
MEIUIIMHCKOI'O Ha3HAUYCHU .

21. IIpomiecchl  3arOTOBKHM, TMepepabOTKH, XpaHEHUs, TPAHCHOPTHPOBKH, YTHIM3ALUH U
MPUMEHEHUS IPOAYKTOB KPOBH JOJKHBI MCKIIIOUYATh BTOPUYHOE OaKTepHaIbHOE 3arpsi3HEHUE TOHOPCKOM
KpPOBH U €€ KOMIIOHEHTOB.

22. HOHOpCKaSI KpOBb M €€ KOMIIOHCHTBI, HCIIOJB3YEMBIC I HCEIOCPCACTBECHHOI'O BBCACHUA
4eJ0BEKY, a TaKXe ChIpbe JJIsl MPOU3BOJCTBA IMPENapaToB KPOBH JOJKHBI OBITH MOJIYYEHBI TOJIBKO OT
JIOHOPOB C YYETOM PE3yJIbTaTOB UX MEIULIMHCKOIO 00CIeI0BaHUS.

23. Bce MenuuuHCKHE W3AETMs, IpeIHa3HAuUCHHbIC JJs B3ATUS JOHOPCKOW KpPOBH U €€
KOMIIOHEHTOB, Ul TEpEIMBaHUs KPOBHM U €€ KOMIIOHEHTOB, a TaKXe KpPOBE3aMEHHUTENIEH U JpYyrux
TpaHC(Y3UOHHBIX CPEJ] 10JKHBI OBITH OJTHOPA30BOr0 IPUMEHEHUS.

24.Tlpu HapylIeHMH TEPMETHYHOCTH CTEPHJIBHOM CHUCTEMbI, HCHOJIb3YEMOM JUIs 3aroTOBKU
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JIOHOPCKOM KPOBU M €€ KOMIIOHEHTOB, IMPEAYCMOTPEHHOW TEXHOJIOTMEH MX 3aroTOBKH, JOJDKHBI OBITh
o0ecreveHbl yCIoBHs, UCKIIOYAIOIINE BTOPUUHOE 3arps3HEHUE KPOBU U €€ KOMIIOHEHTOB MaTOT€HHBIMU
OuonornyeckuMu areHTamu. [lomydeHHbIe C MOMOIIBI0 TAKMX TEXHOJIOIMYECKHX OINEpaluii KOMIIOHEHTHI
KPOBH HCIIOJB3YIOTCS B Te€UeHHE 24 4acoB.

25.Ilpn HapylmIeHMH TEePMETUYHOCTH CTEPHILHOM CHCTEMBI, WCIOIb3YEeMOW JUIS 3aroTOBKHU
JIOHOPCKOM KPOBH U €€ KOMIIOHEHTOB, HE MTPEyCMOTPEHHON TEXHOJIOTHEN UX 3ar0TOBKH, MPOIIECC AOKEH
OBITH OCTAHOBJICH, @ CUCTEMA C COACPKUMBIM JODKHA OBITH YTUIM3UPOBAHA.

26. O0pa31pl TOHOPCKOM KPOBH, B3SITHIE BO BpPEeMs KaKIOW JOHAIMH M MICHTH(QHIHMPOBAHHBIC C
MOJIyYEHHBIMU B pe3yJibTaTe AOHAIUU J03aMHU (€IMHULIAMHU) KPOBH UM €€ KOMIIOHEHTOB, JOJKHBI OBITh
UCCIIEIOBAHbl C LEJbI0 OompeAeneHus Tpynnsl KpoBu ABO M pe3yc-npHHAUIEKHOCTH U MOJIBEPTrHYTHI
71a00paTOpPHOMY KOHTPOJIIO Ha HaJM4Ke BO30yIUTeNel TeMOTPaHCMUCCUBHBIX HHPEKLINH.

27. JloHOpCKasi KpOBb M €€ KOMIIOHEHTHI JIOJKHBI ObITh OMOJOTMYECKH ITOJHOLEHHBI, 001a1aTh
(GYHKIIMOHATBLHOM  aKTUBHOCTBIO U JjiedeOHOM addexTtuBHOCTRIO. [lokazarenn  OHOJOTHYECKOU
MOJHOLEHHOCTH, (PYHKIIMOHAIBHON aKTUBHOCTH U Jie4eOHON 3()h()EeKTHBHOCTH TOHOPCKOH KpOBH M €€
KOMIIOHEHTOB JIOJDKHBI COOTBETCTBOBaTh TpeboBaHUsAM cornacHo mnpuioxkennto N 1. be3onmacHOCTh
JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB TOJTBEP)KIACTCS OTPHUIATEIBHBIMH Pe3yIbTaTaMH JIAOOPaTOPHOTO
KOHTPOJISI 00pa3IoB JOHOPCKOW KPOBH, B3ATHIX BO BpEMsl KaXJIOW NOHALMHU, HA HAJIHMYUE BO30OyauTeNei
reMOTPAHCMHUCCUBHBIX MH(EKIIHIA.

28. [Iponecchl, MCMONB3yeMble Ui 3aTOTOBKH JOHOPCKOW KPOBU M €€ KOMITOHEHTOB, JIOJIKHBI
obOecreunBaTh MPEayNpekICHNE MEXaHMYEeCKOro 3aHOCa B HUX MATOTCHHBIX OMOJOTHYECKHX areHTOB, a
TaK)K€ COXpaHEHHWE OMOJIOTMYECKON TMOJHOIICHHOCTH, (PYHKIIMOHAIBHOM aKTHBHOCTH U JIeYCOHOMU
3¢ (HEeKTUBHOCTU JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB.

29. IIpu 3aroToBKE JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB JIOJKHA OBITh pa3paboTaHa M BHEIpEHA
CUCTEeMa KapaHTUHHU3AILMU CBEKE3aMOPOKEHHOM T1a3Mbl, 00eCIeunBaroIas ee 6e30MacHOCTb.

30. KapanTuHM3amus CBEKe3aMOPOKEHHOM IIA3MBI OCYIIECTBIISIETCS Ha Cpok He MeHee 180 cyTok
C MOMEHTA 3aMOpaXMBaHUs MpU TemrepaType Hike MuHyc 25°C.

31. Ilo ucteueHuu cpoka KapaHTUHU3ALUU CBEKE3aMOPOKEHHOM IMIa3Mbl TPOBOIUTCS TOBTOPHOE
oOclieZloBaHNE COCTOSIHHMS 3[0POBbS JOHOpAa W JIADOPAaTOPHOE HCCIEeNOBaHHE KPOBU JIOHOpA C IIEJIBHIO
UCKIJIIOUEHHs] HATU4Ks B HeHl BO30yauTenel reMOTpaHCMUCCUBHBIX MHEKIHU.

32. IIpu OTCYTCTBHH y TOHOPA MPU3HAKOB T€MOTPAHCMUCCHUBHBIX MH(EKIMA B MEPUOJI, B TCUCHHUE
KOTOPOT'O OCYIIECTBIISJIACh KApaHTUHU3ALMS 3aMOPOKEHHOH I1a3Mbl, MOJYYEHHOM OT 3TOro JOHOpa, U
OTCYTCTBHM B KpPOBH JOHOpa IO HMCTEYCHHWH CpPOKA KApAaHTUHHU3AIUH CBEXKE3aMOPOKEHHOW IUIa3MbI
BO30yAUTENEN TeMOTPAaHCMUCCUBHBIX MH(EKLUI CBEeKe3aMOPOXKEHHas I1a3Ma BbIAeTCs IS JIe4eOHOro
NPUMEHEHHS WY TIOJTYYEHUS JIEKAPCTBEHHBIX MPETapaToB.

33. [Ipy mocTymjieHHMM B OpPraHU3alMI0 JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB HH(OpPMALUU O
BBISIBJICHHH y JOHOpa B MEPUOJ KapaHTHHHU3ALUHU CBEXKE3aMOPOKEHHOW TUIa3Mbl T€MOTPAaHCMHCCHUBHBIX
MH(pEKIUH UM Ipyu 0OHApYKEHUU B KPOBU JOHOpPA BO30OyIWTENEH reMOTPAaHCMHUCCUBHBIX MHPEKUIUN IO
UCTEUEHUH CpOKa KapaHTMHU3AlMM CBEXE3aMOPOXKEHHas Ila3Ma, 3aroTOBJIEHHAss OT 3TOro JIOHOPA,
U30JIUPYETCS M YTHIU3UPYETCS C 00s3aTeIbHON PEruCTpalueil SToN MpoLeayphl.

34. B cnydae HesBKHM JOHOpa JUld HOBTOPHOTO OOCHENIO0BaHMS MO HCTEYEHHUU YCTAHOBIIEHHOT'O
CpOKa KapaHTHHHOTO XPAaHEHUS CBEKE3aMOPOKEHHOW TIa3MbI CBE)KE3aMOPOKEHHAS TITa3Ma MOKET OBITh
UCIMOJIb30BaHa JUIsl MPOM3BOJACTBA INpenapaToB KPOBU WIIM NEPEIMBAHUS PELUNHEHTY NpU YCIOBUHU
WHAKTHBAIINY TTATOTEHHBIX OMOJIOTUYECKUX areHTOB.

35. He cooTtBetcTBytOmME TpeOOBaHUAM 0€30MaCHOCTH MM HEUCIIOIb30BaHHbIE TOHOPCKast KPOBb
U €€ KOMIIOHEHTHl W30JUPYIOTCS H TIOABEPraroTCs YTHIW3AIMH, BKIIOUYAIONIeH o00e33apaknBaHue
NEe3UHPUIMPYIOIIMMU PACTBOPAMH HJIM NpPUMEHEHHE (PU3NYECKHX METOA0B AEC3HMH(EKINHU C MOMOIIBIO
000pyJIOBaHUs, Ppa3pelIeHHOro Ui J3THX IeJiel B yCTAHOBJICHHOM TOpSJIKe, a TaKkKe YyHaleHue
00pa30BaBIIMXCSI OTXOJIOB.

36. [lomyckaercss mepedaya JOHOPCKOW KpOBH HJIM €€ KOMIIOHEHTOB, HE COOTBETCTBYIOIIUX
TpeOOBaHUSIM O€30MacCHOCTH WJIM HEWCIIONB30BaHHBIX, pa3padoTYMKaM (HAYYHO-HCCIIEeIOBATEIhCKIM
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OpraHu3aIUsIM COOTBETCTBYIOIIETO MPO(UIs) U (UIIH) IPOU3BOIUTEISAM TUArHOCTUYECKUX MTPETapaToB.

37. IlpuHsaTHe pemeHuss O TOAHOCTU JOHOPCKOM KPOBU M €€ KOMIIOHEHTOB sl NepeuBaHMs
OCYILIECTBIISIETCS OTBETCTBEHHBIM JIMLIOM OpraHU3allud JIOHOPCTBA KPOBM U €€ KOMIIOHEHTOB,
HA3HAYCHHBIM B aJIMUHHACTPATUBHOM IOPSIKE.

38. Pemienre 0 romHOCTH Ui NEpPENHMBAHUS KaKIAOW N103blI (€IMHULBI) JOHOPCKOW KPOBU M €€
KOMIIOHEHTa IPUHUMAETCS TOJIBKO IIOCJE 3aBEpIIEHHs €€ IepepadOTKU C YYETOM pe3yJbTaToB
71a00paTOPHOTO KOHTPOJIS.

