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HacTtoauiaa dapmakoneiHas cTaTbs pacnpocTpaHseTcs Ha nnasmy ansa GppakuMOHUpPOBaHUA,
NpeACTaBAAOWY0 COHOM KUAKYIO YacTb KPOBWM YeN0BEKa, OCTAIOLLYIOCA MOC/e OTAeNEHUA KAETOUYHbIX
3/1eMEHTOB KPOBM, 3aroTOBAEHHOW C aHTUKOoaryisaHTom. Maasmy ana GpakuMoHMPOBAHMA NOAy4YatoT U3
LEeNnbHOM KPOBW YyesioBeKa meTogamu LeHTpudyrmpoBaHusa, adepesa wm ap. MNnasma yenoBeka ajs
dpPaKUMOHUPOBAHMA HE A0/XKHA COA4EPKaTb aHTUBaAKTEPUAbHbIX U NPOTUBOTPUBKOBLIX CPEACTB.

Nnasma 4yenoseka A4nAa d)paKLl,MOHMpOBaHMFl MCNnosab3yeTcA B Ka4yecTtBe Cy6CTaHLI,MM Aana
npon3BoACTBa NpPenapaToB KPOBK Ye/10BEKaA.

JdoHopbl. [na npov3BOACTBa N/Ia3mbl KPOBWM 4enoBeKa MOXKeT 6biTb MCMNo/b30BaHa Mnasma
300pOBbIX AOHOPOB, OTOBpPaHHbIX MO pesyabTaTaM MeAUUMHCKOro o6cnefoBaHuA,  M3yyeHus
MeAMLMHCKOro aHamHesa M NabopaToOpPHOro MCCNef0BaHUA KPOBM B COOTBETCTBUM C TpeboBaHMAMM
AeNCTBYIOLLMX HOPMATUBHbIX NPABOBbIX aKTOB.

3aperncTpmMpoBaHHble AaHHble A0J/IKHbI 06ecneunTb UAEHTUOUKALMIO U MPOCIEKMBAEMOCTb
[OHOPA, KaXKAOM eAMHULbI M1a3Mbl, BKAKOYEHHOW B MyJ, @ TaKXKe CBA3AHHbIX C HUMKU 06pasuoB A/
NabopaTopHbIX UccnesoBaHUM.

NHaomBuayanbHaa eguHWua nnasmbl. MHAMBMAYanbHaa eauHUMUA MAasmbl  noasepraetca
0653aTeNbHOMY TECTMPOBAHMIO Ha OTCYTCTBME MNOBEPXHOCTHOrO aHTUreHa BMpyca rematuTa B, Ha
aHTUTEeNna K supycy renatmta C, aHturenHy p24 BWY-1, aHtMTena K BWUY-1, BUY-2, aHTMTEna K
BO3byauTento cudmnmnca. Ob6pasupbl NAasmbl C OTPULATEIbHBIMU PE3yIbTaTaMU TECTOB 0ObEAUHAIOT B
MWHUMYAbl U NOABEPFratOT UCCAEA0BAHMIO HA HAIMYME HYKNENHOBBIX KUCNOT BUPYCOB MMMyHoAednumMTa
yenoseKa, Bupycos renatntos B n C. MNpu NoNoKnTenbHbIX pesynbTaTax TECTOB N1a3My TakUX AOHOPOB
6PaKYIOT U YHUUTOXKAIOT.

3aroToBKa naasmbl. [1asma, npegHasHayeHHaa AaA BblaeneHusa nabunbHbix 6enkos (pakTopos
CBEPTbIBAHMA KPOBM), AO/IKHA ObITb 3aMOPOXKEHA A0 TeMnepaTypbl MUHYC 25 °C u HUXKe He no3aHee 24
4 nocsae goHauuu.

Mnasma,  npegHasHayeHHaa A4S BblAeNEHNs  CTabunbHbiX  6enkoB  (anbbymuH,
MMMYHOTN06YNUHbI), NoNyYeHHan adepe3om, A0KHa BbiTb 3aMOPOXKeEHa 40 TemnepaTypbl MuHyc 20 °C
N HUXKe He nosaHee 24 4 nocae AoHaLMK, a NOAyYeHHaa MHbIMK cnocobamu Ao TemnepaTtypbl MUHyC 20
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°C Y HUKe He no3aHee 72 4 nocne AoHaUuu.

[nA 3aroToBKM KPOBM M €e KOMMNOHEHTOB UCMO/Ib3YOT NOJIMMEpPHbIE KOHTEMHEPLI O4HOPA30BOroO
NPUMeEHEHMA, COOTBETCTBYIOLWME YCTaHOBAEHHbIM TPeboBaHUAM. YNaKOBKA A0NKHA ObITb repmMeTUYHON
AN UCKNOYEHUA KOHTaMUHAUMM MUKPOOPraHM3MamMu.

