Ilocranosiaenue IlpaBureascra P® ot 26 ssnBapst 2010 r. N 29
"O0 yTBepKICHUN TEXHUYECKOI0 PErjiaMeHTa 0 TpeOOBaAHUAX
0e30M1aCHOCTH KPOBH, €€ MPOAYKTOB, KPOBEe3aMeIIAKIIUX PACTBOPOB
U TEXHHUYECKHMX CPeACTB, HCIOJIb3yeMbIX B TPAHC(PY3HOHHO-
UH(Y3MOHHOU Tepanuu'

C n3MeHEeHMSIMM M JONIOJTHEHUSIMHM OT:
12 okts16ps 2010 1., 4 centsi6ps 2012 1.

B cootBercTBUN ¢ DenepanbHbIM 3aKOHOM "O TEXHUYECKOM PeryJIMpOBaHUN"
[IpaBurenbcTBO Poccuiickon denepaium NoCTaHOBISECT:

1. YTBepauTh npuiiaraeMblii TEXHUUECKUN PETJIAMEHT O TpeOOBaHUAX 0€30MacHOCTH
KpPOBH, €€ NPOJYKTOB, KPOBE3aMEIIAIOIINX PACTBOPOB U TEXHUYECKUX CPEACTB, UCIIOIb3YEMBIX B
TpaHC(y3MOHHO-MH(PY3UOHHON TEpaIuu (Jlanee - TEXHUUECKUN PEeTJIaMeHT).

TexHuueckuil peraaMeHT BCTYMAeT B CHITY 110 UCTEYEHUH 6 MecALEeB O JHS 0(ULINATbHOTIO
OIyOJIMKOBAaHUS HACTOSILEr0 NOCTAHOBIIEHUS, 32 UCKIIIOUEHUEM pa3/iesioB 12 - 15 npunoxeHus
N 1 Kk TEXHMYECKOMY PETJIaMEHTY B YaCTH PaHEE 3arOTOBJICHHBIX KOMIIOHEHTOB KPOBH, KOTOPBIE
BCTYNAlOT B CHITy 11O UcTeueHuH 30 MecsiLeB cO AHS BCTYIICHUS B CHILYy TEXHUYECKOTO
perjiiaMeHra.

2. MUHUCTEPCTBY 3/IpaBOOXPAHEHUS U COLMAIBLHOTO pa3BuTus Poccuiickoit @enepanuu mo
COTJIACOBAHMIO C 3aMHTEPECOBAHHBIMHU (he/iepaibHBIMU OpraHaMU HCIIOJHUTEIbHOM BIaCTH
IIPEICTaBUTh B 6-MECAYHBIA CPOK B YCTAaHOBIEHHOM nopsake B [IpaBurtensctBo Poccuiickoi
@denepanuy IPOEKT NMEPEYHs HALIMOHAJIBHBIX CTAaHAAPTOB, COJEPKALMX IPABUIIA U METOIBI
UCCIIeZIOBAaHUMN (MCTIBITAHUI) M U3MEPEHUIL, B TOM YHCIIe TipaBuiia 0Toopa 00pa3oB, HEOOXOUMBIX
JUISI IPUMEHEHNS U UCIIOJIHEHUS TEXHUYECKOT0 PErVIAMEHTA U OCYILLECTBICHUS OLICHKU
COOTBETCTBHSI MPOIYKIMH TPeOOBAaHUAM TEXHHUECKOTO perjiaMeHTa.

Cm. npasuna u memoowvl Uccied08anull U npasula omoopa 0opasyos OOHOPCKOLL Kposu,
Heobxoo0umble O0Jisi NPUMEHEHUs. U UCNOTHEeHUs. MEeXHUYeCK020 pe2idmMenma o mpedo8anusx
bezonacHocmu Kpogu, ee npoOyKmos, Kpose3amewaowux pacmeopos U mexHu4ecKux cpeocms,
UCNOIb3YEeMbIX 8 MPAHCHYZUOHHO-UHDYIUOHHOU Mepanuu, YmeeprHcOeHHvle NOCMAHO8IeHUeM
IIpasumenvcmea P® om 31 dexabps 2010 2. N 1230

Cwm. Ilepeuenv 0okymenmog 6 obnacmu cmaHoapmuzayuu, 8 pe3yivmame npumeHenus KOmopbix
Ha 000POBOILHOLL OCHOBe 0becneuusaemcs coonoeHue mpedosanull HACMoAwe20

MEXHUYeCcKo20 pe2ilamMmenma, YymeepucoeHHbvlll npukasom Pocmexpezynruposanus om 28 urons
2010 2. N 2408

[Ipencenarens [IpaBurenscTBa
Poccuniickoit @enepanun B. Ilytun

Mocksa
26 suBaps 2010 r.
N 29
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eiicmeue nacmosue2o mexuuuecko2o pe2iamenma Ovli0 NPUOCMAHAsIU8aNI0Cch 00 31 dekabpsi
2010 2.

Hacmosiwuii mexnuueckuti pecnamenm ecmynaem 6 cuiy no ucmeyeruu 6 mecayes co oHs
ouyuanbHo2o onyoIUKOBAHUS HACMOAWE20 NOCMAHOBIEHUS

TexHUYeCKUH perjiaMeHT
0 TpedoBaHHUAX 0€30I1aCHOCTH KPOBH, €¢ NPOAYKTOB, KPOBE3aMeIAIOIIUX PACTBOPOB H
TeXHHYECKUX CPeICTB, HCIOJIb3YEeMBbIX B TPAHC(PY3HOHHO-UH(PY3MOHHON Tepanuu
(yrB. nocranoBienneM IlpaBurenscrBa P® ot 26 suBaps 2010 r. N 29)

C u3mMeHeHHsIMU U AOIMOJIHEHUAMM 0T

4 centsiops 2012 r.

Cwm. CnpaeKy 0 mexnuvecKux peciamernmax

1. O0ue moJoKeHus

1. HacTosimuii TeXHU4YECKU perjiaMeHT yCTaHABIUBAET:

1) Tpe6oBanus 6e30mMacHOCTH 0OBEKTOB TEXHUUECKOTO PEryIMpOBaHMS;

2) mpaBuia HICHTU(DHUKAIIMN JOHOPCKOW KPOBH U €€ KOMIIOHCHTOB;

3) npaBuia u GOpMbI OLIEHKH COOTBETCTBUS 0OBEKTOB TEXHUYECKOTO PETYJIUPOBAHUS
TpeOOBaHMSIM HACTOSIIET0 TEXHUYECKOTO PETJIAMEHTA;

4) TpeboBaHMsI K yIaKOBKE U MAPKUPOBKE TOHOPCKOW KPOBH U €€ KOMIIOHEHTOB.

2. K o0bekTaM TEXHUYECKOTO PEryJIUPOBaHUS, B OTHOIIEHUH KOTOPBIX HACTOSIIIIUM
TEXHUYECKUM PErilaMEHTOM yCTaHABIMBAIOTCS TpeOOoBaHMUS 0€301aCHOCTH, OTHOCSTCS:

1) noHOpCKasi KPOBb U €€ KOMIIOHEHTHI;

2) mpenapathbl U3 JOHOPCKOM KPOBH;

3) KpoBe3aMeIIaroIIue PaCTBOPHI;

4) TeXHUYECKHUE CPEJICTBA, UCIIOJIb3yEeMbIE B TPAaHCPY3MOHHO-MH(PY3NOHHOW Tepanuu, B
YaCTHOCTH U3JIEIHSI MEJUIIMHCKOIO Ha3HAYeHUs (KOHTEHHEPHl OJUMEPHBIE, CUCTEMBI, YCTPOMCTBA
¥ MPUCTIOCOOIEHHSI OAHOKPATHOI'O IPUMEHEHUS], B TOM YHUCJIE AJI1 COEUHEHUS MTOJIMMEPHBIX
Marucrpanen);

5) mporecchl 3arOTOBKH, NEPepadOTKH, XpPaHEHUS!, TPAHCIIOPTUPOBKHU, YTHIIU3AIIIH,
MIPUMEHEHUs U obecreueHust 0€30MacCHOCTH JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB.

3. TpeOoBaHUsI HACTOSIIETO TEXHUYECKOTO PETIaMEHTa HE PaCIIPOCTPAHSIIOTCS Ha
reMOIIOATUYECKHUE (CTBOJIOBBIC) KJIETKU, MOJIYYEHHbIE U3 KPOBU, KOCTHOTO MO3Ta U MHBIX TKaHE!
YeJI0BeKa, a TAK)Ke Ha JUArHOCTUYECKHUE MpernapaThl, MOJIy4aeMble U3 KPOBU.

4. Ilpu BbIOSTHEHUH TPeOOBaHU, YCTAHOBIEHHBIX HACTOSIIIMM TEXHUYECKUM
periaamMeHToM, obecrednBaeTcs He0OOX0JUMbIN YPOBEHb O€30MaCHOCTH KU3HU U 3/10pPOBbS
rpax/aH, a TaK)Ke OKPY’Kalolleil cpeibl, HCTOUHUKOM 3apa)K€HHsI KOTOPhIX MOXKET CTaTh
JIOHOPCKas KPOBb M €€ KOMIIOHEHTHI B TIPOIIECCE UX 3arOTOBKH, epepaboTKu, XpaHEHus,
TPaHCHOPTUPOBKHU U PUMEHEHUS.

5. Ilpu pa3paboTKe TEXHUYECKUX CPENICTB, MPeAHA3HAUCHHBIX JIJIs1 HCTIOJIb30BAHUS B
TpaHc(y3MOHHO-MH(PY3MOHHON TepaIuy, a TaKXkKe B IMPolieccax 3aroTOBKU, XpaHEHHUS,
TPAHCIIOPTUPOBKH, YTUIIN3ALUH, IPUMEHEHHUS U oOecrieueHus1 0e30MacHOCTH IOHOPCKOM KPOBH U
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€€ KOMIIOHEHTOB, JJOJIKHA OCYIIECTBIIATHCS OLEHKA PUCKOB UX BO3CICTBUS HA OPraHU3M
YeJioBeKa.

[Ipu 3TOM HOTKHBI IPUMEHSTHCS TEXHUUECKHUE PEIICHMS], 00eCTIeUnBatOIIE TOBBIIICHHUE
SHEepreTUYecKoi 3(H(HEKTUBHOCTH STUX TEXHUYECKUX CPEJICTB.

6. Uudopmarus o pucke BO31eHCTBUSI TEXHUUECKUX CPEJICTB, YKa3aHHBIX B IIYHKTE 5
HACTOSIIIIETO TEXHUYECKOTO PEryIaMeHTa, Ha OPraHU3M YeJIOBeKa JI0JDKHA OBITh JJOCTYITHOM TSt
BCEX Tpak/iaH, MOIBEPralolIUXCsl MAHUITYJISIUSAM WU HHBIM KOHTAKTaM ¢ 00beKTaMu
TEXHUYECKOTO PEryJIUPOBAHUS HACTOSIIETO TEXHUUECKOTO PErJIaMeHTa, M MPEAOCTaBIAThCS
cyOBeKTaMu X0351MCTBEHHOM JCSITEIILHOCTU B 00s3aTEILHOM TOPSJIKE 10 3alIPOCcaM FOPUIAIECKUX
U GU3HYECKUX JIMII, a TAK)KE TP OLIEHKE COOTBETCTBUSI.

7. TpeOoBaHUs HACTOSIIETO TEXHUYECKOTO periaMeHTa 00s3aTeIbHBI JIJIs1 HCTIOTHEHUS
BCEMHU IOPUTUICCKUMU JIUIIAMH, OCYIIECTBISIOIMIUMHU 3aTOTOBKY, epepaboTKy, XpaHEHUE,
TPAHCTIOPTUPOBKY, TPUMEHEHUE TOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, IIPETNapaToB U
KpOBE3aMEIAOIINX PaCTBOPOB.

8. IloHsTHSs, UCTIONB3YEMBIE B HACTOSIIEM TEXHUUYECKOM PErjaMeHTe, 03HaYaloT
cienyroniee:

1) "ayTrosoruunasi pancgysus' - nporeaypa nepeauBaHus KpOBU WM €€ KOMIIOHEHTOB
C MCIOJIb30BAHUEM IPEBAPUTENILHO TIOJYYEHHON KPOBH WK €€ KOMIIOHEHTOB, ITPU KOTOPOM
JIOHOP U PELUITUEHT OJTHO U TO K€ JIUIIO;

2) "adepe3" - 11e51€BOE BBIJICTCHUE IJIA3Mbl HJIM KJIETOK U3 IOHOPCKOM KPOBU C BO3BPATOM
JIOHOPY OCTaTOYHBIX KOMIIOHEHTOB KPOBH;

3) "Ouosioruveckasi NOJTHOLEHHOCTH JOHOPCKOH KPOBU U €€ KOMIIOHEHTOB'' -
COBOKYMHOCTh OMOJIOTUYECKUX CBOMCTB JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, 00€CTIE€UNBAIOIINX
O6uonornyeckue (GyHKIUUA KPOBU;

4) "remorpancMuccuBHbIe HHpeKIUN'" - THPEKINH, CBSI3aHHBIE C 3apa)KEHUEM depe3
JIOHOPCKYIO KPOBb U €€ MPOAYKTHI;

5) "roroBasi npoayKuMA' - TOHOPCKAsi KPOBb U €€ KOMIIOHEHTBI, IPOLIEAIINE BCE
poLeyphl TepepabOoTKK U UCCIICAOBAHNN U TTPETHA3HAYCHHBIC JJIs IePETUBAHUS PEIIUITUCHTY
WIH IPYTOT0 MCTOIb30BaHUS B MEIUIIMHCKUX LETIAX;

6) "rpynnsl kpoBu AB0" - nuddepennupoBanue KpoBU Ha rpyIIibl, OCHOBaHHOE Ha 4
KOMOMHAITUSAX SPUTPOLIUTAPHBIX AHTUTEHOB A U B, aHTUTEN aHTU-A U aHTH-B B CBIBOPOTKE KPOBH
YEJIOBEKa;

7) "no3a (eAMHUIIA) KPOBM WM €€ KOMIIOHEHTA' - KOJMYECTBO JOHOPCKOM KPOBH WIIU €€
KOMITOHEHTA, COJIEpIKalleecs: B OTHOM KOHTEHHEPE;

8) "monamusa'' - nmporuecc B3ATHUSI KPOBHU JOHOPA UJIU €€ KOMIIOHEHTOB, NMPeTHa3HAYEHHBIX
JUISl TIEpEIBAHUS PELUIUEHTY WM IPYTroro UCIOJIb30BAHMS B MEAULIMHCKUX LIEJISX;

9) "noHop" - nuIO, MPOIIEIIIee MEIUIIMHCKOE 00CIe0BaHe U TOOPOBOJIBLHO CIAKOIIEE
KPOBB WJIM €€ KOMITOHEHTHI,

10) "noHopckasi KPoBb'' - KPOBb, B3sATasi OT JOHOPA U MpeHASHAYCHHAS TS
KJIIMHUYECKOTO UCIIOJIb30BaHMsI, TUOO JUIsl POM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB, JIUOO0 IS
WCII0JIb30BAHUS B HAYYHO-MCCIIEIOBATEIbCKUX U 00Pa30BaTENbHbIX LIETX;

