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O BHeceHnH n3MeHeHui B [IpaBrina npoBeACHUA HCCIICAOBaHHI OHOIOTHISCKUX
JIEKapCTBEHHEIX CpeACTB EBpasuiickoro 3kOHOMHIECKOTO COI03a

Pemienne Coeta EBpaszuiickoii 5koHOMUYECKOW KoMuccuu oT 15 utong 2022 roma Ne 110.

B cootBercTBuM co cratbel 30 JloroBopa o EBpa3suiiCkoM 3KOHOMUYECKOM COKO3€ OT 29
mast 2014 rona, crateeir 6 CornaimieHuss O €WHBIX NMPUHIMIIAX W TMpaBuiIax oOpalieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3niicCKOro 3KOHOMHYECKOTO cOr03a OT 23 nekadps
2014 roma, mynktom 88 mnpuioxenus Ne 1 k Permamenty paGorel EBpasuiickoi
DKOHOMUYECKOM KOMHMCCHUHU, YTBepxkIAeHHOMY Pemenuem Bricmiero EBpasuiickoro
HKOHOMHUYECKOTO coBeTa oT 23 nekabps 2014 r. Ne 98, Coset EBpa3zuiickoii 5KOHOMHYECKON
KOMMCCUY PEIIII:

1. Baectu B IlpaBuiia mpoBeaeHUS UCCIEAOBAHUM OMOJIOTMYECKUX JIEKAPCTBEHHBIX
cpeacts EBpa3niicKoro »KOHOMHUYECKOrO COr03a, yTBepxkAcHHble Pemennem CoBera
EBpa3zuiickoil 3xkoHOMHYECKON Komuccuu OT 3 HOs0pst 2016 1. Ne 89, nu3meHeHus coraacHo
IPUIOKEHHUIO.

2. Hacrosiee Penienue BCcTymaeT B Cuily 1o ucreueHuun 180 KaneHIapHbIX THEW C AaThl
€ro opUIMaIBLHOTO OITyOJIUKOBAHUSI.

Unens! CoBera EBpa3uiickoit 5kKOHOMIUIECKOH KOMICCHH:

Ot PecnyGunku Ot PecrryOnuku Ot PecniyOnnku Ot KsIpreckoit Ot Poccwiickoit
ApmeHns Benapych Kazaxcran PecrryGnuku Denepanuu
A. OBepuyk
M. TI'puropsia U. Tlerputenko B. CynranoB A. KaceimanueB
I[MTPMJIOXXEHUE

k Pemenuto Coera
EBpasuiickoil 5KoHOMHUECKOH KOMUCCUHI
ot 15 urons 2022 1. Ne 110

HN3MEHEHWS],
BHOcHMEIE B IIpaBuina nmpoBeieHUs HCCIENOBaHM GMOIOTHIECKHX IeKapCTBEHHBIX CPEICTB
EBpasmniickoro 3kOHOMHIECKOI'0 COI03a

1. ITo Tekcty cnoBa "mpaBuia Hauiekalel MPOU3BOJICTBEHHON mpakTuku Coro3a,
yTBepkaaempele Komuccuen" B COOTBETCTBYIOLIEM IAaJEKe 3aMEHUTH ciioBamu '[IpaBuna
MIPOU3BOJICTBEHHON MPAKTHKU" B COOTBETCTBYIOIIEM Tajexe, cioBa "dapmakones Coroza,
yTBepxkaaeMas Komuccuen," B COOTBETCTBYIOIIEM NAJEKE 3aMEHUTH ciioBamu 'Dapmakories
Coro3a" B COOTBETCTBYIOIIEM IIaJIe’Ke, CJIOBa '"MpaBuia HaJJexalled JabopaTopHOU
MPaKTUKHU, yTBEpKIaeMble Komuccuen," B COOTBETCTBYIONIEM MaJekKe 3aMEHUTh CI0BaMu "
[IpaBuna nabopaTOpHOW MPAKTUKU' B COOTBETCTBYIOIEM Majexke, clioBa '"mpaBuia
HajuIexkale npaktuku ¢dapmakonaazopa Corosza, yrBepxkaaembie Komwuccueit,", cioBa

"



npaBujia HaJIexaiie npaktuku dapmakonamzopa Corosa, yrBepxkaaembie Komuccueit" B
COOTBETCTBYIOILIEM Majiexe 3aMeHUTh cioBamu "llpaBuna nmpaktuku papmakoHagzopa" B
COOTBETCTBYIOIIIEM TaJIe’Ke, CIOBa '"MpaBuia PErUCTPALMM U ASKCHEPTU3BI JIEKAPCTBEHHBIX
CPEIICTB JIJIsl MEAUIIMHCKOTO TPUMEHEHUs, yTBepkaaeMble Komuccueit" B COOTBETCTBYIOIIEM
najexe 3aMeHUTh ciaoBaMu "lIpaBuia perucTpanyu U 3KCIEPTU3bI" B COOTBETCTBYIOIIEM
najaexe, ciopa "lIpaBunamMu perucTpauMu U SKCHEPTHU3bI JIEKAPCTBEHHBIX CPEICTB IS
MEIULMHCKOTrO MPUMEHEHHMs W HaJJjIeXalled NpakTUKoW (apmakoHan3opa" 3aMEHHUTH
cinoBamu "[IpaBunamu peructparuu 1 dxkcneptussl u [IpaBunaMu nmpakTuk papMaxKoHaa30pa
"

2. AG3ar yeTBepTHIN pasnaena | mocie cioB "mpousBoAUTENEH JIEKAPCTBEHHBIX CPENICTB,"
JOTIOHUTH CJIOBaMH "yupekIeHus 1o 3a00py (IpoBepKe) KpoBH,".

3. B rnage 1:

a) B IpeJJIoKEHUH BTOpoM ab3ara BToporo myHkTa 2.3.2.1 cioBa "dapmakomeit
EBpazuiickoro skoHoMmuueckoro coro3a (gainee — @apmakones Coro3a" 3aMeHUTH ciioBamu "
®apmakorieert EBpa3niicKoro 3KOHOMHYECKOTO CO03a, yTBEPkIAeHHOM Pemennem Kommernu
EBpazuiickoit saxoHomudeckoi komuccuu oT 11 aBrycra 2020 r. Ne 100 (nanee — dapmakornes
Coro3za), unu B";

0) B NPWIOKEHUHU K YKa3aHHOM TJIaBe B HYMEpPalHMOHHOM 3arojioBKe CJI0BO "
HCCIeq0BaHuA" 3aMEHUTE CJIOBOM "McciienoBaHui".

4. B npemiioxxeHuu mnepBoM ab3aiia BToporo myHkra 6.B.1 rinaBel 2 cioBa "npaBuiamMu
HaJuIeKaled Mpou3BOACTBEHHOM npakTuku Coro3a, yreepxaaeMbiMu Komuccuein" 3aMeHHUTH
cioamu "lIpaBunamu HaaJjexalleil MPOU3BOJCTBEHHONW MNpakKTUKK EBpasuiickoro
AKOHOMHUYECKOTO COK03a, yTBEepKIeHHbIMU Pemennem CoBeta EBpa3niiCkoi 3KOHOMHYECKOM
koMuccuu oT 3 HosiOps 2016 1. Ne 77 (nanee — [IpaBuia npou3BOICTBEHHON TPAKTUKH)".

5. B nynkre 5.2 rnassl 4:

B MPEJIOKEHUU MEPBOM CJIOBa "Hajuiexkanield npou3BoICTBEHHON mpakTuku Coro3sa,
yTBepxkaaeMble Komuccuen," 3aMEHUTh CI10BaMHU ''TPOU3BOICTBEHHON IPAKTUKU";

B MPEIJIOKEHUU TPETHEM CJIOBA 'MpaBUiIaMU HaJJlexaliei J1abopaTopHON MPaKTHKU
Coro3a, yrtBepxkaaembiMmu Komuccueir" 3amenuTs ciioBamu "llpaBuinaMu Hamiiexanieu
nabopaTopHOM mNpakThku EBpa3uiicKOro 3KOHOMHUYECKOro cOr3a B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB, yTBepkAeHHbIMU Pemennem Coera EBpa3uiickoil 5KOHOMUYECKO
komuccuu oT 3 HosA0pst 2016 1. Ne 81 (nmanee — [IpaBuna mabopaTopHOM MPakTUKK)".

6. B nogpasnene 2.4 rnaBsl 6 B npeasioxKeHUU nepBoM ciioBo "Komuccuun" 3amMeHHUTH
cinoBamu "EBpa3uilCKOl SKOHOMHYECKON KOMHUCCHUH'".

7. B rnase 8:

a) B IIpeJIOKEHUM BTOpPOM ad3aiia BTOpOro pasjena 6.5 cioBa "nekapCTBEHHBIX CPEICTB
U o0mIeil XxapaKTepUCTHUKE JIEKAPCTBEHHOI'O Mpenapara sl MEIULUHUHCKOTO MPUMEHEHUS
Coroza, yrBepxnaeMbiM Komuccuein" 3aMeHUTH ClIOBaMU ''JIEKapCTBEHHOTO Ipenapara u
oOlIel XapaKTEepUCTUKE JIEKAPCTBEHHOIO Mpemnapara JUisi MEIMIMHCKOrO MPUMEHEHUS,



yTBepxkaeHHbIM Permenuem CoBeta EBpasuiickoit SKOHOMUYECKOW KOMHUCCUU OT 3 HOSIOpS
2016 1. No 88";

0) B mpeIoKEeHUU BTOpoM mojapaszzena 6.6 cioBa "TpeboBaHMAM K MHCTPYKIHH I10
MEIHUIIMHCKOMY TIPUMEHEHUIO JIEKAPCTBEHHBIX CPEJICTB M OOIIEH XapaKTepUCTHUKE
JIEKapCTBEHHOTO Tpernapara Jjisi MeaIuuuHcKoro npuMenenus Coro3a" 3aMeHUTH cloBamu
TpeOOBAHMAM K HHCTPYKIIMH MO MEIUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO Mpenapara u
o0111e XapaKTepUCTUKE JIEKApCTBEHHOTO Mpernapara Jjisi MeIUIMHCKOTO MPUMEHEHU "

B) B MPEJIOKEHUHN YETBEPTOM Mojpasena 9 ciosa "TpeOoBaHUSM K MHCTPYKIIUU IO
MEIUIIMHCKOMY TPUMEHEHUIO JIEKApCTBEHHBIX CPEICTB M OOIIEH XapaKTepUCTHUKE
JIEKapCTBEHHOIO TMpernapara JJjisi MEJUIMHCKOT0 MPUMEHEHU, yTBepxkaaeMbiM Komuccueir"
3aMEHUTh CJIOBaMH "TpeOOBaHMSM K HHCTPYKIHU IO MEIUIIMHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TIpemapaTa M OO0IIell XapaKTepHCTHKE JEKApCTBEHHOTO Tpemapara s
MEIUIIUHCKOTO MPUMEHEHUA".

8. B mpemyioxkenun nepBom ad3ana nepBoro noapaszaena 4.6 rimassl 11 cioBa "npasuia
HaJuIexkalend nmpakTuku ¢apmakonamzopa Coroza, yTBepxkaaembie Komuccueir" 3aMeHHUTD
cioBamu "l[lpaBunma Haanexamed npakTuku (apmakoHanzopa EBpasuiickoro
PKOHOMHUYECKOI'0 COI03a, yTBepxkJaeHHbIe Pemenuem CoBera EBpazuiickoii 5KOHOMHYECKOM
komuccuu oT 3 HosA0pst 2016 1. Ne 87 (manee — [IpaBuna npaktuku papmakoHaazopa)".

9. B nipeyioxxeHnu BTOpoM ad3ara Broporo myHkra P.3.5 rimaBer 14 cinoBa "Hamiexariei
IpOU3BOACTBEHHON mpakTuku Coroza, yTBepxkaaeMmbiM Kommuccuei," 3aMEHHUTH ClIOBaMH
MIPOU3BOACTBEHHOM MPAKTHKU".

10. B npennoxenuu nepBoM mnojpaszaena 1.1 rimasel 15 cioBa "npaBuiia peructpaiuu u
AKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUS, yTBEPKIaeMbIe

"

Komuccueit" 3amenuts cinoBamu "lIpaBuia peructpaluuv M 3KCHEPTU3bI JEKAPCTBEHHBIX
CPEACTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUs, yTBEep)KIeHHbIe Pemmennem Cosera EBpasuiickoin
PKOHOMUYECKOU Komuccuu oT 3 HosiOps 2016 1. No 78 (manmee — [IpaBuiia peructpanuu u
AKCIIEPTHU3bI)".

11. B rnase 15.4:

a) B noapaszene 4.2 "Jlemonctpanus 3¢pPEeKTUBHOCTH IBYX IyTeH BBEJEHUS Mpernapara’
cIoBa 'MpaBWJIAM HaJUIeKAUIEd KIMHUYECKONM npakTuku Cor03a, yTBEpPKIAAEMBIMU
Komuccueir" 3amenuts cinoBamu "llpaBuiiaM Hamjiexaileil KIMHAYECKOW NPaKTUKU
EBpa3suiickoro 35KOHOMMYECKOI0 COr03a, yTBepkaAeHHbIMU Pemennem Cosera EBpasuiickoit
PKOHOMMYECKU KoMHUCCUU OT 3 HOos0pst 2016 1. Ne 79";

0) B mpenyioKeHUu nepBoM noapaszzgena 4.4. cioBa "mpaBuwiaMU PETUCTPALUU U
AKCHEPTHU3BI JIEKAPCTBE JIJII MEAUIMHCKOTO MpUMEHEHUs" 3aMeHUTh cioBamu "[IpaBunamu
pPETUCTpALIMU U SKCIIEPTU3bI";

12. B aG3ane nmepBom paznaena 7 riaBbl 15.8 cioBa "mpaBWiIaMH PErMCTpPalUH U
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB IJI1 MEAULIMHCKOTO MPUMEHEHHUS" 3aMEHUTh CJIOBaMH "
IIpaBritamu perucTpanyu 1 SKCIEePTU3HI .



13. B nocinennem ab3arie pazzaena 4 rnaBsl 18 cioBa "mpaBuit HajuIeKaen KITMHUYECKON
npaktuku Coro3a" 3ameHuTh cnoBamu "lIpaBun Hagnexamen KIMHUYECKOW MPaKTUKU
EBpa3uiickoro 3x0HOMHUYECKOro coro3a'.

14. Jononuutsk riaBamu 19 — 23 ciienyroniero coaep>xatusi:

"I'maBa 19. CocraBiieHre OCHOBHOTO JI0Che (MacTep-(daiisia) ra3Mbl KPOBH

1. OO01ne moIoKEHUS

1. OcHoBHOE nocke (Mactep-(daiin) miazMbl KpoBH (J1ajiee — OCHOBHOE JI0ChE TIa3Mbl)
JIOJKHO coJiepkaTh nHpopmaiuio, ykazanuyio B paszaene I npunoxxenus Ne 1 k [IpaBunam
perucTpanuu M dKcrepTusbl. VIcXoaHble MaTepuaibl, UCIOJIb3yeMble ISl MPOU3BOJICTBA
Iaa3Mbl KPOBU JOJDKHBI COOTBETCTBOBaTh TpeOoBaHusiM @Papmakonen Corosza, a mpu
OTCYTCTBHHM B HEW — COOTBETCTBOBATh TPEOOBaHMUSAM (papMakolell rocyJapCTB-WICHOB U
[IpaBun mpoM3BOACTBEHHON MPAKTUKHU.

[Ipu 3aroToBKe JOHOPCKOM KPOBU JOJIKHBI COONMIOAATHCS TPEOOBaHMS 3aKOHOAATEIbCTBA
roCcyJIapCTB-YJIEHOB B 00JIaCTH JOHOPCTBA KPOBH.

JIns ueneit HacTosIen T1aBbl U raaBbl 20 Hactosmux [TpaBuit UCIONB3YIOTCS OHSTHSA,
KOTOPBIE O3HAYAIOT CIIEyIOLIee:

"aynut" — CHCTEMaTHU3UPOBAHHBIA HE3aBUCHUMBIN JTOKYMEHTHPOBAHHBIA MPOILIECC
MOJTyYeHHUs TOATBEPKACHUS TOT0, UTO paboTa ACHUCTBUTEIBHO BBIMOJHSIETCS B COOTBETCTBUM
C IPEIyCMOTPECHHBIMU TIPaBUIAMH, TPOTOKOJIAMH U TIPOIIEyPaMU, U OIEHKH O0BEKTUBHOCTHU
ATOTO TOATBEPKICHHUS C LEJbI0 ONPENENICHUs CTENEeHU COOJI0JCHUS POBEPSIEMBIX
KPUTEPUEB,;

"KapaHTUHHOE XpaHeHue" — (uznyeckas H30JALUS KOMIIOHEHTOB KPOBH WJIU
MOCTYMAIOMNX MaTepualioB (peareHTOB) Ha CPOK OXKHUJAHUS TPUEMKH, BBIIyCKa WU
O0TOpPaKOBKM KOMIIOHEHTOB KPOBU JIMOO MOCTYMAIOIINX MAaTEPHAIIOB (PEareHToB);

"KBaIM(PUKAIMOHHBIC HCCIEAOBAHUS" — UCCIEAOBAHUS, TPOBOJUMbIC HA TTOCTOSSHHOM
OCHOBE B IIEJISIX OIEHKHM KOMIIETEHTHOCTH (pabOThl) COTPYAHHKOB JabOpaTopuu TpHU
BBITIOJTHEHUU UMM CBOMX 3aJ1a4, B (hopMe aHajin3a OCJICIIEHHBIX 00pa3IoB, MOATOTOBICHHBIX
BHEIIIHUM UCTOYHUKOM;

"mrazMa" — KHUAKas 4acTh KPOBH YEJIOBEKA, B KOTOPOU KIJIETKH KPOBH HAXOASATCS BO
B3BEILICHHOM COCTOSIHUM;

"mazMa s GpaKkIMOHUPOBAHUSA" — JKUJIKAsl YaCTh KPOBH YEJIOBEKA, OCTAIOIIASACS MOCTIe
OTAEJEHUS KJIETOYHBIX JJIEMEHTOB OT COOpPaHHOW KpPOBU B MPHUEMHHK, COJEpKaIIui
AHTUKOAryJsSHT, WJIM OTJEJICHHas C T[OMOINbI0 HENPEPhIBHOW (UIbTpAIlUU WU
HEeHTpUPYTUPOBAHUS U TIPeAHA3HAUCHHAs JJISI TTPOU3BOJICTBA JIEKAPCTBEHHBIX IMPENapaTosB,
MOJIy4aeMbIX U3 IIa3Mbl;

"MPOCIEKUBAEMOCTh" — CIOCOOHOCTH MPOU3BOUTENS JIA3Mbl IPOCIEAUTH OTACIBHYIO
€IMHUILY KPOBH WJIM KOMIIOHEHTOB KPOBH, IMOJYYEHHBIX W3 HEe, OT JIOHOpa 0 MecTa
Ha3HauyeHus (PEIUIUEHTa, IPOU3BOIUTENS JIEKAPCTBEHHBIX MPENapaToB, MECTa YTUIIU3ALIIH )
1 B 00paTHOM HaNpaBJICHUU;



"IyJ1 mIa3Mbl" — IEPBOE OJJTHOPOAHOE 00bEIMHEHNE HECKOIBKHX 7103 TUIa3Mbl (HarpuMmep,
MoCJIe yJIaJeHUsl KpUOTPEIUITUTATa), UCTIBITHIBAEMOE Ha BUPYCHBIE MapKEPHI;
"peTpOCNEeKTUBHBIN aHanu3" — OllEHKa, MPOBOAUMAS M JOKYMEHTUpyemas 0
CTaHJAPTHOM OMEepaIMOHHON MPOIIeaype MPU HEBBITYCKE €UHUIIBI TIJIa3Mbl (OTPUIIATEILHON
JIOHAIMU ), BBITIOJIHSIEMas ITyTeM OOpPaTHOT'O OTCJICKUBAHUS U JOMOJHUTEIIBHOTO UCTIBITAHUS
OpEeABIIYIIMX JOHALMKA B TEUEHHUE 110 MEHBIIEH Mepe 6 MECALIEB 10 TaHHOW OTPHUIIATEIbHON
JOHALIMM BHE 3aBUCHUMOCTH OT JIF000H U3 CIEAYIOIMX BhI3BABIINX €€ MPUYUH:
HECOOTBETCTBUE JOHOPA KPUTEPHUSIM 3[I0POBbS ISl JOHOPA;
HaJIM4YKE MOCIEeAYIOIEN TOHAIMH, TTOJO0XKUTEIbHOMN MO JII0OOMY U3 BUPYCHBIX MapKepOB,
y paHee OTPULIATENHHOTO IO BUPYCHBIM MapKepaM JI0HOPA;
HapyIICHUE MPOLIEAYP UCIIBITAaHUS IIJIa3Mbl HA BUPYCHBIC MapKeph;
pa3BUTHE y J0HOpPa WH(EKIIMOHHOTO 3a00JIEBaHUS, BBHI3BIBAEMOTO arcHTOM,
MOTEHIIMAJILHO TIepelaBacMbIM Yepe3 Mpernapathl, noirydaeMbie u3 miazmsl (BI'A, BI'B, BI'C
u npyrue Bupycel renatuta, BUY-1 u BUY-2, a Takxe uHble 3HaUMMble MH()EKIIMOHHbBIE
areHTHhI);
pa3BuTHE y JOHOpa BapuaHnTHOU Oone3nu Kpeirudensara-Axoda (BBKS);
pa3BUTHE Yy PEIUIIUEHTA KPOBU WM OOHApyKeHHe (MOI03peHne Ha OOHApyKEHUE) B
KOMITOHEHTE KPOBHU IreMOTpaHCchy3nOHHON HHPEKINU, KOTOpas MPOCIIEKUBAETCS 10 IOHOPA;
"cepTuUKAT OCHOBHOTO JIOChE TUIa3Mbl" — JOKYMEHT, KOTOPBIM YITOJITHOMOYCHHBINA OpraH
(dKcrepTHAsl OpraHu3alus) rocyJapcTBa-djieHa YJIOCTOBEPSET COOTBETCTBUME KadyecTBa
mia3Mbl ctathsiM (MoHOTpadusim) dapmakonen Coro3a, a IPU UX OTCYTCTBUU — CTAThSIM (
MoHorpadusaMm) papmakoneit rocyaapcTB-4jieHOB, a Takxke [IpaBuiam Mpou3BOICTBEHHOM
MPaKTUKH;

"yupexxaeHue mo 3abopy (mpoBepke) KpoBH' — opraHu3anus Wid oObeIUHEHUE,
OTBEYaroUMe 3a Kakoi-1nbo acmeKkT cOopa W UCHBITAHUS KPOBU WM KOMIIOHEHTOB KPOBU
YeJIOBeKa HE3aBHCHUMO OT 1€ MX MPUMEHEHHS, a TakKe 3a UX o0paboTKy, XpaHEHHE U
peanu3alnio, eciau OHU MpeAHa3HaueHbl il nepenuBanusd. [loHsaTHe He BKIIOYAeT B ceOs
CTPYKTYpPHBIE TIOJIPA3ACICHUSI MEAUIIMHCKUX OPTraHU3alldi, OCYIIECTBIISIIOIINX KIMHUYECKOE
IPUMEHEHHE TOHOPCKOW KPOBH U €€ KOMIIOHEHTOB;

"XpaHeHUe 3alacoB IJIa3Mbl" — MPOIEcC, 00ECeYNBAIOIINN COXPAHHOCTh €IUHUII
IUTa3Mbl B TE€YEHUE OMPEICICHHOTO BpeMeHU (000CHOBBIBAEMOTO 3asIBUTENIEM ), IPU KOTOPOM
JOIYCKAETCs U3BATHUE JIOOBIX MOJO03PUTEIBHBIX JOHALMN A0 UX UCIOJb30BAHMS C LIEJIbIO
(bopMHUpPOBaHUS ITYJIOB IJIA3MBI;

"HEHTp I 3arOTOBKU KpOBHU (I1a3Mbl)" — TUIomIagka (BKJIIOUYAsl UCIBITATEILHYIO
TUIOMIAJIKY ) W TTOMEIICHHE 711 cOopa, B KOTOPOU OCYIIECTBISAETCS COOp KPOBU MU TUIa3MBI
(c BO3MOKHOM 00paOOTKOM U XpaHEHUEM).

2. Kaxnoe yupexaeHue 1o 3adopy (IpoBepKe) KpOBH JTOJKHO MOJIYYHUTh OJOOpEHHE
YIOJIHOMOYEHHOI'O OpraHa rocy/1apcTBa-4jeHa B COOTBETCTBUU C 3aKOHOJATEIbCTBOM 3TOTO
rocyJapcTBa O JOHOPCTBE KPOBH M €€ KOMIIOHEHTOB. YUpexAeHUs Mo 3a00py (MpoBepKe)



KPOBHU, OCYIIECTBJISIONINE ACSITEIBHOCTh MO MEepepaboTKe, XPaHEHUIO U TPAHCIIOPTUPOBKE
JIa3Mbl, UCIIOIL3YEMOM JUIsl MPOU3BOACTBA JICKAPCTBEHHBIX MPENapaToB, JOJKHBI MPOUTH
MHCIIEKTUPOBaHKUE Ha cooTBeTCTBUE [IpaBuinam nmpou3BOJCTBEHHON MPAKTUKH.

B ocHOBHOE f0che Mm1a3mbl BKIIIOYAETCA 001asi MHGOpMaIus o Mjia3Me ¢ MOMEHTa ee
noyueHust A0 GOpMHUPOBAHUS TMyJia, BaKHAs Ui MPOM3BOJACTBA BCEX MPOMEKYTOUYHBIX
dpakiuil (BKJIIOYas KPUOMPEIMUIUTAT), BCIOMOTATENbHBIX W JEHCTBYIONIUX BELIECTB,
BXOJIAIIMX B COCTaB JICKAPCTBEHHBIX CPEACTB WM MEIULUMHCKUX HW3ACIUN, HA KOTOpbIC
pacIpoCTpaHsIETCS OCHOBHOE JIOCHE IJIa3MBbl.

3. [Iponenypa cepTuduKani OCHOBHOTO JTOChE IJIa3Mbl HE SIBJIAETCS 00s3aTeIbHON MPU
MCIIOJIb30BAaHUM OCHOBHOI'O JIOChE IIa3Mbl B MPOIECCE MPOU3BOJACTBA KPUOIMPEUUNUTATA U
MOOBIX JAPYTUX MTPOMEKYTOUYHBIX MPOAyKTOB. CBeNeHHs O TMpolecce IMPOU3BOJICTBA,
HaYMHAIOUIEMCS C ITyJia TUIa3Mbl, HE BXOJIAT B OCHOBHOE JI0Ch€ M1a3Mbl. OHH YKa3bIBaIOTCS B
COOTBETCTBYIOLIMX pa3leslaXx PETUCTPALMOHHOIO JOChE JIEKAPCTBEHHOIrO Ipenapara,
MEIULMHCKOTO0 H3JEJIUsl WM HOBOIO pa3padaThiBAEMOro JIEKapCTBEHHOrO Mpenapara,
HAXOJSIIErocs Ha ATanax KIMHUYECKOTO UCCIIEIOBAHMS 0 €r0 PETUCTPALIUH.

4. B 0CHOBHO€ J10Ch€ MJIa3Mbl HEOOXOIMMO BKJIIOUATh BCIO MH(OPMAIIMIO B COOTBETCTBUU
¢ Hacroseu rimaBou. He cnenyer naBaTh CChUIKM Ha JAHHBIE, COAEPKAILIHUECA B JAPYTHUX
OCHOBHBIX JIOCHE IJIa3MBlI.

5. B HacTos1Iel riaBe onucala CTpyKTypa OCHOBHOT'O JIOChE IJIa3Mbl M JJAHHBIE O IIa3Me
, KOTOpble HEOOXOJIUMO NPEACTAaBUTh B COCTABE OCHOBHOI'O JOCh€ IUIa3Mbl C MOMEHTa
3arOTOBKH ILJIa3Mbl 10 €€ OObEAVMHEHHS B MyJl WM BKJIKOYATh B PETUCTPALMOHHOE J0CHE
JIEKapCTBEHHOT'0 Mperapara, eciu He MCIOIb3YeTCs Mpolleaypa cepTU(UKAIIMT OCHOBHOTO
J0ChE TJIa3MBl.

6. 3asiBUTEIAM WU JEpKaTeNsIM PETUCTPALIMOHHOTO yAOCTOBEPEHUS, MPEICTABIISIIOIIAM
3akiroueHue (ceptudukat, cBUAETeNIbCTBO) COr03a HA OCHOBHOE JI0ChE TIa3Mbl, HEOOXOIUMO
CCBUIATHCSl HA OCHOBHOE JOChE TUIa3Mbl B PETUCTPAIIMOHHOM JOChE KaKI0TO JIEKAPCTBEHHOTO
npenapara, MOJYYEHHOr0 M3 IUIa3Mbl KpOBU (llajee — mpemnapaTbl KpoBu). Pazpemaercs
CChUTAThCSA HAa HECKOJBKO OCHOBHBIX JOChe Tuta3Mmbl. Ecnu mHpOpMaIus OTHOCHTCS K
OTpeJIeJICHHOMY JIEKapCTBEHHOMY IpernapaTy (HarmpuMmep, cXxeMa MMMYHM3AlUU JOHOPOB,
UCTIONIb3yeMasi IPU MPOU3BOJICTBE MpenapaToB UMMYHOTJIOOYJIMHOB CHEIU(DUUECKUX), €€
HE0OXOUMO BKIIIOUUTH B pazfen 2.3.S peructpanmoHHOTO J0Che Mpernapara KpoBu. B
OCHOBHOE JIOCh€ MJIa3Mbl, yKa3aHHas HH(OpPMAIU HE BKIIIOYAETCS], 38 UCKIIOUYEHUEM CITy4acB
, PACCMOTPEHHBIX B HACTOSILEH I1aBe.

2. ExxeroaHasi akTyajiu3alys OCHOBHOTO JIOCh€ TJIa3Mbl

7. Uuadopmaruto, comepx aniyrocss B OCHOBHOM JI0Ch€ TIJIa3Mbl, HEOOXOIUMO €KETOTHO
aKTyaJIN3UPOBATh U MPEACTABIATH I PACCMOTPEHHS U YTBEPKIACHUS B YIOJHOMOYEHHbIE
OpraHsbl (3KCIEPTHHIE OPTraHU3aIlUN ) TOCYIapCTB-UJICHOB.

8. JlokyMeHTalusl 715l aKTyalu3alid OCHOBHOTO JI0ChE TUIa3Mbl IOJKHA BKJIIOYATh B ce0s
CJEAYIONIYI0 HH(POPMALIHIO:



a) KpaTKoe OMMCaHNe BCEX M3MEHEHUIM U OOHOBIICHU;

0) nmepedyeHb U3MEHEHUM (BKJIIOYAsi BCE U3MEHEHUS, YTBEPK/ICHHBIC B TCUCHUE TOJIa, a
TaKXke IJIAHUPYEMbIE€ K BHECEHHUIO, 3asIBJICHHE M0 KOTOPBIM MOJAETCS AJIsl aKTyaJIU3allin) O
dbopme cornacHo npwiokeHuto Ne 1 k HacTosiel riaBe. B ykazaHHOM mepeuHe JOJKHBI
OBITH MPUBE/ICHBI TOUHBIC CCHUIKH C YKa3aHUEM CTPAHUIIBI M TOMA JICUCTBYIOIIETO OCHOBHOTO
JI0ChE TLIA3MBbI;

B) BCSl MH(OpMAIUsI O HEBBITIOJIHEHHBIX 00s3aTENIbCTBAX (Mepax, KOTOPbIE MPEIACTOUT
MPUHATH B COOTBETCTBUU C PELUICHUAMU YIOJIHOMOYEHHBIX OPraHoB (3KCHEPTHBIX
OpraHu3alliii) TOCYJapCTB-YICHOB, MPOBOJIUBIINX YKCIEPTU3Y OCHOBHOTO JIOChE IJIa3Mbl) U
OTHOCSIIIIUECS] K HUM JaHHbIE, KACAIOIIUECS MPEAbIAYLIUX IKCIIEPTU3;

r) 0000IIEHHOE OCHOBHOE JI0ChE IJIa3Mbl, KOTOPOE JOJDKHO BKIIIOUATh B ceOsl BCE
M3MECHEHUS M aKTyaIbHYI0 HH(POPMAIIMIO C MOMEHTA MOTYUYEHUS MTPEABIAYIIEro cepTudukaTa
OCHOBHOTI'O JIOChE MJIa3Mbl (IEPBOHAYATILHOTO WM €KEr0JTHO OOHOBIISIEMOT0), B TOM YHCIIE:

aKTyaJbHbIE AMTUJEMUOJIOTUUECKUE JaHHBIE U UX HAYYHYIO OLICHKY;

aKTyanu3aiuio paszziena 1.1 o0CHOBHOTO A0Che IMJIa3Mbl, C YKa3aHUEM CIIUCKA MpernapaTos,
CBEJICHUSI O KOTOPBIX YKa3aHbl B 3asBJICHUU Ha BblJauy MEPBOro ceprudukara OCHOBHOTO
JI0Ch€ TIa3Mbl U JIEHCTBYIONIETO cepTU(PUKaTa OCHOBHOTO J0Che Iia3Mbl. CIHCOK JTOHKEH
OBITh AKTyaJIM3UPOBAH C IEJbI0 YCTAHOBJICHUS B3aUMOCBSA3M MEXJIYy TOTOBBIMU
JIEKapCTBEHHBIMU MpenapaTaMyd U UCTOYHUKOM IUIa3Mbl ISl UX MOTy4YeHUsl. AKTyaln3aius
ATOrO CIKMCKAa HE OTHOCHUTCS K M3MEHEHHSIM OCHOBHOTO JIOChE IIa3Mbl. Becem nepikarensm
PETUCTPAIIMOHHBIX YIOCTOBEPEHUN, KOTOPHIE HCIOJB3YIOT HOBBIM HCTOYHUK IIa3MBlI,
OPUBOASIINN K M3MEHEHUIO MpOoIecca MPOM3BOACTBA HAUYMHAS CO CTAJAUM IyJIUPOBAHUS
J1a3Mbl, HEOOXOIMMO TMOJIaTh 3asIBJICHWE O BHECEHUU U3MEHEHUS B PETUCTPAIMOHHOE JI0CHE
JIEKapCTBEHHBIX MpPENapaToB B COOTBETCTBUM ¢ mpuiiokeHuem Ne 19 k IlpaBunam
pErucTpalui M SKCIepTU3bl. B OCTalbHBIX cllydasX HEOOXOJUMOCTh BHECEHHS TaKOTo
M3MEHEHUS B PETHCTPALMOHHOE JOChE MPH HCIOJb30BAHUM HOBOT'O MCTOYHUKA IIa3Mbl
OTNpeJIeNISIETCS] CTENEHbI0 BJMSHUS BHOCHUMOT'O HM3MEHEHHUS Ha Ka4eCTBO TOTOBOIO
JIEKapCTBEHHOIO MpeMnapara;

aKTyanau3alnuio pazaenoB 2.1.3 u 2.3 oCHOBHOTO JI0Che M1a3Mbl. [Ipu 3TOM U3MEHEHUs
JAHHBIX Pa3JE€JOB HE OTHOCATCS K M3MEHEHUSIM OCHOBHOTO JIOChE IJIa3Mbl, a SBISIOTCS
aKkTyanu3anuen (MepBOHAYANbHOW WIIM €XEroJHOW) WHQOpMaIluu, TPEACTaBICHHOW B
MPEAbIIYIIIEM OCHOBHOM JIOChE TIIa3MBbl;

MEPECMOTPEHHYIO JOPOKHYIO KapTy M3 paszjesia 1.3 OCHOBHOTO J0ChE IIa3Mbl (eciu
MPUMEHUMO);

uH(pOopMaIMio 00 0TKa3e OT y4acTUs B JATIbHEHUIIIEM MMOTYYEHUH U TepepaboTKe MIa3Mbl,
MOJIYYEHHYIO paHee U3 TPEThUX CTPaH, U (WIH) yUpexKACHUN WK O TECTUPOBAHUU TOHOPCKHUX
MaTepUalioB U MYJIOB IUIa3Mbl, WM O KOHTeHHepe (KOHTeilHepax) AJid KPOBH (C yKa3aHUEM
NPUYMH 0TKa3a) MPU HAIMYKUK OTKA30B OT YYaCTHSs;



aKTyaJIbHBIN CcTaTyc yupexJeHui no 3adopy (IIpoBepKe) KPOBH MO UTOTaM MHCHEKIUU
WJIY ay/IUTa;

OOHOBJIEHHBIE JaHHBIE 00 y4acTUU B KBAIM()UKAIIMOHHBIX UCCIIEOBAHUSAX MYJIOB TJIa3Mbl
(HaMMEHOBaHUS TECTUPYEMBIX BUPYCHBIX MapKepOB, B TOM YHUCIE C HMCIOJIb30BAaHUEM
TEXHOJIOTHH aMIUTU(PUKAIIMU HYKJIEHHOBBIX KUCIIOT, IPUBEACHHOM B pazene 2.2.2 0CHOBHOTO
J0ChE TUIa3MBbl);

1) COHUCKH (TIEPEYHHU ), BKITIOYAIOIIHE B CEOS:

Clly4au peTpPOCIEKTUBHOTO OOHApy»XEHUs MPU3HAKOB MH(UIHUPOBAHUS JOHOPCKOTO
MaTepuasna, BKIYEHHOTO B IyJ mia3mel, BUY wnm Bupycamu remaruta A, B unn C,
IIPOM3OLIEAIINE B TEUYEHUE Mpolenmero roxaa. llepedeHp Takux ciydaeB IOJKEH
npujaraTbCs, HECMOTpS Ha Haluuhe OO0s3aTelIbCTB y JepiKaTess PEerucTpalioOHHOIrO
YIAOCTOBEPEHHUSI W3BEIIATh YMNOJHOMOYEHHBIE OpraHbl (IKCHEPTHBIE OpPraHu3aIvuu)
roCy/apCTB-WICHOB, 3aHUMAIOIINMECS HAA30pOM 3a O€30I1aCHOCTBIO IIpenapaToB KPOBH, O
MOOBIX coydasx OOHapy»eHus MpU3HAKOB 3apakeHuss BUY unu remaTUTOM TOHOPCKOTO
MaTepuana, J00aBJIEHHOIO B IyJI JIa3Mbl;

YHUCJIO TOHALNN C MOJOKUTENBHBIMU PE3YIbTaTaAMH TECTUPOBAHUS HA BUPYCHBIE MAPKEPHI
C MCTOJb30BaHUEM TEXHOJOTUU aMIUTM(PHUKALUU HYKIEHMHOBBIX KUCJIOT B MPEANPUATUU IO
(bpakiIMoOHUPOBaHUIO KpoBU. Ecim ykazaHHOE TECTUpPOBAHWE MHMHHUIYJIOB IMPOBOJIUTCS
JepKaTelieM OCHOBHOTO JOCh€ IUIa3Mbl, B HEM HEOOXOJUMMO OTpa3UTh pPe3yIbTaThl
TECTUPOBaHUS (C yKa3aHUEM KOJINYECTBA MPOBEPEHHBIX MUHHUITYJIOB U KOJIMUYECTBA 00pa3LOB
JOHOPCKOM KPOBH, MOKA3aBIIMX MOJIOKHUTENbHBIE PE3YIbTaThl). JaHHBIE 32 MPOILIBIE OBl
YKa3bIBAIOTCS, €CJIM OHU aKTyaJIbHbI JJI CEpUi, KOTOPbIE MOTYT HaXOAUTHCS B 0OpalieHUH (
HarpuMmep, MHpopMalus O MEepHoJie, KOrAa YUpeKJIeHHE Mo 3a00py (MpOBEpKE) KPOBU
AKTHBHO ITOCTABJISUIO TUIa3MYy).