39. XpaHeHue H TPAHCHOPTHPOBKY JOHOPCKOW KPOBH W €€ KOMIIOHEHTOB HEO0XOIUMO
OCYILLECTBIIATh IIPU YCIOBHSX KOHTPOJS TeMIeparypbl BHYTPU OOOpYHOBaHMs, B KOTOPOM XpaHATCA
(TpaHCHIOPTUPYIOTCS) JOHOPCKAasi KPOBb M €€ KOMIIOHEHTHI. TemmepaTypa XpaHEHUs JOHOPCKOW KpOBH
peructpupyercs He pexke 2 pa3 B cyTku. Ha Bcex aTamax XpaHeHHUs U TPaHCIIOPTUPOBKH JOHOPCKOW KPOBU
U €€ KOMIIOHEHTOB JIOJKHA OBITh 0OOecrieueHa ux 3aliTa 0T MEXaHUYECKOTO MOBPEKICHHS.

XpaHeHue JOHOPCKOW KPOBU M €€ KOMIIOHEHTOB JOJDKHO OBITh pa3feibHbIM B 3aBUCUMOCTH OT
HAaUMEHOBAHMs KOMIIOHEHTa KpOBM, a TaKKe CTaTyca KOMIIOHEHTa KpoBM, rpynnsl kpoBu ABO u
pe3yc-IpUHAAIEKHOCTH.

JloHOpCKasi KpOBb M €€ KOMIIOHEHTHI Uil ayTOJOTHYHOW TpaHCHY3MH XPAHATCS OTIACIBHO OT
OCTaJIbHBIX KOMIIOHEHTOB KPOBH.

40. IIpu 3aroToBKe JTOHOPCKOH KPOBU U €€ KOMIIOHEHTOB OOECIHEeYMBAIOTCS YCJIOBUS XpaHEHUs
JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB B COOTBETCTBHUHU C TPEOOBAHUSAMH COTIIACHO TPHIIOKEHUIO N 2,

41. JlanHble O TOHOpPAX KPOBU U €€ KOMIIOHEHTOB, IPOLEAYpax U OMNepalMsx, BITOJHIEMbIX Ha
JTanax 3aroTOBKH, IepepadOTKH, XpaHEHUsI JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB, a TAK)KE O pe3yJibTaTax
UCCIICIOBAaHUS  JIOHOPCKOW KPOBM U €€ KOMIIOHEHTOB DPErMCTPUPYIOTCS Ha OyMaXXHOM U
(um) 27IEKTPOHHOM HOCHUTENAX. Perucrpanuonsble JaHHbIe XpaHaTcs B TeueHue 30 ner.

42. B nenax obecneueHus: 0€30MaCHOCTH JOHOPCKOM KPOBM M €€ KOMIIOHEHTOB JAEATENIbHOCTb
OpraHM3aluil JIOHOPCTBA KPOBM U €€ KOMIIOHEHTOB II0 3aroTOBKE, HepepadoTKe, XPaHEHUIO WU
TPAHCIIOPTUPOBKE JTOHOPCKOM KPOBU M €€ KOMIIOHEHTOB JIOJDKHA OCYILECTBIISITBCSI B COOTBETCTBHU C
[IpaBunamu coriacHo npuiiokennio N 3.

43. Tlpy moNydeHWH OpraHM3alWeil JTOHOPCTBA KPOBH W €€ KOMIIOHEHTOB WH(GOpMAIUU O
BO3MOXXHOM 3apaX€HUU PELUNUEHTa TeMOTPAaHCMHCCUBHBIMU HMH(EKIUAMU HEOOXOAMMO YCTaHOBUTh
JIOHOpPA (JIOHOPOB), OT KOTOPOTO MOTJIO MPOU3OUTH 3apa)K€HHEe, U MPUHATh MEPhl IS MPeIOTBPALLECHUS
UCIIOJIb30BaHUS IOHOPCKOM KPOBH WM €€ KOMIIOHEHTOB, OJIYYEHHBIX OT 3TOTO JJOHOpa (JOHOPOB).

44.B ciydae, NpPEIyCMOTPEHHOM ITyHKTOM 43 HACTOAIIEr0 TEXHUYECKOTOo perjaMeHTa,
IIPOBOAMTCS aHAIM3 MPEABIAYIINX CIy4dacB JOHAIMM 3a EpUOJ HE MEHEe 6 MECSIEB, NPEALIECTBYIOIINX
NocleAHeW JOHAllMu, IOBTOPHO aHAIM3UPYETCsl NOKYMEHTAallus, a OpraHu3alus, OCYLIECTBIISIOIIAs
nepepaboTKy KpoBHU (IJIa3Mbl), OL[EHMBAET HEOOXOJUMOCTh OT3bIBAa M3TOTOBJIEHHBIX MPOJIYKTOB KPOBH,
IPUHUMAs BO BHUMaHue BUJ] 3a00J€BaHUs, HHTEPBAJI BPEMEHU MEX/1y JIOHAIMEH U HCCIIe10BaHuEM KpOBU
U XapaKTEepUCTUKY MPOAYKTA.

45. Pe3ynbTaThl HUCCIIEAOBAaHUI HMCXOJHOW KpoBM (IUIa3Mbl), MPOBEAECHHBIX OpraHU3aluen
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, IOKYMEHTaJIbHO O(OPMIISIOTCS U B MUCHbMEHHOM BH/JIE TIEPEAAIOTCS
OpraHu3aliK, OCYILECTBIISAIONIEH epepadoTKy KpOBH (T1J1a3Mbl).

46. Opranu3aiys TOHOPCTBA KPOBU M €€ KOMIIOHEHTOB MMCEMEHHO MH(POPMHUPYET OpraHH3aIHIo,
OCYILECTBIISIOUIYIO TIepepabOTKy KpPOBH (ILIa3Mbl), B CIyYasix:

1) BBISIBJICHUS y JIOHOPA T€MOTPaHCMUCCHBHBIX WH(EKINl, BHI3BAHHBIX W3BECTHBIMU HAa MOMEHT
3aroTOBKU KPOBH MMaTOT€HHBIMU OMOJIOTHYECKMMHU areHTaMu;

2) BBISBJICHUS BO30YAUTENIEH TeMOTPAHCMUCCUBHBIX HH(EKIIMIA B JOHOPCKOH KPOBH (IL1a3me);

3) BBISBIICHHS HApYIICHWH TPOLENypbl HCCIENOBaHUS KpPOBM Ha HalIW4YMe BO30yAUTENeH
reMOTPAaHCMUCCUBHBIX MH(pEKIUH.

47.1lpu nepepaOoTke Miaa3Mbl AJi MOJYYEHHs] MpPErnapaToB KPOBH HEOOXOIMMO HCCIEA0BaTh
IU1a3My, OOBEIMHEHHYIO B TEXHOJIOTHUECKYIO 3arpy3Ky, Ha HalU4yhe BO30yaUTeIel reMOTPaHCMUCCUBHBIX
UH(pEKINH.
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48. B ciydasx BBISBICHHUSA B IUIa3Me, 00bEAMHEHHON B TEXHOJIOTMYECKYIO 3arpy3Ky Ui OJTyUYeHHUs
IpenapaToB KpoBH, BO30yauTeNnedl TIeMOTPaHCMUCCHBHBIX HMH(EKIMH Mga3Ma HE MOXeT ObITh
UCIIOJIb30BaHa Ul TPUTOTOBJICHUS TPENapaToB M YTWIM3HPYETCs, a WHpOpMamus O pe3yabTaTax
MCCIIEIOBAHMS TUIa3Mbl IIMCBMEHHO IIEPENAETCS B OPraHU3ALNIO0 JTOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, B
KOTOPOH ObljIa OCYIIECTBIIEHA 3aTOTOBKA ATOI KPOBH (ILIa3MBl).

49. B mpouecce NOJy4eHMs IIPEnapaTroB KPOBH [JOJDKHA ObITh IPEeIyCMOTpPEHAa WHAKTHBALUA
[aTOr€HHBIX OMOJIOTMUECKUX areHTOB.

50. KoMmoHEHTHI KpOBH, MOABEPTHYTHIE 00paObOTKE MO0 MHAKTUBAIMH MTaTOTCHHBIX OMOJIOTHMYECKHX
areHTOB, HEOOXOIMMO U30JUPOBATh OT KOMIIOHEHTOB KPOBH, HE MOABEPIHYTHIX TaKOH 00paboTKe.

51. OOpa3upl KaKA0W 3arpy3KH IJIa3Mbl XpaHATCS IpU TemrepaType Huxke MUHYC 25°C He MeHee
OJTHOIO TIoOJa IIOCiI€ OKOHYAHUS CpOKa XpaHEHHs IMpOAYyKTa KpOBH, HMMeEIOUIero Hauboiee
IPOJOJKUTEIBHBIA CPOK XPAHEHUS.

52. KpoBb (I1azma) ¥ MPOAYKTHI, 0Opa3yroOIIMecss B IMPOIECCe UX MepepadO0TKH, 3arps3HEHHBIC
NaTOreHHBIMU OMOJIOTMYECKUMHU areHTaMu, MOAJIeKAT YTHIM3AUN U 00s3aTeNbHON pEerucTpaly 3TON
npoleIypbl OpraHu3alnuei, OCyIIECTBIIAIOLIEH nepepadoTKy KpoBM (I1a3Mbl), IOCPEICTBOM BHECEHUS
COOTBETCTBYIOIMX 3alUCE B YyYETHO-PETUCTPAMOHHYIO JOKYMEHTAIUIO 10 (OopMaM, YCTAHOBJICHHBIM
¢denepanbHBIM OPraHOM HCIIOJIHUTENBHOW BIACTH, OCYIICCTBISIOMIUM (YHKIMH 10 BBIPAOOTKE
roCyJapCTBEHHON NOJMTUKM U HOPMATHBHO-NIPABOBOMY PETYJIUPOBAHMUIO B cepe 3ApaBOOXPAaHEHUS U
COLIMAJIBHOTO Pa3BUTHS.

53. 3anpemaercs NpPUMEHEHHE JIOHOPCKOM KpPOBH M €€ KOMIIOHEHTOB, IpenapaToB KpOBH U
KPOBE3aMEIIA0IIMX PACTBOPOB C UCTEKIIIMM CPOKOM I'OJTHOCTH.

54. TexHUYECKHE CPEICTBA, UCIOJIb3yeMble B TPaHC(Y3UOHHO-UH(Y3MOHHON TEpamuu, JOJDKHBI
ObITh paspelieHbl K IMPUMEHEHUI0 B IMOPSIKE, YCTAaHOBJIEHHOM 3aKOHOJaTelbCcTBOM Poccuiickoit
®enepanuu.

55. KoHteliHepsl OJUMEPHBIE, CUCTEMBI U YCTPOMCTBA Ul NE€pEIMBaHUs JOHOPCKOW KPOBU U €€
KOMITOHEHTOB JIOJIKHBI ObITh MApKHUPOBAHBI.

MapkupoBka NOTpeOUTEIBCKOW Tapbl KOHTEHHEPOB MOJIMMEPHBIX, CUCTEM M YCTPOHCTB JIOJKHA
OBITh YCTOWYMBA K BO3JEHCTBUIO BHEIIHUX (PAaKTOPOB B MPOLIECCE CTEPUIN3ALUMN, XPAHEHUS, pealln3aliu
Y IIPUMEHEHUS.

