IIOCTAHOBJIEHHME IIpaBurenscrBa P® ot 26.01.2010
N 29 (pen. ot 04.09.2012 c U3MEHEHHUSIMH,
BCTYNUBIIMMH B cuiy ¢ 18.09.2012) "Ob
YTBEP2KITEHUHU TEXHUYECKOI'O PETJIAMEHTA O
TPEBOBAHUAX BE3OITACHOCTHA KPOBM, EE
ITPOOYKTOB, KPOBE3AMEHIAIOIINUX PACTBOPOB A
TEXHUYECKHUX CPEICTB, ACIIOJIb3YEMBIX B
TPAHC®Y3UOHHO-UH®Y3UOHHOM TEPATINU"

Pa3gensl 12 - 15 npunoxkenusi N 1 B 4acTH paHee 3aroTOBJIEHHBIX KOMIIOHEHTOB KPOBH,
BCTYNAIOT B CHJIY IO HcTedeHHH 30 MecsiieB CO OHS BCTYIIEHHSI B CHJIy TEXHHYECKOIro
perinameHTa (DyHKT 1).

ITocTaHoBIEHUE

(B pex. ITocranoBnenus IIpaButenbctBa PO ot 04.09.2012 N 882)

B cooTtBeTcTBUM ¢ PemepanbHBIM 3aKOHOM "O TeXHUYEeCKOM perynupoBaHuu" [IpaBUTENLCTBO
Poccuiickon ®epepanyuu IOCTaHOBIISET:

1. YTBepOouTh npunaraeMuii TEXHUYECKUN PeriaMeHT 0 TpeOoBaHUSIX 0e30IIacHOCTH KPOBH, €€
IPOAYKTOB, KPOBE3aMeU[aloIUX PACTBOPOB U TEXHUYECKUX CPENCTB, UCIIOIh3YEMBIX B
TpaHChHY3UOHHO-UH(DY3UOHHON Tepanuu (fajnee - TEXHUYECKUU PerIaMeHT).

TexHuYecKuil periaMeHT BCTYNIaeT B CUIIY 10 UCTEYEHUH 6 MeCSIeB CO IHS 0QUIIAaTbHOTO
ony0/IMKOBaHUS HACTOSIIET0 TOCTAaHOBIIEHNS, 3a NCKII0YeHreM pa3aesioB 12 - 15 npunoxenus N 1 K
TeXHUYECKOMY perjaMeHTy B 4aCTU paHee 3ar0TOBJIEHHBIX KOMIIOHEHTOB KPOBU, KOTOPEIE BCTYyIAOT
B cuily 1o uctedenuu 30 MecsleB CO OHS BCTYIJIEHUS B CUJIy TEXHUYECKOr0 perjiaMeHTa.

2. MuHHCTePCTBY 3ApaBOOXpPaHEHUs U COLMANbHOr0 pa3sutus Poccuiickoir ®epepanuu mno
COTJIaCOBaHUIO C 3aMHTEPECOBAHHBIMU (eflepaibHEIMU OpraHaMy MCIIOJIHUTEIbHOU BIIaCTH
IIPeCTaBUTh B 6-MeCSIYHBEIA CPOK B yCTaHOBJIEHHOM Nopsgke B [IpaBuTensCcTBO Poccuiickon
depmepaluy MPOEKT MePeYHs HallMOHAJIBHEIX CTAHIaPTOB, COMIEePKAIIIUX ITpaBUila U METO/IH
ucceqoBaHuy (MCIIBITAHUM) U U3MEPEHUH, B TOM YMCJIe TPaBuia 0TOopa 00pa3IiioB, HEOOXOTUMBIX
[JIs1 IPUMEHEHUS U UCIIOTHEHNUSI TEXHUYECKOT0 perjlaMeHTa M OCYIIeCTBIEHUS OIIEHK! COOTBETCTBHUS
IPOAYKIMY TPeOOBaHUSIM TEXHUYECKOTO PETTIaMEeHTa.

IIpedcedamenv I[Ipasumenbcmaa
Poccutickoti ®edepayuu
B.IIYTHH
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YTBEPX[IEH

nocmaHossneHuem IIpagumenvcmea
Poccutickoti ®edepayuu

om 26 sneapsa 2010 2. N 29

TEXHUYECKUW PECJTTAMEHT O TPEBOBAHUAX BE30ITACHOCTH KPOBU, EE ITPOIOYKTOB,
KPOBE3AMEIAOMKXX PACTBOPOB Y TEXHUYECKHX CPENICTB, UCITOJIb3YEMBIX B
TPAHCO®Y3UOHHO-UH®Y3UOHHOW TEPAIIUU

(B pen. ITocranoBnenus [IpaButenscTtBa PO ot 04.09.2012 N 882)

1. Obume moI0XKEHNUS

1. HacTosAmuil TeXHUYECKUY perjiaMeHT yCTaHaBIUBaeT:
1) TpeboBanus 6€30MaCHOCTH 00BEKTOB TEXHUYECKOT'0 PETYIUPOBAHUS;
2) mpaBuia uAeHTU(GUKAIINY TOHOPCKON KPOBU U €€ KOMIIOHEHTOB;

3) IIpaBujia U d)OpMBI OII€HKHU COOTBETCTBUSA 00BEKTOB TEXHUYECKOTO PETynnpoBaHuAa TpeGOBaHI/IHM
HaACTOAIIET0 TEXHUYECKOI'oO periiaMeHTa;

4) TpeboBaHUs K yIIaKOBKE U MapKUPOBKE JOHOPCKOM KPOBU ¥ €€ KOMIIOHEHTOB.

2. K 00BbeKTaM TeXHHYECKOI'0 perynnpoBaHyid, B OTHOINIEHNH KOTOPBIX HACTOAIIUM TEXHUYECKUM
PEeriaMeHTOM YCTaHaBJIMBAIOTCsA TpGGOBaHI/Iﬂ 0e30macHOCTH, OTHOCSITCS:

1) mOHOpPCKas KpOBb U €€ KOMIIOHEHTHI;
2) mpemnaparTsl U3 JOHOPCKOU KPOBY;
3) KpoBe3aMelllaIre PaCTBOPHL;

4) TeXHUYECKHe CPeCTBa, UCII0Ib3yeMble B TPAHCHY3UOHHO-UH(GY3MOHHON Tepaluy, B YaCTHOCTH
U3eIus MeOUIIMHCKOTO Ha3HaYeHUs (KOHTeHHepH MOJTUMEepHEIe, CHCTEMBI, YCTPOHUCTBA U
TIPUCIIOCOOIEHUST OMHOKPATHOTO IPUMEHEHH S, B TOM YKCJIe [JIST COeOUHEHUS TOJTMMEPHBIX
MarucTpaneiu);

5) MPOIECCH 3aTOTOBKH, epepaboTKH, XpaHeHUsI, TPAHCIIOPTUPOBKHY, YTUIU3ALNY, IPUMEHEHUS U
obecrieyenus: 6€30aCHOCTH JOHOPCKON KPOBH U €€ KOMIIOHEHTOB.

3. TPGGOBHHI/IH HaACTOAIIETO0 TEXHUYECKOI'0 perijiaMeHTa He PACIIPOCTPAHAIOTCA Ha TeMOIIO3THYEeCKHre
(CTBOJ'IOBbIe) KJIETKH, IIOJTYYEHHEBIE N3 KPOBH, KOCTHOTO MO3r'a X MHBEIX TKaHel YeJioBeKa, a TakxXke Ha
OUAaTrHOCTUYECKHUE IIPEIIaPATEI, II0JIydaeMbI€ U3 KPOBH.

4. Tlpu BHITONIHEHWY TPeOOBaHUH, YCTAHOBIEHHBIX HACTOSIIMM TEXHUYECKUM PETIaMeHTOM,
obecrieyrBaeTCsI He0OXOOUMEbIM YPOBEeHb 6€301aCHOCTH KU3HU U 3[I0POBbS I'pakfaH, a TakXke
OKPY2KaUIed CPedrl, KCTOYHUKOM 3apazkeHusT KOTOPHIX MOXKET CTaTh JJOHOPCKAs KPOBb U €€
KOMITOHEHTHI B IIPOIIeCCe UX 3ar0TOBKH, IepepaboTKy, XpaHeHHUs, TPAHCIIOPTUPOBKY U IPUMEHEHHUS.

5. [Ipu pa3paboTKe TEXHUYECKUX CPEMCTB, IpefHa3HaYeHHbIX [IJIT UCIIOIb30BAHUS B
TpaHCPY3MOHHO-MHGY3UOHHOM Tepalnuy, a TakXkKe B IMPOoIleccax 3ar0TOBKH, XpaHEHHUS,
TPAHCIIOPTHPOBKHY, YTUIU3ALNY, IPUMEHeHUs 1 o0ecrieueHrst 6€301aCHOCTH OHOPCKOM KPOBU U ee
KOMITOHEHTOB, [OJI?KHa OCYIIECTBIISITLCS OlleHKa PUCKOB UX BO3[NEWCTBUS Ha OPraHU3M 4YeJloBeKa.
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[Tpu 3TOM [OXKHBEI IPUMEHSATLCA TEXHUUECKUE pellleHus, 06ecreunBalollye MOBLIIIeHNe
9HEpPreTu4ecKou 3(PGHeKTUBHOCTU 3TUX TEXHUYECKUX CPEOCTB.

6. MadopManmsa o pucke BO3OEUCTBUS TEXHUYECKUX CPENICTB, YKa3aHHBIX B IyHKTE D HACTOSIIETO
TEXHMYECKOTO perjlaMeHTa, Ha OpraHu3M 4ejioBeKa HOJIKHa ObITh IOCTYIIHOM I BCEX I'paKyiaH,
TIOJIBEPTaloIIUXCsl MaHUTYIALKUSIM UITA UHBIM KOHTAKTaM C 00beKTaMK TEXHUUYECKOTO PeryIupoBaHus
HACTOSIIEr0 TEXHUYECKOT0 PerjlaMeHTa, U IIPe0oCTaBIAThCS CyObeKTaMU X035 CTBEeHHOU
IesiTeIbHOCTH B 00s13aTEIbHOM IIOPSIIKE 110 3alpocaM I0pUANYecKUX U GU3NYECKUX JIUII, a TaKXKe
IIPU OLIEHKE COOTBETCTBHUS.

7. TpeOoBaHMST HACTOSIIETO TEXHUYECKOTO PerjlaMeHTa 00s3aTeIbHE [JIsT KCIOTHEeHUST BCeMHU
IOPUINYECKUMH JINIIAMHU, OCYIIIEeCTBISIONIMMY 3ar0TOBKY, TepepaboTKy, XpaHeHue, TPAHCIOPTHUPOBKY,
IIpUMEeHeHNe TOHOPCKOH KPOBH 1 €e KOMIIOHEHTOB, IIPeMapaToB U KPOBe3aMeIllaloIluX PacTBOPOB.

8. INousaTHS, HCIIONIb3YEMEIE B HACTOSAIIEM TEXHUYIECKOM PETrJIaMeHTe, 03HAYAIOT CIIEOYIOIIee:

1) "ayTomoruuHasi TpaHchy3us" - mpoleaypa nepenrBaHus KPOBU UIH €€ KOMIIOHEHTOB C
MCII0JTb30BaHUEM IIPEIBAPUTEIBHO TIOJTYYeHHON KPOBH UITM €€ KOMIIOHEHTOB, TP KOTOPOH TOHOP U
PELUIUEHT OJHO U TO XK€ JIUIIO;

2) "adepes" - 11en1eBoe BhIIETIEHNE TIJIa3Mbl UJIA KJIETOK U3 JOHOPCKOU KPOBU C BO3BPATOM OHOPY
OCTaTOYHBEIX KOMIIOHEHTOB KPOBY;

3) "Ouonmoruyeckasi IOTHOLIEHHOCTh JOHOPCKO#M KPOBU U €€ KOMIIOHEHTOB" - COBOKYITHOCTh
OMOJIOrHYEeCKUX CBOMCTB MOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, 00eCIIeYnBAIOIINX ONOJIOTHYeCKue
(GyHKIINY KPOBY;

4) "reMOTPaHCMUCCUBHbBIE HHPEKIUN" - UHPEKIINU, CBI3aHHbIE C 3apakeHNeM 4epe3 NOHOPCKYI0
KPOBB U €€ IIPOOYKTHL;

5) "ToTOBas HpOI[y'KI_II/IH" - IOHOPCKas KPOBE U €€ KOMIIOHEHTHI, ITPOIIEeAIne BCe IIPOLEeaypPhl
Hepepa60TKH u I/ICCJ'IeJZ[OBaHI/IfI U IIpeJHa3HAaYEeHHEBIE OJIA IIePEJIMBaHNA PETUIIMEHTY U APYTOoro
HCIIOJIb30BaHUSA B MEJUIITNHCKUX IIEJIAX;

6) "rpynnsl KpoBu ABO" - muddepeHnrpoBanyie KPoBU Ha I'PYIIIL, OCHOBaHHOE Ha 4 KOMOUHAIMIX
OPUTPOLUTAPHEIX @HTUTEeHOB A U B, anTUTEN aHTU-A U aHTU-B B CEIBOPOTKE KPOBU YEJIOBEKA;

7) "mo3a (emuHHUIIA) KPOBU UIM €€ KOMIIOHEHTA" - KOJIMYeCTBO MOHOPCKOM KPOBU UJIM €€ KOMIIOHEHTA,
comepxXalreecs B OTHOM KOHTEHHEDE;

8) "moHammsa" - mpollecc B3SITUSI KPOBU JIOHOPA MUK €€ KOMIIOHEHTOB, ITpefHa3HauYeHHbIX OJIs
[lepeyiuBaHus PELUIINEHTY UJIU OIPYIOro UCIIOJIb30BaHUS B MEQUIIMHCKUX LIEJIAX;

9) "moHOpP" - NHIIO, IIPOIIE/IIee MEOUIIMHCKOE 00CIefloBaHue U HOOPOBOILHO CHA0INee KPOBh UITH €€
KOMIIOHEHTEL;

10) "moHOpCKas KpoBb" - KPOBb, B3Tasd OT JOHOPA U IIpedHa3HauYeHHas 7S KITMHUYECKOT0
MCII0JTb30BaHUsI, MO0 7 MPOU3BOACTBA JIEKAaPCTBEHHEIX CPEICTB, TU0O0 IS UCIIOIb30BAHUS B
Hay4YHO-MCCIeN0BaTeIbCKUX U 00pa30BaTENbHAIX ENsX;

11) "ugerTN(UKALIMOHHBIN HOMED JOHAIMK" - YHUKAIbHEIM HOMED, IPUCBauBaeMbIY IIPU KaXKa0U
IOHAIMY [I7IT MAapPKUPOBKU BCEX KOMIIOHEHTOB ¥ 00pa3I1[0B KPOBH, IIOJTyUEHHHIX B X0€e NOHAIUY;



12) "MUHAKTUBALMS IIAaTOTEHHEIX OMOJIOTUYECKUAX areHTOB" - BO3[OEeHCTBYAE Ha [IaTOTeHHEIe
OuoorHYecKye areHTH C 1[eJIblo TPeKpalleHusl UX PEeIPONYKIIUHT;

13) "KapaHTUHM3aLM CBEXKE3aMOPOXKEHHOM MIa3Mbl" - XpaHEeHNe CBeKe3aMOPOXKEHHOM M1a3Mhl C
3aIpeToM ee UCI0Ib30BaHUS 0 IIOBTOPHOTO MCCIEeN0BaHUSA JOHOPCKOM KPOBU Ha
reMOTPaHCMUCCHUBHEIE HH(PEKLINH;

