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MpunoxeHune 14

MpousBoAcTBO NeKkapCTBEHHbIX CPeACTB U3 KPOBU UMK NNa3Mbl YeroBeka

TepMVIHbI n onpeapeneHunsa

KpoBb (blood): LienbHasi kpoBb, 3aroToBneHHas oT ogHOro goHopa u obpabotaHHasa Anga nepenusea-
HWUS N danbHenLwero NponM3BoaCcTBa.

KomnoHeHTbl KpoBu (blood components): Vcnonb3yemble ans ne4vebHbix Lenen coctaBnsiolime
KpOBU (3pUTPOLMTBI, NENKoUUTbI, Nnasma, TpoMboLUuTbl), KOTOPbIE MOTYT ObITe NPUrOTOBMNEHBLI LIEHTPUMYrmn-
poBaHueM, unbTpaLmen n 3amopaxxuBaHMeM ¢ UCNONb30BaHMEM METOLOB, YCTaHOBMNEHHbIX B GaHKe KPOBU.

OpraHusauusa no B3sATUIO U NpoBepKe KpoBu (establishment): opraHusaums, koTopasi oTBe4aeT 3a
nobor acnekT B3ATUA U NPOBEPKM JOHOPCKOW KPOBM UNN KOMMOHEHTOB KPOBU HE3aBUCMMO OT UX AanbHewn-
Lwero npegHasHayeHus, a Takke 3a ux 0bpaboTKy, XpaHeHWe 1 NOCTaBKy B cCrny4dae, korga oHW npegHasHa-
YeHbl Ana TpaHcdy3mn. ATOT TEPMMH HE pacnpocTpaHAeTcs Ha GaHkM KpoBu B BonbHMLUAX, HO pacnpocTpa-
HSIeTCS Ha opraHu3aumu, B KOTOPbIX NPOBOAAT nna3madepes;

MNpenapaTtbl kpoBu (medicinal products derived from blood or plasma; blood product®): JlekapcTeeH-
Hble cpeacTBf, nonyyaemst n3 KpoOBU MNK NNas3mel YeroBeka.

dpakunoHMpoBaHue, npeanpusaTtue no dpakumoHmpoBaHuto (fractionation, fractionation plant):
TexXHoMnormdeckun npouecc (NpegnpuaTne no pakuMoOHNPOBaHMIO), BO BPEMSI KOTOPOro BbIAENSAT KOMMO-
HEHTbI NNasmbl C MOMOLLBIO Pa3NUYHbIX OU3NYECKUX U XUMUYECKNX METOLO0B, HAanNpuMep, OCaxXaeHue, Xpo-
mMartorpadwusi.

INekapcTBeHHble cpeacTBa, NoflyyaeMble U3 JOHOPCKOM KpoBM unu nnasmbl (medicinal products
derived from human blood or human plasma): nekapcTBeHHble CpeAcTBa OCHOBE KOMMOHEHTOB KPOBW, NPO-
n3BeaeHHbIE NPOMbILLNEHHBIM CNOCOOOM Ha rOCYAapCTBEHHbIX UM YACTHbIX NPEeaNpUSTUSX.

Mna3ma gnsa dpakumoHnpoBaHus (plasma for fractionation): xxmgkas 4yacTb AOHOPCKOW KPOBU, KOTO-
pas ocTaeTcs nocne OTAENeHWs KNeTOYHbIX KOMMOHEHTOB KpPOBW, OTOOGpaHHas B KOHTEMHEep C aHTukoary-
NAHTOM, MO0 KOTOpas OCTaeTcs Nnocrie cenapauum ¢ NOMOLLBI HEMPEPbLIBHOM UNbTpaLmMn unu ueHTpudy-
rMPOBaHUSA KPOBWU C aHTMKOArynsiHTOM BO BpeMsi npouecca adepesa. [Mnasma gna dpakumMoHMpoBaHUS
npegHasHa4eHa Onsg NpousBoACTBa NEKapCTBEHHbIX CPEACTB, NOMyvyaemblX U3 Nrasmbl, Hanpumep, anboby-
MWHa, (PaKTOPOB CBEPTLIBAEMOCTU U MMMYHOINOGYNMHOB YenoBeka, KOTopble onvcaHbl B [0CyaapCTBEHHOW
dapmakonee Poccuinckon degepauyuu.

OcHoBHOe gocbke Ha nna3my (Plasma Master File): oTgenbHbIi AOKYMEHT, KOTOPbIA HE BXOOUT B pe-
rMCTPaLMOHHOE A0CbE Ha NeKapCTBEHHOE CPEACTBO. ATOT AOKYMEHT COOEPXUT BCO HEOOXoaumyto noapo6b-
Hyt0 MHAOPMALMIO B OTHOLIEHUU XapaKTepUCTUK LIeNbHON JOHOPCKOW MrasMbl, UCMONb3yeMOWN Kak UCXon-
HbIA MaTtepman n/vunun ceipbe ANa NPOM3BOACTBA NPOMEXYTOYHBIX (bpakuuin, BCOMOraTernbHbIX BELLECTB U
aKTUBHbIX (hapMaLeBTUYECKUX CYDOCTaHUUN, KOTOPbIE ABNAKTCA YACTbio Ma3Mbl, NIEKAPCTBEHHbIX CPEACTB
UNU MeOULMHCKUX N3OENnN.

obpaboTka (processing): Nobon 13 3TanoB NONy4eHUs KOMNOHEHTOB KPOBW, KOTOPbLIV OCYLLECTBNSAET-
Cs nocne B35ITUSA KPOBM Mnepep NnoflydeHNeM KOMMOHEHTa KPOBU, HanpuMmep, cenapauusi U 3amopaxuBaHue
KOMMOHEHTOB KpoBW. B HacTosilem npunoxeHnn nog obpaboTKon AOMOMHUTENBHO MOHUMAIOT BbIMOSHAE-
Mble B OpraHu3auusix No B3ATMIO KPOBM OMepauun, KOTopble SBMAIOTCH cneunduyeckuMmm gns nnasmbl, Uc-
nonb3yemon Ans ppakuMoHNpOBaHMS.

YnonHomouyeHHoe nuuo (qualified person): cm. npunoxexue 16 K HacTosAWwemy CTaHAapTy.