56. [lns KOHTakTa € MPOIYKTaMHU KPOBU HCIIONB3YIOTCSI KOHTEHHEPHI IMOJIMMEpPHBIC, a TaKkKe
CUCTEMBl M YCTPOWCTBAa ISl BBEIEHUSA JOHOPCKOM KpOBH, €€ KOMIIOHEHTOB, IIPENaparoB H
KpOBE3aMEIIAIOIINX PACTBOPOB, KOTOPbIE JOJKHBI OBITH U3TOTOBJIEHBI U3 MAaTEPUAIIOB, Pa3pPEIIEHHBIX JIs
KOHTaKTa C MPOAYKTaMH KpPOBU (erepabHbIM OPraHOM MCHOJIHUTEIBHON BIIACTH, OCYLIECTBISIOLUIMM
(GYHKIIMM 1O KOHTPOJIIO W HAI30py B cdepe 3ApaBOOXPAHEHHS M COLMAIBLHOTO Pa3BUTHUS B IMOPSAIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBOM Poccuiickoit denepanuu.

57. Heobxonumo obecrneyuTh COXpaHEHHE CTEPUIBHOCTH KOHTEHHEPOB MOJIMMEPHBIX, CUCTEM IS
BBEJICHUS KPOBU M €€ KOMIIOHEHTOB, MPENaparoB M KPOBE3aMEIIAIOIIMX PacTBOPOB, a TaKKE JIPYrHX
YCTPOMCTB OAHOKPATHOTO MPUMEHEHHSI B TEUEHHE BCEIO YCTAHOBJIEHHOIO CPOKA XPaHEHUS.

58. [lpu neHTpudyrupoBaHNE KOHTEHHEPHI TOJIMMEPHBIE JOJDKHBI 00ECIIeYrBaTh BO3MOXKHOCTB
paboTbl 0e3 HapylleHHs 3aMKHYTOM TIepMeTHYHOM cucteMbl. KoHTelHepbl NOJMMEpHbIE IOJKHBI
MO3BOJIATh  MOJCOCIUHATh YCTPOMCTBA, TapaHTHUPYIOUIUE COXPAHEHHWE CTEPUIIBHOCTH KpPOBU U €€
KOMIIOHEHTOB, a Takxe oOecrneunBaTh (YHKUIMOHAJIbHYI0 COBMECTHMMOCTh C YCTPOHCTBOM ISt
NepeIuBaHus JOHOPCKON KPOBU U €€ KOMIIOHEHTOB U3 KOHTEHHepa.

59. IIpu mpoBeseHUU YCTAHOBJIEHHBIX MPOLEAYp NEepepadOTKU JOHOPCKOW KPOBU MPOYHOCTH
MaTepuaioB KOHTEHHEPOB IMOJMMEPHBIX, COCAUHHUTEIbHBIX IIBOB, MPUMEHSIEMbBIX 3JIEMEHTOB M Y3JIOB
JIOJKHA 00ecIeurBaTh eTOCTHOCTh UX KOHCTPYKIHH.

60. Kaxxmass no3a (eaMHuna) KpoBU M €€ KOMIIOHEHTa, IpelHa3HaueHHas i OTIyCKa W3
OpraHM3aIy TOHOPCTBA KPOBH U €€ KOMIIOHEHTOB, JI0JKHA UMETh MapKUPOBKY. MapKUPOBKY TOHOPCKOM
KPOBHU U €€ KOMIIOHEHTOB HEOOXOJUMO OCYIIECTBIIATH C YIETOM PE3yIbTaTOB JJAOOPATOPHOT'O KOHTPOJISL.

61. MapkupoBKY TOTOBOW MPOAYKIIMH TPOBOIAT C TOMOIIBIO JTHKETOK. DTHKETKAa T'OTOBOH
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NPOAYKIIMK JIOJDKHA MMETh YETKHE BHU3YaIbHBIC OTIMYHUS OT MHBIX ITUKETOK, COXPAHSATHCS B TEUCHUE
BCEro CPOKa FOJTHOCTH U MPH BCEX PEKUMAX XPAHEHHs M UCIIOIb30BAHMSI €IUHUIBI TOTOBOM MPOIYKIUH, a
uH(OpMaLys, TPUBEICHHAs HA STUKETKE, T0JDKHA OCTaBaThCA JIETKO YUTAEMOM.

62. Hanecennas Ha 3TUKEeTKY HH(OPMALIKS O TOTOBON MPOAYKIIMH JTOJKHA COAEPKATh CIEAYIOIINe
CBEJICHUS:

1) HaMeHOBaHKHE OPraHU3aI|K JOHOPCTBA KPOBU M €€ KOMITOHEHTOB,;

2) uaeHTH(GUKAIMOHHBIH HOMEp TOHAIIHH;

3) rpynmna kpoBu ABO 1 pe3yc-npHHaIIeKHOCTB;

4) nata OHAIUH;

5) nara OKOHYaHUS CPOKA XPAHCHUS;

6) HanMeHOBaHUE U 00bEM aHTUKOATYJISHTA U (MJIK) J00aBOYHOTO PacTBOPa;

7) HaMEHOBaHHE KOMIIOHEHTA KPOBH;

8) 00beM i Macca KpOBH JIHOO KOMITOHEHTa KPOBH;

9) TemriepaTypHbIC YCIOBHSI XpaHCHMUS,

10) yka3aHue Ha JOMOJHUTEIbHYIO0 00paboTKy (00ydeHre, QUITBTPAIMIO, HHAKTHBALIUIO).

63. JloHopckasi KpOBb M €€ KOMIIOHEHTHI JUIsl ayTOJIOTUYHOH TpaHCc(y3uu IOJKHBI HMETh
MapKHUPOBKY "TOJBKO JUIsi ayTOJIOTHYHOW TpaHCy3un" ¢ yka3aHueMm (paMuinu, IMEHHU, OTYECTBA U JIAThI
POXKICHHUSI TUIA, ISl KOTOPOTO MpeJHa3HaYeHa JOHOPCKas KPOBb UJIM €€ KOMIIOHEHTHI.

64. MapkupoBKa JOHOPCKOW KPOBU M €€ KOMIIOHEHTOB JIOJDKHA COXPAHATHCS B TEUEHUE CPOKA MX
XpaHEHUs IIPU BCeX MeToAax o0paboTKH.

65. Hanecenne MapKHpOBKM TOTOBOW MPOIYKIHMU J0 OKOHYAHHS BCEX CTAaauil mepepaboTKH U
UCCJICIOBAaHUI HE JOMYCKAeTCS.

66. Ha mapkupoBke 00OpyIOBaHUsS, B KOTOPOM XPAaHHUTCS JIOHOPCKAs KPOBb M €€ KOMIIOHEHTBI,
YKa3bIBAETCS HAaUMEHOBAHME KOMIIOHEHTa KPOBH, CTaTyC KOMIIOHEHTa KpoBHU, rpymnma kpoBu ABO u
pe3yc-IpUHAIIE)KHOCTb.

67. Bcsa HeoOxoammas s motpeburtesnss uHGOpManus O JOHOPCKOW KPOBH M €€ KOMITOHEHTaX
JOJKHA OBITh TpEACTaBlieHAa Ha STUKETKaX KOHTEHHEpPOB, COAEp KAlIMX JOHOPCKYIO KpPOBb WIH €€
KOMITOHEHTEI, & TAK)KE B COIPOBOIUTEIHHBIX JOKYMEHTAX.

V. Ouenka coorBeTcTBUSA

68. OnieHKa COOTBETCTBHUS MPEMApaTOB KPOBHM W KPOBE3AMEUIAIONIIUX PACTBOPOB TPEOOBAHUSM
0€30IaCHOCTH KPOBH M €€ KOMIIOHEHTOB OCYILIECTBIsieTCS B (OpME TOCYJapCTBEHHOIO KOHTPOJIS
(Hamzopa).

69. 'ocynapcTBeHHBI  KOHTpOJb  (Hax30op)3a  coOdrofieHueM  TpeOOBaHUIM  HACTOSIIEro
TEXHUYECKOTO PErilaMeHTa OCYIIECTBIISIETCS B COOTBETCTBHH ¢ DesepansueiM 3akoHoM "O 3ammre mpas
IOPUIMYECKUX JIAIl W WHIMBUAYAJIHHBIX TPEANPHHUMATENCH TpPU OCYIIECTBICHHH TOCYIapCTBEHHOTO
KOHTPOJIS (HaA30pa) U MyHULUIIAIBHOTO KOHTPOJs" B MOpPS/IKE, YCTAHOBICHHOM (ellepalbHbIM OpraHoM
UCTIOJTHUTEIIHOW BJIACTH, OCYIIECTBIIONIMM (YHKIIMH TIO BBIPAOOTKE TOCYIApCTBEHHOHM IMOIUTHKH U
HOPMAaTHUBHO-TIPABOBOMY PETYJIMPOBAHHIO B c(hepe 3IpaBOOXPaHEHHS U COLUATIBHOTO Pa3BUTHS.

70. TocymapcTBeHHBII  KOHTPOJb (HAA30p) 3a COOJNIIOJICHWEM TpeOOBAaHWMA  HACTOSIIETO
TEXHUYECKOTO pEerjlaMeHTa OCYyLIECTBIseTCS (elepaabHbIM OpPraHOM  HUCIOJHUTENBHOW  BIIACTH,
OCYIIECTBIISIONINM (DYHKIIHH IO KOHTPOJIIO M HA/I30PY B cpepe TOHOPCTBA KPOBH M €€ KOMITOHEHTOB.

71. TIpu ocyIiecTBIEHUH TOCYIAapCTBEHHOTO KOHTPOJs (Hax3opa) 3a coOirogeHueM TpeOoBaHUM
HACTOSIIIIETO  TEXHUYECKOTO  periiaMeHTa  (enepaibHBIi  OpraH  WCIOJHHUTEIBHOH  BIIACTH,
OCYILECTBIISIONIMHM (PYHKIIMM 11O KOHTPOJIIO U HAA30py B cdepe JTOHOPCTBA KPOBU U €€ KOMIIOHEHTOB,
PETUCTPUPYET MOCTTPAHCPY3UOHHBIE OCIOKHEHHS B IMOPSAAKE, YCTAaHOBIEHHOM (erepaabHbIM OpraHOM
UCTIOTHUTEIIHOW BJIACTH, OCYIIECTBISIONINM (YHKIIMHA TIO0 BBIPAOOTKE TOCYIApCTBEHHOW MOIUTHKH U
HOPMAaTHUBHO-TIPABOBOMY PETYIUPOBAHHIO B c(hepe 3ApaBOOXPAHEHHUS.
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72. Tlpu mpUMEHEHHH TOHOPCKOM KPOBHM M €€ KOMIIOHEHTOB Ui MEPEIMBAHUS PELUNHEHTAM
uHpopmanuss 000 Bcex CiydasX pasBUTHS IOCTTPAaHC(Y3MOHHBIX OCJIOKHEHMH Iepenaercs B
(denepanbHBI OpraH MCHOJIHUTENBHOW BIIACTH, OCYIIECTBIISIONINI (PYHKIMU N0 KOHTPOIIO U HAA30pY B
cdepe 10HOPCTBA KPOBU M €€ KOMIIOHEHTOB U OPTaHU3aLMIO0 IOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