11) "uaeHTH(PUKAIMOHHBII HOMEP TOHAUM" - YHUKAJTbHBIA HOMEP, IPUCBAUBAEMBbIN
IpU KaX10M JOHALMU JJIsI MADKHUPOBKH BCEX KOMIIOHEHTOB M 00pa3I[0B KPOBH, MOIYYEHHBIX B
X0/Jl1e JOHALUY;

12) "uHaKTHBALMS MATOT€HHBIX OMOJIOTMYECKHUX AreHTOB'' - BO3/ICiCTBHE HA
NaTOTeHHbIE OMOJIOTUYECKHE areHTHI C LENIbI0 MPEKPAIIEHUS UX PETIPOTYKIIHIH;

13) "kapaHTHHU3AIUSA CBEKE3aMOPOKEHHOI IJIa3Mbl'' - XpaHEHUE
CBEXKE3aMOPOKEHHOM TIa3Mbl C 3alPETOM €€ UCIIOIB30BaHUS IO TIOBTOPHOTO UCCIIEI0BAHUS
JIOHOPCKOM KPOBHM Ha T€MOTPAHCMUCCUBHBIC WH(DEKINY;

14) "kaMHUYECKOE UCTI0Ib30BAHNE TOHOPCKOI KPOBH M €€ KOMIIOHEHTOB'' -
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nepesiMBaHue JOHOPCKOM KPOBH WM €€ KOMIIOHEHTOB PELUITUEHTY B JIEYEOHBIX LIEJISX, B TOM
YHCJIe CO3[JaHUE U XPaHEHHUE 3aMacoB JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB;

15) "KOMIOHEHTHI KPOBH'' - COCTaBJISIONINE KPOBH (SPUTPOLIUTHI, TPOMOOIIHTHI,
IPaHyJIOLHUTHI, I1JIa3Ma, KPUONPELMIIUTAT), B3SITbIE OT JOHOPA WA IPUTOTOBJICHHBIE PA3IMYHBIMU
METOJIaMU U3 KPOBH JJOHOPA U MpPEeJHA3HAYEHHBIE JIsI KITMHUYECKOTO UCTIOIb30BaHNUs, JTU00 AJis
IIPOM3BOICTBA JIEKAPCTBEHHBIX CPEACTB, JTHOO JIIsl UCIIOJIb30BaHUS B HAYYHO-MCCIIEA0BATEIbCKIX
U 00pa30BaTEIbHBIX LESIX;

16) "kpoBe3ameniaomme pacTBOpPbI' - BOJAHBIE pACTBOPHI OPraHUYECKUX U
HEOPTraHWYeCKUX BEIIECTB, BBOAUMBIE B COCYIUCTOE PYCIIO 7Sl BO3MeIleHus neduuuTta QyHKIUM
KPOBH U KOPPEKIUH MATOJIOTUYECKUX COCTOSTHUI opraHnu3Ma 4ejoBeKa;

17) "koHTeliHep MOJMMEPHBIi'" - eMKOCTb OJHOKPATHOTO IPUMEHEHHUS, UCTIOIb3yeMast
U1 cOopa KPOBU U €€ KOMIIOHEHTOB B ITPOLIECCE JIOHALMU U MOCIEIYIOIIEro XpaHEHMS;

18) "oOpa3en JOHOPCKOI KPOBHU'' - 4acTh KPOBH, B3STOM Y JOHOpPA U MpEHAZHAYECHHOMN
JUISl UCCIIEIOBAHUS;

19) "opranuszanuu JOHOPCTBA KPOBU H €€ KOMIIOHEHTOB'' - opraHu3aiuu
3/IpaBOOXpaHEeHMs, HAYKH U 00pa30oBaHMsl, a TAK)Ke UX CTPYKTYpPHBIE MMOApa3/IesIeHus,
OCYIIECTBJISIONINE 3ar0TOBKY, epepadoTKy, XpaHEeHUE, TPAHCIIOPTUPOBKY JJOHOPCKOM KPOBHU U €€
KOMIIOHEHTOB;

20) "naToreHHble OMOJIOTMYECKHE ATEHTHI" - MUKPOOPTaHU3MbI, CIIOCOOHBIE MTPU
NOTaJJaHUK B OPraHU3M YeJIOBeKa BbI3BATh MH(EKIIMOHHOE COCTOSIHUE;

21) "naa3ma' - KOMIOHEHT KPOBH, MIPEACTABIISAIONINI COOOM KHUIKYIO YacTh KPOBH,
OCTAIOIIYIOCS MOCJE OTACJICHUS KIIETOYHBIX KOMIIOHEHTOB;

22) "moctTpancdy3uoHHbIE 0CT0KHEeHus1" - TF0ObIe TOOOYHBIE SBJICHUS, CBSI3aHHBIC C
IPUMEHEHUEM JIOHOPCKOW KPOBU MJIM €€ KOMIIOHEHTOB U MPENapaToB, KOTOPbIE IPEICTABISAIOT
yIpO3y JKU3HU WK 3I0POBbIO PELIUITUEHTA;

23) "npenapatbl KpoBH'' - TeKapCTBEHHbIE (POPMBI OETTKOB KPOBH, MOTydaeMbIe
TEXHOJOTUYECKUMH METOJaMHU;

24) "npoayKThI KPOBH' - KOMIIOHEHTHI U MpenapaThl KpOBH, MpeICTaBIsAoIIne OO0
JeyeOHbIe CPEACTBA HA OCHOBE KJIETOK WJIM OEJIKOB KPOBH, 00JIaJAI0II1e HAIIPABIEHHBIMU
TEparneBTUYECKUMU CBONCTBAMU;

25) "mpociie:KuBAEMOCTh TIOHOPCKOI KPOBY U €e KOMIIOHEHTOB'' - BO3MOKHOCTh
YCTaHOBJICHUS TUYHOCTHU JOHOPA, UACHTU(PUKALIMKA TOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, a TaK)Xe
pe3yJIbTaTOB UCCIIEIOBAHUM JJOHOPCKOM KPOBU U €€ KOMIIOHEHTOB Ha JTalax €€ 3arOTOBKH,
nepepadOTKU, XpaHEHUs1, TPAHCTIOPTUPOBKH, KIIMHUYECKOTO UCIIOJIb30BAHUS U YTUIIU3ALIUU TIPU
MOMOIIY PETUCTPAIIMU OPTAHU3AIUSIMHU JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB U JIEYCOHBIMU
YUPEKACHUSIMU COOTBETCTBYIOUINX JAHHBIX B YUETHBIX (popmax;

26) "pe3yc-npuHALIEKHOCTD' - T depeHInpoBaHre KPOBU MO HATUYHUIO B
spurporuTax anturea Rh (D);

27) "penunuent" - puzHUECKOE JIUI0, KOTOPOMY MPOBEACHO MEPEIUBAHIE TOHOPCKON
KPOBH WJIM €€ KOMIIOHEHTOB;

28) "cpok XpaHeHHs TOHOPCKOIl KPOBU U €e KOMIIOHEHTOB'' - TIEpPHO]T BpEMEHH, B
TE€4YEHHUE KOTOPOIr'o KPOBb (KOMIIOHEHTHI KPOBH) COXPAHSET OMOJIOIMUYECKYIO IIOJHOLEHHOCTD,
ne4eOHy10 3 (HEKTUBHOCTH U MPUTOIHA JJIS UCIIOJIH30BAHUS 110 HA3HAUCHHUIO;

29) "craTyCc KOMIIOHEHTA KPOBHU'' - COCTOSIHUE KOMIIOHEHTA KPOBU B 3aBUCUMOCTH OT
CTaJMM U Pe3yJIbTaTa UCCIEAOBAHMS 00pa3a JOHOPCKOW KPOBHU, CBA3aHHOTO C COOTBETCTBYIOIICH
JIOHALIMEH, Ha TeMOTPAaHCMUCCUBHBIE HHPEKIINH;

30) "TexHMUYECKHE CPEACTBA, HCNOJIb3yeMble B TPAHCPY3MOHHO-MH(PY3HOHHOM
Tepanuu'' - MpeIMeThl MEIUIIMHCKOTO Ha3HAaYCHUsI (KOHTEHHEPHI MOJTMMEPHBIE, CUCTEMBI,
yCTPOICTBA U MPUCTIOCOOTICHHSI OAHOKPATHOTO IPUMEHEHUS, B TOM YHUCJIC AJIsi COCTUHEHHUS
MOJIMMEPHBIX MarucTpasieil), UCIob3yeMble IPU 3aTOTOBKE, IepepadoTKe, XpaHEHHUH,
TPaHCHOPTUPOBKE, IPUMEHEHUHU JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB;



31) "TexHoJiorHYecKasi 3arpy3Ka'’ - KOJTUYECTBO IJIa3Mbl, 00BETMHCHHON B OJTHOMN
€MKOCTH U1 IepepabOTKH C LEJIbI0 NOTYYEeHUsI KOHKPETHOTO IIperapara KpoBH;

32) "TpaHcy3MOHHO-UH(]Y3MOHHAN Tepanus' - BBeJICHUE YEJIOBEKY KPOBH,
KOMIIOHEHTOB U IIPErapaToB KPOBH, a TAK)KE KPOBE3aMEIIAIOLIUX PACTBOPOB C JiedeOHOM Lebio.

I1. IlpaBuia naeHTH(PUKAIUN 00HEKTOB TEXHUYECKOT0 PeryJupoBaHNsI

9. UnenTudukanus JOHOPCKON KPOBU M €€ KOMIIOHEHTOB OCYIIECTBIIACTCS TIPU
IIPOBEJICHNUHU OIICHKU UX COOTBETCTBUS TPEOOBAHUSAM HACTOSIIETO pPEryiaMeHTa U (WIK) B CiIyvasx,
KOTI'/1a He0OXOAMMO MOATBEPKACHHUE IOCTOBEPHOCTH MH(POPMALIUU O KOHKPETHOU J103€
(enuHMIIE) KPOBU WM €€ KOMIIOHEHTA JIN0O0 KOHKPETHOM 00pasiie TOHOPCKOM KPOBH, a TAK¥Ke
nepes UX HeMoCPEACTBEHHBIM IPUMEHEHHUEM.

10. Pe3ynbTaThl HeHTH(GUKAIIMN TIPENapaToOB KPOBU U KPOBE3AMENIAIOIIUX PACTBOPOB
0(OpMIISIOTCA B BUJIE€ 3aKITFOUECHHUS.

11. ITpu npoBeaeHNH UICHTU(DUKAIIUHN TPETapaTOB KPOBH U KPOBE3aMEIIAIOIINX
pPacTBOPOB MPOBOJIAT:

1) BU3yanbHbIIl OCMOTpP 00pa3IOB MpenapaToB KPOBU U KPOBE3AMEIIAIOIIUX PACTBOPOB U
UX MapKUPOBKH;

2) ananu3 uH(GOPMAITIH, COACPIKAIICICS B COMMPOBOIUTEIBLHON IOKYMEHTAIUH;

3) ucneiTanus 00pa3IOB MpenapaToB KPOBHU U KPOBE3aMEIIAIOIINX PACTBOPOB (B cliydae
HEOOXOIUMOCTH).

12. Unentudukanus TOHOPCKON KPOBU U €€ KOMIIOHEHTOB BKIIIOYAET:

1) mpoBeneHre HEOOXOAUMBIX HCTIBITAHUH (B CIydae HEOOXOIMMOCTH);

2) mpoBEPKY LIETOCTHOCTHU YIAKOBKU U COJIEP>KMUMOTO IO pe3yJbTaTaM BU3YyaTbHOTO
OCMOTpa;

3) cpaBHeHUE MHPOPMAIINH, HAHECEHHOW Ha STUKETKY KOHKPETHOH 1036l (€TMHUIIBI) KPOBH
WJIA KOHKPETHOTO 00pa3iia JOHOPCKON KPOBU MIIH €€ KOMIIOHEHTOB C COOTBETCTBYIOIICH
nH(opMaIreit B CONPOBOIUTEIbHON TOKYMEHTAIINH;

4) onpeneneHue MPUHAJIC)KHOCTH UACHTHPUITUPYEMOTO 00BeKTa K chepe HACTOSIIETO
TEXHUYECKOT'O periiaMeHTa.

Ilocmanosnenuem I[Ipasumenvcmea P® om 4 cenmsaops 2012 2. N 882 6 nynkm 13 nacmosiuezo
Texnuueckoeo pe2niameHma HeceHbl U3MEHEHUs.

Cm. mekcm nyHKma 6 npeovioyujeii peoaKyuu

13. Unentudukaiuio npemnaparoB KpOBU M KPOBE3aMENIAIOIIUX PACTBOPOB MPOBOISAT
YIIOJITHOMOYEHHBIE Ha TIPOBEJICHNE TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) (henepaabHble OpraHbl
UCIIOTHUTEIBLHOM BJIACTH, OCYIIECTBIISIIONIME (DYHKITMU 110 KOHTPOJIIO ¥ HAJ30Py B cdepe
JIOHOPCTBA KPOBH 1 €€ KOMIIOHEHTOB, a TaKXe B cpepe 3apaBOOXpaHEHUS.

14. Unentudukanuu moanexaT BCe U3ASIHs MEIUIIMHCKOTO Ha3HAYCHHS OJJTHOKPATHOTO
PUMEHEHUS, HCTIOJIb3yeMbIC B TPaHC()Y3MOHHO-UH(PY3UOHHON TEPANHH, BKIIOYCHHBIC B TIEPEUYCHb
00BEKTOB TEXHUYECKOTO PEryJIUPOBAHMSI HACTOSIIETO TEXHUUECKOTO PerjiaMeHTa, KOTOPhIe
BCTYMAIOT B HEMOCPEICTBEHHBIN KOHTAKT C OMOJIOTHYECKUMU CpelaMu (KOXKHBIC TTOKPOBBI,
CJIIM3UCTBIC, KPOBb M €€ KOMITIOHEHTHI) MIPU MX UCTIOJIB30BaHUU 110 HA3HAYCHUIO.

15. Unentudukanus ocymecTBIsSeTCs MMyTeM CpaBHEHHsI HHPOpPMaIIUU, TTOJTyYSHHON TIPH
BU3yaJIbHOM OCMOTPE COACPKUMOT0 MHAMBUIYaTbHON WM TPYNIIOBON YIAKOBKHU M3EIIHMA
MEIUITTHCKOTO HAa3HAYeHUsI, IPEIHA3HAYCHHBIX VISl NCTIOJIB30BaHUS B TPAHC(Y3HOHHO-
WH(Y3UOHHOW Tepanuu, ¥ UX MapKUPOBKH, C HHPOpMaIIUel 0 KOMIUICKTAITUH U ITOPSIKE
WCIIOJIb30BAHUS 3TUX U3/IENINI, COIEPIKALICHCA B TPUIAra€MO CONPOBOAUTEILHOM
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JOKYMEHTALNH.

16. U3nenns MeAMIMHCKOTO HA3HAYEHUSI OJTHOKPATHOTO IPUMEHEHHS, UCIIOJIb3yEMBIE B
TpaHCc()y3MOHHO-MH(PY3MOHHON TEpaIuy, HE 3apPETUCTPUPOBAHHBIE B YCTAHOBICHHOM IOPSJIKE B
Poccuiickont @enepanuu, He UMEIOIIUE COOTBETCTBYIOIIEH MAPKUPOBKYU WIA UMEIOLIUE IIPU3HAKU
HapyLIEHUS LEJIOCTHOCTH CTEPUIIbHON YIIAKOBKH, K UCIIOJIb30BAHUIO HE IOy CKatOTCS.