OTtBeTcTBeHHOe nuuo (Responsible Person): cneuvanbHO Ha3Ha4YeHHOE NUUO B OpraHusaumm no
B3SITUIO U MPOBEPKE KPOBU, KOTOPOE HECET OTBETCTBEHHOCTD 3a:

- obecneyveHme TOro, YTO KPOBb MMM €€ KOMIMOHEHTbI Obinn B3AThHI U NMPOBEPEHbI B KAXAOW €AnHMuLE
He3aBMCMMO OT MX MpefHa3HavyeHus, a TaKkke 3a TOo, YTo (B crnyvae npegHasHavyeHusa ans tpaHcdysmm) mx
0bpaboTka, xpaHeHue M OTNycK Obinv Npou3BedeHbl B COOTBETCTBMM C 3aKOHOOATENbCTBOM Poccuiickon
depepauymuy;

- NpefocCTaBneHne YNorHOMOYEHHbIM befeparnbHbiM OpraHam UCMONHUTENbHOM BracTu Heobxoau-
MOW MHCpOPMaLMKN OTHOCUTENBHO NPEANUCAHNIA, Pa3peLLEHWUA, akKpeauTaLumm nnm NMuLeH3npoBaHus;

- BbIMOJSIHEHME B OpraHu3auuu no B3ATUIO U MPOBEPKE KPOBU BCceX TpeboBaHMI 3akoHOAaTenbCcTBa
Poccunckon ®egepaumn.

OTBETCTBEHHOE NMMLO OOMKHO CMEeAYLLYI0 KBanndukaLlmio 1 onbiT paboTbl:

- UIMETb BbICLLEE MEAMLMHCKOE Unn buonornyeckoe obpasoBaHue;

- UIMETb CTaX paboTbl HE MeHee [BYX JIET B OOHOW MM HECKOJTbKMX OpraHmn3auumsx no B3sATUIO U Npo-
BEPKE KPOBM, OCYLLECTBMAOLMX 3a60p U (Mnn) UCMbITaHNST KPOBW YENOBEKa, €€ KOMMOHEHTOB, UMK UX MOY-
YeHue, XpaHeHne n pacnpegenexHue.

nporpamma ppakLMOHMPOBaAHUA NO JOroBopy AnsA TpeTbux ctpaH (third countries contract frac-

" OnpedeneHue daHo o Jupekmuse EC 2002/98/EC (npum. paspabomyuka cmpaHdapma).
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tionation program): cdpakunoHMpoBaHMe NO JOrOBOPY Ha NPeAnpuUATUN Mo PPaKLMOHMPOBAHUIO UMK MPOU3-
BOACTBY JIEKApPCTBEHHbLIX CPEACTB N3 OOHOPCKOW niia3mbl, KOTopoe HaxoauTcs B Poccuiickon degepaunm, ¢
NCNONb30BaHNEM UCXOAHbLIX MaTepuanoB U3 OpYrMx CTpaH, Npy 3TOM MpPOoM3BeAEHHas NpoayKuuMsa He npea-
Ha3Ha4eHa gns npuMmeHeHuns B Poccuinckon degepaumn.

1 O6nacTtb NpUMeHeHunA

1.1 [JlaHHOEe NpuUNoXeHUs pacnpoCTPaHAKTCA Ha NekapCTBEHHbIE CPeacTBa, nonyvyaemble U3 OOHOP-
CKOW KpOBM unu nnasmel, dpakumnoHmpoBaHHon B Poccuiickon ®enepaumm unu nmnoptupoBaHHon B Poc-
curickyto ®epepaumio. Hactosuee MNpunoxeHne pacnpocTpaHAEeTCsa Takke Ha UCXOAHble MaTtepuarnsl U Cbl-
pbe Ons Taknx NeKapCTBEHHbIX CPeacTB (HanpuvMep, AOHOPCKYK nna3my). YCTaHOBMEHHblE HACTOSILLUM
MpunoxeHnem TpeboBaHUs NPUMEHNMBbI TaKkKe K CTabunbHbIM (Ppakumsam OOHOPCKOW KPOBWU MMW Nnasmbl
(Hanpumep, anbbyMuMHa), KOTOPbIE BKIIOYAOT B MEOULMHCKUE U3OENUS.

1.2 [laHHOEe MpunoXeHue ycTaHaBnMBaeT crneuuanbHble TpebosaHms GMP k npousBoacTBy, xpaHe-
HWIO U TPaHCMOPTUPOBAHUIO AOHOPCKONM MIia3mbl, UCMOMb3yeMOW AN PPaKLMOHUPOBaHUA U AN Npou3Bo-
CTBa NeKapCTBEHHbIX CPEACTB, NOMyYyaeMbiX U3 JOHOPCKOW KPOBU UK NnasMmbl.

1.3 [aHHOe npunoXxeHue ycTaHaBNMBaeT creuunarnbHble YCOoBUsSt B Cyvasix UMMNopTa UCXOAHbIX Ma-
TepuanoB U3 TPETbMX CTPaH, a Takke B Cryyasax nporpamm pakumMoHMpOBaHNSI NO AOrOBOPY AMsl TPeTbUX
CTpaH.

1.4 [JaHHOEe npuUNoOXeHue He pacnpoCTpaHAEeTCs Ha KOMMOHEHTbl KPOBM, MpefHa3HavyeHHble Ans
TpaHcy3nu.

2 OCHOBHbIe NPUHLMNbI

2.1 lekapcTBeHHbIE CpeacTBa, Nony4aemMble U3 JOHOPCKOM KPOBU UMK NNa3Mbl (a Takke NX akTUBHbIE
dapmaLeBTM4eCKME CyOCTaHUUM, UCMONb3yeMble KaK MUCXOAHbIX Martepuarnbl), OOJPKHbI COOTBETCTBOBATb
TpeboBaHMsIM HaCTOSILLLErO CTaHAapTa U permcTpaLuoHHOMY OOCbe Ha NnekapcTBeHHoe cpeacTeo. OHM pac-
cmaTpuBaloTCs kak Guonormdeckne nekapcTBeHHble cpeAacTBa. VicxoaHble matepuanbl Ans HUX coaepxar
Buonornyeckme cybCcTaHUMM, TakMe Kak YernoBeYecKkme KNeTkn NN XUAKOCTY (BKNOYas KpOBb UMK Nnasmy).
VcxogHble maTtepuansl, BCneacTBMe GMonornyeckon npupoabl UX MPOUCXOXKOEHUS, UMEHT XapaKTepHble
ocobeHHOCTU. Hanpumep, ucxogHble matepuanbl MOryT ObiTb 3arps3HeHbl MHPUUMPYIOLWUMK areHTaMmu, B
ocobeHHOCTM Bupycamu. Mo3ToMy KayecTBO M 6€30MacHOCTb TaKMX FNEKAPCTBEHHbIX CPeACTB 3aBUCAT OT
KOHTPOIS UCXOAHbLIX MaTtepuarioB M UCTOYHMKA UX NMPOUCXOXAEHMUS, a Takke OT AanbHEWLMX TeXHonormye-
CKMX NPOLLEeCCOB, BKMOYasa NPOBEPKY Ha MHADEKLUMOHHbIE MapKepb!, yaaneHne u MHaKTUBaLuio BUPYCOB.