73. B ciiydasix BBISIBIIEHHS Yy JJOHOpPA KPOBH M €€ KOMIIOHEHTOB T'€MOTPAaHCMUCCHBHBIX MH(EKIIHIA,
BbI3BaHHBIX M3BECTHBIMM HAa MOMEHT 3aroTOBKM KPOBU IATOI€HHBIMH OHOJOIMYECKUMM areHTaMHu,
BBISIBJICHHS] B JOHOPCKOM KPOBU MJIM KOMIIOHEHTaX KPOBU IATOI€HHBIX OMOJIOTMYECKUX areHTOB, B TOM
yuciae BO3OyIUTENEeH TIeMOTPAaHCMHCCHUBHBIX HMH(EKUWH, BBIIBICHUS HApyLMICHUH MPOIETypHI
UCCIIEIOBaHMsI KPOBU U €€ KOMIIOHEHTOB Ha HAJIMYME MaTOTCHHBIX OMOJIOTHYECKUX areHTOB, B TOM YHCIIe
BO30y/AUTENEH TEMOTPAHCMUCCUBHBIX HH(EKIHHA, a TakKe HapyIIeHWH Npoueaypbl HACHTU(DUKALUU
rpynisl kposu ABO u pe3yc-npuHayiexHOCTH He00X0AUMO:

1) He3aMeTUTENBHO HPUHATH MEPhl [0 H3BSATHUIO JIOHOPCKOW KPOBHM U €€ KOMIIOHCHTOB U3
oOpalleHus ¥ OT3bIBY X U3 OpraHu3aluii, IPUMEHSIOLUNX JOHOPCKYIO KPOBb U €€ KOMIIOHEHTHI;

2) nponHpopmupoBaTh (eaepaibHbIe OpraHbl HMCHOJIHUTEIBHOW BJIACTH, YIOJIHOMOYCHHBIC
OCYILECTBIIATh FOCYIapCTBEHHBIH KOHTPOJIb (Ha130p) B chepe JOHOPCTBA KPOBHU U €€ KOMIIOHEHTOB.

IIpuioxenne N 1

K TEXHUYECKOMY PErJIaMeHTy 0 TPeOOBAHUAX 0€30IACHOCTH KPOBH,

ee NMPOAYKTOB, KPOBe3aMelIaloIUX PACTBOPOB U TEXHUYECKUX CPE/ICTB,
HCI0JIb3YEeMbIX B TPAHC(PY3MOHHO-NH(PY3HNOHHOU TepaAnuun

IIepeyenn
noxKasarteJieii 0M0JIOrH4eCKOil MOJHOIEHHOCTH, (YHKIIMOHAJLHOH AKTUBHOCTH H JIe4eOHOM
3¢ PeKTHBHOCTH JOHOPCKOH KPOBU U €¢ KOMIIOHEHTOB

\ [IpuemiieMblie XapaKTepUCTUKU

1. KpoBb KOHCEpBHpOBaHHAs

O6bem 450 MmummuTpoB +- 10 porieHToB 00bema 0e3
aHTHKOAryJNsiHTa (HeCTaHAapTHAs JTOHAIUS MapKUPYyeTCs
COOTBETCTBYIOIINM 00pazoM)

I'emornoOun He MeHee 45 TpaMMOB B J103€

I'emonu3 B KOHIIE XpaHEHUS He 6oiee 0,8 TpoIIEHTa SPUTPOLIUTOB

2. DpUTPOLHTHI (SPUTPOIMTHAS Macca)

O6wvem 280 +- 50 MIIITHITUTPOB
I'emarokpur ot 0,65 mo 0,75

I'emorno6un He MeHee 45 rpaMMOoB B 103€
I'emonn3 B KOHIIE XpaHEHNUS He 6onee 0,8 mpoIieHTa SPUTPOLIUTOB

3. DPUTPOIHUTHI C yJAIEHHBIM JISHKOTPOMOOIIMTAPHBIM CIIOEM (SPUTPOIUTHASI Macca C YAaJCHHBIM
JEUKOTPOMOOIIUTAPHBIM CIOEM)

O6wvem 250 +- 50 MIIIIHITUTPOB
I'emarokput ot 0,65 mo 0,75

I'emornoOun He MeHee 43 rpaMMoB B 103€
KomuuectBo neiikoruros™ (1) He Oonee 1,2 x 10(9) B no3e
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I'emonu3 B KOHIE XpaHEHUs

He Oonee 0,8 mporeHTa SPUTPOLIUTOB

4. DpUTpOoUUTHI B 100AaBOYHOM PACTBOPE (IPUTPOLIMTHAS B3BECH)

Ob6beMm

I'emarokput

I'emornoOun

I'emonn3 B KOHIIE XpaHEHUs

OTPEIEISAETCS UCTIOJIB3YEMOM CUCTEMOM
ot 0,5 10 0,7

He MeHee 45 rpaMMOB B J103€

He 6onee 0,8 mporieHTa SpUTPOLIUTOB

5. OpUTpOIHTHI B J0OAaBOYHOM PACTBOPE C YAAICHHBIM JICHKOTPOMOOIIUTAPHBIM CJI0EM (IPUTPOLIUTHAS
B3BECH C YAAJIEHHBIM JEUKOTPOMOOIIUTAPHBIM CII0EM)

O6bem

I'emaToxpur

I'emornoOun

KonuyectBo neikonuto™ (1)
I'emonn3 B KOHIIE XpaHEHUs

OTIPEICIISAETCS UCTIOJIB3YEMOUM CUCTEMOM
ot 0,5 10 0,7

He MeHee 43 rpaMMOB B J103€

He 6osee 1,2 x 10(9) B no3e

He 6onee 0,8 mporieHTa SPUTPOLIUTOB

6. OTMBITBIE SPUTPOLUTHI (IPUTPOIIUTHI OTMBITHIC)

O0beM

I'emaToxpur

I'emoroOun

I'emomnu3 B KOHIIE XpaHEHUS
KomnuecTBo Oeaka B KOHEUHOM
HaJg0Cag0YHOM KUIKOCTH

OTIPEIEISAETCS UCTIOJIB3YEMOM CUCTEMOM
ot 0,65 mo 0,75

He menee 40 rpaMMOB B 03¢

He 6oiee 0,8 IpolIeHTa SPUTPOLIUTOB
He 6osee 0,5 rpamma B 103¢*(2)

7. DpUTPOIUTHI, 00CTHEHHBIE JICHKOIIUTaMHU B J0OABOYHOM pacTBOPE (3PUTPOILIMTHAS B3BECH,

O6wem

I'emaToxput

KonuyectBo neikonutos*(3)
I'emornoOux

['eMosn3 B KOHIIE XpaHEHUS

oOeHeHHAsT TIEHKOIIUTaMU )

ONPEAEIISIETCS UCTIOJIB3YEMOM CUCTEMOM
ot 0,5 10 0,7

He 6oiee 1 x 10(6) B mo3e

He MeHee 40 rpaMMOB B 103€

He 6onee 0,8 poIIeHTa SPUTPOLIUTOB

8. KprokoHcepBHpOBaHHBIEC SPUTPOLUTHI (IPUTPOLIUTHAS B3BECH, PA3MOPOKEHHASI U OTMBITas )

O6beMm

I'emaToxpur

I'emornoOux

(Hajoca0uHas KUIKOCTh)™*(4)
I'emornoOux

OcmonspHOCTh

KomuuectBo neiikoruros™ (1)
CrepuiIbHOCTB

He MeHee 185 MuImunuTpos
ot 0,65 mo 0,75
menee 0,2 rpamMa B 103€

He MeHee 36 TpaMMOB B J103€

He MeHee 340 MIIITMOCMOJIEN Ha JINTP
He 6oiee 0,1 x 10(9) B no3e
CTEpUIIBHO

9. DpUTPOIHUTEHI, TOTyYSHHBIE METOZOM adepe3a (IPUTPOIMTHAS Macca WITH SPUTPOLIUTHAS B3BECH,
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O6Bem OIIPEIEIAETCS UCIIOJIB3YEMOU CUCTEMON
I'emarokput ot 0,65 mo 0,75

I'emaroxput (eciu qo0aBiIcH ot 0,5 10 0,7

B3BEIIMBAIOIINIA PACTBOD)

I'emornobun He MeHee 40 rpaMMoOB B 03¢
KonnuecTBo nedKonuTOB (€ciu He 6osee 1 x 10(6) B mo3e

obeaHeH neikoruTamu)*(3)

I'emonM3 B KOHIIE XpaHEHUs He 6onee 0,8 mporieHTa SpUTPOLIUTOB

10. TpoMOOUKTEI, BOCCTAHOBJIEHHBIE U3 103bI KPOBU (TPOMOOLIMTHBIN KOHIIEHTPAT U3 J03bI KPOBH)

O6wvem He MeHee 40 MILTHITUTPOB

TpomoGonuTer*(1) He MeHee 60 x 10(9) (3xBUBaJICHT OJTHOM 103bI KPOBH)
Komuuectro neiikoruro™(1) (1o

yIAJICHUS JICHKOIIUTOB):

13 000raieHHOW TpOMOOLUTaMU He 6onee 0,2 x 10(9) (3xBUBaIEHT OAHOMN 03Bl KPOBHU)
TUTa3MBbI

13 JIGUKOTPOMOOCTION He 6osee 0,05 x 10(9) (3kBUBaJIEHT OJTHOM J03bI KPOBH)
KomnuectBo neiikoruros™(3) He Oosee 0,2 x 10(6) (3KBUBAJICHT OIHOM JJ03bI KPOBH)
(mocne ynaneHus JIEHKOIUTOB)

pH*(5) (mpu + 22°C) B KoHIIE ot 6,4 no 7,4

PCKOMCHIAOBAHHOI'O CPOKA XpAaHCHUA

11. TpoMOOLUTEI, TOTYYEHHBIE METOIOM adepe3a (TPOMOOLUTHBIN KOHIIEHTPAT, MOTYyYSCHHBIH METOIOM

adepesa)
Ob6beMm He meHee 40 muuauTpoB Ha 60 x 10(9) TpomOoIITOB
TpombonuTer*(3) He meree 200 x 10(9) B no3e
KonuyectBo neikonutos™(3) He 6onee 1 x 10(6) B no3e
(mocne ynaneHus JEHKOIUTOB)
pH*(5) (mpu + 22°C) B koHIIE ot 6,4 1o 7,4
PEKOMEHJIOBAaHHOTO CPOKa XPAHCHHUS
TAPAHT:

Paznensl 12 - 15 HAaCTOAILICTO IPHUIIOKCHUA B 4YaCTU PAHCC 3arOTOBJICHHBIX KOMIIOHCHTOB KPOBH
BCTYIIAIOT B CUJIY 11O UICTCUCHUHA 30 MCCAILICB CO IHA BCTYINNICHUA B CHIIY TCXHUYCCKOI'O pCrilaMCHTA

12. Ceexxe3amMopokeHHas TuTa3ma (Ira3mMa CBeKe3aMOpPOKEHHAs )

O6bem 3asBJIEHHBIN 00beM +- 10 mpoleHTOB 00beMa 0e3
aHTHUKOATyJITHTa

@axrop Vllc He MeHee 70 MPOLIEHTOB UCXOIHOTO YPOBHS

Ocratounbie KieTkn™(6):

SPUTPOLIUTHI He 6onee 6 x 10(9) B mutpe

JIEHKOIUTHI He 6onee 0,1 x 10(9) B mutpe

TPOMOOIIUTHI He 6onee 50 x 10(9) B mutpe

BusyanbHble u3MeHeHus HE JIOJKHO ObITh aHOMAJIBHOT'O 1[BETa MU BUAUMBIX CTYCTKOB

13. Kpuonperumnurat
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O6Bem ot 10 1o 20 MIITHIUTPOB
®aktop Vllic He MeHee 70 MeXayHapOIHbIX €UHUILL B 03¢
@ubpunoreH He MeHee 140 MIIIMrpaMmoB B 103€

14. KpuocynepHaranTHas 1ia3ma
O0BeM OTKJIOHEHHE OT UCXOIHOTO 0OBbeMa He Oosiee 10 mporeHToB

15. KpuokoHcepBUpOBaHHBIC TPOMOOITUTHI, ITOTYyYEHHBIE METOIOM adepesa

O0BeM oT 50 10 200 MUITUIUTPOB

KonngectBo TpoMOOIINTOB He MeHee 40 TPOLIEHTOB COAEepKaHUS 10 3aMOPAKUBAHUS

KonnuecTBO 1EHKOIIMTOB He 6osee 0,2 x 10(6) Ha PKBUBAJICHT OJHOM JT03bI
TPOMOOIIUTOB

16. I'panynonuTHI, TOTYYEHHBIE METOIOM adepesa

Ob6beMm He 6osee 500 MUIUTUITUTPOB
KonunuecTBo rpanynonuTos 6oxee 10 x 10(9) B no3e

*(1) lomxHBI COOTBETCTBOBATh HE MEHEe 75 MpOLeHTaM 00CIIeI0BaHHbIX J103.

