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Beoaurcs Bnepsbie

Hactosmas o6mas ¢apmakoneiiHass craThsi paclpocTpaHseTrcs Ha
Ipenaparbl KpOBU YEJIOBEKA, ITOJIYUYEHHBIE U3 IIa3Mbl KPOBU 3/I0POBBIX JIOHOPOB,
COOTBETCTBYIOLIEH TpeOOBaHUSIM oC «I1nazma YyeJIoBeKa TS
¢paxuuonupoBanus». [IpenmapaTel KpoBH 4YeIOBEKa BBITYCKAIOT B JKMJIKOM WIIU
CyXOM BHJIE.

IIpenapatrsbl KpOBU Y€I0BEKA BKIIFOYAIOT:

- IIpenapaThl anbOyMUHA YEI0BEKa,

- IpenapaTrbl UMMYHOTJI00YJIMHOB YEJI0BEKA;

- mpenapaThl (PAKTOPOB CBEPTHIBAHHUS KPOBU, COJEpKalUe OIUH U3
(aKkTOpOB CBEPTHIBAHMS KPOBH HJIA UX KOMOMHAIUIO.

[IpemapaTsl KpoOBU 4YeNOBEKa IMOJYYalOT METOAAMH (PPaKIMOHUPOBAHUS,
Xxpomarorpaduu u Ipyrumu.

[Ipenaparsl KpOBU HE CoJiepKaT U AHTUOMOTUKOB U KOHCEPBAHTOB.

[MTPOMN3BOACTBO

JUIsT TpOM3BOJACTBA IPENAPATOB KPOBH YEJIOBEKAa MCIOJIB3YETCs IUIa3Ma
KPOBH 3J0pPOBBIX JIOHOPOB, cooTBeTcTByromas TpedoBanusam PC «llmazma
yelioBeKa A (PpaKIMOHUPOBaHUA». JIOHOPHI KpOBU M IUIa3Ma KPOBHU JIOJIKHBI
IPOXOJUTHh OOCIEOBAaHUE B COOTBETCTBHM C JACHCTBYIOIIMMU HOPMATHUBHBIMU
IIPaBOBBIMM JOKyMeHTaMH. Kaxnas MHAMBUAyanbHas IMOPLMSA IUIA3Mbl JOJDKHA
KOHTPOJIUPOBATbCS Ha OTCYTCTBHUE MapKepoB HHQEKUUH, NEPEHOCUMBIX IpHU
reMoTpancy3usix. lJis 3aroTOBKM IJ1a3Mbl KPOBH HEOOXOAMMO HCIIOJIb30BAHUE

Pa3pCHICHHBIX B YCTAHOBJICHHOM ITIOPAAKC I'CMOKOHCCPBAHTOB.



[Ipon3BoCTBO mpenaparoB KPOBH JOJKHO TapaHTUPOBATH COXPAHEHUE
CTPYKTYpbl W (YHKIIMH OCJIKOB KpOBH, OOECIEYuBaTh CHCIUDHUUECKYI0 U
BUPYCHYIO  0€30MacHOCTh  MpemapaToB M MCKJIOYaTh  KOHTAaMUHAIIUIO
YyKEPOJIHBIMUA ar€HTAMHU.

g npenoTBpamieHus IMONAJaHUus BHUPYCOB B TOTOBBIE JIEKAPCTBECHHBIC
(dbOopMBI TIpeAyCMaTPUBACTCS BBEJICHUE B TEXHOJOTHIO MPOU3BOJICTBA HECKOIBKUX
CTaauii BHUPYCHOW WHAKTHBALIMM W/WIM DSJIUMHHAIIMA BHUPYCOB, MJII KOTOPBIX
JIOKA3aHO CHUYKEHUE KOHIEHTPALIMU MOJICIIbHBIX BUPYCOB.

HUCIIBITAHUA

[Ipemnapatbl KpOBH YeIOBEKA, UCIOJIb3YEMbIE B JIEKAPCTBEHHBIX (hopMax st
napeHTepaIbHOIO0 MPUMEHEHUS, JOKHBI COOTBETCTBOBaTh TpeboBaHusM ODC
«JIekapcTBeHHBIE (DOPMBI ISl MAPECHTEPAIBHOTO MPUMEHEHHUS» IO TIOKa3aTelsIM
«CrepuinbHOCTBY, «lluporeHHOCThY», «bakTepualibHbIE SHAOTOKCUHBDY, «pH»,
«MexaHnnueckue BKJTIOUCHMUS (BUIHMBIE MEXaHUYECKHUE BKJIFOUCHHS ),
BBIJICP)KMBATh TPEOOBAHMS K BCIIOMOTATEIIbHBIM BEIIECTBAM.

Onucanue. [IpuBoauTcs OIIMCaHHuEe CBOMCTB COOTBETCTBYIOLLEHN
JIEKapCTBEHHOM (DOPMBI JISKAPCTBEHHOTO IIpernapara.