2.2 Bce dapmaLueBTMyeckue cybcTaHLmm, Ucnonb3yemMble Kak MCXOOHBIN Matepuansl Ansg nekapcT-
BEHHbIX CPEACTB, AOJKHbI OTBeYaTb TpeboBaHUSAM HacTosILLEro cTaHaapTa. B oTHoLWeHUM B3ATUS 1 NpoBep-
KM MCXOAOHbIX MaTepuarnos, NonyvyaeMblX U3 JOHOPCKOM KPOBU UMK Mna3Mbl, HYXKHO BbINOMHATL cneayoLlne
TpeboBaHus. B3ATne n npoBepka OOMKHbI MPOBOAUTLCHA B COOTBETCTBUM C CUCTEMOWN O0DecneYeHnst kKavyecT-
Ba, TpeboBaHMAMN HOPMATMBHBIX NPaBOBLIX akToB Poccuiickon Pepepaumm n cneundukauuamn. Cnegyet
BbINOMHATL YCTAHOBNEHHbIE TPEOOBAHMSA K NPOCMNEXMBAEMOCTM OT AOHOPA 4O peuunueHTa 1 B OTHOLUEHUM
yBEAOMMNEHN O MOBOYHBIX OENCTBUSX N HEXenaTenbHbIX peakumax. [pu aTom Heobxoanmmo pykoBOACTBO-
BaTbcs 'ocygapcTBeHHoM chapmakoneern Poccuickon depepaumm.

2.3 BBe3eHHble 13 TPETbMX CTPaH UCXOAHbIE MaTepuanbl A1s NPON3BOACTBA NIEKAapPCTBEHHbIX CPeacTB
N3 OOHOPCKOW KPOBW MMM Mfasmbl, €CNU 3TU NEKapCTBEHHbIE CpeacTBa npeAHasHayeHbl AN NpuMeHeHust
unn peanusaumun B Poccuiickon Pepepaumm, OOMKHbI OTBEYaTb HOPMaM He HWXe, YeM OeWCTByloLlive B
Poccunckon denepaunm HopMbl B OTHOLLEHMM CUCTEM KadecTBa ONA OpraHM3aumi nNo B3ATUIO U NPOBEPKe
KpoBuW. Takke OOMKHbI cOBnoaaThCa YCTaHOBMNEHHbIE HOPMATUBHBIMM MPaBOBbIMK akTamun Poccuickon de-
aepauun TpeboBaHUs MO NPOCMEXMBAEMOCTM OT JOHOpA A0 PEUMNUEHTA U B OTHOLIEHUW YBEOOMITEHUA O
NOOOYHbIX OEWCTBUSAX WM HEeXenaTemnbHbIX peakuusix u obecnevymBaTbCAd COOTBETCTBME YCTAHOBIIEHHLIMM
TpeboBaHMSIM K KPOBM U €e KOMMOHEeHTaMm.

2.4 Tpu BbINONHEHWN Mporpamm pakLMOHUPOBAHWS MO OOrOBOPY C TPETbUMU CTpaHaMu UCXOOHbIE
MaTepwuarnbl, BBE3€HHbIE U3 APYrnX CTpaH, OOJDKHbI COOTBETCTBOBATb YCTAHOBIIEHHBIM HOPMAaTUBHBIMM Mpa-
BOBbIMU akTamu Poccuiickon ®epepauumn tpedoannam. PaboTsl, npoBogumblie B Poccuiickon ®epepauun,
OOJDKHBbI B MOJSIHOM Mepe COOTBETCTBOBaTb HacTosiweMy cTanHgapTy. CriegyeTt BbINOMHATE TpeboBaHus K
cucTeMam KadecTBa AN opraHmn3aumi No B3STUIO U MPOBEPKE KPOBU. Takke BbIMOMHATE TPeOOoBaHMUs K Npo-
CNeXnBaeMoCTu OT AOHOPa A0 PEeLMNUEHTa U B OTHOLLEHUN YBEOOMIIEHUIA O MOOOYHBIX 4ENCTBUSAX N HEXE-
naTenbHbIX peakumax u obecneunBaTbCa COOTBETCTBUE OENCTBYHOLMM TpeboBaHMAM K KPOBU U €€ KOMIMO-
HeHTawMm.

2.5 Hactosaiwmii ctaHgapT pacnpoCTpaHSTCA Ha BCe CTaguu nocrie B3ATUS U MPOBEpPKU KpoBu (Ha-
npumep, obpaboTka, BKMOYas pasgeneHne, 3aMoOpaXnBaHue, XpaHeHne M TpaHCMopTUPOBKa K Npon3Boau-
Teno). Kak npaBuno, 3a BbIMNOMHEHUE 3TUX TpeboBaHW HeceT OTBETCTBEHHOCTb YMOMHOMOYEHHOE NULOo
npounssogutens. Ecnu cneundundeckne atanbl 06paboTkM npegHasHayveHHoW Ans ppakuMoHMpoBaHUS
nnasmMmbl NPOBOAATCSA B OpraHmM3auumn no B3STUIO U NPOBEPKE KPOBW, TO B TaKOW OpraHusaumm MoXeT bbiTb
cneumnanbHO Ha3Ha4YeHoO YNOMHOMOYEHHOE Lo, HO ero NpUCyTCTBUE U OTBETCTBEHHOCTb MOrYT He coBna-
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AaTb C NMPUCYTCTBMEM UM OTBETCTBEHHOCTLIO OTBETCTBEHHOro nuua. [nsa obecneyeHnst Toro, Yto ob6s3aHHO-
CTM YNOJTHOMOYEHHOrO Nnua, NpegyCMOTPEHHbLIE HOPMATMBHBIMK NMPaBOBbLIMK akTamu Poccuiickon ®epepa-
LMK, BbIMOSHAKTCS Hagnexawum obpasom, npeanpuaTne no pakuMoHMpOBaHMIO (MPOU3BOANTENb fekap-
CTBEHHbIX CPEACTB) AOJMPKHO 3aKIMHOUNTL JOTOBOP C OpraHu3auuen no B3aTUIO U NPOBEPKE KPOBU B COOTBET-
CTBUM C rmaBon 7 YacTu | HacTosiwero ctaHaapTa, Kyaa pekoMmeHayeTcs BkNo4aTb 06593aHHOCTU U NO4po0-
Hble TpeboBaHus ans obecrneveHns kavectBa. OTBETCTBEHHOE NNLIO OpraHM3auMmn No B3ATUIO U MPOBEPKe
KPOBU M YNONMHOMOYEHHOE MNULIO NPeAnpUATUS MO PPaKLMOHUPOBaHMIO (MPON3BOACTBY NEKapCTBEHHbIX Npe-
napatos, cm. n. 3.5 Yactu | HacToswero ctaHgapTa) AOMKHbI MPUHMMAaTh y4yacTue B NoAroToBke AOroBopa.
YnonHomMo4eHHOEe NUUOo JO0MKHO obecneunte NpoBeaeHne ayanTtoB NO NPOBEpKEe TOro, YTO OpraHu3aums no
B3SITUIO U MPOBEPKE KPOBU MCMOMHAET YCNOBMS JOroBopa,

2.6 CneuuanbHble TpeboOBaHNS K JOKYMEHTauum 1 apyrme MeponpusaTs B OTHOLUEHUM UCXOOHbIX Ma-
Tepuanos Ans nofny4yaemMbix U3 Nna3mMbl IEKApPCTBEHHbIX CPEACTB YKa3biBalOT B OCHOBHOM A0CHE Ha nnasmy.