17. Unentudukaims o0pas3ioB JOHOPCKOU KPOBH U €€ KOMIIOHEHTOB, Ha KOTOPBIX
OTCYTCTBYIOT 3TUKETKH MJIM HAa ITUKETKE OTCYTCTBYIOT HEOOXOAUMBIE JaHHbIE, IPEYCMOTPEHHBIE
IIYHKTOM 62 HaCTOSILEro TEXHUYECKOrO PErIaMeHTa, He IPOBOAUTCS.

II1. TpeOoBaHMs K 00bEKTaM TEXHHUYECKOI0 PeryjiupoBaHHUs

18. IIpemapaTsl KPOBH U MPOLIECCHI UX MOJIYYCHHS JTOKHBI COOTBETCTBOBATH TPEOOBAHUSIM
0e301acHOCTH, MPEAYCMOTPEHHBIM 3aKOHO1aTeIbcTBOM Poccuiickoii @enepariyu o
JIEKapCTBEHHBIX CPEACTBAX, M TPEOOBaHMIM 0€30IaCHOCTH, YCTAHOBJICHHBIM HACTOSIIIUM
TEXHUYECKUM PETIAMEHTOM.

19. KpoBe3ameniaromye pacTBOpbl, HCIOJIb3yEMbIE B TpaHC()y3UOHHO-UH(PY3MOHHON
Tepanuu, TOJDKHBI COOTBETCTBOBATH TPEOOBAHUSIM O€30MaCHOCTH, TPETYCMOTPEHHBIM
3aKOHOAATENbCTBOM Poccuiickon @denepannu o JIEKAPCTBEHHBIX CPEJICTBAX.

20. TexHuueckue CpeACTBa, UCIOIb3yEMBIE B TPAHC(Y3MOHHO-UH(PY3MOHHON TEpaINH,
JOJIKHBI COOTBETCTBOBATH TPEOOBAHUSM, MPETyCMOTPEHHBIM TEXHUYECKUM PETIIAMEHTOM O
0€30MacHOCTH U3JIeTIUI MEIUIIMHCKOTO Ha3HAYCHHUSI.

21. Ilporecchl 3arOTOBKH, NTEPEpadOTKH, XpPaHEHUS, TPAHCTIOPTUPOBKH, YTHIIU3AIUHN U
IPUMEHEHUS MPOAYKTOB KPOBU JOJIKHBI UCKIIIOUYATh BTOPUUHOE OAKTEPUAIIbHOE 3arpsA3HEHUE
JIOHOPCKOM KPOBH U €€ KOMIIOHEHTOB.

22. JloHOpCKasi KpOBb M €€ KOMITOHEHTHI, UCII0JIb3YEMBIE /111 HEMOCPEICTBEHHOTO
BBEJICHUS YEJIOBEKY, & TAK)KE ChIPhE ISl MPOU3BOCTBA MPETapaTOB KPOBH JIOJDKHEI OBITh
MOJTyYEHBI TOJBKO OT JOHOPOB C YUETOM PE3YJIbTATOB WX MEIUIIMHCKOTO 00CIICIOBAHUSI.

23. Bce MeauuMHCKUE U3ACNHS, TPEIHA3HAYEHHBIE JJIsI B3SITUSL JOHOPCKOUM KPOBU U €€
KOMITOHEHTOB, JIJIsl [IEPEIUBAHMS KPOBU U €€ KOMIIOHEHTOB, a TaK)K€ KPOBE3aMEHUTENEH U IPYyTUX
TpaHCy3UOHHBIX CPe]l JOHKHBI OBITH OJTHOPA30BOTO MPUMEHEHHUS.

24. ITpu HapyUI€HUH TEPMETUYHOCTH CTEPUIILHOU CUCTEMbI, UCTIOJIB3YEMOM JJIsl 3arOTOBKU
JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, PETyCMOTPEHHON TEXHOJIOTHEN UX 3arOTOBKH, JOJIKHBI
OBITH 00€CTIeUeHBI YCIOBHSI, UCKIIIOUAIOIINE BTOPUYHOE 3arpsi3HEHNE KPOBU U €€ KOMIIOHEHTOB
MaTOT€HHBIMU OMOJOTHYECKUMU areHTaMu. [lomyyeHHbIe ¢ TOMOIIBIO TAKUX TEXHOIOTUYECKUX
ornepauil KOMIIOHEHTbI KPOBH MCIOJIb3YIOTCS B TeUEHUE 24 4acoB.

25. IIpu HapyI€eHUH T€PMETUYHOCTH CTEPUIILHOU CUCTEMbI, UCTI0JIb3YEMOM JJIsl 3arOTOBKU
JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, HE MPEIYCMOTPEHHON TEXHOJIOTHUEN UX 3arOTOBKH, ITPOLIECC
JOJIKEH OBITh OCTAHOBJIEH, a CUCTEMA C COJIEP>KUMBIM JIOJIKHA ObITh YTUITU3UPOBAHA.

26. OOpa3s1bl JOHOPCKOM KPOBH, B3AThIE BO BpeMs KaXKIOW JOHAIMH U
UACHTU(PUITMPOBAHHBIE C TIOJYUYCHHBIMU B pe3yJibTaTe JOHAIIUU J03aMU (€IUHUIIAMH) KPOBU WIIH
€€ KOMIIOHEHTOB, JOJKHBI OBITh MCCIICOBAHEI C MBI OTpeaeiieHus Tpynibsl kpoBu ABO u
pe3yC-IIPUHAICKHOCTU U MOABEPTHYTHI Ja00paTOPHOMY KOHTPOJIIO Ha HaJTMUKe BO30OYAUTENCH
TeMOTPAHCMHUCCUBHBIX HH(EKITHI.

27. JloHOpcKasi KpOBb M €€ KOMIIOHEHTHI JIOJDKHBI OBITh OMOJIOTHYECKH TTOJTHOIICHHBI,
o0nanath PyHKIIMOHATLHON aKTUBHOCTHIO U jieueOHOM dpdexTuBHOCTRIO. [TokazaTenu
OMOJIOTUYECKOM TOTHOIICHHOCTH, (YHKIIMOHAIBHON aKTUBHOCTH U JieueOHOM 3D (PEeKTUBHOCTH
JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JIOJKHBI COOTBETCTBOBATH TPEOOBAHUSM COTIIACHO
npuioxkennto N 1. be3omacHOCTh JOHOPCKOW KPOBH M €€ KOMITIOHEHTOB MOTBEPKIACTCS
OTPHIIATEILHBIMU PE3yJIbTaTaMH JIA0OPATOPHOTO KOHTPOJIsE 00pa3IoB TOHOPCKOW KPOBH, B3SITHIX
BO BpeMsI KaXKJI0¥ JIOHAIIMH, HA HAIMYKUE BO30YIUTENICH reMOTPAaHCMUCCUBHBIX HH(EKITUH.

28. IIponecchl, UCTIOJIb3yEMBIE /1JIsI 3aTOTOBKH JJOHOPCKOUM KPOBU U €€ KOMIIOHEHTOB,
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JIOJIKHBI 00€CTIeunBaTh NMPEAYNPEKICHIE MEXaHUYECKOT0 3aHOCa B HUX MAaTOT€HHBIX
OMOJIOrMYECKUX areHTOB, a TAK)Ke COXpaHEeHHe OMOJIOTHYECKON TTOJTHOLIEHHOCTH,
(GYHKIIMOHAIBHON aKTUBHOCTH U JIeueOHOM (D (PEKTHUBHOCTH JTOHOPCKOM KPOBU U €€ KOMIIOHCHTOB.

29. Ilpu 3aroToBKE JOHOPCKOM KPOBH M €€ KOMIIOHEHTOB JIOJ>KHA OBITH pa3paboTaHa u
BHEJIPEHA CHCTEMa KapaHTUHU3AIMHN CBEKE3aMOPOKEHHOM IIa3Mbl, 00ECIIEYNBAIOIIAS €€
0€3011acCHOCTb.

30. KapanTuHu3aius cBeK€3aMOPOKEHHOM TIa3Mbl OCYILIECTBIISIETCS. HA CPOK HE MEHEe
180 cyTOK ¢ MOMEHTa 3aMOpaKUBAHUS MPU TeMreparype Huxe Munyc 25°C.

31. Ilo ucreyeHnn cpoka KapaHTUHU3AIKNH CBEKE3aMOPOKCHHOM TII1a3Mbl IIPOBOJIUTCS
MIOBTOPHOE 00CIIeZIOBAaHNE COCTOSIHUS 3/I0POBBS IOHOPA U J1a00paTOpHOE UCCIIEJOBAaHUE KPOBH
JIOHOpA C LETBI0 UCKITIOUECHUS HAIUYMS B HEW BO30yIuTeNel reMOTPaHCMHUCCUBHBIX WH(EKIINH.

32. Ilpu OTCYTCTBHH y IOHOPA MIPU3HAKOB F'€MOTPAHCMHUCCUBHBIX MH(EKIIHUM B IEPUOI, B
TE€YEHHE KOTOPOTO OCYIIECTRISIACH KapaHTUHU3ALIMS 3aMOPOKEHHOM TUIa3MBbl, TOJIYYeHHOU OT
3TOTO JIOHOPA, M OTCYTCTBUU B KPOBH JIOHOPA MO UCTEUEHUHU CPOKA KapAaHTUHU3AIUU
CBEXXE3aMOPOKEHHOH T1a3Mbl BO30yAUTEIEH reMOTPAHCMUCCUBHBIX MH(PEKIHIA
CBEXKE€3aMOPOXKEHHAas TI1a3Ma BBIAACTCS JIJIs JICUeOHOTO MPUMEHEHUS WU TIOTyYeHUs
JIEKapCTBEHHBIX MPEMapaToB.

33. Ilpu nocTyIieHuu B OpraHU3alllio0 TOHOPCTBA KPOBU U €€ KOMIIOHEHTOB HH(OpMaIuu
O BBISIBIICHUU y JIOHOPA B MIEPHO/ KapAaHTUHU3ALIUN CBEKE3aMOPOKEHHOM TIa3MBbl
reMOTPAaHCMHUCCUBHBIX MHPEKIUN WM P 0OHAPYKEHUU B KPOBU JJOHOPA BO30YIUTENEH
TeMOTPAHCMHUCCUBHBIX MHPEKIUN MO UCTEUEHUU CPOKA KAPAHTUHU3AIUU CBEKE3aMOPOKEHHAS
IU1a3Ma, 3aroTOBJIEHHAs OT ATOTO JOHOPA, U30JIUPYETCS U YTUIU3UPYETCs ¢ 00s3aTeIbHON
perucTpanuen 3Tou NpoLeaypsl.

34. B cimyyae HEesIBKH JOHOpA JJIsi TIOBTOPHOTO 00CIEA0BAHUS 110 UCTCUCHUH
YCTaHOBJIEHHOTO CPOKa KaPAaHTUHHOTO XPaHEHUSI CBEXKE3aMOPOKEHHON T1a3Mbl
CBEXKE€3aMOPOXKEHHAas T1a3Ma MOXKET ObITh MCTIOIB30BaHa JJIs MPOU3BOCTBA MPENapaToB KPOBH
WIH TIepETUBAHUS PEIUITUCHTY TIPH YCIOBUHM MHAKTUBAIIMY TATOTEHHBIX OMOJIOTUYECKUX areHTOB.

35. He cooTBeTcTBYMOIIME TPEOOBAHUSIM O€30MMACHOCTH MJIM HEUCIIOJIb30BAHHbBIC JOHOPCKAs
KpPOBb U €€ KOMIIOHEHTBI H30JIUPYIOTCS ¥ MOJBEPTatOTCs YTUIN3ALUH, BKIIIOUAIOIIEH
o0e33apakrBaHue 1e3MHOUIUPYIOMUMH PACTBOPAMHU UM IPUMEHEHHE (PU3NYECKUX METOI0B
NEe3UH(EKIUU C TOMOIIBI0 000PYI0BaHUS, PA3PEIIEHHOTO AJIs ATUX LIeJIel B YCTaHOBJIEHHOM
MOPsIZIKE, a TAKXKE yAalieHne o0pa30BaBIINXCS OTXOJIOB.

36. JlomyckaeTcs nepeaaya JOHOPCKOM KPOBH WIIM €€ KOMITIOHEHTOB, HE COOTBETCTBYIOIINX
TpeOOBaHUAM 0€30TaCHOCTH MJIM HEUCIIOIb30BaHHBIX, pa3paboTYrKaM (Hay4qHO-
UCCJIeI0BAaTEIbCKUM OPTraHU3alMsIM COOTBETCTBYIOLIETO MPpOoduiis) u (Uin) IpOU3BOIUTEISIM
JTUArHOCTUYECKUX MPENapaToB.

37. llpunsitie penieHus 0 TOJHOCTH JOHOPCKON KPOBHU M €€ KOMITOHEHTOB JIJIsI
TIepeIMBaHMsI OCYIIECTBIISCTCS OTBETCTBEHHBIM JIUIIOM OpPTaHU3aIliy JOHOPCTBA KPOBH U €€
KOMITOHEHTOB, Ha3HAYCHHBIM B aIMUHUCTPATUBHOM TOPSIJIKE.

38. Penienrie 0 TOAHOCTH JUIsl IEPEIUBAHUS KaXKI0M 10361 (€AUHUIIBI) TOHOPCKOM KPOBH U
€€ KOMIIOHEHTA MMPUHUMAETCS TOJBKO TMOCJIC 3aBEPIICHUS €€ IEPepadOTKH C YIETOM PE3yIbTaTOB
71a00paTOPHOTO KOHTPOJIS.

39. XpaHeHue 1 TPaHCTIOPTUPOBKY JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB HEOOXOIUMO
OCYIIECTBIISTH MPHU YCIOBUAX KOHTPOJIS TEMIIEPATypbl BHYTPpU 000PYI0BaHUS, B KOTOPOM
XpaHaTcs (TPaHCHOPTUPYIOTCS) TOHOPCKAsi KPOBb U €€ KOMIOHEHTHI. TeMnepaTypa XpaHeHUS
JIOHOPCKOM KPOBH PETUCTPUPYETCS HE peke 2 pa3 B CyTkH. Ha Bcex aTanmax XxpaHeHUsI U
TPAHCTIOPTUPOBKH JIOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JIOJIKHA OBITh 0OecredeHa ux 3aluTa OT
MEXaHUYECKOTO MMOBPEKICHHUS.

XpaHeHue JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JIOJKHO OBbITh pa3/iebHbIM B
3aBUCUMOCTH OT HAMMEHOBAHMSI KOMIIOHEHTA KPOBHU, a TAKXKE CTaTyCca KOMIIOHEHTA KPOBU, TPYIIIIbI
kpoBu ABO u pe3yc-npuHa e XKHOCTH.



JloHOpCKast KpOBb U €€ KOMIIOHEHTHI JJI ayTOJOTUYHON TpaHC(y3UU XPAHATCS OTACIBHO
OT OCTAJIbHBIX KOMIIOHEHTOB KPOBH.

40. IIpu 3aroToBKE TOHOPCKOM KPOBHU U €€ KOMIIOHEHTOB 00€CIIEYMBAIOTCS YCIOBUS
XpaHEeHHUsI TOHOPCKON KPOBU M €€ KOMIIOHEHTOB B COOTBETCTBHH C TPEOOBAHUSIMH COTJIACHO
npuioxkeHuro N 2.