MopmuaHOCTL.  [IOATMHHOCTE  MOATBEPKIAIOT  HAJIUYHUEM  TOJBKO
CBIBOPOTOYHBIX OETKOB KPOBH YEJIOBEKA METOJIOM HMMYHODJIEKTpodopesa B refe B
coorBeTcTBHM ¢ ODPC «MMmyHO3IEKTpOoope3 B arapoBOM TIeje», METOJIOM
umMmyHo b dy3un B rene B coorBeTcTBUU ¢ ODC «UmmyHOauddy3us B resey,
pu HEOOXOIUMOCTH AKTUBHOCTHIO CIEIM(PUYECKOr0 KOMIIOHEHTa W JAPYTUMU
METOJaMHU.

Bpems MOJIY4YeHUS BOCCTAHOBJIEHHOI'O npemnapara (nas
JUOPUIN3UPOBAHHBIX  MpenaparoB). YKa3plBalOT BpeMs  PaCTBOPEHUS
npernapara, MPUBOAAT ONUCAHUE METOAWKUM C YKA3aHUEM [PUMEHSIEMOIO
pacTBOpUTEs, €ro 00beMa U YCIOBUN PaCTBOPEHUS.

Iloreps B Macce mnpM  BbICYHIMBAHMM WJIHM Boaa  (aJd
JUO(UIH3HMPOBAHHBIX MpeNnapaToB). YKa3bpIBalOT TPEOOBAaHUS K IMOTEPE B Macce

IIpU BBICYIIMBAHWU HJIM BOJC. OHpG,Z[eHeHI/IG IMPOBOIAT B COOTBCTCTBUU C ODC
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«IToteps B Macce npu BeicymnBaHumM» Ui B cooTBeTcTBUU ¢ ODC «Onpenenenue
BOJIbD».

N3Baekaemplii  00beM (IJ  KHAKHX  JIeKAPCTBEHHBIX  (hopm).
W3Bnekaemblii 00bEM JOKEH OBITh HE MEHEE HOMHHAJIBHOTO U JOJDKEH
COOTBETCTBOBaTh TpPeOOBaHUSAM, YKa3aHHbBIM B (apMakONEHHBIX CTaThsX.
Omnpenenenue npoBoAsT B cooTBercTBUU ¢ ODC «3Bnekaembiii o0beM st
JIEKapCTBEHHBIX (JOPM U1 MAPEHTEPATBHOIO IPUMEHEHUS.

Benok. VYkazpiBaloT TpeOoBaHusl coiepxkaHus Oenka. OrnpeneneHue
IPOBOJAT NOAXOAAIMM METOAOM B cooTBeTCTBUU ¢ ODPC «Onpenenenue Oemnkay.

daekrpodopernyeckasn OTHOPOJAHOCTH (31ekTpodoperndecKkui
coctaB). YKaspIBalOT TpeOOBaHUS  AJIEKTPOPOPETUUECKOH  OJAHOPOIHOCTH
npernaparoB  anbOyMMHa U HUMMYHOINIOOYNIMHOB. VcmblTaHust TNpPOBOJSAT B
coorBeTcTBUM ¢ ODPC «OnpeneneHrne 0THOPOAHOCTH JIEKAPCTBEHHBIX MPENAPATOB
U3 CBIBOPOTKHU KPOBH UE€JIOBEKa M )KMBOTHBIX METOJIOM 3JIEKTpodope3a Ha TIEHKaX
U3 alerara LUeJUII0JIO3bD.

Conenuduyeckasi AaKTHBHOCTH (KpoMe IpenaparoB ajdbO0OyMHHA).
VYka3bIBalOT coepxkaHue crennpuueckoro komnonenrta. OnpezeneHue TpoBOAST
0 METOJIUKEe, YKa3aHHOM B ¢apMakonerlHoil cTaThe, C HCIOJIb30BAHUEM
COOTBETCTBYIOIIMX CTaHAAPTHBIX 00PA3LOB.

BupycHas 6e301acHOCTD

IToBepxHocTHBIM aHTHreH BuUpyca rematura B (HBsAg). [Ipenapar ne
JOJDKEH COZEpPKaTh MNOBEPXHOCTHOIO aHTUI€Ha BHpyca renatuta B. Onpenenenne
IPOBOJSAT HUMMYHO(PEPMEHTHBIM METOJOM C HCIOJb30BAHUEM TECT-CHUCTEM,
pa3penIeHHbIX K MPUMEHEHUIO B ITPAKTUKE 3/IpaBooXpaHeHus: Poccuu n umerommx
yyBcTBUTENbHOCTh He Hibke 0,1 ME/Mi B cOOTBETCTBHM C MHCTPYKUUSIMHU IO
MIPUMEHEHUIO.

AHTHTesa K BHpycy rematura C. Adturena k Bupycy rematuta C
JOJDKHBI OTCYTCTBOBaTh. OmpeielieHne NpoBOAST UMMYHO(PEPMEHTHBIM METOAO0M

C HCIOJb30BAHUEM TCECT-CUCTCM, PA3PCHICHHBIX K IIPHUMCHCHHUIO B IIPAKTHKC



3npaBooxpanHeHuss Poccum u  umeronux  100%  9yBCTBUTENBHOCTH U
CHEU(PUYHOCTh B COOTBETCTBUU C HHCTPYKLHUSAMU IO IPUMEHEHHUIO.