KapaHTuHM3auma. UHaMBMAyanbHble eAMHWUUBI NAa3Mbl MOABEPratloTcad KapaHTUHM3aUMK B
COOTBETCTBUM C AEWCTBYIOWMMM HOPMATUBHLIMU MPABOBbIMM aKTamu. [pu BbIABAEHUM Yy [AOHOPa
reMOTPaHCMMUCCUBHBIX MHOEKUMIn B Nepuoj, KapaHTMHM3aLUMK WAM Ha/MuMM B KPOBM [OHOpa no
MCTEUYEHUW  CPOKA  KapaHTUHM3aUMM  cneumduueckmx M HecrneumdUUeckMx  MapKepos
reMoTPaHCMMUCCUBHbBIX MHOEKUMIM, 3aMOPOXKEeHHas Naasma, 3aroToB/IEHHas OT AOHOPa, AO/KHA bObiTb
M30/IMPOBaHa, NOABEPrHyTa AEe3UMHPEKUMUM U YTUAU3MPOBAHA C 06A3aTeNbHOW peructpaumert 3Toi

npoueaypbl.

Mepen ¢opmMpoBaHMEM MPOU3BOACTBEHHOro nysa (3arpysku) WMHAMBUAYaNbHbIE eAWHWULbI
naasmbl 06begMHAIOT ANA NPOBEAEHWUs UCMbITaHMA NO nokasatensm. KoanyectBo ob6beamMHAEMBbIX
WHAMBUAYANbHbIX €AUHWL, YKa3bIBAOT B HOPMATUBHOMN AOKYyMeHTaumu. Mpun nponssoacTse NpenapaTos
KPOBW MPOU3BOACTBEHHbIN Ny (3arpy3ky) nna3mbl 0653aTeNbHO TECTUMPYIOT Ha aHTUreH p24 BUY-1 u
aHTuTena K BUY-1, BUY-2, Ha aHTMUTeNna K BMpycy renatuta C, NMOBEPXHOCTHbIM aHTUIEH BUPYCa renatuTa
B, Bo3byauTtenb cuduamca MMMYHONIOTUYECKMMU METOAAaMM M Ha HalMuMe HYKJIEUHOBbLIX KUCIOT
BMPYCOB MMMYyHOgedbMLMTa YeNOBEKA, BUPYCOB renatntos B u C.

PesynbTaTbl TECTMPOBAHWA MPOM3BOACTBEHHOrO My/aa MO BUPYCHOW 6e30nacHOCTU Maasmbl
OOJ/IKHbI 6bITb OTPULLATENBHbBIMMU.

Konnyecteo obbegmHAeMbIX WHAMBUAYANAbHbLIX €AUHWUL, MAa3Mbl YKasblBalOT B HOPMaTUBHOM
OOKyMeHTauuu.

NCMbITAHNE

OnucaHune. B 3aMOpPOXKEHHOM COCTOSIHUK - NJI0THaA 3aTBepAeBLUan Macca »enTosartoro usera. [Jo
3aMOpa*KMBaHMA M NOC/e pasMopaxknBaHua (OTTanBaHKUA) - Npo3padvHasn WaM Caerka onanecumpytollas
XNOKOCTb OT CBET/IO-}KENTOro A0 3e/1eHOBaTOro LBeTa. He AonycKaeTca Haanume MyTu 1 X10Mbes.

MpumevaHue

OTTaMBaHWe MHAMBUAYaNbHbIX e4MHUL, MNasmbl NpPoBOoAAT npu Temnepatype (35 - 37) °C B
TeyeHue 15 muH.

MoAannHHoCTb (BMAoCneumdbuYHOCTL). NMoaTBEepKAaeTCA HaMYMeM NPOCAEKMBAEMOCTM LOHOPOB,
rapaHTMpPYOLWMX Ye/I0BEYECKYIO MPMpoAy Naa3mbl YeNoBeKa 418 GPaKLMOHUPOBAHUA.

FemnurmeHTbl. ONTUYECKasa MNAOTHOCTb MCMbITYEMOro pacTBopa fo/KHa ObiTb He 6onee 0,25.
OnpegeneHue nposoasT B cootseTcTBMM ¢ ODPC "CnekTpodoTomeTpua B yabTpadMoNeToBOM U BUAUMOM
obnactax" B KloBeTax c ToAWwMHOM cnost 10 mm npu anvHe BosiHbl 403 HM OTHOCUTENIbHO BOApbI.