14) "knuHUYECKOe UCII0JIb30BaHNe NOHOPCKOM KPOBU U ee KOMIIOHEHTOB" - Iepe/iiBaHue JOHOPCKOU
KPOBU UJIX €€ KOMIIOHEHTOB PELUIINEHTY B 1e4eOHEIX IIe/IsX, B TOM YKCJIe CO3[aHle U XpaHeHue
3aracoB IOHOPCKOH KPOBU U €€ KOMIIOHEHTOB;

15) "KOMITOHEHTH KPOBH" - COCTABJISIOIINAE KPOBY (3PUTPOLMTHI, TPOMOOLUTEI, TPAHY/IONUTEI, IIJIa3Ma,
KPUOIIPEIUIINTAT), B3SITEIE OT JOHOPA WK MIPUTOTOBIEHHEIE PA3THYHEIMA METOJAMU U3 KPOBU
MOHOpPA ¥ MpeqHa3HAYEeHHEIE [JIS KIIMHUYECKOTO MCIIOIb30BaHMUs, IN00 [JIs IPOU3BOACTBA
JIeKAaPCTBEHHHIX CPECTB, MO0 IJIs UCIOIb30BAaHUS B HAYYHO-UCCIIEOBATEILCKUX U
00pa30BaTeIbHBIX LETISX;

16) "KpoBe3aMelalie PacTBOPH" - BOTHLIE PACTBOPEI OPraHUYECKUX ¥ HEOPTaHUYECKUX BEIleCTs,
BBOJIMMEIE B COCYIHMCTOE PYCJIO [JIs BO3MeleHus nedunuta GyHKINUE KPOBU ¥ KOPPEKITUU
IIATOJIOTHYECKUX COCTOSIHUM OpPraHKM3Ma YeJI0BeKa;

17) "KoHTeliHED ONUMEPHBIA" - eMKOCTh OMHOKPATHOTO IPHMeHEeHU s, HCIIoIb3yeMas A coopa
KPOBH ¥ ee KOMIIOHEHTOB B IIPOIeCCe [IOHALIUU U TIOCIeNYIOIIEeT0 XPaHeHNSs;

18) "oOpa3zel OHOPCKOM KPOBU" - YACTh KPOBH, B3ATON y IOHOPA ¥ TPeqHa3HaYeHHOU IS
HCCJIeNOBAHUS;

19) "opranusanuu JOHOPCTBa KPOBU U €€ KOMIIOHEHTOB" - OpraHK3alliy 3APaBOOXpPaHEeHUs, HayKu U
o0pa30BaHUs, a TaKKe UX CTPYKTYPHBIE [TOIpa3esieHusi, OCYIIEeCTBIISIOINEe 3aTr0TOBKY, TIepepaboTKy,
XpaHeHNe, TPaHCIIOPTUPOBKY NOHOPCKOU KPOBU U €€ KOMIIOHEHTOB;

20) "maToreHHbIe OMOJIOTUYECKHE aT€HTH" - MUKPOOPTaHU3MEI, CTIOCOOHBIE ITPH MOMalaHuy B
OpraHK3M YeJI0BeKa BHI3BaTh MHPEKIIMOHHOE COCTOSTHUE;

21) "mma3Ma" - KOMIIOHEHT KPOBH, ITPECTaBIAIOMNN COO0M KUIKYI0 YaCTh KPOBH, OCTAIOIIYIOCS
TI0CJIe OTHEeIeHUS KJIeTOYHEIX KOMIIOHEHTOB;

22) "mocTTpaHCcy3rnOHHEIE OCTTOKHEHUA" - T00bIe TOOOYHEBIE SIBJIEHUS, CBSI3aHHBIE C IPUMEHEHUEM
NOHOPCKOM KPOBU UJIK €€ KOMIIOHEHTOB ¥ IIperapaToB, KOTOPLIE NIPEeACTaBIAIOT YTPO3y KUIHU UIIU
3[0POBBIO PELUNINEHTA;

23) "mpenapaThl KPoBU" - TeKapCTBEHHLIE POPMEI 6€JIKOB KPOBH, TI0JTyYaeMble TEXHOTIOTNYeCKIMU
MeTOomaMu;

24) "mpOmyKTH KPOBU" - KOMIIOHEHTEL U ITpenapaThl KpOBY, IPeLCcTaBasolme co6ol nedyeOHbIe
CpefCcTBa Ha OCHOBE KJIETOK MK OeKOB KpOBU, 06j1afatoliye HallpaBIeHHEIMU TePaneBTUYECKIUMU
CBOMCTBAMU;

25) "mpocnexunBaeMOoCTh JOHOPCKOU KPOBU U €€ KOMIIOHEHTOB" - BO3MOXKHOCTh YCTaHOBJIEHUS
JINYHOCTH NOHOPA, UAEHTU(PUKAIINY TOHOPCKOM KPOBU U ee KOMIIOHEHTOB, a TaK¥Ke Pe3yJIbTaToB
MCCIIeOBaHUM NOHOPCKOM KPOBU U €€ KOMIIOHEHTOB Ha 3TallaX ee 3aT0TOBKH, IIepepaboTKH,
XpaHeHUs, TPAHCIIOPTHPOBKY, KTHHUYECKOT'0 UCIIOIb30BAHUS ¥ YTUIN3AUY IIPY TIOMOIIU
perucTpaluy OpraHu3alusiMi JOHOPCTBA KPOBU 1 €€ KOMIIOHEHTOB U JIeUEOHBIMU YUPEKIEHUSIMU



COOTBETCTBYIOINUX NAHHBIX B YUETHBIX (I)OpMaX,’

26) "pe3yc-mprHagIeXKHOCT" - fuddhepeHINPOBaHNe KPOBY 10 HAIMYUIO B 9PUTPOLUTAX aHTUTeHa
Rh (D);

27) "penunueHT" - pU3NIECKOE IUI0, KOTOPOMY IIPOBEEHO NepeiiBaHue JOHOPCKOU KPOBU UM €€
KOMIIOHEHTOB;

28) "cpok xpaHeHus: JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB" - TIEPUOM BPEMEHH, B TEYEHHUE KOTOPOT'0
KPOBH (KOMITOHEHTH KPOBH) COXpaHsieT OMOJIOTHUYECKYIO MTOTHOIIEHHOCTD, 1e4e0HYyI0 3GGEeKTUBHOCTD
¥ TIPUTOMHA IS UCIIOJIb30BAHUS 110 Ha3HAYEHUIO;

29) "cTaTyCc KOMIIOHEHTa KPOBU" - COCTOSTHME KOMIIOHEHTa KPOBU B 3aBUCUMOCTH OT CTafuu U
pe3ynbTaTa UcclenoBaHus oOpasiia JOHOPCKOM KPOBH, CBI3aHHOT'O C COOTBETCTBYIOIIEH NOHAIMEH,
Ha reMOTPaHCMUCCUBHBIE HHDEKINY;

30) "TexHMYeCKHUE CPEACTBa, UCIOIb3yeMble B TPAHC(HY3NOHHO-UHPY3UOHHOK Tepanuu" - IpegMeTh
MEeUIIMHCKOTO Ha3HaueHUs (KOHTeNHEepHl II0JIMMePHBIE, CUCTEMBI, YCTPOUCTBA U IIPUCIIOCOOIEHUS
OHOKPATHOTO IPUMEHEHHS, B TOM YHCJIe [AJIg COeJUHEHUS MOJIMMEPHBIX MarucTpaiei),
WCII0/Ih3yeMble TIPH 3aT0TOBKE, IIepepaboTKe, XpaHEeHUH, TPAHCIIOPTUPOBKE, IPUMeHEHUU JOHOPCKOi
KPOBH U €€ KOMIIOHEHTOB;

31) "TexHONOTMYECKAs 3arpy3Ka" - KOJMYECTBO IJIa3Mbl, 00beJUHEHHON B OMHOM €MKOCTH IS
nepepaboTKY C IeJIbI0 MONTyYeHUsT KOHKPETHOT 0 IIpernapaTa KpoBH;

32) "rpaHcdy3uoHHO-MHGY3UOHHAS Tepanus" - BBeJeHNe 4eI0BeKY KPOBH, KOMIIOHEHTOB U
IIpenapaToB KPOBH, a TaKXkKe KPOBe3aMeIllaloliX PaCTBOPOB C JIeueOHOi LeIbIO.

II. [IpaBunia ugeHTUGUKAIINYA 00BEKTOB TEXHUYECKOT0 PEryINPOBAHUS

9. UpeHTHUKAIKS TOHOPCKON KPOBU 1 €€ KOMIIOHEHTOB OCYIIECTBIISIETCS TIPU IIPOBEIEHUY OLIEHKU
MX COOTBETCTBUS TPeOOBaHUSIM HACTOSIIETO perjlaMeHTa U (M) B CIydasx, Korma Heo6xXxooumo
MIOATBEPXKAEHNE NOCTOBEPHOCTH MH(POPMAIIU 0 KOHKPETHOM [03€e (eIUHUIE) KPOBU UIIU €€
KOMIIOHEHTa Tu00 KOHKPEeTHOM 00pa3Iie JOHOPCKOM KPOBH, a TaKxXKe Mepe[l UX HeIloCPEeNCTBEHHEIM
IpUMEHEHUEM.

10. Pe3ynbTaThl uAeHTUGUKALIMY ITPeIapaToB KPOBYU ¥ KPOBE3aMEIIAOIINX PACTBOPOB 0)OPMIISIOTCS
B BUIE 3aKJII0OYEeHUs.

11. TIpu npoBeneHun uaeHTU(GUKALINY ITPerlapaToB KPOBU M KPOBe3aMeIaloIuX PaCTBOPOB IPOBOMST:

1) Bu3yanbHBIE 0CMOTP 00Pa3I0B IPEMapaToB KPOBU ¥ KPOBE3aMEIIAIOIINX PACTBOPOB U MX
MapKUPOBKH;

2) aHanu3 nH(pOpMaIKHY, cogepkKallelcs B CONPOBOAUTEIbHON NJOKYMEHTAalUH;

3) ucnbITaHUS 00PA31I0B IIPerapaToB KPOBY U KPOBe3aMellalolluX PacTBOPOB (B Cly4yae
HeoO0X0OUMOCTH).

12. UgenTudukaiys JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB BKJTIOYAET:
1) npoBepieHne HEOOXOOUMBIX UCIIBITAHUY (B ClIydae HEOOXOOUMOCTH);

2) IPOBEPKY IIEJIOCTHOCTH YIIAaKOBKH M COJEPKUMOTO I10 pe3yabTaTaM BH3yalbHOTO OCMOTPA;


http://zakonbase.ru/content/part/1174483

3) cpaBHeHUe MHPOpPMAlliy, HAaHECEHHON Ha 3TUKETKY KOHKPETHOU 03kl (eIUHUIBI) KPOBU UJIU
KOHKPEeTHOro o6pa3iia JOHOPCKOM KPOBU UJTA ee KOMIIOHEHTOB C COOTBETCTBYIOIIE! nH(pOpMalrel B
COIIPOBOJUTENILHOM OOKYMEHTAalNY;

4) ompeperneHue MPUHAMAIEXKHOCTH UOEHTUPHUITMPYeMOro 06beKTa K cepe HaCTOSIIETO
TEXHUYECKOTO perjaMeHTa.

13. UpenTudurkanuo npenapaToB KPOBU U KPOBe3aMeI[A0IINX PACTBOPOB IIPOBOAST
YIIOJTHOMOY€EHHEBIE Ha [IPOBefleHNe TOCYOapCTBEHHOT0 KOHTPOIIA (Haa3opa) GenepanbHble OpraHel
HCIIOJIHUTENIBHOU BJIACTH, OCYIIECTBIIAIINe QYHKINY 10 KOHTPOJIIO ¥ HAaA30py B chepe JOHOPCTBa
KPOBY U ee KOMIIOHEHTOB, a TaKXe B chepe 3IpaBOOXPaHEHUS.

(B pen. ITocranosnenus [IpaButenscTBa PO ot 04.09.2012 N 882)

14. UpenTtudukanuy moanexart BCe 3O MeIUIIMHCKOTO Ha3HaYeHUSI OOMHOKPATHOTO
IPUMEHEHN S, UCII0Ib3yeMble B TpaHCHY3UOHHO-MH(DY3MOHHON Tepanuy, BKII0YEHHbIE B TIepedYeHb
00BEKTOB TEXHUUECKOTO PEeTryINPOBaHUS HACTOSIIEr0 TEXHUYECKOT0 PerjlaMeHTa, KOTOphle BCTYNaloT
B HEIIOCPEJICTBEHHLIM KOHTAKT C OMOJIOTHYECKUMHU CcpefaMu (KOKHbIE ITOKPOBHI, CITU3UCThIE, KPOBh U
ee KOMIIOHEHTHI) IIPYU KX MCIOIb30BaHUU 10 Ha3HAUYEHHUIO.

15. UgenTuduraius oCyleCTBISETCA IyTeM CpaBHEHUS HH(GOPMAINY, [T0yYeHHOU IIPU BU3yaJlbHOM
OCMOTpE COLEPKUMOTr0 UHAUBUAYATbHOMN MM TPYIIIOBOY YIIaKOBKU U3JENIUM MeOUIIMHCKOTO
Ha3Ha4YeHUs, TpefHa3HauYeHHbIX [IJI UCII0JIb30BaHUS B TPaHC(HY3NOHHO-UHPY3NOHHOW Tepallnuu, U UX
MapKUPOBKH, C nHPOpMaIen 0 KOMIIJIEKTAIMY U ITOPSIIKE UCIIOIb30BaHUS 3TUX U3NETINH,
copepxKalleics B IpularaeMoi COIIPOBOTUTEIBHON JOKYMEHTalU .

16. M3penust MeOUIIMHCKOTO Ha3HAYEHUS OMHOKPATHOTO IPUMEHEHH S, UCII0Ih3yEMbIE B
TPaHCPY3MOHHO-MHGY3UOHHOM Tepanuy, He 3aperuCcTPUPOBaHHbLIE B YCTAHOBIEHHOM IIOPSAKe B
Poccuiickoit ®epepanuu, He UMeIOIIe COOTBETCTBYIOIIEW MapPKUPOBKY UJIK UMeIOIINe IPU3HaKU
HapyIlIeHus [IeJIOCTHOCTUA CTEPUIbHOM YIIAaKOBKH, K HCII0IH30BaHUIO HE [IOIMYCKalTCH.

17. Upentudukanusi 06pa3oB JOHOPCKOM KPOBU U ee KOMIIOHEHTOB, Ha KOTOPHIX OTCYTCTBYIOT
STHUKETKHU UJIM Ha 3TUKETKEe OTCYTCTBYIOT He0OXOOUMbIe MaHHbIE, TPENYCMOTPEHHEIE TYHKTOM 62
HACTOSIIEero TEXHUYECKOTr0 perjJaMeHnTa, He IPOBOJUTCS.

II1. TpeGoBaHusd K 00BEKTAM TEXHUYECKOT'0 PETYINPOBAHUS

18. ITpemapaThl KPOBH ¥ MPOIECCH UX MOTy4YeHUS TOJIXKHBI COOTBETCTBOBATH TPEOOBAHUSIM
6€e30I1aCHOCTH, IPEeIYCMOTPEHHEIM 3aKOHOIATeTECTBOM Poccuiickoit defepariuu 0 JTIeKapCTBEHHBIX
CpefcTBax, ¥ TpeOoBaHUSIM 0e30IIaCHOCTH, YCTAHOBIEHHKIM HACTOSIIMM TEXHUYECKUM PETrTaMeHTOM.