3. CtpyKTypa OCHOBHOI'O JOCKE ILIa3MBI

9. OcHOBHOE 10CHE TIIa3Mbl, BKIIOUAET B CEOS CIICTYIONTUE Pa3Ieibl:
pazzaen 1. "O6mas uadopmaius (pe3roMe) OCHOBHOTO JIOCHE JIa3Mbl";
pazzen 1.1 "Ilepeuenpb neKapCTBEHHBIX MPeNapaToB, MOJYYEHHBIX U3 T1a3Mbl'";
pazzaen 1.2 "OOmas crparerus odecredeHrs 0€30MacHOCTH T1a3Mbl';
paznen 1.3 "OO6mias 10rucTUKA ENH MOCTABKU I1a3Mbl;
pazzen 2. "Texuuueckas nHGopmMarus 06 HCXOTHBIX MaTepHraiax";
pazaen 2.1 "[Ipoucxoxaenue (MICTOYHUK) MJ1a3Mbl";
paznen 2.1.1 "Uudopmanus 06 yupexaeHusx mo 3ad00py KpoBHU, B TOM yuciie 00 UX
MHCIEKTUPOBAHUM W OJIOOPEHUHU YIOJHOMOYEHHBIM OPraHOM TOCYJapCTBa, a TaKkKe
AMUAEMHUOJIIOTUYECKHE TAHHBIE O TEMOTPAHCMUCCUBHBIX MHPEKIHIX'";
pazzaen 2.1.2 "Mudopmaius 00 yudpekIeHHUSIX MO MPOBEPKE KPOBH, OCYIIECTBIISIIONINX
TECTUPOBAHUE HWHIMBHUAYAJIbHBIX JTOHAIMM WU TyJOB IUIa3Mbl, B TOM 4Hciae 00 ux
MHCIIEKTUPOBAHUU U 0JIOOPEHUHU YIIOJTHOMOYEHHBIM OPraHOM rocyaapcTna';



paznen 2.1.3 "Kputepuu otd6opa (0TBOAA) TOHOPOB KPOBH (I1J1a3Mbl)";
pazznen 2.1.4 "Cucrema mpoclie)KMBa€MOCTH JOHALMKM B YUpexAEHUAX 1o 3a00py (
MIPOBEPKE) KPOBU";
pazzen 2.2 "KadecTBo 1 6€3011aCHOCTS IJIa3MbI";
paznen 2.2.1 "CootBetctBue cratbsim Papmakonen Coro3a wiH cTaThsiaM (hapmMakomnei
rocyaapCcTB-4JIE€HOB";
paznen 2.2.2 "HUccnenoBanue MHANBUYAIbHBIX TOHAIUNM KPOBU (TU1a3Mbl) U MTYJIOB KPOBU
(rutazMbl) Ha HaMMuue MHEGEKIMOHHBIX areHTOB, BKIIIOYAs CBEJACHUA 00 AHAIMTHYECKUX
METOJMKaX U JIJIsl IYJIOB TUIa3Mbl — JIaHHBIC O BaJIMJAIIUA UCTIOJIb3yEMbIX METOJIUK";
pazgen 2.2.3 "TexHuueckrue XapakTE€pPUCTUKU KOHTEHHEPOB JJIsl 3aTOTOBKU KPOBU U
I1a3Mbl, B TOM YUCie HHPopMalus 00 UCTIOIb3yEMbIX PACTBOPAX aHTUKOATYJISHTOB";
pazaen 2.2.4 "YcinoBust XpaHEeHUs U TPAHCIIOPTUPOBKH IJ1a3Mbl";
paznen 2.2.5 "l[Ipouenypa KapaHTUHHOTO XpaHEHHUS";
pazzaen 2.2.6 "XapaKTEpUCTHKHU IMyJIa TUIa3Mbl';
pazaen 2.3 "CucreMa B3aMMOJIEHCTBUS MPOU3BOJIUTENS JEKAPCTBEHHOTO Mpemnapara,
MOJIYYE€HHOT'0 U3 IJIa3Mbl U (WJIH) PEINPUATHN TT0 (PaAKIIMOHUPOBAHUIO C YUPEKICHUSIMHU 110
3a60py (mpoBepke) KpoBu'.

4. TpeGoBaHHA K COCTABICHHIO OCHOBHOTO JOCHE ILIa3MEI

Pazpen 1.1 "TlepedeHs iekapCTBEHHBIX IIPENApaTOB, NOXYIEHHEIX W3 IUTa3Mbl" OCHOBHOI'O JOChE
IUTa3MBI

10. B pasgene 1.1 0CHOBHOTO OCKE IIa3MBbl YKa3bIBAETCS NIEPEYEHD BCEX JIEKAPCTBEHHBIX
IIpErapaToB, Ha KOTOPBIE OH pPacCIpPOCTPAHSETCsS, BKIIOYAs 3aperucTPpUpPOBAHHBIE
JEKapCTBEHHbIE TMpemnaparbl W Mpenaparbl, HaXOIAIIHECss Ha pPacCMOTPEHHH B
YIOJIHOMOYEHHBIX OpraHax (3KCIEpPTHBIX OPraHU3alMsIX) TOCYJapCTB-WICHOB C IIEJbIO
peructpanuu, o Gpopme, npuBeAeHHON B Tabnuie 1.

Taomuna 1

dopma mepedHs JeKapCTBCHHEBIX PENapaToB,
[OJy9EeHHBIX U3 [UIa3MBI

Toprosoe nHanMeHoBanue (ecnu CBEIEHUS O PETUCTPALIOHHOM yJOCTOBEPEHUHU
HaumenoBanue

MIPUMEHHUMO) (ecyi IPUMEHUMO)
JIEKapCTBEHHOTO
marTa
npernapara,
JMEKapCTBEHHOE  MEIUIMHCKOE TTOITBEPIKICHIS
TOIYy9CHHOr0 M3 P JlaTa, HOMep KEM BBbIJAaHO erHCTDA
THUCTPALAN
S —— CPEencCTBO H3IeIe p part
(pu HaNTHYWIH)
[Ipumeyanus:

1. B xauecTBe HAaMMEHOBaHUS JIEKAPCTBEHHOTO Mpernapara HeoOXO0AUMO HCIOIb30BaTh
HAaMMEHOBAHHE OCHOBHOTO JICMCTBYIOIIETO BEUIECTBA, BXOJISAILIEIO B €r0 COCTaB (HampuMep,



daktop ceeprbiBanus VIII, [X, ummyHOrno0ynuH yenoBeka Jijisi BHyTPUBEHHOTO BBEICHUS,
anbOyMUH YeJIOBEKa).
2. HeoO6xoammo cocTaBUThH OT/IEIbHBIC TIEPEUYHU B OTHOIIICHUU:

JIEKaApCTBEHHBIX MPEnapaToB, COJACPKAIINX B KAa4eCTBE JEHCTBYIOIINX BEIIESCTB OCJIKH,

BBIJICJICHHBIE U3 IIa3MBbl;
MEJIUIMHCKUX U3JIEIHNH, COJEpKalIUX B COCTABE CTA0MIIbHBIEC OCJIKU KPOBHU WIIH TJIa3MBbI;
HOBBIX pa3padaThiBa€MbIX JIEKAPCTBEHHBIX MPENapaToB;
MPOMEKYTOUHBIX (PpakKIMii, BKIIOYAs KPUOMPEUUITUTATHI, MPOJABAEMBIX IPYTUM
MIPOU3BOUTEIISIM;

JIEKapCTBEHHBIX MPEMAPaTOB, COJAEPHKAIMNX B COCTaBE CTAOWIIBHBIC OCIKHA KPOBH WIIH
IJ1a3Mbl (HampuMep, B KaueCTBE BCIIOMOTATEIbHBIX BEIIECTB WJIM OCHOBHBIX JEHCTBYIOITUX
BEIIIECTB).

11. Kpome Toro, npu HaJIu4uu JOTOBOPOB U (MJIM) COTJALIEHUN MEXIY AepiKaTelieMm
OCHOBHOTO JIOChE IUIa3Mbl U CTOPOHHUMHU KOMIAHUSIMHU CIENYET TAKKE MPEACTABUTH CIIHMCOK
JIEKapCTBEHHBIX CPEJICTB, UMEIOIINX B CBOEM COCTaBE CTAOUIIbHBIE TPOU3BOAHBIC KPOBH HIIH
IJ1a3Mbl (HampuMmep, NEeUCTBYIONIME BEIIECTBA, BCIIOMOTaTeIbHbIE BEIIECTBA, CTAOUIN3ATOPHI)

Paznen 1.2 "OOmas crparerus obecredeHusi 0€30MacHOCTH TIa3Mbl" OCHOBHOTO J0ChE
T1a3Mbl

12. B pa3nen 1.2 0OCHOBHOrO JOChE IJIa3Mbl BKIIOYAIOTCSA PE3yJIbTAThl MPOBEICHHON
OIICHKU BKJIaJa B OOIIYI0 OE30MaCHOCTH IMyJia TIa3Mbl KaXKJIOT0 M3 3HAYMMBIX TAlOB €T0
noytydeHus (0T coopa KpoBH (I1a3Mbl) 10 GOPMUPOBAHUS yJIa).

13. B pa3ngen takxe HEOOXOAMMO BKJIIOUUTH MHPOPMAIMIO O TOM, KAKUM 00pa3oM
B3aMMOCBSI3aHbl Pa3JIMYHbIE MPOLECCHl MOJYUYEHHUS Iyja IUIa3Mbl U KaK 3TO IMO3BOJISIET
obecrnieyuTh 00IIyI0 0€30MacHOCTh MOJYy4aeMOTo IMyJa Ia3Mbl. JTa uHGoOpMalus A0JKHA
3aBEpIIATHCS OIEHKON TOro, HACKOJBKO Ha KaXKIOM J3Tale MOJy4YeHUs IMyJia TUIa3Mbl
YYHUTBIBAIOTCS CIICTYIONTUE (aKTOPHI:

SMUJEMHUOJOTHYECKHE JaHHbIE O TEMOTPAHCMHCCHUBHBIX WHQEKIIUAX,
3aperuCTPUPOBAHHBIX B ONPEIEIECHHON TOHOPCKON MOMYJISLIUY;

KPUTEPHUH HCIIOIH30BAHUS JOHAIUH, MOJTYYCHHBIX OT MEPBUYHBIX TOHOPOB (eciu
IPUMEHHUMO);

CHUCTEeMa KpHUTEpHeB 0TOOpa JOHOPOB, B TOM YHCIIC MEPHI JJIs UCKITIOYEHUS JTOHOPOB,
SBJISTFOIINXCS. HOCUTENSIMU BapuaHTHOM OosiesHu Kpentidensara — SAxko0ba;
CKPUHUHT JIOHAIIMH W B COOTBETCTBYIOIIMUX CIyYasiX CTpaTerus paboThl C MUHHITYJIAMH,
TECTUPOBAHUE MYJIOB TUIa3MBlI;
npeienbl BAPYCHOM Harpy3KH JJisl ITyJIOB IJ1a3Mbl U JOIYCTUMBIE pa3MephI ITyJia MIa3Mbl,
a TakKe MPOIEAYPHI XPAHEHHUS 3aMacoB ITyJIOB TUTa3MbI U PETPOCIIEKTUBHOTO aHAIN3a MYJIOB
TUTa3MBl.



HeoGxonumo mpenctaBuTh cxeMy (HampuMmep, B BUJE JHArPaMMBbl) MPOBEICHUS
TECTUPOBAHUS TUIa3Mbl U CTPATErMIO0 TECTUPOBAHUS MYJOB (MUHUITYJIOB IJIa3Mbl) C LIEIbIO
MOJATBEPXKACHUS €IMHCTBA CUCTEMbI Mep Al oOecrieyeHus: OE€30MaCHOCTH MyJia IUIa3MBbl,
OpUHUMAEMbIX OpraHu3alued B TMpolecce cOopa, TECTUPOBAHUS, XpAaHEHUS U
TPAHCIIOPTUPOBKHU IUIA3MBI.

HeoOxonumo omnucaTe mOpeanosiaraéMbliii OCTATOYHBIM PUCK TMOMAaJaHUS B
ITPOU3BOICTBEHHBIN ITYJI IUIa3MBbl IOHALMM, KOHTAMIHUPOBAHHBIX BUPYCAMH.

Pazgen 1.3 "OOmas JJOrHCTHKA ENH MOCTaBKH IUIa3MBI"
OCHOBHOI'O IOCh€ ILTa3MEI

14. B paznene 1.3 oCHOBHOTO J0CHE TIa3Mbl HEOOXOIUMO TIPEJICTABUTh KAPTY JTOTUCTUKH,
B KOTOPOH MOAPOOHO OMHUCHIBAETCS IIETIh MTOCTABKH IJIa3MbI OT €€ cOopa 10 OOBEAMHEHUS B
mysi. B kapTe JOTHCTHKM YKa3bIBAIOTCS BCE YUPEXKICHHS 1O 3a00py (IIpOBEpKE) KPOBH, a
TaKKe YUPEKICHHsI, IPUHUMABIINE y9acTHe B 00paOOTKe, XpaHECHUH U TPAHCTIOPTHPOBKE
KPOBH WJIM TUIa3Mbl, ¥ OMHCHIBACTCS WX B3aUMOCBSI3b. B KapTe JTOTHCTHKH HEOOXOIHMO
OTpa3uTh BCIO IIEMOYKY TPAHCIOPTUPOBKU IMyJia TUIa3Mbl (B TOM YHCJE JaHHBIE O
MEPECCUCHUH TPAHMI] M TAMOXEHHOM KOHTPOJIE, & TAK)KE O CTpaHe-UMIIOpTEpE).

Pazgen 2. "Texamaeckas nHpopManma 06 HCXOJHBIX MaTepHaiax" OCHOBHOTO J0OChE ILTa3MbI

15. KadecTBO 1 6€30MacHOCTh IMpEnapaToB KPOBU 3aBUCIAT OT UCTOUYHHMKA IIJIA3MbI U
MOCJIEAYIOMIUX MPOIIECCOB MPOU3BOJCTBA TAKUX JICKAPCTBEHHBIX MPENapaTroB. 3aroTOBKA,
TECTUPOBaHUE, NepepadoTKa, XpaHEHNE U TPAHCIIOPTUPOBKA IJ1a3Mbl — (DaKTOPBI, BIUSIOIINE
Ha o0ecreueHue KauecTBa MpernapaToB KPOBH.

16. Yupexaenus no 3a00py (IpoBepKe) KPOBU JOJIKHBI:

B OTHOIIICHWUW 3arOTOBKH W TECTUPOBAHHS KPOBU — COOJIOMATH 3aKOHOATEIHCTBO
rocyJapCTB-4JICHOB B 00JaCTH IOHOPCTBA KPOBU;

B OTHOIIICHUU BCEX OCTAJIBHBIX BHJIOB JICSITEIHBHOCTH, CBSI3aHHBIX C MPOMBIIIICHHBIM
noiaydyeHueM u (Wnam) mepepabOTKOW IIa3Mbl, — TPOUTH HHCIEKTUPOBAHHE
YIOJTHOMOYEHHBIMM OpPTaHaMH TOCYJIapCTB-YICHOB Ha cooTBeTcTBUE [IpaBuiam
MIPOU3BOCTBEHHON MPAKTUKU U BBIMOJIHATH TPEOOBaHUS K 0OCCIICYCHHUIO KauyeCcTBa TIa3Mbl
cootBercTBytoniero Mapmakornee Coro3a, a MpU OTCYTCTBUM B HEM — TpeOOBaHUIM K
00€eCIeYeHHI0 KauecTBa IJ1a3Mbl (papMakoIiel rocyapCTB-4JI€HOB.

17. Ecnu yupexaenue mo 3a0opy (mpoBepKe) KPOBU HCIOJIB3YEeT MOOUJIBHBIE WIIH
BPEMEHHO O0OpPYJIOBAaHHBIE LIEHTPHI 3arOTOBKU KPOBH (ILJIa3Mbl), UX padoTa JOJKHA OBITh
OpraHU30BaHa C HCIOJb30BAHUEM CHUCTEMbl MEHE/DKMEHTA KadecTBa, JIEUCTBYIONICH B
YUPEKICHUH 110 3a00py (IpOBEpPKE) KPOBU, K KOTOPOMY OHH OTHOCSITCSI.

18. B pa3nene 2.2 OCHOBHOTO J0ChE IJIa3Mbl HCOOXOAUMO MPEJICTABUTH B BHJIC TaOJIHUII
NepeYHd HAMMEHOBAHUN M aJpeCcOB MECTa HAXOXKJIECHUS YUPEXKIACHUI 10 3a00py (MIpOBEPKE)



KpPOBH, BKJIIOYas JIIOOBIE CyONOApsHbIE OpraHU3alii, KOTOPhIE OCYIIECTBISIOT 3ar0OTOBKY U
(M) TecTUpOBaHUE, XPAHEHHWE M TPAHCHOPTUPOBKY JIOHOPCKUX MaTepHaloB WU
TECTUPOBAHUE I1YJIOB IIA3MBI.

Pazpnen 2.1.1 "UrdopManus 00 yapexkaeHHsIX o 3a00py KpOBH, B TOM 9HCIIE 00 HX
HMHCIIEKTAPOBAaHMHA ¥ OXOOPEHHH YIIOIIHOMOYEHHBIM OPTaHOM, a TAKXKE SIIANEMHAOJIOTHIECCKHE
JaHHBI® O TEMOTPAHCMHCCHBHBIX HHPEKIUIX" OCHOBHOTO JOCHE IIA3MbI

19. B paznen 2.1.1 oCHOBHOTO J0ChE MJIa3Mbl BKJIIOYAETCsl HH(MOpMaIus 00 yUpeKICHUAX
1o 3a60py (IIpoBepke) KPoBH 10 (opMe COTrIacHO IMPUIoKeHUI0 Ne 2 K HACTOSIICH TiaBe,
cojepkalias MepeuyeHb HAaMMEHOBAHMN M aJPECOB MECTa HAXOXKJICHHS YUPEKJICHUH IO
3a00py KPOBH, U3 KOTOPBIX MOCTABISIETCS IJ1a3Ma.

Ecnu ucnonb3yroTcss MOOMIIBHBIEC MM BPEMEHHO 000PY/I0BAHHbBIE IIEHTPHI, B OCHOBHOM
J0ChEe IUIa3Mbl CIEAYEeT MPEJCTaBUTh KPATKyl0 HHPOPMAIUI0O O B3aUMOCBS3U C
YUpEKIECHUAMH TI0 3a00py KpoBH. HeobxoammMo AOKyMEHTalIbHO MOATBEPUTH, UTO TaKHE
MOOWJIbHBIE WJIK BPEMEHHO O0OpPYJOBaHHBIE LEHTPHl pabOTAalOT ¢ COOJIIOACHUEM TOH XKe
CUCTEMBI MEHE/KMEHTA KauecTBa, KOTopas JEUCTBYET B YUPESKACHHUH 10 3a00py KPOBH, K
KOTOPOMY OHHM OTHOCATCS, a TakXe YyKa3aTh IOCTaBIIMKOB ILIa3Mbl, K KOTOPHIM
MPEABSBISIIOTCSE 0COOBIE TPEOOBaHMS (HAMPUMEP, MOCTABIIUKN AaHTHPE3YCHOH TUTa3MBbl).

20. B pazgene 2.1.1 0CHOBHOIO A0ChE IJIa3Mbl PUBOAUTCS KPATKOE OMUCAHUE ONepaIui
1o cOopy u nepepaboTKe KPOBHU, KOTOPBIE MPOBOJSATCS B YUPEKICHUIX 10 3a00py KpoBu. C
IIEJbI0 JI0KA3aTelbCTBA TOTO, YTO IUIa3Ma MOJydeHa W3 YUpexIeHUU 1o 3abopy KpOBH,
0I00pPEHHBIX YMOJHOMOUYEHHBIM OPraHOM T'OCYJIAapCTBa, YKa3bIBAE€TCS JaTa MPOBEJCHUS U
pEe3yIbTaThl MOCIEAHEN NHCIIEKIUU.

Ecnu kakue-To u3 yupexaeHuil no 3adopy (poBepKe) KPOBU UCKIIOUYEHBI U1K BPEMEHHO
OTCTPaHEHBI OT 3arOTOBKHM KPOBU (TIJ1a3Mbl), UX CIEAYET MEPEUUCIUTh B OTIACIBHON TaOIUIIEe
C YKa3aHUeM JIaThl U IPUYUHBI UCKITFOUEHUS.

21. XapakTepucTuku AoHaui. J[JIg KaKa0r0o yIpeKaeHus o 3a00py KPOBH B pas3fee
2.1.1 OCHOBHOTO JIOCh€ MJIa3Mbl YKa3bIBaETCS MH(MOPMAIIUS O JIEHEKHOM BBIIIaTe JOHOPaM 32
JIOHAIMIO, B TOM YKCJIC BUJI BBIILIATHI.

Pazpen 2.1.2 "Undopmanma 06 yIpekASHHAAX IO IPOBEpKe KPOBH, OCYIIECTBIIAIONIAX
TECTHPOBAHHE HHAWBUAYAIHHBIX JOHAIMN H IIYJIOB IUIa3MEI, B TOM 9HCII€ 00 HX HHCIIEKTHPOBAaHUA
¥ 000pEeHNH YIIOJIHOMOYEHHEIM OPraHOM Ir'OCyJapCTBa" OCHOBHOTO JOCHE ILIA3MEI

22. B pa3nen 2.1.2 0CHOBHOTO JIOChE IJIa3Mbl BKJIFOYAETCSI HH(POpMAIUs 00 YUPEKIESHUIX
(ueHTpax), OCyIIECTBISIOIINX TECTUPOBAHUE UHANBUYAJIbHBIX TIOHALIMI U MTyJIOB IJIa3MBbl, B
TOM YHCJIe 00 X MHCTIEKTUPOBAHUH U OJIOOPEHUH YIIOJITHOMOYEHHBIM OPTaHOM TOCyapcTBa,
1o popMe coraacHo npuiaokeHuto Ne 3 K HacTOsILEH TIIaBe.

23. Heob6xoaumo yka3aTh J1a0OpaTOpPHBIC LIEHTPHI, BRIMOIHSIONINE TECTUPOBAHUE, IS
KOXJAOTO U3 YUYPEXKICHUN, OCYLIECTBIAIONIEro TecTupoBaHue. Eciu kakoe-au6o



TeCTUpPOBaHUE (HANpUMEp, MOJITBEPKIAIOIIEEe), TPOBOIUTCA B OTIACIBHBIX Ja0OPATOPHBIX
[IEHTpax, UX CJIEIyeT NEePEYUCIUTh B BUJIE CIUCKA.

24. B ciyuae ecnu 1abopaTOpHBIE IEHTPHI OOJIBIE HE MPUBIEKAIOTCS K TECTUPOBAHUIO (
HaBCET/la WJIK BPEMEHHO), UX HEOOXOAMMO NEPEYUCITUTh B OT/ACIBHOM TabJIMIIE C YKa3aHHEM
JaThl U IPUYUHBI IPEKPAILCHUS TPOBEACHUS TECTUPOBAHMSL.

Paznen 2.1.3 "Kpurepuu or60opa (0TBOA2) JOHOPOB KpOBH (IU1a3MEI)" OCHOBHOIO JOCHE ILTa3MbI

25. Heo06xoaumMo MOATBEPANTD, UTO B KAKJIOM YUPEXKICHHUH 110 3a00py (IIPOBEPKE) KPOBU
coOJI0Iat0TCsl KpUTepUu 0TOOpa (0TBOAA) IOHOPOB KPOBH (TIa3Mbl), MPETyCMOTPEHHBIC
3aKOHOJATENbCTBOM T'OCYJIapCTB-YJIEHOB B 00JacTH JAOHOPCTBA KpoBU U Dapmakorieeit
Coto3a, a mpu OTCYTCTBHH B HEH — MIPEyCMOTPEHHBIE (hpapMaKOIesMU TOCY1apCTB-YICHOB.

Paznen 2.1.4 "CucreMa mpociueXMBacMOCTH JOHAIWMH B yIpeXkACHIAX 0 3a60py (IIpoBepke)
KpOBH" OCHOBHOTO JIOCHE€ ILTa3MBI

26. B pazaene 2.1.4 0CHOBHOTO 10Ch€ MIa3Mbl HEOOXOIUMO:

KpaTKO ONHUCATh JEHUCTBYIOUIYI0 CHUCTEMY IPOCIEKUBAEMOCTU KaXKJIOM JOHALMHU OT
yUpeKIeHUs 10 3a00py (MPOBEPKE) KPOBU JO TOTOBBIX MpENapaToB KPOBU U B 0OpaTHOM
HaIpaBJIeHUH, BKIII0Yas 1ab0opaTopuio, rie ObUI0 MPOBEAEHO TECTUPOBAHUE;

MPE/ICTaBUTh JIOKYMEHTAJbHOE TOATBEPXKACHUE COOMIONCHUS TpeOOBaHUU
3aKOHOJAaTeNbCTBA TOCYAAapCTB-WIEHOB B 00JIACTH JOHOpPCTBA KpoBHW, [IpaBun
MPOU3BOJCTBEHHOW MPAKTUKU (OCOOCHHO B OTHOIIEHUM MPOCIEKHUBAEMOCTH, BKIIIOYAs
poLEeayphl IO UICHTU(DUKALIMK, MAPKUPOBKE U BEJICHHIO yueTa qoHaiuii). Ecinu B 3arotoBke
KpoBU (IJIa3Mbl) 3aJICICTBOBAHO HECKOJBKO YUPEXKICHUN WU CTpaH, HEOOXOJIUMO
npeacTaBuTh UHGOPMAIUI0 00 MCIOJIB3YEMOI CUCTEME IMPOCIEKUBAEMOCTH B KAXKIIOM M3
YUPEKICHUM WIN B KaKJIOM U3 CTPaH;

NpeACTaBUTh HHGOPMAIIUIO O TOM, KaK 00eCIeunBaAETCS MPOCIEKUBAEMOCTh, €CIIH
YUpEKJICHUS Mo 3a00py (MpOBEpKE) KPOBU 3aKPHITHl (HA MOCTOSIHHOM OCHOBE M (MJIN)
BPEMEHHO) ¥ (WJIM) TIepeCcTalId MOCTABIATH MasMmy. Eciu yupexnenue mo 3adopy (mmpoBepke)
KpOBU, HE (PYHKIIMOHUPYET, HEOOXOAWMO YyKa3zaTh OTBETCTBEHHOTO 3a XpaHCHUE
JTOKYMEHTAIINH;

npeACTaBUTh UH(MOPMAIMIO U 000CHOBAHHE CUCTEMBI MEP, KOTOPbIE OyIyT MPUHSTHI B
Cllydyae PEeTPOCIEKTUBHOIO BBHISBJICHUS JOHAIMN, UCKIIOUYEHHBIX B TEUCHUE KAPAaHTUHHOTO
XpaHEHHUS.

Paspen 2.2.1 "CootBercrBre cTaThiM @apmakonen Coro3a WM CTaThaM (apMaKomei
rOCyIapCTB-WICHOB" OCHOBHOI'O JOCHE ILUIa3MEI

27. B pazaen 2.2.1 0CHOBHOT'O JOCKE IJIa3Mbl BKIIOYAIOTCS:



JaHHBIE, TIOATBEPKIAIONINE COOTBETCTBUE KauecTBa IUIa3Mbl TPEOOBAHUSM OOIIUX
(dapmakoneitnbix crareit @apmakonen Coro3a, a Mpu OTCYTCTBUM B HEHl — TpeOOBaHUAM
oOmux (hapMakomeHbIX cTaTei dhapMakoIel ToCyaapCTB-UJICHOB, a TaKXKe TPEOOBAHUSM,
NPEIBABISAEMBIM K KOHKPETHBIM JIEKAPCTBEHHBIM IIpernapaTaM, Ha KOTOPBIE HMEIOTCS
yactHble ctaThu @apmakonen Coro3a win apMakornel rocy1apcTB-4iIeHOB;

ONMCAaHUE yCIOBUW MPOU3BOJICTBA IIa3Mbl, BKJIIOYAs 3aMOpa)XMBaHUE U XPAHEHUE, B
Ka)XJIOM YUpEXICHUU 10 3a00py (mmpoBepke) kKpoBHu. CBelleHUS O COOMIOICHUHN TpeOOBaHUI
®apmakonen Cor3a, a TpU OTCYTCTBUM B HeWl — TpeboBaHuWil Qapmakomnei
roCyJJapCTB-YJICHOB KacCalOIUXCs YCIOBHM 3aMOpaKMBaHUSA U XPaHEHHUS O(QOpPMISIOTCS B
BHJie Tabmunbl (o dhopme, MpeayCcMOTpEHHON npuiokeHrueM Ne 2 K HACTOSIIEH TaBe) ¢
yKa3aHHEeM Ha3HAY€HUs IUIa3Mbl U BBINOJHEHHUS TPEOOBAHUU IO TMOJYYEHHUIO IIa3MBbl,
MpeIHa3HAYCHHOW [ BBIJCTCHHUS CTAOWIBHBIX WM JIAOWUJIBHBIX OCIKOB. Y CIOBHS
3aMOpaXMBaHUS MJ1a3Mbl JIOJDKHBI OBITh MMOATBEPKIEHBI BAIMIALIMOHHBIMHU HCCIICIOBAHUSIMU.

Paznen 2.2.2 "UccnenoBanue HEAMBUAYAIBHBIX JOHAIMH KPOBH (ILIA3MEI) U ITyJIOB KPOBH (
IUTa3MBl) Ha HaIW9¥e HH(QEKIMOHHEIX areHTOB, BKII09as CBEJICHHA 00 aHATMTHIECKUX METOAMKAX
| JIA ITyJIOB IUIa3MEI — JAHHBIE O BAMJAIWH ACIIOIb3YEMBIX METOJHMK'" OCHOBHOTO JIOChE ILTa3MBI

28. B pazgene 2.2.2 0CHOBHOTO JA0ChE IJIa3Mbl HEOOXOAUMO MPEJICTABUTH CIEAYIOIINE
CBEJICHUSL:

O TMPOBOAMMOM TECTHPOBAHHMH JJisi CKPUHHHTA COJICPKaHHUS MapKepoB HHQEKIUi
CorjacHo TpeOOBaHUAM 3aKOHOJATENHCTBA FOCYIAPCTB-WICHOB B 00JIACTH JIOHOPCTBA KPOBU
n ®apmakonen Cors3a, a NpU OTCYTCTBUU B HeW — TpeOoBaHuAM (Dapmakoneu
roCy/1apCTB-YJICHOB;

0 IPYTHX CKPUHUHTOBBIX TE€CTaX.
CBeneHus NpeAcTaBIsAoTCA 10 popme, MPUBEACHHOM B Ta0nuiie 2.
Tabnuua 2

Pe3ynbTaTh HCCIEIOBAHMA HHIUBAIY ATGHEIX JOHAMMIH KPOBH (IUIa3MEI) M IIyJIOB KPOBH (ILIa3ME])
Ha HaM9Ire HHQEKIHOHHBIX areHTOB

Tectupyemsrit oOpasert

Bun Tecra MUHUTTYJ (pa3mep) IyJI
WHAWBHIYyaTbHAS JOHAIIUS
(Tipu HEOOXOTUMOCTH) TJ1a3MBbI

IToBepXHOCTHBIN aHTHUreH
Bupyca rematuta B (
HBsAg)

Anrurena k BUU-1 u BUY
-2

AnaTressl x BUY-1 u
BHUY-2

PHK BNY-1 u BUY-2



AHTHTETA K BUPYCY
renatuta C

JHK Bupyca renarura B
PHK Bupyca renatura C
JHK napsosupyca B19

Hpyrue tectsl
(yka3aTp Ha3BaHHE)

29. CBeneHus O TECTUPOBAHUM UHIUBUAYaIbHBIX TOHAIMMA, 00BEANHIEMbIX B MUHHUITYJIBI,
JOJDKHBI COJIepKaTh OOOCHOBAaHME M MOJAPOOHYI0 MH(OpMALMIO O pa3Mepe MHUHUITYJIA U
MIPOBEJICHHOM TECTHPOBAHHH.

30. Heo6xonumMo yka3aTh, BCE JIU MUHMITYJIBI (ITyJIbl) IPOXOAST TECTUPOBAHUE OJJUHAKOBO
(HampuMep, pazMep MHUHHUIYyJA, TUI TECTUPYEMOTO BHpycHoro mapkepa). [lpu Hammuun
OTIMYUI HEOOXOAMMO ONMMCaTh Pa3HUIy B TECTUPOBAHMM MUHHUITYJIOB NpPH BBIOPAHHOU
ctpareruu. HeoOxonuMo onucath Kputepuu 0Jo0peHus: Wik OTOPAKOBKM MHAMBUAYAJTbHON
JOHAIUY (I1yJ1a) ¥ MPUHIUIIBI TPOBEJCHUS IIOBTOPHOTO TECTUPOBAHUS.

31. Ilpu mpoBeAeHNN TECTUPOBAHUS HHINBUYaTbHBIX JOHAIMA KPOBH (TIa3MBbl) U TyJIOB
KpoBU (TU1a3Mbl) Ha Halu4yue MHQPEKIMOHHBIX areHTOB HCIOJB3YIOTCS JAMArHOCTHYECKHE
HaOOPBI U TECT-CUCTEMBI, IEPEUEHb KOTOPBIX IPUBEACH B TadbauLe 3.

Tabmuua 3

ITepedeHs MMArHOCTUIECKUX HAOOPOB H TECT-CHCTEM, HCIIOJIB3YEMBIX
IV TECTHPOBaHUSA, B TOM IHCIIE METOJOM aMIUTH(HKAINHA HYKICHHOBEIX KHCIIOT

HanmMenoBan Hasnauenue
u e
KOMMEPYECK Hanuuue
JlaGopaTopu
oTro paspemnieHus
Meton " s
muarnoctude [IpomsBogut HHIMBHIYAIT
Buntecta  TectupoBaHH P AuBUIYa MuHHTy 1 ( TPOBEACHHUS
CKOTro €JIb NIPUMEHEHN [ Hple
s TECTHPOBAHU
Habopa u ( 10 B Coro3e ( gopamun Iy11) MIasMEl P
o
Uiaun) €CTh/HET)

TECT-CUCTEM
bI

IToBepxHoCT
HBIIl aHTUT€H
BUpYyCa
renatura B (
HBsAg)

AnTHTEIA K
BUY-1 u
BHNY-2
AHTHTENA K

BUPYCY
renaturta C



PHK Bupyca
renatuta C

OJHK
apBOBHUpYCa
B19

Hpyrue
TECTBI

(yka3aTp
Ha3BaHUE)

Iloppasnen 2.2.2.a. "Banmpanya aHAIATHIECKHMX METOOUK" OCHOBHOI'O IOCKE ILIa3MBI
TecTrpoBaHNE HHAWBANYAIBHEIX JOHAIMHI
Cepomornaeckue MapKepsl

32. B noxpasaeine 2.2.2.a OCHOBHOTO J0ChE IIa3Mbl HEOOXOJIUMO MOATBEPAUTH, YTO
TECTUPOBAHUE KaXJIOW HWHIMBUAYAIBHOW JOHALIMM NPOBOAUTCS B COOTBETCTBUU C
MHCTPYKUUENH MPOU3BOIUTENS MO NPUMEHEHHUIO THATHOCTUYECKUX HAOOPOB U TECT-CUCTEM.
[IpencraBienue KOMUM WHCTPYKIMH IO HMCHOJIb30BAaHUIO KOMMEPYECKMX HAOOpOB U
TECT-CUCTEM, 3aPETUCTPUPOBAHHBIX B TOCYIaPCTBAX-WICHAX U MAaTEPUAJIOB IO BaJUJALNN HE
TpeOyercsa. B ciydae wucnonb30BaHUsA HEpa3pelICHHBIX K MPUMEHEHHUIO B
rocy/apcTBax-4ieHax MEJUUMHCKUX W3AEIUN ISl JUarHOCTHKHM In Vitro cleayer
NpPEACTaBUTh JOKa3aTebCTBA COOTBETCTBUS TPEOOBAHUSAM JUISl JHArHOCTUYECKOTO
NPUMEHEHUS B YCIOBUAX 1N Vitro, MpebsABIsSEMbIM K JAHHOU TrpyIine u3Aeauid MeTUIUHCKOTO
HazHauyeHus. HeoOXoauMo NoATBEpAUTh AHAIOTMYHOCTh YyBCTBUTEIBHOCTH TaKUX HAOOpPOB
N0 BBISIBJICHUIO MOATUIIOB BUPYCOB M BHUPYCHBIX MapKepOB B MEPUOJ CEPOKOHBEPCHUH,
COOTBETCTBYIOLIYIO pa3pelIEHHbIM K NPUMEHECHUIO MEAUIUHCKUM H3ACIUIM IS
MUArHOCTHKH 1n Vitro.