41. JlanHble 0 JOHOpaX KPOBU U €€ KOMIIOHEHTOB, MPOLEAYPAX U ONEpaIUsiX,
BBITIOJTHSIEMBIX Ha dTamax 3aroTOBKHU, IEPepabOTKH, XpaHEHHS TOHOPCKOM KPOBHU U €€
KOMITOHEHTOB, a TAKXE O pe3yJibTaTaxX UCCIIEIOBaHMS JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB
PETUCTPUPYIOTCS HAa OyMaKHOM M (MJIM) 3JIEKTPOHHOM HOCHUTENSX. Perucrpanronsbie JaHHbIE
xpansitcsa B TeueHue 30 jer.

42. B nensx obecrneyeHust 0€30MacHOCTH JTOHOPCKOW KPOBH U €€ KOMIIOHEHTOB
JeSITENPHOCTh OpTaHU3alMi JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB TI0 3arO0TOBKE, IIepepadoTKe,
XPaHEHUIO U TPAHCTIOPTUPOBKE IOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JIOJI’KHA OCYIIECTBIISATHCS B
cootBeTcTBUHM C [IpaBunamu coriacHo npunoxeHuto N 3.

43. Ilpu nonyyeHnuu opraHu3aluel TOHOPCTBA KPOBU M €€ KOMIIOHEHTOB MH(GOPMAILINH O
BO3MOXHOM 3apa)K€HUHU PEIUIUEHTa TeMOTPAaHCMHUCCUBHBIMUA UH(EKIUIMU HEOOXOANUMO
YCTaHOBUTH JIOHOPA (JIOHOPOB), OT KOTOPOTO MOTJIO MIPOU3OUTH 3apaKeHUE, U IPUHATH MEPHI JJIs
MPEeAOTBPAILECHUS UCIIOIB30BAHUS JOHOPCKOM KPOBU WIJIM €€ KOMIIOHEHTOB, MOJIYYE€HHBIX OT 3TOTI0
JIOHOpa (JTOHOPOB).

44. B ciyuae, NpelyCMOTPEHHOM ITYHKTOM 43 HACTOSIIIEr0 TEXHUYECKOTO PErIaMeHTa,
MPOBOAMUTCS aHAJIM3 NPEIbIAYIINX CIy4aeB JOHALMH 3a IEpUo] HE MeHee 6 MECHILIEB,
MPEALIECTBYIOIINX MOCIEIHEN TOHALMY, TOBTOPHO aHAJIU3UPYETCA TOKYMEHTAIus, a
opraHu3aliys, OCyIIECTBISIONAas NepepadoTKy KpoBHU (TUIa3Mbl), OLICHUBAET HEOOXOJUMOCTh
OT3bIBAa U3TOTOBJICHHBIX MPOAYKTOB KPOBU, TPUHUMAsI BO BHUMaHUE BUJ] 3a00JI€BaHUS, UHTEPBAT
BPEMEHH MEXIY JOHAIMEN U UCCIEIOBAHUEM KPOBHU U XapaKTEPUCTUKY MPOIYKTa.

45. Pe3ynbpTaThl HCCIEAOBAHUM UCXOIHON KPOBH (ILIa3MBbl), MPOBEACHHBIX OpraHU3aluen
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, IOKYMEHTAITHHO OOPMIISIOTCS U B TUCbMEHHOM BH/JIE
nepeatoTcsl OpraHu3alui, OCYLIECTBISIONIEH nepepadoTKy KPOBHU (TJIa3MBbl).

46. Opranu3aius JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB MMChbMEHHO HH(OpMUpPyeT
OpraHM3aINI0, OCYIIECTBISIONIYIO ePepaboTKy KPOBH (TIa3MBbl), B CITydasix:

1) BBIsSIBNIGHUS y IOHOpPA TEMOTPAHCMUCCUBHBIX UH(EKITNH, BEI3BAHHBIX U3BECTHBIMH HA
MOMEHT 3arOTOBKH KPOBHU MaTOTCHHBIMU OMOJIOTHIECKUMHU areHTaMH;

2) BbIsIBIICHUS BO30OyAUTENEH TeMOTPAHCMUCCUBHBIX HH(EKIUI B JOHOPCKOM KPOBU
(mna3zme);

3) BBISBIICHUS HAPYIIECHUH MPOLIEYPHI UCCIEIOBAHNS KPOBH HA HAIIMYKME BO30YyIUTENeH
reMOTPAHCMHUCCUBHBIX HHPEKLIUH.

47. Ilpu nepepaboOTKe MIa3Mbl JJIs TOTYUISHUS TIPETapaToB KPOBH HEOOXOIUMO
UCCIIEZIOBATH TUIa3My, OObETMHEHHYIO B TEXHOJIIOTUYECKYIO 3arpy3Ky, Ha HaJTM4YKue BO30yauTenei
TreMOTPAHCMUCCUBHBIX HH(EKITHI.

48. B cnyuasx BbISBICHUS B IU1a3Me, O0BEAMHEHHON B TEXHOJIOTUYECKYIO 3arpy3Ky s
MOJIy4EeHHUsI PENapaToB KPOBU, BO3OYAUTENEH TeMOTPAHCMUCCUBHBIX MH(MEKITNH Mia3Ma HE MOXKET
OBITH MUCITOJIb30BaHA JIJIsl IPUTOTOBIICHUS MIPENAPATOB U yTHIM3UPYETCs, a UHPopmaIus o
pe3yJibTaTax UCCIEIOBAHUS MIa3Mbl TUCbMEHHO MEPENIAECTCS B OPraHU3alMI0 JOHOPCTBA KPOBHU U
€€ KOMIIOHEHTOB, B KOTOPO# ObLJIa OCYIIECTBIIEHA 3ar0TOBKA 3TON KPOBH (ILJIa3MBbl).

49. B nporiecce noixyyeHus mpenapaToB KPOBU J0KHA ObITh MPEAYyCMOTpPEHA
WHAKTUBAIIMS MAaTOTCHHBIX OMOJIOTHYECKUX areHTOB.

50. KoMIIOHEeHTHI KpOBH, MOABEPTHYThIe 00pabOTKE M0 MHAKTHBAIIMH MTATOTEHHBIX
OMOJIOTMYECKUX areHTOB, HEOOXOAUMO H30JUPOBATH OT KOMIIOHEHTOB KPOBH, HE TIOJIBEPTHYTHIX
Takoi oOpaboTKe.

51. O6pa3ipbl Kaxa0i 3arpy3Ku IIa3Mbl XpaHITCs U Temiepatype Hike MuHyc 25°C He
MEHee OJIHOTO T'0/1a oCJie OKOHYAHHUS CPOKa XpaHEHHsI MPOIYKTa KPOBH, UMEIOIIEro Hanbosee
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IIPOJOJDKUTENBHBINA CPOK XPAHEHMUS.

Ilocmanosnenuem Ilpasumenvcmea P® om 4 cenmsabpsa 2012 2. N 882 6 nynkm 52 nacmoswe2o
Texnuueckozo peanamenma 6Hecenbl U3MeHeHUs

Cm. mexcm nyHKkma 8 npeovloyujeli peoaxkyuu

52. KpoBb (m1a3mMa) U IpOyKThI, 00pa3yroluecs B MPoIecce X nepepadoTKH,
3arpsi3HEHHbIE MATOT€HHBIMU OMOJIOTrMYECKUMHU areHTaMu, MOAJEKAT YTUIN3AUKU U 00s3aTeIbHON
perucTpanuu 3ToN MpoLeypbl OpraHu3aIuel, OCyIIEeCTBIAIONICH nepepaboTKy KpOoBH (ILJIa3Mbl),
IIOCPEJICTBOM BHECEHUS COOTBETCTBYIOIMX 3AIIMCEN B yUETHO-PErUCTPALMOHHYIO TOKYMEHTALNIO
1o (hopMaM, yCTaHOBJIEHHBIM (heZiepaibHbIM OPraHOM HCIIOJHUTENbHOM BIACTH,
OCYIIECTBIISAIOMMM (PYHKIMHU MO BEIPAOOTKE TOCYIaPCTBEHHOM MOJIUTUKHA U HOPMATUBHO-
IIPaBOBOMY PETYJIUPOBAHUIO B cepe 3paBOOXPAHECHUS.

53. 3amnpemaercs NpUMEHEHNE JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, ITPENapaToB KPOBU U
KpOBE3aMEIIAIOIINX PAaCTBOPOB C UCTEKIINM CPOKOM T'OJTHOCTH.

54. TexHu4yeckue CpeICTBa, UCIIOJIb3yeMbIe B TpaHC(HY3HOHHO-UH(Y3HOHHOM Tepar,
JIOJDKHBI OBITH pa3pelieHbl K MPUMEHEHHUIO B TIOPSAKE, YCTAHOBJICHHOM 3aKOHOIATEICTBOM
Pocculickon @enepanumu.

55. KoHTeWHEPHI TOTUMEPHBIE, CUCTEMBI U YCTPOMCTBA JUIS IIEPEIUBAHNS JOHOPCKOU
KPOBH U €€ KOMIIOHEHTOB JIOJDKHBI OBITH MAPKHPOBAHBI.

MapkupoBka moTpeOUTENbCKON Tapbl KOHTEHHEPOB MOJUMEPHBIX, CHCTEM U YCTPOHCTB
JI0JDKHA OBITh YCTOMYMBA K BO3AEHCTBUIO BHEITHUX (PaKTOPOB B MPOLIECCE CTEPUIIU3ALINH,
XPaHEHHUs], pean3aluy U IPUMEHEHHS.

Ilocmanosnenuem I[Ipasumenvcmea P® om 4 cenmsaops 2012 2. N 882 6 nynkm 56 nacmosiuezo
Texnuueckoeo pe2nameHma HeceHbl U3MEHEHUs.
Cm. mexcm nynkma 6 npeovloyujeli peoaxKyuu

56. 1151 KOHTaKTa C MPOAYKTaMH KPOBU UCIIOIb3YIOTCSI KOHTEUHEPHI MOJIMMEPHBIE, a TAKKE
CHUCTEMBI U YCTPOUCTBA JJIsl BBEJICHUS IOHOPCKOM KPOBH, €€ KOMIIOHEHTOB, IIpenapaToB 1
KpPOBE3aMeIlAIOLINX PACTBOPOB, KOTOPHIE TOJKHBI OBITh H3TOTOBIIEHBI U3 MAaTEPUATIOB,
pa3penieHHBIX JIs KOHTAKTa C IPOyKTaMU KPOBH (efiepaTbHbIM OPTaHOM UCIIOJTHUTEIHLHOM
BJIACTHU, OCYIIECTBIISIOMIMM (DYHKIIUH 110 KOHTPOIIIO U HAJI30py B cepe 3ApaBOOXpPaHEHNUS B
MOPSJIKE, YCTAHOBIIEHHOM 3aKOHOIaTENbCTBOM Poccuiickoit @enepannm.

57. Heobxoaumo obecreuuTh COXpaHEeHUE CTEPUIIBHOCTH KOHTEHHEPOB MOJIMMEPHBIX,
CUCTEM JJIs1 BBE/ICHUSI KPOBU U €€ KOMIIOHEHTOB, IIPENapaToB U KPOBE3aMEIIAIOIUX PACTBOPOB, a
TaK)Xe JIPYTUX YCTPOUCTB OJHOKPATHOTO MIPUMEHEHHS B TEUYEHUE BCETO YCTAHOBJIECHHOTO CPOKa
XpaHEHUs.

58. Ilpu nueHTprdyrupoBaHUU KOHTEHHEPHI OJUMEPHBIC JOJKHBI 00€CTICUNBATh
BO3MOHOCTh pa00ThI 0€3 HapyIIeHHs 3aMKHYTOW reépMETHYHOM cucTeMbl. KoHTeHHEepHhI
MOJIMMEPHBIE JIOJKHBI ITO3BOJISITh TIOJICOSIUHSTh YCTPONUCTBA, TApaHTUPYIOLIUE COXPAaHEHUE
CTEPWJILHOCTH KPOBH U €€ KOMIIOHEHTOB, a Takke 00ecreuynBaTh (PyHKIIMOHATBHYIO
COBMECTUMOCTB C YCTPOMCTBOM IS IIEPEIUBAHMS JOHOPCKOW KPOBU U €€ KOMIIOHEHTOB U3
KOHTEHHEpA.

59. Ilpu npoBeieHNH YCTAaHOBIICHHBIX MPOLIEAYp nepepaboTKU JOHOPCKOM KPOBH
MPOYHOCTh MAaTEPUAIOB KOHTEHHEPOB MOJIMMEPHBIX, COEAMHUTEIBHBIX ILIBOB, IPUMEHSAEMBIX
3JIEMEHTOB U y3JI0B J0J’KHA 00€CIeunBaTh LEJIOCTHOCTh UX KOHCTPYKIIMH.

60. Kaxnas no3a (eguHuIa) KPOBU U €€ KOMIIOHEHTA, MTPeIHa3HAYCHHAs 111 OTITYCKA U3
OpraHM3alry JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB, JI0JKHA UMETh MapKUPOBKY. MapKHpOBKY
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JIOHOPCKOM KPOBH U €€ KOMIIOHEHTOB HEOOXOUMO OCYIIECTBIISATh C yUETOM PE3yJIbTaTOB
71a00paTOPHOTO KOHTPOJIS.

61. MapkupoBKy TOTOBOM MPOIYKIIUU MPOBOJST C MOMOUIBIO ATUKETOK. DTUKETKA TOTOBOM
IPOAYKIUHU JOHKHA UMETh Y€TKUE BU3YaJIbHbBIE OTIMYHS OT MHBIX ITUKETOK, COXPAHSITHCS B
TE€YEHHE BCEr0 CPOKA F'OJTHOCTH U MPHU BCEX PEKUMAX XPaHEHUS U UCIOJIb30BAHUS €IUHULIBI
rOTOBOM MPOAYKIMH, a HH(OpMAaIus, IPUBEICHHAs Ha STUKETKE, TOJKHA OCTaBaThCs JIETKO
YUTAEMOM.

62. HanecenHnast Ha 3TUKETKY WH(OpMaLus 0 TOTOBOW MPOAYKINHU AOKHA COJAEPKATh
CJIEYIOIMeE CBEICHUS:

1) HauMeHOBaHUE OpraHU3aluy IOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

2) uneHTU(HUKALMOHHBINA HOMED JJOHALIUY;

3) rpynna kposu ABO u pe3yc-npuHaIeKHOCTb;

4) nara IOHAINH,

5) nara OKOHYaHHS CPOKA XpaHEHUS;

6) HauMEHOBaHUE U 00BEM aHTHUKOATYJISIHTA U (M) 100aBOYHOTO pacTBOPA;

7) HaMEeHOBaHNE KOMITIOHEHTa KPOBH;

8) 00beM miIM Macca KpoBH JINOO KOMIIOHEHTA KPOBH;

9) TemnepaTypHbIE YCIOBUS XpPAaHEHMS;

10) yka3zaHue Ha AOMOJHUTENbHYIO0 00paboTKy (00ayueHue, GuiIbTpalui0, HHAKTUBAIUIO).

63. JloHOpcKast KpOBb M €€ KOMIIOHEHTHI JJ1s1 ayTOJIOTMYHON TpaHC(y3UU 10JIKHBI UMETh
MapKHPOBKY "TOJIBKO JIJIsl Ay TOJOTUYHOM TpaHcPy3un" ¢ ykazaHueM paMuIng, UMEHH, OTYECTBA U
JaThl POXKJIEHUS JIMLA, JUIsl KOTOPOTro MpeAHa3HauyeHa JOHOPCKask KPOBb MIIM €€ KOMITOHEHTBHI.