3 ObecneyeHue KayecTBa

3.1 ObecneveHne kavecTBa pacnpocTpaHsaeTcs Ha BCe CTagum OT oTbopa AOHOPOB A0 MOCTaBKWU ro-
TOoBOW Mpodykuun. CnegyeT BbINOMHATL YCTaHOBMNEHHbIE TpeboBaHMA K MPOCMEXMBAEeMOCTH, BKIOYasa Ha-
YanbHbIN 3Tan A0 NOCTaBKW Nnasmbl HA NpeanpuaTMe No PPaKLUOHMPOBAaHUIO, B3STUE U NPOBEPKY AOHOP-
CKOW KPOBW MNv nNnasmbl, NpeaHa3HayeHHOW Ans NpOM3BOACTBA NeKapCTBEHHbIX CPEACTB.

3.2 C6op KpoBW Mnu Mra3mbl, KOTOPbIE NCMOMbL3YIOTCA B Ka4eCTBe UCXOOHbIX MaTtepuanos B Npous-
BOACTBE NeKapCTBEHHbIX CPeacTB, crneayeT NpPoBOAUTbL B OpraHm3auusx no B3STUIO U MPOBEPKE KPoBM, a
npoBepky - B nabopaTopusix, KOTOPble MPUMEHSIOT CUCTEMbI KayecTBa, OTBeYaLme yCTaHOBMNEHHbIM Tpe-
BoBaHNSAM, UMEIOT paspelleHne, BblAaHHOE B YCTAHOBIIEHHOM Mopsgke, U nognexat perynsapHomy MHCMeK-
TUPOBaHWIO B COOTBETCTBUM C 3aKOHOAATENbLCTBOM. [py Hanu4mMm y npoussoautens nporpamm pakLmoHun-
pOBaHWs MO AOroBopam Afs TpeTbUX CTpaH OH 0bs3aH yBeAOMWUTb 06 3TOM YNOMHOMOYEHHbIN deaepanb-
HblA OpraH UCMOSTHUTENbLHOW BNACTU.

3.3 lNMpu BBO3e NnasmMbl M3 TPETbUX CTPaH OHA AOIHKHA MOCTaBNATLCA TOMNBKO YTBEPXKAEHHLIMU NO-
CTaBLUMKaMu (Hanpumep, opraHM3auunsamMm no B3STUIO U NPOBEPKe KPOBU, BKIOYas BHeELLHWE cknagpl). Takue
MOCTaBLLMKM AOSMKHbI ObITh YKa3aHbl B cneuudukaumnsx Ha ucxogHble MaTepuarsl, NOArOTOBEHbI Npeanpu-
ATMEeM No PpakLUMOHUPOBAHMIO UM MPON3BOANTENEM, COrNacoBaHbl YNOMHOMOYEHHbBIM NIMLIOM NpeanpuaTus
no dpakuMoHMpOBaHUO, pacnonoxeHHoro B Poccuiickon ®egepaumn, n yTBepXAaeHbl B YCTaHOBMEHHOM
nopsgke. OueHka U Bbldaya paspelleHns Ha UCMOomnb3oBaHWe nnasmbl (Nnasmbl ANd pakuMoHMpPoBaHUA)
Kak MCXOQHOro matepuana ocyLecTBnseTca B COOTBETCTBUM ¢ M. 6.8 YacTtu | HacToswero ctaHgapTa.

3.4 lMpeanpusatue nNo pPakUMOHMPOBAHWUIO UNN NPOU3BOAMTENb FOTOBbLIX NEKAPCTBEHHbIX CPEeAcTB
OOMXKHbI NPOBOANTL OLEHKY MOCTaBLUMKOB, BKNOYasA ayauT B COOTBETCTBUMN C YTBEPXKAEHHBIMU UHCTPYKLMS-
mMu. CriegyeT NpoBOAMTL NMOBTOPHYIO OLIEHKY KBannduKaLmio NOCTaBLUUKOB C YCTAHOBNEHHOW NEPUOANYHO-
CTbIO U C YY4ETOM OLIEHKN PUCKOB.

3.5 lMpeanpusatne nNo MPakUMOHMPOBAHWUIO UMW NPOU3BOAUTENL TOTOBbLIX NEKAPCTBEHHbLIX CPEACTB
OOMXKHbI 3aKNIOYMTL AOrOBOPbLI C OpraHn3auusiMy No B3ATUIO M NPOBEPKE KPOBW, KOTOPbIE ABMAOTCA MO-
cTaBLlukamun. B Takne norosopbl pekoMeHAyeTCs BKMoYaTh, Kak MUHUMYM, CeaytoLwmne ycnoBus:

- onpegeneHue 06s3aHHOCTEN M OTBETCTBEHHOCTM;

- TpeboBaHMs K CUCTEME KayecTBa 1 JOKYMeHTaumu;

- KpUTEPUN OTOOPAa AOHOPOB U NPOBEAEHNE UCTbITAHWN;

- TpeboBaHMs K cenapaumm KpOBY Ha KOMMNOHEHTbI KPOBU U NnasMmy;

- TpeboBaHNsa K 3aMOPaXMBaHMWIO NMNa3Mbl;

- XpaHeHve 1 TpaHCNopTMpOBaHMe Nnasmbl;

- MPOCMEXMBAEMOCTb U MHPOPMMPOBaAHME MOCNE cOAayy U B3ATUA KPOBM (B TOM uMciie 0 NOGOYHbIX
appekTax).

Ha npeanpuatum no pakLMOHMPOBaHUIO UIW Y MPOU3BOAMUTENS NEKaPCTBEHHBLIX CPeACTB OOSMKHBI
ObITb pesynbTaTbl UCNbITAHWIA BCEX €AUHUL, UCXOAHbIX MaTepuanos, NocTaBfeHHbIX OpraHusauven no B3s-
TUIO 1 NpoBepKe KpoBu. [loroBopbl cybnoapsiaa cneayeT 3aknovaTtb B MMCbMEHHOW dhopMe.