Meron aMmmuUKanuy HyKIeHHOBEIX KHACIOT

33. B ciyuae ucnonab30BaHus ISl TECTUPOBAHUS METOAa aMITU(UKAIIUN HYKIEHHOBBIX
KHUCJIOT MHUHUITYJIOB MHAWBUIYATbHBIX JOHAIIMH JHATHOCTUYCCKUX HAOOPOB M TECT-CUCTEM,
HE pa3pelieHHBIX K MPUMEHEHHIO B TOCYJapCTBax-wWiICHaX, HEOOXOAMMO KPAaTKO OIHCAThH
BbIOpaHHBIC aHATUTHYECKHE METOJHUKHU (COOCTBEHHBIC HAOOPHI (PUPMBI MM KOMMEPYECKHE
Ha0OpHI), @ TAK)KE MPEICTABUTh PE3IOME OTYETOB O BAIUAIUH, B KOTOPOE JOKHBI OBIThH
BKJIFOUEHBI JJAHHBIE O CIEIU(PUIHOCTH, MpeJene OOHAPYKEHHsSI U YCTOWYMBOCTU. B ciydae
WCIIOJIB30BaHUS 11 METOJa aMIUTH(PUKAIMK HYKJIECHHOBBIX KHUCIOT TPH TECTUPOBAHUS
MUHUITYJIOB JUAarHOCTHYECKUX HAOOPOB W TECT-CUCTEM, 3apETHUCTPUPOBAHHBIX B
rocyJIapCcTBax-4jIcHaX, ONMHUCAHUE AHATUTHYCCKHX METOIUK M PE3IOME O BaTMAAIlUU HE
TpebyroTcs. HeoOxoaumo npenctaButTh HHGOPMAIIHIO O MPEJENie YyBCTBUTEILHOCTH HAOOPOB
IJT TECTHPOBAHUS HHIUBUYaTbHBIX TOHAIIHA.



TecrrpoBanme mysa (ITyJI0B) IJIa3MBI HA BUPYCHEIE MapKephl

34. B paznene 2.2.2.a OCHOBHOTO JOChE IJIa3Mbl KaXK/1ast 1abopaTopusi, OCYIIECTBIISIONIAs
TECTUPOBAHUE MYJIOB IUIa3Mbl HA BUPYCHBIE MAPKEPHI, TOJIKHA TPEICTABUTD:

ONMCAHUE KaXXJOW HCIOJIb3yeMON aHAJIUTUYECKOW METOIMKU M COOTBETCTBYIOLIUE
OTYETHl O BAJIUJAIMU, B TOM YHUCIE B COOTBETCTBUU C TpeOOBaHUSIMHU riaB 22 u 23
HacTosmux IIpasun;

MH(}OpPMALIMIO 0 YYBCTBUTEIBHOCTH MCHOJb3yEMbIX METOJIOB ISl BBISIBICHUS KaXKI0TO
TECTUPYEMOI'0 BUPYCHOI'O MapKepa B 3aBUCUMOCTH OT pa3Mepa ITyJia MIa3Mbl.

TecTupoBanme myna (IryJ10B) IUIa3MBI METOIOM aMIUTH()UKAIMK HYKIEHHOBBIX KHUCIIOT

35. Bce meronsl amMmiuduKanyMu HYKJICHHOBBIX KHCIOT, MCTOIb3yeMBbIE IS
TECTUPOBAHUS MYJIOB IJIa3Mbl, JOJDKHBI OTBe4YaTh TpeboBaHusiM Papmakonen Corosa, a npu
OTCYTCTBHH B HEll — TpeboBaHUsAM (dapMakoreld TocyaapcTB-wieHoB. Kaxaas imadoparopus,
OCYILECTBIIAIONIAS TECTUPOBAHUE IyJa IJIa3Mbl METOJOM aMIUTU(PUKAIMKN HYKJIEUHOBBIX
KHUCJIOT, JOJDKHA MPEACTABUTH OMHCAHUE KAXKIOU HMCHOIB3YEMOW METOAUKUA W OTYETHI O
Banmuaanuu. Onpenenenue conepxxanuss PHK Bupyca remarura C Mmetonom amrumukanuu
HYKJIEUHOBBIX KHUCIIOT SIBJISIETCSI 0053aTEIbHBIM TECTUPOBAHUEM B COOTBETCTBUU C
TpeboBanusamu @Papmakoren Coro3za. Heobxomumo mnpoBecTH BaduJaIMI0 METOAA
aMIuIMUKAIIMM HYKJIEUHOBBIX KHUCJIOT, HcIojb3yeMmoro s BeisiBieHuss PHK Bupyca
renatuta C, ¥ TOATBEPUTH MPUTOTHOCTh METOJIA JUIsl OOHAPY>KEHUS BCEX T€HOTHUIIOB BUpYCa
renatuta C. Ecnu nepedyeHs npenapaToB KpOBU, IPUBEICHHBIA B OCHOBHOM J0ChE IIA3MBlI,
BKJIIOYAET B CeO0sl JIEKApCTBEHHBIE MpenapaThl aHTUPE3YCHOIO HWMMYHOIJIOOYyJIWHA st
BHYTPUBEHHOTO WJIM BHYTPUMBIIIIEYHOTO BBEACHUS U (WIH) M1a3My (0ObETMHEHHYIO B MyJ U
BUPYCHUHAKTUBUPOBAHHYIO), HEOOXOAMMO MPOBECTH TecThUpoBaHue Ha BbisBiIeHHe J[HK
napBoBupyca B19 ¢ ucmonb3oBaHueM MeToJa aMIUTU(UKANMK HYKJICHMHOBBIX KHUCIOT B
COOTBETCTBUM ¢ TpebOoBanHusiMu Papmakonen Coro3a, a Npu OTCYTCTBUU B HEH — B
COOTBETCTBHHM C TpeboBaHusaMH ¢dapmakoneit rocynapct-uiieHoB. Coxaepxkanme J[HK
napBoBupyca B19 n1omxHO COOTBETCTBOBATh MAKCUMAJIBLHO JIOIMYCTUMOMY YPOBHIO COTJIACHO
TpeboBanusim dapmakornien Coro3a, a Mpu OTCYTCTBUU B HEM — MAKCUMAJIbHO JIOITYCTUMOMY
YPOBHIO COIIACHO TpeOOBaHUAM (papMakorei rocy 1apcTB-4JIeHOB.

KsaymmpukxanuoHHbIE HCCIIEAOBAHUA

36. JlabopaTtopusiMm 1o MpPOBEPKE KPOBHU HEOOXOIMMO MPUHUMATH y4yacTHE B
KBaJIU(UKAIIMOHHBIX UCCIEOBAHUSIX U MPEICTABIATh OTYET 00 yUacTuu (C yKa3aHUEM JaThl,
TECTHUPYEMBIX BUPYCHBIX MAPKEPOB).

Paszpen 2.2.3 "TexaA4ecKre XapaKTEpPUCTHKH KOHTEHHEPOB AJIA 3arOTOBKH KPOBH H ILIa3MEL, B TOM
gucie nHpopManmsa 06 UCIOIB3yEMBIX PACTBOPAX aHTUKOATYJITHTOB" OCHOBHOT'O JOCHE ILIA3MEI



37. CrepunbHbIC KOHTCHHEPHI IS KPOBH, MCIIOIB3YEMbIC ISl 3aTOTOBKH KPOBU M €€
KOMIIOHCHTOB, JIOJDKHBI OBITh 3apEeTHCTPHPOBAHBI B TOCYJIAapCTBAaX-4ICHAX B KadyeCTBE
MEIUIIMHCKOTO M3eaus. B ciydae ecnu crepriibHbIe KOHTEHHEPHI HE 3apETUCTPUPOBAHEI B
roCyJIapCcTBaxX-4jIeHax, HEOOXOJMMO TMPEJACTABUTh OOOCHOBAHHME WX DSKBHBAJCHTHOCTHU
NPUHITBIM cTaHmaptaMm. HMudopmarus o KoHTelHepax, HE 3aperuCTPUPOBAHHBIX B
rocyJapcTBax-4JIeHax, JIOJDKHA BKIIOYATh B CEOSI CIICIYIOIINC CBSACHMUS:

MIPOUCXOXK/ICHNE U KaYECTBO MCTOIB3YEMOTO TIIACTUKOBOTO MaTepHaa;

HaMMEHOBAHUE JIFOOBIX TMOJUMEPHBIX M aJre3WBHBIX BEIIECTB, BXOJAIINX B COCTaB
KOHTEHHEpa IJI1 KPOBH, KOTOpPBIE MOTYT BBICBOOOXKIATHCS BHYTPh KOHTCWHEpa, C
MPECTaBICHUEM JI0KA3aTeJIbCTBA OTCYTCTBUS PUCKA IPUIMHEHUS BPE/Ia;

UCIIOJIB3yEeMbIC MTPOIIECTYPhl CTEPHIIN3AINHI M UX BaTUIAIIH;

JIOKa3aTeIhCTBA OTCYTCTBUS WM MOATBEPKIACHUE HATUYHS B CICAOBBIX KOJUYECTBAX
TOKCHUYECKUX BEIIECTB;

COOTBETCTBHE COCTaBa W KA4eCTBA HCIIOJIb3yEMBIX PACTBOPOB AHTHUKOATYJISTHTOB
tpeboBanusM dapmakorien Coro3a, a MpU OTCYTCTBUU B Hel — TpeOoBaHUsIM (hapMaKoIiei
roCyJapCTB-4JICHOB;

JaHHBbIE, TIOJYYCHHBIC B PEKHME PEaJbHOTO HAOIONCHUS, IMMOATBEPKIAOIINC
CTaOMJILHOCTH TUTa3MBbI IPY XPAaHCHWH B BRIOPAaHHBIX KOHTEHHEPAX.

38. TexHnueckne XapaKTePUCTUKH KOHTCHHEPOB ISl 3arOTOBKH KPOBH U IIJIa3Mbl, B TOM
guciie nHpopManusa 00 UCIOJIb3YEeMBIX PaCTBOPaxX aHTUKOATYJISTHTOB, IIPUBE/ICHBI B TAOJIHIIC
4,

Tabmuma 4

XapaKTepruCTAKM KOHTCHHEPOB I 3arOTOBKY KPOBH U ILIa3MBI

Pa3pemenue
| K T[OpHMEHEHHIO B

Howmep koHTelinepa [IpousBonurens PacTBOp aHTHKOATyJISHTA
rocyAapcTBax-wieHax

(ecTb/HET)

! VkasbiBatorces XapaKTEePUCTUKHU U COCTAB PacTBOPA.
Paznen 2.2.4 "YcnoBus XpaHEHUS ¥ TPAHCIOPTAPOBKH IUIa3MHE" OCHOBHOTO JAOCHE IUIA3MEI

39. B pasnmen 2.2.4 OCHOBHOI'O JIOChE IJIa3Mbl BKIIFOUAIOTCS CBEJASCHHS O COOIIOACHUH
TpeboBaHul cooTBeTCTBYIOMUX cTaTted dapmakomnen Coro3a, a MpuU OTCYTCTBUU B HEH —
TpeOOBaHMUI COOTBETCTBYIOIIMX CTaTel (papmakonei rocyiaapcTB-4JICHOB K YCIOBHUSIM
3aMOpaKMBAHUSI U XPAaHEHMsI, BKIIOUEHHBIE B MH(pOPMAIUI0 00 YUpexaeHHUsX 1o 3a00py (
MpOBEPKE) KpOBU (C yKa3zaHUEM COOII0JCHUS TPeOOBaHUM MO TMOJYUYECHHUIO IIJIa3Mbl,
MpeIHa3HAYCHHOW IS BBIJICJICHUS! CTAOMIIBHBIX UITH JTAOUITBHBIX OCJIKOB TUIa3MBl).

40. Heob6xoaumo onucath yCIOBUS XpaHEHUS B KAXKJIOM U3 YUPEKICHUH, OTBEUAIOIINX 32
XpaHEHHE MJIa3Mbl, BKJIIOYas CleayIoIiee:



MOJITBEPIKICHUE COOTBETCTBUs TpeboBanusiM Dapmakornen Coro3a K yCIOBHIM XpaHEHHUS
IJa3Mbl, a TPU OTCYTCTBUM B HEH — COOTBETCTBUs TpeOoBaHUSIM (papmakorneit
roCy1apCTB-YJIEHOB;

CIMCOK YUYPEKJICHUU, KOTOPBIE 3aJ€CTBOBAHbI B MPOIECCE XpaHEHMS IUIa3Mbl U JaTa
MOCJICTHEN MHCTIEKIIUY, IIPOBEICHHON YITOJTHOMOYEHHBIM OPTaHOM IOCY1apCTBa-YICHA,

OMKCaHUEe YCIOBUIM XpaHEHUs TJ1a3Mbl (TeMIIepaTypa U MaKCUMaJIbHBIA CPOK XPaHEHUS).

Heob6xoanmo onucaTe yciioBUs TPaHCHOPTUPOBKY IJ1a3Mbl, BKIIIOUAs CIEAYIOLIEE:

MOJATBEPKIeHUE COOTBETCTBUs TpeboBanusm dapmakonen Coro3a, a Mpu OTCYTCTBUU B
Hel — TpeboBaHusAM papMaKoIei rocy1apCTB-4ICHOB;

OTMMCAaHUE TPAHCIMOPTHBIX MOTOKOB OT YUPEXKACHHUH MO 3a00py (MpoBepKe) KPOBU K
MecTaM MPOMEXYTOUHOTO XPaHEHMS, YUUTHIBas TaMOXXHIO (IMpU HEOOXOIUMOCTH), U K
MPEANPUATHIO IO (PPAKIIMOHUPOBAHUIO KPOBH;

nepevyeHb OpraHu3aiuii, KOTOpble 3aHUMAIOTCS TPAHCIIOPTUPOBKOM (COOCTBEHHBIE U
KOHTpPAKTHbIE), W JaTra NOCIEIHEH WHCIEKIMU OSTUX OpraHU3aluid, MNPOBEIACHHOU
YIOJIHOMOYEHHBIM OPTaHOM Ir'OCY1apCTBa-4JICHA;

KpPaTKOE OMUCAHUE CUCTEMBI, UCIIOIL3YEMOM isl 0OeCIeueHUs] COOTBETCTBUS YCIOBUIM
TPAHCHOPTUPOBKU (BpeMsi, TemIeparypa) U coOoTBEeTCTBUs [IpaBuiiam Mmpou3BOACTBEHHOM
npakTuku. HeoO0xoauMo MNpeacTaBUTh JaHHbIE BaJUJAIIMOHHBIX HWCCIEAOBAHUN WIIH
BAJIUJILIUK YCIIOBUM TPAHCTIOPTUPOBKH.

Pazpen 2.2.5 "IIponenypa KapaHTHHHOT'O XPaHCHAA" OCHOBHOI'O JOCHE ILIa3MBI

41. B pazgene 2.2.5 OCHOBHOIO JOCh€ IUIa3Mbl JIOJKHA ObITh MOAPOOHO OMKCAaHA
AEeHCTBYyIOIAsl MpoLielypa KapaHTUHHOTO XpaHEHUs WIM XPaHEHUs 3aracoB ILJIa3MBbl.
BrIOpaHHBI CpOK XpaHEHHs IU1a3Mbl HE0OXoauMo 00ocHOBaTh. HeoOX0oAMMO OTMETHTB,
IIPUMEHSETCA JIM IPOLEAypa KO BCEH Iu1a3Me, HaXOASIIENCsl Ha XpaHEHUH, NI YTOYHHTD, K
KaKOW MMEHHO IJ1a3Me OHa MPUMEHHUMA.

Pazpen 2.2.6 "XapaKTepHCTHKH IyJIa IUIa3MBI" OCHOBHOT'O JOCHE ILIa3MEI

42. HeoOxoaumo yKasaTh aJjpeca MeCTa Hax0XKJICHHS BCEX MPOU3BOJICTBEHHBIX MIOMIAI0K
, TJIe TIPOBOJMTCS 00BEIMHEHNE TIJIa3Mbl B MyJIBL. JIJIS Ka)X0To IyJia 1mia3Mbl HE0OX0IUMO
PEeACTaBUTh CIICIYIONINE IaHHBIC:

a) MOArTOTOBKA ITyJia TJIa3MBbl.

Heo6xoaumo kpaTko omucaTh BCe UCIOJIb3yEMBbIE TTPOIICAYPhI MOATOTOBKH ITyJIa TIJIa3MBbl:

MPOIIECC Pa3MOPAKUBAHUS;

BHEIIIHUI OCMOTp OTACIBHBIX KOHTEHHEPORB Tepea (opMHUpPOBAHUEM ITyJIa;

OTKpBITUE KOHTEHHEPOB W OOBbEINMHEHUE TIJIa3Mbl B MyJ ¢ yKa3aHHEM pa3Mepa Iyja

IJIa3Mbl, KOJIMYECTBA OOBCAMHSACMBIX B ITYJl MHIMBUAYAJIBHBIX JOHAIIUH U JTUTPOB ILJIA3MBI,
BOIIE/IIUX B YT,



0) oTOOp MPOO M3 MyJia MIa3MBbl.

Heob6xomumo yka3aTh MCTOYHHK OTOOpa MpoO JUIsi TECTUPOBAHUS Ha COJEPIKAHHE
BUPYCHBIX MapKepoB (Hampumep, U3 OOMIero myJsa MJa3Mbl WU KPUOCYTNEPHATAHTA).
HeobOxonumo omnucarhs mporenypy oToopa mpoO, Jro0ble MaHUMYJSIIUU C oOpasmaMu (
OBICTpOE 3aMOpaKUBAHUE, OCOOBIC MEPHI MPEJOCTOPOKHOCTH U T. [.) M YCIOBUS XPaHCHHUS
oOpa3oB myna Iia3Mbl. TeCTHpOBaHHWE IIYJOB IJIa3Mbl BO BCEX YUPESKICHUSX,
OCYIIECTBISIONINX TECTUPOBAHUE, TPOBOJUTCS B COOTBETCTBUH C WCHBITAHUIMU,
yKa3aHHBIMH B OCHOBHOM JIOChH€ TJIa3MBbl.

Pazpen 2.3 "Cucrema B3anMOIEHCTBHS IIPOU3BOIUTEIIA JICKAPCTBEHHOTO IIpenapaTa, IOIy4eHHOTO

¥3 IUIa3MHEI U (WIM) IpeAnpuATHiA 10 (pakKIHOHAPOBAHMIO C YIpEXISHUAMH II0 3a00py (IIpoBepke
) KpoBH" OCHOBHOTO I0CH€ ILTa3MEI

43. HeoOX0auMO NpencTaBUTh CBENECHUS, MOJATBEPKIAIONINE HAIMYKUE JOTOBOPA,
CTOPOHAMU KOTOPOTO SIBIISIIOTCS YUPEKIAEHUS 10 3a00py (ITPOBEpPKE) KPOBU U MTPOU3BOJAUTEID
U (WIK) aepxaTeidb OCHOBHOIO JOChE IJIAa3Mbl, JJI MOATBEPXKACHHUS UX COTPYAHUYECTBA,
cobmogenust [IpaBunm mpoW3BOJICTBEHHON MPAKTUKKM M TPeOOBaHHWI 3aKOHOJATEIbCTBA
rocyJapcTBa-ujieHa B 00JacTH IOHOPCTBa KpoBU. Kpome TOro, COOTBETCTBYIOUIUI 10IOBOP
JIOJKEH OBITh 3aKJIIOYEH B OTHOILICHUHU MPOMEXKYTOUHBIX MPOAYKTOB U MpenapaToB KPOBH,
KOTOpBIE MOCTABIISAIOTCS TPETbUMH CTOPOHAMHU (HANIPUMED, JUIsl allbOyMUHA, HCTIOJIB3YEMOTO B
KauecTBE BCIIOMOTaTENIbHOIO BellecTBa). JOroBop JOMKEH COJlepkKaTh MOJOKEHHE O TOM,
YTO B CJIydyae BBIABJICHUS CYIIECTBEHHOIO HECOOTBETCTBUA TpeboBanusiM [IpaBuin
MPOU3BOJICTBEHHON NPAKTUKU U TPeOOBaHUSAM 3aKOHOJATEIbCTBA TOCYAAapCTBa-4JeHA B
o0JacTH JOHOPCTBA KPOBU B YUpEXACHUM IO 3a00py (IIpOBEpKe) KPOBH, MPOU3BOAUTEIH
MpernapaToB KPOBU JIOJKEH ObITh HEMEIJICHHO MpOouH(pOpMUpoBaH 00 3ToM. B ocHOBHOM
JI0ChE TIa3Mbl HEOOXOJIUMO YKa3aTh, YTO BCE yUpekIAeHUs 10 3a00py (IpoBEpKe) KPOBU

nmoanrcalii YKa3aHHbIC TOTOBOPHLI.

I[MPUJIOXEHME Ne 1
k rinase 19 IlpaBun mpoBeaeHus
HCCIIeOBaHUH
OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB
EBpa3zuiickoro 3KOHOMHYECKOTO COI03a

Ilepegenn
M3MEHEHHH, BHOCUMEIX IIPH €KETOAHOM aKTyalIM3any OCHOBHOT'O JTOChE ILIa3MBbI
(ucmonme3yeTcs COBMECTHO C OTIETOM O €KETOAHOM aKTyaId3alii OCHOBHOI'O JOCHE IIa3MBl)

[Ipeacrasn HelicTtByto
€HO TMpH mee
€KETOIHON Howmep OCHOBHOE

N3menenune akTyanusa N3menenune npouenypsl Jlata

( LUH (W mpuuMHa L Howmep B BHeceHus ( Ilpumeuan

aKTYan3a  yrgepycen BHECCHUSA W3MEHEHHUs OCHOBHOM YTBEPXKIEH ue (J1aTa)

IHST) o B U3MEHEHHUS us)



TCUCHUC JA0CHC J0CHC
roz[a) IJI1a3MBI IJ1a3MBI

Paznen 1.1 "IlepeueHp JeKapCTBEHHBIX MPEMAPATOB, MOMYyYCHHBIX U3 TIa3MBbI'
H3menenue

Paznen 1.2 "OO0mas cTpaTterus obecnedeHus 0€30MacHOCTH TTa3Mbl"
H3menenue

Pasgen 1.3 "OO1mas JIOTUCTAKA IIEMH ITOCTABKY TIa3MBbI"

HN3menenune

Pasznmen 2.1.1 Undopmanus 00 yupexaeHUsx 1Mo 3a00py KpOBH, B TOM YHCIE 00 MX HHCICKTHPOBAHWUU H
0I0OpeHHH YIIOJHOMOYCHHBIM OpPraHOM TOCYJapcTBa, a TaKXKe OMHIEMHUOJOTHYECKHE JaHHBIE O
TEMOTPAHCMHUCCUBHBIX HHPEKITUAX"

JonoyHute
JbHBIE
YUPEKICHU
S 1O
3abopy
KpOBH B
TPETHUX
CTpaHax

Hckmrouen
H BI €
YUPEXICHU
g 1o
3abopy
KpPOBU B
TPEThHUX
CTpaHax

CMmeHa
YUPEKACHA
1 TO
3abopy
KPOBH

H3menenue
Ha3BaHUSA
YApeKICHN
a8 1O
3abopy
KpOBU

Jonomnaure
JBHOE
YUpEXIECHU
e 1o
3abopy
KpOBH

Hckmouen
u e
YUpeXIeHN
1 1O
3abopy
KpOBH



JoOaBnenu
€ HOBOTO
YUPEKICHU
S 1O
3abopy
KpPOBH,
BKITIOYECHH
oro B
OCHOBHOE
JI0ChE
J1a3MbI
panee

JobaBneHun
€ HOBOTO
YUPEKICHN
S o)
3abopy
KPOBH,

H ¢
BKITFOYCHH
oro

B OCHOBHOC
J0Che
MJ1a3Mbl
panee

Uckmouen
H €
YapeKICHN
S8 1O
3abopy
KpOBU

H3menenne
XapaKkTepu
CTHUK
WHIUBUAYA
JIBbHBIX
JIOHAIUH

Pazgen 2.1.2 "Hudopmanusa o0 yUIpexACHHSIX IO INPOBEPKE KPOBH, OCYMIESCTBISIONINX TECTUPOBAaHUE
WHIWBUAYaJIbHBIX )IOHaHI/II\/’I U TYyJOB IIJIa3MbI, B TOM YHUCIIC 00 ux HWHCIICKTUPOBAHUU H O}lO6peHI/II/I
YIOJIHOMOYEHHBIM OPraHOM TrocyaapcTaa’

JobaBneHun
e HuIu
U3MEHEHHE
YUPESKICHU
g8 WO
MPOBEpPKE
KpOBH,
BKJIIOYCHH
oro B
OCHOBHOE
Joche



TJ1a3MBbl
panee

JobaBmenu
(§ Hnin
U3MEHEHHUE
YUpeXKICHU
4 IO
MpoBepKe
KPOBH,

H €
BKJIIFOUCHH
oro B
OCHOBHOE
J0Che
[I1a3MBbl
pamee

HcknroueH
H e
VApESKICHA
8 1O
MpOBepKe
KpOBH,
BKJIIKOUCHH
oro B
OCHOBHOE
IoChe
IJ1a3MbI
paHee

JobaBnenu
e Hilu
H3MEHEHHE
YUPEKICHN
S o)
IPOBEPKE
MUHHITYJIO
B (myma)
ILJ1a3MBl,
BKJIFOUEHH
oro B
OCHOBHOE
JOCHE
MJ1a3Mbl
pamnee

JobaBnenu
(§ Hin
U3MEHEHHE
YUpeXICHU
S WO
MpOBepKe
MHUHHUITYJIO
B (myxna)
TUIa3MBI, He
BKITFOYCHH



oro B
OCHOBHOE
J0Che
MJ1a3Mbl
panee

Hcknrouen
H €
YApeKICHN
a8 1o
poBepKe
MUHUITYJIO
B (myxna)
I1a3MBl,
BKJIFOUCHH
oro B
OCHOBHOEC
JIoche
TJTa3MBI
paHee

Paznen 2.1.4 "Cuctema, mpoCcIeXMBAEMOCTH TOHALNH B YIPESKIACHUAX M0 3200y (mIpoBepke) KpoBu"

M3menenust
B CHCTEME,
TTO3BOJISTIO
meH
MPOCIIEIUT
b KaXIYIO
JIOHAITUIO
oT
YApEeKICHN
4 WO
3abopy  (
MIPOBEpKE)
KpOBH, [0
TOTOBBIX
penapaTo
B KPOBH H
Hao0opoT

H3menenus
B
mpoleaype
KapaHTUHH
oTo
XpaHCHHUS
KpPOBU

Pasgen 2.2. "KauecTBo 1 6€3011acHOCTE TU1a3MBbl"

HN3meHnenne
MeToa
TeCTHUPOBA
HU S
WHIUBUIYA
JIbHOU
JTOHAINHU



MUHHITYJIO
B (myna) (
cnenmdura
1)

W3menenue
JIMarHOCTH
YECKOTo
Habopa (
TECT-CHCTE
MBI) IS
TECTUPOBa
HU S
WHINBULya
JBbHOU
JOHAIINH
MUHHITYJIO
B (myna) (
crienuduka
)

Paznen 2.2.3 "TexHudeckrne XapaKTEPUCTHKH KOHTEHHEPOB JIJISi 3arOTOBKH KPOBU M TUIa3MbI, B TOM YHCIIC
uHpopManus 00 KCIOIb3YeMbIX PACTBOPAX aHTUKOATYJISTHTOB"

Hcnonb3oB
aHue
JIOITOJTHUTE
JIBHBIX WJIU
3aMeHa
KOHTEWHEep
OB s
KpPOBHU C
MapKUpPOBK
o i
CIieuaibH
BIM

SHEIKOM1

Hcnonszon
aHue
JTOTIOJTHUATE
JBHBIX WITH
3aMeHa
KOHTeHep
OB HJs
KpoBu 0e3
MapKUPOBK
u
CHEIHabH
bIM 3HAKOM

M3menenus
coCTaBa,
TIPOU3BOIU
TeJs, CpoKa
TOQHOCTH
KOHTENHEep



OB I
KpoBu 0e3
MapKHUPOBK
u

CIIe1anbH
BIM 3HAKOM

OTka3 or
KOHTEWHEp
OB

6es
MapKHUPOBK
u
CIieuaibH
BIM 3HAKOM

Paznen 2.2.4 "YcnoBus XpaHeHUS U TPAHCIIOPTUPOBKH IUTa3MEI"

N3menenue
YUPEKIECHU
i,
3aHUMAFOI]
uxcs
XpaHEHUEM
u (uan)
TpaHCHoOpT
HPOBKH
T1a3MbI

[Ipeacrasn

€HO TMpH Howmep .
. JHelictByro
Wsmenenne exeromuoit Msmenenune mpouenypsl Jlata

ee
( aKkTyanus3a ¥ IpU9IrHA Homep B BHeceHus ( IIpumeuan
Tun OCHOBHOE
aKTyaiauza LHHU ( BHECEHUSA W3MEHEHHUs OCHOBHOM YTBEPXKIEH ue (IaTa)
1) YTBEP)KICH M3MEHEHUS I0CheE us)
B TEUEHUE TUTa3MBI

roja)

nochbe
IIJIa3MBI

N3menenus
YCIOBUH
XpaHeHUs
H
TpPaHCIIOPT
UPOBKHU
TJ1a3MBI

Item: Pa3nen 2.2.5 "[Ipouenypa kapaHTUHHOTO XpaHeHus"

BBenenue
Goiece
CTPOTHUX
Mep
XpaHCHHS

VBenuueHn
e HIHu
COKpaIleH!
e



TIPOJOIKI
TEJILHOCTH
nepuoaa
XpaHEHUS

Item: Pa3nen 2.2.6 "XapakrepucTuka myna mia3Msl"

HN3menenne
MPOIIETyPHI
IIyJINpOBaH
us

1 MapKI/IpOBKa CIICOraJIbHBIM 3HAKOM 06paHI€HI/ISI MCANTTNHCKHUX I/ISI[CJ'II/Iﬁ Ha PBIHKC

Coro3a.

MMPUJIOXEHUE Ne 2
k riase 19 IlpaBun nposenenus
HUCCIEIOBaHUN
6MOIOrMYECKUX JIEKAPCTBEHHBIX CPEJICTB
EBpa3uiickoro 3k0HOMHUYECKOr0 COX03a

Hudopmamnus
00 yapexaeHnIx o 3a00py (IpoBepke) KpOBH
CootB
€TCTBU
Nucnexnusa e
Nucnexkuus
YHOJTHOMOYEHHBIM TpeOoB
Croco6 3aroToBKU YHOOJTHOMOYEHHBIM
OpraHoM rocyAapcTBa, Ayaut aHUsAM
U 1epepadboTKu OpraHom
HE SIBISIOMIETOCS ®dapma
rocy/JapcTBa-4iieHa
yinenoMm Coro3a KoTeu
Anpec Tlopsn Coro3a
MecTa KOBBIU
HaX0X HOMCP 3aroTo
nenus | Bka (
jara
BKJIFOY jJara nara (
LENbH a s rocyna mocie nociue
ia3m . pe3yib . DE€3YyJIb aynuT YactoT
3aMOp pPCTBO- JHEU CTpaHa IHEU >
agepes TaT TaT op a
KpOBb @XHBA WICH  HHCIE WHCIIE
MpoBe
HUE) KIINH KLU
JICHUST)
(na/
HET)

Vupexaenue 1
Crpana 1

Anpec
MecTa
HaX0X
JICHUS
Lentp
1
Anpec
MecTa
HaX0X
JICHUS



Hentp
2
Anpec
MecTa
HaXO0X
JICHUS

Lentp
3

Yupexnaenue 2
Crpana 1

Anpec
MecTa
HaXO0X
JICHUS

Lentp
1

Crpana 2

Anpec
MecTa
Hax0X
JICHUS

Lentp
1

1 HOMep JOJIZKCH IMO3BOJIATH OIPCACTIATH CBA3b MCIKAY HCHTPAaMH 3aIrOTOBKH H

TECTUPOBAHUA, XPAHCHUA U PACIIPCACICHHA.

2 JlomxeH ObITh MPUIIOKEH COOTBETCTBYIOMIMI TOKYMEHT O pe3yJibTaTax MHCIEKIMH WK

€TI0 3aBCPCHHAA B YCTAHOBJICHHOM ITOPAAKC KOITHA.

MMPUJIOXEHUE Ne 3
k riase 19 [Ipasun npoBeneHus
HUCCIEIOBaHNuI

OHONOTHYECKUX JICKaPCTBEHHBIX CPEACTB

NHDOOPMAILIA

EBpa3suiickoro 3KOHOMHYECKOT0 COI03a

00 yapexaeHnx (IeHTpax), OCYIIECTBIMIOMMX TECTUPOBAHAES HHANBUIY ATbHBIX

JIOHAIHH | ITYJIOB TIa3MBI

[Tops
JIKOBBI Nucnmekumns
i YIIOJIHOMOYEHHBIM
TecTupoBanue
HOMEP OpPraHoOM
YUpex rocylapCTBa-wicHa
JICHUS
Anpec ( Mapkep NAT
LEHT
MecTa p BUpyca
Haxo &)
B
KIACH nara
KOTO rocyn
sl p Y Hocre
oM apcTB N

HNucnekuusa
YIOJTHOMOUYEHHBIM
OpraHOM

Ayaur
rocyaapcTna,
HE SIBJISIOIIErOCs

yieHoM Coro3a

naTa
mocie
THEH



MMpOBO JOHAILl MyJbl AOHAILl MHUHU HyJ’IBI O-4JIC HHCIIC PE3yJl CTpaH HUHCIIC DPE3YyJl ayAuT Aara

IUTCS WU iasM Uu OyJbl  [UIa3M H KOUH bTaT a KOUA BTaT  Op
TECTH BI Bl

poBaH

ue

Vupexaenue 1
Crpana 1

Anpec
MecTa
Haxo
KIEH
us
Ientp
1
Anpec
MecTa
Haxo
KIeH
us

IlenTp
2

Crpana 2

Anpec
MecTa
Haxo
KICH
us

Lentp
3

VYupexaenue 2
Crpana 1

Anpec
MecTa
Haxo
KIEH
us
Lentp
1
Anpec
MecTa
Haxo
KIEH
us

Lentp
2

I'maa 20. O6ecneueHne KadecTBa MpenapaToB KPOBH

1. O6mue monoxeHus



1. Hacrosimias riaBa coIepKUT NMpaBuiia U yKa3zaHUs [0 OTOOPY M TECTUPOBAHUIO
HCXOJHOr0 MaTepuaa, MIPOU3BOJICTBY U KOHTPOJIKO KayecTBa MpenaparoB KpoBu. OTAEIbHO
paccMaTpuBaloTCs 00mMe Mepbl MO0 00eclnedYeHHWI0 BUPYCHOM 0e30MacHOCTH
paccMaTpuBaEMOM I'PYIIIbI TPENAPATOB.

2. [Ina3ma sBAsieTCd UCTOYHUKOM OEJIKOB, KOTOPBIE B PE3yibTaTe MPOMBIIUIEHHOTO
BBIJICJICHUS M OYUCTKU U (UJTM) BKJIFOYEHUS! B COCTAB JIEKAPCTBEHHBIX CPEJICTB MPUOOPETAIOT
TepaneBTUYECKUM MoTeHnuan. C 1eapl0 MaKCHMalbHO PAalMOHAIBHOTIO HCIIOJIB30BAaHUS
JOHOPCKON KpOBH (TJ1a3Mbl) MPOU3BOAUTEIH MPENAapaTOB KPOBU MOTYT OCYILECTBIISITH OOMEH
IIPOMEKYTOUYHBIMHU NMPOAYKTaMH WJIM UCITOJIB30BATh HECTAHIAPTHBIE MTPOIIECCHI TPOU3BOICTBA

3. IIpenapatsl KPOBU MOTEHIIMAILHO OMACHBI B CBSI3U C BHICOKMM PUCKOM KOHTaMUHAITUU
BUpyCaMH, MEPEJAONIMMHUCS 4Yepe3 JIOHOPCKYI0 KpoBb. [lOCKOMBKY sl MPOU3BOJICTBA
npenapaToB KpPOBH HUCIOJB3YETCS MyJ IUIa3Mbl, MOJYYEHHBIH OT OOJBIIOTO KOJIMYECTBA
JOHOPOB, JaXe OJHA JIOHALMS KpOBHU (IJIa3Mbl), COJAEp’KAllas BUPYCHI, MOXKET CTaTh
MCTOYHHUKOM KOHTAMHHAIIMH MPOU3BOJICTBEHHON CEpUU MpernapaTa KpoBU U HHOUIIMPOBAHUS
3HAYUTEIBHOTO KOJIMYECTBA MALMEHTOB MOCIIE €r0 BBEACHHUS.

4. TlpenapaTsl KPOBH, B 0OCOOEHHOCTH TpernapaThl KOHIICHTPATOB (haKTOPOB CBEPTHIBAHUS,
BBICTYIAIOT TMOTEHIIMAJIBHBIMU HMCTOYHHUKAMHU 3apa)KCHUsl MallMEHTOB BUPYCOM
uMmmyHoseuiuta yenoeka (BMY) u rematuta C, uto TpeOyer 0coOOil OpraHu3aiuu
npoliecca MPOU3BOJICTBA U BKJIIOYEHHUS! B HErO CIIELMAJIbHBIX 3TAllOB MHAKTUBALMM U (MIIH)
AIUMUHALIMY 3TUX U IPYTUX BUPYCOB, MEPEIAIOIINXCS Yepe3 KPOBb.

5. B mpenapaTtax KpoBU Takke€ MOTYT MPUCYTCTBOBATH 0€3000JI04EHUHBIE BUPYCHI.
HccnenoBanus Mo yCOBEPUIEHCTBOBAHUIO TEXHOJOTMYECKOIO MpOLEcca MPOU3BOAUTEIIEM
JIOJKHBI OBITH HAIlpaBJIEHbI Ha pa3pabOTKy METOJOB ynajeHus 0e3000JI0YE€YHBIX BUPYCOB,
TAKUX Kak renatut A u napsosupyc B19.

6. Mepbl, npuHUMaeMbIe 17151 00ecTieueHNs] BUPYCHOW 0€30MacCHOCTH MPEenapaToB KPOBH,
BKJIFOYAIOT B CEOSI:

0TOOp JOHOPOB;

TECTUPOBAHUE MHANBUIYAIbHBIX JIOHAIMK U MYJIOB IUIa3Mbl HA COJIEpKaHUE MapKEpOB
M3BECTHBIX BUPYCHBIX MH(EKIIHIA;

BKJIFOYEHUE CTaJIMi MHAKTUBAIMU W (WJIM) SITMMHUHAIMA BUPYCOB C 00s3aTE€IbHBIM
MIPOBEJICHUEM MX BaJIUIALINH.