64. MapkupoBKa IOHOPCKOW KPOBU U €€ KOMIIOHEHTOB JIO0JI’KHA COXPAHSTHCS B TEUEHUE
CpOKa UX XpaHEHHs MPHU BCEX METOJax 00pabOTKH.

65. Hanecenne MapKupoBKH FOTOBOM MPOIYKIIMH JJO OKOHYAHUS BCEX CTaJlui mepepadoTKu
U HCCTIeIOBAaHUI HE JOMyCKaeTCs.

66. Ha mapkupoBke 000py10BaHus], B KOTOPOM XPAHUTCS TOHOPCKasi KPOBb U €€
KOMIIOHEHTHI, YKa3bIBA€TCS HAMMEHOBAHUE KOMIIOHEHTA KPOBH, CTaTYC KOMIIOHEHTa KPOBH,
rpynna kposu ABO u pe3yc-npHHaIIEKHOCTb.

67. Bes HeoOxoaumas 1iy1st moTpeduTtenst nHdopMalys 0 JOHOPCKOM KPOBH U €€
KOMIIOHEHTaX J0JKHA ObITh NPEACTaBICHA HAa ATUKETKAX KOHTEHMHEPOB, COEPKALINX JOHOPCKYIO
KPOBb UJIM €€ KOMIIOHEHTBI, a TAK)KE B CONTPOBOAUTEIbHBIX IOKYMEHTaX.

IV. Ouenka coorBeTcTBUA

68. O11eHKa COOTBETCTBHS IPENAPaTOB KPOBU U KPOBE3AMEILAIOIINX PAaCTBOPOB
TpeOoBaHUSIM 0€30MaCHOCTH KPOBHU M €€ KOMIIOHEHTOB OCYLIECTBIIsIETCS B popme
rocyJapCTBEHHOIO KOHTPOJIA (Haa30pa).

Ilocmanosnenuem I[Ipasumenvcmea P® om 4 cenmaops 2012 2. N 882 6 nynkm 69 nacmosuezo
Texnuueckoeo peenameHma HeceHbl U3MEHEHUs.

Cm. mekecm nyHkma 8 npedvioyujeli pedaKyuu

69. ['ocynapcTBeHHBII KOHTPOJIb (HAA30p) 32 cOO0IeHNEeM TpeOOBaHMI HACTOSIIETO
TEXHUYECKOTO PEerjlaMeHTa OCYIIECTBIISIETCS B COOTBETCTBUH ¢ DeiepasibHbIM 3aKoHOM "O 3amure
NpaB IOPUANYECKUX JTUI] U MHANBUAYAIBHBIX IPEIpUHUMATENEH TIPU OCYIIECTBICHUN
rOoCyJIapCTBEHHOTO KOHTPOJISI (Ha/130pa) U MyHUIIUITAIIBHOTO KOHTPOJIA" B MOPSIKE,
YCTaHOBJICHHOM (peliepaibHbIM OPTaHOM HCIIOTHUTEIHHON BIIACTH, OCYIIECTBISIOMNM (YHKITHH
0 BBIPAOOTKE rOCYJapCTBEHHOM MOJMTUKU M HOPMAaTUBHO-IIPABOBOMY PErYJIMPOBAHUIO B chepe
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3IpaBOOXPaHCHUSI.

70. T'ocynapcTBeHHBII KOHTPOJIb (HaA30p) 3a OO0 IeHNeM TpeOOBaHUI HACTOSILErO
TEXHUYECKOTO perjaMeHTa ocyIllecTBIseTcs (peaepaabHbIM OPraHOM MCIIOJIHUTENIBHOM BIIACTH,
OCYIIECTBIISAIONIMM (PYyHKIMHU IO KOHTPOJIIO U HA/I30pY B cepe JOHOPCTBA KPOBH U €€
KOMITOHEHTOB.

71. Ilpu ocy1ecTBIEHUHU TOCYIaPCTBEHHOTO KOHTPOJIS (Ha130pa) 3a COOMI0ACHUEM
TpeOOBaHUI HACTOSIIETO TEXHUYECKOTO periamMeHTa peiepaibHblil OpraH UCIOIHUTEIBLHOM
BJIACTH, OCYIIECTBISIOMNNA (DYHKIMH 110 KOHTPOIIO U HAA30py B chepe TOHOPCTBA KPOBU U €€
KOMITIOHEHTOB, PETUCTPUPYET MOCTTPAHC(PY3MOHHBIE OCTIOKHEHUS B MOPSAKE, YCTAHOBICHHOM
dbenepanbHBIM OPraHOM UCIOJIHUTEIBHOM BIIACTH, OCYIIECTBISIFOIINM (DYHKIIUU IO BHIPAOOTKE
roCyJapCTBEHHON MOJIUTUKH U HOPMATHBHO-TIPABOBOMY PETYJIUPOBAHUIO B chepe
3/IpaBOOXPaHEHHUS.

72. Ilpyn npuMEHEHHH TOHOPCKOM KPOBH U €€ KOMIIOHEHTOB ISl IEPEIMBAHUS
perunueHTam nHpopMaius 000 BCeX CIIydasiX pa3BUTHs MOCTTPAHC(PY3UOHHBIX OCTIOKHEHUN
nepenaercs B penepanbHbIA OpraH UCTIOTHUTENBHON BIACTH, OCYIIECTBISIOMNNA (DYHKIINH 110
KOHTPOJIIO U Ha/130pYy B cepe JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB M OpraHU3alUI0 JOHOPCTBA
KPOBH U €€ KOMIIOHCHTOB.

73. B ciy4asix BBIBIICHUS Y JOHOPA KPOBU U €€ KOMIIOHEHTOB F'€MOTPAHCMHUCCUBHBIX
UH(pEKI, BbI3BAHHBIX U3BECTHHIMUA HA MOMEHT 3aIrOTOBKU KPOBU MATOT€HHBIMHU
OMOJOTUYECKUMHU areHTaMu, BBISIBIICHUSI B IOHOPCKOW KPOBU WJIM KOMIIOHEHTaX KPOBU
MaTOT€HHBIX OMOJIOTMYECKUX areHTOB, B TOM YHCIIE BO30YyIUTEIe reMOTPaHCMHUCCUBHBIX
H(}EeKul, BRISIBICHHS HAPYIICHUH MPOLIETYPhl UCCIEI0OBAHUS KPOBU U €€ KOMIIOHEHTOB Ha
HaJM4Me NMaTOT€HHBIX OMOJIOTMYECKUX areHTOB, B TOM YHCIie BO30YyIUTEIe TeMOTPaHCMHUCCUBHBIX
uH(pEKINi, a TakKe HapyILIeHUH mpoleaypsl uaeHTudukanuu rpynmnsl kpoBu ABO u pesyc-
HPUHAJIEKHOCTH HEOOXO0IUMO:

1) He3aMenTUTENBHO MPUHATH MEPHI IO U3BSITHIO JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB U3
oOparieHust ¥ OT3bIBY X U3 OpraHu3allfii, MPUMEHSIOMNUX JOHOPCKYIO KPOBb M €€ KOMIIOHEHTHI,

2) npouHpopMuUpoBaTh PeaepaibHble OpPraHbl UCTIOTHUTEIBHON BIACTH, YIIOJIHOMOYEHHBIE
OCYIIIECTBIISITH TOCYJAPCTBEHHBI KOHTPOJIb (HAA30P) B chepe JOHOPCTBA KPOBH U €€
KOMITOHEHTOB.

Hpuioxenue N 1

K TEXHMYECKOMY perjiaMeHTy 0 TpeOoOBaHHMAX 0€30IIACHOCTH KPOBH,

ee NMPOAYKTOB, KPOBE3aMeIAIIIUX PACTBOPOB U TEXHUYECKUX CPEACTB,
HCIO0JIb3YeMBIX B TPAHC(PY3HOHHO-UH(PY3MOHHON Tepanuu

Ilepeyenn
nokasartesei 0HOJOrHYeCcKOM MOJTHOLEHHOCTH, (PYHKIMOHAJIbHOW AKTHBHOCTH M JiedeOHOH
3¢ (PeKTHBHOCTH JOHOPCKON KPOBH U €€ KOMIIOHEHTOB

[Ipuemnemsle XapaKTEpUCTUKU

1. KpoBp KOHCEpBUpPOBaHHAsA

O6bem 450 munnunuTpoB +- 10 mpoueHToB o0beMa 6e3
AHTHKOATYJISIHTA (HECTaHJapTHAS JIOHAIHSI MAPKUPYETCS
COOTBETCTBYIOIIUM 00pa3oM)

I'emornoOun He MeHee 45 TpaMMOB B J103€


http://ivo.garant.ru/#/document/12172686/entry/0

I'eMonn3 B KOHIIE XpaHEHUS He 6onee 0,8 mporieHTa 3pUTPOLIUTOB

2. OpuUTpOLUHUTHI (IPUTPOLIUTHASI MACCa)

O6bem 280 +- 50 MIIITHIIUTPOB
I'ematokput ot 0,65 1o 0,75

'emorno0Oun HE MeHee 45 TpaMMOB B J103€
['emonn3 B KOHIIE XpaHEHUS He Oosiee 0,8 MpoleHTa SPUTPOITUTOB

3. DpUTPOLUTHI C YAAIEHHBIM JIGUKOTPOMOOILUTAPHBIM CJI0EM (IPUTPOLIMTHASI Macca C
yAAJIEHHBIM JISUKOTPOMOOIIUTAPHBIM CIIOEM)

O6bem 250 +- 50 MuITUIUTPOB
I'emarokpur ot 0,65 no 0,75

I'emorino0un HE MeHee 43 TpaMMOB B J103€
KonuuectBo neitkoruto™(1) He 6oxee 1,2 x 10(9) B mo3e
I'emonu3 B KOHIIE XpaHECHHUS He 6osee 0,8 mporieHTa SPUTPOILIUTOB

4. DpUTPOLHTHI B JOOABOYHOM PacTBOpE (3PUTPOILIUTHAS B3BECH)

O6beMm OIIPENEIIACTCS UCIIONIB3YEMOU CUCTEMOU
['ematokpur ot 0,5 10 0,7

I'emornoOun He MeHee 45 TpaMMOB B J103€

I'emonu3 B KOHIIE XpaHEHUS He 6osee 0,8 mporieHTa SPUTPOILIUTOB

5. DputpouuTsl B 10OABOYHOM PACTBOPE C YAAJICHHBIM JIEGHKOTPOMOOIIUTAPHBIM CII0EM
(3pUTpOIUTHAS B3BECH C YIATICHHBIM JIEUKOTPOMOOITUTAPHBIM CJIOEM)

O6bem OTIpEIEISIETCS] HCTIONB3YEMOM CHCTeMOM
I'ematokput ot 0,5 10 0,7

I'emorinoOun He MeHee 43 TpaMMOB B J103€
KonunuectBo nerikonuto*(1) He 6osee 1,2 x 10(9) B no3e

I'emonu3 B KOHIIE XpaHEHHUS He Ooutee 0,8 mpolieHTa 3pUTPOLIUTOB

6. OTMBITBIE HPUTPOLUTHI (IPUTPOLIUTHI OTMBITHIC)

O6beMm OIIPENEIIACTCS UCIIONIB3YEMON CUCTEMOU
I'emaTokput ot 0,65 1o 0,75
I'emorino0Oun He MeHee 40 TpaMMOB B J103€

I'eMonn3 B KOHIIE XpaHEHUS He 6onee 0,8 mporeHTa 3pUTPOLIUTOB
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KonuuectBo 6enka B KOHEUHOU He 6oree 0,5 rpamma B 103¢*(2)
HaJI0CaI0YHOM KUIKOCTHU

7. DpUTPOLUTHI, 0OCTHCHHBIE JICHKOIIMTAMH B I0OABOYHOM PacTBOPE (IPUTPOIIUTHAS B3BECH,
oOeTHEeHHAs JICHKOIIMTAMH )

O0bem OTIpeIeISIETCS] HCTIONB3YEMOM CHCTeMOM
I'ematokput ot 0,5 10 0,7

KomnuectBo netikomuTo*(3) He Ooiree 1 x 10(6) B mo3e

I'emorinooun He MeHee 40 TpaMMOB B J103€

I'eMonu3 B KOHIIE XpaHEHUS He Oostee 0,8 MpoIIeHTa SPUTPOITUTOB

8. KpnokoHcepBHpPOBaHHBIE 3PUTPOLIUTHI (IPUTPOIIUTHAS B3BECH, PA3MOPOKEHHAS U OTMBITAs)

O6bem He MeHee 185 MIIITUIUTPOB
I'ematokpur ot 0,65 1o 0,75

I'emorinoOun MeHee 0,2 rpamma B J103€
(Hamocamo4yHas KUIKOCTD)™(4)

I'emornobun HE MeHee 36 TpaMMOB B J103€
OcMOSIPHOCTH He MeHee 340 MUUIMOCMOJIEH Ha JTUTP
KonuuectBo neitkoruto™(1) He 6oxee 0,1 x 10(9) B mo3e
CrepuibHOCTD CTEPHIILHO

9. DPUTPOLIUTHI, MOTYYEHHBIE METOAOM adepesa (APUTPOIMTHASI MAcCa UITH SPUTPOIIUTHAS
B3BECH, MTOJyUYEeHHBIE METOJIOM adepesa)

O0beMm OTIpEIEISIETCS] HCTIONB3YEMOM CHCTeMOM
I'ematokput ot 0,65 1o 0,75

I'ematokpur (ecnu qo6aBieH ot 0,5 10 0,7

B3BEIINBAIOIIUN PACTBOP)

I'emorno6un He MeHee 40 rpaMMOB B J103€
KonuyecTBo neikouuToB (eciau He Ooiee 1 x 10(6) B 1o3¢

o0emHeH JiekoruTaMu)*(3)

I'emMonu3 B KOHIIE XpaHEHUS He Oosiee 0,8 MpoleHTa SPUTPOITUTOB

10. TpoMOOLIUTEI, BOCCTAHOBJIEHHBIE U3 103bI KPOBU (TPOMOOIIMTHBIA KOHIIEHTPAT U3 J103bI

KpPOBH)
O6bem He MeHee 40 MIJUTIIUTPOB
TpombommTeI*(1) He MeHee 60 x 10(9) (3xkBUBaNCHT OAHOMN O3Bl KPOBHU)

KonuuectBo nefikonuto*(1) (1o
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yAaNeHus JEHKOIUTOB):

13 000TaIIeHHON TPOMOOIIUTaMH He 6oree 0,2 x 10(9) (3xBUBAJICHT OJTHOM 10361 KPOBH)
TUTa3MBbl

U3 TEHKOTPOMOOCIIOs He 6oxee 0,05 x 10(9) (9xBUBaNIEHT OJTHOM J103bI KPOBH)
KonuuectBo neitkorutos™(3) He 6osee 0,2 x 10(6) (3KBUBAJICHT OJTHOM 10361 KPOBH)
(mocre ynaneHust JIeHKOLUTOB)

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

PEKOMEHIOBAaHHOTO CPOKa XPaHCHHUS

11. TpomOoOUUTHI, TOTYyYEHHBIE METOAOM adepesa (TPOMOOIMTHBINA KOHIEHTPAT, MOJIyYeHHBIN
MeTo0M adepesa)

O6Bem He MeHee 40 MmuunuTpoB Ha 60 X 10(9) TpomMOoIITOB
TpomboumTe*(3) He menee 200 x 10(9) B mo3e