19. KpoBe3aMmelnamwiiiye pacTBOPH], UCIOJIb3yeMble B TPAaHC(HY3UOHHO-UHPY3UOHHOU TEPAIUH,
IOJIKHBI COOTBETCTBOBATh TpeOOBaHKSIM 6€301aCHOCTH, IPETYCMOTPEHHBIM 3aKOHOaTeTECTBOM
Poccutickoit ®emepaliuy 0 TeKapCTBEHHBIX CPECTBax.

20. Texumyeckme CpefcTBa, UCIOIb3yeMble B TPAHCHY3NOHHO-UHPY3UOHHOW TePauH, JOIKHEI
COOTBETCTBOBATh TPeOOBAHUSIM, TPEIYCMOTPEHHBIM TEXHUYECKUM PeriaMeHToM 0 6e301acHOCTH
M3[eNni MeIUIIMHCKOTO0 Ha3HaYeHu .

21. Ilporecce! 3ar0TOBKH, ITepepaboTKX, XpaHEeHUs, TPAHCIIOPTAPOBKY, YTUIN3AUY U IPUMEHEHUS
IIPOAYKTOB KPOBU [OJIXKHBI UCKJTIOYATh BTOPUYHOE OaKTeprasibHOe 3arpsi3HeHre JOHOPCKOM KPOBU U
e€e KOMIIOHEHTOB.


http://zakonbase.ru/content/base/#fd670
http://zakonbase.ru/content/part/1174484

22. HOHOpCKaH KPOBL ¥ €€ KOMIIOHEHTEI, UCIIOJIb3YEMEIE [JIS HEIIOCPEOCTBEHHOI'O BBEIEHUA
YEJIOBEKY, a TaKXKe CBIPhE OJIA IIPOM3BOACTBA IIPETIAPATOB KPOBU MOJI2KHEI OBITDH TIIOJIYY€HEI TOJIIBKO OT
JOHOPOB C YUY€TOM DPE3YJIbTAaTOB UX MEOUILIMHCKOT' O OGCHGHOB&HI/IH.

23. Bce MegunImHCKYE U3OeINs, IpeIHa3HauYeHHbIE /I B3ATHAS HOHOPCKOU KPOBHU U €€ KOMIIOHEHTOB,
ISl IepeuBaHus KPOBHU U €e KOMIIOHEHTOB, a TaKXKe KPOBe3aMeHUTEeNler U OPYTUX TPaHC(HY3UOHHBIX
cpe[ mMOIKHEBI OBITH OMHOPA30BOTO IPUMEHEHHUS.

24. Ilpu HapyLIeHUU TePMETUYHOCTHA CTEPUJIBHOU CUCTEMBI, UCIOJIb3yEMOU [JIS1 3arOTOBKU
IOHOPCKOM KPOBY U €€ KOMIIOHEHTOB, ITPEeIyCMOTPEHHOM TEXHOIOTHEeH UX 3ar0TOBKH, MOJIKHEI OLITH
obecIieyeHHl YCIIOBUSI, UCKITIOYAlOIIe BTOPUYHOE 3arpPsisHeHre KPOBHU U ee KOMIIOHEHTOB
IIaTOreHHBIMU OMOJIOTHYECKUMU areHTaMu. [10Ty4eHHBIe C IIOMOIIBI0 TAKUX TEXHOIOTUYECKUX
orepalnuy KOMIIOHEHTHl KPOBU KCIIOIB3YIOTCS B TeUueHue 24 4acos.

25. HpI/I HapyHOIeHUN TepMEeTUYHOCTH CTepHHBHOfI CHUCTEMEI, PICHOJ'IB3y€MOIZ OJId 3arOTOBKH
JIOHOpCKOfI KPOBU U €€ KOMIIOHEHTOB, HE HpeI[YCMOTpeHHOfI TEXHOJIOTHEN X 3aTOTOBKH, IIponmecc
OJOJIZKEeH OBITD OCTAaHOBJIEH, a CUCTEMa C COOEPXKUMEIM NOJI2KHa OBITD YTUIIN3XWPOBaHa.

26. O6pa31ubl JOHOPCKOM KPOBH, B3AThIe BO BpeMs KaXKA0W NOHAINY U UAEHTU(PUINPOBaHHEIE C
IIOJIy4YeHHBIMU B pe3yibTaTe JOHAIMU N03aMU (eIUHUIIaMU) KPOBU UJIA €€ KOMIIOHEHTOB, HOJIKHEI
OBITH MCCIEJOBAHE C LIe/IbI0 OIpeeieHus rpynisl Kposu ABO u pe3yc-mpuHafIekHOCTH U
TIOOBEPTHYTH Ta00PaTOPHOMY KOHTPOJIIO Ha Haluure Bo30yauTenei reMOTPaHCMUCCHBHBIX
MHDEKINH.

27. [loHOPCKas KPOBb ¥ €€ KOMIIOHEHTHI JOJIXKHEI OBITh OMOJIOTHYECKH TIOJTHOIIEHHHI, 00/1ailaTh
(GYHKLIMOHATbHOM aKTUBHOCTHIO U JleuebHOM 3¢ eKTuBHOCTHIO. [ToKa3aTenu 61M0IoruiyecKon
IIOJIHOIIEHHOCTH, PYHKIIMOHAIbHON aKTUBHOCTH U Jie4e0HOM 3((eKTUBHOCTU JOHOPCKOU KPOBH U €€
KOMITOHEHTOB [OJIZKHBEI COOTBETCTBOBATh TpeboBaHUSAM coriacHo npunoxeHuio N 1. Be3omacHOCTh
IOHOPCKOM KPOBU U ee KOMIIOHEHTOB ITOATBEPKAAETCSI OTPUIATE/IbHEIMU Pe3yibTaTaMu
1abopaTOPHOTO KOHTPOJISI 06pa31i0B JOHOPCKOW KPOBH, B3SITHIX BO BPEMS KaXXoM JOHALIWU, Ha
Hajuyue Bo30yOuTened reMOTPaHCMUCCUBHBIX HMHPEKITHMA.

28. TIporieccel, UCIIONTB3yEeMbIE [T 3aTOTOBKH HOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, HOIKHEI
o0ecmeynBaTh MPeNyNpexXIeHNe MEXaHUYECKOT0 3aH0CA B HUX ITATOT€HHBIX OMOTOTHYECKUX areHTOB,
a TakXke coXpaHeHUe GUOJIOTUYECKOM MOTHOIEHHOCTH, QYHKIIMOHATBHON aKTUBHOCTH U 1e4e0HON
3GbGEeKTUBHOCTH JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB.

29. Tlpu 3aroToBKe MOHOPCKOM KPOBU U €€ KOMIIOHEHTOB [OoJIXKHa ObITh pa3paboTaHa U BHEAPEHa
CHCTeMa KapaHTUHU3allMU CBeXKe3aMOpPOKeHHOI M1a3Mbl, 00ecreynBalomias ee 6€30IacHOCTbD.

30. KapanTrHU3aLKs CBEXe3aMOPOXKEHHOU I1J1a3Mbl OCYILIECTBISIETCA Ha CPOK He MeHee 180 cyToOK ¢
MOMEHTa 3aMOpaXKMBaHUd IIpU TeMIlepaType Huxe MuHyc 25°C.

31. Ilo ucreuenuu CPOKa KaPaHTUHU3AIINN CBe}Ke3aM0pO}KeHHOﬁ IIJIa3MBEI IIPOBOAUTCSA IIOBTOPHOE
O6CJ'IeJIOBaHI/Ie COCTOAHUA 300POBhA JOHOPA U Ha6opaT0pHoe HCCliegOBaHKE KPOBU OOHOPA C LEeJIbI0
HCKIIOYEeHUS HaTU4YUs B HEN BO36YHHTeHefI reMOTPaHCMHCCHBHBIX PIH(beKLIPIfI.

32. Ilpu OTCYTCTBUY Y HOHOPA MPHU3HAKOB FeMOTPAHCMUCCHUBHLIX UH(MDEKIIUY B IEPUOT, B TEUEHUE
KOTOPOT'0 OCYIIECTBIIsAJIaCh KapaHTUHU3AIMS 3aMOPOXKEHHOM I1JIa3MBl, TIOJIy4eHHOM OT 3TOT0 JOHODPA,
¥ OTCYTCTBUM B KPOBH [OHOpPA 110 UCTEYEHUU CPOKA KAPAHTUHU3AIUK CBEKE3aMOPOXKEHHOM Ia3MBbl
B030ymuTenel TeMOTPaHCMUCCUBHBIX MHPEKINY CBeKe3aMOPOoKeHHas IJla3Ma BEIAAETCS TS
neyeOHOT0 TPUMEHEHUS WU TIOJTyYEeHUS JIeKaPCTBEHHBIX ITPENapaToB.



33. Ilpu nocTynjieHny B OpraHU3alyi0 JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB MH(OpPMAaIUU O
BBHISIBJIEHUM Y JOHOPA B NIEPUOM KapaHTUHU3ALKUU CBeKe3aMOPOXKEHHOH I1J1a3Mbl
reMOTPaHCMUCCHBHBIX MH(MEKLN UK pu 00HapyKeHUN B KPOBU IOHOPA BO30yaUTeNel
reMOTPaHCMUCCUBHLIX MH(EKIINY 110 UCTEUEHUM CPOKA KapaHTUHU3AINY CBEKe3aMOPOXKeHHAs
1j1a3Ma, 3aTOTOBJIEHHAS OT 9TOT0 JOHOPA, U30IUPYETCS U YTUIUIUPYETCS C 0053aTeIbHON
perucTpanyei 3Tou Ipouenypsl.

34. B cny4yae HesIBKM JOHOPA [J1s1 IIOBTOPHOTO 00CIeNoBaHus 110 HCTeYEeHUH YCTaHOBIIEHHOTO CPOKa
KAapaHTUHHOTO XpPaHeHUs CBeXXe3aMOPOKEHHOM MIa3Mbl CBEXKe3aMOPOKEeHHAs MJla3Ma MOXeT OBITh
MCII0/Ih30BaHa MJIs1 MPOM3BOMICTBA IIPelapaToB KPOBY UJIH IlepPeIMBaHUs PeIUIINEHTY IIPU YCIIOBUYU
MHAKTHBAIIMK IIATOT€HHBIX OMOJIOTHYECKHUX areHTOB.

35. He cooTBeTCTBYyMOIIME TPEOOBAHUSIM 6€30IaCHOCTH MITM HEUCIIOIh30BaHHbLIE TOHOPCKAs KPOBb U
e KOMIIOHEHTH U30JIUPYIOTCS ¥ MIOABEPTaloTCs YTUIN3AlNH, BKITI0YaoIed o0e33apakuBaHue
Ne3NHPUIMPYIOUMME PAaCTBOPAMHY UJTU IIPUMeHeHne GU3nYecKUX METOOB Ie3UMH(EKIUH C TOMOIIILI0
000pyOOBaHMS, PA3PEIIeHHOr0 IJIsT 3TUX IEJIed B YCTAHOBJIEHHOM IMTOPSIAKE, a TAaKXKe yoaleHue
00pa30BaBIIMXCS OTXOMIOB.

36. [lonyckaeTcs nepegadya JOHOPCKOW KPOBU U/IM €€ KOMIIOHEHTOB, HE COOTBETCTBYIOLIUX
TpeboBaHUSIM 6e30MMaCHOCTY MU HEUCIIOJIb30BaHHAEIX, pa3paboTurKkaM (Hay4YHO-UCCIIeI0BATETLCKIUM
OpraHU3alXsIM COOTBETCTBYIOLIETO IPOGU) U (MIM) IPOU3BOAUTENIIM OUAarHOCTUYECKUX
IIpernapaToB.

37. HpI/IHHTI/Ie penieHus 0 TOOHOCTH JIOHOpCKOﬁ KPOBU 1 €€ KOMIIOHEHTOB [JIs IIePEeJINBaHUA
OCYyHIEeCTBIIAETCA OTBETCTBEHHBIM JIMIIOM OPIdHU3adllUN JOHOPCTBA KPOBHU U €€ KOMIIOHEHTOB,
Ha3HA4YE€eHHBIM B aIMUHUCTPATHBHOM IIOPsAOKE.

38. Pemenue o0 TOOHOCTY O IIepenuBaHus KaXI0u OO3bl (e UHUIBI) JOHOPCKOX KPOBU U €€
KOMIIOHEHTa MPUHUMAETCS TOJIKO IIOCTIE 3aBEPIIEHUS ee MepepaboTKU C YUETOM Pe3yIbTaToB
71abopaToOPHOTr0 KOHTPOJIS.

39. XpaHeHNe U TPAaHCIOPTUPOBKY NOHOPCKOX KPOBU U €€ KOMIIOHEHTOB HE0OXOAUMO OCYLIECTBIIATh
IIPU YCJIOBUSAX KOHTPOJISL TeMIepaTyphl BHYTPU 000pyIOBaHUS, B KOTOPOM XPaHSTCS
(TpaHCTIOPTUPYIOTCS) OOHOPCKas KPOBb U €e KOMIIOHEHTHI. TeMIiepaTypa XpaHeHus TOHOPCKOM KPOBU
PETHUCTPUPYETCS He pexe 2 pa3 B CyTKU. Ha Bcex 3Tamnax XxpaHeHUS U TPAHCIIOPTUPOBKY TOHOPCKOM
KPOBY ¥ ee KOMIIOHEHTOB JOJI2KHa OBITh 00ecrieyeHa X 3allliTa OT MeXaHN4eCKOT0 IIOBPEeXKAECHUS.

XpaHeHHe JOHOPCKOM KPOBU ¥ €€ KOMIIOHEHTOB [I0IKHO ObITh pa3feIbHEIM B 3aBUCHMOCTH OT
HauMeHOBaHUS KOMIIOHEHTa KPOBH, a TaKXKe CTaTyca KOMIIOHEHTa KPOBH, I'PyIIbl KpoBu ABO u
pe3yc-puHaaIekKHOCTH.

IToHOpPCKast KPOBb ¥ €€ KOMIIOHEHTHI /It QY TOJIOTUYHOM TPaHCPY3UU XPaHATCS OTHEIBHO OT
OCTaJIbHBIX KOMIIOHEHTOB KPOBH.

40. Ilpu 3aroTOBKE MOHOPCKOM KPOBU U €€ KOMIIOHEHTOB 00eCIIeYrBAIOTCS YCIIOBUS XPAaHEHUS
IOHOPCKOM KPOBU U €€ KOMIIOHEHTOB B COOTBETCTBUH C TPEOOBAHUSIMHU COTJIACHO MPUIOKEHHUI0 N 2.

41. HaHHBIe 0 JOHOpPAaX KPOBU U €€ KOMIIOHEHTOB, IIPOLieAypPaX 1 OIlepPalusaX, BEIIIOJTHAEMEIX Ha
9TallaX 3alr0TOBKH, HepepaﬁoTKI/I, XpaHEHUuA I[OHOpCKOfI KpPOBH U €€ KOMIIOHEHTOB, d TaKXKe 0
pe3ylibTaTaX UCCIIeJOBaHUA I[OHOpCKOfI KpPOBH U €€ KOMIIOHEHTOB PETUCTPUPYIOTCA Ha 6YMa}KHOM u
(I/IJ'[I/I) 9JIEKTPOHHOM HOCHUTEJIAX. PeT‘I/ICTpaI.II/IOHHBIe OaHHBIE XPAHATCSA B TE€HEHHUE 30 mer.