7. K nomomHUTEIRHBIM MepaM M0 O0ECIeUYeHUI0 BUPYCHOW OE€30MacHOCTH IIa3Mbl
OTHOCATCH:

HCMOJIb30BAHUE COBPEMEHHBIX TECT-CUCTEM ISl CEPOJIOTUUECKOW JUArHOCTUKUA U
TEXHOJIOTUU aMIUTU(UKAIMA HYKJIEUHOBBIX KHUCIOT B XOJI€ MCHBITAaHUN Ha OOHapyXeHUe
BupycHbIx JIHK n PHK, yTo cnocoOCTBYyeT coKpaleHuto nepruoaa cepoaoru4eckoro OkKHa, B
TEYEHUE KOTOPOTO HEBO3MOXKHO BBIIBUTH MHPEKIIMO3HOCTh TOHOPCKOT'O MaTepuaa;



ONTUMM3ALUS TPOPUIAKTHUECKUX MEPONPUATUH, CIOCOOCTBYIOUIUX MUHUMM3ALUU
pucKa mepeaadyd NMPUOHHOW HMH(EKIUU (Hampumep, nepeaadyr Bo30yauTeneil ryoyaToit
sHIIeaIoNaThN Yepe3 MpenapaThl KPOBH).

8. [TonoskeHunst HACTOSILEH TJIaBbl PACHIPOCTPAHSIOTCS Ha CIeAYIOLIME TpenapaThl:

JIEKapCTBEHHBIE MpENapaThl, COAEPKAIINE B KAYECTBE JEHCTBYIOIIMX BEIIECTB OEIKH,
BBIJICJIEHHBIE U3 I1J1a3MBbl;

HOBbIE€ pa3pabaTbiBaeMble JIEKAPCTBEHHBIE MpenapaThl, COAEpKallie B KauyecTBE
JAEUCTBYIOIUX BEIIECTB O€IKH, MOTYUYEHHbIE U3 TUIa3Mbl;

O€eJIKH, BbIJICJICHHBIE U3 IJIa3Mbl, UCIIOJIb3yEMbIE€ B KAU€CTBE BCIIOMOTaTEIbHBIX BEIIECTB B
COCTaBE JIEKAPCTBEHHBIX IPENapaToB, B TOM YHCIIE HOBBIX pa3padaThiBaeMbIX;

OeJIKM, BBIJICJICHHbIE U3 IJIa3Mbl, UCIIOJIb3yeMbI€ B KAU€CTBE BCIIOMOTaTEIbHBIX BEIIECTB B
MEIULUHCKUX U3JIETHUSX.

9. IlpenapaThl KPOBU MPEACTABISAIOT COOOM BbIIETIEHHBIE TPOMBIIIIEHHBIM CIIOCOOOM
Oenku IU1a3Mbl (Hampumep, albOYMHUH 4eloBeKa, (PaKTOpPbl CBEPTHIBAHUS KpPOBH H
UMMYHOTJIOOYJIMHBI).

10. Hekotopble pa3aenbl HAaCTOSAILIEH TJIaBbl MOTYT TaK)Xe PaclpOCTPaHAThCA Ha
JACUCTBYIOIIME BelllecTBa (HAIpUMEp, TIeMOIVIOOMH), BBIIEISIEMbIE U3 KIETOYHBIX
KOMITOHEHTOB KPOBH.

11. ITonoxeHuss HACTOALIEH TJIABbl HE PACHPOCTPAHSIIOTCS Ha LEIbHYIO KPOBb U
KOMIIOHEHTBI KPOBH, a TaK K€ Ha IpenapaTrbl KPOBH, IPOU3BOJIUMbBIE B HEPOMBIIIJIEHHOM
Macmrtade sl OTAEIbHBIX IMAIMEHTOB B COOTBETCTBUM C MEIMIIMHCKUM Ha3HAYECHHUEM,
OJIHaKO MHOTHE TJIaBbl HACTOSIETO JOKYMEHTAa MOTYT OBITh IPUMEHUMBI K HUM.

12. Yka3aHus HacTOsALIEH TJIaBbl TAKXKE PACIPOCTPAHSIOTCS, €CIM IPUMEHUMO, Ha KPOBb
WM TUIa3My (KaK MCXOAHBIM MaTeprai) U Mpenaparbl KPOBU, UMIOPTUPYEMBIE U3 TPETHUX
CTpaH.

13. TpeboBanus K Ka4ecTBY IUIa3Mbl A1 PPaKIUOHUPOBAHUS U MpernapaTtaM KpPOBH
npeacTaBieHbl B cTaThix @apmakonen Coro3a, a IpU OTCYTCTBHM B HEMl — B CTaThsX
dapmakonen rocygapcTBa-ujieHa, KOTOpOe SIBISETCS pedepeHTHBIM B COOTBETCTBUU C
[IpaBriIaMu perucTpanyu U SKCIEPTU3HI.

2. OGecnieueHne Ka9eCTBa HCXOMHOTO MaTepraia

14. OT60p M TecTUpOBaHUE MCXOJHOTO Marepuasa sBISIOTCS OCHOBHBIMH (paKkTOpamu
oOecrieyeHusl KayecTBa IpEnaparoB KpOBU. Mepbl MO CHUKEHHUIO PUCKA 3apakeHUus
MH(pEKINUAMHU, IEpPeJAIOLMMUICS Yepe3 KPOBb IOCPEICTBOM IperapaToB, KPOBH, BKIIOYAIOT B
ce0sl TIIATEeIbHBIM KOHTPOJIb UCXOAHOI0 MaTepuana.

15. UcxoqubpiM MaTtepuaioM Juist GpakIMOHUPOBAHUS SBIISETCS I1a3Ma, MOJIy4eHHas U3
LEJIbHOM KPOBH JIOHOPOB MeToAamu LeHTpudyrupoBanus u adepesa. Bes nndopmanus o6
MCXOJHOM MaTepHale JO0JKHA OBbITh yKa3aHa B OCHOBHOM JOCHE€ IUIa3Mbl, COCTaBIIEHHOM B
COOTBETCTBUU C MOJIOKEHUSMHU TiaBbl 19 HacTosimux I[IpaBun. KauecTBo miia3mbl JOJKHO



COOTBETCTBOBATh TpeOOBaHUSAM COOTBeTCTBYMOIIEH cratbu Papmakoneun Coroza, a mnpu
OTCYTCTBUM B HeWl — TpeOOBaHUSAM COOTBETCTBYIWOIIUX cTaTted (dapmakomneit
roCcyAapCTB-4JI€HOB.

16. Ecnu nepxatenb perucTpalliOHHOTO yAOCTOBEPEHUs IpenapaTra KpOBU MPUHUMAET
pElICHHEe HE MOJb30BaThCs MPOIEAYPON MOJydeHus cepTudukaTa Ha OCHOBHOE J0CHE
IJ1a3Mbl, 3TH CBEACHUS TAKKE pa3pelIaeTcs NpeacTaBUTh B paszzaene 3.2.S moxpyns 3
PETUCTPALIMOHHOIO JOChE Mpemnapara KpoBU. OCHOBHOE J0CHE IUIA3Mbl U JJOKYMEHTALUIO O
miazMe B paszene 3.2.S Moayis 3 perucTpalioHHOTO JTOChE MpemnapaTa KpoBU HEOOXO0IMMO
€XEerogHo OOHOBIATh W TMPEACTABISATH B YHNOJTHOMOYEHHBIA OpraH (3KCIEPTHYIO
OpraHM3alMI0) TroCyAapcTBa-ujeHa. B perucrpallMoOHHOM J0Ch€ IIpernapara KpOBH
HE00X0AMMO 000CHOBATH UCIOJIb30BAHUE HECKOIBKUX OCHOBHBIX JIOCHE TUIA3MBlI.

17. UMMyHU3a1Ms JOHOPOB € LIEIBIO MOIYYEHHUs IJ1a3Mbl JUIsl IPOM3BOJICTBA IIPENAapaToB
cnenupuyecKuX UMMYHOTIIO0YJIMHOB JTOJKHA TPOBOJUTHCS B COOTBETCTBUU C TPEOOBAHUSIMU
coOTBeTCTBYMOIIEH cTarby Papmakonen Coro3a, a Ipu OTCYTCTBUH B HEW — C TPEOOBAHUSIMU
COOTBETCTBYIOIIEH CTAaThbM (papMaKole rocylapCTB-4JIE€HOB. AJTOPUTM TECTUPOBAHUS
JIOHOPOB 3PUTPOLIUTOB, UCIOJIB3YEMBIX B KAUECTBE aHTUT€HA ISl UMMYHU3AMU JTOHOPOB C
LIeNIBIO MOJTyYCHHS TLIa3MBI, colepxauied antupesyc Rh (D) anturena, cxeMbl HMMyHH3aLUH

, HWCIIOJIb3yeMbIe ISl TOJy4YeHHUs IIJIa3Mbl, coaepxkamieid crnenuduyecKkue aHTHUTENa,
HEO0OX0AMMO MpPEACTaBUTh B paznene 3.2.S Moayist 3 perucTpalioOHHOro JIOChe Ipernapara
KpoBH. B 0CHOBHOM J0Che T1a3Mbl yKa3aHHast HHGOPMAIKs HE MPEICTABISIETCS.

2.1. ®akTOpH pHCKa, HOMICKAMKE AHAIN3Y IIPH OLCHKE HCXOAHOr0 Marepuana

18. KpoBb 1OHOPOB SIBISIETCSI MCTOYHUKOM MOJYYEHUS IJ1a3Mbl 1)1l GpaKIIMOHUPOBAHUS,
B LIETISIX TPOU3BOCTBA MpenapartoB KpoBu. He Bce Bo30ynuTenn nHMEKIui, KOTOpbIE MOTYT
MPUCYTCTBOBATh B JOHOPCKOW KpPOBH, MPEACTABISIOT MNOTCHUHAJIbHYIO OIMNAaCHOCTH
KOHTAMUHAIIUH MPENapaToB, MOJy4YaeMbIX U3 HEE.

19. OcHOBHBIMM KOHTAMMHAaHTaMH, ACCOUMMPOBAHHBIMU C IIpernapaTaMu KpOBH,
SABJISIIOTCSL TAKME T€MOTPAHCMUCCHUBHBIE BUPYCHI Kak, BUpychl renatuta A, B, C, BUY-1 u
BWY-2, napsoBupyc B19 unu nato0bie Apyrre HOBbIE BUPYCHI U MPOYME areHThl, (Hampumep,
BO30yIMTENb BapraHTHOM O60ne3nu Kpeltudensara — Akoba).

20. IlpemapaTbl KpOBHM paccMaTpPUBAKOTCA KaK NOTCHUHUAIbHBIM HMCTOYHUK
MHPUUIUPOBAHUS JTaK€ MPU YCIOBUM MPOBEACHUS TIIATEIBHOIO KOHTPOJISI MCXOJHOTO
Marepuaia C HCIOJIb30BAHUEM COBPEMEHHBIX METOJOB TecTupoBaHus. Heobxomumo
KOHTPOJIUPOBATh COXPAHHOCTH IIEJIOCTHOCTH M OHMOJOTMYECKOW aKTUBHOCTH MpernapaToB
UMMYHOTJIOOYTMHOB ¥ ()aKTOPOB CBEPTHIBAHMSI B IIPOIIECCE MPON3BOJICTBA MPENAPATOB KPOBH
B LIEJISIX HEJOMYIICHUS TOSBICHUSI TPOMOOTEHHBIX U UMMYHOTE€HHBIX BEIIECTB.

2.2. OT60p ZOHOPOB M TECTHPOBAHHE HCXOAHBIX MATEPHAJIOB



21. OTOop NOHOPOB U TECTUPOBAHHE WHIUBUIYANbHBIX TOHAIMN U MYJIOB IUIa3MBbI
ABJISIFOTCS. BAXKHBIMU MEPaMHU MO 00ECIEYEHUIO0 BUPYCHOM 0€30MaCHOCTH IPenapaToB KPOBH.
Kputepun or6opa u OTCTpaHEHUsS TOHOPOB KPOBU (I1a3Mbl) TOJKHBI COTJIACOBBIBATHCSA C
TpeOOBaHUAMM 3aKOHOJATEIbCTBA T'OCYIAPCTB-UJIEHOB B 00JacTH JOHOPCTBA KPOBHU U €€
KOMITOHEHTOB. J[aHHbIE TpeOOBaHUS PACTIPOCTPAHSIOTCS MPH HEOOXOAUMOCTH Ha IUIa3My,
UMIOPTUPYEMYIO M3 TPETbUX CTpaH. JlomonHuUTeNbHbIE TpeOOBaHUSA MPEACTABICHBI B
OCHOBHOM J0Ch€ Tu1a3Mbl B rnase 19 nacrosimumx [IpaBui.

TectupoBanue

22. Kaxnas MHAMBUIyalIbHAs TOHALMSA ITU1a3Mbl, a TAK)K€ MYJIbI IU1a3Mbl JOJIKHBI OBITH
IIPOTECTUPOBAHBI 110 TpEOOBaHUSAM cOOTBeTCTBYIOIIEH cTtaThu Mapmakonen Coro3a, a npu
OTCYTCTBUU B HEM — 1O TpeOOBaHUSAM COOTBETCTBYIOIIMX cTaTted ¢apmakorei
roCyJ1apCTB-YJIEHOB.

23. IlpoBeaeHue DOMOJTHUTEIBHOTO TECTHUPOBAHMS M pa3pabOTKa OTIAEIbHBIX
cneuupuKanuii HeoOXOAWMBI JJISI IYJOB IUIa3Mbl, MCIOJIb3YEMBIX NPU MNPOU3BOJCTBE
OTPE/ICICHHBIX MpEnapaToB KpOBW (HAMpUMEp, BUPYCHHAKTUBHUPOBAHHOW IUIa3Mbl U
MpenapaToB aHTUPE3yCHOr0 HMMMYHOrjaoOyiuHa W Ap.). Ecnu npu mnpousBoacTse
aHTUPE3yCHOI'O0 MMMYHOIJIOOYJIMHA HCHOJIB3YIOTCS HOPMAaJbHBIM MMMYHOIJIOOYJUH JUIS
BHYTPUMBIIIEYHOTO WJIM BHYTPUBEHHOTO BBEJEHUA U (UJK) albOYMHUH YeJOBEKa, ITYJIbI
IJ1a3Mbl, U3 KOTOPBIX UX TOJYYaloT, JOJDKHBI OTBEYaTh TPEOOBAHUSIM COOTBETCTBYIOIIMX
(apMakomneHbIX cTaTel Ha aHTHpe3yCHbIH UMMYyHOrIo0ynuH ®apmakoneu Corosza, a npu
OTCYTCTBUM B HEH — TpeOOBaHMSIM COOTBETCTBYIOUIMX (hapMaKoONEeHHBIX cTaTed Ha
aHTUPE3yCHBIA UMMYHOTTIOOYTTUH (hapMakoIriel rocy1apcTB-ujieHoB. PapMaKoneiiHbIe CTaTbU
PErIaMEHTUPYIOT NPOBEACHUE HMCIBITAHUM HAa OTCYTCTBUE COJNEP/KAHUS MOBEPXHOCTHOIO
anturena Bupyca renatuta B (HBsAg), antuten x BUY, PHK Bupyca renatura C s
KaXJI0ro myJia Iia3Mmbl 1 (GpaklUOHUPOBAHUS M JOMOJHUTEIBHOTO TECTUPOBAHMS Ha
conepxkanne JIHK mapBoBupyca B19 nns onpeneneHHbIX mpenapatoB KpoBU (
BUPYCUHAKTUBUPOBAHHBIX IYJIOB IJIa3Mbl U AHTHPE3YCHBIX UMMYHOTIJIOOYJIMHOB), & TaKXe
TecTUpoBaHue Ha oTcyrcrBue coxaepxkanus PHK Bupyca remarnta A g
BUPYCHHAKTUBUPOBAHHBIX MyJOB Iuia3Mmbl. MHopManus o Bamupanuu BCeX METOJOB
WCTBITAaHUN MpUBeneHa B TiIaBax 22 u 23 Hactosmux [Ipasui. M3BeCTHBI ciiydyau nepegayu
napBoBupyca B19 yepe3 mnasmy, o0paboTaHHYIO PacTBOPHUTENIEM-IETEPIEHTOM, U Yepe3
npenapartbl KpoBH (HanmpuMmep, pakTopbl CBEPThIBaHUS, MpenapaThl (UOPUHOBOrO Kies).

24. Beicokoe coaepkaHue napBoBupyca B19 B mna3me 10OHOPOB BBISBISETCS TOBOJBHO
4acTO UM MOXET MPUBECTU K (OPMUPOBAHUIO IMYJOB IUIa3Mbl ¢ KoHmeHTpauueil JIHK

napBoBupyca B19 6onee uem 1,0x 108 ME/m.
25. TectupoBaHKe MCXOIHOTO MaTepHaia ¢ UCIOJIb30BAaHUEM METOJIOB aMIUIU(UKAITUN
HYKJIEWHOBBIX KHCJOT IIO3BOJIIET CYIICCTBEHHO COKPAaTUTh KOHTaMHUHAIIUIO



MIPOU3BOACTBEHHBIX ITYJIOB TIa3Mbl M B JAJIbHEHUIIIEM CHU3UTh PUCK Mepeaadr NHGEKINN TpH
MPUMEHEHUU TpenapaToB KpoBU. TecTupoBaHue MyJjioB Imiazmbl Ha coiaepxkanue JIHK
napBoBupyca B19 B HacTositiee Bpems BBITIOIHAETCS HAa TOOPOBOIBHON OCHOBE. [IpenenpHbIit
ypPOBEHb KOHTAMHHAIIMU MYJIOB TJIa3Mbl 3aBUCUT OT BO3MOXKHOCTH COKPAILICHHS KOJIMYECTBA
napoBupyca Bl19 B mpomecce npousBojacTBa KOHKPETHOrO mpemnapara KpoBu. B
COOTBETCTBUM C pazAesioM 9 HacTosed riaBbl HEOOXOAMMO MPOBOJUTH OLIEHKY PHCKA,
MO3BOJISIFOILYI0O 00OCHOBaTh 0€30MacHOCTh Ipernapara KpOBM B OTHOUIEHWHM JaHHOU
uHpeKIuu.

2.3. IIpocmexmBacMOCThb

26. lomxHa ObITH OOecreueHa MpoCIeKMBAEMOCTh JOHOPA, 3aTOTOBJICHHBIX OT HETrO
WHJWBHUIyalbHBIX JOHALMM, 00pa3lioB KPOBH, B3STHIX AJIA J1aOOPATOPHBIX HCCIEIOBAaHUMH,
KOTOpasi IOCTUTAETCS MyTeM HAeHTU(]UKamuu 0OBbEKTOB HA BCEX ATamax OT PErUCTpaIiuu
JOHOpA 10 KOHEYHOT'O MCIIOJIb30BaHUs 3arOTOBJIEHHOM OT HEr0 MHAWBHUIYAJbHOW TOHALUU
IJIa3Mbl, BKJIIOYas YTWIM3ALUHAI B COOTBETCTBUM C IOJIOKEHUAMH 3aKOHOAATEIBCTBA
rocy1apcTB-4ieHOB U mnpuiioxkeHueM Ne 14 k IlpaBunaM npou3BOACTBEHHOM NPAKTHKH.
Heobxoaumo peructpupoBaTh HAUMEHOBAHUE M HOMEP CEPUH Mpenapara KpOBH MPHU KaKI0M
BBEJICHUHM €r0 MAaIlMeHTy B COOTBETCTBUU C mnpuiiokenrneM Ne 19 k TpebGoBaHHSIM K
MHCTPYKIUU [0 MEIMIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO Ipenapara U oOIei
XapaKTEPUCTHUKE JIEKAPCTBEHHOIO MPENapara i MEAULMHCKOTO MPUMEHEHHUS.

27. JlaHHbIe, MOATBEPKAAIONINE HAIMYUE MPOCISKUBAEMOCTH, HEOOXOJUMO XPaHUTh B
TeueHue He MeHee 30 JeT OT AaThl NOJIyYEeHUs] MHANBUAYAJIBHON JOHALMM IUIa3Mbl JIOHOPA,
eciu OoJiee ITUTENbHBIA CPOK HE ycTaHOBIIEeH [IpaBuiaMu Mpon3BOJCTBEHHON MTPAKTUKH HIIH
3aKOHOJATEIbCTBOM TIOCYAapCTB-YJIEHOB. OJTH MeEpbl HEOOXOAMMBI ISl TOrO, YTOOBI
J€pXKATENb PETUCTPALMOHHOTO YIAOCTOBEPEHUs IIpernapara KpOBH WJIW IPOU3BOIUTEID,
KOTOPBIM UCIIOJIB3YET CEPUI0 IpenapaTa KpOBH Ul MPOU3BOJACTBA B KAYECTBE KOMIIOHEHTA
JIPYroro JIEKApCTBEHHOrO Ipernapara, a TaKKe YHOJHOMOYEHHBIE OpraHbl (3KCIEPTHBIC
OpraHu3allii) rocy/1apCTB-YwIEHOB ObUIM MPOMH(GOPMHUPOBAHBI O BO3MOXKHBIX pUCKAX IS
6e3omacHOCTH, TPEOYIONUX MPUHATHAS MEP B OTHOIIIEHUHW JAHHOTO Mpernapara.

2.4. Mepsl, mpUHUMaEMEIe Ha OCHOBE HH(OpMaIuy 0 prECKax
Ju1 6€301aCHOCTH M PETPOCTIEKTHBHOI'O aHAJIN3a

28. JlomkHa OBITH OpraHu3oBaHa MH(POPMAIIMOHHAS CUCTEMA, COJIEepKaIasi CBEACHUS O
pUCKax Iyl 0€30MaCHOCTH, BKJIIOYAIOLIAsl B c€0s1 ONMCAaHKE MEP MO COCTABICHUIO OTYETOB O
HEXEJIATeNbHBIX peaknusax u siBieHusax. CrocoObl yIpaBiIeHUs CoiepKalleics: B MoJo0HON
cuctemMe UHpOpMaIIUEH, KOTopas MOXKET MOBJHATh HAa KAYECTBO M 0€30MacHOCTbh KPOBU U
KOMITOHCHTOB KPOBH, B TOM 4HCIIe MH(POpMANHE O JTOOBIX CEpbE3HBIX HEXKENaTeIbHBIX
pEaKIUsAX, CBSI3aHHBIX C JOHOPCKUM O00pas3loM, KOTOpas CTaBUT MOJ COMHEHHUE JIpyTHe



KOMIIOHEHTBI, MOJIyYEHHBIE OT TOTO K€ JOHOpA, JOJIKHBI COOTBETCTBOBATH [lpaBuiam
MPOU3BOACTBEHHOM MpakTuKy, [IpaBunam npaktuku GapMakoHaazopa, a Takxke TpeOOBaHUIM
3aKOHOJIATENIbCTBA T'OCYIapCTB-WIEHOB B 00JIACTH JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB.
CrnocoObl ynpaBiieHus U oOMeHa uHpopmalmeit o puckax Juisi 6€30MacHOCTH, UCIIOJIb3yEeMble
yupexjaeHueM no 3a0opy (IIpoBepKe) KPOBHU, JAEPKATEIEM OCHOBHOTO JOChE IIa3Mbl (IIpU
HAJIMYKU) U TIPEANPUATHEM 110 (PPAKIIMOHUPOBAHUIO, TOJKHBI OBITH OMMCAHBI B CTAHAAPTHBIX
omnepaluoOHHBIX mnpoueaypax. CraHaapTHble ONEpPALMOHHBIE MPOUEAYPHl JOJIKHBI
YTBEPKAATHCS YUPEXKICHUEM MO 3a00py (IIPOBEPKE) KPOBH, JEPKATEIEM OCHOBHOTO JIOCHE
maa3Mbl (IpU HAJIMYKMKM) W TPOU3BOAUTENEM (TPOU3BOJUTENSIMU) MpenapaToB KPOBU, U
MMMCBMEHHO COTJIACOBBIBATHCS BCEMU CTOpOHaMU. Eciiy Hale:)KHOCTh YUpeKIeHU 10 3a00py (
MPOBEPKE) KPOBU MJIM KAYECTBO U O€30MaCHOCThH IJIa3Mbl BBI3BIBAIOT COMHEHUS, JAep>KaTelb
OCHOBHOI'O JI0Ch€ IUIa3Mbl JOJDKEH YBEAOMHUTH 00 3TOM YIIOJHOMOYEHHBIA OpraH (
HKCIIEPTHYIO OpraHU3alliIo) roCcyJapcTBa-ujeHa.

29. Ilocne monyueHus uHOpMALMU O pUCKAX sl OE30MAaCHOCTH COOPaHHOTO
JOHOPCKOTO Marepualia yupexieHue 1o 3a0opy (mpoBepke) KpOBH JOJDKHO
HE3aMEJIUTENbHO COOOIIUTh MPOU3BOJUTENI0 MPENaparoB KpPOBH, HAa KOTOpbIE
pacnpoCTPaHSIOTCS JAHHbBIE PUCKHU, CIIEAYIONYI0 HHPOPMAIIUIO OTHOCUTEIBHO:

BBISIBJIEHUSI JOHOPA, COCTOSIHUE 3/I0POBbSI KOTOPOT'O HE COOTBETCTBOBAJIO YCTAHOBIIEHHBIM
TpeOOBaHMM JJIs1 0OecTieueHrs 0€30MaCHOCTH | (MJTN) Ka4eCTBa TUIa3Mbl,

MOJIYYEHUS TIOJIOKUTEIbHBIX PE3yJIbTaTOB TECTUPOBAHUS JOHOpa Ha Kako-l1nbo u3
BUPYCHBIX MapKepoB IpHU IMOBTOPHOM cOOpe Marepuaia OT JOHOpPA, YbHM Pe3yJbTaThl
TECTUPOBAHMS Ha BUPYCHBIE MAapKEphl Mpexae ObUIM OTPULIATEIbHBIMU. Y BEJIOMIICHUE O
MOJOOHBIX CHydYasX JOJYKHO MPOBOAUTHCS Cpa3y IMOCJHE IMOJYy4YEHUs] MMOBTOPHBIX
MOJIOKUTENbHBIX PE3yJIbTaTOB TECTUPOBAHUS U, NPEXKIE YeM OYJeT BBIIOJHEHO
MOATBEPKIAIOIIEE TECTUPOBAHUE, €CIIA TOJIBKO YTBEPKIECHHBIE POLEAYPbl HE OTOBAPUBAIOT
MOJy4YEeHUE Pe3yJIbTaTOB MOJATBEPKAAIOIIETO TECTUPOBAHMS B T€YEHUE S5 pabOyuX IHEM.
Bpems mexay cOOpoM JOHOPCKOTO MaTepuana W MpPOBEJACHUEM TECTUPOBAHUS CIEAyeT
MUHHUMH3UPOBATh, YTOOBI IIOBBICUTH BEPOSITHOCTh OOHAPYKEHHSI CEPOKOHBEPCUU /10 Hadaja
00pabOTKH MPEBITYIIHNX JOHOPCKUX 00pa310B, HAXOASIIMXCA Ha KAPAHTUHHOM XpaHEHUU;

BBISBJICHUS (DaKTa MPOBE/ICHUS TECTUPOBAHUS HA BUPYCHBIE MAapKEPbl, BHITOTHEHHOIO HE
B COOTBETCTBUU C MPOIIEAypaMH, COTJIACOBAHHBIMU MEXIY MPOU3BOJUTENIEM IMpenapaToB
KPOBHM WJIM JAEpP)KATEIeM OCHOBHOTO JIOCh€ MIIa3Mbl (IPU HAJWYUU) U YUPEXKACHUEM I10
3a00py (MpOBEpKE) KPOBH;

BBISBJICHUSA y JIOHOpAa CUMITOMOB HMH(EKIHOHHOrO 3a00JI€BaHMS, BBI3BIBAEMOIO
BO30yuTEIEM, KOTOPBIM MOTEHIIMAIBLHO MOXKET TMepeaBaThCsl 4Yepe3 Mperaparbl KpoBH (
BUpychl renatura A, B, C, npyrue Bupycsl renatutra, BUY-1 u BUY-2 u npyrue uzBectHbie
BO30yIUTENN MHPEKIINI);



BBISIBJICHUS CJIy4asi pa3BUTHUS Y PEIUIIMEHTA MOCTe TpaHCHy3UH KPOBU UITU JTAOMIHHOTO
KOMIIOHEHTa KPOBU HMH(PEKIIMOHHOTO 3a00J€BaHUsI, YCTAHOBJICHHOW MPUYMHOU KOTOPOIO
ABJIIETCS MH(PEKIUs, TepeJaHHas Yepe3 KpOBb JOHOpA.

JloHanusi ydacTByeT B MpOLEAypaxX PETPOCIEKTUBHOIO aHalIM3a, WHULIMHPOBAHHBIX
yupexaeHueM 1o 3abopy (MpoBepKe) KPOBU B Clydasx, MPEeIyCMOTPEHHBIX al3alamu
TPETHUM, MATHIM U HIECTHIM HACTOSIIETO MyHKTA.

[Ipy Hanmuum mOpocieKUBAEMbIX JAHHBIX O Mpenapare UHQoOpMauus TOJHKHA
nepeaaBaThCs 3aMHTEPECOBAHHBIM CTOPOHAM BHE 3aBHUCHUMOCTH OT BPEMEHH, KOTOPOE
MPOIJIO C MOMEHTa cOopa JOHOPCKOI0 MaTrepuaa 10 NoJy4eHus: HHPOpMAaIMKU O PUCKAX IS
6e3omacHocTy. JIroOble Cilydan HEBBITIOIHEHHS TaHHOTO TPEOOBAHUS TOJIKHBI OBITh YKa3aHBI
Y HaJjIeKamM 00pa3omM 000CHOBAHBI.

30. Ilpouenypa peTpOCHEKTUBHOIO aHajiu3a BKIKOYAET B ce0sl MPOCIEKUBAHUE
OpeAbIIYIINX JOHOPCKUX OOpa3IoB U TECTUPOBAHUE JIIOOBIX COXPaHEHHBIX O0O0pa3IOoB,
KOTOpbI€ OBUIM TOJYyYEHbl KaK MHUHUMYM B Te€4YeHHE 6 MecsleB [0 IMOJy4YeHUs
OTpHUIIATEIBHBIX PE3YJIHTATOB TECTUPOBAHUS IOHOPCKOro MaTepuana. JIroboe OTKIIOHEHUE OT
nepuona (6 MecsleB), 0XBaTbIBAEMOr0 PETPOCIEKTUBHBIM UCCIEI0BAHUEM, JTOJKHO OBITh
yKa3aHO M HaJyIeKaluM 00pa3oM 000CHOBAHO.

31. Bpewmsi, B TeueHHE KOTOPOTO CIEAYyEeT MPOBOAUTH PETPOCIEKTUBHOE UCCIEI0BAHME,
JOJKHO OBITh PaBHO KaK MUHMMYM MaKCHUMAaJbHOMY IEPHOJY CEpPOJIOTHYECKOr0 OKHA,
3aBUCALIEMY OT METO/a TecTupoBaHus. Heo6Xxoaumo nmpuHMMaTh BO BHUMAaHKE CIIEAYIOIINE
(bakTopsI:

a) UHJIUBUIyaJIbHbIE JOHAIIMM TUIa3Mbl, KOTOPbIE HE YCIENH MepeaaTh B IPOU3BOICTRO,
JOJDKHBL OBITh MACHTU(PUUHUPOBAHBI, a HUX IepeJadya B MPOU3BOJACTBO JOJKHA OBITH
IPUOCTAHOBJICHA 10 OKOHYaHHUS Mepuoja paccienoBanus. B aToMm ciydae nenecoobpasHo
MOMEIIAaTh 00pa31bl IJIa3Mbl HA KapaHTUHHOE XpaHeHUe (HarnmpuMmep, B Teuenue 60 nuen);

0) B ciaydae ecnu IiazMa yke Oblja nepenaHa Ha (QpakIMOHUPOBAHHE, CIEAYET
HEMEJICHHO MpOaHalU3UpOBaTh, KOMIIPOMETHUPYET JM TMOJy4YeHHass HWHpopmanus
0€30MacHOCTh CEpHil MpernapaTa KpoBU W TpeOyeTcsl U U3bsiTHE WX U3 obpamenus. [Ipu
aHanu3e HHGOPMAIIUH JT0OJKHBI YUYUTHIBATHCS CIIEAYIONINE KPUTEPHUH:

BUJT UH(EKIINH;

THUII CEPOKOHBEPCHH;

pe3yJbTaThl MOBTOPHOI'O TECTUPOBAHUS JTOHOPCKOro o0Opasia, Mo BO3MOXKHOCTH C
WCIIOJIb30BAHMEM TEXHOJIOTHU aMIUTU(PUKAIMK HYKJIEHHOBBIX KHCIIOT, YyBCTBUTEIBHOCTH
TECTOB (MCIMOJb3YEMBIX IJISI MPOBEPKH OTAEIbHBIX JOHOPCKUX 0Opa3loB, MUHU-IYJIOB U
yJIOB TIJIa3MBbI TS (PPAKIIMOHUPOBAHUS );

pasmMep myna;

obmas uHbopmanuss 000 Bcex o0pas3liaX, OXBATHIBAEMBIX PETPOCIHEKTUBHBIM
UCCJIeIOBAaHKUEM, KOTOPhIE MOTYT BXOJUTh B COCTAB OIPEACIICHHON CEpUH Mpernapara KpoBH;
rpyIIa npenapara KpoBu;



METO]1 TPOU3BOCTBA MpenapaTa KPOBH;

BO3MOKHOCTh MHaKTUBaIMU (yAaJIeHUs1) BUpyca B MPOIlecCce MPOU3BOJICTBA MpemnapaTa
KpPOBHU;

B) JIOJDKHA OBITh YTBEPIKJIEHA CUCTeMa MIASHTU(UKAIIUK UHQUIIMPOBAHHBIX 00pa3IoB
MJ1a3Mbl, KOTOPHIE BOIJIM B COCTaB KaXJOTO MyJia Tuia3Mbl. MHGOpMamus o HUX JOJKHA
XPaHUTHCSI BMECTE C JIOKYMEHTAIIMEH HA CEpUI0 KOHTAMHUHUPOBAHHOI'O TOTOBOTO Mpernapara
KPOBH U JOKYMEHTAIMEH Ha COOTBETCTBYIONTUH TyJT (TyJIbI) IIA3MbI JUTS (PPaKITHOHUPOBAHUS
JUISL TOTO, YTOOBI 00ECIeUnTh OBICTPBIA MOCTYN K MHPOPMAIMH YIIOTHOMOUYEHHOMY JHUITY (
JUIaM), OTBEYAIOIIEMY 3a BBIITYCK MPOMEXYTOYHBIX MPOAYKTOB HIJIM TOTOBBIX IMpENapaToB
KpPOBHU.

32. Ecim ycTaHOBIIEHO, YTO OOpasell JOHOPCKOW IuIa3Mbl, KOTOPBHIH BOIIET B
MPOUW3BOJICTBEHHBIN MyJ TuTa3Mbl, ObT 3apaxkeH BUY, Bupycamu rematuta A, B, C wm
BapuaHTHOM Oone3Hbto Kpeirndenpara — Skoba, To uHDOpMAIUS TaKKe JOTKHA OBITh
MpPEACTaBICHA B COOTBETCTBYIOIMIUNA YIIOJTHOMOYEHHBIN OpraH (PKCIEPTHYIO OPTaHHU3AINIO)
rocyJapcTBa-ujieHa BMECTE C JaHHBIMU 00 OIIEHKE PUCKOB U 3aKIIOYECHUEM TTPOU3BOIUTENS O
BO3MOXHOCTH HCIIOJIb30BaHUS WH(PUIIMPOBAHHOTO ITyja IUIa3Mbl JJIS TPOU3BOJICTBA
MpenapaToB KPOBU WM HEOOXOAMMOCTH M3BATHUSI CEPHUH MperapaTra KPOBH U3 OOpaICHHUS.
Cucrema oOMeHa uH(pOpMalMeil MEXIy YUpekIeHHeM Mo 3a00py (IMpOBEpKE) KPOBH U
MpEeANPUITHEM 110 (PPaKITMOHUPOBAHUIO KPOBH JOJDKHA BKIFOUATh B ce0s MHPOPMAITHIO O
1000M JIOHOPE, Y KOTOPOTO 0OHapyKeHa BapuaHTHas 6ome3Hs Kperidensara — SAxoda. O6
TOM HEOOXOAUMO COOONIUTH YIMOJHOMOYCHHOMY OpraHy (dKCIEpPTHOM OpraHU3aIiu)
rocyJlapcTBa-ujieHa BMECTE C 3aKJIIOYEHHEM O IPOBEACHHON MPOU3BOJUTENIEM OICHKH
PHUCKOB 0 BO3MOXHOCTH MPOJIOHKCHHS TIPOU3BOJICTBA M3 KOHTAMUHHUPOBAHHOTO TTyJIa TIIIa3Mbl
WM HEOOXOIUMOCTH U3BSATHUSL CEPH MperapaTa KpOBH.

3. OneHka Ka4ecTBa MPOU3BOCTBA IIPENapaToB KPOBH

33. IIpou3BOACTBO MpenapaTroB KPOBU JIOJKHO OCHOBBIBATHCS Ha TIIATEIbHO
OpTraHU30BAHHON CTpaTEerdy MPOMBINIJIEHHOTO BBIJCICHUS OEKOB IJIa3Mbl, 00JIaJar0IINX
TEepareBTUYECKUM MOTEHI[UATIOM.

34. TexHOJOTMYECKHUI MpolecC MPOU3BOJICTBA IpenapaTra KpPOBU JOJKEH OBITh
TIIATEJIbHO JOKYMEHTUPOBAH (MCXOJHBIA MaTepuaji, MNPOMEXKYTOYHbIE MPOTYKTHI,
KPUTUYECKUE CTAANH MPOU3BOJICTBA U JP.).