KonuuectBo nelikonuto*(3) He 6osee 1 x 10(6) B mo3e

(mocne ynajaeHus JeMKOLUTOB)

pH*(5) (mpu + 22°C) B xoH1IE ot 6,4 no 7,4

PEKOMEHIOBAaHHOTO CPOKa XPaHCHHS

Pazoenvr 12 - 15 HAacmosuieco npulodiCerHusl 6 vacmu panee 3a20moe6JjleRHblX KOMNORERMO8 Kpoeu
ecmynaront 6 Culy no ucme4eHuu 30 Mmeciues co OHA 6CMYNJIeHUA 6 CUTY MEXHUYEeCKO2cO
peciamenma

12. CBexe3aMoporKeHHas Tu1azMa (I1a3mMa CBEKe3aMOPOKEHHAs)

O0BeM 3asBJICHHBINA 00BbeM +- 10 IporieHTOB 00beMa Oe3
aQHTUKOATYJISTHTA
®axkrop VIlIc He MeHee 70 MPOLIEHTOB UCXOIHOTO YPOBHS

Ocrarounbie KICTKH*(6):

SPUTPOLMTHI He 6onee 6 x 10(9) B ntutpe

JICHKOLIUTHI He 6onee 0,1 x 10(9) B muTpe

TPOMOOITUTHI He 6omee 50 x 10(9) B mutpe

BusyasbHbie H3MEHEHHUS HE J0/HKHO OBITh aHOMAJIHHOTO IIBETA WU BUIUMBIX
CTYCTKOB

13. Kpuonpenunurat

Ob6beMm ot 10 10 20 MHWIITUIUTPOB
®akrop Vllic He MeHee 70 MEeXITYHApOIHbIX €TUHUIL B J103€
OubpUHOTEH He MeHee 140 MuuIMrpaMMoB B 103€

14. KpuocynepHaTaHTHas 1uia3ma
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O06Bem OTKJIOHEHHUE OT UCXOIHOTO 00bhema He Oosiee 10 mporieHToB

15. KprokoHcepBupOBaHHBIE TPOMOOLUTHI, OJTYUEHHbIE METOIOM adepesa

O6bem ot 50 10 200 MUITUITUTPOB

KonudectBo TpoMOOIIMTOB He MeHee 40 IPOIIEHTOB COJIeP KaHMS 10 3aMOPAKUBAHUS

KomnyecTBo IENKOIINTOB He 6outee 0,2 x 10(6) HA PKBUBAJIEHT OJHOM J103bI
TPOMOOITMTOB

16. I'panynonuTsl, MOIy4EeHHbIE METOIOM adepesa

O6bem He 6osee 500 MUITHIIUTPOB

KonuuecTBo rpanynonuton 6onee 10 x 10(9) B noze

*(1) JomkHBI COOTBETCTBOBATh HE MEHEE 75 MpoleHTaM 00CIeIOBAaHHBIX J03.

*(2) KonmmaectBo Oenka B KOHEUYHOH HA0CAA0YHOMN KUIKOCTH JOJDKHO 00€CTICUUTh
coaepxkanue IgA menee 0,2 MmuyurpamMma B J103€.

*(3) HdomxHbI COOTBETCTBOBATH HE MeHee 90 mpolieHTaM 00CiIeIOBaHHBIX J03.

*(4) OxoHYaTeIbHBIN B3BEIIUBAIOIIUN PACTBOP.

*(5) Usmepenne pH npeamodTuTebHO MPOBOINUTE B 3aKPBITON CHCTEME BO H30SKaHNE
Bbixoza CO2. M3mepeHne MOXKeT ObITh BBITIOTHEHO MPH JIFOOOK TeMIepaTrype, U 3HaUeHHe
pacyeTHBIM METOJIOM KOHBEPTHUPOBAHO NpUMEHUTENbHO K pH + 22°C.

*(6) KiteTku mocUuTHIBAIOTCS 10 3aMOPAKMBAHMSI, BO3MOKHO CHIXKEHHE MTOPOTOBBIX
BEJIMYMH MPU BKIIOUEHUHU B IPOTOKOJ MPOIEAYP STUMUHAIIUN KIETOK.

IIpunoxenue N 2

K TEeXHUYECKOMY PerjaMeHTy 0 TpeOOBaHusIX 0€30I1aCHOCTH KPOBH,

ee NMPOAYKTOB, KPOBE3aMeIAIIIUX PACTBOPOB U TEXHUYECKUX CPEACTB,
HCIO0JIb3yeMBbIX B TPAHC(PY3HOHHO-UH(Y3MOHHON Tepanuu

YcaoBusi XxpaHeHHs JOHOPCKO KPOBH M ee KOMIIOHEHTOB

Komnonent TemnepaTypa xpanenusi | MakcumanbHOE BpeMsl XpaHEHHUS
OpUTPOLUTHI U LIEJIbHAs KPOBb or+2 g0+ 6C B 3aBUCUMOCTH OT HUCIIOJIb3yEMOU
(ecnu ucmosib3yeTcs s CUCTEMbI AaHTUKOATYJISIHT -
TpaHc(y3uu Kak LeIbHast KPOBb) B3BEILIMBAIOLIUI pacTBOP
Caexe3amMopoKeHHas 1ia3Ma u Hke - 25C 36 MecsIeB
KPHUOIPELMITUTAT
TpomOonuThI ot + 20 no + 24C 5 IHeU IpU yCI0BUU

HCTIPCPBIBHOI'O ITIOMCIINBAHUA

['panynonute ot + 20 mo +24C 24 gaca
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[Ipumeuanus: 1. [lomyckaercs yaJIMHEHUE BPEMEHU XPaHEHUSI KOMIIOHEHTOB KPOBH C
MTOMOIIBI0 3aMOPaXXUBaHUS (KPUOKOHCEPBUPOBAHUE):

SPUTPOLUTOB - 710 10 JIeT B 3aBUCUMOCTH OT Mpoliecca 3aroOTOBKH, IepepaboTKu U
XpaHEHUS,

TPOMOOITUTOB - 710 24 MECSIIeB B 3aBUCUMOCTH OT MPOIIECcCa 3aTOTOBKHU, IEPEPAOOTKH U
XpaHCHHUS.

2. B oTHOIIEHNN KPUOKOHCEPBUPOBAHHBIX 3PUTPOLIUTOB U TPOMOOLIUTOB AOKHA OBITH
OmnpeJieyieHa cpe/ia, B KOTOPOM KJIETKH HAXOAATCS MOCJe OTTauBaHus. Pa3penieHubiii nepuoa
XpaHEHHUs MOCJIe OTTAUBAHUS 3aBUCUT OT UCIIOJIB3yEeMOr0 METOA.

Ipunoxenue N 3

K TEXHHYECKOMY perjiaMeHTy 0 TpeOOBaHMSAX 0€30MACHOCTH KPOBH,

ee MPOJAYKTOB, KPOBe3aMel[aloUX PACTBOPOB U TEXHUYECKHUX CPE/ICTB,
HCI0JIb3yeMbIX B TPAHC()Y3HOHHO-UH(PY3MOHHOI Tepanuu

IIpaBuaa
3ar0TOBKHM, IIepepadOTKH, XPAHEHUS U TPAHCIIOPTUPOBKH JOHOPCKOM KPOBH U ee
KOMIIOHEHTOB

Cm. maxoce 'OCT P 53420-2009 "Kpoev donopckas u ee komnonenmol. Obujue mpedoosanus K
obecneuenuio Kayecmea npu 3a20moeke, nepepadoomre, XpaneHuu U UCHOIb308AHUU OOHOPCKOT
Kposu u ee KomMnonenmos", ymeepaicoennwiii npuxkazom Pocmexpeeynuposanus om 28 okmaops

2009 2. N 485-cm

1. Cucrema KauecTBa

1. Ilpu 3aroToBKE JOHOPCKOM KPOBH M €€ KOMIIOHEHTOB HEOOXOAMMO pa3padoTaTh,
BHEJIPUTDH U MOAJIEPKUBATH B pab0YEM COCTOSTHUU CUCTEMY KaueCTBa, OXBAThIBAIOILYIO BCE BU/IbI
OCYIIIECTBIISIEMOM JACATEILHOCTH U HAMIPaBJICHHON Ha oOecriedeHrne 0€30MacHOCTH TOHOPCKOM
KpPOBU U €€ KOMIIOHEHTOB.

2. B opranusanuu 10HOPCTBA KPOBU U €€ KOMIIOHEHTOB Ha3HAYAETCsl COTPYAHUK,
OTBETCTBEHHBIN 3a pa3pabOTKy, BHEIPEHUE U MOJAepKaHUE B pa00UYEeM COCTOSIHUM CUCTEMBbI
KauyecTBa.

I1. Ilepconau

3. Ilepconan, 3aHATHIN B polieccax 3aroTOBKH, NepepaboTKu, XpaHEHus,
TPAHCIIOPTUPOBKH U PUMEHEHUS IOHOPCKOM KPOBH U €€ KOMIIOHEHTOB, 00513aH NPUHUMATh
IIPEAYCMOTPEHHBIE 3aKOHOAATENLCTBOM Poccuiickon denepanuu Mepsl B LUEIAX HEAOYLIEHUS
NPUYMHEHHS BpeAa dKU3HU WU 3[J0POBbIO IPaskJaH, UMYILECTBY (PU3MUECKUX WU IOPUIUIECKIX
JIUL, TOCYJAPCTBEHHOMY MJIM MYHULIUIIAJIBHOMY UMYILIECTBY, OKpYKalOLIEH Cpelie, )KU3HU UIIN
3I0POBBIO )KUBOTHBIX U PACTEHUM.

I11. Illomernenus

4. Ins oGecriedeHs] COXPAHHOCTH 3/IaHUM U TIOMEILIEHUH B MPOLIECCE UX IKCIUTyaTalluu
OpraHu3alys JJOHOPCTBA KPOBU U €€ KOMIIOHEHTOB JOJI)KHA MPOBOAUTH TEXHUYECKHE OCMOTPBHI,
TEKYIIHE U KallUTAJIbHbIC PEMOHTHI.
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5. Ilomenienusi, B TOM 4HCIie POU3BOICTBEHHBIC TOMEIIECHUS (30HBI), TOMEIICHUS A5
XpaHeHUs (CKIJIaabl) U OBITOBBIC TIOMEIICHUS, PA3ACISIOTCS 110 BUAAM MTPOBOAUMBIX paboT U
UCTIOJIB3YIOTCSI B COOTBETCTBUU C UX Ha3HAUYCHUEM.

6. B opranuzamnuu 10HOPCTBA KPOBU U €€ KOMIIOHEHTOB JOJKHBI OBITH BBIJCIICHBI
OT/ICJIbHBIC MOMEILIEHUS (CKIIAbI) ISl XpAHCHUS:

PacXOHBIX MaTEPHAIOB (KOHTEHHEPOB MOJIUMEPHBIX IS 3aTOTOBKU JJOHOPCKOM KPOBH U
€€ KOMIIOHEHTOB, HAOOPOB PEAreHTOB U JIPYTUX MaTepUajoB);

KOMIIOHEHTOB KPOBH, UMEIOIIUX Pa3HbIN CTaTyC (rOJHBIC, HAXOIAIINECS Ha KapaHTHHE,
HEHUCCIIeI0BaHHbIE WK 3a0paKOBaHHBIE).

[Tpu oTCyTCTBUU TaKUX MOMEIIEHUH HEOOXOIMMO BBIICTUTH U30JIMPOBAHHBIC 30HBI,
CTEJUTAXHU ¥ XOJIOAWIbHHUKH.

7. B opranuzanuu 10HOPCTBA KPOBU U €€ KOMIIOHEHTOB JIOJIKHBI OBITH MPEAYCMOTPEHBI
rapJiepoOHbIe, KOMHATHI OTJbIXa, CAHUTAPHO-OBITOBBIC TOMEIIECHUSI U TyaJIeThl, PACIIOJIOKEHHBIE
BOJIM3H, HO U30JIUPOBAHHO OT MMPOU3BOACTBEHHBIX TOMEIIEHUN, OCHAIIIEHHBIE COOTBETCTBYIOIIUM
000pyI0BaHUEM, MOIOIIIUMHU U JE3UH(DHUIUPYIONIUMHU CPEICTBAMHI U YOOPOUHBIM HHBEHTAPEM.

8. Ilpon3BoiCTBEHHBIE TOMEILIEHUS (30HBI) U TOMEIIEHUS (CKIIAJbI) A1 XPAHEHHUSI IOJKHBI
MMETh YETKOEe 0003HAUCHHE U OTPAHUYCHHBIN JOCTYII.

IV. IlpounsBoacrBeHHas cpeaa

9. IIpu 3aroTOBKE TOHOPCKOM KPOBHU M €€ KOMIIOHEHTOB JOJDKHA OBITh CO3/1aHa
MIPOM3BOJICTBEHHASI cpefia, HeOOXoaumasi 1Jis 00ecTieueHrs COOTBETCTBHS JIOHOPCKOM KPOBHU U €€
KOMITOHEHTOB YCTAaHOBJICHHBIM TPEOOBaHHUSM B MPOIIECCE X 3arOTOBKH, MEpepabOTKH,
o0cne0BaHMsl, XPAHEHHSI U TPAHCIIOPTUPOBKH, a TAK)XKE MEPbI, UCKIIIOYAIOIINE OaKTepuaibHOe
3arpsi3HEHUE JOHOPCKOM KPOBHU U €€ KOMIIOHEHTOB.

10. C genbto npeaoTBpaIieHus 3arps3HEHUs TOHOPCKON KPOBU U €€ KOMIIOHEHTOB
HAIPaBJICHHE MOTOKOB MaTEPUAJIOB | JIFOJIeH B MTOMEIICHHSIX JOJKHO OBITh OPraHU30BaHO B
COOTBETCTBHH C MOCIE0BATEILHOCTHIO BBIITOJIHEHUS TPOU3BOICTBEHHBIX ONEpaIUi.

11. PaGoThbI, 17151 KOTOPBIX TPEOYIOTCS aCENITUYECKUE YCIOBUS, JOKHBI OCYIIECTBISATHCS B
YUCTBIX MOMEILEHUSAX WIN MOMEIICHHUSIX, 000pYyI0BaHHBIX JIJAMHUHAPHBIMU ycTaHOBKamu. Kiacce
YUCTOTHI TOMEIIEHUS OTIPEIEISIETCS] BUAOM MTPOBOUMBIX PaboT.

12. 3aroToBka u nepepadboTKa TOHOPCKOM KPOBU HAa KOMIIOHEHTHI B 3aMKHYTON CUCTEME
KOHTEHHEPOB IJIACTUKOBBIX HE TPeOyeT aceNTUUECKUX yCIIOBUN BHEIIHEH cpelibl. Takue paboThl
MO>KHO TIPOBOJUTH MPU COOIIOIEHNN OOLIUX MPABUI CAHUTAPHO-3THIEMUOJIOTHYECKOTO PEeXUMA.

13. Jlns mpenoTBpaIieHusi KOHTAKTHOTO HH(PUIIMPOBAHMS KPOBH MPH €€ 3aTOTOBKE
TIepCOHa JIOJDKEH cOoOMo1aTh TpeOOBaHUS aCENITUKHA U aHTUCENTUKU. VIcTOuHUKaMu
UHOUIUPOBAHUS MOTYT OBITH MUKpPOQIIOpa BO3AyXa, PyKH MEAUIIMHCKOTO TIepCcoHaa, Koxka
JIOKTEBOTO CTH0a JOHOPA, HAPYIIEHUE TePMETUIHOCTH KOHTEHHEPOB JIJIsl 3aTOTOBKH KPOBH U
JIpyrue UCTOYHUKHU.