42. B nensx obecrneyenust 0€30MacHOCTH TOHOPCKOM KPOBU ¥ €€ KOMIIOHEHTOB [esITEIbHOCTh



OpraHK3alyy JOHOPCTBa KPOBU U €e KOMIIOHEHTOB 110 3aT0TOBKe, IlepepaboTKe, XpaHEHUIO U
TPaHCIOPTHPOBKE NOHOPCKOU KPOBU U €€ KOMIIOHEHTOB [OJIKHA OCYIIECTBISATHCSI B COOTBETCTBUU C
[TpaBunamu cornacHo npunoxenuto N 3.

43. [1pu nomy4eHUM opraHu3alliell OHOPCTBA KPOBU U €€ KOMIIOHEHTOB HH(POPMaLUKA O BO3MOXKHOM
3apaXkeHUH PelUreHTa reMOTPaHCMUCCUBHBIMU HH(PEKIUAMY HE0OXOIUMO YCTaHOBUTDL HOHOPA
(mOHOPOB), OT KOTOPOTO MOTJIO IPOU30MTH 3apakeHue, U IPUHATh MePHl 41 IPefoTBpalleHus
MCIIOJIb30BaHUS JOHOPCKOM KPOBU UJIA ee KOMIIOHEHTOB, ITOIy4YeHHBIX OT 3TOT0 JOHOPA (TOHOPOB).

44. B cnydae, IpefyCMOTPEHHOM IIyHKTOM 43 HaCTOAIIEr0 TEXHUYECKOIr0 perjiiaMenTa, IPOBOAUTCS
aHaJIU3 IPedbInyIInX CIydyaeB NOHAUMY 3a [IePUOoT He MeHee 6 MecCs1eB, IPeIIeCTBYIOLINUX
OoCIeHe! JOHALUY, TIOBTOPHO aHAIU3UPYEeTCS JOKYMEHTallUs, a OpraHu3alus, OCyIeCTBIAIOmas
nepepaboTKy KPOBHU (IIJITa3MbI), OIleHHBAeT HE0OXOIUMOCTb OT3BIBA U3TOTOBJIEHHBIX IIPOAYKTOB KPOBH,
IPUHKMas BO BHUMaHUe BUJ 3ab0eBaHus, THTEPBA BpeMeHU MeX[y JOoHalliel U UCCIeqoBaHueM
KPOBH ¥ XapaKTePUCTHUKY IIPOAYKTA.

45. Pe3ynbTaTh KCCIIENOBaHUN UCXOOHOM KPOBY (IIJ1a3Mbl), IPOBEAEHHBIX OpraHu3aluell JOHOPCTBa
KPOBY U €€ KOMIIOHEHTOB, JOKyMEHTa/IbHO O(pOPMIIIIOTCS ¥ B IUCEMEHHOM BHJIE IIepefaloTCs
OpraHu3alliy, OCYIIECTBIISIONIE!N mepepad0TKy KPOBH (IIJTa3MHI).

46. OpraHu3alys HOHOPCTBA KPOBU U €€ KOMIIOHEHTOB MMMChbMEHHO HHGOPMUPYET OPraHU3aIlHuIo,
OCYIIECTBIISIOUIYIO TepepaboTKy KPOBH (IIa3Mbl), B CIIydasix:

1) BBISIBJIEHUA Y JOHOPA 'eMOTPAaHCMUCCUBHEIX I/IHq)eKI_II/II;I, BBI3BAHHBIX U3BECTHEIMU Ha MOMEHT
3aroTOBKH KPOBH IIaTOT€HHBIMHA OMOIOTHYEeCKUMH areéHTaMu;

2) BHISIBTIEHUSI BO30yOUTENEeH TeMOTPAaHCMUCCUBHBIX UH(EKINHN B MOHOPCKOM KPOBHU (IIJ1a3Me);

3) BEIABIIEHUS HapyILIEeHU MTPOLeyphl UCCIEN0BaHMS KPOBY Ha Haluuyue Bo30ymuTenen
reMOTPaHCMUCCUBHEIX UHGEKIUH.

47. I1pu nepepab0OTKe IIa3Mbl I IOJIyYeHUs IIperapaToB KPOBU He0OXOMMMO MCCIIeloBaTh MJ1a3My,
00BbeIMHEHHYIO B TEXHOJIOTUYECKYIO 3arPy3Ky, Ha Hanuuue Bo30yauTenel reMOTPaHCMUCCUBHBIX
MHQEKIINH.

48. B cny4asx BEHIIBIIEHUS B IIJ1a3Me, 00beAUHEHHOU B TEXHOJIOTUYECKYIO 3arPY3Ky A1 [I0Ty4eHus
IIpenapaToB KPOBH, BO30yguTesel reMOTPaHCMUCCUBHEIX NHOEKINH I1J1a3Ma He MOXKeT ObITh
MICIIONIb30BaHa AJig IPUTOTOBJIEHUS NIpelapaToB U yTUIX3UPYeTCs, a HUHGOpMalus 0 pe3ynbTraTax
VICCTIEOBAHUS IJIa3MBl IMCBMEHHO IlepefaeTcs B OpraHu3aliio JOHOPCTBA KPOBY U €€ KOMIIOHEHTOB,
B KOTOpOU OBLIa OCyLIeCTBIIEHa 3aT0TOBKA 3TOM KPOBHU (ILJIa3MHI).

49. B mipoiiecce moTyuyeHus IIpernapaToB KPOBY NOJIKHa OBITh IPENYCMOTPEeHa HHAKTUBALIUS
IIaTOTeHHBIX OMOJIOTHYECKUX areHTOB.

50. KoMIIOHEHTEI KPOBH, ITOABEPTHYTHE 00pab0TKe M0 MHAKTUBALIMY ITATOT€HHBIX OMOJIOTMYeCKUX
areHToB, HEO0XOIMMO U30JIUPOBATh OT KOMIIOHEHTOB KPOBH, HE IIOJIBEPTHYTHIX TaKoW 06paboTKe.

51. O6pasupl Kaxoi 3arpy3Ku IIa3Mbl XpaHATCS [IpU TeMIlepaType Huxke MuHyc 25°C He MeHee
OOHOTO Tofja ocjle OKOHYaHUsI CPOKa XpaHeHUs IPOAYKTa KPOBU, UMelolero Haubosnee
IIPONOJIXKUTENIbHEIA CPOK XpaHEeHU .

52. KpoBb (m171a3Ma) u MpoayKTH, 00pa3yollrecs B pollecce ux mepepaboTKu, 3arpsi3HEHHBIE
ITaTOTE€HHBIMU OMONMOTHYECKUMU areHTaMu, ITOAJIexKaT YTUNMU3allul ¥ 0013aTeIbHOM perucTpaluu



3TOM IPOILleyPhl OpraHu3alieid, OCYyIIeCTBIISIONIE!N TepepadoTKy KPOBH (IIJIa3MHbl), IIOCPECTBOM
BHECEHHUS COOTBETCTBYIOIIMX 3allMCel B Y4€THO-PETUCTPAIMOHHYIO HOKYMEHTAlUIO 110 (opMaM,
yCTaHOBJIEHHHIM (efeparbHBIM OPraHOM KCIIOJTHUTEIbHON BJIACTH, OCYIIECTBISIOMUM QYHKIUY 110
BEIpabOTKE TOCylapCTBEHHOM MOUTUKYN U HOPMaTUBHO-IIPABOBOMY PETYIMPOBAHUIO B chepe
30paBOOXpPaHEHUS.

(B peq. ITocranoBnenusi ITpaButenbctBa PO ot 04.09.2012 N 882)

53. 3anpeliaeTcsa npuMeHeHe JOHOPCKOY KPOBY U ee KOMIIOHEHTOB, IIpenapaToB KPOBU U
KpOBe3aMelIlaIuX PaCTBOPOB C UCTEKIIUM CPOKOM FOJHOCTH.

54. Texuu4yeCcKue CPencTBa, UCIOIb3yeMble B TPAaHCGHY3NOHHO-UHGY3UOHHON Tepaluu, OOIKHbL OBITH
paspeleHsl K TPUMEHEHHUIO B IOPSIAKE, YCTaHOBJIEHHOM 3aKOHOaTEIbCTBOM Poccutickoi Oemepanuu.

55. KoHTelHepHl IOJIUMEPHBIE, CUCTEMEL U YCTPOKCTBA [JId IlepeiuBaHus JOHOPCKOU KPOBHU U ee
KOMITOHEHTOB JOJIKHEI OBITH MApPKHUPOBAHHI.

MapkupoBKa OTPeOUTETLCKOM Taphl KOHTENHEPOB IOJIMMEPHBIX, CUCTEM U YCTPOUCTB [IOTKHA OBITH
yCTOWYMBa K BO3[€MCTBUIO BHEIIHNX (PAKTOPOB B IIpoliecce CTEPUIN3allii, XpaHEeHUs, pealu3aluy 1
IPUMEeHEHHUS.

56. [115 KOHTaKTa C IPOAYKTaMHi KPOBH MCIIOJIb3YIOTCS KOHTEMHEPH! ITOTMMEePHEBIE, a TaKXKe CUCTEMBI
¥ YCTPOMCTBA [AJIs1 BBEIeHUS HOHOPCKOM KPOBY, €e KOMIIOHEHTOB, IIPeNapaToB ¥ KPOBe3aMellaroIIuX
PacTBOPOB, KOTOPEIE MOJIKHEI OBITH H3TOTOBJIEHEl M3 MaTEPHAJIOB, PA3PEINeHHBIX 7T KOHTAKTa C
IPOAYKTaMu KPOBHU (efiepaIbHEIM OPraHOM MCIIOJIHUTEILHOM BIIACTH, OCYIIECTBIISIOMUM QYHKIIUN
110 KOHTPOJIIO ¥ HafI30Py B chepe 3MpaBOOXPaHEHHUS B MTOPSOKE, YCTAaHOBIEHHOM 3aKOHONATEIhCTBOM
Poccutickout ®emepanuu.

(B pen. ITocranosnenus [IpaButensctBa PO ot 04.09.2012 N 882)

57. Heobxomgumo o6ecriednTh COXpaHeHNE CTEPUIbHOCTHA KOHTEHHEPOB ITOTMMEPHBIX, CUCTEM IS
BBeIeHUSI KPOBU U ee KOMIIOHEHTOB, [IpellapaToB U KpoBe3aMellallIiX PAaCTBOPOB, a TakXke OAPYTUX
YCTPOUCTB OGHOKPATHOI'0 IPUMEHEHNs B Te4eHNe BCETr0 YCTAHOBJIEHHOI'0 CPOKa XpaHEeHUS.

58. [Tpu neHTpruPyrupoBaHUY KOHTENHEPH IIOJIMMePHEBIE JOJIXKHEI 00eCIIeYrBaTh BO3MOXKHOCTh
paboThl 6e3 HapyLUIeHUST 3aMKHYTOM TepMEeTUYHON CUCTEMbI. KOHTeHEPH TOTMMEePHbIE NOJIKHEBI
II03BOJIATH IIOCOENUHATEL YCTPOMCTBA, TapaHTHPYIOIIHE COXpaHEeHe CTEPUIIBHOCTY KPOBHY U ee
KOMITIOHEHTOB, a TaKxke 00ecliednBaTh PyHKIIMOHAIBHYI0 COBMECTUMOCTD C YCTPOUCTBOM [JIS
nepeuBaHUS JOHOPCKOW KPOBU U ee KOMIIOHEHTOB M3 KOHTelHepa.

59. [Tpu npoBefieHNH YCTaHOBIEHHKIX IIPOLIelyp epepaboTKu JOHOPCKOM KPOBY IIPOYHOCTD
MaTepuasioB KOHTEMHEPOB MIOJIMMEPHBIX, COEQUHUTEJILHEBIX IIIBOB, IPUMEHSIEMBIX 3]IEMEHTOB U Y3JI0B
IoKHa 00ecreynBaTh IeJ0OCTHOCTD X KOHCTPYKIUH.

60. Kaxxmasa no3a (eguHUIa) KPOBU M €e KOMIIOHEHTa, IIpefHa3HauYeHHas [AJIs OTIyCKa U3
OpraHU3alliU JOHOPCTBAa KPOBU M €€ KOMIIOHEHTOB, IOI2KHA UMETh MapKHUPOBKY. MapKUPOBKY
IOHOPCKOM KPOBU U e KOMIIOHEHTOB HEO0XOIUMO OCYIIIECTBIISTh C YUETOM Pe3yJIbTaToB
71abopaToOPHOr0 KOHTPOJIS.

61. MapKupOBKY rOTOBOY IPOAYKLMY IIPOBOIAT C IIOMOIIBI0 STUKETOK. ITUKETKA TOTOBOX MPOAYKLIUHN
NOJI2KHA UMETh YeTKHe BU3yallbHble OTJINYUS OT UHBIX STUKETOK, COXPaHIThCA B TE€UEHHE BCEro CPoKa
TOOHOCTHU ¥ IIPU BCEX PeXUMaxX XpaHEHUs U UCII0Ib30BaHUS €IUHULIEI TOTOBOU NIPOOYKIUH, a
“H(pOpMallus, IpuBeJeHHas Ha STUKETKe, TOKHA 0CTaBaThCS JIETKO YUTAEMOU.
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62. HaHeceHHas Ha 9TUKETKY MH(OpMAIKs 0 TOTOBOM IIPOAYKIMY JOIKHA COEpPXKaTh ClIeyolue
CBEMIEeHUS:

1) HauMeHOBaHYEe OPraHU3aIlMK TOHOPCTBA KPOBU M €€ KOMIIOHEHTOB;

2) umeHTA(PUKALMOHHBIN HOMED [OHAIUY;

3) rpynna kpoBu ABO u pe3yc-iprHanIekKHOCTh;

4) gaTa DOHAIMYU;

5) maTa OKOHYaHUSA CPOKA XpPaHEHUS;

6) HauMeHOBaHUe ¥ 00BEM aHTUKOATYIISIHTA U (MTK) HOOABOYHOTO PAaCTBOPA;

7) HauMeHOBaHKWEe KOMIIOHEHTa KPOBHY;

8) o0beM um Macca KpoBH 100 KOMIIOHEHTa KPOBH;

9) TemmepaTypHBIE YCIIOBUS XPaHEHUS;

10) yka3aHue Ha JOTOJHUATENbHYI0 00paboTKy (00nydeHue, GunbTpanuio, "HaKTUBAINIO).

63. JloHOpCKas KPOBb M €€ KOMIIOHEHTHI AJI1 @yTOJIOTUYHOU TPaHCPY3UH [OJIXKHE UMETh MAapPKHAPOBKY
"TONIBKO [JIS1 @yTOJIOTUYHOU TpaHCPy3un" ¢ ykadaHueM (HaMUIAK, UMEHHU, 0TYECTBA U AAThHI
POXKMOeHUs NHlla, OJIs KOTOPOTo MpefHa3HaYeHa JOHOPCKas KPOBb UK €€ KOMIIOHEHTHI.

64. MapKupoBKa JOHOPCKOU KPOBY U €€ KOMIIOHEHTOB [I0JI2KHa COXPaHSATLCS B TeYEHUE CPOKa UX
XpaHeHHUs IPH BCeX MeTogax 00paboTKH.