35. Cornacno noanyHkTy "B" myHkrta 3.2.S.2. pa3znena 3 dactu | npunoxenus Ne 1 k
[IpaBunaM perucTpauvu M 3KCIEPTU3bI YCIOBUS IMPOU3BOJACTBA ACHCTBYIOIIUX BEILIECTB
OMOJIOTMYECKUX MPETapaToB MPUEMIIEMBI U B TOM CJIy4dae, €CJIM MPUCYTCTBUS TOTEHIIUATBHO
MAaTOTE€HHBIX MOCTOPOHHHUX areHTOB HM30€XKaTh HEBO3MOXKHO. B 3TOM cilyyae MCXOIHBIE
MaTepualbl IPU MPOU3BOJICTBE MpenapaToB KPOBH JIOMYCKAETCA UCMOJb30BaTh TOJBKO MPU



YCJIOBUHU, YTO TMOCHeaytomei o0paboTkoit Oyaer obOecriedmBaThCs yaaleHUuE W (UIIN)
WHAKTUBALM TaKUX MOCTOPOHHUX areHTOB, U MPOIECC TaKOM mocienyroliei o0padboTku
BaJIMIMPOBAH.

3.1. Puck KOHTaMMHAUH B IIPOIECCE
IPOM3BOACTBA IPENApaToOB KPOBH

36. B mporecce mpou3BOJICTBA MPENApaToB KPOBU MOTECHIIMAIbHAS OMACHOCTh MOYKET
ObITH 00YCIIOBJICHA:

MUKPOOHON KOHTaMHHAIIUEH, KOTOpas MOKET MPUBECTU K HAKOILJICHUIO MUPOTEHHBIX
BEILECTB;

KOHTAaMUHAllMEd BUpPYCaMHM WM JPYTUMH YYXKEPOJHBIMU areHTaMu B cCllydae
UCIIOJIb30BaHMS B MPOIECCE MPOU3BOJICTBA PEAKTUBOB, PEareéHTOB, MAaTEpUATIOB WU Ip.,
KOTOpBIE MOTYT CTaTh HICTOYHUKOM KOHTaAMHHALIUU (HarpuMmep, pepMeHTHI, BBIICISIEMbIE U3
HKCTPAKTOB TKaHEW, WM MOHOKJIOHAJIbHBIE AaHTUTENA, HCIOJb3yeMble B apOUHHOU
xpomarorpapun);

KOHTAMUHALMEN HEXKENaTeIbHbIMU MIPUMECSIMHU, IPUCYTCTBUE KOTOPBIX MOKET BbI3BATh
HEXeJaTeNbHbIE PEaKIMU IIPU BBEJICHUHU MALIMEHTY Mpenapara KpoBH. Takue HeKellaTeabHbIe
IpUMECH MOTYT 00pa30BaThCs MPHU UCIOIB30BAHUU JIJIsl IPOMBILIUIEHHOTO BBIJIETICHUS O€IKOB
Mja3Mbl METOJa, MPUBOASIIEr0 K MOSBJICHUID MOAUGHUIUPOBAHHBIX OEJKOB,
BBICBOOOKJICHNUIO OMOJIOTMYECKM AKTHUBHBIX BEIIECTB IIJIa3Mbl, AKTUBALMH (DAKTOPOB
CBEpTBhIBaHMS KPOBU M BO3HMKHOBEHHIO TPOMOOIE€HHOIO MOTeHUHana. PUck mosiBIeHus
HEXKeJlaTeJIbHBIX MpUMece 0COOCHHO BBICOK Ha CTAJMUSIX BUPYCHOW MHAKTUBALIMU U (WJIH)
AIMMUHAIIMY, 0053aTEIbHO BKIIIOYAEMBIX B MPOU3BOJCTBEHHBIN Mpoliecc. B cBsizu ¢ aTum
HapsAay C TPOBEICHUEM NPOLEAYyp BaIHUAAIMU BKIIOYEHHBIX CTaAuidl HEO0OXOIUMO
00s13aTeNIbHO TPEJCTAaBIATh J0KA3aTebCTBA COXPAHHOCTU OMOJOTMYECKON aKTMBHOCTU
BbIICNIIEMON (DPAKIIMU T1JIa3MBl.

3.2. Ilynsl ma3Mel

37. O0beuHEeHNE UHANBUIYATbHBIX JIOHAIIMH IJ1Ia3Mbl B ITYJIbI IJIa3Mbl — TIEPBBIN 3Tan
MIPOU3BOCTBA MpemapaToB KpoBu. OOpa3Ilhl KAXKIOTO ITyJIa MJIa3Mbl JOJKHBI XPAHUTHCS, KaK
MUHUMYM, B Te€ueHHE | rojia nmociae OKOH4YaHMs CpOKa TOJHOCTH (CpOKa XpaHEHHs ) TOTOBOTO
npernapara KpoBU ¢ HauOOJBIIUM CPOKOM T'OJHOCTU (CPpOKOM XxpaHeHwus). B wactu pazaena
3.2.S perucTpamoHHOIO J10Che MpenapaTa KpOBU WJIM MOCPEICTBOM CCHUIKM Ha OCHOBHOE
JI0OCh€ TIIa3Mbl (€CJIM MPUMEHHMO) HEOOXOJIMMO MPHUBECTH OINMKCAHUE BCEX 3HAYMMBIX
MPOILIeTyp MPUTOTOBIIEHUS U 0TOOpa 00pa3IoB MyJIOB TUIa3Mbl B COOTBETCTBUH C TIPABUIIAMH,
M3JI0’)KEHHBIMHU B TJ1aBe 19 Hactosimux [IpaBui. B perucrpaimonnoe 1ochke mpenapara KpoBU
HE0OXOIMMO BKJIFOUHTH BCE CICIM(UKAINHY IMyJa (ITyJI0B) MIa3MBbl.



38. Pa3zpemiaeTcst ccbUIKa Ha OCHOBHOE JIOCHE IJIa3Mbl B YaCTU OMTUCAHUS U TECTUPOBAHUS
MyJja mia3mMbl Ha BUPYCHBIE MAPKEPbI, KOTOPBIE JOJKHBI MPOBOJAUTHCS B COOTBETCTBUU CO
cratbsiMu Papmakonen Coro3a, a IpuU OTCYTCTBUU B HEW — B COOTBETCTBUU CO CTAThIMH
(hapMakomnei TocyJapCTB-4WICHOB U B COOTBETCTBUH C TJ1aBoit 19 HacTosux [Ipasu.

39. B npuMeHUMBIX cly4asix HEOOXOAUMO MOJATBEPAUTH COOTBETCTBHUE IyJia IJIa3MbI
BCEM IPOU3BOACTBEHHBIM TpeOoBaHUSIM moaxossauux crateir dapmakonen Coro3a, a mnpu
OTCYTCTBUU B HEW — TpEOOBAHUSIM MOAXOASANIUX cTaTell (hapMakoneit TocyJapCTB-YWICHOB.

3.3. IIlpoMexyTO9HBIE TPOAYKTEI

40. ®pakuuu miIasMel, BbIACISIEMbIE HA Pa3HBIX CTAAUSIX (QPAKLHMOHUPOBAHUS, — ITO
POMEXKYTOUHbIE (PPAKIUU TJIA3Mbl, UM MMPOMEKYTOUYHBIE MPOIYKTHI, U3 KOTOPBIX IOCIHE
OIPEJEICHHBIX TEXHOJOTUYECKHUX TANIOB MIPOU3BOACTBA MOJIYYatOT He()aCOBAHHBIN MPOIYKT
WJIM TOTOBBIN ITpenapar KpPOBH.

41. ITpoMexxyTOUHBbIE TPOAYKTHI, MOJy4aeMble Ha CTaJAMSIX MPOU3BOJCTBA (HaKTOPOB
CBEpThIBaHUA, albOyMHHA YEJIOBEKAa, UMMYHOTJOOYJIMHOB (HANpUMEP, KPUOMPELUIUTAT,
bpakuuu I, II, III, IV, V), Moryt ObITh BBIJICJICHBI M XPAHUTHCS HEMOCPEICTBEHHO
MPOU3BOJUTENEM WM MOTYT OBITh MOJYYEHbI MO MporpamMme (PpakUHMOHHPOBAHUS IO
KOHTPAKTy C IPYTUM ITPOU3BOAUTEIIEM.

42. OT60p U TECTUPOBAHUE MCXOJHBIX MAaTEPUAIIOB, UCIOJIb3YEMBIX JJI TPOU3BOACTBA
MPOMEXKYTOUHBIX (DpaKIMil MIa3Mbl, SBISIOTCS BaXXHBIMH (pakTOpamMu OOecCHedeHHs] HX
KadyecTBa. B OCHOBHOM J0Che€ Mia3mMbl WIM B paszfene 3.2.S perucTpalrMOHHOTO J0ChE
npenapara KpoBH HEOOXOAMMO MPEACTaBUTHh CBEAEHUS OO0 alrOpUTME ITyJUPOBAHHUS H
TECTHUPOBAHMS ITYJIOB IUIa3MbI B COOTBETCTBHUHU C TJ1aBoi 19 HacTosuux [IpaBui.

43. B ciyyae BBIIIOJIHEHUS! TPOrpaMMbl (DPAKIIMOHUPOBAHUS MO KOHTPAKTY C APYTUM
IIPOU3BOAMTEINIEM, KOTJJa TPOMEKYTOUHBIN IPOIYKT (ITPOYKThI) IEPENAETCA OT MOCTaBLUIMKA
ATOr0 MPOAYKTa MPOU3BOJUTENIO TOTOBOTO Ipenapara KpoBy, HHGOPMALIHS O TECTUPOBAHUH,
IIyJIMPOBAHUHU, CUCTEME IIPOCIICKUBAEMOCTH, IIPOLIECCE NPOU3BOACTBA, XPAHEHUH, YCIOBUAX
TPAHCIIOPTUPOBKE MPOMEKYTOUHOTO MPOAYyKTa (MPOAYKTOB) JOJHKHA OBITH MepeaHa
IIPOU3BOJIUTEIIIO TOTOBOTO MPENapara KpOBH.

44. Jlep>kaTenb pErucTpalMOHHOTO YAOCTOBEPEHHUS Ipernapara KpOBU WU 3asBUTEb
HECET OKOHYATEJbHYIO OTBETCTBEHHOCTh 3a KadyeCTBO M 0O€30MAaCHOCTH JIEKAPCTBEHHBIX
IpernapaToB, NOJy4aeMbIX U3 TPOMEKYTOUYHOTO MPOIYKTA (MPOILYKTOB).

45. TlpoMexyTOYHbIM OPOAYKT MOKET OBITh MHOJYYEH C HCHOJIb30BAHUEM
IIPOM3BOJICTBEHHOIO MPOLECCa, OTINYAIOIIETOCS OT BAIIMAUPOBAHHOTO ITPOU3BOJACTBEHHOIO
IIPOLECCA, UCIIOIB3YEMOTO POU3BOIUTENEM FOTOBBIX INPENAapaToB KpoBU. B 3TOM ciydae
MPOU3BOAUTEND, MEPENAOUIUNA MPOMEKYTOYHBIA HPOAYKT ISl IOJYy4YEHUS TOTOBBIX
IpenapaToB KpOBH, JOKEH MOAPOOHO oOmucaTh AOMOJHHUTENbHBIE 3Talbl OYUCTKHU (
HKCTPAKLMH), TPOU3BOJCTBEHHBIE YCIOBHS, NEpPEIaBAEMbId MPOAYKT, MAaTepHalbl H
0o00Opy/lI0BaHKHE U TMOJBEPrHYTh BCE TEXHOJOTMUECKHE ATAlbl MPOU3BOJICTBA BATUAAIMU C



JOKYMEHTaJIbHBIM MPEJCTaBICHUEM J0Ka3aTeNIbCTB O€30MaCHOCTH (B TOM YHCIIE BUPYCHOM)
KaXJIOW CTaauyd TPOM3BOJCTBA M JOKA3aTENbCTB, HEOOXOAUMBIX ISl MOJTBEPXKIACHUS
Ka4ecTBa FOTOBOIO Mpernapara KpoBH.

46. Cpok XpaHEeHHs] TPOMEKYTOUYHOTO MPOAYKTa yCTAaHABIUBAETCS U 0OOCHOBBIBAETCS C
Y4YETOM JAaHHBIX O CTaOWiIbHOCTH. IIpH BBIITyCKE TOTOBOro Impemnapara KpoBH, B MpoLEcce
IIPOM3BOJICTBA KOTOPOTO HCIOJIB30BAJICS HAXOAMBIIUKCS HAa XPaHEHUU ITPOMEKYTOUYHBIN
MPOAYKT, NMPOU3BOJMUTENL T'OTOBOI'O Mpenapara KPOBH JOJDKEH TapaHTUPOBATh, 4YTO Ha
MOMEHT BBIITyCKa TMpenapaTr KpOBH OTBEUAET JAEHCTBYIOIIMM TPeOOBAHHSIM B OTHOIICHHUH
pucKa mnepenadyd BUPYCHBIX HHGpexuuil. [IpomexyTouHble NpPOAYKTHI, BBIIEICHHBIE W3
IJIa3Mbl WJIM LEJIBHOW KPOBH, MPOTECTUPOBAHHOM HA COJEPKAHME MAPKEPOB BHUPYCHBIX
MH(peKInid HECOBPEMEHHBIM (yCTapeBIIMM) METOJOM, MOTYT MCIOJIb30BAaThCS TOJIBKO IMPHU
YCJIOBUM BBINOJIHEHUS OLEHKH PHUCKAa W NPOBEICHUS JONOJHUTEIBHOTO TECTUPOBAHUSA
IIPOU3BOJCTBEHHBIX IYJIOB IIJIa3Mbl HAJIEKAIIUM METOIOM.

3.4. IIponecc npon3BOACTBA IPENapaTOB KPOBH

47. Opranuzaiusi mpoiiecca MpPOU3BOACTBA MPENApaTOB KPOBU SIBISETCS BaXKHOU
COCTaBJIsItONIEH oOecrieueHuss MX KadecTBa, 3¢dexkTuBHOCTH U Oe3zomacHOCTH. Bribop
CTpaTeruu MPOU3BOJICTBEHHOTO MPOIECCa 3aBUCUT OT BUJA O€lKa IJIa3Mbl, BBIIEISIEMOTO
MIPOMBIILICHHBIM CIIOCOOOM, U MOKET OTJINYATHCS Y pa3HbIX nMpousBoauTenaei. CTaHaapTHBIMN
MIPOU3BOJICTBEHHBIN TPOIIECC COCTOUT U3 CTATUN (PPaKIIMOHUPOBAHUS M (WIJIM) OYUCTKH (
AKCTPAKIIUK ), KOTOPHIE MOTYT BHOCUTH CBOM BKJIaJl U B MHAKTUBAIMIO U (W) JIUMHUHAIIUIO
MOTEHIMAJbHBIX KOHTaMUHAHTOB. [Ipolecc mpous3BOJICTBA MpENapaToB KPOBU JOJKEH
00s3aTeNIbHO BKJIIOYATh B CE0sl HE MEHEE JIBYX OPTOTOHAIBHBIX CTaJUi MHAKTUBALIMU U (WIJIH)
AIUMUHALIMY BUPYCOB.

48. Ocy1iecTBiIeHNE KOMIUIEKCAa MEP MO OTOOPY TOHOPOB M TECTUPOBAHUIO UCXOIHOTO
Marepuanga HeJI0CTaTOYHO JUIsl JTIOCTHUKEHUS MOJHOW TapaHTHH BUPYCHOM O€30MacHOCTH
npenapatoB kpoBu. HeoOXomumo oreHHMBaTh BKJaJ] MPOU3BOJCTBEHHOTO IMpOIEecca B
o0ecriedueHue BUPYCHOM OE€30MACHOCTH MOJYy4YaeMbIX MpPEnapaToB KPOBH IMPU MOMOIIU
aHamM3a €ro BO3MOXXHOCTH HWHAKTUBUPOBATH W (WJIM) JJIMMUHHUPOBATH BHPYCHL. ITO
[0JIpa3yMEBAET aHATIU3 IOCTUTAEMOI0 COKpAIIEHUSI TUTPA BUPYCA, CKOPOCTU UHAKTUBALIUU U
(opMBbI KpUBOM MHAKTUBAIIMY, & TAK)XKE YCTOMUUBOCTH HTAIla MO OTHOIIEHUIO K IEPEMEHHbBIM
napameTpam Mpolecca u n30UpaTeaIbHOCTH MPOEAYPhl HHAKTUBALMY U (WJIK) SJTMMUHAIIUHU B
OTHOUIEHUH OIPEEIICHHOI0 BHJIa BUpYca.

49. [IpuroHOCTh Pa3IMYHBIX MATEPUATIOB U MPOIIEYP, UCTIOIb3YEMbIX B IPOU3BOJICTBE,
a Takxe BbIOpaHHBIE YCJIOBHUSA, MapaMeTpbl U TMpPEAeNbl SKCIUIyaTallud HEOOXOIUMO
BAIMIMPOBATh C TOMOIIBIO TPABWIBHO CIUIAHUPOBAHHBIX M UHTEPIPETUPOBAHHBIX
HUCCJICJOBAHUMN.

Mertons1 ppaknroHEPOBAaHUA ¥ (MJIH) OYHCTKH



MeTtoxas! npenunuTanyuu

50. ®usnueckue metoasl. Kpuonpenunuranus ria3Msl — HAYAIBHBIM 3Tal MOJy4YEHUS
npernapaTtoB KoHIleHTpara ¢akTopa cBeprThiBanus kpoBu VIII, a Takxke dakropa Don
Buinebpanna u gpudbpunorena. s nanbHEHIIero KOHUEHTPUPOBaHUsL OEIKOBOM (pakuuu
daxTopa cBepthiBaHus KpoBu VIII MCImoap3yroT mociienoBaTeibHbIC CTAIUNA TPEIIATTUTAIIH,
afcopOUUM C MapajijedbHbIM BbIIEICHHEM (Ppakuuil Apyrux (pakTopoB CBEPTHIBAaHUSA U
IIPOBEICHUEM CTAINI MHAKTUBALMU U (MJIM) JIMMHUHALIMA BUPYCOB.

51. KpuocynepHaraHTHas mjia3ma HMCIOJIb3YyeTCA AJIA MOJyYEHUS (pakuuil Apyrux
(hakTOpOB CBEPTHIBAHUS KPOBU METOJAMU aJICOPOLIMU (JIFIOIMHK) UK XpoMaTorpadhuuecKuMu
METOJaMH U Ui BbLACTEHUS PpaKIUii IMMYHOIJIOOY/IMHA U albOyMHHA YEJIOBEKA.

52. ®u3uKo-xuMUYeCKre MeToAbpl. MeToa (ppakiMOHUPOBAHMS MJIa3Mbl 3TAHOJIOM MPHU
HU3KUX TemIiepatypax mo Kony — Haubosiee 4acTo UCIONIb3yeMbIH (DU3UKO-XUMUYECKHI
MeTOJ pazzieneHust Gppakunii IMMYHOTJIOOYyIMHA U allbOyMUHA YEJIOBEKA.

53. @pakIMOHUPOBAHUE — MHOTOCTAIUMHBIN TEXHOJIOTMYECKUIN TPOIIeCcC, HaIekKaIllee
coOJIIOZIEHHEe KOTOPOr0 Ha BCEX JTanax SBISETCS TapaHTHEd KadecTBa IMOJydaeMbIX
npenapaToB. HekoTopble u3 3TamoB MOTYT TakXke crnocoOcTBoBaTh 3(P(HEKTUBHOMY
COKPAILEHHIO IOTEHIUAJIBbHBIX BUPYCOB-KOHTAMUHAHTOB.

54. Heob6xoaumo uMeTh MoapoOHbIe cenupUKauuy sl MPOMEKYTOYHBIX MPOJYKTOB C
yKa3aHUEM TOYHON KOHLEHTpPALMU 3TAHOJA, UCIIOJIb3YEMOI0 ISl OCAKAEHUS, KOHLEHTPauu
Oesnka B MPOMEXKYTOUYHBIX MPOAYKTax, TeMmneparypbl, pH M HMOHHON CuUIBI pacTBOPOB,
BpeMeHH 00pabOTKH, a TaKKe JaHHbIE O Mpejieiax AOMyCKaeMOW MOTPEIIHOCTH U CBEACHHUS O
METOAAaX KOHTPOJISI BCEX MOKasaresned. BxiroueHue B TEXHOIOTMYECKUU MPOLECC OPYrUx
MPEUUNUTAHTOB (HAaIpUMeEp, ATUIAKPUANH-IAKTaTa, KampuioBOW (OKTAHOBOW) KHUCIIOTHI,
MeTaHola, cyiab(ara aMMOHUS, MOJMATWICHIJUKOJSA, KaTHOHHBIX JETEPIEHTOB) B
KOMOMHAIMHU C APYTUMH METOJIAMU OYHCTKH Take TpeOyeT npeacTaBiaeHus cnenupuranui (
IOCKOJIbKY MCIOJIb30BaHUE HEKOTOPHIX U3 MEPEUUCIECHHBIX XUMUYECKUX BEIIECTB (HapuMep
, KanpuiioBoM (OKTAaHOBOI) KHMCIIOTbI) MOXET BHOCHTHb BKJaJ B OO€ClEeUYEeHHE BUPYCHOU
0e30nacHOCTH, TOrja Kak HH(OpMauus O BIUSHUM JPYyTHX BEIIECTB HAa BUPYCHYIO
0€30MacHOCTh OJTHO3HAYHO HE YCTAHOBJICHA).

Xpomatorpadugeckue METOIBI

55. XpomaTorpaduueckre METObl BblAelIeHHs (PpaKIuil MIa3Mbl YaCTO UCHOJIb3YOTCS
MIpU TIPOM3BOJICTBE TpemapaToB KpoBU. Bua u momydaembiii o0beM OelKOBOM (pakiuw,
BBIZICJISIEMON U3 IUJIa3Mbl, 3aBUCUT OT KayeCTBA MU THUIIA HCMOJb3yEMOIo copOeHTa s
xpomatorpa@uu M Takux (AKTOPOB, KaK €MKOCTb KOJOHKH, CEJIEKTUBHOCTh U
3 PeKTUBHOCTh XpoMaTorpaduueckoil CUCTeMbl, MOHHOW CHUJIbI U 3HaueHus pH OydepHbIx
pPacTBOPOB, CKOPOCTU MOTOKA, BPEMEHM YAEPKUBAaHUSA W TeMIepaTypsl npouecca. Beioop
XpoMaTorpauyeckoro MeToja JOJKEH OCHOBBIBATHCS HA JAHHBIX, MOJYYEHHBIX B



UCCJIEIOBAHUSAX MO pa3paboTKe MPOM3BOJACTBEHHOro mnpoiecca. Crienyer yka3aTb Bce
HEOOXOoaUMBbIE CHeuu(pUKALIUMKU M TPUHATBIE MpeAesbl HKCIUlyaTaluh, a TaKke
JOKYMEHTHUPOBATh JAHHBIE O KOHTPOJIE.

56. Heob6xoaumMo Tak)Ke OMUCATh YCIOBHS XpaHEHUs KOJOHOK, KOHCEpBAIlUU U
AIIOMPOBAHUS KOHCEPBAHTOB, OYMCTKH U METOJABI pereHepanuu. HeoO0xonumo npeacTaBuTh
JaHHbIE 00 HCIOJB30BAaHHBIX MpOLEAypax OCBETICHUS W CTEPWIM3ALMM, Iua- U
yIbTpauIbTpauu.

ITpoure MeToaE QpaKIHOHMPOBAHWA U (WIH) OIACTKA

57. C uenp0 MUHMMH3ALMHU COAEPKAHUS aKTUBHUPOBAHHBIX (PAKTOPOB CBEPTHIBAHUSA
KpOBHM B Mpolecce MPOU3BOACTBA MpenapatoB (AKTOPOB CBEPTHIBAHUS KPOBU MOTYT
UCIIOJIb30BAThCSl AHTUKOATYJISIHTHI (HampuMep, aHTUTPpOMOUH U renapu). Mapopmanus o
BHOCUMBIX KOMIIOHEHTax (MaTepuaiax (peareHrax)), UX XapaKTEepUCTHUKAX, OCTATOYHOM
COJIEpKaHUM B TOTOBOM JIEKapCTBEHHOM IIpernapare J0KHa ObITh MOJPOOHO OMUCaHa B
COOTBETCTBYIOILIUX JTOKYMEHTaX.

58. Takue maTepuabl, KaKk yroiib, O0EHTOHUT U KOJJIOMIHBINA TUOKCHU]T KPEMHUS, NHOT 1A
UCIIONB3YIOTCS ISl OYMCTKHM MPOAYKTAa OT Pa3IMYHBIX NMpuMeced (Hampumep, TUTMEHTOB,
JUTONPOTEUHOB u Ap.). HeobOxoammo mnpencraButh MoapoOHYI0 wuHboOpMamuoo o006
MCIIOJIb3yEMBIX MaTepHuaiax, croco0ax ux yJajdeHus U JpyruX NPOU3BOJICTBEHHbBIX (haKTopax

ITponenypsl HHAKTUBAIMHK U (MJIH) YIMMUHAIKUN BUPyca

59. BkiroueHue npoueayp MHAKTUBaUUsa U (WJIM) 3JIMMUHALUMSA BUPYCOB SIBIISIETCS
00s13aTEIbHBIM TEXHOJOTHUYECKUM STallOM IMPOMBIIIJIEHHOTO BbIJEICHUSI OCJIKOB IIa3MBl.
BriOpanHble nponeAypbl HHAKTUBAIMU U (MJIM) 3JIMMHUHALMM BUPYCOB, BCE NapameTpbl U
YCJOBUSL UX MPOBEICHHUS, PEAIPUHUMAEMbIE MEPbl BHYTPUIIPOU3BOJICTBEHHOIO KOHTPOJIS
JOJIKHBI ObITh 0OOCHOBaHbI U JOKYMEHTHUPOBaHbl. HeoOX0oauMo TIIAaTeNbHO BadUuAMpPOBATH
KQKJIbIl 3Tall MHAKTUBALMK U (WJIM) 3JIMMUHALMN BUPYCa, IPHU 3TOM IPOLELypa BaauAasl
JOJDKHA MOJEIMPOBATh YCIOBUS Hauxyauero cueHapus. CreayeT NpeacTaBUTh
JI0Ka3aTeIbCTBO COXPAHEHMS LEJOCTHOCTH BBIIEIAEMOro Oejka IUIa3Mbl B IPOLIECCE
UCITIOJIB3YEMOI0 MpOoLecca MPOU3BOACTBA.

60. B nensx npeaoTBpalleHus: NEPEKPECTHOM KOHTAMUHALIMA MAaTepHUal, MOJABEPTIINICA
WHAKTUBAIMU U (WIM) SJTMMUHAIIMK BUPYCOB, HEOOXOIUMO OTIEIUTh OT HEOOPaOOTaHHOTO
Marepuasia (B cooTBeTcTBUU ¢ npuiioxeHuem Ne 14 k IlpaBunam Nmpou3BOACTBEHHOU
MIPAKTUKH ).

Bammpanus mponecca mpor3BOACTBA



61. Banumamnus nporecca mMpou3BOJCTBA JOMKHA MPOBOJAUTHCS B COOTBETCTBUU C
YCTAaHOBJICHHBIMU IIEJISIMH ST KaXKJOTO OTAEIBbHOTO MPOM3BOJACTBa. Ecim Bamumamms
MPOM3BOJICTBA BKIIIOYAET B ce0s MOJEIMPOBAHUE MpoIlecca B YMEHBIICHHOM Maciitabe,
Tako€ MOJICIUPOBAHUE JIOJDKHO  YJOBICTBOPHUTEIBHO HMMHUTHPOBATH  YCIOBHS
MOJTHOMACIITa0OHOTO MPOU3BOACTBEHHOrO mporuecca. Kpome Toro, HeooxoaumMo o00CHOBAaTh
1e’ecoo0pa3HoCcTh MoJo0HOr0 MozenupoBaHus. [lpu pa3zpaboTke NPOU3BOICTBEHHBIX
MPOIIECCOB CleAyeT HWACHTU(PHUIIUPOBATE M KOHTPOJHMPOBATH KPUTHUECKUE CTaHH,
MOJIeXKAIME MCCIEOBAHUI0, OCOOEHHO TPH pa3paboTKe HOBBIX METOJIOB MPOM3BOJICTBA
MpernapaToB KpPOBW, TPATUIIMOHHO TIOJYyYaeMbIX OSTAHOJBHBIM (DPaKIIMOHUPOBAHUEM.
[Tpuntumner GapmareBTUYECKOl pa3padOTKu OMOJOTUYECKOr0 JIEKAPCTBEHHOTO Tperapara
IpuBeIeHbI B riase 13 Hacrosuux [Ipasui.

62. Jloka3zaTenbCTBO BAJUAHOCTH KOHKPETHOT'O TMPOU3BOJCTBEHHOTO IpoIlecca,
BbIpaXKarolieecs B CTaOMIBLHOM IMOJYYEHHH Mpenapata KpOBH C 0XHAAEMBIM MpOQuUiIeM
KadecTBa M aKTUBHOCTH, JTOJDKHO OBITh JTOKYMEHTHPOBAHO W BKJIIOYATh JAHHBIC O CIIEKTPE
UCIIOJIb30BAaHHBIX aHAJTUTUYECKUX METOJIMK Jis olleHKH. Ocoboe BHUMaHUE CIeAyeT YACIUTh
MPEICTABICHUIO OKA3aTeIbCTB yAaJeHUs] MPOU3BOJICTBEHHBIX U POJCTBEHHBIX MpuMecei (
HaIMpUMepP, XUMUYECKUX BEIIECTB, UCTIIOIB3YEMbIX B MPOIeAypax PpakIMOHUPOBAHUS U (UITH)
OYHMCTKH WJIM BO3HHUKAIONIUX B pe3yJbTaTe WX IMPUMCHEHHUs), a TakKKe MOTCHIIUAIBHO
OMACHBIX €CTECTBEHHO BCTPEYAIONIUXCS BEIIECTB (HAMpPHUMEpP, aHTUTCHOB TPYMIBI KPOBU U
aKTUBUPOBAHHBIX (AKTOPOB cBepThiBaHUA). JlJIsI OLEHKM BO3MOXXHOCTEH mpoliecca
MPOU3BOJICTBA IO OYHCTKE OT TOTECHI[MAIBHBIX KOHTAMHUHAHTOB MOTYT IMOTPEOOBATHCS
UCCJIeIOBAaHUS C TIPEITHAMEPEHHBIM JOOABIEHUEM HU3BECTHOT'O MX KOJMYECTBA HA Pa3IMYHBIX
CTaJIUAX MPOIIECCa OUUCTKH.

63. B ciyuae ucnonb3oBaHusi XxpoMaTorpadudecKux KOJIOHOK JUIsl POBECHUS IPOLIETYP
OYHCTKH HEOOXOIMMO THIATEILHO HM3YYUTh YCIOBHS, MPUBOIANINE K WX IEperpysKe,
BBIMBIBAHUIO Tejieil, 0COOCHHO /it adduHHON XpomaTorpaduu, TPH KOTOPOU UCTIOTB3YIOTCS
NOTEHIIMANBHO BpeaHbie Juranapl. Oco0oe BHUMAHWE CIENYEeT YICIATh MPOIeaypam
OYUIIICHUS U PEreHepali KOJOHOK, U OCOOCHHO yIaJeHHUIO MUPOTEHOB U 3arpsA3HEHUIO Poo
BUpYycaMu U3 Mpeapiayiiei npoosl. Heobxoaumo npenctaButb HHGOPMAIIMIO O KPUTEPHIX
MIEPBUYHOTO W MTOBTOPHOTO MCITOIH30BAHUS MOHUTOB M CPOKE MX IpurogHocTh. [loBTOpHOE
UCIO0JIb30BaHUE QUIBTPOB HEOOXOAMMO 0OOCHOBATE.

64. Ilpu pa3paboTke crnenuduKarii Ha BBITYCK CEPHH IMpenapaTa KPOBH CIEAYyeT
PYKOBOJICTBOBAThCS TpeOOBaHUAMH riaBbl 6 HacTosumx [Ipasui. B peructpamnmonnom nochbe
npernapara KpOBU MPOM3BOIUTENH JOJDKEH MPEJICTaBUTh J0Ka3aTeIbCTBA TMOCTOSHCTBA
XapaKTEPUCTUK TIperapaTa KpOBY MPHU MOJTHOMACIITAOHOM MTPOU3BOJICTBE M €T0 COOTBETCTBHE
YCTaHOBJIEHHBIM crienudukanusM. s atoro cienyer GopMHUpOBaTH CEPUU U3 PA3HOTO
He(acoBaHHOro Martepuaia. Eciam mporiecc Mpou3BOJCTBA HAYMHAETCA C Pa3IMYHOTO
KOJIMYECTBA IJIa3Mbl, HEOOXOUMO MOJTBEPAUTH, YTO MTPOU3BOACTBEHHBIN MPOIECC TPUBOIUT
K TIOJIyYCHHIO TPOAYKTa C COMOCTABUMBIMU XapaKTEPUCTUKAMH TIPU OTMPEACICHHBIX



ycioBusx. Eciam mpou3BoaWTENsh NPUHUMAET PEIIEHHWE MCIO0JIb30BAaTh IPOMEKYTOUYHBIE
MPOAYKTHI, TIOJy4aeMble Ha JPYTUX MPOU3BOJCTBEHHBIX IJIOIIAJIKaX, TAKKE HEOOXOIUMO
II0Ka3aTh, YTO IPHU 3TOM Ha IMOCTOSIHHOW OCHOBE IMTPOM3BOIAUTCS MPOAYKT C CONOCTABUMBIMHU
XapaKTepUCTUKAMHU.

65. Ecnu mapajuienibHO HCHONB3YIOTCS Pa3HbIE IPOU3BOJICTBEHHBIE IUIOIIANKH,
HEOOX0JAMMO NPEACTABUTh MOJPOOHYI0 MpOorpaMMy BaJMJalMM JUIsl JOKa3aTelbCTBa
COIIACOBAaHHOCTU IIPOLIECCOB.

66. IloBTOpHast 0OpaboTKa MpenapaToB KPOBH MOKET OCYLIECTBIIATHCS TOIBKO B CIyyae
BO3HUKHOBEHUS COOEB B IIPOU3BOJICTBEHHOM Ipoliecce. Bce cooTBETCTBYIOIIME TIPOLIENYPHI U
KPUTEPUHU JOJKHBI ObITH MOAPOOHO omHcaHbl. Banupauust goikHA MOATBEPKIATH, YTO
MOBTOpHasi 00paboTKa HE OKa3bIBA€T OTPULATEIBHOTO BIMSHUS HAa KauyeCTBO IMperapara
KpPOBHU.

4. KoHTpOIIb Ka9eCTBa IPENapaToB KPOBH
4.1. BEyTpHIpOU3BOICTBEHHEIH KOHTPOIH

67. Heobxoaumo omucath MpoIreaypbl MOHUTOPUHTA MPOU3BOJICTBEHHOTO Mpoliecca U
000py1OBaHUS, KPUTHUECKHE TOYKM MPOU3BOACTBEHHOrO MpoOIEcca, cocoObl 0oTOOpa U
XpaHeHHs 00pa3lloB, a TAK)KE METOIbI MPOBEJCHUS UcTibITaHU. HeoO0XxoMuMo oCy1ecTBIsATh
CTPOTUM KOHTPOJIb TIpollecca 0ObeIMHEHUS UCXOAHBIX MAaTEPUAJIOB B ITyJI TUIA3MBbl C IEJIBIO
HEJIOIYILEHUSI KOHTAMUHALMY U 3aHECEHUS IPYTUX YYyKEPOIHBIX ar€HTOB.

68. HeoOXoauMo JOKYMEHTHUPOBATH PE3YJbTaThl MOHUTOPHUHIA KaK MHUHUMYM
CJIEAYIOIIMX OCHOBHBIX ITAPaMETPOB ITPOU3BOICTBEHHOTO MTPOIIECCa:
3HaueHue pH;
TEMIIEPATYPA;
KOHIIEHTpALUs 3TaHOJIA;
cozepkaHue OenKa U ero akTUBHOCTb;
pe3yJIbTaThl OMPENCICHUS MHKPOOHMOIOTHYECKOM YHUCTOTHI U OaKTepHaIbHBIX
SHJIOTOKCMHOB B COOTBETCTBHUM C OITMCAHHBIMU B TJ1aBe 6 Hactosmux [IpaBu.

4.2 KoHTpOIb Ka9eCTBa IPENapaToB KPOBA

69. KauecTBO mpenaparoB KpOBU [OJKHO COOTBETCTBOBATh TpPeOOBaHUAM
cooTBeTCcTBYtoMX ctaTteil Papmakonen Coro3a, a Mpu OTCYTCTBUU B HEMl — TpeOOBaHMIM
COOTBETCTBYIOIIUX cTaTell (apMakomnell rocynapcTB-ujieHOB. VcnelTaHus 1O BceM
MOKa3aTessAM CrelM(PUKALNU JOJKHBI ObITh TPOBEIECHBI JJIs KaXKI0M cepuu npenapara KpoBH
. Heobxonnmo npeaycMoTpeTh MpoBeieHUE JOMOIHUTENbHBIX UCTIBITAHUM /1711 BCEX BEIIECTB
, BXOJIIIIAX B COCTAB IIpenapaTta KpOBU WIIM UCMOJIb3yEMBIX B IIPOLIECCE TPOU3BOCTBA TAKUX
IpenaparoB (HampuMep, KOJIMYECTBEHHOE OIPEAECIEHUE OCTATOYHOIO COAEpKaHUS B
npernapare KpOBU COJIbBEHTOB U JIETEPTEHTOB, €CJIM OHU ObUTH MCIIOJIb30BaHBI).