*(2) KonuvecTBo Oeika B KOHEYHON HA0CAJOYHON JKUIKOCTH JTOJDKHO OOCSCIICUUTh CONEpPKAHUEC
IgA menee 0,2 MmumurpaMma B J103€.

*(3) loymkHBI COOTBETCTBOBATH HE MeHee 90 mporieHTaM 00CIeI0BaHHBIX J103.

*(4) OxkoHUaTebHBIN B3BEIIUBAIOIIHIA PACTBOP.

*(5) U3mepenne pH mpennodTHTeIbHO MPOBOIUTH B 3aKPBITOM CHCTEME BO M30€KaHHE BBIXOA
CO2. "3mepeHre MOXET ObITh BBIMOJIHEHO MpH JII000H TemnepaType, U 3HaYeHHE pacue€THbIM METOJO0M
KOHBEPTHPOBaHO NpUMeHUTeNbHO K pH + 22°C.

*(6) KieTku MOCUMTHIBAIOTCSA IO 3aMOPAKUBAHUS, BO3MOXKHO CHH)KCHHE MOPOTOBBIX BEITUYUH
IIPY BKJIFOYEHUU B IIPOTOKOJ MPOLIEYP JIUMMUHALUH KIETOK.

Ipuaoxenune N 2

K TEXHUYECKOMY PETJIaMEHTY 0 TpeOGoBaHUsAX 0e30NaCHOCTH KPOBH,

ee NPOAYKTOB, KPOBE3aMeIAKIIUX PACTBOPOB U TEXHHYECKHUX CPEACTB,
HCIO0JIb3YEeMBbIX B TPaHC(Y3HOHHO-UH(]PY3HOHHON Tepanuu

YcioBus XpaHeHUsi JOHOPCKOIl KPOBM U ee KOMIIOHEHTOB

KoMmnonent | Temmeparypa xpaHenns | MakcuMaabHOE BPEMs XPaHEHHs
OpUTPOLMTHI U IENIbHAs KPOBb or+2 o+ 6C B 3aBUCHMOCTH OT MCIOJIb3yEMOMN
(ecm ucnonb3yercs i CUCTEMBI aHTHKOATryJISHT -
TpaHC(y3HUH Kak IieJIbHasi KPOBb) B3BEIIMBAIOIINI pacTBOP
CaexezaMopoKeHHas IJ1a3Ma 1 Huxe - 25C 36 mecsieB
KpUOMPELUITUTAT
Tpombo1uThI ot + 20 no + 24C S IHEN pH yCIOBUU HENPEPBIBHOIO

MOMEILIMBaHUs
I'panynouutst ot + 20 no + 24C 24 qaca

[Tpumeuanus: 1. JlomyckaeTcsl yAJIMHEHHUE BPEMEHU XPAaHEHHS] KOMIIOHEHTOB KPOBHU C IOMOIIBIO
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3aMOpaXuBaHUsl (KPHOKOHCEPBUPOBAHUE):
SPUTPOLUTOB - 70 10 JIeT B 3aBUCUMOCTH OT IpOLEcca 3arOTOBKH, IEPEPa0OTKU U XpaHEHMUS;
TPOMOOIIMTOB - 0 24 MecsIeB B 3aBUCUMOCTH OT IPOIIECCca 3ar0TOBKH, epepadOTKH U XpaHEHUS.
2.B OTHOIIEHUH KPHOKOHCEPBHUPOBAHHBIX JSPUTPOLMTOB U TPOMOOLMTOB [OJDKHA OBITh
oIpeziesieHa Cpela, B KOTOPOM KJIETKM HaXOJSATCs IOCJE OTTauBaHUA. Pa3pelieHHbl Nepruosa XpaHEeHUs
10CJI€ OTTAauBaHMsI 3aBUCUT OT UCIOJIB3yEMOI0 METO/Ia.

Ipuioxenne N 3

K TEXHHYECKOMY PErJIaMEHTY O TPeOOBAHUAX 0€30IaCHOCTH KPOBH,

ee MPOJAYKTOB, KPOBE3aMelIAIIIHUX PACTBOPOB M TEXHHYECKHX CPEICTB,
HCIOJIb3YeMbIX B TPaHC(Y3MOHHO-HH(]Y3NOHHOIT Tepanmun

IMpaBuia
3aroTOBKH, NepepadoTKH, XPAHEHUsI M TPAHCIIOPTHPOBKHU JOHOPCKOI KPOBH U €¢ KOMIIOHCHTOB

T'APAHT:

Cwm. taxke 'OCT P 53420-2009 "KpoBb AoHOpCKas W e¢ KOMIOHEHTHL. OOmme TpeOOBaHHS K
o0ecreueHnIo KayecTBa pu 3aroToBKe, IepepadoTKe, XpaHEHUU U UCTIOJIb30BAHUH JIOHOPCKOW KPOBU U
ee KOMIIOHEHTOB", yTBEPKJICHHBIH mpuka3zoM PocrexperynupoBanus ot 28 oktsiopst 2009 r. N 485-ct

|. Cucrema KayecTBa

1. IIpu 3aroToBKe TOHOPCKOW KPOBU M €€ KOMIIOHEHTOB HEOOXOIMMO pa3padoTaTh, BHEAPUTH U
HOJ/IEP)KUBAaTh B paboyeM COCTOSIHUM CHCTEMY KauyecTBa, OXBATBIBAIOLIYK) BCE BUbI OCYLIECTBISEMOMN
JIESITEJIbHOCTH U HAaIIPaBJIEHHOW Ha o0ecrieueHne 0€3011acHOCTH JJOHOPCKOW KPOBU U €€ KOMIIOHEHTOB.

2. B opraHu3anuu JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB Ha3HAuyaeTcs COTPYIHHUK, OTBETCTBEHHBIH
3a pa3paboTKy, BHEAPEHUE U MOAEPKAHNE B pab0YeM COCTOSIHUU CUCTEMBI KaueCTBa.

I1. Ilepconan

3. Ilepconan, 3aHATHI B Ipoleccax 3aroTOBKHU, MepepabOTKH, XpaHEHUs, TPAHCIOPTHPOBKU U
IPUMEHEHUS JOHOPCKOM KpPOBM UM €€ KOMIIOHEHTOB, OO0s3aH MPUHUMATh MpPEeIyCMOTPEHHbIE
3aKOHOAATeNbCcTBOM Poccuiickont denepannyu Mepsl B LENSIX HEAONMYIIEHUS NPUYMHEHUS Bpela KU3HU
WIM 3[0POBBIO0 TPaXKJaH, MMYLIECTBY (U3MUECKUX WU IOPUIUYECKHUX JIUL, TOCYIapCTBEHHOMY WM
MYHUIIMIIAJIbHOMY UMYIIECTBY, OKPYKAIOILEN CPeiE, )KU3HU MIIU 30POBBIO )KUBOTHBIX U PACTCHHM.

I11. Tomemenus

4. lna oOecnieyeHUs COXPAHHOCTH 3/JaHUNA M TIOMENIEHWH B TMpOLeCCe€ HX OSKCIUTyaTaluu
OpraHu3aIys JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB JIOJDKHA MPOBOAUTH TEXHUUECKHE OCMOTPHI, TEKYIIHE U
KAl TaIbHBIE PEMOHTHI.

5. [lometieHus, B TOM YKCI€ MPOU3BOICTBEHHBIE MTOMEIIECHUS (30HBI), TOMEIIECHUS Al XpaHEHUs
(cknmaapl) U OBITOBBIE TTOMEIICHUS, Pa3NIEIAIOTCS 1O BHAAM TPOBOJUMBIX PAOOT W HMCHOJB3YIOTCS B
COOTBETCTBUM C MX Ha3HAUCHHEM.

6. B opranusamuu JOHOPCTBa KPOBH W €€ KOMIIOHEHTOB JOJDKHBI OBITh BBIJCIICHBI OT/IEITbHBIC
MOMEIIEHUS (CKIIAJIbI) ATl XpaHEHHUS:

PacXoJHBIX MaTepHAIOB (KOHTEHHEPOB IMOJUMEPHBIX I 3arOTOBKM JOHOPCKON KPOBH U €€
KOMIIOHEHTOB, HA0OPOB PEAareHTOB U IPYTUX MaTEPHUAIIOB);

KOMIIOHEHTOB KpOBH, HWMEIONIUX pa3HbId cTaryc (TOAHBIC, HAXOJANIMECSs Ha KapaHTHHE,
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HEHUCCIICJIOBAHHbIE WU 3a0paKOBaHHBIC).

[Tpu oTcyTcTBUM TaKMX MOMEIMICHUH HEOOXOAMMO BBLICIUTH M30JIMPOBAHHBIC 30HBI, CTEIUIAXKU U
XOJIOAWIIbHUKHU.

7.B opraHuzanuu JOHOPCTBA KPOBM U €€ KOMIIOHEHTOB JIOJDKHBI OBITh IMPEAYCMOTPEHBI
rapJepoOHbIe, KOMHATHI OT/AbIXa, CAHUTAPHO-OBITOBEIC MMOMEIICHUS U TyaJeThl, paCIOJI0KEHHBIC BOJIHU3H,
HO M30JIMPOBAHHO OT MPOU3BOJCTBEHHBIX TOMEIICHHI, OCHAILIEHHBIE COOTBETCTBYIOIIUM 000PYI0BaHUEM,
MOIOIIMMHU U AC3UHPUIUPYIOIIMMH CPEICTBAMU U YOOPOUHBIM UHBEHTAPEM.

8. IIpon3BOACTBEHHBIC IOMEIICHUS (30HBI) U MTOMEIIEHUs (CKIIaAbl) Ui XPAaHEHUS JOJKHBI UMETh
YeTKoe 0003HaYeHNe U OTPAaHUYEHHBIN JOCTYII.