AHTHTeJIa K BUpPYCY MMMYHoAepuuuTa yeiaoseka (BUY-1u BUY-2) u
antured p24 BUY-1. [lpenapar He OOMKEH cOAEpKaThb AHTUTENl K BHUPYCY
uMmyHo euiuta denoBeka (BUY-1 u BUHUY-2) u amturen p24 BUHUY-1.
Omnpenenenre NPoOBOIAT UMMYHO(PEPMEHTHBIM METOJIOM C UCTIOJIb30BAaHUEM TECT-
CUCTEM, Pa3pELICHHBIX K MPUMEHEHHUIO B IIPaKTUKE 3ApaBooxpaHeHuss Poccun n
umeromux 100% 4YyBCTBUTENBHOCTh U CHELHM(PUYHOCTH B COOTBETCTBUU C
MHCTPYKLHUSAMU IO IPUMEHEHHIO.

YnakoBka u MapkupoBka. [lepBuyHas ynakoBka JoJKHa OOecleuuBaTh
COXpaHEHUE 3asBJICHHBIX CBOMCTB MpernapaTa B TE€UEHUE PEriaMeHTHPOBAHHOTO
CpOKa TOJIHOCTH M OBITh pa3pelleHa JUIsd YNaKOBKH JIEKApCTBEHHBIX CPEACTB IpHU
COOTBETCTBYIOIIIMX  METOJAaX MX  BBEIEHHMA. Bwmectumocts ee  mid
AMO(QUIN3UPOBAHHBIX MpENapaToB, Kak MpPaBUJIO, JOJKHA OOECIeunBaTh
BO3MOKHOCTb BHECEHHMsS] PErJIAMEHTUPOBAHHOTO 0OBEMa pPACTBOPUTENS U
MOCJIETYOUIEr0 MOJHOLUEHHOT0 EPEMEIIUBAHUS COJIEPKUMOTO.

Ha mnepBHYHOIl YNAakOBKE YKa3bplBalOT HAaWMEHOBAHME JIEKAPCTBEHHOIO
npernapara, HaMMEHOBAaHWE WJIHM JIOTOTHUII IIPOU3BOAMTEINSA, HOMEpP CEPHUH, AATY
IIPOU3BOJICTBA, JATy HUCTEUEHUsl CPOKa TFOJHOCTU (KTOAEH A0»), NO3HPOBKY HIIU
KOHLIEHTPALUIO, WX AKTUBHOCT.

Ha notpeOurenbckoil (BHELIHEH) YMAKOBKE YKa3bIBalOT HAaWMEHOBAHHE
JIEKapCTBEHHOI'0  Ipernapara, HAauMEHOBAaHWE W aJpec  MPOU3BOAMUTENI,
JIEKapCTBEHHYIO (hOpMY, HOMEpP CEpuUH, 1aTy MPOU3BOJICTBA, AaTy UCTEUEHUS CPOKa
TOJHOCTH («TOJEH J0»), CIOCO0 MPUMEHEHMS, JTO3UPOBKY WM KOHIICHTPAIHIO,
WIM aKTUBHOCTh, HMH(POpPMAIMIO O COCTaBe, KOJUYECTBE JIEKAPCTBEHHOI'O
npernapara B yIAaKOBKE, YCJIOBMS XpaHEHUs, YCIOBUA OTIyCKa, HOMeEp
PErHCTPALlMOHHOIO  YJOCTOBEPEHHUs, IUTPUXOBOM KOJ, MPEeayNpeauTeIbHbIE
HAJIKCH.

[Ipy  BiIOXKEHMM B  NOTPEOUTENbCKYHO  (BHEIIHIOK)  YIAKOBKY

JIOTIOJIHUTEJIbHBIX KOMIIOHEHTOB (pacTBOPUTEIh JTUODUIN3UPOBAHHOIO TMpenapara
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yYKa3bIBaIOT HAWMMEHOBAHME JOMNOJHUTEIBHOTO KOMIIOHEHTA, KOHIIEHTPALUIO,
uHpOpMaIMIO O cOCTaBe, 00beM, HoMep cepud. Ilpu BIIOKEHMH JO3UPYIOLIMX
YCTPOMCTB, M3ACIUA MEAMIIMHCKOTO HAa3HAYeHWs W JIp. Ha MOTPeOUTETbCKOU
(BHeIIHEH) yIaKOBKE JOMOJIHUTEIBHO YKa3bIBAIOT CBEACHUS 00 X HAJTMUUH.

Ha BTOpuuHyI0 (IOTpPEOMTENBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX CpPEJNCTB,
JIOJDKHA HAHOCUThCS HaAnuch: « AHTtuTena kK BUU-1, BUY-2, k Bupycy renarura C
Y ITIOBEPXHOCTHBIM aHTUI'€H BUpYyCa renatura B oTcyTCcTBYOT.

XpaHeHue. XpaHAT B 3alIUIIEHHOM OT CBETAa MECTE IIPU TeEMIEpaType OT 2

1o 8 °C, ecnv HET JpYyrux yKa3aHuW B (papMaKoINeitHOM cTaThe.