65. HaHeceHne MapKUPOBKYU I'OTOBOM IMMPOAYKIIMY 10 OKOHYAHUS BCEX CTAAUN epepaboTKu u
MCCTIEIOBAHUI He OMyCKaeTCs.

66. Ha MmapkupoBKe 000pyHOBaHUs, B KOTOPOM XPAHUTCS MOHOPCKast KPOBb U €€ KOMIIOHEHTHI,
yKa3bIBaeTCS HaMMEHOBaHWE KOMIIOHEHTa KPOBHU, CTATyC KOMIIOHEHTa KPOBHU, Ipynma KpoBu ABO u
pe3yc-IpUHAa/IeHOCTE.

67. Bcst HeoOxomuMas OJist moTpeduTesnss nHGOPMaLus 0 JOHOPCKOM KPOBU U ee KOMIIOHEHTax
IoJKHa OBITH IIPefiCcTaBlieHa Ha 3TUKETKaxX KOHTEMHEPOB, COMePKAIIUX TOHOPCKYI0 KPOBh UK €€
KOMIIOHEHTEHI, a TaKXe B COIPOBOAMUTENIHHBIX JOKYMEHTaX.

IV. O11eHKa COOTBETCTBUSI

68. O1eHKa COOTBETCTBUS IIPENapaToB KPOBU ¥ KPOBe3aMeEIIAIOIIUX PACTBOPOB TPEOOBAHUIM
6e30macCHOCTY KPOBU U €€ KOMIIOHEHTOB OCYILECTBNIIETCS B pOPMeE roCyJapCTBEHHOT'0 KOHTPOJIS
(Hag3opa).

69. T'ocymapCTBeHHBIM KOHTPOIL (HAA30pP) 3a coOMmoenreM TpeboBaHUY HACTOSIIETO TEXHUYECKOTO
periiaMeHTa OCYIIECTBISETCS B COOTBETCTBUHU ¢ OemepanbHLIM 3aKoHOM "O 3alIuTe IpaB
IOPUOUYECKUX JIUI] ¥ UHOWBUAYAIbHEIX IPEOIpUHUMATENE! IIPU OCYIIECTBIEHUH TOCYAapCTBEHHOTO
KOHTPOJIS (Hafi30pa) ¥ MyHUIUIIAIBHOTO KOHTPOJIS" B IIOPSIKE, YCTaHOBIEHHOM (efepanbHBIM
OpPraHOM HCIIOJTHUTENIbHOM BJIACTH, OCYIIECTBIISIOMUM (PYHKITMH 10 BEIPAOOTKE TOCYHapCTBEHHOM
MIOIUTAKY ¥ HOPMATUBHO-IIPABOBOMY PETYIMPOBAHUIO B chepe 3apaBoOXpaHEHUS.
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(B peq. ITocranoBnenus IlpaButenbctBa PO ot 04.09.2012 N 882)

70. TocymapCTBeHHBIM KOHTPOJIb (HaA30p) 3a cobmofneHneM TpeboBaHUM HACTOSIIEI0 TeEXHUYECKOT 0
perjiaMeHTa OCYIIECTBIAETCS QeaepaabHEIM OPTaHOM HCIIOJIHUTENIHbHOU BIACTH, OCYIIECTBIISIONINM
(GyHKIIMY 110 KOHTPOJIIO ¥ Haf30PY B chepe JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

71. Ilpu oCyIIeCTBIIEHUY TOCYAAaPCTBEHHOTO KOHTPOIS (Hai3opa) 3a cobofeHreM TpeboBaHuM
HACTOSIIET0 TEXHUYECKOTO periaMeHTa GpefepanbHbi OpraH UCIIOTHUTEIbHON BIACTH,
OCYIIECTBISIOUMH QYHKIMY 110 KOHTPOJIIO ¥ Hafi30pY B cepe JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB,
PETUCTPUPYET MOCTTPAHC(HY3MOHHbBIE OCIIOKHEHUS B TIOPSIOKE, YCTAHOBIIEHHOM (efepabHbIM
OPTraHOM HCIIOJIHUTEIFHOM BJIACTH, OCYIIECTBIISIOMMM HYHKIHHU 10 BEIPAOGOTKE TOCYAapCTBEHHOM
TIOJIUTUKY ¥ HOPMATUBHO-IIPABOBOMY PETYIMPOBAHUIO B Chepe 3MPaBOOXPaHEHHS.

72. Ilpu mpuMeHeHUN JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB [IJIs IePeINBaHus PelUIueHTaM
nHbopMauus 000 BCeX CTydasix pa3BUTHS IOCTTPAHC(Y3MOHHBIX OCIIOKHEHUN ITepeiaeTcs B
benepanbHEIN OpraH UCIOJIHUTENTBHOM BJIACTH, OCYIIECTBIISIOMUY GYHKIIUY 110 KOHTPOJIIO U HafI30py
B cepe MOHOPCTBa KPOBU U €€ KOMIIOHEHTOB ¥ OPraHU3alIUI0 JOHOPCTBA KPOBU ¥ €€ KOMIIOHEHTOB.

73. B cny4asix BEISIBIEHUS V IOHOPA KPOBU ¥ €€ KOMIIOHEHTOB reMOTPAaHCMHUCCUBHBIX HHMEKIUH,
BBI3BAHHBIX U3BECTHEIMU HA MOMEHT 3aTOTOBKM KPOBU IATOT€HHHKIMU GHOJIOTUYECKUMHU areHTaMH,
BBISIBJIEHUSI B JOHOPCKO#M KPOBU MJTM KOMIIOHEHTAaX KPOBH ITATOT€HHBIX OMOJIOTHYECKUX areHTOB, B
TOM YHCJIe BO3OYOUTEEN TeMOTPAHCMUCCUBHBIX MH(PEKINM, BLISIBJIEHUS HAPYIIEHUH IPOIeRyPhI
MICCTIEIOBAHUS KPOBU ¥ €€ KOMIIOHEHTOB Ha HaJIMyKe MaTOTeHHBIX OMOJIOTUYECKUX areHTOB, B TOM
yucie Bo30ynuTenel reMOTPaHCMUCCHUBHAEIX MH(DEKLINH, a TaKKe HapyIIeHUH MPOoLefyphl
uneHTUGUKaIMK rpynmnsl KpoBu ABO U pe3yc-nmpuHamieXkHOCTU HeoOX0AUMO:

1) He3aMeOJINTEJIbHO IIPUHATE MEPHI IT0 U3BATUIO }IOHOpCKOfI KpPOBHU U €€ KOMIIOHEHTOB 13
06paH.IeHI/I${ " OT3EBIBY UX U3 OpTaHI/I3aLIPIfI, IIPUMEHAIOINNX TOHOPCKYIO KPOBE 1 €€ KOMIIOHEHTHI,;

2) IporH(pOPMUPOBAThH (pefepasbHble OPraHbl UCIIOJIHUTENIBHOU BIACTH, YIIOJTHOMOYEHHEIE
OCYIIECTBJIATh F'OCYJapCTBEHHBIN KOHTPOJIb (HaA30p) B cpepe JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

[IpunoxeHus

ITPUJIO>KEHHUE N 1

K mexHu4ecKkomy pezjiameHmy

0 mpebosaHusx 6e30nacHoCMu Kposu,
ee npodykmos, Kpoge3ameu,aroujux
pacmeopoe u mexHu4yeckux cpedcms,
UCNO/b3yeMblX 8 MPAHCHY3UOHHO
UH(pY3UOHHOU Mmepanuu

[punoxenne N 1. IEPEYEHD ITIOKA3ATEJIEX BUOJIOTMYECKOU ITOJTHOLIEHHOCTH,
®YHKIIMOHAJIbHOW AKTUBHOCTU U TEYEBHOW 3OPEKTUBHOCTHU NOHOPCKOM KPOBU U
EE KOMIIOHEHTOB

[IpuemneMble XapaKTePUCTUKHU

1. KpoBb KOHCEpPBUPOBaHHAA
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O6Bem 450 MunmunuTpoB +- 10 mpoieHToB 00BeMa 0e3
AHTUKOATYJISIHTa (HeCTaHOapTHAas JOHAIUs
MapKUPYETCS COOTBETCTBYIOIIUM 00pa3oM)
T'emornobun He MeHee 45 rpaMMOB B 03€

I'emonu3 B KOHIIE XPaHEHHUA

He Gonee 0,8 mpoleHTa SPUTPOLIUTOB

2. OPUTPOIUTHI

(spuTpoLMTHAS Macca)

O6BpeM 280 + 50 MUITUTUTPOB
['eMaTOKpUT ot 0,65 mo 0,75
T'emornobun He MeHee 45 rpaMMOB B I03€

I'emonu3 B KOHIIE XPaHEHUA

He Gonee 0,8 mpoleHTa 3PUTPOLIUTOB

3. DPUTPOIMTH C yAalIeHHEIM JIEHKOTPOMOOIMTaPHBIM CJI0EM (SPUTPOLUTHAS Macca C yaJleHHbIM

JIEMKOTPOMOOIIMTAPHEIM CJIOEM)
O6beM 250 +- 50 MUITTUIUTPOB
'eMaTOKpUT ot 0,65 mo 0,75
T'emornobun He MeHee 43 rpaMMOB B I03€

KonuuectBo neuikonutos<1>

He 6onee 1,2 x 1079 B mo3e

I'emonu3 B KOHIIE XpPaHEHUS

He 6omnee 0,8 mporeHTa SPUTPOLIUTOB

4. OPUTPOLUTH B 10OABOYH

OM pacTBOpPe (IPUTPOIUTHAS B3BECH)

0O6BeM OIIpefensieTcs UCIOIb3yeMOU CUCTEMOM
I'eMaTOKpPUT ot 0,5 m0 0,7
I'emorno6un He MeHee 45 rpaMMOB B [103€

I'eMonu3 B KOHIIE XPaHEHUS

He 6onee 0,8 mporeHTa SPUTPOLIUTOB

5. OPUTPOIMTH B HOOABOYHOM PACTBOPE C yIaJIeHHBIM JIEHKOTPOMOOIIMTAPHBIM CII0EM

(opuTpoLKTHASA B3BECH C yAall

€HHEBIM JIEHKOTPOMOOIIUTAPHEIM CJI0EM)

0O6BeM OIIpefensieTcs UCIOIb3yeMOU CUCTEMOM
'eMaTOKpUT ot 0,510 0,7
T'emornobun He MeHee 43 rpaMMOB B [103€

KonmnuecTBo 1eMKOIIUTOB <1>

He Oonee 1,2 x 1079 B mose

I'emonu3 B KOHIIE XpaHEHUA

He Oonee 0,8 mpoIeHTa 3PUTPOLUTOB

6. OTMBITEIE 9PUTPOLUTEL (SPUTPOIIUTEI OTMBITHIE)

O6BemM OIlpefessieTcs UCIOJIb3yeMOU CUCTEMOU
'eMaTOKpUT ot 0,65 mo 0,75
'emornoOun He MeHee 40 rpaMMOB B [03€

I'emonmu3 B KOHIIE XpaHEHUA

He Oonee 0,8 mpoIeHTa 3PUTPOLIUTOB

KonuuecTtBo 6enka B KOHEUHOU
HaJocago4yHOU XKUOKOCTU

He 6omnee 0,5 rpaMMa B mo3e<2>

7. OPUTPOLMTHI, 06eIHEHHEIE JIEHKOIIMTaMHu B T06ABOYHOM PACTBOPE (9PUTPOLUTHAS B3BECH,
obenHeHHas JIEHKOIIUTAMH)

0O6BeM

OIIpefenseTcs UCIOJIb3yeMOU CUCTEMOM

FemaTOKpUT

ot 0,510 0,7

KonmuuecTBo IEUKOIIUTOB <3>

He 6onee 1 x 1076 B mo3e

T'emornobun

He MeHee 40 rpaMMOB B I03€

I'emonu3 B KOHIIE XpaHEHUA

He Ooree 0,8 mpoIeHTa 3PUTPOLUTOB

8. KprokoHCepBUpPOBaHHbBIE 3PUTPOLUTH (IPUTPOIUTHAS B3BECh, PA3MOPOKEHHAS ¥ OTMbITas)

006BeM

|He MeHee 185 MUIIUIHUTPOB




['eMaTOKpUT

ot 0,65 mo 0,75

TemornobuH (HagocamouHas XKUMOKOCTL) <4

MmeHee 0,2 rpaMma B [103€

T'emornobun

He MeHee 36 rpaMMOB B 103€

OCMOJIIPHOCTD

He MeHee 340 MUITMOCMOJIEN Ha JTIUTP

KomunuecTtBo nmeikonuToB <1>

He Oostee 0,1 x 1079 B mo3e

CTepunbHOCTh

CTEPUIILHO

9. DOpUTPOIMTH, ONTyYEeHHBIE MeTOOOM adepe3a (IPUTPOLKUTHAS Macca MU SPUTPOLIUTHAS B3BECH,
IIOJTy4YeHHBIe MEeTOOOM adepesa)

00BeM

orpependaeTcsa HCHOHB3Y€MOfI CUCTEMOH

I'eMaTOKpPUT

ot 0,65 10 0,75

I'ematokpuTt (ecnu gobOaBieH
B3BEIIMUBAIOLIN PacTBOP)

ot 0,510 0,7

T'emornobun

He MeHee 40 rpaMMOB B [03€

KonuuecTBo neiikouToB (eciu obegHeH
JIeUKOIIUTaMu) <3>

He Oonee 1 x 1076 B mo3e

I'emonu3 B KOHIIE XpaHEHUA

He Oornee 0,8 mpoIeHTa 3PUTPOLUTOB

10. TpoMOOLIMTEl, BOCCTAHOBJIEHHEIE U3 O3Bl KPOBHU (TPOMOOIIUTHBEIA KOHIIEHTPAT U3 MO3EI KPOBH)

006BeM

He MeHee 40 MUJITUIUTPOB

TpombomuTE <1>

He MeHee 60 x 10”9 (sKBUBaJIEHT OOHOM 03bI KPOBH)

KonuuecTtBo ne¥KOIUTOB <1> (m0 ymaneHus
JIEUKOLIUTOB):

13 o0oraleHHOM TPOMOOIMTAMU IIJTa3Mbl

He 6omnee 0,2 x 10™9 (9KBUBaANIEHT OOHOM NO3H KPOBU)

U3 JIEHKOTPOMOOCTIOS

He 6onee 0,05 x 10”9 (3KBUBaAJIIEHT OIHOM HO3K KPOBH)

KonnuecTBo 1eHKOIIUTOB<3> (IIOCie
yoaneHus: TeUKOLUTOB)

He 6oree 0,2 x 10”6 (93KBHUBAJIEHT OMHOM HO3bI KPOBH)

pH(5) (mpu + 22°C) B KoHIIe
PEKOMEHIOBAaHHOTO CPOKa XpaHeHUs

0T 6,4 1m0 7,4

11. TpoMOOLUTEL, IONTy4YeHHBIE METOIOM adepe3a (TPOMOOIUTHEIN KOHIIEHTPAT, IOTyYeHHbIH
MeTomoM adepesa)

O6vem He MeHee 40 munnmunuTpoB Ha 60 x 107°9
TPOMOOILIUTOB
Tpom6oIUTHI<3> He MeHee 200 x 1079 B mo3e