3.6 [Ina nnaHmMpoBaHWs, OLEHKN U OOKYMEHTANbHOro oPopMIIeHNss BCEX U3SMEHEHUI, KOTOpble MOryT
oKasaTb BNMsIHWE Ha KayecTBO M 6e30MacHOCTb NMPOAYKLUUN UMW NPOCMEXMBAEMOCTb, AOIMKHA OblTb Npeay-
CMOTpPeHa cuctema KOHTpons mameHeHun. CnegyeTt oueHnBaTb BO3MOXHOE BMWSIHWE Npeanaraembix n3me-
HeHun. [lomkHa OblTe onpegeneHa HeOOXOAMMOCTb AOMOMHUTENbHBIX UCMBITAHUA UMW MPOBEAeHus aTTe-
cTauum, 0oCOBEHHO Ha CTagusax MHaKTMBaUMM U yoaneHus BUPYCOB.

3.7 Ons MMHUMMU3aLUMN PUCKOB, CBA3AHHBLIX C UHPULMPYIOWMMY areHTaMu, B TOM Y1cre HOBbIMU, Che-
AyeT npeaycMoTpeTb Mepbl 6e30MacHOCTU C y4eTOM aHanm3a puckoB, YTOObI:

onpenenqTb BpeMs YAepXMBaHWA maTepuanoB (Bpems BHYTPEHHero kapaHTuMHa) nepef obpaboTkon
nnasmbl, 4TOObl U3bSATL A03bl, KOTOPbIE Bbl3bIBAOT COMHEHMWS (403bl, B3ATble B TeYeHUe onpeaerieHHoro ne-
pvofa B COOTBETCTBUM C AEWCTBYOWMMM TpeboBaHnaMK, npexae 4eMm byaeT ycTaHOBMEHO, YTO J03bl, B3S-
Tble OT JOHOPOB C BbICOKAM PUCKOM, OOIMKHBI BbITb MCKMOYEHbI N3 06paboTkn, Hanpumep, NPy NONOXNUTEN b-
HOM pesynbTaTe KOHTPOrS);
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- Yy4nTbIBaTb BCE (PAKTOPbI, CBA3AHHbLIE CO CHUXXEHUEM KONMYECTBA BUPYCOB U (MNN) UCMIbITaHUAMU Ha
MHPUUMPYIOLLME areHTbl UM UX aHasnoruy;

onpeaennuTb BO3MOXHOCTU CHWKEHWUSI KONMYECTBa BUMPYCOB, OMNpedenuTb pasmMep Cepun UCXOOHOro
CbIpbsl U ApYrue CyLLeCTBEHHbIE acneKTbl MpoLecca Npov3BoACTBa.

4 npOCﬂe)KVIBaeMOCTb n MmeponpuaTua, nposoanmMmbie nocrie B3ATUA KPOBU

4.1 CnepnyeT opraHu3oBaTb CUCTEMY KOHTPOIS, MO3BONAIOLLYI0 NPOCNEANTb KaXKAy CAAHHY 003y
KPOBM UNK nnasmbl OT AOHOPA M Npoueaypbl ee B3ATUS Yepes3 opraHn3aumnio no B3ATUIO W NPOBEPKE KPOBU
00 Cepuun nekapcTBEHHOro CPeacTBa, a Takke B obpaTHOM HanpaBneHun.

4.2 CnepyeT onpegenvTb OTBETCTBEHHOCTb 3a MPOCMEXMBAEMOCTb NPOAYKLMU (MPONYCKN Yero-nmbo
OOMXKHbI BbITb UCKIIOYEHDI):

OT AOHOpa 1 J03bl, B3STOW B OpraHv3auny no B3sTUIO U NPOBEPKE KPOBMW, 4O NPEANpUATMS no dpak-
LMOHMPOBaHWMIO (BXOAMT B 0653aHHOCTM OTBETCTBEHHOIO NnLia OpraHM3aunm no B3ATMIO U MPOBEPKE KPOBH);

OT NpeanpuaTvsa No pakuMoOHMPOBaHNIO OO0 NPOM3BOAMTENS NIEKAPCTBEHHOrO CPeAcTBa unn Meau-
LUMHCKOro n3genus n noboro cyénogpsaynka (Bxogut B 06513aHHOCTU YNOMHOMOYEHHOIO nnua).

4.3 OaHHble, HeobXoaMMble Ansi NOMHOW MPOCEXUBAEMOCTU, OOIDKHbI XpaHUTbCA He meHee 30 ner,
€CIN NHOE He YCTaHOBMEHO NHOe.

4.4 B porosopbl, cornacHo . 3.5 4aHHOro NPUNOXEHUS, MeXAy opraHn3aumnsaMmn nNo B3STUIO N NPOBEpP-
Ke KpOBU (B TOM YMCIE KOHTPOMbHbIMW NnabopaTtopusamn) n npeanpusatTmem no pakLuMoHMPOBAHUIO UK NPOo-
n3soamuTenem, AOMKHbI BKITIOYaTb YCIIOBUS NPOCIEXMBAEMOCTU U BbIMOSTHEHWUS MEPONPUATUI NOCIe B3ATUSA
KPOBM MO BCEN Lenu oT B3ATUSA Nia3mbl 4O BCEX NPOU3BOAUTENEN, OTBETCTBEHHbIX 3a BblAady paspelueHus
Ha BbINYCK rOTOBON NPOAYKLUN.

4.5 OpraHusaumm no B3ATMIO U MPOBEPKE KPOBU AOMKHbI YBEAOMMATb NPeAnpusaTMe nNo pakunoHu-
pPOBaHWIO UMM MPOU3BOANTENS O NMOOOM crnyvae, KOTopbI MOXET MOBNUATL Ha kKavyecTBO U 6e30nacHoCTb
npoayKuum, a Takke coodliatb OPYryto BaKHy MHAOpPMauuio, MOJTyYEHHYHO Mocre npueMa goHopa unm
BblJa4yn paspeLleHmnst Ha BbINyCK NnasMbl, HanpuMep, obpaTHyto nHgopmMaumnio (MHopMaL Mo, NONY4YEHHYO
nocne B3sTUSA KpoBKM). Ecnn npeanpusatve no pakuMoOHMPOBAHNIO UM NPOU3BOAUTEND HAXOOATCA OPYrown
cTpaHe, To nHdopMauuio criegyet coobuatb NpousBoauTento, Haxoasemycsa B Poccurickon ®eanepaunn,
OTBETCTBEHHOMY 3a Bblayy pa3peLleHns Ha BbiMyCK NeKapCTBEeHHbIX cpeacTts. B oboux cnyyasx Takas wH-
opmauus, ecnn oHa UMeeT OTHOLLEHME K KavyecTBY M 6e30macHOCTM roTOBOW MPOAYKLWUWM, AOMKHA ObiTh
AoBefeHa JO CBeAeHUs COOTBETCTBYIOLLEro Hag30pHOro opraHa.