70. B cooTrBercTBUM ¢ TiaBoW 6 Hactosmux [IpaBun HE0OXOAUMO yCTaHOBUTH
HaaJie)Xal(ue TMpeAenbl sl BCeX HJTUX NapaMeTpoB C YYETOM BO3MOXXHOCTEH
IIPOU3BOJICTBEHHOTO mpouecca. IIpy Hanuuuu yAOBIETBOPUTENBHOTO IOATBEPKIACHUS
3 PEKTUBHOCTH KOHTPOJS MpenapaToB KPOBU WM MNPUEMIIEMBIX U TPEEMCTBEHHBIX
pEe3yJbTaTOB HCHBITAHUS ONPEIEIICHHBIX MapaMeTpoOB JCHCTBYIOIIETO BELIECTBA WIIU
npenapara KpoBU Ha pyTHHHOW OCHOBE MOTYT He TpeOOBaThCs, UX JOMYCKAEeTCsl HE BKIIIOYATh
B crienu@ukanuu. Heobxoanumo npeactaBiasTe HHGOPMAIUIO 00 UCIOIb3YEMbBIX BHYTPEHHUX
CTaHJAPTHBIX oOpasiax (HOMEP CEepuH, OCHOBHBIE XapaKTEPUCTHUKHU, HHCTPYKIUHU IO
MPUMEHEHNI0, 0COOEHHOCTH M3TOTOBJIEHUS U JIP.), YTBEPKIECHHBIX IPOLEIypaxX UX 3aMEHBI.
Cepuu, UCTIONB3yEeMbIe B KaueCTBE COOCTBEHHBIX CTAHIAPTHHIX OOpa3loB (MaTEpHANIOB),
JOJDKHBI  OBITH  JIOCTATOYHO OXapaKTEepU30BaHbI, TAaKXKE JOJDKHA OBITh YyKa3aHa
npeanojaraemMas Lellb NPUMEHEHUus Takux cepuid. JIroOble oTiauuusg B mpouecce
IPOU3BOJICTBA CTaHAAPTHBIX OOpa3IOB (MaTepuaioB) B CPaBHEHHUU C IPOU3BOJCTBOM
MIPOMBIIUICHHBIX CepUH (IMapTuil) MpenapaToB KPOBU JOJKHBI ObITh YKa3aHbl B TOKYMEHTAX
Ha cepuio (MapTHI0) CTaHJAPTHBIX 00pasIoB (MaTepuaaoB). HeobXxoauMo mpeaycMoTpeTh
MPOIEAYPY 3aMEHBI CTAHAAPTHHIX 00PaA3IOB (MAaTEPUATIOB).

71. Heob6xoamMo y4YUTHIBATh BapuaOeIbHOCTh OMOJOTHYECKON MPUPOIBI UCXOIHBIX
MaTepuagoB U TeTepOreHHOCTh JIEKAPCTBEHHBIX CPEJACTB, MOJYyYaeMbIX W3 IJIa3Mbl MPHU
IIPOBEICHUH BAIMJIALIMN AHATUTHYECKUX METOIMK, UCIIOJIb3YEMBIX JIJIsi KOHTPOJIS Ka4eCTBa:

VCXOJIHBIX MaTepHUajoB;

cyOCTaHIuY;

MPOMEXKYTOUYHBIX MPOAYKTOB Ha CTaAuAX MPOU3BOJACTBEHHOTO Mmpoiecca (
BHYTPHUIPOU3BOJICTBEHHBI KOHTPOJIb);

TOTOBBIX IIPENAapaToB KPOBH.

Banupganuio He0OX0JUMO OCYIIECTBIISITH B COOTBETCTBUU C PyKOBOACTBOM 1O BallMJalluu
AHAIMTHUYECKUX METOJUK MPOBEICHUS UCIIBITAHUI JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIM
Pemennem Komnerun EBpasuiickoit sxonomudeckoit komuccuu ot 17 uronst 2018 1. No 113 (
nanee — PyKoBOACTBO MO BaduJaluuy aHAJIUTUYECKUX MeToauk). HeobOxommmo Ttakke
NOATBEPAUTh IMPUTOJHOCTh METOJIOB, ONHMCAHHBIX B CTAaThAX Ha IIpernapaTbl KPOBHU B
®apmaxonee Coro3a, a IpU OTCYTCTBHH C HEH — ONMKMCAHHBIX B CTAThSIX HA MPENapaThl KPOBU
dbapMakoneil TrocylapCTB-4JIEHOB, C YYE€TOM OCOOCHHOCTEH, MPUCYIIUX KOHKPETHOMY
JeKapCTBEHHOMY mpemnapary. Takxke He00XO0AUMO MPOBOJAUTH BaJTUJAIMI0 OOIIUX
(bapmakoneiiHbIX METOAMK (HalpuMep, IMMYHOXUMHYECKUX). B ciyuyae ucnonb3oBaHus
OpUTMHAJIBHBIX METOAMK, He omnucaHHbiXx B PDapmakomnee Coro3a uinu B (dapMakomnesx
rocyJapCcTB-4JI€HOB, HEOOXOUMO MPEICTABUTH JOKA3aTEIbCTBO MOJIYYEHHUSI COMOCTABUMBIX
PEe3yJbTaTOB TECTUPOBAHMM, IOIYUYEHHBIX C UCIIOJIB30BAHUEM HECKOJIBKHUX CEPHIl Mpernapara
kpoBu. Heobxoanmo yuutsiBath, 4to cratbu @apmakonen Coro3a Ha mpemnaparbl KpOBH (
anbOyMUH YeJI0BeKa, HIMMYHOIJIOOYJIMH YeJIOBeKa HOPMaJIbHBIN, NMMYHOTJIOOYJIUH YelloBeKa
HOPMaJIBHBIM JJIsi BHYTPUBEHHOTO BBeAEHUs, (akTop cBepThiBaHus KpoBu VIII)



MOJBEPTAOTCS MEPUOANYECKOMY IMEPECMOTPY C LEIbI0 BKIIOYEHHS AIbTEPHATHUBHBIX
nokasarteliel (Hanpumep, onpeiesieHue coJepKaHus OakTepuaibHbIX 9HTOTOKCUHOB B3aMEH
UCTIBITAaHUS MUPOTEHHOCTH Ha KPOJUKaxX). YKa3aHUs MO HU3MEHEHHUIO JAHHOTO acleKTa
KOHTPOJISI Ka4eCTBa MPUBEJICHBI B COOTBETCTBYIOIINX 00IIMX cTaThsix @apmakornen Coro3a.

5. UccnenoBaaue CTaOMILHOCTH

72. WUccnenoBanue cTaOMIBHOCTU AOJIKHBI NMPOBOJMUTHCA B COOTBETCTBUU C
TpeOOBaHMAMU TaBbl 8 Hactosux [IpaBui.

73. Jlepkatesib perucTpaMOHHOTO yAOCTOBEPEHHUs JIOJKEH IPOBECTH UCCIEAOBaHUS

CTAOMJIBHOCTH MPOMEXKYTOUHBIX MPOAYKTOB, MOCTABISEMbIX C JAPYrOod MPOU3BOACTBEHHOMN
IJIOIIAJKY JUIsl TOTOBBIX MPENapaToB KPOBHU.

6. OneHka prcKa KOHTaMAHALMY IIOCTOPOHHUMY areHTaMHy
6.1. IlnaampoBanme npomecca IPOM3BOACTBA

74. OcHOBHBIE TPEOOBAHMS MO MJIAHUPOBAHUIO BaJTUAAIIMOHHBIX UCCIIEOBAaHUH, BKITIOUas
BBIOOp HCIMOJIB3YyEMbIX BHPYCOB M HMHTEPIPETALUIO MOJYYEHHBIX JTaHHBIX, COJIEPXKATCSA B
riase 4 Hactosimux [IpaBut.

75. B HacTosiieM paszzene NpUBOJUTCA JOMOJHUTENbHAs HH(OpMAIIUS 110 OpraHu3aluu
Mep 1Mo 00ecleyeHuI0 BUPYCHOW 0e30macHOCTH IpenapaTtoB kpoBu. [Ipu mianupoBaHuu
MIPOIIECCOB MPOU3BOACTBA WM UX MOJUMPUKAIIMYU B IEJISIX OOJBIIEr0 00eCTIeUeHUs] BUPYCHOM
0e30IacHOCTH HEO0OXOAMMO YUYHUTHIBATh MOJOXKEHUs riaaBbl 4 Hactosmux [IpaBun u
HacTosiieil riasel. [IpousBoauTeNnsiM mpenapaToB KpOBH HEOOXOAMMO 0OOCHOBATH BHIOOP
KOHKPETHBIX CTaui MHAKTUBALIMH U (WJI1) JMMUHALUNA BUPYCOB, BBEJEHHBIX B ITPOLIECC.

6.2. BinoueHue B IpoIrece Mpou3BoACTBa 3 (ECKTUBHBIX ATAalOB
MHAKTHBAIWH M (FJIH) SIAMAHAIIAA BUPYCOB

76. BxirodyeHue B IMPOUM3BOJICTBEHHBIN mporiecc 3G (PEKTUBHBIX CTaauil BUPYCHOU
WHAKTUBALUM W (WJIK) JIMMHHAIIMU IHPOKOTO CHEKTpa BUPYCOB, 00JIaalOIIUX Pa3HbIMU
(GU3UKO-XUMHUYECKUMH CBOMCTBAMH, W TIPOBEICHUE TPOIEAYpP WX BaIHAAUA —
00s3aTeIbHBIN 3JIEMEHT O00ECTIeUeHHUs] BUPYCHOW OE€30MacHOCTH MpenapaToB KpoBHU (
TpeOoBaHuA K oueHke 3((HEeKTUBHOCTU dTama MpuBeAeHbl B riaaBe 4 Hactoamux [Ipasun).
DddexkTuBHass WHaAKTUBANUSA W (WIM) SIUMHUHAIUS 0€3000J0YCYHBIX BUPYCOB IMIPHU
BKJIIOYCHUU TOJHKO OJHOTO ATama HEBO3MOXXHA B CBS3M C BBICOKOW YCTOHYMBOCTHIO
HEKOTOPBIX 0€30007104€YHBIX BUPYCOB (HAMPUMEpP, MMAPBOBHUPYCOB JKHUBOTHBIX) K
MHOTOKPAaTHON T€PMUYECKON 00pabOTKE M CIOCOOHOCTBHIO HEKOTOPBIX BUPYCOB MPOHUKATH
yepe3 (GUIBTPHI C MaJbIMH [MOpaMU TpPU MeMOpaHHOW (QuIbTpanu B CBA3U C
HE3HAYMTEIbHBIMA pa3MepaMu (Hampumep, OHUPKOBUpPYcoB). lloaTomy HeoOXxoaumo
BKJIFOYATh HE MEHEE JIBYX B3aUMOJIOTOMHIIONUX 3(PPEKTUBHBIX CTAAN MHAKTUBAIIAN



U (WIM) dIMMUHALMKA BUPYCOB C Pa3IMYHBIMU MEXaHU3MaMH JCHCTBUs, HAIIPABJICHHBIX HA
HIMPOKUI AMana3oH BUPYCOB, 00JaJAONIMX Pa3HbIMU (PU3UKO-XUMUYECKUMH CBONCTBAMH,
UCXOJSl U3 MPEANOJIOXKEHUS, YTO BUPYChI, OCTaBIIMECS MHPEKIUOHHBIMH IOCJIE MEPBOTO
sTamna, THaKTUBUPYIOTCS TOCINIE€ MPOBEJAEHUsT BTOporo 3Tana. O0s3aTeabHO OJIUH U3 3TAroB
JOJDKEH OBITh HApaBJIeH Ha yaajeHne 0€3000I04eUHBIX BUPYCOB.

77. llpon3BoauTeny IOJKHBI pa3pabaThiBaTh WM BHEJIPATH AOMOJHUTEIbHBIE Tallbl
OUYMCTKH, HAaIlpaBJICHHbIE HA yAAJICHUE WIM MHAKTUBALMIO IIIMPOKOI0 CHEKTpa BUPYCOB. DTO
MNOBBICUT NPO(UIL BUPYCHOM 0€30IaCHOCTU B OTHOILEHHWU M3BECTHBIX BUPYCOB M HOBBIX
HEU3BECTHBIX BUPYCOB.

78. CiieyeT yuyuThIBaTh, YTO B PAJIE CIy4aeB HEBO3MOXKHO WA KpailHE 3aTPyIHUTEIBHO
pa3paboTarh 3Tanbl MHAKTUBAIUU U (UJIM) SJIMMHUHALIMHU, KOTOPbIE YPPEKTUBHO TOTOIHSIN
Obl IpyT Apyra U ObLTM HANPABJICHbI HA MIMPOKUHN CIEKTP 000JI0UYEUHBIX U 0€300070YEUHBIX
BUPYCOB C pa3HbIMH (PU3UKO-XUMUYECKMMH CBONCTBAMHU.

79. 1lpu Hanu4YuM JIOCTOBEPHBIX N0KA3aTEIbCTB 3(P(PEKTUBHOCTH ONPEAEIEHHOIO
HNPOU3BOACTBEHHOI'O ATala B UHAKTUBALMU U (WJIN) SIMMUHALMY [IHPOKOTO CIEKTPa BUPYCOB
KaKk 000JIOYEUHBIX, TaK U 0€3000JI04E€UYHBIX, UMEIOIINX PA3TUYHbIE (PU3HKO-XUMHUYECKUE
CBOMCTBA, W IPU YCIOBHH, YTO MPOLEAYPa OUYUCTKU BKJFOYAET JOINOIHUTEIBHBIE CTAUU,
KOTOpBIE TaKX€ JOCTOBEPHO CIIOCOOCTBYIOT MHAKTHBALMHU U (WJIM) SJIMMHUHAIMA BUPYCOB,
BTOPOH 2((PEKTUBHBIN dTAlT MOKET OBITH HE TPETyCMOTPEH MTPOU3BOIUTEIICM.

80. Bupycsl, NOTEHIIMATIBHO NPUCYTCTBYIOLIUE B IIJ1a3M€, MOKHO YCJIOBHO pa3esiuTh Ha
IBE€ TPYIIbl: BUPYCHI, KOTOPbIE MOYKHO WHAKTUBHPOBAaTh U (WJIH) AIUMUHHPOBATH C
UCII0JIb30BAHUEM HECKOJBKUX CTaJUld OYMCTKH, U BUPYCHI, YCTOWUUBBIE NPHU OUYUCTKE
HECKOJBKHUMH CTaIUsIMUA. BO3MOXHO IPUCYTCTBHE B IJIa3ME€ BUPYCOB, YCTOMUMBBIX KO BCEM
pa3pabOTaHHBIM Ha CETOAHSIIHUN J€Hb MpoLeaypaM MHAKTUBALUMU U (WJIM) JIMMHUHALUU
KOHKPETHBIX TpYyINIl JIEKAPCTBEHHBIX IMpenapaToB. IIpou3BoauTensiMm HEOOXOIUMO
HEIPEPhIBHO COBEPILEHCTBOBATh U pa3padaThiBaTh HOBBIE METOJbI MHAKTHUBALUUU U (WIJIH)
AIMMHUHAIIMN U3BECTHBIX U HEU3BECTHBIX BUPYCOB.

Pons mponeccoB paszesieHHs B JIIMMAHALIAHA BUPYCOB

81. Ilporecchl pa3aenieHus, Takue Kak mporeaypbl GpakiiMOHUPOBAHUS WA OYUCTKH (
HalpuMep, XpoMarorpaduueckoii), MOTYT BHOCHTH BKJIaJ B JJIMMHHAIUIO BHPYCOB.
Bo3MoxHBI cilydyau Tiepefaud BHPYCOB MAIlMEHTaM IPH BBEICHUH IpernapaToB (akTOpPOB
CBEPTHIBAHHS KPOBH W UMMYHOIJIOOYJWHOB JIJIi BHYTPUBCHHOT'O BBEICHHMS, MOJYYCHHBIX
TOJILKO METOZIoM (pakimonupoBanus. [Iporieccrl pa3aeneHus mia3Mbl BKIIIOYAIOT O0JIBIIOE
KOJIMYECTBO MEPEMEHHBIX (PaKTOPOB, KOTOPHIC TPYJAHO KOHTPOJIHUPOBATh U MOJICIUPOBATH B
nabopaTopHOM MactiTabe.

82. He3nauuTtenbHble pa3nuuns B (U3UKO-XMMHUYECKHUX CBOHWCTBAX BHUPYCOB MOIYT
OKa3aTh CYIIECTBCHHOE BJIMSHUE HA WX Pa3JeICHHE, YTO OCJIOXKHSIET SKCTPAIOJISAIUIO
pe3yabTaToOB Banuaanuu. Ha pasnerieHue MOXKET TakKe OKa3bIBaTh BIMSHUE HATMYHMC WJIH



oTcyTcTBHE aHTUTEN. ClenoBaTellbHO, TMOATBEPKIASHUE TOTO, YTO IPOIECCH pa3aciiCHUs
o0JnanaroT HaAeKHOU 3(P(HEKTUBHOCTHIO, MOKET OKA3aThCs 3aTPYIHUTEIIbHBIM.

83. ITockonbKy (GpakIMOHUPOBAHKE MOXKET BHOCHUTH BKJIAJI B DJIMMHHAIIUIO BHPYCOB,
HEO0OXO0IMMO yACIUTh 0c000€ BHUMAHHE BAIMIAIIMOHHBIM MCCIICIOBAHUSIM M KIMHHUYCCKOM
0€30MacHOCTH, €CJIM HOBBIE MPOIECCHl MPOU3BOJACTBA HE COBMAAAIOT CO CTaHIAPTHBIMU
METOIaMH (PpaKITMOHHPOBAHUSI.

Bmisiane 5TanmoB HHAKTUBAIMY U (WJIM) JIMMUHAUA BUPYCOB Ha IpenapaT KPOBH

84. B peructpaiiuoHHOM JIOChE Tpernapara KpoBU cieayeT 000CHOBATh U MPEICTaBUTh
JI0Ka3aTebCTBA OTCYTCTBUS OTPUIIATEIHLHOTO BIMSHHS BHIOPAHHBIX ATANlOB WHAKTUBAIIUU H (
WJIM) SJIMMUHAIIMYA BUPYCOB Ha 001mMii mpod ik KauecTBa U 0€30MaCHOCTH Mpenapara KPOBH.
Takxe cieayer oOpaTuTh 0co00e BHMMaHHE Ha OOECIeYeHHE COXPAHEHUS I€JIOCTHOCTU
Oenka W OWOJIOTMYECKOW AaKTUBHOCTH TOJIydaeMOW (Ppakiuy KPOBH IJisi TapaHTHH HX
TepaneBTHIECKOi 2((HEKTUBHOCTH, @ UMEHHO CTPEMHUTHCS K CHIDKCHHUIO pUCKa 00pa30BaHMSI
HEOAHTUTEHOB, PUCKA TOBBIIMIECHUS TPOMOOTEHHOTO TOTCHIMAIA B PE3yIbTaTe aKTHUBAIMHU
($akTOpOB CBEPTHIBAHUS KPOBHU, HAJUYHS B Iperapare TOKCUYHBIX OCTATOYHBIX MpHUMeEcen
BEIIECTB, NCIMOJIb3YEMBIX B IIPOIIECCE MPOU3BO/ICTBA Mpernapara KpOBH.

6.3. Ilponeaypsl HHAKTHBALUH U (WJIH) SIAMHHAIUYA BHPYCOB

85. Hacrosimuii moapazaen cOAEpKUT OMUCAaHHE HamboJiee pACIpPOCTPAHEHHBIX B
[IPaKTUKE MPOLEAYp MHAKTHBALUWU U (WJIM) SIMMUHALKUKA BUPYCOB, MEPEYEHb KOTOPBIX HE
ABJISIETCS] HCUEPIBIBAIOLIUM U MOKET OBITh JJOTIOJHEH APYTUMHU MPOIEAYpaMHu.

IIpenymwranusa 3TaHOJIOM

86. Metoa (pakIMOHMPOBAHUS ITAHOJIOM MOMKET CIIOCOOCTBOBATH TMOBBINICHUIO
BHUPYCHOM 0€30MacCHOCTH MpenapaTroB MMMYHOTJIO0YJIWHOB M albOyMHHA YEIOBEKa 3a CUET
AJIMMUHAIIY TIOCTOPOHHHUX BUPYCOB, HO HE NX HHAKTHBAIIHH.

87. DTaHON HE TOJBKO BBICTYNAET B KAYECTBE MPEIUINHUTAHTAa, HO U 00JamaeT
NE3UHQUUUPYIOIMIMMHU CBONCTBaMH, KOTOpble HauOojiee BBIpAaXXEHbl NMPU KOMHATHOU
TeMreparype 1 Boie. Eciii Ha cTaauax MpenumuTaIlii MPOUCXOIUT Pa3IMuHOE pa3/IeieHre
KOMIIOHEHTOB IIJIJa3Mbl U BHUPYCOB, TO BMECTE€ C YHHUUYTOXCHHEM HeEIEJIeBON (pakiuu
NPOU30UJIET STUMHUHAIMSA BUPYCOB. JlOMONMHHUTENHHO, MPEIUNUTUPYEMbIe OCTKH MOYKHO
pa3zeNuTh ¢ MOMOIIBIO HEHTPU(PYTHPOBAHUS UIH ANbTEPHATUBHBIM METOJOM — C TIOMOIIBIO
bunpTpanuu. B menmsx mnpenoTBpamieHus 3acopeHus (QUIBTPOB, MPUMEHSIEMBIX TPH
buIbTpanuu NPEUUMUTUPYEMBIX OEITKOB, UCTIOIB3YIOTCS BCIIOMOTaTeNbHbIE (PUIBTPYIOIINE
marepuansl (filter aids), KOTOpeie YCHIMBAIOT CIOCOOHOCTH TIpoIlecca pas3jeieHUs
AIIMMUHUPOBATH BUPYCHI.

ITacTepusanus pacTBOPOB IIPENApaTOB KPOBH



88. [IporpeBanue pacTBOpPOB IpenapaToB ajbOyMUHa yenoBeka mpu temmneparype 60 °C B
teueHue 10 4acoB B MepBUYHOMN yIMaKOBKe — (DapMaKoOMeHbIN METOJT MHAKTUBAIIMHA BUPYCOB
JUIS TaHHOM TpyNIbl npenapatoB. MeToa mactepu3aiu UCTOJIb3YyeTCs Il MHAKTUBAIIUU
BUPYCOB U ISl APYTUX TPYIIN MpenapaToB KpoBU. B cOOTBETCTBUU ¢ TN1aBOM 4 HACTOSIIIIUX
[IpaBun nporpeBanue siBasiercss 3G(PEKTUBHON cTagueld MHAKTHBALUU OOOJOYEYHBIX H
HEKOTOPBIX 0€3000JI04€YHBIX BUPYCOB. D(DPEKTUBHOCTH dTana macTepu3alliyd 3aBUCHUT OT
cOoCTaBa pacTBOpa, TEMIIEPATypbl U BPEMEHU MPOBEICHUS Mpoleayphl. s obecrneueHus
COXPAHHOCTH LIEJIOCTHOCTH CTPYKTYpPhI O€JIKa KPOBU M MUHUMHU3ALUKM PUCKA 00pa30BaHUs
HEOAHTUTEHOB MACTEPHU3AIIMIO CJIEIYET MPOBOIUTH B MPUCYTCTBUH TIATEIHHO BBHIOPAHHBIX
CTAOMIIN3aTOPOB, KOTOPHIC HE OKA3bIBAIOT BIUSHUS Ha MIPOIIECC MHAKTUBAIIUU BUPYCOB.

IIporpeBanue mOGHUIM3UPOBAHHEIX ()OPM IIPEAPATOB KPOBH

89. D heKTUBHOCTP MHAKTUBAIIMM BUPYCOB PAaCCMATPUBAEMbIM METOJIOM 3aBUCUT OT
CBOMCTB JMoQuIn3aTa u yciaoBuil nporpeBanus. CieayeT yCTaHOBUTh BEPXHIOI U HUKHIOIO
IPaHUIy OCTATOYHOM BIIAXXHOCTH HAa OCHOBAHWM BAJIUJIALIMOHHBIX UCCIEIOBAHUN OYHCTKU
BHUPYCOB, a TAKXKE U3YUCHUSI COXPAHEHHUS 1IEJIOCTHOCTH O€JIKa U COojiepKaHus arperatoB. Eciu
MPOTPEBAHUIO0 MOABEpraercs mnpemnapaT KpoBU B NEPBHUYHON yMAaKOBKE, TO pa3indyus IO
OCTaTOYHOM BJIAJKHOCTH MEXAY BCEMU 00pa3liaMu JOJKHBI YKJIAbIBATHCS B YCTAHOBJICHHbIC
npenensl. OcTaToyHash BJIAXHOCTh — OTO OCOOBIH KPUTUUECKHU TMapamerp, €ro
IPEANOYTUTEIHFHO U3MEPATh B KaXKJAOW €AMHUIIC TEPBUYHON YIAKOBKH HEpa3pylIaroIuMU
MeTOJaMH (HampuMep, ¢ IMOMOIIbI0 HHPPAKPACHON CTIEKTPOCKOIHNH B ONMKHEM JHAa30He).
B mpornecce mporpeBaHusi HEOOXOAUMO TaKXKE€ KOHTPOJHMPOBATH TEMIEPATypy U BpeMs
MPOTpEeBaHUsI.

O06paboTka METOAOM "pacTBOPHTENL/ICTEPTEeHT"

90. O6paboTka mpenapaToB KPOBH PaCTBOPUTENIEM, TaAKUM Kak Tpu-H-OyTuidocdar (
THB®), B couetanuu ¢ gerepreHtoMm, TakuM kak TputoH X-100 wim TBun 80, moxer
WHAKTUBUPOBaTh oOoJoueuHble BUpychl. [lepen Hawanom o00pabOTKM HCHOJIb3yEeMbIe
pPacTBOpPHI CIEIYET OYUCTUTHh OT KPYIHBIX arperaTtoB, KOTOPbIE MOTYT COJEPKATh BUPYC U
3alIUTUTH €ro OT 00pabOTKU. DTOr0 MOXKHO JAOCTUYDL (UIIbTpALMEll, KOTOPYIO HEOOXOIUMO
MIPOBECTH 10 AOOABJICHUS PACTBOPUTENS (I€TEpPreHTa), Wik, €l OHA MPOBOJUTCS TOCTIE €T0
no0aBlieHUsI, HEOOXOAUMO MOATBEPAUTH TO, YTO (GUIBTPHI HE BIMUSIOT HA COJEPIKAHUE dTUX
100aBOK B MHKYOMPYEMOM pacTBOpE.

91. B pesynbTaTe Banuaanuu GU3MUYECKUX CBOMCTB PEAKIIMOHHON CMECH HEOOXOAMMO
MOJIYYUTh JO0KA3aTelIbCTBO €€ OJHOPOJHOCTU M MOCTOSHCTBA TEMIEpaTyphl B pacTBOpE B
TEYEHHUE BCETo Meprojia 00paboTKH.

92. TmaTeabHOMY KOHTPOJIO MOJJIEKHUT COOJIIOJeHHE TPeOyeMbIX KOJIMYECTB
pacTBOpHUTEINISI W JIETEPreHTa, M00aBIIEMBIX B MpoIlecce 0OpabOTKH, W OMpeaesICHUE



OCTaTOYHOTO HMX COJIepKaHUsi B TOTOBOM mpemnapare. O6paboTka MeTOJ0M "pacTBOPUTEIH/
netepreHT" He 3P PeKTUBHA ISl THAKTUBALIMKM 0€3000JI04€UHBIX BUPYCOB.

93. IIpu mpoBeIeHNN BaIMJAIMOHHBIX UCCIIEIOBAHU METO/Ia "'pacCTBOPUTEIB/ IeTepreHT"
HEOOXOJAMMO YUYUTHIBATh BO3MOXHOE BBICOKOE COJIEpAHWE JUIMUIOB B MPOMEKYTOUHBIX
bpakuusax miIa3Mbl, KOTOPOE MOXET OKa3aThb HETaTUBHOE BIUsSHUE Ha 3(P(HEKTUBHOCTH
WHAKTHUBAIIIH.

@wirsTpanu 111 COKPAIeHUs KOJIMIeCTBa BEPYCOB

94. Cno’kxHOCTH TPUMEHEHUSI METO1a PUIIbTPALIUU TSI COKPAILIEHUS KOJMYECTBA BUPYCOB
CBSA3aHbI C HAJIMYMEM BUPYCOB, Pa3Mepbl KOTOPBIX 3HAYUTEIbHO MEHbIILIE, YEM pa3Mephl MOp
CYLIECTBYIOIUX (PUIBTPOB, U C HEOOXOAMMOCTHIO OOECHEUYEeHUsS YJIOBIETBOPUTEIHHOTO
BBIXO/JIa BbIAENsIEMON (hpakuuu (Hanpumep, gakropa cBepThiBanus kpou VIII). Hekotopsie
BUJIbI (DUIIBTPOB MOTYT BBI3BIBAaTh AKTHUBAIMIO (PAKTOPOB CBEPTHIBAHUS, UTO TpeOyeT
POBEJICHUS THIATEIBHOIO BHIOOpAa MaTEPHANIOB, UCIIOJIb3YEMbIX I (PUIIbTpaIuu.

95. Heob6xoauMo mpeACcTaBUTh OMMCAaHUE MEXaHU3Ma JIEHCTBUS BHIOpaHHOrO (pUiibTpa C
yKa3aHUEeM MapaMeTpoOB, KPUTUYHBIX IS y/IaJI€HUsI BUPYCOB (HampuUMep, OTHOILIIEHHE 00beMa
K Iiomanau (GUIbTpaluu, UOHHYIO CUJly pacTtBopa, pH, ckopocTh moTOKa, AaBiEHUE U
coJiepkaHue Oenka). OTH KpUTUYHBIE apaMeTpbl UCIIOJIBb3YIOTCS MIPHU BHIOOPE MOIXOIAIINX
BAJIMJAIMOHHBIX HCCIeN0oBaHUN. BakHbIMU MepaMu BHYTPUIIPOU3BOACTBEHHOTO KOHTPOJIS
SBIIIOTCSI UCTIBITAHUSI HA MOJATBEPIKACHUE LEIOCTHOCTH (PMiIbTpa. JJOMOJTHUTENBHO HYKHO
CpaBHUBaTh 3(PPEKTUBHOCTh MPUMEHEHUs (UIBTPOB, UCIOJIB3YEMbIX B BaJIMIALIMOHHBIX
UCCIIEIOBaHUX, C 3()PEKTUBHOCTHIO (PHIBTPOB, UCIIOJIB3YEMbIX B MPOIECCE MPOU3BOICTBA.
Arperaiusi BUpDYCOB MO’KET HEraTUBHO OTPA3UThCA HA YPOBHE YyNAJICHHS BUPYCOB IpHU
¢unpTpanuu. ITO CleAyeT YYUTHIBATh NPHU MPOBEACHUN BAJIMIALMOHHBIX MCCIIEOBAHUN C
BUpYCaMH, KOTOpbIEe OYyIyT 3aTEM IOJBEPraThCsl KyJIbTUBUPOBAHUIO U KOHIIEHTPUPOBAHUIO B
71a00pPaTOPHBIX YCIOBUSX U CTENEHb arpErUpOBAHUS KOTOPBIX MOXKET OTINYATHCS OT CTENEHU
arperupoBaHMsl BHpYycCa, NMPUCYTCTBYIOIIETro B IuiazMe. IIpon3BoguTens Takxke AOJKEH
NpeACTaBUTh MH(POPMALIMIO O CBOMCTBAX HMCIOJIb3YEMBIX MAaTepUaoB s (UIbTpaLUU.
daxTopamu, BIUSIOMKUMH Ha 3((HEKTUBHOCT yIaJCHHUs BUPYCOB (PMIbTpAIUCH, SBISAIOTCS
BO3MOKHOCTh KOHBIOTAIIMM C aHTUTENaMHU B Ipernapare KpoBH, aJIcopOIMs BUPYCOB Ha
MMOBEPXHOCTU MEMOpaHbI, BIUSIHUE cOcTaBa Oy(pepHBIX PaCTBOPOB U T. .

OTO0 ciaeayeT y4uThIBaTh IIPU BAIMJAUMOHHBIX UCCIEAOBAaHUAX BUPYCOB U CTaHJAPTHBIX
npoleccax Nporu3BOICTBA.

HuxyOupoBaHue pH HU3KKX 3Ha9eHUAX pH

96. Ilpn MHKYOMpPOBAaHWK PACTBOPOB IMPEMAPATOB HMMYHOTJIOOYIMHOB YEIOBEKA MPHU
HU3kuX 3HaueHusx pH (okono 4,0) MHAKTUBUPYIOTCS HEKOTOpHIE 000JIOYEYHBIE U
0e300010U€UHBIE BUPYCHI (Hampumep, J0Ka3aHa WHAKTUBaIUs TMapBoBupyca B19, Ho He



BHpYyca remnatuta A ¥ IapBOBHPYCOB >KMBOTHBIX). HekoTopsie 00010ueyHbIe BUPYCHI MOTYT
MHAKTUBUPOBATHCSA IPU MHKYOMPOBAHUU MPHU HU3KOM 3HaueHuH pH B cojepkaiimx 3TaHos
MPOMEKYTOUHBIX (PAKIUAX, MOJy4aeMbIX IPU TMPOU3BOJICTBE albOyMHHA YeJIOBEKa.
Kosdduuumentsr cokpamienus, nojaydaemble U Ajig 000JI0YEUYHBIX, U AJi1 0€30007104€YHBIX
BUPYCOB IIpH NPOBEICHUN BATUJALMOHHBIX HCCIEIOBAHWUN, 3aBUCIAT OT IJIMTEIBHOCTHU
MHKYOUpOBaHMS, TEMIEpaTypbl, KOHIIEHTpalMu Oelika, cocTaBa Mpenapara W IITaMma
HCIIOJIb30BaHHOTO BUpYCa.

7. ®akTOpEI, KOTOpHIE HEOOXOAUMO YIUTHIBATh
IUIA OTAENbHBIX TPYII MPENapaToB KPOBH

7.1. ®aKTOpPHI CBEPTHIBAHUS

97. Bxitouenue 3(h(PeKTUBHBIX ITANIOB UHAKTUBAIUMU U (WJIM) JIMMUHAIIMN BUPYCOB IIPH
MIPOM3BOJICTBE MpenapaToB (PakKTOPOB CBEPTHIBAHUS KPOBU 00S3aTEIbHO ATl JAHHOUN TPYTIITBI
IpernapaToB KPOBH.

98. U3BecTHbl cinydan nepeaadyn 0€3000J0UY€UHBIX BUPYCOB, TAKUX Kak renatutr A u
napBoBupYyc yenoseka B19, npu npuMmeneHnn npenapaToB GakTOPOB CBEPTHIBAHUS KPOBH.

99. nsa npenapatoB, coaepxamux (aktop X, B mpoiiecc Mpou3BOJICTBA CIEIyeT
BKJTIOYaTh 2(()EKTUBHBIC ATAIlbl MHAKTUBAIMU U (WJIM) SJIMMHUHAIIMN BUpYyca remnarura A u
napBoBupyca B19. [Tockonbky Takue 3Tamnbl, KaK HHAKTUBAIKMS C TIOMOIIBIO TIPOTPEBaHUS,
MOTYT WMETh HEKOTOpPHIC OTPAHWUYCHHS IJIs ONPEACICHHBIX 0€3000JI04€YHBIX BHUPYCOB,
IPOU3BOJAUTENSIM HEOOXOAMMO MOBBIIIATH YPOBEHb 0€30MAaCHOCTH B OTHOLIEHUU YCTOMYUBBIX
K MIPOrPEeBaHMUI0 0€3000JI0YE€YHBIX BUPYCOB MAJOr0 pazMepa, UCIOIb3Ys TaKylo MPOIeaAypy
AIMMHUHAIIY, KaK HAHO(QUITBTpaIus.

100. Ins npenapartoB (akropa VIII (1 mpenapaToB, coaepxkaniux KOMILIEKC (hakTopa
VIII u dpakropa Bunnebpanna), dhakropa Bunnebpanna u ¢pubpunoreHa, 60JbI101 pazmep
MOJIEKYJl KOTOPBIX 3aTpyIHSET OTACNICHHE OT YacTUIl BHUPyCa, OCHOBAHHOE Ha pa3Mepe
MOJIEKYJI, 110 MEHbILIEH MEpe OJMH W3 ITANOB MPOU3BOACTBEHHOI'O MPOLECCa JTOKEH OBITh
s PexkTUBeH NPOTHB BUpyca rematura A, A KOTOpPOro Obula MPOJAEMOHCTPUPOBAHA
MPUEMJIEMOCTh TIPOTICAYpP WHAKTHUBAIMH. VI3BECTHO, YTO HEKOTOPHIC BUPYCHI (Hampumep,
apBOBUPYCHI )KUBOTHBIX) OUEHb YCTONYMBHI K (PU3UKO-XUMHUYECKUM METO/1aM MHAKTUBAIINH,
MoATOMY pazpadboTka 3(hPEeKTUBHOrO 3Tana MHAKTUBALMU U (WJIM) STMMHUHAIIMUA 3TOTO TUIA
BUPYCOB MOXET MPEACTaBIsATh CIOXKHOCTh. [lapBoBupyc uenmoBeka B19 MoxHO
MHAKTUBUPOBATH C MOMOIIBIO THIATEIBHO pa3pa0OTaHHBIX ATAMOB TEIJIOBOW 00pabOTKH (
HarpuMep, MacTepHu3alud B MOIXOMAIINX YCIOBUAX WU OOpabOTKH CyXUM IMMapoM IpHU
COOTBETCTBYIOIIEM YPOBHE OCTaTOYHOUN BIAXXHOCTH). [lapBOBHUPYCHI MOTYT OBITH yAalCHBI
¢bunpTpoBaHUEeM (B 3aBUCHUMOCTH OT pa3Mepa IMOp, NPUMEHUMOTO K QakTopam
CBEPTHIBAEMOCTH).



7.2. IlpenapaTsl ”AMMYHOIJIO0YIMHOB

101. ITpenapaTbl UMMYHOIJIOOYJIMHOB 00J1a/Ial0T BHICOKUM MpoduiieM 0€30MacHOCTH B
OTHOIIEHWU HW3BECTHBIX 0€3000J04€YHBIX BHPYCOB BO MHOTOM OJyiarojiaps COAEpKaHUIO
BUPYCHEHUTpPANU3YIOMIUX aHTUTEN. PHCK BUpPYCHOW KOHTaMHHALMM MpenapaToB
MMMYHOTIJIOOYJIMHOB HE MOJKET OBITh IOJHOCTBIO HCKJIIOUEH B CBSI3M C BO3MOXHBIM
NPUCYTCTBUEM HEU3BECTHBIX 0€300070YE€UHBIX BUPYCOB WIIM COJEpPKAaHUEM AaHTUTEN B
KOJIMYECTBE, HE TAPAaHTHUPYIOLIEM HEUTpaiu3anuio BUpycoB. O0s3aTeNbHO BKIIOUEHHUE B
POU3BOJACTBEHHBIN IpolleCC MpPenaparoB HUMMYHOTJIOOYJIMHOB KaK MHUHHUMYM OJHOM
3¢ ()eKTUBHON CTaANM UHAKTUBALMU U (WIJIK) SIUMHUHALIMK 0€3000J104€UHbBIX BUPYCOB.