IV. IlpousBoacTBeHHas cpega

9. Ilpu 3aroToBKe TOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JI0JIKHA OBITh CO3/1aHa MPOU3BOJICTBEHHAsS
cpema, HeoOXoammasi Uil OOECHeueHHs] COOTBETCTBHS JOHOPCKOW KpPOBH M €€ KOMIIOHEHTOB
YCTAHOBJICHHBIM TpeOOBaHMUAM B IpOLlECCe MX 3arOTOBKH, NEpepadOTKH, OOCII€OBaHUS, XpaHEHUs U
TPAHCIIOPTUPOBKH, a TAKXKE MEPhI, UCKIIOYAIOIINE OaKTepUaIIbHOE 3arpsi3HEHUE JOHOPCKOW KPOBU M €€
KOMIIOHEHTOB.

10. C uenbro npeoTBpallCHUs 3arpsi3HEHUsT TOHOPCKOM KPOBU U €€ KOMIIOHEHTOB HalpaBJeHUE
[OTOKOB MAaTEpUajoB U JIOJAEH B MOMEHIEHUSX JODKHO ObITh OpPraHHW30BAHO B COOTBETCTBUU C
II0CJIEI0BATEIBHOCTBIO BBITIOJHEHUS IPOU3BOICTBEHHBIX OllepaLuil.

11. PaGotsl, 17151 KOTOPBIX TPEOYIOTCS ACENTUYECKUE YCIOBUS, JOJIKHBI OCYIIECTBIIATHCS B UUCTHIX
IIOMEIICHUAX WM TIOMEUIEHUAX, OOOpYJOBaHHBIX JAMHUHApHbIMU YycTaHOBKamMHu. Kiacc 4YHCTOTHI
MIOMEIICHUS OMPEEIIETCS] BUOM IPOBOIUMBIX PadoT.

12. 3arotoBka M mnepepaboTKa JIOHOPCKOM KpPOBM Ha KOMIIOHEHTBI B 3aMKHYTOM cHCTeMe
KOHTEHHEPOB IIACTUKOBBIX HE TPEOYeT aceNTHUYECKUX YCIOBHU BHEIIHEH cpenbl. Takue paboThl MOXKHO
IPOBOJUTH IIPU COOJIIOIEHUH OOLIUX MPaBUJI CAHUTAPHO-3IUIEMUOIOIMYECKOTO PEXUMA.

13. [Ins mpenoTBpamieHusi KOHTAaKTHOTO WH(HUIMPOBAHUS KPOBHU IPU €€ 3aroTOBKE MEPCOHAT
JOJKEH co0Ito1aTh TpeOOBaHUS aceNTUKN M aHTUCENTUKU. McTouHMKaMu MHGUIUPOBAaHUS MOTYT OBIThH
MHUKpO(IOopa BO3AyXa, PyKH MEIMIIMHCKOIO IMEpCOoHaja, Ko)Ka JIOKTEBOro cruba JOHOpa, HapylleHUe
FepPMETUYHOCTH KOHTEWHEPOB ISl 3arOTOBKU KPOBU U APYTUE€ UCTOYHUKH.

V. loKkyMeHTanust

14. C uenpio obecriedeHusi 0€30MaCHOCTU M KadyecTBa JOHOPCKOW KPOBU M €€ KOMIIOHEHTOB Ha
BCEX JTalaXx UX 3aroTOBKH, NEepepadOTKH, TPAHCIOPTHPOBKH M XPaHEHUS B OpraHM3allld JIOHOPCTBA
KPOBH M €€ KOMIIOHEHTOB JIOJIKHBI ObITh pa3paboTaHbl pabodyre HHCTPYKIIMM YCTaHOBJIEHHOTO o0pa3iia Ha
BBIMIOJIHEHHE pPabOT, HEMOCPEJCTBEHHO BIMSIOMIMX Ha KadecTBO M OE30MaCHOCTh BBIMYCKAEMOM
IPOYKIIMH.

15. B opranuzanuu JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB HEOOXOJUMO OCYIIECTBISATH BEIACHUE
YYETHO-PErUCTPALMOHHON JOKYMEHTAuN (KypHalIoB, OJaHKOB, BEIOMOCTEH M KapTouek) mo ¢opmam,
KOTOpBIE€ YCTaHOBJEHBI (efiepaibHbIM OPraHOM UCIIOTHUTENbHOM BIIACTH, OCYIIECTBIISIIOIIUM (DYHKIIUU IO
BBIpa0OTKE TOCYAapCTBEHHOM TOJMTHKH M HOPMAaTHUBHO-TIPABOBOMY PpEryJIHMpOBaHUIO B cdepe
3/IpaBOOXPAaHEHUs, B KOTOPbIE BHOCUTCSI COOTBETCTBYIOIIAs 3aMKCh C IEJIbI0 MPOCICKUBAEMOCTH €TUHUI]
KPOBH, JIOHOPOB, PACXOJIHBIX MaTEpUAIIOB, 000PYI0BaHUS U HCIIOIHUTENEH padoT.

V1. IIpociie:kuBaemMocTh

16. [Ipu 3aroToBKe JOHOPCKOH KPOBU M €€ KOMIIOHCHTOB HEOOXOIMMO 00eCIeUHTh, YTOOBI KPOBB,
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€e KOMITOHEHTBI, PaCXOAHbIe MaTepuallbl (KOHTEHHEpPHI 17151 cOOpa KPOBH, PEareHThl U AC3HH(PHUIUPYIOIINE
cpencTBa), J1abopaTOpHBIC 0Opa3Ilbl, PErUCTPAMOHHBIC JaHHBIC (3aIMCH) W HCIIOJIHHUTENIN padoT ObLIH
UICHTU(HUIIMPOBAHBI U TIPOCIIECKUBAIUCH.

17. Kaxxgomy JOHOPY NMPUCBaUBaETCs UACHTU(GUKAITMOHHBIA HOMEP T0HOPa (KO IOHOPA).

18. Kaxxoii moHAIIMY IPUCBAUBACTCS UACHTU(DUKAIMOHHBII HOMED JTOHAIINH.

19. Pemenue o gomycke 10HOpa K AOHAIIMHU IPUHUMAETCS C YUETOM:

1) pe3ysbTaToB MEIUIIMHCKOTO 00CICIOBAHUS JOHOPA;

2) MEIMIIMHCKUX POTUBOIIOKA3aHUI K JOHOPCTBY KPOBH U €€ KOMIIOHCHTOB;

3) unpopmalum, MOJIYYCHHOW OT IOHOpPa B IHCHBMEHHOW (OpMe, BKIFOYAIOIICH CBEICHHS O
NEPEeHECEHHBIX HMH(EKIMOHHBIX 3a00JE€BaHUAX, KOHTAKTaX C HH(PEKIMOHHBIMU OONBHBIMH, 00
ynoTpeOJeHNH HApPKOTUYECKUX CPEJCTB, O BaKIMHALWU, XUPYPrHUECKUX WM HWHCTPYMEHTAJIbHBIX
BMEIATENILCTBAX U MPEObIBAHUN HA TEPPUTOPUSX, HEOIATOMOIYUHBIX 110 MH()EKIIMOHHBIM 3200JI€BAaHUSM.

20. IIpocnexxruBaeMOCTh JTOHOPCKOM KpPOBM M €€ KOMIIOHEHTOB JOJDKHAa O0ecreuynBaThCs
MapKUPOBKOW OOBEKTa MIECHTH(PHUKALNU C MOCIECIOBATEIBHON perucrpanueii HeoOXOIUMBIX JAaHHBIX O
JIOHOPAX, TOHAIMIX, PACXOHBIX MaTepHaliaX, BHIIOJIHEHUHN padOT U 00 UCIIONMHUTENSIX PadoT.

21. B mporecce 3aroToBKH U MepepadOTKH KaXIblil OTIEIbHBI KOHTEHHEP C JOHOPCKOM KPOBBIO U
ee KOMIIOHEHTaMH, KaX/blil o0pa3el JTOHOPCKOM KpOBH, CBA3aHHBIA C COOTBETCTBYIOILIEH JOHAIUEH,
JOJKHBI UMETh OJIMH U TOT K€ HOMED.

22. KoMIIOHEHTHl KpOBHM, HMMEIOUIME pa3HBIi CTaryc (TOAHBbIC, HAXOMALIMECSs Ha KapaHTHHE,
HEHUCCIIEJIOBAHHbIE WM 3a0paKOBaHHBIE), JOJDKHBI XPAaHUTHCS Pa3IeNbHO.

23. Ha Bcex sTamax OT 3aroTOBKH JO HCIIOJB30BAaHUS JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB
HE00X0MMO 00€CIIeYUTh BO3MOKHOCTh YCTAHOBIICHUS IMYHOCTU JJOHOPA.

24. TlopsimoK yCTAHOBICHHS JIMYHOCTH JOHOPA, INMEPevYeHb MEAWLIUHCKUX MPOTHBONOKA3aHUN K
JIOHOPCTBY KPOBHU U €€ KOMIIOHEHTOB, MOPSIIOK MOCTOSHHOTO WM BPEMEHHOTO OTCTPAHEHHS JOHOpa OT
JIOHOPCTBA KPOBH, METOJIBI, MOPSAOK U 00BEM 00CIIeTOBaHHS JOHOPOB, KPUTEPHH U TPeOOBaHUS K OTOOpY
JIOHOPOB, a TAaK)Ke MOPSAIOK JCHCTBHUI OpraHU3aluy TOHOPCTBA KPOBH M €€ KOMIIOHEHTOB IPHU BBISBICHUU
y JOHOpa TeMOTPAaHCMHCCHUBHBIX HWHGMEKIM Wi OOHapyXEHHH B KpPOBU JIOHOpa BO3OymuTesei
TeMOTPAaHCMHUCCUBHBIX WHQEKINA yTBEPKAAOTCA (elepaTbHbIM OpraHOM HCIOJHHUTENBHOW BIIACTH,
OCYILIECTBISAIONMM (YHKIMU 1O BBIPAOOTKE TOCYIapCTBEHHOW MOJIMTUKM M HOPMATHBHO-TIPAaBOBOMY
PETyIUPOBaHHIO B cepe 3paBOOXPAHCHHUS.

25.IIpu 3aroToBKe JOHOPCKOM KpPOBM U €€ KOMIIOHEHTOB HEOOXOJUMO MpPOCIIEKHUBATh
NPOXOXKJICHHE JOHOPCKOW KPOBH MW €€ KOMIIOHEHTOB OT JOHOpa J0 pernumnueHta. DPopmbl
PETUCTPAlIMOHHBIX JOKYMEHTOB M MOPSAOK PErucTpaluy JIaHHBIX, HEOOXOIUMBIX Ui oOecledeHus
NPOCIIC)KUBAEMOCTH JOHOPCKOW KpPOBH M €€ KOMIIOHEHTOB, pa3palaThIBAIOTCS M YTBEPKIAIOTCS
denepaabHBIM OpPraHOM HCIIOJIHUTENBHOW BIACTH, OCYIIECTBISIOMMM (YHKIMHM 10 BbIpaOOTKE
rOCYJapCTBEHHOH MOJUTHKH ¥ HOPMATHBHO-TIPABOBOMY PETYIMPOBAHUIO B cepe 3apaBooxpaHeHms. Bee
pETUCTpAIIIOHHBIE TaHHBIE TOJHKHBI YIOCTOBEPATHCS TIOAIMUCHIO UCTIONHUTEIIS.