4.6 B cny4ae ecnu pe3ynbTaToM MHCMEKTUPOBaHNSA HAA30PHBIM OpraHOM OpraHM3auum no B3STUIO U
npoBepKe KPOBW SIBNSIETCHA OT3bIB NIULEH3UN, HEOOXOAMMO Takke HanpaBWTb yBeJOMIIEHME B COOTBETCTBUU
C 4.5 paHHOro NPUNOXeHus.

4.7 VIHCTPYKUUWN OOIMKHBI pernamMeHTMpoBaTh obpalleHne nHdopmaumm, nosydeHHowm nocne B3ATUS
KpoBu. NMpn 3TOM AOMKHbI ObITb YYTEHbI NNLEH3NOHHBIE TPEOOBaHUSA U Npoueaypbl UHHPOPMUPOBAHUSA Had-
30pHOro opraHa. MeponpusaTtusl, NpoBoANMbIE MOCIE B3ATUSA KPOBW, LOIDKHBI OCYLLECTBNATLCA B COOTBETCT-
BMM C OENCTBYOLWNMN TpeboBaHNSAMM.

5 NomeLueHnsa n obopyaoBaHue

5.1 B uenax cBeAeHUs K MUHUMYMY BO3MOXHOCTM MUKPOBHOro 3arps3HeHust UM BHECEHWs MoCTo-
POHHEro Matepuana B Ceputo Nnasmbl, OTTanBaHne N obbeanHeHne eanHUL, NNasmMbl JOIMKHbI BbIMONHATLCH
B 30Hax He Hwke D no npunoxeHuto 1 k HacTosAwemy ctaHaapTy. CnegyeT HOCUTL odexay B COOTBETCTBUU
C KInaccoMm YMCTOTbl, Macku Ang nuua v nepyatku. Bce gpyrme oTKpbITbie onepauum B Xo4e TEXHONOMMYecKo-
ro npouecca crefyeT BbIMOSHATb B YCNOBUSAX, COOTBETCTBYIOLLMX NPUIOXKEHUIO 1 K HACTOsILLEMY CTaHAapTY.

5.2 CnepyeT perynsipHo KOHTPONMpOBaTb NapameTpbl OKPYXXatoLLen cpedbl COrnacHo NpuoXeHuto 1
K HacTosilemy cTaHaapTy, 0COBEHHO MpU OTKPbIBAHWM KOHTEMHEPOB C MIa3MON U B TeYEHWe NoCneayLmx
oTTauBaHun 1 o6beanHeHun. [JormkHbl ObiTb YCTaHOBNEHbI 4ONYCTUMbIE 3HAYEHWS ANns napaMeTpoB.

5.3 MNpw npons3BoACTBE NEKapCTBEHHbIX MpenapaTos, Mnosny4aemblX U3 AOHOPCKOW Nnasmbl, cnegyet
npegycmaTtpuBaTb MHaKTMBaUMIO WY yganeHue BUPYCOB U NMPMHMMAaTb Mepbl NO NpeaoTBpalLeHuio nepe-
KPeCTHOro 3arpsisHeHusi obpaboTaHHON Npoagykuum n HeobpaboTaHHOW Mpoaykumen. Ona cragmn TexHono-
rMYEeCcKoro npouecca, KoTopble NPOBOAATCH MOCHe MHAKTUBaLUW BMPYCOB HEOOXOAMMO MCNOoNb3oBaTb Che-
umnanbHO NnpedHa3HayYeHHble BblOeneHHble MoMeLLeHns 1 06opyaoBaHue.

5.4 He ponyckaeTtcst npoBefeHne atTecTaumM METOAOB CHWXKEHUS Yucna (MHakTuBauum) BUPYCOB B
NMPOU3BOACTBEHHbBIX MOMELLEHNSX U Ha 06OpydOBaHWMU, C LIEMbI0 UCKIIOYEHUS WX 3arpsi3HEHMST BUpycamu,
KOTOpble WUCMOMb3yTCA BO BPEMS WUCMbITaHWMIA. ATTecTauuio criegyeT NpoBOAWTb B COOTBETCTBUM C ycTa-
HOBMEHHbIMW TpeboBaHUAMMW.
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6 NMpounseoacTeo
UcxopHble maTepuansi

6.1 VicxogHble maTepuansl AOJPKHbI 0TBeYaTh TpeboBaHusiM TocygapcTBeHHOM hapmakonen Poccui-
ckon ®efepauum 1 ycnoBmsIM permcTpaLMoHHOro 4OCbe, B TOM YMCME B OCHOBHOrO AoCkbe nnasmbl. 3Tu yc-
MOBMS BKIHOYAKOTCA B JOMOBOP MEXAY OpraHv3auuven no B3ATMIO U MPOBEpPKe KPOBM U NpeanpusTueM no
bpakuMoHMpoBaHuio, NMbo npoussoautenem (n. 3.5 JaHHOrO NPUNOXEHWs), NpegyCMOTPEB KOHTPOMb B
pamMkax CUCTEMbI KavyecTBa.

6.2 NcxogHoe cbipbe Ans nporpamm (ppakuMoHMpOBaHUA NO OOroBOpY ANs TPeTbUX CTpaH OOMMKHO
COOTBETCTBOBaTb TpeboBaHMAM N. 2.4 4AHHOTrO NPUIOXEHUS.

6.3 B 3aBucumocTtun oT TMna cbopa (Hanpumep, cOOp LEenbHOM KPOBWU UNN aBTOMaTUYECKUiA adepes)
MOryT notpeboBaTtbCsa pas3nu4yHblie ctagum obpaboTkn. Bce ctagmm obpaboTku, Hanpumep, pasgeneHue (B
TOM 4ncne ueHTpudyrmposaHue), oToop Npob, MapKMpoBKa, 3aMopaXnBaHne A0MKHbI ObiTb pernaMmeHTupo-
BaHbl MHCTPYKLMAMMN.

6.4 CnegyeT He gonyckaTb NnepenyTbiBaHWsa eguHuL 1 obpasuyoB, 0COOEHHO BO BPEMSI MapKUPOBKM, a
TakKe 3arpsa3HeHus, HanpuMmep, Npu oTpe3aHun CErMeHTOB TPYOOK UNu yKynopmBaHnM KOHTENHEPOB.

6.5 3amopaxnBaHue sBMSIeTCA KPUTMYECKOW CTaamen BblaerneHus 6enkos, KOTopble B MnasMme sBns-
I0TCA NabunbHbIMK, HanpuMmep, (PakTopoB CBEPTbIBAEMOCTU. 10 3TOM MpUYMHE 3amMopaxunBaHue OOMKHO
OCYLLECTBMNATLCH C NMOMOLLbI0 aTTECTOBaHHbLIX METOOO0B Kak MOXHO BbICTpee mocne B3ATUS KPOBU B COOT-
BeTCTBMM C TpeboBaHmAmM locyaapctBeHHon hapmakonemn Poccunckon ®egepaumn.