MpumevaHue

MoarotoBKa wmcnbiTyemoro obpasua. Ucnbityembliit obpasel, naasmbl Ana GppakLuMOHUPOBAHMSA
pa3eoaaT 0,9% pacTBOPOM HaTPMA X10pMAa B COOTHOLEHNUN 1:4,

pH. Ot 6,5 oo 7,5. UcnbiTaHMe NpoOBOAAT NOTEHLLUOMETPUYECKMM MeTo40M B cooTBeTcTBUM ¢ ODPC
"MoHomeTpmAa", Mcnonb3ya PasMOpPOIKEHHYIO M1a3my.

CrepunbHocTb. [nasma gonXKHa 6biTb cTepuabHON. UcnbiTaHne npoBoaAaT B cooTBeTcTBUM ¢ OPC
"CrepunbHocTb". MeToa onpeneneHuns yKasbiBaloT B HOPMATUBHOM AOKYMEHTALUMN.
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CopepxaHue benka. He meHee 50 r/n. OnpeaeneHne npoBOAAT MNOAXOAAWMM METOAOM B
cootBeTcTBMM ¢ OPC "OnpeaeneHne benka".

Cneumndunyeckas akTMBHOCTb. B niasme yenoBeka ana GpakUMOHMPOBAHUA, UCNOSIb3yeMon ana
Npon3BOACTBA MpenapaTtoB MMMYHOI/106yAMHA YesioBEKa HOPMaJiIbHOro, YKasbiBalOT KOJIMYECTBEHHOEe
coaepXaHue aHTMbaKTepuanbHbIX aHTUTEN (MMHMMYM NPOTMB  OAHOrO  BO3byauTena) wu
NPOTUBOBUPYCHbIX aHTUTEN (MUHUMYM NPOTUB OAHOrO BO36yauTens).

B nnasme venoseka Ana GpakUMOHUPOBAHMA, UCMONAb3YyeMOM A1 MPOM3BOACTBA Mpenapartos
UMMYHOTN0BYNINHOB  4YenoBeKa cneuMduyeckoro U cneumanbHOro  HasHayeHua,  yKasbiBaloT
KONMYeCcTBEHHOE codep’kaHue crneundudeckux aHtuten. OnpeaeneHve NposBogAaAT No mMmetoamke(am),
yKa3aHHOW(bIM) B HOPMaTUBHOM AOKYMEHTaLMM C UCMNO/b30BaHMEM CTaHAAPTHbIX 06pa3LoB.

B nnasme gns GppakumMoHMPOBAHMA, UCNONb3yeMON ANA NPOM3BOACTBA NPenapaToB NabubHbIX
6enkoB (dbaKTopbl CBEPTbIBAHWSA KPOBM), NPOBOAAT onpedeneHWe akTmusHocT ¢akTopa VIII B
cooTBeTcTBUM ¢ ODC "OnpepeneHne akTMBHOCTM GaKTOPOB CBEPTbIBAHMA KPoBKM". AKTUBHOCTb daKTopa
VIII gonkHa 6biTb He meHee 0,7 ME/mn. UcnbiTaHne npoBoaaT B obbeanHeHHOM npobe, coaepskallen
He meHee 10 HaMBMAYANbHbBIX eANHUL, NAA3MbI.

BupycHas 6e3onacHOCTb

MoBepxHOCTHbIA aHTUreH (HBsSAg) ¥ HykneuMHoBaa KucioTa Bupyca renatuta B. [JOnXHbl
oTcyTcTBOBaTh. ONpeaeneHne NPoBOAAT MMMYHONOTMYECKUMN METOAAaMN U MeTOAaMMn amnanduKkaumm
HYK/IEMHOBbIX KUC/IOT COOTBETCTBYIOLWEN YyBCTBUTE/IbHOCTM C TECT-CMCTEMaMKM M Habopamn peaKTMBOB,
paspeLweHHbIMU K MPUMEHEHUIO, B COOTBETCTBMU C NPUIAraeMbiMM K HUM MHCTPYKLUAMM.

AHTUTENa K BUpYycy MmmyHoaedunumuTa yenoseka (BUY-1, BUY-2) n HyknenHoBas KMcnoTa Bupyca
uMmyHoZedbuLmTa Yenoseka. [lonKHbl oTcyTcTBOBaTL. OnpeaeneHne NPoBOAAT MMMYHOI0TMYECKUMMU
MeToZaMM U MEeToAaMM aMNANPUKALMM HYKNENHOBBIX KMCAOT COOTBETCTBYHOLLEN YyBCTBUTENbHOCTU C
TecT-cucTeMamnM W Habopamu pPeakTUBOB, pa3pelleHHbIMW K MPUMEHEHWUI0, B COOTBETCTBUM C
npuiaraembiMm K HUIM MHCTPYKLUAMM.