KonuuecTBo N1eHKOIIUTOB<3> (II0OCiIe
yoaeHus: TeUKOLUTOB)

He O6onee 1 x 1076 B mo3e

pHbS (mpu + 22°C) B KOHIIE
PEKOMEHIOBAaHHOTO CPOKa XpPaHeHUs

or 6,4 1m0 7,4

12. CBexxe3aMOpoXeHHas Ia3Ma (Iy1a3Ma CBexkKe3aMOPOKEHHas)

06BeM 3asiBJIeHHHIN 00beM +- 10 mporeHToB 00beMa 6e3
aHTUKOAryJIsSHTa
dakTop VIlic He MeHee 70 IpOLIEHTOB UCXOOHOI'O YPOBHS

OcTaTouHbIe KJIEeTKH <6>:

SPUTPOIUTEHL He 6omnee 6 x 1079 B uTpe
JIEUKOIIUTHI He 6oree 0,1 x 1079 B nmuTpe
TPOMOOIIUTHI He 6omnee 50 x 10™9 B nuTpe

BI/I3yaJ'II>HI:>Ie HN3MEHEHUA

He IOJIKHO OBITh aHOMAJIbHOTO ITBETA UJTH BUIMMBIX
CTYCTKOB

13. Kpuonpenunurat




O6BeM oT 10 go 20 MUIIUIUTPOB
®axkTop VIlic He MeHee 70 MeX[OyHapOAHBIX eNUHUL] B 03€
®ubpuHoren He MeHee 140 MUIIUrpaMMOB B [03€
14. KprocynepHaTaHTHad Ijla3Ma
O6BeM OTKJIOHEHHE OT UCXOmHOTro o0beMa He Gomee 10
IIPOIIEHTOB
15. KprokoHCcepBUpOBaHHBIE TPOMOOIUTEL, IONTy4YeHHBIE MeTOOOM adepe3a
06BeM oT 50 mo 200 MUITUIUTPOB
KonuuecTBO TPOMOOILIUTOB He MeHee 40 MPOLEeHTOB CONePKaHUS 10
3aMOpaXUBaHUI
KonmuuecTBO JTEHKOIIUTOB He 6onee 0,2 x 10”6 Ha 9KBUBAJIEHT OOHOH HO3EI
TPOMOOIIUTOB
16. I'paHynOIUTE], TOIyYE€HHEIE METOOOM adepesa
O6vem He 6omee 500 MUTITUTUTPOB
KonuuecTBO rpanyioLUuTOB 6omee 10 x 10™9 B mo3e

<1> JIomXHBEI COOTBETCTBOBATL He MeHee 75 mporeHTaM 00CIeqOBaHHBIX 03.

<2> KonuuecTBo 0elka B KOHEYHOM HAaHOCAM0YHOM KUIKOCTH JOJIXKHO 00eCIeuynTh cogepxkanue IgA
MeHee (0,2 MUIIMrpaMMa B 0O3e€.

<3> JIomXHBEl COOTBETCTBOBAThL He MeHee 90 mpoiieHTaM 00CIeqOBaHHBIX J03.
<4> OKOHYAaTeJIbHBIM B3BEIIHNBAIOIMINI PaCcTBOP.

<5> M3mepenne pH npegmoyTUTEeIbHO IPOBOIKUTE B 3aKPHITOM cCTeMe BO u3bexanue Beixoma CO .
Vi3amepeHne MOXKeT ObITh BBHIIIOJIHEHO TIPU JTI000M

2 TeMIlepaType, ¥ 3HaueHNe PacYeTHLIM METOIOM KOHBEPTUPOBAHO MPUMeHUTENRHO K pH + 22°C.

<6> Knetku IMOACYUTHIBAIOTCA OO0 3aMOPaXKUBaHNA, BOSBMOXKHO CHU2KEHNE IIOPOIrOBLIX BEJIMYUH IIPU
BKITIOYEHHWHU B IIPOTOKOJI TPOLEnypP 3JIMMUHALIUN KIIETOK.

ITPUJIO2KEHHE N 2

K MexHuUYecKkomy pe2iameHmy

0 mpebosaHusix be3onacHocmu Kposu, ee
npooyKkmos, Kpoge3amew,arou,ux pacmeopos u
mexHuUYecKux cpedcma, UCno/b3yeMbix 8
MPAHCPHY3UOHHO-UH(pY3UOHHOU mepanuu

punoxenre N 2. VCIIOBUSA XPAHEHUA NTOHOPCKOW KPOBU Y EE KOMIIOHEHTOB

KoMmmoHeHT TeMnepatypa XpaHeHUs MaxkcruManbHOEe BpeMs XpaHEeHU s
OPUTPOLUTEHL U LeJIbHas oT + 2 1o + 6°C B 3aBUCUMOCTH OT UCIIOJIb3yeMOU
KPOBb (€CJIH UCTIOIb3YeTCs CUACTEMEl aHTUKOATYJISAHT -

015 TpaHChy3UHl Kak B3BEIIUBAIOIINYI PACTBOD
ILleJIbHAs KPOBB)



http://zakonbase.ru/content/part/1174488

CBexke3aMOpOoXKeHHas HUXe - 25°C 36 Mecs1eB
IyTa3Ma ¥ KPUOTIPELUTTUTAT

TpoMOOITUTEI oT + 20 mo + 24°C 5 OHeU IpU YCJIOBUU HEIIPEPLIBHOTO
IOMeIINBaHUSA

['panynonuTs oT + 20 go + 24°C 24 gaca

[Tpumeyanus: 1. JomyckaeTcs yonuHeHNEe BpEMEHU XpaHeHUsT KOMIIOHEHTOB KPOBU C

IIOMOIIIHIO 3aMOPaXkKUBaHUS (KPUOKOHCEPBUPOBaHKE): SPUTPOIIUTOB -
no 10 meT B 3aBUCUMOCTH OT IIPOIECCa 3ar0TOBKH, TepepaboTKu U
XpaHEeHUs;

TPOMOOIIUTOB - 70 24 MecsilleB B 3aBUCUMOCTH OT IIPOIecCa 3ar0TOBKH,
mepepaboTKy ¥ XPaHEHUS.

2. B oTHOUIEHNY KPUOKOHCEPBUPOBAHHBIX SPUTPOIIUTOB U
TPOMOOLIUTOB IOJIKHA OBITH ONpefesieHa cpefia, B KOTOPOH KIeTKH
HAXOMSTCS TIOCTIe OTTauBaHUs. Pa3pelleHHbIH TIePUOL XPaHEHUs OCe
OTTaWBaHUS 3aBUCHUT OT UCIIOJIE3YEMOT0 METO/A.

ITPUJIO’KEHHE N 3

K mexHu4eckomy pezjiameHmy

0 mpebosaHusix 6be3onacHocmu Kposu, ee
npodyKkmos, Kpose3ameuw,arou,ux pacmaeopos u
mexHuYecKux cpedcms, UCno/1b3yeMbix 8
MpaHcpy3uoHHO-UHPY3UOHHOU mepanuu

[Ipunoxenne N 3. [IPABUJIA 3ATOTOBKH, ITEPEPABEOTKH, XPAHEHWA Y TPAHCIIOPTHUPOBKHU
IIOHOPCKOM KPOBU U EE KOMIIOHEHTOB
I. Cuctema KayecTBa

1. HpH 3aroToBKe JIOHOpCKOfI KPOBHU U €€ KOMIIOHEHTOB HeO6XOJII/IMO pa3pa60TaTL, BHEOPUTL U
ImogomepP2KuBaTh B pa6oqu COCTOSAHMH CUCTEeMY Ka4eCTBd, OXBATHIBAIOIITYIO BCE€ BUIOEI
OCYHIGCTBHﬂeMOfI OeATEeJIbHOCTH U HaHpaBHeHHOﬂ Ha obecmeuyeHne 0€30IMaCHOCTH JIOHOpCKOfI KPOBH
N ee KOMIIOHEHTOB.

2. B opranu3saiuu mOHOPCTBA KPOBH U €€ KOMIIOHEHTOB Ha3HAYAETCsI COTPYIHUK, OTBETCTBEHHEIN 3a
pa3paboTKy, BHeOpPEHHUE U MoANepxKaHue B paboueM COCTOSTHUM CUCTEME KauecTBa.

I1. ITepcoHan

3. IlepcoHan, 3aHSATHIM B IPOIIECCaX 3ar0TOBKH, Tepepab0TKH, XPaHEHUsI, TPAHCIIOPTUPOBKY U
IPUMEHEHHUS OHOPCKOM KPOBU U ee KOMIIOHEHTOB, 00513aH IIPUHUMATh IIPEeNyCMOTPEHHbIE
3aK0HOMaTeIbCTBOM Poccuiickou ®epnepalin Mephl B L[e/IIX HEOONYIeHUs IPUYMHEHUS Bpeaa
JKM3HU UM 300POBBIO TpaXxkiaH, UMYIIeCTBY GU3NIECKUX UM IPUANYECKUX JIUL], TOCYOapCTBEHHOMY
WJI MyHULIUIIAJIbBHOMY HMYIIIECTBY, OKPY2KaIOIIel cpefie, XKU3HU U 3[0POBBI0 JKUBOTHBIX 1
pacTeHu.

III. TlomeleHus

4. IInst obecrieyeHusT COXPAHHOCTH 3TaHUM U IOMEIIeHUH B MPOIecce MX SKCIIyaTallud OpPraHu3amus
IOHOPCTBA KPOBU ¥ €€ KOMIIOHEHTOB [I0/I2KHA ITPOBOAUTh TEXHUYECKHE OCMOTPHI, TEKYIIHE U
KaIllUTaJIbHEIE PEMOHTHI.

5. [TomemieHus, B TOM YHCIe TPOU3BOACTBEHHbIE TOMEIIEHUS (30HBI), TIOMEIIeHUS OIS XpaHeHus
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(ckmaper) ¥ OBITOBHIE TOMEIIEHHU S, PA3eIIIOTCS 10 BUlaM IIPOBOAUMEIX PabO0T U UCIIONb3YIOTCS B
COOTBETCTBMH C UX Ha3HAUEHUEM.

6. B opraHu3anyu JOHOPCTBA KPOBH 1 €€ KOMIIOHEHTOB [NOJIXKHEI OBITh BEII€JIEHEI OTIeIbHEIE
IIoMeIreHus (CKIaabl) Oy XpaHEeHUs:

PaCXOMHBIX MaTEPHasoB (KOHTENHEPOB IIOIMMEPHEIX 71T 3aTOTOBKU TOHOPCKOW KPOBU U €€
KOMIIOHEHTOB, HaOOPOB pPEareHTOB U IPYTUX MaTepUasoB);

KOMIIOHEHTOB KPOBH, MMEIOIINX Pa3HbIH CTATyC (TOOHEIE, HAXOMASINNecs Ha KapaHTHHE,
HEHCCIIeJOBaHHEIE UK 3a0paKOoBaHHEIE).

HpI/I OTCYTCTBHUHU TAaKHUX IIOMEIIeHU I HeO6XOJII/IMO BEIJEJINTE U30JINPOBAHHBEIE 30HEI, CTEJINIAXKHU 1
XOJIOOUIIBHUKH.

7. B opraHu3aiuy JOHOPCTBA KPOBU ¥ €€ KOMIIOHEHTOB IOIKHHI OBITh TPEeIyCMOTPEHEI rapaepoOHEIE,
KOMHATHI OT/IbIXa, CAHUTAPHO-OBITOBEIE TTOMEIIEHUS U TyaJIeThl, PACIIONOKeHHbIe BOIU3U, HO
M30JINPOBAHHO OT IIPOM3BOACTBEHHBIX ITOMEIIEHN, OCHAIIlEHHBIE COOTBETCTBYIOIIUM 000pyIOBaHUEM,
MOIOIIMMHY U Oe3UHQUINPYIOMIMMY CPENCTBaMU U YOOPOYHEIM UHBEHTAPEM.

8. [Ipou3BOACTBEHHLIE TOMEIIEHNUS (30HHI) U TTOMELIeHU (CKJIaAbl) A1 XpPaHEHUS OOJIXKHEI UMETh
yeTKoe 0003HaYeHNe U OTPAaHUYEHHBIN HOCTYII.

IV. ITpon3BonCTBeHHAd cpena

9. Ilpu 3aroToBKe JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB NOJIXKHa OBITh CO3[aHa IIPOMU3BOACTBEHHAS
cpepna, HeoOxomuMasi [yt 06ecrieYeHust COOTBETCTBHUS JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB
yCTaHOBJIEHHHIM TPe0OBaHUAM B IIPOllecce UX 3aT0TOBKH, IepepaboTKy, 00CcienoBaHus, XpaHeHU I
TPAHCIIOPTHPOBKH, a TaKxXKe MepPH, UCKII0oYalyre 0akTepuanbHOe 3arpsisHeHNe NOHOPCKOM KPOBU U
ee KOMIIOHEHTOB.

10. C nenbio mpenoTBpallleHus 3arpsi3HeHNs] HOHOPCKOM KPOBU U ee KOMIIOHEHTOB HallpaBlieHUe
IIOTOKOB MaTepUasoB U JIIOAeW B IOMEIeHUSIX OKHO OBITh OPraHU30BaHO B COOTBETCTBUU C
II0CJIeI0BaTEIbHOCTHIO BHIITOTHEHX S TPOU3BOACTBEHHEIX OTIepaliuii.

11. PaboThl, 71T KOTOPHIX TPEOYIOTCS aCenTHYEeCKHUe YCIIOBHUS, MOMKHbI OCYIIECTBISATHCS B UUCTHIX
TIOMEIIEHU X UJTU ITOMEIeHUSIX, 000pYIOBaHHEIX TAMUHAPHBIMY YCTaHOBKAMU. Kiacc 4YuCTOTH
IIOMEIIeHUs OIPeeIsieTCs BUIOM IIPOBOAUMEIX PadoT.

12. 3aroToBka u nepepaboTKa JOHOPCKON KPOBU Ha KOMIIOHEHTH B 3aMKHYTON CHCTEMe KOHTENHEPOB
TIIJTaCTUKOBBIX He TpeOyeT acenTUYeCKUX YCIOBUM BHeIIHEN cpenrl. Takue PaboThH MOXKHO ITPOBOUTh
pu cob6IomeHNy 00X ITPaBUI CAHUTAPHO-3NMUAEMUOJIOTUUECKOT0 PeXUMa.

13. Ins IIpeaoTBpalleHnsa KOHTAKTHOT'O I/IH(I)I/IU,'I/IpOBaHI/IH KPOBHU IIPHU €€ 3ar0TOBKE IIEPCOHAJI OOJIZKEH
CO6J'IIOJIaTB Tp660BaHI/Iﬂ ACeIITUKU U aHTUCENTUKU. McToOuHNKaMu I/IH(l)I/IU,'I/IpOBaHI/IH MOTYT OBITH
MI/IKpO(I)JIOpa BO30yXad, PYKM MEOUIIMHCKOT'O ITIEPCOHAId, KOXKa JIOKTEBOT'O cruba OOHOPA, HapYIIeHue
TePMETUYHOCTHU KOHTGfIHGpOB OJid 3arOTOBKY KPOBU U APyTIve NCTOYHHUKH.