V. loxkymeHTanUsA

14. C uenpio obecnieueHus: 6€30MaCHOCTU U Ka4eCTBa JOHOPCKOI KPOBU M €€ KOMIIOHEHTOB
Ha BCEX dTalax MX 3aroTOBKH, MepepaOdO0TKH, TPAHCTIOPTUPOBKHU M XPaHEHUS B OpraHU3alluu
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB JIOJKHBI OBITh pa3paboTaHbl paboyne HHCTPYKIIUU
YCTaHOBJIEHHOTO 00pa3iia Ha BHITIOJHEHHE PabOT, HETIOCPEICTBEHHO BIUSIONINX Ha KAY€CTBO U
0€30MacHOCTb BBITYCKaeMOM MPOIYKITUH.

15. B opranuzaruu JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB HEOOXOIMMO OCYIIECTBIISATh
BEJICHUE YUYETHO-PETUCTPALIMOHHON TOKYMEHTAINH (KYypHAJIOB, OJaHKOB, BEJOMOCTEH U KapTOUYEK)
1o popMaM, KOTOpPbIE YCTAaHOBJICHBI (heJiepaIbHBIM OPTraHOM HCIIOJIHUTENBHOM BIACTH,



OCYIIECTBIISIONUM (QYHKIIUU IO BBIPAOOTKE TOCYIaPCTBEHHOM MOJTUTHKH U HOPMATUBHO-
IIPABOBOMY PETYJIMPOBAHUIO B chepe 3/IpaBOOXPAHECHHSI, B KOTOPbIE BHOCUTCSI COOTBETCTBYIOIIAS
3aIUCh C MEIBI0 MPOCICKUBAEMOCTH €IMHUI] KPOBHU, JIOHOPOB, PACXOIHBIX MaTEPHAJIOB,
000pyI0BaHUS U UCTIOTHUTEEH paboT.

VI. IIpocie:xkuBaeMocThb

16. IIpu 3aroToBKE TOHOPCKOW KPOBH M €€ KOMIIOHEHTOB HEOOXOIMMO 00ECTIEIUTh, YTOOBI
KpOBb, €€ KOMIIOHEHTHI, PaCX0/IHbIe MaTepuaibl (KOHTEHHEPHI A cOOpa KPOBU, pEareHThl U
Ne3UH(PUIMPYIOIIUE CPENICTBA), Ia0OpaTOPHBIE 00Pa3Iibl, pErUCTPAMOHHBIC JaHHBIC (3alUCH) U
UCTIOJHUTETN paboT ObUH UAEHTU(UIUPOBAHBI U MPOCIEKUBAIIUCH.

17. Kaxxgomy AOHOpPY IpHCBauBaeTcs WACHTU(GUKAIIMOHHBIN HOMEp JOHOpa (KO 10HOpa).

18. Kaxxj0ii qoHAMK MPUCBAUBACTCS HICHTU(DUKAITMOHHBIA HOMED JTOHAIIHH.

19. Pewienne o qonycke JOHOPA K JOHALMHU IPUHUMAETCS C YYETOM:

1) pe3ynbTaToB MEAMIIMHCKOTO OOCIE0BAHUS IOHOPA;

2) MEIUIIMHCKHUX MTPOTHUBOIIOKA3aHHI K JOHOPCTBY KPOBU U €€ KOMIIOHEHTOB;

3) undopmanuu, MOITy4YEHHOM OT TOHOPA B MUCbMEHHOMN (hopMe, BKIIIOUAIOIICH CBEICHUS O
NepeHeCeHHBIX NHPEKIIMOHHBIX 3a00I€BaHUAX, KOHTAKTaX ¢ HH(EKIIMOHHBIMU OOJBHBIMH, 00
yHoTpeOJIeHUH HAPKOTUYECKUX CPEACTB, O BaKIIMHAIIMHN, XUPYPTHUECKUX W HHCTPYMEHTAIBHBIX
BMEIIATEIbCTBAX U MPEOBIBAHUN HA TEPPUTOPHUAX, HEOIATOMOIYUHBIX MO0 MH(DEKITMOHHBIM
3a00JIeBaHUSIM.

20. [IpocnexxmBaeMOCTh TOHOPCKON KPOBU U €€ KOMIIOHEHTOB J0JIKHA 00€CTICYMBATHCS
MapKHUPOBKON 00BEKTa UACHTU(DUKAIINH C MTOCIIEI0BATEIHHON perucTpanueii He0OX0IMMBIX
JAHHBIX O TOHOPaX, JOHALMSIX, PACXOJAHBIX MaTepuaiax, BEIIOTHEHUU PAa0OT U 00 UCTIOTHUTEIIAX
pabor.

21. B mpo1iecce 3aroToBKY U IEpepadOTKH KaxIbli OT/ICTIBHBIM KOHTEHHEP C TOHOPCKOU
KPOBBIO U €€ KOMIIOHEHTaMU, KaXK/IbIii 00pasel] JOHOPCKOU KPOBH, CBSI3aHHBII C
COOTBETCTBYIOLLEH JOHALUEN, JOJKHBI UMETh OJIMH U TOT YK€ HOMED.

22. KoMITOHEHTHI KPOBH, UMEIOIITUE pa3HbIN CTaTyC (TOIHBIC, HAXOIAIINECS HA KapaHTHHE,
HEHUCCJIeIOBaHHbIC WM 3a0paKOBaHHBIC), JTOJIKHBI XPAHUTHCS Pa3IeIbHO.

23. Ha Bcex 3tamax OT 3aroTOBKH /10 UCITOJIb30BAHUS JOHOPCKOM KPOBHU U €€ KOMIIOHEHTOB
HE00X0AMMO 00€CTIeYnuTh BO3MOKHOCTh YCTAHOBIICHUS TUYHOCTU JOHOPA.

24. ITopa10K yCTaHOBJIEHUS TUYHOCTH IOHOPA, IEPEUEHb METUIIUHCKUX
IPOTUBOIOKA3aHUM K JOHOPCTBY KPOBHU M €€ KOMIIOHEHTOB, MOPSAJOK MOCTOSIHHOTO WX
BPEMEHHOT'0 OTCTPaHEHUs IOHOpPa OT IOHOPCTBA KPOBHU, METO/IbI, MOPSIOK U 00beM 00cTIe0BaHMS
JIOHOPOB, KPUTEPUU U TPeOOBaHUS K OTOOPY JOHOPOB, a TAKXKE MOPSAIOK ACHCTBUI OpraHU3aluu
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB MPHU BBISIBIICHUU Y IOHOPA T€MOTPAHCMHUCCUBHBIX MH(DEKIUI
WM OOHAPYKEHUU B KPOBU JIOHOPA BO3OyAUTENEH TeMOTPAHCMUCCUBHBIX UH(EKITUH
yTBEpKIatTCs penepanbHbIM OPraHOM MCTIOTHUTEIBHON BIACTH, OCYIIECTBISIOMNM (DYHKIIMH 110
BBIPa0OTKE TOCYAaPCTBEHHOMN MOJUTUKHA U HOPMATUBHO-IIPABOBOMY PETYJIMPOBAHUIO B cepe
3IpaBOOXpaHEHUS.

25. IIpu 3aroToBKE TOHOPCKOW KPOBH M €€ KOMIIOHEHTOB HEOOXOIMMO MPOCIIC)KHBATH
MPOXO0’K/IEHNE JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB OT JI0HOpa 70 perunueHTa. opmbl
PETUCTPAIMOHHBIX JIOKYMEHTOB U MOPSAOK PErUCTPALUU JAHHBIX, HEOOXOUMBIX IS
oOecrieueHust MPOCISKUBAEMOCTH JOHOPCKOM KPOBH M €€ KOMIIOHEHTOB, pa3padaThIBAIOTCS U
yTBEpKIatoTcs PenepanbHbIM OPraHOM HCTIOTHUTEIBHON BIACTH, OCYIIECTBISIOMNM (DYHKIIMH 110
BBIPA0OTKE TOCYAaPCTBEHHOMN MOJUTUKHA U HOPMATUBHO-IIPABOBOMY PETYJIMPOBAHUIO B cepe
3/paBOOXpaHeHUs. Bce perucTparioHHbIe TaHHbBIE TOTKHBI YIOCTOBEPATHCS MOAMUCHIO
VCTIOJTHUTETIS.

26. Ha sTHkeTKe KakJ10# 10351 (€IMHHULIBI) KPOBU MJIM €€ KOMIIOHEHTa U o0pasLie
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JIOHOPCKOM KPOBH yKa3bIBAETCSA UICHTH(UKAITMOHHBIN HOMED MoHanuu. Y neHTrudruKamoHHbII
HOMeED J103bI (€AMHUIIBI) KPOBU HJIA €€ KOMITIOHEHTA MeperpoBepsaeTcs (CIMIaeTcs)
OTBETCTBEHHBIMU JIMI[AMU OPTraHU3aLUMA JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB IIPHU 3ar0TOBKE,
nepepaboTKe, XpaHEHUH, TPAHCTIOPTUPOBKE, BbIJIaue TOTOBOM MPOIYKIIMU U €€ TPUMCHCHHH.

VII. 3aroroBka J0HOPCKO KPOBM U €€ KOMIIOHEHTOB
MarepuaJibl, IpuMeHsieMble IIPH 3ar0TOBKeE U NMepepadoTKe KPOBH

27. llpumeHsieMbie MaTepuaibl U 000PYAOBAHHE TOJDKHBI OBITh pa3pelieHbl K
UCIIOJIb30BaHUIO HAa TeppuTopun Poccuiickoilt denepanuu B yCTAHOBICHHOM MOPAJIKE U
COOTBETCTBOBATh CBOEMY HAa3HAUYECHUIO.

28. Tum cuctemMbl KOHTEHHEPOB HEOOXOIMMO BHIOMPATh B COOTBETCTBUH C BUIOM JOHAIIUH.

B3saTue I[OHOpCKOﬁ KpPOBH 1 €€ KOMIIOHCHTOB

29. JInst ciauu KpOBH IOHOP pacroiaraeTcsi B pyHKIMOHATILHOM Kpece.

30. KpoBb y noHOpa 3abupaercs U3 LEHTPAIbHON I IPYTOil MaJIONOIBUKHOM BEHBI B
00J1acTH JIOKTEBOTO Cruoa.

BriOpanHoe MecTo (JIOKTeBO# Crud JI0HOpa) 10 BEHEMYHKIIMK 00padaThIBa€TCs paCTBOPOM
aHTHCENTUKA 2 pa3a C UHTEPBAJIOM B | MUHYTY.

B cnyuae HeynauHo# 1-i HONBITKY BEHEMYHKIIUH C COTIacus JOHOPa HEOOXOAMMO
BbIOpaTh JPyroi y4acTok JOKTEBOro cruda, 00paboTarh €ro pacTBOPOM aHTHUCENTHKA 2 pasa ¢
MHTEpBaJIOM B | MUHYTY M UCIIOJIb30BaTh HOBBII KOHTEHHEP U CUCTEMY JUISl B3ATUS KPOBH.

31. IIpu B3sTHH KPOBH Y JOHOPA HEOOXOIUMO 00ECTICUUTH:

1) HEnmpepbIBHOCTH KPOBOTOKA;

2) NOCTOSIHHOE MEepeMEIINBAHNE KPOBU C paCTBOPOM aHTUKOATYJISIHTA (KOHCEPBAHTA) B
TCUCHME BCCH JOHAIUM,

3) yCTaHOBJIEHHYIO NTPOJOJIKUTEIBHOCTD JOHALNH;

4) mponopIMOHaIbHOE COOTHOIIEHHE B3SITON KPOBU K KOJIMYECTBY PacTBOPA
AQHTHKOATYJISTHTa ¢ KOHCEPBAHTOM B KOHTEIHepe;

5) 06beM KpOBH, COOTBETCTBYIOIUI THITY HCIIOJIb3YyEMOT0 KOHTEHHEpA.

32. lns nostydeHust TpOMOOIIMTOB, CBEXKE3aMOPOKEHHOM I1a3Mbl M KPHOIIPELUIIUTATA
KPOBb Y JOHOPA J0JKHA OBITh B35Ta IIPHU OJJTHOKPATHOM BEHEIYHKIIUH, 00eCIIeYMBAIONIEH TOK
KpOBHU B T€UECHHE HE OoJiee 12 MUHYT.

Oo0pasubl 11 J1a00paTOPHBIX MCCJIEI0BAHNI

33. Obpa3ibl JOHOPCKOW KPOBH, TTPEIHA3HAYCHHBIE JJIs UCCIICA0OBAHUS, TOJKHBI
0TOMpaThCs IPU COOJIIOICHUH YCIIOBUI aCENITUKH HETIOCPEICTBEHHO U3 MaruCTPalv UK
CHEIMATBHOTO KOHTEWHEepa JIsl TPO0, BXOAIIETO B COCTaB CHCTEMBI.

CerMeHThI 00111€# TOHOPCKOM MarucTpai IOJDKHBI OTACISITHCS OT KOHTeHHepa 0e3
HapyIIEHUsl CTEPUIIBHOCTH KOHTEIHepa.

34. Tumm 1 06beM 00pa3ma KPOBH JOJIKEH COOTBETCTBOBATH BHUTy O0OCIICIOBAHUS.

35. YcnoBus XxpaHneHust 00pas3IioB TOHOPCKOW KPOBH J0 MPOBEICHUS Ta00PaTOPHBIX TECTOB
JIOJKHBI OTBEYATh TPEOOBAHUSIM, YCTAHOBJICHHBIM B MUCHbMEHHBIX HHCTPYKIIUSX IO SKCIUTyaTaIlluu
(mpuMeHeHn0) HabOPOB PEareHTOoB.

JonoJiHUTeIbHbIE TPEOGOBaHNS K 3ar0TOBKe IJIa3Mbl METO10M adepe3a



36. Ilpu B3sTUN AJOHOPCKOM KPOBU METOAOM adepesa JOMKHbI ObITh 0OECIeUeHbI YCI0BHS,
HCKITIOYAIOIIHE BO3IYIIHYIO SMOOJINIO, 8 TAKXKE COOTBETCTBHE OOILIET0 KOJUYECTBA KPOBH,
3aroTOBJICHHOM OT JJOHOpa 3a 1 pa3 (MCKIIoYasi aHTUKOATYJISTHT), YCTAHOBJIICHHOMY KPUTEPHIO.

37. Bo3BpaT JOHOPY KJIETOYHBIX KOMIIOHEHTOB (IIPU MPOBEICHUU TIPEPHIBUCTOTO adepesa)
JIOJIKEH OCYIIECTBIISTHCS 10 B3SITHS 2-i e IMHUIIBI KpoBH. [lepen Bo3BpaToM TOHOPY KIETOYHBIX
KOMIIOHEHTOB HEOOX0IMMO MTPOBEPUTHh MAPKUPOBKY KOHTEHWHEPA, CBEPUTD C TaHHBIMU JJOHOPCKOM
KapTOYKH M MMOJIYYUTh YCTHOE MOATBEPKIICHUE OT TIOHOpa ero (haMuiInK, UMEHH, OTYECTBA,
rpymmbl KpoBu ABO u pe3yc-npruHaIeKHOCTH.