26. Ha sTukeTke Kax10i 1036l (€IMHUIIBI) KPOBH WM €€ KOMIIOHEHTa U 00paslie JOHOPCKONH KPOBU
yKa3bIBaeTCsl MACHTU(DUKAIMOHHBIA HOMEp JoHauuu. VAeHTH(HUKAIMOHHBI HOMEp 03Bl (EIMHMUIIBI)
KPOBH MJIM €€ KOMIIOHEHTa IeperpoBepsercss (CIMYaercsi) OTBETCTBEHHBIMU JIMIIAMU OpraHu3anuit
JIOHOPCTBA KPOBHU M €€ KOMITOHEHTOB TIPH 3arOTOBKE, epepadoTKe, XpaHEHNUH, TPAHCIIOPTUPOBKE, BhIIaUe
TOTOBOH MPOJIYKIINUU U €€ TPUMEHEHUH.

VII. 3aroroBka 10HOpPCKOii KPOBHU U ee KOMIIOHEHTOB

Matepuanbl, npuMeHsieMble IIPH 3ar0TOBKe U NepepadoTke KPOBH

27. IlpumensieMple MaTepuanbl 1 000pyJOBaHUE JTOJKHBI OBITH pa3pemieHbl K MCIIOIb30BAaHUIO Ha
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teppuropun  Poccuiickonn ®denepanuu B YCTAHOBIECHHOM IIOPSAKE M COOTBETCTBOBATH CBOEMY
HA3HAYCHHUIO.
28. Tun cucTeMbl KOHTEHHEPOB HEOOXOIUMO BBIOMPATh B COOTBETCTBUHU C BHJIOM JIOHAIIHH.

B3siTHe TOHOPCKOI KPOBH U €e KOMIIOHEHTOB

29. Jlns cnaum KpoBH JJOHOP pacnoiaraercs B GyHKIMOHAIBHOM Kpecie.

30. KpoBb y noHOpa 3a0upaercst U3 IEHTPATbHONW WK APYrod MaJIONOABIKHONW BEHBI B 00JacTH
JIOKTEBOTO Cruda.

BriOpanHoe Mecto (JIOKTEBOM Cru0 [OHOpa) A0 BEHEMYHKIHMH 00pabaThIBacTCss pPacTBOPOM
AHTHUCENTHKA 2 pa3a C UHTEPBAJIOM B | MUHYTY.

B cnydyae neynauHoil 1-i MONBITKM BEHENMYHKIIMHM C COTJIACHS JIOHOpPAa HEOOXOAWMO BBIOpAThH
JPYrofl y4acTOK JIOKTEBOTO crmba, oOpaboTaTh €ro pacTBOPOM AHTUCENTHKA 2 pa3a C HMHTEPBAJIOM B
1 MUHYTY 1 NCTIOJIB30BATh HOBBIM KOHTEHHEP U CHCTEMY JJIS B3SITHS KPOBH.

31. Ilpu B3sTHH KPOBH Y AOHOPA HEOOXOIUMO 00ECTICYHTh:

1) HenpepBIBHOCTh KPOBOTOKA,

2) MOCTOSIHHOE MEPEMEIIMBAHUE KPOBU C PACTBOPOM AHTUKOATrYJISHTAa (KOHCEPBAaHTA) B TCUCHHE
BCEH TOHAINY,

3) yCTaHOBJICHHYIO TIPOJIOKUTEIBHOCTD IOHAIHH;

4) mpoNOPIMOHATBHOES COOTHOIICHUE B3STONH KPOBU K KOJMYECTBY PAacTBOpa aHTUKOATYJSIHTA C
KOHCEpPBAaHTOM B KOHTEHUHEPE;

5) 00beM KpOBH, COOTBETCTBYIOIINI THITY HCIOIB3YEMOr0 KOHTEHHEpa.

32. 1 mosrydeHHusi TPOMOOITUTOB, CBEXE3aMOPOKEHHON TUIa3Mbl M KPHUOMPEIHIUTATA KPOBb Y
JIOHOPA JIOJDKHA OBITH B3sTa MPU OJJHOKPATHOM BEHENMYHKIMH, 00ECIICUNBAIOIICH TOK KPOBU B TCUCHHE HE
6onee 12 MUHYT.

Oo0pa3ubl AJ151 1200pPATOPHBIX UCCIAEAOBAHMIA

33. O6pas1bl JOHOPCKOM KPOBH, MpeAHA3HAYEHHBIE JJIsl UCCIE0BAaHUS, JODKHBI OTOMPAThCS MPH
COOIOZICHUH YCIOBUN acEeNTUKH HEMOCPEICTBEHHO M3 MarucTpajid WIM CHEelHMaIbHOrO KOHTeWHepa i
po0, BXOASIIETO B COCTAB CUCTEMBI.

CermeHTBl 00IIEH TOHOPCKON MarucTpaiu AOKHBI OTAEIATHCS OT KOHTEeHHepa 0e3 HapyLIeHHs
CTEpUIIbBHOCTU KOHTEWMHEpa.

34. Tum 1 06BeM 00pa3ia KPOBH JIOJDKEH COOTBETCTBOBATH BUY 00CIICIOBAHUS.

35. YcnoBust xpaHeHuss 0Opas3lioB JIOHOPCKOM KpOBU 0 MpPOBEACHUS JTa0OpaTOPHBIX TECTOB
JOJDKHBI OTBE€YATh Tpe6OBaHI/I$IM, YCTAHOBJICHHBIM B IHCBMCHHBIX HWHCTPYKIHUAX II0 IKCILTyaTallkuu
(mpuMeHeHH10) HAbOpPOB PEareHTOoB.

JlonoJiHUTeILHBbIE TPeOOBAHUS K 3ar0TOBKeE IJIa3Mbl MeTO10M adepe3a

36. [Ipy B3sTHM JOHOPCKOW KpPOBH METOJOM adepesa JOIDKHBI OBITh 00ECredeHBl YCIOBHSA,
UCKJTIOYAIOIINE BO3AYIIHYIO SMOOJINIO, @ TAK)KE COOTBETCTBUE OOIIET0 KOJMUECTBA KPOBH, 3arOTOBJICHHOMN
OT JIoHOpa 3a 1 pa3 (MCKITIoUYas aHTUKOATYJISIHT), YCTAaHOBJIICHHOMY KPUTEPHIO.

37. Bo3Bpat 1OHOpY KJIETOYHBIX KOMIIOHEHTOB (TIpH MPOBEICHUN MTPEPBHIBUCTOTO adepesa) T0HKEH
OCYIIECTBIISATHCS 0 B3SITHUS 2-i1 enuHuUIBl KpoBH. [lepen Bo3BpaTOM JOHOPY KJIETOYHBIX KOMIIOHEHTOB
HE00X0/IMMO MTPOBEPUTH MAPKUPOBKY KOHTEHHEPa, CBEPUTH C JTAaHHBIMH JIOHOPCKOI KapTOYKU U MOTYyYUTh
YCTHOE TOATBEP)KIACHHWE OT JIOHOpa ero (amMwinu, HMEHH, OT4ecTBa, TIpynnbsl kposu ABO u
pe3yc-IpUHAAIEKHOCTH.
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Hao.r01eHme 3a 1oHOpOM

38. I[OHOp JOJDKCH HaXOAUTHCSA IIOM Ha6J'IIOI[eHI/ICM MCIUIOHUHCKOI'0 II€PCOHAJIa Ha BCEX OTallax
Hpe6BIBaHI/ISI B OpraHu3anuvu JOHOPCTBA KPOBHU U €€ KOMIIOHCHTOB.

VIII. IlepepaboTka 10HOPCKOIi KPOBHU H IOJIy4YeHHEe KOMIIOHEHTOB KPOBH

O01IMe moJ0KeHus

39. KoMIOHEHTBl KpOBU MOJIyYalOT IyTeM MepepaboTKH 3aroTOBJIEHHOM KOHCEPBHUPOBAHHOM
LIeJIbHOM JOHOPCKOM KPOBU MM METOJI0M adepesa.

40. TexHOJIOTUH, HCHOJb3yEeMbl€ IIPHU 3arOTOBKE, MepepaboTKe, XpaHEHUMHM U TPAaHCIOPTUPOBKE
JIOHOPCKOW KpOBHM M €€ KOMIIOHEHTOB, JOJDKHBI OOECIeuMBaTh MPEIYNPEKICHUE HX 3arpsa3HEHUs
[aTOr€HHBIMU OHMOJIOTHYECKUMU areHTaMHU M COXpaHeHHe OMOIOIMYECKUX CBOMCTB.

41. JlanHble MOHHUTOPHHIA TIPOIIECCOB TNEpepadOTKUA JTOHOPCKOH KpPOBH M TIOJTYYCHHUS ee
KOMIIOHEHTOB HEOOXOAMMO PErUCTPUPOBATH.

42. MeTozpl, HCIOJb3yeMble B IPOU3BOJCTBE KOMIIOHEHTOB KpPOBH, IOJKHBI OOecreyuBaTh
FEPMETUYHOCTh CUCTEMBI MOJIMMEPHBIX KOHTEMHEPOB U HE I0ITyCKAaTh HAPYLIEHUS 1IETIOCTHOCTH.

HenTpudyrupoBanue

43. CocTaB BBIIEIIIEMOTO0 KOMITOHEHTA DETYJIHPYIOT BBEIOOPOM peXHMa LEHTPU(YTHPOBaHHS,
KOTOPBII BKJIIOYAET TEMIIEPATYPY, BPEMs U CKOPOCTh LIEHTPU(YTUpOBaHMSL.

Jist KaXK10i EHTPUQPYTH JOTDKHBI OBITH OMPEIETICHBI CBOM PEKUMBI.

MeTobl oJTy4yeHHsI KOHEUHBIX MPOYKTOB MPEICTABIAIOT COOON B3aUMOCBS3aHHYIO CUCTEMY.

Jlnis pazneneHus miaasMbl U KJIETOK MOTYT HCHOJIb30BaThCs APYTHEe METOJbl OCAXKJICHHS KIIETOK, B
YaCTHOCTH LEHTpU(YTUPOBAHUE JIBUXKYIIEHCS KPOBH, MPOTOUHOE (ILIaBaroliee) LHeHTpUudyrupoBaHue B
I'paJiueHTe MIOTHOCTH, MIPOTUBOTOYHOE LIEHTpU(yrupoBaHue (IPOMbIBaHNE) U (PUIIBTPALIUS.

3amopakuBaHue MJIa3Mbl

44, TIpouecc 3aMOpaXMBaHMS I71a3Mbl HETIOCPEACTBEHHO BIIMSET HA COXpAaHEHHE OEIKOB IJIa3Mbl U
(bhaKkTOpOB CBEPTHIBAHUSI.

JUis  MakCUMalIbHOTO COXpaHEHHs cojepkKaHHus (aKTOPOB CBEPTHIBAHMS oO0IIee BpeMms
3aMopakuBaHus a3Mel 110 - 30°C He JoykHO nmpeBbaTh 40 MUHYT.