102. ®pakimoHUpoBaHKe U (WIIN) MPEIUTUTAIINS 3TAHOJIOM MpU3HAIOTCA 3P HEKTUBHBIM
ATAnoOM MHAKTHUBAIMU 0€300070Y€YHBIX BUPYCOB MPU YCIOBUM BBHIMOJHEHHUS HAJJIEKAIIETO
KOHTpOJIA M Banuaauuu. B ciaydae ecnu (pakiuoHHpoBaHHe U (WJIM) MPEHUNUATALINS
ATAHOJIOM CYHUTAIOTCS HEIP(PEKTUBHBIM 3TAllOM MHAKTUBAIIMU 0€3000J0Y€YHBIX BHPYCOB,
HE00XOIUMO MPEeyCMOTPETh BKIIOUYEHHE B MPOM3BOJACTBEHHBIN Mpouecc Apyroro, doiee
s dextuBHOrO 3Tama. [Ipu MCHONB30BaHUU TOJBKO XpoMaTtorpaduuecKux MPOUEayp
OYMCTKHM CIlIelyeT BBECTHU JOMOJHHUTEIbHBIA 3Tam (3Tambl), 3PQGEKTUBHBIA NPOTHUB
6e300070ueuHBIX BUPYCOB. Mcnonb3oBanue metona punbrparuu (pazmepst mop 15-20 M)
JUISL COKpAILIEHUS] KOJIMYECTBA BUpYyca B IPOIECCE MPOU3BOJCTBA MMMYHOTJIOOYJIMHOB
cunuTaeTcs 3PPEeKTUBHBIM STANIOM yIaJeHHUsI MHOTHX 0€3000J104€YHBIX BUPYCOB.

7.3. Ilpenapatsl ams0yMHHA 9E€TI0BEKa

103. IlpenapaTsl aap0yMHUHA Ye€JIOBEKa, KOTOPBIE MONIYYalOT CTAaHAAPTHBIM CIOCOOOM
(GpakLMOHUPOBAHUS C MPOBEACHUEM TEPMHUHAIBHOW MacTepU3aluu, UMEIT BBICOKHI
npodguiab BUpycHON Oe3zonacHocTu. OnHako TpeOyeTcs NONMOJHUTENbHAs WHPOpMALUS O
COKpAIlleHU! KOJWYECTBA BUPYCOB B XOJ€ MpolEecca MPOU3BOJCTBA, MOJYyYEHHAs B XOJE
BaJIMJAIIMOHHBIX HCCIIEOBAaHUM.

7.4. IInasma, o6paboTanHas METOAOM "pacTBOPUTENL/ eTEPreHT"

104. [1na3ma, BUpYCMHAKTUBUPOBAHHAS METOJOM '"pAacTBOPUTEIIb/IETEPreHT", UMEeT
BBICOKHUI Mpoduiib 6€30MaCHOCTH B OTHOIICHHH 00O0JIOYEUHBIX BUPYCOB, a TaKXkKe BHUpYCa
renatuta A u mapsoBupyca B19. Puck koHTamMuHanmum JIpyrumu 0€3000J104€UHBIMU
BUPYCAaMH, BO3MOYKHO NPUCYTCTBYIOIIMMHU B KPOBH JOHOPOB, CUMTAETCS HU3KUM, TAK KaK
[PEANOIAraeTcs, 4To B Iyjax IUIa3Mbl IPHUCYTCTBYIOT BUPYCHEUTPAIU3YIOIIHE AHTUTENA.
Puck koHTaMHHAIIMK 0€3000J104€YHBIMU HEU3BECTHBIMU BUPYCaMU KpailHE BBICOK, TOATOMY
NPOU3BOAUTENAM IUIa3Mbl HEOOXOJMMO  TIIATEIbHO MPOBOAUTH MOHUTOPHUHT
AMUAEMHUOJIOTMYECKOH 0OCTAHOBKHU B OMYJISIIUU JOHOPOB.

8. BamijannoHHBIE HCCIIEAOBAHAA WHAKTHBAIMH U (WJIH) YIMMUHAIMA BHPYCOB



8.1. BriGop BupycOB AJIs MPOBEIeHN BAMAAMOHHEIX HCCIIEAOBAHMH

105. O6mue ykazaHusi o BIOOPY BUPYCOB MPUBEICHBI B TIaBe 4 HacTosAmux [IpaBui.
MuHuMansHbIN HA0OP MOJIETBHBIX BUPYCOB JIJISl TPOBEICHUS BATMIAIIMOHHBIX UCCIICTIOBAHHM
JOJI’KEH BKJIIOYATh B CEOs:

a) 000JI0YE€YHBIE BUPYCHI.

BHWY-1. Jlaboparopusiit mramm BUY-1 aBasercs moaenshubiM st BUY-1 u BUY-2.
[IpoBeneHre JOMOMHUTENBHBIX BAJIUAAIMOHHBIX UCCIEIOBAHUN C HCHOJIL30BAHUEM
naboparopHoro mramma Bupyca BUY-2 ne TpeOyeTcs, Tak Kak BIUSHHE CTagud €ro
WHAKTUBAIIUU aHAJIOTUYHO
BUY-1. JIaboparopssiii mramm BUY-1 He rcnonb3yeTcs B BaIMIAIIMOHHBIX UCCIETOBAHUIX
TaKUX TEXHOJIOTUUECKUX CTaaul, Kak oOpaboTka pacTBOpUTEIEeM (JAECTEPreHTOM),
TeMmnepaTypHas oOpaboTka u (pakuuoHupoBaHue »ITaHoioM. HeobxogumMocThb
ucnonp3oBanuss BMY-1 qis Bampanuy HOBBIX METOJIOB COKpAUIEHUsS] BUPYCHOW HAarpy3Ku
clelyeT paccMarpuBaTh MpPU OTCYTCTBHUU JOCTATOUYHBIX JOKAa3aTeJIbCTB TOTO, YTO
HAJIe)KHOCTh METOJIla MOXXET OBbITh HCCJEAOBaHAa C HCIOJIb30BAHUEM JAPYTUX MOJeNen
000JIOYEUHBIX BUPYCOB;

Bupyc renaruta C. Bupyc renarura C o cBouM OMOXMMUYECKUM CBOWCTBAM OTHOCUTCS

K cemeicTBy Flaviviridae, BkitodarouieMy necTUBUpYChl U (haBuBUpychl. Ha ceronnsmnumii
JI€Hb HE CYUIECTBYET JIOCTYMHBIX METOJOB KyJbTHUBHpOBaHUs Bupyca rematuta C. Jlns
BAJINJIAIIMA METOJIOB MHAKTHBalLMU Bupyca renatuta C HCHOJB3YIOTCS MHOTHE MOIEIU
BUPYCOB, B TOM YHCJI€ pOJa MECTUBUPYCHI (HAMPUMEP, BO3OYAUTEIb BUPYCHOU AUapen
KPYIHOTO POraToro ckota), pojaa ¢hJIaBUBHPYCH (HApUMEp, BUPYCHI JTUXOPAAKU 3arafHOTO
Huna, knemeBoro sHuedanuta WA KEATOHW JUXOpPAJKH) M CEMEWCTBA TOTaBUPYCHI (
Hanpumep, Bupyc Cunaouc). MmMeromuxcs Ha CEroAHSUIHUN NE€Hb JAHHBIX O BHpYCE
renatuta C HEIOCTATOYHO [JIsi BbIOOpa HamOosiee MOAXOMAsIIENd MOJeNnu BUpyca s
BaJTUIAIMOHHBIX UCCIIEIOBAHUIA, IOATOMY B BRIOOPE MOJIETTN U MHTEPHPETALNH TTOTyYEHHBIX
B XOJI€ BAJIUJIALIMM JTAHHBIX TpeOyeTcs ocTOpoxkHOCTh. COKpallleHHe KOJWYeCcTBa BUpPYcCa
IMapeu KPYMHOTO pOraroro CKOTa, OTHOCSIIErocs K POy MNECTUBUPYCHI, MOXKET
NPEACTABIATh CI0KHOCTH Ha HEKOTOPBIX ATanax (ppakimoOHUPOBaHUS, TaK KaK OH MOXKET
ObITh OOJieE YCTOMYMB K BO3JACHCTBUIO HU3KOrO 3HaueHuss pH, dyem apyrue monaenu
(bIaBUBUPYCOB, TOTaBUPYCOB. B CBsI3M ¢ 3TUM BHpPYC AUApEeH KPYMHOTO POraToro CKOTa
MOXET BBICTYIIaTh B KAYECTBE MO/JIENIM HAUXYAIIETO ClieHapus /sl BUpyca renatura C;

ob6onoueunsie JJHK-Bupychl. Puck KoHTaMUHAIIMK KUIKOW Y4acTU KPOBH MHUHUMAJICH.
OnHako MOCKOJIBKY HEKOTOPBIE TepPIIECBUPYCHI MOTYT BBI3bIBATH BUPYCEMUIO, HEOOXOIUMO
MIPOBOJINTH BATMIAIIMOHHBIC UCCIIEOBAHUS C UCIIOJIH30BAHUEM MOAXOASAIIETO 000JI0YETHOTO
JIHK-Bupyca (Hanpumep, repriecBUpyca — Bo30yauTes rncepaooeneHcTra (60ae3Hb Aycekn)
). Ha ceronHsimHuii JeHb OTCYTCTBYIOT CHUCTEMbl MHIMKALMM JJIs BUpyca remaruta B,
JOCTYIIHBIE JIJIsl TaOOpaTOpHOTO BOcmpou3BeaeHusi. Bupyc renatuta B yTok mMoxeT ObITh



MCITIOJIB30BAH B KA4e€CTBE MOJIENH BUpyca renatuta B yemnoBeka. OHAKO MPU 3TOM BO3HUKAET
HEOOXOJIMMOCTh HCIOJb30BaTh [JI1 HHAMKAIMU OHOJIOTHYECKYI0 0CO0b — XO34HHA,
ABJSIOLIETOCS HOCHUTEJNEM 3TOT0 BHpyca (YTKY WIM MEPBUYHBIE KIETKH YTOK).
CrnenoBatenbHO, TpeOOBAaHKME BKJIIOUEHHUS BUpyca remnarura B yTok B MUHMManbHBIH HAOOP
MOJICJIBHBIX BUPYCOB JJI MPOBEICHUS BaJIUAALMOHHBIX MUCCIEAOBaHUI HE 00s13aTenbHO. B
0CcOOBIX clydasix, korjga 3¢(eKTUBHOCTh HOBBIX MPOLEAYp HWHAKTUBAIUU (HAImpuMep,
Y ®-001yueHus1) B 3HAUUTEIBHON MEPE 3aBUCUT OT BUa 000JI0OYEYHOT0 BUPYCA B OTHOIICHUH
KOTOpOro 3¢(HeKTUBHOCTh MHAKTUBAIIMKM WIHM yJIaJeHUsS HEBO3MOXHO IKCTPANOIUPOBATH C
OTPaHUYEHHOI0 YUCJIa BUPYCHBIX MOJEJIEN CIeAyeT UCI0JIb30BaTh BUpYC renatuta B yTok;

0) 6€30007109€YHBIC BUPYCHI.

Jlns mpoBelneHUs BalUAAlUMM BUPYCHOW WHAKTUBAIMU U (WJIM) SJIUMUHAIUU
0€3000JI04€YHBIX BUPYCOB CJIEAYET HCIOIb30BaTh MOJIEIbHbIE BUPYCHI, BOCIPUUMYHUBBIE K
WHAKTUBAMU U (MJIM) SJIMMHHAIUMU C OLEHKON 3>(P(EKTUBHOCTH MPOBEICHHBIX ATAIOB.
Hanpumep, stan MHaKTHUBAIlMU BUPYCOB TEIJIOBOM 0OpabOTKOM, HMCHONB3YyEMBIH MpH
IPOU3BOJCTBE MpEnapaToB (PakTOPOB CBEPTHIBAHUS KPOBU, MOXKET ObITh d(ppexTuBeH s
CHI)KEHUS HHQPEKIMOHHOCTH rematuta A, HO He 3(PQPeKTHBEH MpPOTUB JPYrUx
6€3000710Y€YHBIX BUPYCOB.

C HEKOTOpBIMU IpyINIaMHu IpenapaToB (aKTOPOB CBEPTHIBAHUS KPOBHU aCCOIUUPYIOT
MOTCHUIHAIbHYI0 KOHTaMHUHALMI0 BHpycoM renatuta A. CriegyeT nOpeaycMOTPETh
UCIIOJIb30BaHME MOJIEJIBHOIO BUpYcCa IJis BUpyca remnarura A mOpu BajJuJaldd CTaauM
MIPOM3BOJICTBA MpenapaTtoB GaKTOPOB CBEPTHIBAHUS KPOBU. Bamumanus ctaamii mporu3BOACTBA
npenaparoB (aKTOpOB CBEPTHIBAHUS KPOBHU MPOBOJUTCS C MCIOJIB30BAHUEM MOAXOISIIEH
Mozenu mnapBoBupyca B19. B kauecTBe MOAENbHBIX BHUPYCOB OOBIYHO HCIOJB3YIOT
MapBOBUPYCHI COOAK, CBUHEH, MBIIIEH M KPYITHOTO POraTOro CKOTA.

[IpoBeneHue BanmuAalUM MPOU3BOJCTBA NPENAPATOB HUMMYHOTJOOYIUHOB C
MCIIOJIb30BaHUEM MOJIeNel Bupyca rematuta A u napBoBupyca B19 ne tpebyercs. Omxnako
JaHHbIE, MOTYYEHHBIE B UCCIIEIOBAHUSIX C MOJEJISIMU BUPYCOB, HE CBSI3aHHBIX C aHTUTEJIaMH,
MOT'YT HEJOCTaTOYHO TOYHO OTpakaThb COKPAILEHHE KOJWYECTBAa BHUpycCa repreca HIH
napBoBupyca B19 B  mNpoMexyTOYHBIX MPOAYKTaX, KOTOpbIE COJEpxkKat
BUPYCHENTPATU3YIOIIKE aHTUTENA. B CBA3M € 3TUM Takas BaJluJalus MOXKET ObITh IPOBEICHA
(HO He 00s3aTeNnbHO) I OLICHKH CIIOCOOHOCTH yAaJeHUs BHpyca rematuta A u (Wiaun)
napBoBupyca B19.

[Tpu Banmmmanuu HEOOXOIMMO UCIIOIB30BaTh MOJICTH 0€300010U€UHBIX BUPYCOB C IEIIBIO
OlleHKH 3(P()EKTUBHOCTU dTama JJs WHAKTUBAMM W (WJIM) IJIMMHUHAIIUM HEU3BECTHBIX
6€3000710YEYHBIX BUPYCOB;

B) MOJENIbHbIE BHUPYCHI, HCIOJb3yeMble Il BAJIMAAMOHHBIX HCCIEIOBAHUN
3¢ GeKTUBHOCTH cTaauil puibTpanuu (HaHOQUIBTPALIUN).

Craguu HaHODUIBTPALIMH IIUPOKO UCTIOIB3YIOTCS MPHU MIPOU3BOICTBE MIPENapaToB KPOBU.
B BanuaanmoHHbIX KCCAEAOBAaHUSAX HEOOXOAMMO MOATBEPAUTh CHHKEHHE UH(EKIIMOHHOCTH



BUpYyCa U KaXJIOW IPYyNIbl IIPENapaTtoB KPOBU C HUCIIOJIb30BAHUEM BUPYCOB Pa3HOIO
pa3Mepa, BHE 3aBUCHUMOCTU OT UCIOJIb3yeMOi cucTteMbl HaHoGuinbTpanuu. MHaktupauus u (
WINM) 3JIMMUHAIUS BUPYCa, KOTOPhIE MOTYT MPOU30MTH MPH MPOBEIEHUN HAHODUIBTPALIUH,
3aTPYJIHSIOT KOJIMYECTBEHHOE ONPEAEICHUE YAAIEHUS BUPYCOB TOJIBKO € IOMOIIBIO (PHIIBTpA.

B uncnelTanusAx Ha yCTOMYMBOCTH OCHOBHOE BHUMAHHUE JIOJDKHO YAEIATHCS BUPYyCaM,
KOTOpBIE€ HanOOoJIee CI0KHO YAAIUTh IPU MOMOILU ONpeaeseHHOro ¢puibTpa. s puibTpos
C MaJbpIMHM pazMepaMu IMOp, IPEeIHA3HAYEHHBIMU Il yajneHus 0e€30007104€YHbIX BUPYCOB
HEOOJIBIIOro pa3Mepa, MaHelb BUPYCOB JOJDKHA BKIIIOYATh MOJIENIb BUpyca remnatuta A u
Mozenb napBoupyca B19, (Hanpumep, mapBoBUpYChl cOOaK, CBUHEN, MBIIIEH U KPYITHOTO
poratoro ckora). s GuIbTpoB CO CpeIHMMHU pa3MepaMu IMOp, MPeIHA3HAUEHHBIX IS
yIalleHUus BUPYCOB CPENHEro pasMepa, B BAIMIAALUMOHHBIX MCCIECIOBAHUAX CIEAYET
ucnosb3oBaTe BUY u o1uH 13 000J104€UHBIX BUPYCOB (HApUMEP, BUPYC UAPEU KPYITHOTO
poraToro ckoTa).

8.2. Orparn4eHMs BaIMIAMOHHABIX UCCIICIOBAHUN

106. Ha mnonyyeHue AOCTOBEPHOTO HKCIEPUMEHTAJIbHOTO MOATBEPKIACHUS
() (PEKTUBHOCTU WHAKTUBAIMU U (WMJIM) SIMMUHAIMUA BUPYyCa B XOJI€ MPOU3BOJCTBEHHOIO
mpoiiecca MpernapaToB KPOBU U HMHTEPIPETAIMIO MOJYYCHHBIX JAHHBIX MOXET OKa3bIBaTh
BiusHUE pAl hakTopoB. [IpucyTcTByIOIIHE B IpenapaTe KpOBU aHTUTENA MOTYT 3aTPYTHUTh
OT/ICJICHUE BUPYCOB W HUX BOCHPUUMUYMBOCTh K HWHAKTUBAIMHM, a TaKXe OCJIOXKHUTH
pa3paboTKy au3aifHa UucciaeqoBaHus, HEUTpaau3ys CHOCOOHOCTh BUPYCOB K MHPHUIIUPOBAHMUIO.
Bonee Toro, Hepaz0aBieHHas M1a3Ma WM MOJyYE€HHbIE U3 Hee (pakiuu OOBIYHO TOKCUYHBI
JUTSL KYJIBTYP KJIETOK, UCTIOJIb3YEMBbIX JUIsl MHIUKAIIMN BUPYCOB; TAKUE K€ TPYJHOCTH MOTYT
OBITH CBSI3aHBI C IPUCYTCTBHUEM B MPOMEKYTOUHBIX MPOTYKTAX XUMHUICCKUX BEIIECTB, TAKHX
KaK 3TaHOJ M ITWIAKPUIUHIAKTAT. B CBSA3M ¢ 3TUM Mepe]l MPOBEICHUEM aHalli3a MOMXKET
MOTPeOOBAaThCA BBINOJIHEHUE MPOUEAYpP, Pa3padOTaHHBIX CHEUUATBHO IJI1 YCTpAaHEHUs
nmoAo0OHOTO BIMsHUA (Hampumep, pa3daBieHue, Auaiu3 W T. 1.). [Ipemapar kpoBu uiau
XUMHUYECKHE BEIIECTBA, KOTOPbIE MCIOJIB3YIOTCS JJIsI €r0 M3rOTOBJIEHUS WM 00pabOTKH,
MOTYT W3MEHUTHh CBOMCTBAa BHPYCOB (HampuMep, MPUBECTH K MX WHKAICYJISIUA U (W)
arperaiim), 4To MOKET CO3/1aTh CIOKHOCTHU ISl TOJYYEeHHs JOCTOBEPHBIX KOJUYECTBEHHBIX
NoKa3arejield OCTaTOYHOW HMHOUIUPYIOIIEH CnocoOHOCTU. [l u3MepeHus: BUPYCHOM
Harpy3kd W OIpENeSIeHUs] BO3MOXKHOCTEH JTaloB IO €€ COKPAIICHUIO JOMyCKaeTcs
UCIIOJB30BaTh METOJbl aMIUTM(GUKAIMU HYKJICHMHOBBIX KHCHOT. HccrnenoBaHus ¢
MCIIOJIb30BaHUEM TaKHX METOJOB MOTYT MPOBOJUTHCS JUISl pa3TpPaHUYCHHS YIAJICHUS U
WHAKTUBAIlMU BUPYCOB, KOTJIa 3TH MPOIECCHl MPOUCXOAAT B X0€ OJHOTO 3Tarna o0padboTku (
HarpuMmep, PPaKIMOHUPOBAHUS KAPUIOBOW KUCIOTON) WIIM KOTJIa HEBO3MOXKHO MTPOBECTH
KOJMYECTBEHHBIM aHalu3 HWHQPEKIMOHHOCTH (Hampumep, U3-3a TPUCYTCTBUSA
BUPYCHEHUTPATU3YIOIINX aHTUTEN).



8.3. CtpaTerus BBeA€HUA JOMOHUTEIBHBIX ATAIOB 00pabOTKH )11 MHAKTUBAINH 1 (FJIH)
SMMPHAIA BUPYCOB

107. [Ipon3BoauTeny npenapaToB KPOBH JIOJKHBI TOCTOSIHHO pa3padaThiBaTh U BKIIIOYATh
B IPOIIECC MPOU3BOJCTBA HOBBIE METOJbl MHAKTUBAIMU U (UJIM) DJIIMMUHAIMKA BUPYCOB C
Y4ETOM MOSIBJICHUS! HOBBIX HAyYHBIX JTAHHBIX.

108. ITpu nosiBI€HMN BO3MOXKHOCTH JJIs TIOBBIIIEHUSI YPOBHS BUPYCHOM 0€30MMaCHOCTH B
MpoIecce MPOU3BOJACTBA NPENApaTOB KPOBH MPOUZBOAUTENb JOJKEH YCTAaHOBUTH U
obocHOBaTh TpadWK BHECEHUS HW3MEHEHUN B MPOIECC, a TaKXKe MNPUHATH Ha ceOs
0053aTeNBCTBO PETYJSPHO MPEACTABIATH B YIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-UJICHOB
OTYETHI O COBEPIICHCTBOBAHMM INPOU3BOJACTBA. BHeceHHWe H3MEHEHHMl B mpouecc
OpPOU3BOJACTBA JOJDKHO TPOBOAUTHCS B MAKCUMAIbHO CXKaThle CPOKH, YUYUTHIBas
BO3MOKHOCTH TNpou3Boautens. [loka BBOAATCA U3MEHEHMS, CIEAYEeT KPUTHUYECKH OLEHUTH
BCE UMEIOIIHECS JAHHBIE O Tpernapare KPOBU C IEJIbI0 MPE/ICTABICHUS BpayaM aKTyalbHOM
uH(popManuu o npenapare KpoBu (Hanmpumep, BKIIOUYUTh HHPOpMaLHUI0 00 MHPEKIIMOHHBIX
areHTax B OOIIYIO XapaKTEPUCTUKY JIEKAPCTBEHHOTO MIpernapaTa).

8.4. IloBTOpHas BaMaamys METONOB CHIDKCHHS BUPYCHOM Harpy3Kd

109. ITpu BHECEHMM 3HAYMMBIX U3MEHEHU B MPOIIECC MPOU3BOJICTBA Mpenapara KpOBU
WINM €ro OTHAeNbHbIE 3Tanbl HEOOXOAUMO MPOBOJAUTH MOBTOPHBIE BaJWAIIMOHHBIE
uccaenoBanus. OTCyTCTBHE HEOOXOIMMOCTH NPOBEAEHUS NOBTOPHBIX BaJTMAAIIMOHHBIX
UCCIICZIOBAHUN JOJHKHO ObITh 0OOCHOBAHO MTPOU3BOJUTENIEM.

110. Kaxxapii ciryyaid 3apakeHusi BUPYCOM NPHU KIIMHUYECKOM NPUMEHEHNH ITperapara
KPOBH JIOJKEH OBITh MPOAHAIM3UPOBAH MPOU3BOAUTENSAMU U YIIOTHOMOUYEHHBIMHU OpraHamM (
AKCIIEPTHBIMHU OPTaHHU3ALUSAM) TOCYAAPCTB-WICHOB ISl IPUHSATHS COOTBETCTBYIOLIUX MEP.

8.5. OneHka yMeHBbIIEHHA PUCKA ITepeadr Bo30yauresel ryouaToi 3HneasonaTiy KUBOTHEIX

111. Jns oumeHKH pucKa mepenadyr Bo30yauTeled MHPEKIHMOHHOW ryOuatoit
sHIEe(DATOTIATHU KUBOTHBIX HEOOXOJIMMO PYKOBOJCTBOBATHCS COOTBETCTBYIOIIMMH aKTAMH
opranoB Coro3a B cepe oOpallieHus IeKapCTBEHHBIX CPEICTB U B 00JIACTH BETEPUHAPHUU.

9. OneHka prcKa epeiadl BUPYCOB
9.1. O6mme moaX0aH K OEHKE PACKa BUPYCHOM 06€30IMacHOCTH IPENapaToB KPOBH

112. B nHacTosiiieM paznesnie npuBeAeHbI O0ME YKa3aHUs MO0 TPOBEIACHUIO OILICHKH PHUCKa
BUPYCHOU 0€30MacHOCTH MPENapaToB KPOBHU, KOTOPHIMH JIOJDKHBI PYKOBOJICTBOBATHCA UX
npousBoautenu. [IpoBeneHune Takoi olieHKH HEOOXOAUMO JIsl 000CHOBaHUST (POPMYTUPOBOK
0 0€30IMacHOCTH TpernapaTa KpOBU B OTHOIIIEHUU BUPYCOB, a TaKkKe JIOOOTO OCTAIOIIETOCs
MOTEHIIMAIBHOTO PHUCKA, YKa3aHHOTO B HMHGOpPMAIIMU O Tpernapare B COOTBETCTBUM C



npuwioxeHueM Ne 19 k TpeOGoBaHMSAM K MHCTPYKIHUHU MO MEAUIMHCKOMY MNPUMEHEHUIO
JIEKapCTBEHHOTO TpenapaTta M o0IlIeil XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEIHUIMHCKOTO npuMeHeHus. OleHka pucKa [OJKHA [0 BO3MOXKHOCTH BKJIKOYATh
KOJINYECTBEHHYIO OLIEHKY BEPOSITHOCTU COJEPKAHHUS BUPYCHOTO KOHTAMHUHAHTA B
ONPENEIICHHON [103€ TOTOBOTO Ipenapara KpoBu. lIpencraBiieHHble HUKE TPUHLIMIIBI MOTYT
IPUMEHATHCS KaK K U3BECTHBIM, TaK U KO BHOBb BBIABIISIEMBIM BHPYCaM.

9.2. ITpuHIMI OIIEHKH PUCKa BUPYCHO# 6€30IMacHOCTH IIPenapaToB KPOBH

113. IlpuHIUI OIIEHKH PUCKA BUPYCHOM 0€30MaCHOCTH MPenapaToB KPOBU 3aKIIOYACTCS B
MPOBEJECHUN KOMIUIEKCHOIO aHajIu3a CIEAYIOIUX (PaKTOpPOB, BIUAIOIIMX HA BO3MOXKHOE
KOJIMYECTBO MH(PEKITMOHHBIX YaCTUIl BUPYCOB B JI03€ TOTOBOTO Mpernapara KpOBH:

AMUEMHUOJIOTHYECKasi 0OCTaHOBKA B pErMOHE cOOpa IJIa3Mbl;

TUTP BUPYCEMUMU;

HaJIMYKe TECTUPOBAHUS HAa MapKepbl BUPYCOB;

ATallbl UHAKTUBALMY U (W) SJTUMUHALIMY BUPYCOB,;

BBIXOJ] TOTOBOTO Mpernapara.

JIoCTOBEPHOCTH M HAJIEKHOCTh OLICHKU PUCKa OYIyT 3aBUCETh OT KOJIMYECTBA TOCTYITHOU
Hay4yHOW mHopManuu o0 3>Tux ¢akrtopax. s OIEHKH pHUCKa ClenyeT paccMaTpUBaTh
HauXyJIIME BO3MOXKHBIE YCIIOBUS ISl TTOJYYEHUSI PE3YIbTATOB, MO3BOJISIIOIIUX C OOJbIIEH
YBEPEHHOCTHIO 3asBJIATh O BUPYCHOM Oe3omacHocTH. HeobxoauMo Takke MpOBECTH OLICHKY
BO3MOXKHOCTH TpoIiecca MPOU3BOACTBA UHAKTUBUPOBATh M (MJIM) SJIUMUHUPOBATH BUPYCHI (
o0111ast CnoCOOHOCTh MHAKTUBUPOBATh U (WJIK) SIUMHUHUPOBATH BUPYCHI) MO0 OTHOIIEHUIO K
NOTEHIIMAIbHOMY KOJMYECTBY JTAHHOTO BUPYCa, KOTOPOE MOXET COJIEPKATHCS B MCXOJIHBIX
Marepuanax (BO3MOXHOE UCXOJHOE KOJMYECTBO BUpPYca). JJONOJHUTETEHO MOXKHO OLIEHUTh
MOTEHIIMAJIbHYI0 BUPYCHYIO KOHTAMHUHAIIMIO OJHOM 03Bl TOTOBOTO IMpernapara KpOBH,
YUHUTBIBASI KOJIMYECTBO UCXOAHBIX MAaTEPUAIIOB, HEOOXOAUMOE JUIsl MPOU3BOJICTBA OAHOU JTO3bI
TaKoro mpemnapara.

9.3. Bo3aMoxxHOE HCXOHOE KOJIMIECTBO BUpyCa

114. Heo6X01uMO OIIEHUTh KOJIMYECTBO BUPYCOB, BO3MOKHO MPUCYTCTBYIOLIUX B IIJIa3Me
, KOTOpble MOT'YT KOHTAaMHUHUPOBATh MyJ ILJIa3Mbl, HCIIOJIb3yEeMbIH ISl MPOM3BOJCTBA
MpEenapaToB KpoBU (BO3MOXKHOE HMCXOJHOE KOJMYECTBO BHpyca). Bo3MoxHoe ucxomHoe
KOJIMYECTBO BUPYCa OMPEACISIETCS YUCIIOM JIOHOPOB ¢ BUPYCEMHUEH, TTa3Ma KOTOPBIX MOTJia
OBl MOMACTh B MPOU3BOJCTBEHHBIN MYJI MJIa3Mbl, 00bEMOM IIJIa3Mbl, MOJTYYEHHBIM OT KaXKJI0TO
JIOHOpA, ¥ TUTPOM BHPYyCa B KOHTAMHHHUPOBAHHOM JOHOPCKOM 00pa3iie, KOTOPBIK MOT OBITh
He 00HAPY>KEH MPU NMPOBEICHUH UCTIBITAHUS HAa BUPYCHI.



115. KonnuectBo 00pa3noB Iu1a3Mbl, KOHTAMUHUPOBAHHBIX BHPYCOM, 3aBHCHUT OT
AMUJEMHOJIOTMYECKON XapaKTepUCTUKU MOMYJISLUA JOHOPOB M OT YacTOTHl JOHAIMH
Ka)KJIOT0 JIOHOPA.

116. Cnenyet olleHUTh BKJIaJ TakuX (PaKTOpoB, KaK MCIOJIb3yEMbIe KPUTEPUU OTOOpA U
OTBOJIa JOHOPOB, MOPSJAOK OPraHM3alMU KapaHTUHHOTO XpaHeHUs U 3P(HEKTUBHOCTH
COKpALIEHHs KOJIMYECTBA KOHTAMUHUPOBAHHBIX 00pa3LoOB IJ1a3Mbl, KOTOPbIE MOTYT IONACTh
B [IPOU3BOACTBEHHBIN ITyJI JIa3MBl.

117. JIrobast noctynHas uHPOpMaIus 0 KOHKPETHOM MOMYJISAIUU JOHOPOB U3 OCHOBHOTO
J0ChE Ha IMJIa3My JOJKHA HMCIIOIb30BaThCA MPU MPOBEACHUU OIEHKH pUCKA BUPYCHOU
0e3omacHOCTH MpernapaToB KpoBu. B ciyuae ecnu Takas mHpopmalus OTCYTCTBYET, €€
cledyeT HWCKaThb B JAPYTUX MCTOYHUKAX (Hampumep, OOIMIMX HIUJIEMHUOJIOTUYECKUX
MCCJIETOBAHUSIX WU KCIEPUMEHTAIBHBIX UCCIIEOBAHUAX JTOHOPCKOU MOMYJIALINH).

118. Ilepuon BupyceMuu ciieyeT ONUCHIBATh C YYETOM €0 IIPOJIOJIKATEIBHOCTH U TUTPA
Bupyca. [Ipu BBINOJHEHNN UHAUBUYAIBHOIO CKPUHHMHIA C UCIOJIb30BAHUEM CHEIUAIBHBIX
METOJIOB (CEpPOJIOTUYECKUX WM METOAOB aMIUIM(PUKALUN HYKJIEUHOBBIX KHCJOT) CIEAYyEeT
NPUHUMATh BO BHUMAHHE TUTP BUPYCa B KOHTAMHUHUPOBAHHOM JOHOPCKOM Marepuale,
KOTOPBIN HE MOJJAaeTCsl aHAJIU3y MPU MOMOIIM MOAOOHBIX TEXHOJIOTUH (Hampumep, MaTepua
MOJIy4YeH B MIEPUOJ] CEPOJIOTMYECKOT0 OKHA).

119. MuHUIyD IpEACTABISIET COOO0M ONMPEICTIEHHOE YUCIIO aJTUKBOT 00pa3IloB JOHOPCKOM
IUIa3Mbl, KOTOpble OOBEIUHEHBI B IYJbl JUISl TECTUPOBAaHUA. Te€CTUPOBAHHE MHUHHILYJIOB (
HaIpuMep, MpU UCHOJIb30BaHUU NoMolu TexXHOoJIorun NAT) MoKeT BBICTYyNaTh B Ka4eCTBE
3¢ (HEeKTUBHOTO CcpeacTBa OOHAPYKEHUS W HCKIOYEHHUS U3 HMCIOJIb30BAHMS JTOHOPCKOIO
Marepuaja C BbICOKOW KOHILIEHTpauueil Bupyca. B oboux ciyyasx (M mpu TECTUPOBAHUU
OTJENbHBIX JTOHOPCKUX 00pa3loB, U IPU TECTUPOBAHUM MHUHHUITYJIA) BOZMOMXHOE HCXOJIHOE
KOJIMYECTBO BUPYCA B MPOU3BOJCTBEHHOM ITyJi€ TUIa3Mbl JOJIKHO OBITH SKCTPANOIUPOBAHO C
UCIIOJIb30BAaHUEM NPHUOIU3UTENBHOW OLIEHKM THUTPAa M KOJMYECTBA HEOOHAPY>KEHHBIX
BUpEMHUUYECKUX 00pa31oB. OOHApYKUTh KOHTAMUHAILIMIO TOPA3/I0 Jerde npu MoMoOIIH Mep,
MO3BOJIAIOIINX UACHTU(PUIIMPOBATh U UCKIIOYUTh KOHTAMUHAHTHI HA YPOBHE MUHUITYJIA WU
OTZEJIBHOIO JOHOPA, YE€M IIPU TECTUPOBAHUU BCErO IPOM3BOJCTBEHHOTO IIyJa IUIA3MBI.
OnHako TECTHUPOBAHHME MPOU3BOACTBEHHOrO Iyjia IUIa3Mbl C MCIOJIB30BAHUEM METOIOB
aMIUTM(PUKAUU HYKJIEHHOBBIX KHUCJIOT MO3BOJSET ONPENEIUTh XOPOIIO KOHTPOJIUPYEMYIO
BEPXHIOIO TPAHUILY COACPKAHUS MOTEHIIUATbHBIX BUPYCHBIX KOHTAMUHAHTOB.

9.4. OneHka ciocOOHOCTH IpoIecca MPOU3BOICTBA
AHAKTHBUPOBATH U (WIH) 3TMMAHUPOBATH BUPYCHI

120. IlpyHuunel onpeaeneHnus: BO3MOXHOCTH TPOLECCAa TPOU3BOACTBA NHAKTUBUPOBATH U
(wn) (ynansiTe) BUPYChl U UHTEPHPETALMHU 3TUX JAHHBIX U3JI0KEHBI B IJIaBe 4 HACTOSIIUX
[IpaBun. Cnenyer Aoka3aTh MNPUTOJHOCTh YMEHBIIEHHOTO MaciiTtaba MpOU3BOJCTBA U
IPUEMIIEMOCTh TMOJy4aeMbIX KOA((PUIIMEHTOB CHUXXEHUS BUPYCHOW Harpy3ku. [pyrue



OTPAaHUYEHUS] HUCCIENOBAaHUM IO OYUCTKE OT BHUPYCOB: INPABUIBHOCTH CYMMHUPOBAHUSA
Jorapu(MoOB CHUXKEHUSI BHPYCHOM Harpy3kd Ha KaxJoM JTane, HNPUTOAHOCTD
HCIOJIb30BAaHHBIX BHPYCOB B BAJIMAALMOHHBIX HCCIEIOBAaHUAX, OJKCIIEPUMEHTAJIbHbIC
OTpaHUYCHMS U3MEPSEMOTO YPOBHS MHAKTUBALMU U (W) DIIMMHUHALIIH.