6.6 YcnoBusa xpaHeHust U TPaHCNOPTUPOBAHMS KPOBU UMW Ma3mbl K NPeAnpUATUIO No hpakLMoHMpo-
BaHMWIO OOMKHbI ObITb OnpeaeneHsl N 0opMIeHbl JOKYMEHTaNbHO Ha BCeX aTanax uenu noctasku. Criegyet
n3BeLLaTb NpeanpusaTMe nNo pakuMOHMPOBAHMIO O JHOObIX OTKIIOHEHUSIX OT YCTAHOBIIEHHOW Temnepartypbl.
CnegyeT ucnonb3oBaTb aTTECTOBaHHbIE (MCMbITaHHbIE) MeTOAbI M 060pyAoBaHMeE.

OueHKa U BblAava paspelueHusi Ha BbiNyCK Nna3mbl Ans ¢ppakuMOHUPOBaHUS, UCMOJNb3yeMOWn
KaK UCXoA4Hoe Cbipbe

6.7 PaspelueHne Ha BbiNyck Nnasmbl Ans ppakuMoHMpoBaHUs (HanpuMep, 13 KapaHTMHa) MOXeT Aa-
HO TOJIbKO MPU BbIMOSIHEHUW YCINOBUIA CUCTEMbI KayecTBa (M UHCTPYKLMIA), KoTopble obecneuynBaloT Tpebye-
MO€ KayecCTBO AN NMPOM3BOACTBA roTOBOW Mpoaykuun. MNnasma MoxeT 6biTb NocTaBrneHa NpPeanpuaTUio no
PpaKLUMOHMPOBAHMIO UMK NPOU3BOAMTENMI0 TOMLKO MOCME AOKYMEHTAnbHOro MOATBEPXAEHUS OTBETCTBEH-
HbIM MIULIOM (UMK B Cny4Yae B3ATUA KPOBM UMM MnasMbl B TPETbUX CTpaHax - MULIOM C aHanorMyHbIMmM obsa-
3aHHOCTAMM U KBanudukaumen) Toro, YTo nnasma ans pakunoHUPOBaHUA COOTBETCTBYET TPeGoBaHUAM U
cneunduKaLmnam, yCTaHOBMNEHHLIM B COOTBETCTBYIOLLIMX OOroBOpax, a Takke Toro, YTo BCe CTaammn Gbinu Bbl-
NoJSIHEHbI B COOTBETCTBMU C HACTOSALLUM CTaHOapTOM.

6.8 YMNOnHOMOYEHHOE NULO AOIMKHO [daTb paspelleHVe Ha MUCMosfib30BaHWEe BCEX KOHTEWHEpPOB C
nnasmMoi Ans ¢ppakuMOHMPOBAHUS NPU UX MOCTYMNIIEHUM Ha NpeanpuaTie No pPaKkLMOHUPOBaHMIO. YNOMHO-
MOYEHHOEe ML AOKHO MOATBEPANTb, YTO Nnasma CooTBeTCTBYeT BceM TpeGoBaHusAM ocyaapCTBEHHO
dapmakonen Poccuiickoii Penepaunm, yooBneTBopsieT YCIOBUSIM PErMcTpaLuuoHHOro AOCbe, B TOM YuCHe
OCHOBHOIO J0Cbe MnasMbl, UM B CIlyyae MCMoNb30BaHWsA Mrasmbl AN Nporpamm dpakuMOHUPOBaHUSA Mo
[I0roBOPY AN TPETbUX CTpaH BCeM TpeBGoBaHUAM, NpeayCMOTPeHbI N. 2.4. AaHHOTO NPUMOXEHWS.

O6paboTka nnasmbl Ans PpPakLUMOHMPOBaHUS

6.9 Ctagum npouecca ppakuMOHNMPOBaHWSA PasnmMyalnTcsa B 3aBUCUMOCTY OT NPOAYKLMU U MPOU3BO4 M-
Tend. Kak npaBuno, OHM BKMOYaloT pasnmyHblie onepauumn pakuuoHMPOBaHNs, a HEKOTOPbIE U3 HUX MOryT
cnocobCcTBOBaTL MHAKTUBALMU UMW YAANEHUIO BO3MOXHbIX 3arps3HEHNN.

6.10 CnegyeT yCcTaHOBWUTb M BbIMNONMHATL TpeboBaHMA K npoueccam ob6beanHeHus, otbopa npob u3
06beanHeHHOW Nnasmbl, PaKLMOHUPOBAHNUS U MHAKTUBALMWN UMW yaaneHus BUPYCOB.

6.11 lMpu BbINONHEHWM NpoLecca NHaKTUBALMW BUPYCOB criedyeT UCMNonb3oBaTb aTTecTBaHHbIE METO-
Abl, KOTOpble AOMKHbI COOTBETCTBOBATb METOAAM, KOTOpble Obinv NCNONb30BaHbl NPU UCCeA0BaHUN UHAK-
TuBaumm BupycoB. Heobxooumo npoBoauTb TLlaTenbHOe paccnefoBaHWe BCeX HeyaaBLUMXCH npouenyp
nHaktuBaumm BupycoB. Ocobo BaXHO 3HayeHWe MMeeT BbINOMHEHWE aTTeCTOBAHHOIMO TEXHOSOrM4ecKoro
npoLecca npu CHKEHUN YnCa BUPYCOB, MOCKOMbKY Kakne-nnbo OTKNOHEHUS MOryT NPpeACTaBnATb PUCK ANS
6e3onacHocTy rotoBow npoAdykumm. CnegyeTt UMeTb MHCTPYKLMIO MO aHanu3y yKasaHHbIX PUCKOB.

6.12 lNMoBTOpHYO 06paboTKy unn nepepaboTky OOMYCKaeTCs BbINOMHATL TONBKO NOCMe aHanmsa puc-
KOB OS5 KayecTBa M TONMbKO Ha onpeferneHHbIX CTagusix TEXHOIOMMYECKOoro npouecca, YTo ykasbiBaeTcs B
COOTBETCTBYHOLLEN AOKYMEHTaLUN.

6.13 CnegyeTt opraHu3oBaTb CUCTEMY YETKOro pasgernieHuns u (Unu) pasnuyeHust NekapCTBEHHbIX
CpeacTB UMM MPOMEXYTOYHOM NPOAYKUMM, KOTOPbIE MPOLLNN U KOTOPble He NpOoLny npoueaypy CHUXEHUS
yucna BUPYCOB.