V. lokyMeHTaluusg

14. C nensio obecnedyenus: 6e30MaCHOCTH U KQ4eCTBa JOHOPCKOW KPOBY ¥ ee KOMIIOHEHTOB Ha BCeX
3Tarnax WX 3arOTOBKH, IepepaboTKy, TPAHCIIOPTUPOBKY U XpaHEHUS B OPraHU3alUK JOHOPCTBA KPOBU
1 ee KOMIIOHEHTOB [OJIKHHI ObITh pa3paboTaHbl pabourie MHCTPYKLIKMK yCTaHOBJIEHHOT0 06pa3iia Ha
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BBITTOTHEHME Pab0T, HeIIOCPeICTBEHHO BIUSAIOIIAX Ha Ka4yeCTBO U 0€30I1aCHOCTD BHIITYCKaeMO
IIPOIYKIUH.

15. B opraHu3anuy HOHOPCTBA KPOBU U €€ KOMIIOHEHTOB HEOOXOOUMO OCYIIECTBIISITh BEIEHUE
YYETHO-PErUCTPAIIMOHHON TOKYMEeHTaluy (XKypHasoB, 6JJaHKOB, BEJOMOCTEHN ¥ KapTO4eK) 1o ¢popMaM,
KOTOpBIE YCTAHOBIIEHH (eepaTbHEIM OPTaHOM HUCIIOIHUTENIBHOM BIIACTH, OCYIIECTBISIONINM
GYHKIMY 110 BEIPaOOTKe TOCYOapCTBEHHOM IMOIUTHKY U HOPMATUBHO-ITPABOBOMY PETYIUPOBAHUIO B
cdepe 3apaBOOXpPaHEHHUs], B KOTOPHEIE BHOCUTCST COOTBETCTBYIOIIAS 3aIUCE C IIEJIbI0
ITPOCTIEXXUBAEMOCTH eIMHUII KPOBH, IOHOPOB, PACXOIHEIX MaTepHaaoB, 000PYOOBaHUS U
WCIIOJTHUTETEeHN PaboT.

VI. IIpocnexnBaeMOCTh

16. TIpu 3aroToBKe JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB HE0OX0OUMO 06€CIIeYnTh, YTOOBI KPOBB, €€
KOMIIOHEHTHI, paCXOOHEIE MaTepuasbl (KOHTeHHePH [y cOopa KPOBHU, PeareHTH U
ne3nHGUIUPYIOLIEe CPeACcTBa), TabopaTopHble 00pa3ibl, peTUCTPALMOHHEIE TaHHBIE (3alUCH) U
UCIIOJTHUTENU PaboT OB UAEHTUGUIIMPOBAHEL U TPOCIIEXKUBATIUCE.

17. KaxpgoMy [OHOPY ITPUCBANBAETCS UIEHTU(UKAIMOHHEIM HOMED NOHOpPa (KOM [IoHOpa).
18. Kaxmoy moHaluy NpHCcBanuBaeTCs UAeHTU(PUKAIMOHHBN HOMED TOHALIUMN.

19. Pewienue 0 fonycke JOHOPa K AOHALMY IPUHUMAETCS C YIETOM:

1) pe3ynbTaToB MEIUIIMHCKOTO 00CIeIOBAHUS JOHOPA;

2) MeOUIMHCKUX IIPOTHUBOIIOKA3aHUU K JOHOPCTBY KPOBU U €€ KOMIIOHEHTOB;

3) uHpopMaLuuy, IOIy4YeHHO! OT JOHOPa B IMCbMEHHOU (popMe, BKITIOUAIOIIEel CBEIeHUS O
mepeHeCceHHbIX HHPEKITMOHHEIX 3a00/IeBaHKUIX, KOHTAKTaX ¢ HHPEKIIMOHHEIMU O0JTbHEIMH, 00
ynotpebaeHu HapKOTUYECKUX CPEICTB, O BaKIIMHALIUY, XUPYPTUYECKUX UITH HHCTPYMEHTAIbHBIX
BMeIllaTeIbCTBaX ¥ NIPe0rBaHNY Ha TEPPUTOPHSIX, HeOIaromoayYHbIX 10 UHPEKIMOHHEIM
3a00JIeBaHUSIM.

20. ITpocnexxuBaeMOCTh JOHOPCKOM KPOBH ¥ €€ KOMIIOHEHTOB HOJIXKHA 00€CIIeYnBaATLCS
MapPKHPOBKOM 00beKTa UAeHTH(UKAINY C IT0CIIeI0BaTEeIbHOM PerucTpanreil HeoOX0qUMEIX TaHHBIX O
NOHOpPAX, MOHAIIKMSIX, PACXOOHBEIX MaTepHaax, BEIIOJHeHHN Pa0oT u 00 UCIIOTHUTENISIX PabdoT.

21. B mpotiecce 3aroTOBKH ¥ epepaboTKy Kaxk bl OTHeIbHBIN KOHTeHHep C JOHOPCKOM KPOBBIO U €€
KOMITOHEHTaMH, KaX kIl oOpa3el JOHOPCKOM KPOBH, CBSI3aHHKIM C COOTBETCTBYIOLIEH MOHAIUEH,
OOJIKHBEI UMETh OAWH U TOT XK€ HOMED.

22. KOMIIOHEHTH KpOBH, UMEIOIIINE pa3HHfI CTaTyC (rogHBIE, HAXOOSIIHECS Ha KapaHTHUHE,
HEeHnCCJIegOBaHHBIE UTIN 3&6paKOBaHHBIe), TOOJI2KHEI XPAaHUTHCA Pa3d€JIbHO.

23. Ha Bcex 3Tamax OT 3aTrOTOBKH [I0 MCIIOIb30BaHUS JOHOPCKOUW KPOBU U €€ KOMIIOHEHTOB
Heo6xoguMo 06ecrednTh BO3MOXKHOCTb YCTAHOBIEHUS IMYHOCTHU NOHOPA.

24. TTopanoK yCTaHOBJIEHUS IMYHOCTHU AOHOPA, IepeYeHb MEeIUIIMHCKUX IIPOTUBOIIOKA3aHUY K
NOHOPCTBY KPOBU U €€ KOMIIOHEHTOB, IIOPSIOK IIOCTOSTHHOTO UJIM BPEMEHHOI'0 OTCTPaHEeHUs JOHOpa
OT IOHOPCTBa KPOBH, METO[IHI, TIOPSIOK ¥ 00BeM 00CIeIoBaHUS JOHOPOB, KPUTEPUHU U TPEOOBaHUS K
0TOOPY IOHOPOB, a TaKxXKe MOPS0K AefCTBUN OpraHu3aluy JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB IIpH
BBISIBJIEHUH ¥ OHOPa reMOTPAHCMUCCHBHBIX HMEKLNI U 00HapyKEHWU B KPOBH TOHOPaA
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BO30yHTeNIel TeMOTPaHCMUCCHUBHBIX HHGEKIINY yTBEPKAAIOTCA (eneparbHBIM OpraHoM
VCIIOTHUTETbHOM BIACTU, OCYLIECTBISAIOMUM (QYHKIUU 110 BEIPabOTKe TOCyiapCTBEHHOW MTOMUTUKYI 1
HOPMAaTHBHO-IIPABOBOMY PETY/IMPOBaHUIO B chepe 3ApaBOOXpaHEHH .

25. Tlpu 3aroToBKe JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB HE00XOOUMO IIPOC/IeXKUBATh IIPOX0KIeHUE
NOHOPCKOM KPOBU U €€ KOMIIOHEHTOB OT JJOHOPa A0 pernunuenTa. PopMel perucTpanmoHHbIX
IOKYMEHTOB U TOPSIOK PErucTpaluy JaHHBIX, He0OXOOUMBIX [JIg 00ecreYeHus IPOCIeKUBaeMOCTH
IIOHOPCKOM KPOBU U ee KOMIIOHEHTOB, pa3pabaThIBalOTCA U YTBepKOaloTcs defepaabHbIM OPraHOM
VCIIOTHUTETbHOM BIACTU, OCYLIECTBISAIOMUM (QYHKIKUU 110 BEIPabOTKe TOCyIapCTBEHHOW MTOMUTUKHI U
HOPMaTUBHO-IIPAaBOBOMY PeryJIMPOBaHUIO B cepe 3apaBooXpaHeHus. Bce perucTpaluoHHbIe JaHHEIE
[OJIXKHBI YAOCTOBEPSATHCS MOLIUCHIO UCIIOIHUTETIS.

26. Ha aTHKeTKe KaxXkmou q03bl (EQUHUITE) KPOBY HIU €€ KOMIOHEHTa 1 o0pasiie JOHOPCKON KPOBH
yKa3bIBaeTCSI UAeHTU(PUKALIMOHHBN HOMep JoHauu. UneHTu(pUuKalIMOHHBEN HOMEeD [03bl (eIUHULIbI)
KPOBY UJIM €€ KOMIIOHEHTa IIepenpoBepsaeTcs (CIUYaeTCcsi) OTBETCTBEHHBIMY JIMIIAMHU OpraHu3alui
NOHOPCTBA KPOBHU 1 €€ KOMIIOHEHTOB IIPX 3ar0TOBKE, IepepaboTKe, XpaHEeHWH, TPAHCIIOPTUPOBKE,
BhIlaye TOTOBOM IIPOAYKIMYU U ee TPUMEeHEeHNHN.

VII. 3aroTtoBKa JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB
MaTepuansl, IpuMeHseMble IIPY 3aTO0TOBKe U IepepaboTKe KPOBH

27. HpI/IMeHHeMHe MaTepHuaJibl U o60py;:[03aHHe O OJIZKHBI OBITD pa3penieHsl K UCIIOJIb30BAHUIO Ha
TEPPUTOPUHU Poccuiickon @euepaunn B YCTAHOBJIEHHOM IIOPAOKE M COOTBETCTBOBATE CBOEMY
Ha3HA4YEHHIO.

28. Tum cucrteMsul KOHTeI;IHeIJOB H806XOI[I/IMO BBI6I/IpaTI:> B COOTBETCTBHHU C BUOOM JOHAIIUH.

B3sTrie MOHOPCKOU KPOBU U €€ KOMIIOHEHTOB

29. [Ins coayu KPpOBU JOHOD paclojiaraeTcs B QyHKIIMOHAIBHOM Kpecie.

30. KpoBb y moHOpa 3abupaeTcst U3 IeHTPalbHOM UK [APYTOi MaJIONOABUKHOM BEHHI B 00/1aCTH
JIOKTEBOTO0 cruba.

BribpanHoe MecTo (JIOKTEBOM crub JoHOpa) A0 BeHemyHKIKUKU 00pabaTEBaeTCS pacCTBOPOM
AQHTUCEINTHKa 2 pa3a C UHTepBajioM B 1 MUHYTY.

B cnyyae HeymayHoi 1-if MOMBITKYA BEHETIYHKITMY C COTJIACHs OHOpPa HE0OXOMUMO BHIOpPATh APYToi
y4aCTOK JIOKTeBOTO cruba, o0paboTaTh ero pacCTBOPOM aHTUCEITHKA 2 pa3a C UHTepBajioM B 1
MUHYTY ¥ HUCIIOJIb30BaTh HOBBIM KOHTEMHED U CUCTEMY IJId B3ITHS KPOBH.

31. [Ipu B3ITUU KPOBU Y IOHOPa HEOOXOAMMO 00eCIIeUnTh:
1) HeIpepHIBHOCTH KPOBOTOKA;

2) IOCTOSHHOE TepeMellrBaHie KPOBU C paCTBOPOM aHTHKOAryIsiHTa (KOHCEpPBaHTa) B Te4eHHeE BCel
IOHAINHY;

3) yCTaHOBIEHHYIO TPOAOJIXKUTEILHOCTD IOHALIUH;

4) IIPOIIOPIMXOHAIbHOE COOTHOIIIEHNE B3STOMU KPOBH K KOJINYECTBY PACTBOPA dHTUKOAT'YJISAHTA C
KOHCEPBAHTOM B KOHTeﬁHepe;
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5) 00BeEM KPOBU, COOTBETCTBYIOIINM TUIY UCIIOIL3yeMOT0 KOHTeHHepa.

32. [Ins mony4yeHus: TpOMOOIIMTOB, CBEKE3aMOPOKEHHOM IIJTa3Mbl ¥ KPUOIIPELUIINTATa KPOBE Y
IIOHOPA MOJIKHA OBITH B3sITa IIPU OJHOKPATHOM BEHENYHKIINU, 00eCIIeurnBaloIlell TOK KPOBU B
TeueHue He 6onee 12 MUHYT.

OO6pas31el O 1a00PaTOPHEIX KCCIeIOBAHUN

33. OOpa31kl JOHOPCKOM KPOBH, IpelHa3HaYeHHbIE [JIsT UCCIIeIOBaHMUs, OJIXKHBI OTOMPATLCS MIpU
COOJTIOIEHUY YCIIOBAY aCENTUKY HEIIOCPEACTBEHHO U3 MaruCcTpalyu Uin ClelranbHOr0 KOHTelHepa
a1t Ipo0, BXOMSIIET0 B COCTaB CUCTEMHI.

CerMeHTHI 00IIIEM HOHOPCKOM MarucTpajy AOJIKHBI OTOENIThCS OT KOHTeHepa 6e3 HapylleHus
CTEpPUIbHOCTH KOHTEHHEpA.

34. Tun u 06beM oOpa3ila KPOBU [I0IKEH COOTBETCTBOBAThL BUAY 00CI€IOBAHHUS.

35. VcnmoBust xpaHeHus: 06pa31i0B JOHOPCKOM KPOBYU [0 IIPOBefeH s 1ab0paTOPHEIX TECTOB IOJIXKHEL
OTBeYaTh TPeOOBAHUSIM, YCTAHOBIIEHHEIM B MUChMEHHBIX HHCTPYKIIUSX 0 9KCIUTyaTalluu
(mpuMeHeHMI0) HAGOPOB PEaAreHTOB.

LOMOTHNTENLHEIE Tpe6OBaHI/I${ K 3ar'OTOBKE ITJIa3Mbl METOJOM a@epe3a

36. [Ipu B3ITHUH OOHOPCKOW KPOBU METOMOM adepesa [oMKHbL OBITh 06ecIiedyeHkl YCIIOBHUS,
MCKJII0Yalole BO3AYIIHYI0O SMOOJIHIIO, a TakKXKe COOTBETCTBUE 00Iero KoJnyecTBa KPOBH,
3aroTOBJIEHHOM OT [OHOPa 3a 1 pa3 (MCKIoYas aHTUKOAry/IsSHT), YCTaHOBJIEHHOMY KPUTEPHIO.

37. Bo3BpaT MOHOPY KJIETOUHKEIX KOMIIOHEHTOB (IIPH IIPOBEIEHUH ITPEPHIBUCTOTO adepesa) nomKeH
OCYIIECTBIIATLCS 10 B3ATUS 2-1 e fUHUIIL KPoBU. [lepe BO3BpaTOM JOHOPY KIIETOYHBIX KOMIIOHEHTOB
HeoOX0OuMO IIPOBEPUTH MaPKUPOBKY KOHTEWHEpPa, CBEPUTH C TaHHBIMU TOHOPCKOM KapTOUKHU U
TIOJIYYUTh YCTHOE TIOATBEPKIEHNE OT IOHOPa ero paMUNIMK, UMEHHU, 0TUEeCTBa, TPynikl Kposu ABO u
pe3yc-IpuHaaIeKHOCTH.