3aMmopaxuBaHue (KPUOKOHCEPBUPOBAHNeE) KJIETOYHbIX KOMIIOHEHTOB

45. TIoaroTOBKY KIIETOYHBIX KOMIIOHEHTOB K 3aMOPaKMBAHUIO MPOU3BOISAT B AaCENTHYECKHX
YCIIOBHSIX.

46. KpHOKOHCEpPBUPOBAHUE  JOJKHO  OCYIIECTBISATHCS C  UCHOJIB30BAaHUEM  CICIHAIBHO
MpeHa3HaYEeHHOTO 000PYAOBaHUS METOI0M, PA3pPEIICHHBIM K MPUMEHEHHUIO B YCTAHOBJIICHHOM TOPSIIKE.

47. JlonycTuMO€e BpeMsl XpaHEHHsI SPUTPOLIUTOB OT MOMEHTA TMOJIYUYEHHUs J0 3aMOPAKHBAHHS HE
JIOJ>KHO MPEBBIIATh 5 CYyTOK.
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48. TpoMOOIIMTHI, TOJTY4YEHHBIE IIOOBIM METOJOM, IOJDKHBI OBITh 3aMOPOXKEHBI HE TMO3HEE
24 gyacoB 1ocJjie 3aroTOBKM KPOBU OT JIOHOPA WK TpoMOonuTadepesa.

PasMopamnBaHne (OTTaI/IBaHI/Ie) u 1noaorpes

49, KoMITIOHEHTHI ,Z[OHOpCKOfI KpOBH JOJIKHBI pasMOpa>XWBATbCd HW  IOAOrp€BAaThCAd 10
HCO6XO,Z[HMOI>'I TEMIICPATYPhI C UCIIOJIB30BAHUEM CIICHHUAJIBHO ITPEAHA3HAYCHHOI'O O60py,Z[OBaHI/IH.

NuakruBanusa

50.B wmemsx oOecneueHusst ©O€30HaCHOCTH KOMIIOHEHTOB JOHOPCKOW KpPOBHM  JIOIyCKaeTcs
IMPUMCHCHUC MCTOJOB MHAKTUBAIIMU [TATOICHHBIX OMOJIOrNYECKUX ar€HTOB.

51. Metozpl, mpUMEHsieMble NMPU MHAKTUBALMU MATOI€HHBIX OMOJOIMYECKMX AareHTOB, IOJKHBI
o0OecnieunBaTh COXPAaHEHUE YPOBHS IOKa3aTesedl OMOJIOrMYecKOM IOJHOLIEHHOCTH, (DYHKIHMOHAJIBHOU
AaKTUBHOCTH U JIe4eOHON 3P PEeKTUBHOCTH KOMIIOHEHTOB KPOBH.

PeHnTrenoBckoe 00/1yuyeHue Wid raMmmMa-o0JaydyeHue

52. Merox o6myueHUs TOJDKEH o0ecnednTs 103y ot 25 1o 50 ['peit.

53. Bpemss  3KCIO3UIMM, YCTAaHOBJIEHHOE JJIS KaXJOro JIyYeBOTO HCTOYHMKA, JOJDKHO
KOHTPOJIMPOBATHCS Y€PE3 HHTEPBAJIbI, YCTAHOBICHHBIEC B MHCTPYKIIMH 0 AKCIUTyaTaliy (IPUMEHEHHIO).

54, DpuTpouuTcoaepKale KOMIIOHEHTHI KPOBH MOI'YT HOJBEprarbcs OOJIyYEHHUIO HE I03/HEe
14 nHelt c MOMEHTa MOTYYEHUSI U XPAHUTHCS B TEUEHUE 28 HEH.

XpaHeHue JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB

55. Ha Bcex »sramax mnepepabOTKH, XpaHEHHsS M TPAHCIOPTHUPOBKM JOHOPCKOM KpOBU U €€
KOMIIOHEHTOB HEOOXOAMMO O0ECIIeUNTh:!

1) uneHTH)UIMKALINIO TPOTYKTOB;

2) yCTaHOBJICHHBIC YCIIOBUS XPaHCHUS;

3) pa3nenbHOE XpaHEHHE KOMIIOHEHTOB KPOBH IO CTaTyCy, BHJaM KOMIIOHEHTOB KPOBH, TPYIIaM
kpoBu ABO 1 pe3yc-nipuHaJIeKHOCTH;

4) 3alIUTy OT MOBPEKACHHS;

5) moMemmBaHue TPOMOOIIUTOB;

6) KOHTPOJIb YCIIOBHUil BHELIIHEH CPE/IbI;

7) perucTpaIvio TaHHBIX HAOTFOICHHS.

TpaHCIOPTHPOBKA JOHOPCKOIl KPOBU U €€ KOMIIOHEHTOB

56. TpaHCIOPTUPOBKA JOHOPCKOM KpPOBHM M €€ KOMIIOHEHTOB JIOJDKHA OCYIIECTBIATHCS B
CHEIHalIbHBIX TPAHCIOPTHBIX TEPMOU3OJISIIMOHHBIX KOHTeHHEpax Wi peQpuxkeparopax ¢ coOII0AeHUEM
CaHMTapHO- THUTHEHMYECKMX TpeOOBaHMM MpHU YCIOBUU OOECIIEYEHUs COXPAHHOCTH MPOAYKTa IpHU
TPaHCTIOPTUPOBKE.

57.KpoBb M 3pUTPOLMTCOJEpKAIIUE KOMIIOHEHTHI KPOBH BO M30€XKaHUWE TeMoyin3a IpU
TPAHCIIOPTUPOBKE HE JIOJKHBI MOABEPraThCsl MEPEOXIAKICHUIO WM NEeperpeBaHuio. TpaHCIIOPTHPOBKA
JIOHOPCKOM KPOBU M DPUTPOLUTCOJEPKAIMX KOMIIOHEHTOB KpPOBH, OCYLIECTBIISIEMAs B TEUEHUE MEHEE
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30 MUHYT, MOET TPOU3BOAUTHCS C WCIOJIB30BAHWEM TPAHCIIOPTHBIX KOHTEHHEPOB, 00ECIICUMBAIOIINX
JOCTaTOYHYI0 HM30TEPMHYHOCTh U u3oJsiuio. [Ipu Oonee MIUTENbHOW TPAaHCHOPTHUPOBKE JAOHOPCKOM
KPOBH ¥ 3PUTPOIUTCOACPKAIMUX KOMIIOHEHTOB KPOBH C IEJIbIO 00ECTICUeHUST N30TEPMUYECKOTO PEXKIMa B
TPAHCIIOPTHOM  KOHTEHiHEpe HEOOXOAMMO  HUCIOJb30BaTh  AKKyMYJISTOPHl  XOJIOAA. Y CIIOBHS
TPAHCIOPTUPOBKH JTOJDKHBI TapaHTUPOBATh, YTO B KOHIIE MaKCUMAaJIbHOTO IMepUoja TPAHCIOPTHUPOBKHU
SPUTPOLIUTCOACPKAIIUX KOMIOHEHTOB KPOBH, paBHOro 24 yacam, TeMmIeparypa BHYTPH TPAHCIIOPTHOTO
KOHTEHHepa He JoJpkHa npeBbimath + 10°C.

58. IIpu TpaHCIOPTUPOBKE TPOMOOIIMTCOACPKAIUX KOMIIOHEHTOB IOHOPCKOM KPOBU TEMIIEpaTypa
JOJKHA MOAJIEP’KUBATHCS OJM3KO K PEKOMEHJOBAaHHOM TeMIlepaType XpaHeHUs, U IPU MOJy4YeHUH TaKHe
KOMIIOHEHTHI, €CITU OHHM HE MPEAHA3HAYCHBI JJII HEMEUICHHOTO JICUeOHOTO MPUMEHEHHUS, JIOJDKHBI ObITH
MEPEHECEHBI JUIsl XPAHEeHUS [TPU PEKOMEH/I0BAaHHBIX YCIOBUSIX.

59. KoMrmoHeHTBl JOHOPCKOW KpPOBH TPH TPAHCIHOPTUPOBKE HEOOXOAMMO oOeperaTb OT
BCTPSIXUBAHUSA, yIapOB U IIepEeBEPTHIBAHUS.

60. IIpu TpaHCTIOPTHPOBKE TUTA3MbI JIOJDKHA TOJICP)KUBATHCS TEMIIEpaTypa XpaHeHus. B TeueHue
BCEro BpEMEHH TPAaHCIOPTUPOBKU TEMIIEpaTypa BHYTPU TPAHCIOPTHOTO KOHTeHHepa (pedpuxeparopa) He
JoJbKHA moaHuMathes Beimie - 18°C. Eciau nmpoaykT He OyneT MCIoJib30BaH HEMEMJICHHO, HE0OXOaMMO
cpa3y ke MOMECTUTh KOHTEHHEPHI Ha XpaHEHUE B YCIOBUSIX PEKOMEHIyEMOU TeMIIepaTypHhI.

Bobinmyck roroBoM NpoOayKIHA

61. Pemenue o TOJHOCTH KaXI0H SIMHHUIIBI POTYKITUU IIPUHUMACTCS TOJIBKO MTOCIIC IPOBEPKHU:
1) uneHTHdUKAIIMN TIPOYKTA;

2) pe3yabTaToB MCCCI0BaHNs 00Pa3IoB JOHOPCKOW KPOBH;

3) BHEIIIHETO BUA U [IEJIOCTHOCTH YIAaKOBKH;

4) perucTpalMOHHbIX JaHHBIX 00 YCIOBUAX XPAHCHHS MTPOTYKIHH.

Peanu3auus roroBoil NnpoAyKunu

62. JloHopckass KpOBb M €€ KOMIIOHEHTHI Ui KJIMHUYECKOTO UCIOJIb30BaHUS BbIIAIOTCS
OpraHu3anusaM (yUpexaeHHsIM), UMEIOIIUM JIMIEH3MI0 Ha OCYILIECTBICHUE MEAUIIMHCKON N1eATeNbHOCTH,
CBSI3aHHOW C BBINOJHEHUEM paloT (yciyr) mo TpaHcdy3uosnorud. KOMHOOHEHTHI TOHOPCKOM KpoBH IUis
TpaHCc(y3Uil BBLAAIOTCS JIUILY, YIIOJTHOMOUYEHHOMY JIEUEOHBIM YUPEKICHUEM.

63. 3aka3 Ha BbAAYy JOHOPCKOW KPOBM U €€ KOMIIOHEHTOB IOJIMUCHIBACTCA JIULIOM,
OTBETCTBEHHBIM 3a IPOBEJCHHE NEPETUBAaHUS KPOBU M €€ KOMIIOHEHTOB B JIeYeOHOM YUpEKJIEHUH,
Ha3HAYCHHBIM B YCTAHOBJICHHOM MOPSJKE.

64. KoMIOHEHTBI JOHOPCKOW KPOBH Ui TPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB TIEPENAIOTCS
OpraHM3alysaM, HMMEIOMIUM JIMIEH3UI0 Ha  OCYILIECTBICHHE JEATENbHOCTH IO  IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPENCTB, II0 JOTOBOPY.

65. Cucrema 10CTaBKH JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB JIOJDKHA 00€CIIeunBaTh COXPaHHOCTh
IPOAYKTA IIPU TPAHCIIOPTHUPOBKE.

66. 3anpemaercss peanu3anusi JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB C IENbI0 KIMHUYECKOTO
INPUMEHEHUS U IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3aLUAM, HE UMEIOIIUM COOTBETCTBYIOIIEH
JUICH3UU.
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