HaoaroneHue 3a 10HOpoM

38. I[OHOp JOJIDKCH HAXOAUTBHCA 11O Ha6J'II-OI[CHI/ICM MCIHUIIMHCKOT'O IICPCOHAJIAa HAa BCCX
gTamax HpCGI)IBaHI/ISI B OpraHu3aniu JOHOPCTBA KPOBU U €€ KOMIIOHCHTOB.

VIII. IlepepaGoTka 10HOPCKOI KPOBH M MOJy4eHHEe KOMIIOHEHTOB KPOBH
O0mue moJ10KeHHUA

39. KoMIOHEHTHI KPOBH MOJIYYalOT IMyTEM NepepadOTKHU 3arOTOBICHHON
KOHCEPBUPOBAHHOM EIHHONU JOHOPCKON KPOBH HIIM METO/I0M adepesa.

40. TexHoNOTMHU, UCTIOIB3YEMbIC IPU 3arOTOBKE, MEPEepadOTKe, XpaHEHUHU U
TPAHCIIOPTUPOBKE JOHOPCKOM KPOBU U €€ KOMITIOHEHTOB, JTOJKHBI 00ECTIeUnBATh MPEAYIPEKICHHIE
UX 3arpsA3HEHUs NaTOr€HHBIMU OMOJIOTMUECKUMH areHTaMu U COXpaHeHHe OMOIOrHYeCKUX
CBONCTB.

41. JlaHHBIC MOHUTOPHUHTA MPOIIECCOB MEPEPabOTKU JOHOPCKON KPOBH M MOTYUYCHUS €€
KOMITOHEHTOB HEOOXOIMMO PETHCTPUPOBATD.

42. MeTo/ibl, UCTIONB3YEMBIE B POU3BOICTBE KOMIIOHEHTOB KPOBH, JOJHKHBI 00€CIIeYnBaTh
TEPMETUYHOCTh CUCTEMBI TOJIMMEPHBIX KOHTEHHEPOB U HE IOMYCKaTh HAPYIICHHS LIETOCTHOCTH.

Henrpudyruposanue

43. CocTaB BBLAETSIEMOT0 KOMIIOHEHTA PETYIUPYIOT BBIOOPOM pekruMa
HeHTpUYTupOBaHUs, KOTOPBII BKIIOYAET TEMIIEPATYpPY, BPeMs U CKOPOCTh LEHTPU(YTUPOBAHUS.

Jlis ka0l HeHTpUGyTH T0JKHBI OBITH OIPEIETIeHbI CBOU PEKUMBI.

Mertobl osyuyeHUss KOHEUHBIX IPOTYKTOB MPEACTABISIIOT COO0H B3aUMOCBSA3aHHYIO
cucTeMY.

Jni pa3aeneHus mia3Mbl U KJIETOK MOTYT UCIIOJIb30BATHCS APYTUE METO/IbI OCAXKICHUS
KJIETOK, B YaCTHOCTHU LEHTPU(YTUPOBAHUE IBHXKYIIEHCS KPOBHU, MPOTOYHOE (IIJIaBaIOIIEe)
HeHTpU(yrupoBaHue B IpaiueHTe INIOTHOCTH, IPOTUBOTOYHOE LIEHTPU(YTUPOBAHNE
(mpombiBaHuE) U GUIBTPAIUA.

3aM0pa>lmBaHne IJ1a3MBbI

44. Ilpouecc 3aMmopaxMBaHuUs M1a3Mbl HEIIOCPEACTBEHHO BIIUAET HA COXpaHEHUE OEITKOB
MJ1a3MbI U (JaKTOPOB CBEPTHIBAHUS.

JI71st MaKCUMaIbHOTO COXPAaHEHHUs coiepKaHus (PaKTOPOB CBEPTHIBAHUS 0011Iee BpeMs
3aMopakuBaHus 11a3Mebl 10 - 30°C He JoMKHO MpeBbIaTh 40 MUHYT.



3aM0pa>lmBaHne (KpHOKOHcepBI/IPOBaHI/Ie) KJIC€TOYHBIX KOMIIOHCHTOB

45. TloaroToBKy KJIETOYHBIX KOMIOHEHTOB K 3aMOPAKMBAHUIO IPOU3BOAT B ACENTUUECKUX
YCIOBUSIX.

46. KproKOHCEpBUPOBAHUE JOJKHO OCYILECTBISATHCS C UCIIOJIB30BAHUEM CIICIIUATIBHO
MpeHa3HAaYeHHOTO 000PYTI0BaHUS METO0M, Pa3PEIICHHBIM K TPUMEHECHHIO B YCTAaHOBJICHHOM
MOpPsJIKE.

47. JonmyctumMoe BpeMsi XpaHEHHUsI SPUTPOIIUTOB OT MOMEHTA MOJIYUYEHHUS J10
3aMOpPaKMBAHUS HE JIOJKHO MPEBBIIATH 5 CYyTOK.

48. TpoMOOIHTHI, TOTYyUYEHHBIE JIFOOBIM METOJIOM, JIOJKHBI OBITh 3aMOPOXKEHBI HE TTO3THEE
24 yacoB mocJe 3ar0TOBKH KPOBH OT JIOHOpa WM TpomboruTadepesa.

Pa3mopaxxuBanue (oTTanBaHue) U MOJ0TPeB

49. KoOMIIOHEHTHI JOHOPCKOM KPOBH JIOJKHBI Pa3MOpPaXKUBAThCA U MOIOIPEBATHCS 10
HEOOXOAMMOM TeMIIepaTyphl C UCIIOJIb30BAHUEM CIICIMATBHO PEeTHA3HAYEHHOTO 000PYI0BAHHUS.

NuaakTuBanug

50. B nensix obecnieueHus: 6€30MacHOCTH KOMIIOHEHTOB JOHOPCKON KPOBH JIOITYCKAETCsI
IpPUMEHEHUE METOJIOB MHAKTHUBAIIMH MMaTOTCHHBIX OMOJIOTMYECKUX areHTOB.

51. MeTo/ibl, IpUMEHsIEMBIC TTPH WHAKTUBAIIMU TTATOT€HHBIX OMOJIOTMYECKUX areHTOB,
JOJIKHBI 00€CTeurnBaTh COXpaHEHUE YPOBHS MOKa3aTesield OMOIOrnYecKOoi MOJTHOIICHHOCTH,
(GYHKIIMOHAIBHON aKTUBHOCTH U JIeueOHOM 3(h(PEKTUBHOCTH KOMIIOHEHTOB KPOBHU.

PeHTreHoBckoe 00Jy4eHue HJiu raMmMa-o0/y4eHne

52. Meton o0my4deHust AOHKEH 00ecieunTh 103y oT 25 10 50 ['peid.

53. Bpems 3KCNo3UIuK, yCTAaHOBIEHHOE I KaXA0T0 JIy4EBOIO HCTOYHUKA, TOJKHO
KOHTPOJUPOBATHCS UEPE3 MHTEPBAIBI, YCTAHOBICHHBIE B MHCTPYKIIUU MO IKCILTyaTalllu
(MpUMEHEHHUIO).

54. DputpouuTcoepKaliue KOMIIOHEHThI KPOBU MOTYT IOJBEPIaThCsl OOIYyUSHUIO HE
no3aHee 14 nHeil ¢ MOMEHTA NOIYYEHUs U XPAHUTHCS B TEUEHUE 28 THEU.

XpaHeHHEe JOHOPCKOH KPOBHU U €e KOMIIOHEHTOB

55. Ha Bcex sTanax nepepaOOTKH, XpaHEHUS! U TPAHCIIOPTUPOBKH JIOHOPCKOW KPOBH U €€
KOMIIOHEHTOB HEO0X0JMMO 00€CIIeUUTh:

1) napeHTUGUIUKALNIO TPOAYKTOB;

2) yCTaHOBJICHHBIE YCJIOBUS XPaHEHUS;

3) pa3aenbHOE XpaHEeHHEe KOMIIOHEHTOB KPOBH IO CTAaTyCy, BUIaM KOMIIOHEHTOB KPOBH,
rpynnaM kposu ABO u pe3yc-IpuHaaIexKHOCTH;

4) 3aIUTy OT MOBPEXKICHUS;

5) momenuBaHue TPOMOOITUTOB;

6) KOHTPOJIb YCIOBUI BHEIIHEH CpPEIbI;

7) perucTpariio JaHHBIX HAOI0ICHU.

TpancnopTpoBKa 10HOPCKOIi KPOBH M €€ KOMIIOHEHTOB



56. TpancnopTHpOBKa JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB JIOJ>)KHA OCYLIECTBIIATHCS B
CHEeUaTbHBIX TPAHCIIOPTHBIX TEPMOU3OJIALIMOHHBIX KOHTEHHEpaxX Wiu pedpuxeparopax ¢
cOOJII0/IECHUEM CaHUTAPHO- TUTUEHUYECKUX TPEOOBaHUI MPHU yCIOBUU 00€CTIEUeHHUsI COXPAHHOCTH
MPOAYKTa P TPAHCIOPTUPOBKE.

57. KpoBb 1 3pUTPOIUTCOACPIKAIIE KOMITOHEHTHI KPOBU BO M30€KaHKME TeMOJn3a MpH
TPAHCIIOPTUPOBKE HE JTOJIKHBI ITOABEPraThCs MEPEOXIIAKICHHUIO WIH IIEPETPEBAHUIO.
TpaHcnopTHpPOBKA JOHOPCKOW KPOBHU U IPUTPOLUTCOAEPKAIIMX KOMIIOHEHTOB KPOBH,
ocyliecTBisieMas B TeueHue MmeHee 30 MUHYT, MOYKET ITPOU3BOIUTHCS C UCIIOJIb30BAHHEM
TPAHCHOPTHBIX KOHTEHHEPOB, 00€CTIEUNBAIOIINX JOCTATOUHYIO U30TEPMUYHOCTD U U3OJISILIHIO.
[Ipu 6onee nIUTENBHON TPAHCTIOPTHPOBKE TOHOPCKON KPOBU M 3PUTPOLIUTCOACPKAIINX
KOMITOHEHTOB KPOBH C 1€JIbI0 00eCTIeueHusI H30TEPMHUUECKOTO PeXUMa B TPAHCTIOPTHOM
KOHTEHHEpe HEOOXOAMMO HUCIIONH30BATh AKKYMYJISITOPHI X0JI0Aa. Y CJIOBHUS TPAHCIIOPTUPOBKH
JIOJKHBI TApAHTUPOBATh, YTO B KOHIIE MAKCUMAJIBLHOTO MEproa TPAHCIOPTUPOBKHU
SPUTPOLIMTCOICPKAITUX KOMIIOHEHTOB KPOBH, paBHOr0 24 yacaM, TeMIieparypa BHyTpH
TPaHCHOPTHOT'O KOHTEWHEpa He T0JKHA npeBbimath + 10°C.

58. Ilpu TpaHCIOPTUPOBKE TPOMOOLIUTCOACPKAIINX KOMIIOHEHTOB JIOHOPCKOW KPOBHU
TeMIlepaTypa J0KHA MOAIEPKUBATHCS OJIM3KO K PEKOMEH0BAHHON TEMIIEpAType XpaHeHUs, U
MIPY MOJYYEHUU TaKU€ KOMIIOHEHTBI, €CJIM OHU HE TpeIHAa3HAUCHBI JIs1 HEMEJIEHHOTO JIe4e0HOT0
MIPUMEHEHUS, TOJKHBI OBITh IEPEHECEHBI AJI1 XPAHSHUSI IPYU PEKOMEHI0BAHHBIX YCIOBHSIX.

59. KOMMOHEHTHI IOHOPCKOM KPOBHU MPH TPAHCIIOPTHPOBKE HEOOXOIMMO 00eperaTh OT
BCTPSXMBAaHUS, yIAPOB U II€PEBEPTHIBAHUS.

60. [Ipu TpaHCcOpTHPOBKE MIa3Mbl JOJKHA MOJIAEPKUBATHCS TEMIIEpaTypa xpaHeHus. B
TE€YEHHE BCEr0 BPEMEHU TPAHCIIOPTUPOBKHU TEMIIEpATypa BHYTPHU TPAHCIIOPTHOTO KOHTEHEpa
(pedpmxeparopa) He qomkHA TOgHUMATECSA BhItie - 18°C. Eciu mpoayKT He OyJeT UCTIOIh30BaH
HEMEJJICHHO, HEOOX0IUMO Cpasy e MOMECTUTh KOHTEHHEPHI HAa XpaHEHUE B YCIOBUAX
PEKOMEHAYEMOM TeMIepaTyphl.

Brinyck roroBoii mpoayKuuu

61. Perienrie 0 TOAHOCTH KaXKI0M €IMHULIBI MPOAYKIIMH MPUHUMAETCS TOJIBKO MOCIIE
MIPOBEPKH:

1) uaeHTUGUKAIH TPOTYKTA;

2) pe3yabTaToB UCCIeA0BaHUs 00Pa310B JOHOPCKON KPOBH;

3) BHEUIHETO BU/A U IEIOCTHOCTU YIaKOBKH;

4) perucTpaliOHHBIX JAHHBIX 00 YCIOBHUSIX XPAHCHHS MPOTYKIIHH.

Peanm3zanusi roTroBOM NPOAYKIMHA

62. JloHOopcKasi KpOBb M €€ KOMIIOHEHTHI JJIsl KITMHUYECKOTO MCTIOIb30BaHUS BBIAIOTCS
opraHuzanusaMm (y4pexaeHHsIM), UIMEIOIIUM JTUIEH3UIO Ha OCYIIECTBICHNE MEIUITUTHCKON
NESITENHbHOCTH, CBA3aHHOM C BBITIOJHEHHUEM paboT (yciyr) mo Tpancdysuonoruu. KoMmoHeHTHI
JIOHOPCKOM KPOBH IIJIs1 TpaHC(y3Hil BBIIAIOTCS JTUILY, YIIOTHOMOUYEHHOMY JIe4€OHBIM
YUPEKICHUEM.

63. 3aka3 Ha BbIJJauyy JOHOPCKOW KPOBU U €€ KOMIIOHEHTOB MOAMUCHIBAETCS JIULIOM,
OTBETCTBEHHBIM 32 MPOBEICHUE MEPETMBAHUS KPOBH M €€ KOMIIOHEHTOB B JICUEOHOM yUPEKICHUH,
Ha3HAYEHHBIM B YCTAHOBJICHHOM ITOPSIIKE.

64. KOMIOHEHTBI TOHOPCKOM KPOBH ISl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
nepearoTCsl OpraHu3aIusIM, UMEIOITUM JIMIIEH3UIO0 Ha OCYIIECTBICHUE JIEITEIIbHOCTH 110
MIPOM3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB, IO JOTOBOPY.

65. CucreMa JOCTAaBKHU JJOHOPCKOM KPOBU U €€ KOMIIOHEHTOB JIOJIKHA 00ECIIeYNBATh



COXPaHHOCTb MPOAYKTA MIPHU TPAHCIIOPTUPOBKE.

66. 3anpeniaercs peaau3anus J0HOPCKOM KPOBU U € KOMIIOHEHTOB C IIeJIbIO
KIIMHUYECKOTO IPUMEHEHHS ¥ MPOM3BOICTBA JICKAPCTBEHHBIX CPEJICTB OpPTraHU3AIMSIM, HE
UMEIOIIMM COOTBETCTBYIOIICH JTUIICH3UU.