6.14 Ecnu Ha ogHOW NpomM3BOACTBEHHOM nnouwiagke obpabaTtbiBaloT nnasmy UNU MPOMEXYTOUYHYHO
NPOAYKLUMIO Pa3NUYHOro MPOUCXOXOEHUS, TO BO3MOXHa OpraHusauus NnpovM3BOACTBa LMKNaMun nNpu ycrosuu

5
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YEeTKOro pasfernieHne M Hanmuums aTTecToBaHHbIX METOAOB OYMCTKM M B 3aBUCUMOCTW OT pe3ynbTaToB aHa-
n13a pUCKOB U B COOTBETCTBUM C AeNCTBYOWUMN TpeboBaHuamn. HeobxoanmocTe Cnonb3oBaHns cneuna-
nM3upoBaHHOro obopyaoBaHMsa cnegyeT onpedennTb C y4eTOM aHanmsa puUcKoB B CriyYae peanvaaumy npo-
rpaMmm opakLMOHMPOBaHUS MO AOrOBOPY C TPETbUMU CTpaHaMM.

6.15 CpoK xpaHeH st NPOMEXYTOYHOWN NPOAYKUUN, MpeaHa3HavYeHHOW ANst XpaHeHusl, Heo6Xo4MMO yc-
TaHaBNMBaTb HA OCHOBE [AaHHbIX O CTAabUNBHOCTW.

6.16 JomkHbl 6bITb YCTAHOBMNEHbI M JOKYMEHTanbHO 0dopMneHbl TpebOBaHUSA K XpaHEHUIO 1 TpaHC-
NOPTUPOBAHMIO NPOMEXYTOYHON NMPOAYKLUUWN U FOTOBbIX NEKapCTBEHHbIX CPEACTB Ha BCEX aTanax uenu no-
ctaBku. CrnegyeT NCMNOMb30BaTb aTTeCTOBaHHbIE (MCMbITaHHbIE) 0BOpyAOBaHUE N METOARbI.

7 KoHTponb KayecTBa

7.1 TpeboBaHus K NCMbITAHUSAM Ha BUPYChbl UK ApyrMe MHUUMPYOLWME areHTbl JOIMKHbI yCTaHaBN -
BaTbCsl C Y4ETOM HOBbIX 3HaHUM O HUX W HANM4Ms aTTECTOBAHHbLIX METOAOB UCMbITAHWN.

7.2 CnegyeT KOHTPONMpOBaThb NepBbiii OAHOPOAHLIN Nyr Nna3mbl (Hanpymep, Nocne OTAENeHNst Kpu-
onpeuunuTaTta OT Nfa3Mbl) C MOMOLLBIO aTTECTOBAaHHbIX METOAOB C TpebyemMon YyBCTBUTENBbHOCTLIO U Crne-
LMdUYHOCTBLIO cornacHo ocygapcTBeHHon dhapmakonee Poccuiickon ®epepaunn.

8 BbInyck NpoOMeXyTO4YHOM U rOTOBOM NPOAYKLUMN

8.1 [donyckaeTcs BbIMYCK TONbKO CEpUI, KOTOPbIE NOMYyYeHbl U3 NYNOB Mna3mbl, MPU3HaHHbIX MO pe-
3ynbTatamMm KOHTPOMS HeraTMBHbIMWM B OTHOLUEHMU MapKepoB BUPYCHbIX WMHMEKLMN, nepegaBaeMbiX 4epes
KPOBb, a Takke COOTBETCTBYHOLWMMU TpeboBaHuam Poccunckon depgepaumn (BKMYas cneuunanbHble npe-
Aernbl, orpaHnyYnBaloLLe CoaepKaHue BUPYCOB) N YTBEPXKAEHHbIM cneundukaumsam (B YaCTHOCTU, OCHOBHO-
My AOCbe Ha nnasmy).

8.2 PaspelleHne Ha BbINyCcK MPOMEXYTOYHON NpoayKUuMK, NpeaHasHa4YeHHon ans aanbHenwen obpa-
BOTKM BHYTPW NPOM3BOACTBEHHOW MMOLWAAKM UMW MOCTaBKM Ha APYryld NPOW3BOACTBEHHYK Nnowagky, a
TakKe paspelleHne Ha BbIMYCK rOTOBbIX NeKapCTBEHHbIX CPEACTB BblA4AETCs YNOMHOMOYEHHBIM INLIOM C CO-
6niogeHneM ycTaHoOBMNEHHbIX TpeboBaHuN.

8.3 YnonHomMo4yeHHOe nnuo AOSMKHO BblgaBaTb pa3peLleHne Ha BblMyCK NMPOMEXYTOYHOW UM roTOBOM
npoayKuun, ncnonb3dyemon Ansg nporpamm dpakuMoHMpOBaHWUS MO AOroBOPY AN TPeTbUX CTpaH, Ha OCHO-
BaHUM HOPMATMBOB, COrMacoBaHHbIX C 3aKa34yMKoM, a Takke B COOTBETCTBMU C TpeboBaHNAMM HacTOALLEro
ctaHpgapta. Ecnv Takme nekapcTtBeHHble npenapaThl He npeAHasHadeHbl A8 npuMeHeHus B Poccuinckon
degepaumu, K HIM MOTYT He NpUMeHATbCA TpeboBaHusa ['ocygapcTBeHHON hapmakonen Poccuinckon dege-
pauumu.

9 XpaHeHune obpa3uoB NynoB NsasMbl

9.1 JonyckaeTcsa ucnonb3oBaHWe ogHOro nyna nnasmbl Ars NPOU3BOACTBA HECKOSbKMX cepuin n (1nwn)
nekapcTBeHHbIX cpefcTB. KOHTponbHble 06pa3subl KaXaoro nyna nnasmbl, a Takke COOTBETCTBYHOLLAA OOKY-
MEHTauUMUsA OOSMKHbI XPaHUTBCS HE MEeHee OLHOro roga nocre OKOHYaHUSA CpoKa XpaHEHWUs MOMy4YEeHHOro u3
3TOro nyrna NekapCTBEHHOro CpeacTBa ¢ HaMbONbLUMM CPOKOM XPaHEHMS N3 BCEX NeKapCTBEHHbIX CPeacTs,
MOMny4YeHHbIX U3 ATOro Myna nnasmbl.

10 YTnnusauusa orxoaos

OpFaHVI3aLI,I/IF| OOJDKHa pa3pa60TaTb M BHEOPUTb UHCTPYKUUWM O 6630HaCHOMy o6pau.|,eH|/no, XpaHe-
HUIO N yTUINMnM3aumm oTxXxoaoB, NCMNOJIb30BaAHHbLIX N OTKITOHEHHbIX MaTepunanoB (Hanpl/lmep, 3arpA3HeHHbIX Ma-
Tepuanos, MatepuanoB OT MHCbI/ILI,VIpOBaHHbIX AOOHOPOB, a TakXe KpoBW, nnas3mbl, npomex(yTquon N roToBOWN
npoaykunm ¢ UCTekwmmMmm cpokamm I'O,EI,HOCTI/I).