AHTMTena K Bupycy renatuta C M HykneumHoBas Kucnota Bupyca renatmta C. JOAXKHbI
OTCyTCTBOBaTb. OnpeaeneHme NPOBOAAT MMMYHONOMMYECKUMMU METOAAaMMU U METOLaMMN aMNIMbUKaLUK
HYK/JIEMHOBbIX KMCAOT COOTBETCTBYIOLLEN YYBCTBUTENBHOCTU C TECT-CMCTEMAaMK U Habopamu pPeakTUBOB,
paspeLleHHbIMWN K MPUMEHEHUIO, B COOTBETCTBUM C MPUAAraeMbiMM K HUM MHCTPYKLMAMM.

AHTUTENa K BO36y,EI,MTF_‘!'IIO cmd)vmmca. Mnasma He JOMKHA coaepXaTb aHTUTEN K BO36yAMTe}'HO
cmcbvmmca. Onpe,a,eneHme npoBoaAT MMMYHONOTN4EeCKMMMU MmeTogamun COOTBETCTBleU.I,EVI
4yBCTBUTE/IbHOCTU C KOMMepPYECKNMU ANArHOCTUYECKMMU Ha6opa!vw| n TeCT-CUCTemMamy,
pa3peweHHbIMUN K NTPUMEHEHUIO B P®, B cooTBETCTBUM C npunaraeémbiMn K HUM MHCTPYKUUNAMMU.

YnakoBKa M MapKMpoBKa. [MepBMYHasA ynakoBKa (MOJMMEpPHble KOHTeliHepbl O4HOPa30BOro
NPUMeEHEeHWA) A0NMKHA ObITb repmeTUUYHOM, obecneynBaTb COXpaHeHWe 3aAB/IEHHbIX CBOMCTB M1a3Mbl B
TEeYeHWe pPernameHTMPOBAHHOIO CPOKa TFOAHOCTM M paspelleHa K NPUMEHEHWMI0 A/1A YNaKOBKM
NleKapCTBEHHbIX CPeacTs.

Ha sTukeTKe ynakoBKM yKa3blBalOT HAMMEHOBAHME M aApec OpraHn3aunn SOHOPCTBA KPOBU U ee
KOMMOHEHTOB, MAEHTUPUKALMOHHBIN HOMEpP M AaTy AOHAUWUK, AATy NPOU3BOACTBA eANHULbLI Naa3Mbl (B
Cnyyae, KOrga He COBMAgaeT C AaTol AOHaUMKM), ATy OKOHYaHMA CPOKa XpPaHeHWs, HanmMeHoBaHWe
aHTUKOArynsaHTa U (Mnun) o6aBoOYHOro pacTBopa, HaMMeHOBaHME KOMMOHEHTA KPOBKU, 06BEM UM Maccy
niasmbl KPOBM IMOO KOMMNOHEHTOB KPOBW, YC/I0BUS XPaHEHMA (C yKasaHMeM TemnepaTypbl XpaHeHus
naasmbl Ana MNPOM3BOACTBA NPEnapatoB NabuabHbIX WAM CTabuibHbIXx 6enKkoB), yKasaHMe Ha
AONONHUTENbHYI0 06paboTKy (06ydyeHune, dUAbTPaLMIO, MHAKTUBALMIO), Haanuck "AHTUTena K BUY-1,
BMY-2, K Bupycy renatmta C M NOBEPXHOCTHbIM aHTUreH BUpyca renatuta B oTtcytcTBytOT".
[JononHMTeNbHO BO3MOXHO YKasaHuwe rpynnbl Kposu ABO, pesyc-pakTtop U MHAMBUAYA/bHbINA Kopg,
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AoHopa.

TpaHcnopTMpoBKa M xpaHeHue. [lnasma 4ana  GpakUMOHMPOBAHMA, UCMONb3yemasa AanA
Nnpou3BoACTBa NpPenapatoB CTabunbHbiXx 6e1KoB (aNnbbyMUH, MMMYHOMNOBYIMHBI) - NPU TemnepaTtype
MUHYC 25 °C M HUXKe, B cneumanbHbix pedpukepatopax (Kamepax, moaynsax), ob6opynoBaHHbIX
OATYMKAMM U PETUCTPUPYIOLLUMU TEMMEPATYPY YCTPONCTBAMM.

Mnasma ana GpakUMOHMPOBAHUA, UCMOAb3yemaa ANA NPOU3BOACTBA MpenapatoB MabunbHbIX
6enKkoB (dpaKTopbl CBEPTbIBAHUA KPOBWU) - NpKn TemnepaTtype muHyc 30 °C 1 HuxKe.