Hab6mogeHue 3a JOHOPOM

38. HOHOp HOOJIZKEH HaXOOUTHCs 1101 HaﬁJ'IIOI[eHI/IeM MEeOIUIUHCKOI'O IIePCOHAJIa Ha BCEX JTallaX
Hpe6bIBaHI/IH B OpraHuU3alliy JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

VIII. ITepepaboTKa IOHOPCKOM KPOBU U MONYYeHNEe KOMIIOHEHTOB KPOBU

QO011Ke TOIOKEHNST

39. KoMITOHEHTH KPOBH TIOIYYa0T MyTeM IepepaboTKy 3ar0TOBJIEHHOM KOHCEPBUPOBAHHOM 1I€JIbHOM
IIOHOPCKOY KPOBU UJIM MeTOOM adepesa.

40. TexXHONOTUH, UCIIONb3yeMble IIPU 3aTO0TOBKE, IIepepaboTKe, XpaHEHWH U TPAaHCIIOPTUPOBKE
IOHOPCKOM KPOBY U ee KOMIIOHEHTOB, JOJIKHE 00€CTIieYrBaTh IPeNynpexkaeHre uX 3arpsa3HeHns
MaTOTE€HHHKIMU OMOJIOTHYECKUMU areHTaMU ¥ COXpPaHeHHe OMO0JIOrMYeCKUX CBOUCTB.

41. JaHHBIE MOHHUTOPHHTA ITPOLECCOB IepepaboTKM MOHOPCKOM KPOBHU U MOIYYEHUS ee KOMIIOHEHTOB
HEeo0XOIMMO PEruCTPUPOBATh.

42. MeToqHl, HCIIONIb3YEMEIE B ITIPOU3BOOCTBE KOMIIOHEHTOB KPOBHY, OOJIZKHEL obecreuynBaTh
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TEPMETUYHOCTE CUCTEMEI ITOJIMMEPHBIX KOHTGfIHGpOB 1 HEe OOIIYCKAaTh HaPYyIIeHUA MEJIOCTHOCTH.

LenTpudyrupoBanue

43. CocTaB BBHIIEISIEMOT0 KOMIIOHEHTa PETYIUPYIOT BEIOOPOM pexkuMa LeHTpuGyrupoBaHus,
KOTOPHIM BK/II04aeT TEMIIePaTypy, BpeMs U CKOPOCTh IIeHTpU(PyTupOBaHUS.

s Kaxmon neHTpudyru OOIKHbL ORITH OIPENEIEHE CBOU PEXKIMEI.
MeTopnb! ony4eHuss KOHEYHEIX TPOAYKTOB IPEACTaBISAI0T CO00Y B3aUMOCBI3aHHYIO CUCTEMY.

[ns pa3meneHus IMaa3Mbl U KJIETOK MOTYT MCIIOJIb30BaTLCS APYTHe MEeTOMbl OCaXKAeHUs KIeTOK, B
YaCTHOCTHU LIEHTPpU(YTUPOBaHUe ABUKYIIENCS KPOBU, IPOTOYHOE (MJIaBalolee) e HTPUPyrupoBaHue
B IPafiieHTe IJIOTHOCTH, IPOTUBOTOYHOE IIeHTPUGYTUPOBaHNe (IPOMBIBaHNE) U HUNTbTPALIU.

3aMopaXK¥BaHMNe IIa3Mbl

44 TIpo1ecc 3aMOpaXXUBaHUS I71a3Mbl HEIIOCPEICTBEHHO BIUSET Ha COXpaHeHHUe OeJIKOB IJIa3Mhl 1
($haKTOpPOB CBEPTHIBAHUS.

II71sT MaKCHMaJTbHOT'0 COXPaHeHUs cogepKaHus (aKTOPOB CBEPTHIBAHUS 00Iee BpeMs
3aMopaxuBaHu4 nia3Msel 10 - 30°C He moIXKHO npeBoIaTh 40 MUHYT.

3aMopaxyrBaHKe (KPHOKOHCEPBHUPOBAHKE) KIIETOYHBIX KOMIIOHEHTOB
45, HO)II"OTOBKY KJIETOYHBIX KOMIIOHEHTOB K 3aMOPAXKWBAHUIO ITPOU3BOOAT B dCEIITHYECKUX YCIIOBUAX.

46. KproKOHCEPBHPOBaHUE IOIKHO OCYIIECTBIATHCS C UCIIOJIb30BAHUEM CIIEIaIbHO
IpegHa3HauYeHHOT0 000pya0oBaHUS METOOOM, pa3pelleHHbIM K TPHMeHEeHNI0 B YCTAaHOBIEHHOM
TIOPSIOKE.

47. [onycTUMOe BpeMs XpaHeHHs IPUTPOIIMTOB OT MOMEHTa IOJIyYeHUs IO 3aMOpaKUBaHUs He
MOJIKHO IIPEBHIIIATH 5 CYTOK.

48. TpoMOOLUTEL, IOJTyYeHHEIE JTIOOEIM METOMIOM, JOJIKHBI OBITH 3aMOPOXKEHH! He M0o3Hee 24 4acoB
TI0CJIe 3aTOTOBKU KPOBU OT JOHOpa miu TpoMbouuTtadepesa.

Pa3MOpa}KI/IBaHI/Ie (oTTauBaHKeE) U TOOOTPEB

49. KoMIIOHEHTH IOHOPCKOM KPOBU [IOIKHBI PAa3MOPaXKUBATLCS U MOOOTPEBATLCS N0 HEOOXOTUMOM
TEeMIIEPATYPHI C UCII0Ih30BaHNEM CIIEI[MaIbHO TpegHa3HauYeHHOT0 000pyoBaHuU .

UHaKTUBAIISA

50. B nensax obecneyenuss 6e30MaCHOCTY KOMIIOHEHTOB IOHOPCKOM KPOBU JONMYCKAETCS IPUMEHEHNE
METO[I0OB MHAKTUBAIMY ITAaTOT€HHBIX OMOJIOTUYECKUX areHTOB.

51. MeTopsl, TpUMeHsIEMEIE TTPY MHAKTUBAINY ITaTOTE€HHBIX OMOIOTHYECKHUX aT€HTOB, TOJIKHEI
obecreynBaTh COXpaHEeHNE YPOBHS ITOKa3aTelliel OMOIOriiyeCcKOl IOMTHOLEHHOCTH, GYHKIIMOHATbHOU
aKTUBHOCTHY U Jie4ueOHOM 3¢(HEeKTUBHOCTH KOMIIOHEHTOB KPOBH.

PeHTreHoBckoe o0Iy4yeHre UK raMMa-06IyieHne

52. MeTop o6ny4ueHus mJomkeH obecreunTs 03y 0T 25 mo 50 I'peti.
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53. BpeMs 3KCIO3ULIUM, YCTAHOBIEHHOE [JIT KaXKO0T0 Iy4eBOr0 UCTOYHUKA, JOJIXKHO
KOHTPOJIMPOBAThCS Yepe3 WHTEePBasIbl, yCTAHOBJIEHHBIE B UHCTPYKIMH I10 9KCIIJTyaTalluu
(MpuMeHeHHUIO).

54. IpuTpouUTCOAepKAaIIe KOMIIOHEHTH KPOBH MOTYT ITOJIBEPraThCs 00Iy4YeHHIO He mo3nHee 14
OHEU ¢ MOMEHTa MOJTy4eHHs M XPaHUTHCS B TeueHue 28 nHel.

XpaHeHHUe TOHOPCKOW KPOBHU M €€ KOMIOHEHTOB

55. Ha Bcex aTanax nepepab0OTKH, XpaHEHUS U TPaHCIOPTUPOBKY NOHOPCKOM KPOBU U ee
KOMIIOHEHTOB HE00X0OUMO 00€eCIIeYnTh:

1) npeHTHGUIMUKAIKIO IPOOYKTOB;
2) YyCTaHOBJIEHHbIE YCIIOBUS XPaHEHUS;

3) pa3pesnbHOE XpaHeHWe KOMIIOHEHTOB KPOBY 110 CTATyCy, BUAAM KOMIIOHEHTOB KPOBY, I'PyIIaM
KkpoBu ABOQ u pe3yc-IpuHaIekKHOCTY;

4) 3alIUTy OT IOBPEXKIEHUS;
5) moMeIuBaHUE TPOMOOITUTOB;
6) KOHTPOJIb YCIIOBUM BHEIIHEW CPEMHL;

7) perucTpanuio JaHHBIX HAOIIoneHus.

TpaHCIOPTUPOBKA TOHOPCKOW KPOBU U €€ KOMIOHEHTOB

56. TpancnopTUpOBKa JOHOPCKOU KPOBU M €€ KOMIIOHEHTOB NOJI2KHA OCYILECTB/IATLCA B ClIeLMAIbHBIX
TPAHCIIOPTHALIX TEPMOU3OJIIIIMOHHBIX KOHTeHepax UK pedpuxkepaTopax ¢ cobmogeHrueM
CAHUTAPHOTUTHEHNYEeCKUX TPeOOBaHUM IIPHU YCIIOBUU 06ecrieueHus COXPAaHHOCTH IIPOAYKTa IIPH
TPaHCIIOPTHAPOBKE.

57. KpoBb 1 9pUTPOIIUTCOMEPKAIle KOMIIOHEHTH KPOBU BO U36exkKaHKe reMou3a Ipu
TPaHCIOPTHAPOBKE HE OOJIKHBI IIOABEPTaThCs MIePeoxXIaxkaeHNuI0 UK IIeperpeBaHulo.
TpaHCIOPTUPOBKA JOHOPCKOU KPOBY U 3PUTPOLUTCOAEPKALIAX KOMIIOHEHTOB KPOBH,
OCyllecTBIgeMas B TeyeHre MeHee 30 MUHYT, MOXKeT IIPOU3BOAUTHCS C UCIIOJIb30BaHUEM
TPAHCIIOPTHHLIX KOHTEMHEPOB, 00eCIIeYnBaOUIUX JOCTATOUHYI0 U30TEPMUYHOCTD U U30JIALHI0. [Ipu
6onee OIUTENIBHOM TPAHCIIOPTUPOBKE MOHOPCKOM KPOBU U PUTPOIUTCOEPAKAIIUX KOMIIOHEHTOB
KPOBH C 1IeJibl0 06ecrieueHust H30TEPMUYECKOT0 pexKiMa B TPAHCIIOPTHOM KOHTeWHepe Heo0X0auMo
WCIIOJIb30BaTh aKKyMYJISITOPHL X0JIOAA. YCJIOBUS TPAHCIIOPTUPOBKY JOJIKHEI TapaHTAPOBATh, YTO B
KOHIIe MaKCHMaJIbHOTO IEPHOfa TPAaHCIOPTUPOBKY 3PUTPOLUTCOAEPKAIIAX KOMIIOHEHTOB KPOBH,
paBHOTrO 24 4acaMm, TemMIepaTypa BHYTPU TPAHCIOPTHOTO KOHTeHepa He [OJIKHa IIPeBHIIaTh +
10°C.

58. [Tpu TPaHCIOPTUPOBKE TPOMOOLKUTCOAEPKAIIUX KOMIIOHEHTOB TOHOPCKOM KPOBY TeMIepaTypa
MOJKHA TOANEePKUBATLCS OIM3K0 K PeKOMEHIOBAHHOM TeMIlepaType XpaHeHus, U P MONyYeHUN
TaKye KOMIIOHEHTHI, €CJIM OHU He IpegHa3HavYeHbl AJIs1 HeMeOJIeHHOT0 1e4ebHOro MpuMeHEeHuUs,
MOJIKHEI OBITH TIEPEHECEHH! [I7I XpaHeHUs IIPU PEKOMEHIOBAaHHBIX YCIIOBUSX.

59. KoMITOHEHTH JOHOPCKOM KPOBH IIPH TPAHCIIOPTUPOBKE HEOOXOHAUMO 00eperaTh OT BCTPSIXUBAHUS,
yOapoB ¥ TepeBepThIBAHMUS.
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60. ITpu TpaHCTIOPTHPOBKE I1JIa3MHI [OJIXKHA OAAEPXKUBATLCSA TeMIlepaTypa XpaHeHus. B Teuenue
BCEro BpeMeHHU TPaHCIOPTUPOBKU TeMIlepaTypa BHYTPY TPAHCIOPTHOTO KOHTEWHEpa
(pedpuxepaTopa) He [oMKHa MogHUMAThCSA BhImIe - 18°C. Ecnu npoayKT He OyOeT WCIIOoIb30BaH
HeMe[JIeHHO, He00X0IMMO Cpa3y kKe IIOMeCTUTh KOHTelHepHl Ha XpaHeHHe B YCIIOBUSIX
PEKOMEHyeMOU TeMIlepaTypHL.

BRIyCK TOTOBOU IPOAYKIINY

61. Pemenue 0 rOOHOCTY KaXX[A0M €QUHUILLI IPOAYKLUY IPUHUMAETCS TOJIBKO II0CTIe IIPOBEPKU:
1) ugpeHTHGUKAIMY TPOOYKTA;

2) pe3ynbTaTOB UCCIEN0BaHKS 00pa3ll0B JOHOPCKOM KPOBY;

3) BHEIIHETO BUfa U L[eJIOCTHOCTH YIIaKOBKH;

4) perucTpaliOHHBIX JAHHKIX 00 YCITOBUSX XPAaHEHUS IPOOYKIUH.

Peanuaaliys roToBoM OTPOOYKINHT

62. [JoHOpCKasi KPOBb ¥ €€ KOMIOHEHTHI IJIsT KIIMHUYECKOTO HUCII0Ib30BAaHMUS BHIIAIOTCS
opraHu3auuaM (YYpexkmeHUsIM), UMEIOIIUM JINIIeH3UI0 Ha OCYIIeCTBIEHNe MEOUIIMHCKOM
IesTeIbHOCTH, CBI3aHHOM C BHIIIOJIHEHUEM paboT (yciyr) mo TpaHcdy3uonoruu. KoMmnoHeHTH
IOHOPCKOM KPOBH IJ1s1 TpaHC(hy3uil BEIOAIOTCS JIUILY, YIIOJTHOMOYEHHOMY J1e4e0HbIM YYpeXKIeHuEM.

63. 3aKa3 Ha BeIJayy JOHOPCKOU KPOBU U €€ KOMIIOHEHTOB IIOAIIACHIBAETCS JIULIOM, OTBETCTBEHHBIM
3a MpoBefeHNEe IIepeIuBaHUs KPOBU U €€ KOMIIOHEHTOB B JIe4e0OHOM y4YpeKIeHUH, Ha3HaUYeHHBIM B
YCTaHOBJIEHHOM IOPSIOKE.

64. KoMIIOHEHTH JOHOPCKOM KPOBH [IJIsi TPOMU3BOACTBA JIEKAPCTBEHHBIX CPEACTB MEPEHaI0TCs
OpTaHU3aLXSIM, UMEIOIIUM JIUIEH3HUIO0 HAa OCYIIECTBIIEHNE AeSTeIbHOCTH 0 TPOU3BOICTBY
JIeKapCTBEHHEIX CPELCTB, II0 JOT0BODY.

65. CucreMa IO0CTaBKY OOHOPCKOM KPOBHU U €€ KOMIIOHEHTOB [0JIXKHa 00ecreunBaTh COXPAaHHOCTh
IIPOMYKTa IIPU TPAHCIIOPTUPOBKE.

66. 3ampemniaeTcs peanu3allds JOHOPCKOW KPOBU U €€ KOMIIOHEHTOB C IIe/IbI0 KITUHAYECKOT 0
IPUMEHEHHUS U MPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB OPraHU3aIusIM, He UMEIOIIUM
COOTBETCTBYIOIIEH JIULIEH3UHU.
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