121. /ins BHOBb IMAarHOCTHUPOBAHHBIX BUPYCOB CIIEAYET TILIATENBHO PACCMOTPETH BCE
CBOMCTBEHHbIE UM crienuduueckue Gu3nIecKrue CBOMCTBa B CPABHEHUH C MOJIEISIMU BUPYCOB
, 0 KOTOPBIX yXe€ HMMEIOTCs AaHHble. Ecnu uccienoBaHue HOBOTO BHPYCa MOXET OBIThH
IPOBEACHO B JIAOOPATOPHBIX YCIOBHSIX, HEOOXOAMMO MPOBECTH HKCIEPUMEHTAJIbHBIC
HCCIIEIOBAHUS 11 OLEHKH COOTBETCTBHUS CBOMCTB HOBOTO BHpPYCAa pPaHEE MOJYYECHHBIM
NaHHbIM. EciM HOBBIM BUPYC HEBO3MOXHO HCIOJB30BaTh B OKCIEPUMEHTAIBHBIX
HCCIIEIOBAHUAX U TOJYyYEHHBIE paHEE NAaHHbBIE KAcAlOTCs BUPYCOB, KOTOPHIE HE SABISIOTCS
MOAXOASAUIMMU MOJAEIISIMU JUJI1 HOBBIX BHUPYCOB, HEOOXOJUMO PACCMOTPETh BO3MOXKHOCTb
IPOBEICHMS SKCIIEPUMEHTANIbHBIX HCCIEA0BaHUMN ¢ 0oJiee pOACTBEHHON MOJIENbIO BUpyca. B
3aBUCUMOCTH OT JOCTYITHBIX JAHHBIX PEIICHHE O HEOOXOAMMOCTH MPOBEICHUS AAJIbHEUILIEH
BaJIMJIALIMU C UCIOJIb30BAaHUEM COOTBETCTBYIOIIEIO BUpYca WK Oosiee criequpuIHON MOIEIH
BHUpYyca HEOOXOUMO MPUHUMATH C YYETOM BU/JIA IIpernapaTa KpoBH.

9.5. Pob cnenududeckux aHTUTEN B BEPYCHOM 0€30I1aCHOCTH

122. Bo3MOKHO€ MPUCYTCTBUE CEU(PUUECKUX AHTUTEI, HEUTPATU3YIOIIHUX BUPYCHI,
MOXXET IMOBBICUTh YPOBEHb BUPYCHON 0€30MacHOCTU MpemnapatoB KpoBu. OmpeneneHue
CIEKTpa aHTHUTEI, IPUCYTCTBYIOIIMNX B FTOTOBOM Ipernapare KpoBU, U MPOBEJICHHUE BAIUIALIUN
UX CIOCOOHOCTH HEHTPaInu30BaTh BUPYCHl MOTYT MCIOJB30BATHCS 71 0OOCHOBAHHS POJIH
cnenu@UUecKnuxX aHTUTEN B 00eCIIeYeHUU BUPYCHOM 0€30MacHOCTH KOHKPETHOTO MperapaTa
KpoBu. Bknan B oOecneueHue BUPYCHOM O0€30MACHOCTH CHENUPUUECKUX aHTHUTEI,
COJIepKaIUXCsl B TyJie TJIa3Mbl Uil (PpaklMOHHPOBAHUSA, CJIOKHO OIIEHUTh, TaK Kak
OTCYTCTBYET MH(pOpMAIUs O HEUTpaJM3alUUd BUPYCOB CIEHU(PUYECKUMHU aHTUTEIAMU Ha
TOM 3Tane MNPOU3BOJACTBA, KaK U JaHHbIE O COXPAaHEHHM CTAOUIBHOCTH KOMILIEKCOB
BUPYCHBIX aHTUT€HOB C aHTUTEJIAMHU B XOJIe JaJIbHEHIIeH 00pabOTKHU.

9.6. OCHOBHEIE IPHHIIMITEI OLICHKY PUCKA BUPYCHOM KOHTaMWHAIAH

123. CnocoOHOCTh MPOU3BOJACTBEHHOI'O0 MPOIIECCa WHAKTUBUPOBATH M (MJIM)
ANMMHUHUPOBATH BUPYCHI JOJKHA 3HAYUTEIBHO MPEBOCXOANTHh MOTCHIHAIBHOE KOJIUYECTBO
BHUpYyCa, KOTOPOE MOKET OOHApPYKUBATHCS B IMPOIECCE MPOU3BOJICTBA, JUISI TOTO YTOOBI
MO3BOJIUTH 00ECTIEUNBATH IOCTATOYHBIN 3amac 0€30MacHOCTH JUIsl TOTOBOT'O Ipernapara KpoBH
. Het xakoro-nmu60 KOHKpETHOro 3Ha4eHMsI TIOKa3aTellsd MPUEMIIEMOCTH BUPYCHOM HarpyskKu,
MOCKOJIBKY KO3((UIIMEHT COKpalleHUs KOJIMYECTBAa BUPYCHBIX YACTHUI[ 3aBUCUT OT



Pa3IMYHBIX KAYECTBEHHBIX aCIEKTOB MHTEPHPETALIMM PE3yJIbTATOB OICHKU. IoTeHIInanbHoe
MPUEMJIEMOE KOJIMYECTBO BUPYCHBIX YAaCTHUIl B OAHOM 103€ (OJHOW yHakKoBKe) mpemnapara
KpPOBH CIIETyeT PAaCCMaTPUBATh C YUETOM ATUX M IPYTUX (PaKTOPOB.

ITomcuer yacTur BUpyca B TOTOBOM Ipenapare KpOBH

124. O6bem mna3mbl, HEOOXOIUMBIN JJIsI TPOU3BOACTBA OJTHOM /103bI (OJTHOW YITAKOBKH)
rOTOBOTO Tpernapara KpPOBH, HEOOXOJMMO OMNPEACIATh C y4ETOM MPOU3BOIUTEIHHOCTU
MpoIiecca, pa3Mepa Cepru U KOJIMUECTBa 703 (KOJIMYECTBA YIIAKOBOK), MOJYYaeMbIX U3 OJHOU
cepun 1Ia3mMbl. COOTBETCTBYIOIIME JaHHBIC IMOJYy4alOT NpU BajJuJallMy Ipoliecca
MPOU3BOJACTBA Mpenapara KpoBu. MHpopmaluio 0 HEOOXOIUMOM KOJUYECTBE IJIa3MBbI, a
TaK>K€ JJAHHBIC, NMOJYYECHHBIC B BATUJALIMOHHBIX UCCIIEIOBAHUSAX BUPYCHOW MHAKTUBAIIUU, U
JTAHHBIE O BO3MOKHOM HCXOJHOM KOJIMUECTBE BUpYCa CIEAyEeT UCMOJIb30BATh ISl OLICHKU
KOJINYEeCTBA 4YacTHUIl BUpyca B OAHOM J03€ (ymakoBKe) mpemaparta KpoBu. [IpumepHoe
KOJIMYECTBO YACTHUIl BUPYCa BBIYUCIISIOT 1O popMyIie:

N=cxVR,

rae:

N — nmpuMepHOe KOJTUYECTBO YaCTHUIl BUpyca B OJHOM (hJIaKOHE Mpernapara 1mia3msl;

C — MOTEHIIMaIbHAasl KOHIICHTPALM BUPYyca B IyJI€ IJIa3Mbl;

V — 00beM 1m1a3Mbl, HEOOXOUMBIN JIJIs1 TPOU3BOJICTBA OJTHOTO (hIaKOHA Mpernapara KpOBU

R — xoadummeHT cokpamieHus: KoJIu4ecTBa BUPyca, MOJYYSHHBIH B BaJIMIAIIMOHHBIX

MCCJIEI0BAHUSIX.

IIpumep pacyeTa KOJIMUECTBA YaCTUL] BUPYCa IIPUBECH B T1aBe 2 HacToAmux IIpasuir.

125. KonnuecTBo npearonaraeéMbIX 4acTHIl BUpyca B OAHOM (JIaKOHE Mpenapara KpoBU
MOXKHO TaK)X€ pacCMaTpUBAaTh B AacClEKT€ HMEKIIMXCSA JaHHBIX O MHUHUMAJIbHOMN
MHDUIMPYIOIIEH a03€ Uil YeJIOBEKa U O KOJIMYECTBE Ipernapara KpoBU, KOTOPOE OOBIYHO
MCIIOJIBb3YETCs 111 BBEJIEHUS uenoBeky. JItoboe ykazaHue 103bl, JOCTATOYHON I 3apaKeHHsI
YeJioBeKa, CeAyeT MOATBEPAUTh JaHHBIMU O MyTH BBEACHUS NpernapaTta KpoBu. Ecinu takue
JaHHBIE HEJOCTYIHBI, CJIEAYET NPUMEHITh KOHCEPBATUBHBIN IMOJX0/ U UCIOIb30BATh T€HOM
BUpPYCa B KAUECTBE MHAUKATOPA UH(PEKIIMOHHBIX YacTULl BUpYyca B UCXOHOM Martepuaie. Kak
MPaBUJIO, HEJONMYCTUMO HCIIOJb30BaTh JaHHbIE 00 MH(PEKTUBHOCTU IN VItro, MOCKOJBKY
CJIO’KHO MOHSTh, OTPAXkAET JIU OTHOIIEHUE MEX1y MHPEKIMOHHBIMU YaCTULIAMU U T€HOMaMHU
BHpYCa, MOJYYEHHOI'O B KYJIbTYPE KJIETOK, MHPEKTUBHOCTbh BUPYCA, IPOUCXOASANIETO In VIVO.
bonee Toro, 4yBCTBUTENBHOCTh KYJIBTYpbl KJIETOK MOXXET HE OTpaxarb 3((HEeKTUBHOCTb
3apakeHUs In VIVo.

Kimavaeckwii oneIT ¥ HabmoaeHue



126. HeoO6xoauMo mpoaHaIM3upOBaTh KIMHUYECKUN OMBIT TIEpeaadyd BUPYCOB depe3
npernapaTt KpoBH, BKJIOUasi BCE COOOIIEHUS O Mepeiaue BUPYCOB uepe3 mpenapaT KpoBU WU
AHAJIOTMYHBIN JIEKaPCTBEHHBIN IIpenapar.

127. Uadopmarus 0 BO3MOKHOCTHU TIepe/laud BUPYCOB MPHU BBEIACHUM MallMEHTaM
MpernapaToB KPOBU BO BpeMs MPOBEJICHUS KIMHUYECKUX HUCCIIEIOBAaHUN HEIOCTAaTOYHA, TaK
KaK B HUX IPUHUMAET y4acTUe HEOOJbIIOE KOJUYECTBO MAIIMEHTOB U UCIOJIb3YIOTCS BCETO
HECKOJIBKO CEpHil mpenapaToB KPOBHU.

128. HakomnieHHBIN ONBIT KIMHUYECKOTO MPUMEHEHHS TIpernapara KPOBH MOKET OBIThH
MOJIE3€H /ISl OLIEHKU ero 0€30MacHOCTH MPHU YCJIOBUHU, YTO HU OJUH (DaKTOp, HETaTUBHO
BIUSIONINIA Ha O€30MaCHOCTH (HampUMep, SMUAEMUOIOTHYeCcKas 00CTaHOBKA), HE MPETEpIe
CEpPbE3HBIX U3MECHEHUM.

129. OnHako OTCyTCTBUE TOKYMEHTUPOBAHHOMW MEpeaauu He SIBISETCS CBUAETEIHLCTBOM
BUPYCHOW 0€30MacHOCTH mpemapara KpoOBH, TakKk KakKk MOTYT BO3HHUKATh
HE3apEerucTPUPOBAHHBIE ClIydyau TMepelaud BHUpyca WM TMpenapaT KPOBU MOXKET
UCIIOJIB30BATHCS JUIsl JICUCHUS TMOIMYJISIIIUU, HE BOCIPUUMYMBON K KOHKPETHOM MHDEKIUU.
DTO 0COOEHHO Ba)KHO ISl HOBBIX WJIM TE€X BUPYCOB, KOTOPHIE TJIOXO M3YUYEHBI B paMKax
CHUCTEMBI HaOII0IeHHS (Hanmpumep, napBoBupyc B19).

130. Cnenyetr npoBecTu OoLeHKY pucka nepenaun BMY, BupycoB renatutos A, B, C u
napBoBupyca B19 nns Bcex npenapaToB KpOBU MPU MPOBEACHUHU MPOLIEAYPHI PETUCTPALINH 32
UCKJIIOYEHUEM TIpenapaTroB anbOymuHa uenoBeka. OIlleHKa pUCKa HUCIOJb3yeTCs s
o0ocHOBaHUS (HOPMYIUPOBOK B OTHOIIIEHWH BUPYCHOM 0€30MMaCHOCTH U JIFOOOTO OCTATOYHOTO
NOTEHIIMATBLHOTO pHUCKAa B OOIIEed XapaKTepUCTHKE JIEKapCTBEHHOrO Ipenapara B
COOTBETCTBUM C mpuiiokeHrueM Ne 19 k TpeOGoBaHMSIM K MHCTPYKIIMU MO MEIUIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O IMpernapara U OOIIell XapaKTEepUCTUKE JIEKapCTBEHHOTO
npenapara Jyisi MeJUIIUHCKOTO TPUMEHEHUSL.

131. Ouenka pucka nepenauu napsosupyca B19 u Bupyca renatura A npu npuMeHEHUU
3apPEruCTPUPOBAHHBIX MPENapaToB KPOBU IMPOBOJUTCS MPHU HAJUYUM JI0KA3aTEJIHCTB
3¢ (PEKTUBHOCTH MEp OYHNCTKH B OTHOIICHUH 3THX BHPYCOB. [Ipw OTCyTCTBHH MOJ00HBIX
YTBEPKJACHUN MPOBOJUTH OLIEHKY pucka He TpeOyercs. B moOoM ciiyuae OlEHKY pHCKa,
cesi3anHoro ¢ BUY, supycamu renatuta B u C, mpoBoauts He TpeOyeTcs.

132. Omenka pucka HE MNPOBOJMUTCS [UJIsI HOBBIX pa3pabOOTAHHBIX WU
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenapaToB ajibOyMHHA 4YEJIIOBEKa, KOTOPHIC
MPOU3BOJISITCA B COOTBETCTBUM CO CHeNU(HUKAUSIMU HA OCHOBE (hapMaKOIEUHBIX CTaThen
®dapmakonen Coro3a, a NMpU OTCYTCTBUM B HEW JaHHOW CTaThbu — B COOTBETCTBUM C
dbapmakoneiHpIMU  CTaThsIMU  (papMakomei  TOCyJapCTB-WJICHOB  METOJaMH
¢pakuronupoBanus o Kony minu no Kuctnepy-Hutmmmany. B o0miyro xapakTepucTuky
JIEKapCTBEHHBIX MPETNapaToB albOyMUHA YeJI0BEKa HEOOXOMMO BKIIOYUTH 001IIee YKa3aHUe
0 BHUpycHOU Oe3zomacHoctu. OleHka pucka OylneT HeoOxoauma B ciydyae, €Clu s
MPOU3BOJICTBA MpernapaTa aibOyMHHA YE€JIOBEKA UCIIOIL30BAIH IPYTHE METO/IBI.



133. Heobxoaumo wuHGOPMHUPOBATH YIOJTHOMOYEHHBIE OpPTaHbl (SKCIEPTHHIC
OpraHM3allii) TOCYJIapCTB-WICHOB NpU OOHApPYKEHUU TMPU3HAKOB HHPULUHUPOBAHUS
JIOHOPCKOTO MaTepHalia, BKIFOUEHHOTO B Iy 1ia3Mbl, BUY wnu Bupycamu renatuta A, B u
C.

134. Eciu cBeneHus1, NMOJyYEHHbIE MOCEe cOOpa KPOBH, YKAa3bIBAIOT Ha IOIAJIaHHE
KOHTAMUHHUPOBAHHOM JIOHAIIMU B MPOU3BOJCTBEHHBIN MYJI MJIa3Mbl, HEOOXOIUMO MPOBECTH
OLICHKY PHUCKOB JUIsSl JaHHOW MapTUHU. B Takux ciaydasx HEOOXOAUMO COCNAThCA HA OLEHKY
PHUCKOB, BKJIIFOUCHHYIO B PETUCTPAIIMOHHOE JOChE TMpenapara KpoBu. B 1ensx o60cHOBaHUS
MOA00HON OIEHKH PHCKAa MOYKHO CChUIATHCS HAa YCTAHOBJIEHHBIM C IMOMOUIBIO TEXHOJOTUU
aMIIu(UKaI HYKICMHOBBIX KHCJIOT BEPXHUN TpeAea COAepKaHUsS MOTEHIIUATbHBIX
BUPYCHBIX KOHTAMUHAHTOB B ITPOU3BOJICTBEHHOM ITyJIE IJIa3MBI.

10. IIpenapaTsl KpOBH, HCIIONB3YEMEIE I IIPOM3BOACTBA APYTUX I'PYIII JIKAPCTBEHHBIX CPEICTB
B Ka9€CTBE BCIIOMOraTEIbHBIX BEMIECTB M B KA4ECTBE BCIIOMOraTEIIbHBIX MATCPHAIIOB B
MEIMIAHCKUX H3ACIIAX

135. IlpenapaTbl KpOBH IIMPOKO HCHOJB3YIOTCA JJISI MPOU3BOJACTBA JAPYTUX TPYIIII
JIEKaQpCTBEHHBIX CPEJICTB B KAUECTBE ChIPHEBBIX MaTEPHAIOB (HApUMED, AIbOYMUH YelloBeKa
UCIIOJIB3YETCS B Cpefie /ISl KyJIbTUBUPOBAHUS KJIETOK), PEAKTUBOB (HaNpUMep, aHTUTPOMOUH
n00aBIsieTCs MPU MPOU3BOACTBE KOHIIEHTpUpOBaHHOTO (akTopa [X), nedcTBYIONUX BEIIeCTB
(mampumep, paauodapMalleBTUUECKUX MpenapaToB) WM BCIOMOTATENbHBIX BEHIECTB (
HarpuMmep, aTbOyMHUH 4YeJoBeKa J00aBIISIETCS B IOJydaeMble W3 IUIa3Mbl IpernaparThl,
BaKIMUHBI U npenaparsl pekomOunantHout JIHK, antutpoMOun qo0aBisieTcs B KOHLIEHTPATHI
IIperapaToB MpOTPOMOMHOBOr0 KoMIuiekca). [Ipemaparsl KpOBU HCIIOIB3YIOTCS B KQ4eCTBE
BCIIOMOTATEJIbHBIX MAaTE€pHaJIOB B MEAMLUMHCKUX H3JEIUAX M, coriiacHo IlpaBunam
pPEruCTpai M SKCIEPTHU3bl 0€301acHOCTH, KadecTBa M 3(M(PEKTUBHOCTH MEIUIIMHCKUX
u3aenui, yreepxkaeHHbiM Pemennem Coera EBpasuiickoil 5JKOHOMUYECKONH KOMUCCHU OT 12
deppairst 2016 r. Ne 46, moBepraroTCs SKCIIEPTH3E B COOTBETCTBUH C 3aKOHOJIATCIILCTBOM O
JIEKapCTBEHHBIX Ipernaparax.

10.1. TIpocnexuBaeMocTh HHGOPMANKH ociie c6opa IUIa3MEI

136. TpeboBaHusl K pErUCTPAIMOHHOMY JIOChE Ipernapara KpOBHU, MPUBEICHHBIC B
HACTOSIIEH I1aBe B OTHOLIEHUH UCXOIHBIX MaTEPUAIOB, UCIIOJIb3YEMbIX IIPU MPOU3BOJICTBE U
pa3paboTKe mpernapara KpoBU, Mepax 1o OpraHU3aINK MPOCISKUBAEMOCTH OT JJOHOPAa KPOBU
(mma3Mpl) 10 TOTOBOTO IMpernapara KpOBU B NPSAMOM U OOpaTHOM HaIpaBJICHUSX,
pacupoCTpaHsIOTCS W Ha MNPOAYKTHI, IMOJy4yaeMble U3 IUIa3Mbl, HCIOJb3yEeMbIE IS
OpPOU3BOACTBA JPYIUX JEKAPCTBEHHBIX CPEACTB, NpEnaparoB MUJIW B KayeCTBE
BCIIOMOTATENbHBIX MPOU3BOJAHBIX KPOBH B COCTaBE MEAUIMHCKUX W3ACIUNA. ITO
NOApa3yMeBaeT 3aKIOUYEHUE KOHTPAKTa MEXKAY MPOU3BOAUTEIIEM MPOMEKYTOUHBIX



MPOAYKTOB IUIa3Mbl M TPOU3BOJUTEIEM TOTOBOTO JIEKAPCTBEHHOrO IIpernapara WIH
MEJIUIIMHCKOTO U3JIeIMs, B KOTOPOM OTOBOPEHO BEJICHHE 3aMUCEN O MPOCICKUBAEMOCTH ITUX
MPOAYKTOB IIa3Mbl B T€UE€HHE MO MeHbIIeH Mepe 30 JeT mocie T0HalNH.

10.2. KagecTBO u cenu(puKamyuu

137. Eciu npemapar KpOBH HCHOJB3YETCSA IS NMPOU3BOACTBA APYTUX TPy
JIEKapCTBEHHBIX CPEJICTB WJIM BBOJUTCS B COCTAB MEAULIMHCKOTO W3JENHS, €ro KauyecTBO
JIOJKHO COOTBETCTBOBATh TpeOOBaHUSIM COOTBETCTBYIomek ctathu dapmakonen Coroza, a
NpyU OTCYTCTBMU B HEM — TpeOOBAHUAM COOTBETCTBYIOIIEH CTaThu ¢apMakonei
roCyJIapCcTB-4JIEHOB, KaK M B Cllydyae MPOM3BOJACTBA TaKUX NpErnaparoB KpOBU [Js
MIPUMEHEHUS C TEPANIEBTUUECKUMH LIETISIMU.

138. Ecnu mpenapaT KpOBM HCIOJb30BaIM IS MPOU3BOJCTBA APYTUX TPYIIII
JIEKApCTBEHHBIX CPEJCTB WM BKJIIOUMWIHM B COCTAB MEIULMHCKUX H3JEIUM, TO MOJHYIO
uH(popMaIio 00 3TOM Ipenapare KpoBU HEOOXOIUMO BKIIIOYATh B PETUCTPALIMOHHOE JTIOChE
TaKHUX JIEKaPCTBEHHBIX CPEACTB WJIKM MEJULMHCKUX U3/IETUN.

139. B cnyyae ncnosib30BaHMs B MPOU3BOJCTBE 3apErUCTPUPOBAHHOIO MpenapaTa KpOBH
B KAauyeCTBE BCIIOMOraTEJbHOTO BEIIECTBA W HaIW4Yud HHQOpMALMUM O IUIa3Me JJs
(bpakIMOHUPOBAHUSI, COJIEPXKAIIEHCS B OCHOBHOM JIOChE IUIa3Mbl, MOJHBIM KOMIUIEKT
JOKYMEHTOB, IMOJTBEPKAAIOUIMX KAayeCTBO ATOTrO Mpernapara, MOXKHO HE BKJIOYATh B
PErMCTPAaLIMOHHOE J10Che. B 3TOM cilydae 10CTaTOYHO MPEICTaBUTh KOMIUIEKT TOKYMEHTOB,
BKJIIOYAIOIIUM TEXHOJOTMYECKYI0 CXEeMy Mpoliecca MPOU3BOJICTBA, CHEUUPUKAIUM Ha
rOTOBBIA TpemapaT KpPOBHU, PE3IOME AAHHBIX O CTAaOMIBHOCTH, BKJIIOYas JaHHBIE 00
0I00PEHHOM CpOKE TOJIHOCTH, OIEHKY pHUCKa BUPYCHOM KOHTaMHHAIlUM U OIHUCAHHE
KaueCTBEHHOI'0 U KOJMYECTBEHHOI'O COCTaBa TaKoro Mpernapara.

140. Ucnonb3yemble B MPOU3BOJICTBE IMpeENapaTbl KPOBU COTVIACHO CHENUPUKAIUSAM
JOJIKHBI UMETh NENUCTBYIOIIMI CPOK TOJHOCTH (CPOK XpaHEHHs) HA MOMEHT BKIIIOUEHHS B
COCTaB HCXOJHOIO Marepuasna, IPOMEXYTOYHOIO MPOAYKTa, TOTOBOIO JIEKAPCTBEHHOI'O
npenapara Wil MEAUIIMHCKOTO U3IEHsI.

141. B aTom cimydae pa3paboTka ¥ HCCIIEJOBAaHUE JICKAPCTBEHHOTO TpernapaTa (Hampumep,
(dapmanieBTHUECKas pa3padOTKa, BHYTPUIPOU3BOJCTBEHHBIE MCIBITAHUS WM HCIBITAHUS
rOTOBOTO IIpenapara, a TakKe HCClIeoBaHusd CTaOWJIbHOCTH) OyayT yKa3blBaTh Ha
IPUTOTHOCTH IperapaTa KpOBH IJI UCIOJb30BAaHUS B IPOU3BO/ICTBE.

142. He tpeOyetcst mpoBEJEHUE OTNIEIbHBIX UCCIIEIOBAaHUN CTAOMIHLHOCTU C TOTOBBIM
penapartoM KpOBH, BKIIOYAIOIIMM BCIIOMOTATE/IbHbIE BEIIECTBA WM PEArcHTHI,
HaXOJISALIMXCS Ha PA3HBIX CPOKAX XPAHEHUS.

143. Ecnn 3aKOHOATENBCTBOM TOCYJApCTBa-yj€HA MPEAyCMOTPEHO MOJIYyUYEeHUE
paspelieHuss yInoJHOMOYEHHOTO OpraHa Ha BBINYCK CEpUM MpenapaTtoB KPOBH, TO B
OTHOILIEHUH MPOU3BOJAHBIX KPOBH, UCMOJIb3yEMbIX B MEAUIIMHCKUX U3ACIUIX, JOJKHBI ObITh
IPEe/ICTaBIICHbI CBEICHUS 00 UCIIBITAHUK 00pasiia KaKI0i cepuu Takoro HepachacoBaHHOTO



u (MIM) TOTOBOTO MPOJYKTa TOCYIAapCTBEHHOW sabopartopueit wim jabopaTtopuei,
BBIOpaHHOM YMOJHOMOYEHHBIM OpPTraHOM I'OCY/1apCTBa-ujieHa JjIsl ATUX IIEJICH.

10.3. CuexpoHHM3aIusa CPOKOB F'OAHOCTH (CPOKOB XpaHECHH)

144. Ecnu npenapar KpOBH HMCHOJB3YETCS ISl MPOU3BOACTBA APYTUX TPyl
JIEKAPCTBEHHBIX CPEICTB WJIM BBOJMTCS B COCTaB MEIMIIMHCKOTO HW3/€NUs, HEOOXOAUMO
CUHXPOHHU3UPOBAaTh CPOK €ro FOAHOCTU (CPOK XpPAaHEHHUs) CO CPOKOM TI'OJHOCTH I'OTOBOTO
Ipernapara Ui MEIUIUHCKOTO U3IENUS ISl CIIEIYIOMNX HEICH:

o0ecreyeHus: COOTBETCTBUS IPENapaToB KPOBU, KOTOPHIE MCIOJIb3YIOTCS B KaUeCTBE
BCIIOMOTATEJNbHBIX BEUIECTB B APYTMX JEKAPCTBEHHBIX Mpenaparax MW B KayeCcTBE
BCIIOMOTATEJIbHOTO TMPOU3BOJHOTO KPOBH, JIEHWCTBYIOIIMM PEKOMEHAALMSIM IO BHIOOPY
NOHOpA, CKPHUHUHTY JOHOPCKOrO Marepuaja MU TECTUPOBAHUIO IIyJia IUIa3Mbl U
JOKAa3aTeNbCTBA, YTO I 3TOTO UCIIOJIB3YIOTCS COBPEMEHHBIE METOABI TECTUPOBAHMS;

oOecrieyeHus COOTBETCTBUS IOKa3zaTeNel KayecTBa Ipernapara KpOBU aKTyaJlbHbIM
TpeboBanusiM dapmakonen Coro3a, a IpH OTCYTCTBUU B HEH — aKTyallbHbIM TPEOOBAHUAM
(dapmakoriell Tocy1apCTB-YWIECHOB.

145. YV npousBoauTens MOTYT BOSHUKHYTBH CIOKHOCTH IPU CUHXPOHHU3ALMU CPOKOB
TOJTHOCTH CEpPHUH MPEenapaToB KPOBU, KOTOPBIE UCIIOIB3YIOTCA B KAYE€CTBE BCIIOMOIaTEIbHBIX
BEILECTB WUJIM B Ka4€CTBE BCIOMOIaTENIbHOTO MPOU3BOJIHOIO KPOBU, CO CPOKAMU TOJHOCTH (
CpPOKaMU XpaHEHHs) JIEKapCTBEHHOM (OpMBI WIM MeAUIUHCKOro wusnaenus. Jlioboe
OTKJIOHEHHE OT TPeOOBAHMM, MPEyCMOTPEHHBIX MMYHKTOM 144 HacTosiero pasaena, J0JIAKHO
OBbITb 00OCHOBAHO.

146. JIroboe n3meHeHue TpeOOBaHUM K UCXOAHBIM MaTepHajlaM U KaueCcTBY MpEenapaTroB
KpOBU TpeOyeT OLIEHKH BIMSIHUS BHECEHHBIX N3MEHEHH, BKIIIOYasl OLIEHKY O€30I1aCHOCTH, HE
TOJBKO B OTHOLIEHMM BO3MOKHOCTH MCIIOJB30BaHMUS TAKOrO IIpernapara B KayecTBE
JNENUCTBYIOIIETO BEIIECTBA, HO U B OTHOILIEHUH MCIIOJIb30BaHUs B POU3BOJACTBE IPYTUX IPYIIIL
JIEKAPCTBEHHBIX CPEJICTB WIK MCIOJIb30BAHNS B COCTABE MEIUIIMHCKOTO U3ETIH.

10.4. TIpenapatsl ams0yMuHa 9en0BeKa

147. Tlpenapatsl anr0yMHUHA YEIOBEKA, MOJTYUYECHHBIC COTJACHO YTBEPKICHHBIM
IPOM3BOJICTBEHHBIM MPOIECCaM, UMEIOT JI0CTATOYHBIN MPOPHIIb KIMHUYECKON 6e30macHOCTH
B OTHOIIICHUH TIEpeIaur BUPYCOB. TeM He MeHee MOTHas TapaHTHsl BUPYCHOU 0€30MacHOCTH
npenapaToB aJlbOyMHHA 4YeOBEKa M JPYTUX JIEKAPCTBEHHBIX CPEACTB, MOJy4YaeMbIX W3
IJIa3Mbl KPOBU YEJIOBEKA, OTCYTCTBYET.

148. TTockonbKy 0OlHA cepus Mpenapara aibOyMruHa YeT0BEKa MOXKET ObITh MCIIOJIH30BaHA
B KaueCcTBE BCIIOMOTaTEJbHOTO BEIIECTBA JJIsI MPOU3BOACTBA HECKOJBKUX CEPUN IPYTHX



JIEKapCTBEHHBIX MPENapaToB WIM MEIUIMHCKUX HU3JIeNUi B HEOOJBIINX KOJIMYECTBAX,
HEO0OXOJIMMO THIATEILHO OTOMPATH UCIIOJIB3YEMYIO CEPUIO TIpernapaTa aJp0yMuHa YyeaoBeKa C
[EJIbI0 OTPAHUYCHUS OT3bIBA OOIBIINX 0OBEMOB MIPOIYKIIUU C PHIHKA.

I'maBa 21. Yxa3aHausa mo mpoON3BOACTBY H KOHTPOIIO KA9ECTBA IN€TEPOIOTHIHBIX
AMMYHOTJIOOYJIMHOB M CBIBOPOTOK

1. OOmue monoxeHus

1. B HacTosmiel riaBe MpWBEISHBI MPaBWIa U YKa3aHHUs M0 OTOOPY W MCIBITAHUSIM
MCXOJIHOTO MaTepHalia, MPOU3BOJICTBY M KOHTPOJIO KauyecTBa JICKAPCTBEHHBIX MPEMapaToB
MMMYHOTJIOOYJIMHOB U CBIBOPOTOK JKHBOTHBIX-TIPOYIICHTOB M COJAEPIKATCS TPEOOBAHUS K
(dhapMaieBTHYECKON pa3pabOTKe TETEPOJIOTUYHBIX MpPEerapaToB HMMYHOTJIOOYJIWHOB U
CBIBOPOTOK, K KUBOTHBIM-TIPOAYLIEHTAM, aHTUTE€HAM, UCIIOJIb3YEMBIM JIJI1 UMMYHU3AIUU, U
MepaM 10 00€CIeUeHNI0 BUPYCHOW 0€30MacHOCTH paccCMaTpUBAaEMOM T'PYIIIbI TPENapaToB.
NMMyHOTIO0YJIUHBI ¥ TUIIEPUMMYHHbBIE CBIBOPOTKHM KMBOTHBIX IMOJYYalOT U3 CHIBOPOTOK
Pa3IUYHBIX BUIOB KUBOTHBIX, B TOM YHCJIE KPOJHMKOB, JIOIIAICH, KO3 U oBell. JlomyckaeTcs
UCIIOJIb30BAaHUE WHBIX BHUJOB KWUBOTHBIX, HANPUMEP Kyp, €CIM 3TO OOOCHOBAHO
MPOM3BOJIUTENIEM B JOKyMEHTax Mo (papmarieBTUUeckoil paspaborke. s mamueHToB, Y
KOTOPBIX MMEETCS HEMEePEHOCHUMOCTh Te€TEepPOJIOTUYHOrO Oenka, CIeayeT MPeryCMOTPETh
aNbTCPHATUBHBIC JICKAPCTBEHHBIC IMpEIapaThl, MOTyYaeMble M3 CHIBOPOTKH Pa3HBIX BHUIOB
KUBOTHBIX.

2. Ilna3ma (ChHIBOPOTKA) KPOBHM KUBOTHBIX-MPOAYIIEHTOB, UMMYHH3UPOBAHHBIX
OTIPEICTICHHBIM AaHTUTCHOM, SIBJISICTCSI HICTOYHUKOM TIOJTYYCHHS OMOJIOTHYECKOT0 MaTepHaa,
UCIIOJIB3YEMOT0 /U1 TIPOU3BOJACTBA MPEMAPATOB T'€TEPOJIOTUYHBIX UMMYHOTJIOOYIMHOB U
WMMYHHBIX CBIBOPOTOK (Z1ajliee — mpemnapaTbl UMMYHOTJOOYJIHMHOB ¥ CBIBOPOTOK),
MpeHA3HAYEHHBIX JJIs1 TEPANEBTUYECKOTO U MPO(PIIAKTUIECKOTO MPUMEHEHHS y YeJIOBeKa.
OunnieHHbIC TIpenapaTbl KMMYHOTJIOOYIMHOB M CHIBOPOTOK COJIEpKaT MPEUMYIIICCTBEHHO
MMMYHOT100yIuHBI G 11a3Mbl (CBIBOPOTKH ) KPOBU AKUBOTHBIX-TIPOTYIIEHTOB.

3. [IpenapaTbl UMMYHOTJIOOYJIMHOB U CHIBOPOTOK, SIBJISIOIIMECS YACTUYHO OUYMILIEHHBIMU
mpernapaTaMu, MOTYT TaK)K€ COJEPKAaTh B COCTABE IPYTHe KOMITOHEHTHI TUTa3Mbl (CBIBOPOTKH)
, HE OTHOCSIIHMECS K HMMMYHOTJIOOYJIMHOBOW (pakiuu Iia3Mbl (CHIBOPOTKH) KPOBU
KUBOTHBIX-TIPOYIICHTOB. Takue mpemapaTbl IMMYHOTJIOOYJTMHOB M CBIBOPOTOK OOOTAICHBI
cnenupUIeCKUMH aHTUTENIaMU K aHTUTEHY, UCIIOJIb30BAHHOMY I UMMYHU3AIMH, HO MOTYT
TaKKe COJIepXaTh AHTHUTENIAa MPOTUB APYTUX AHTUTCHOB, UMMYHHU3AIUS K KOTOPHIM HE
MIPOBOJINIIACH, & TAK)KE OTIMYATHCS MOKA3aHUSIMHU K UX TPUMEHEHHUIO.

4. HoMmeHkaTypa MnpernapartoB UMMYHOTJIOOYJIUHOB U CBIBOPOTOK, MOJYYa€MBIX OT
KUBOTHBIX-TIPOYIICHTOB BKJIIOYAET B CEOS:

UMMYHOTJIOOYJIHH (CBIBOPOTKY) aHTUIUMQOIIUTAPHBIH;



CBIBOPOTKH aHTHUTOKCHYECKHE MPOTUB MUKPOOHBIX M JAPYTMX TOKCUHOB (Hampumep,
MPOTUBOOOTYJIMHUYECKUE CHIBOPOTKHU, CBIBOPOTKM IPOTUB TUTOKCUHA);

CBIBOPOTKH MPOTUB OAKTEPUATHLHBIX U BUPYCHBIX AaHTUTCHOB;

CBIBOPOTKH MPOTHUB SII0B 3MEH, CKOPITUOHOB U MAayKOB.

5. I1oCKOJIbKY TEpaneBTUYECKOE MPUMEHEHUE CHIBOPOTOK OCYLIECTBISIETCS ¢ Hayana XX
BEKa U 10 HACTOSIIIee BPEMsi, UMEETCSl 3HAUYNTEIbHBIN MPAKTUUECKUI OTBIT UX MPOU3BO/ICTBA
Y KOHTPOJISl Ka4yeCcTBa.

6. [lpemaparsl aHTHIMMGOUUTAPHOTO UMMYHOIJI00YJIHMHA (CHIBOPOTKH) HIUPOKO
UCIIONB3YIOTCS 111 TPO(PMIAKTUKN U JICYEHHUSI OCTPOTO OTTOPKEHUsS TpaHCIUIaHTaTa, IS
JIeYeHUs NaTOJIOTUH, BbI3BAHHOW peakuueil "TpancruianTaT npoTus xo3suHa" (GvHD) nocine
TPaHCIUIAHTALIMK KOCTHOT'O MO3Ta, U JICYEHUS alulaCTUYECKOW aHEMUHU.

7. Pa3zpaboTaHbl HOBbIE IpenapaTbl UMMYHOIVIOOYJIMHOB M CHIBOPOTOK, HallpuMep
UMMYHHAasi CBIBOPOTKA, TIOJyYeHHAsI U3 JKeJITKa Kyp, Ui JiedeHus: auapen y 6onbHbix CITA,
BBI3BAaHHOM Mapa3uTapHbIMU HHpeKIUsAMU. [IpenapaTel NMMYHOITIOOYJIMHOB U CHIBOPOTOK
npeIHa3HAYeHbI JIJI1 BHYTPUMBIIIEUHOTO, BHYyTPUBEHHOTO U MOAKOXHOTO TTpUMeHeHus. [{is
MIPUMEHEHUS] HEKOTOPBIX JIEKAPCTBEHHBIX IMPENapaToB TpeOyeTcs HX MNpelBapUTEIbHOE
pasBesieHre 0OJIbITUMU 00beMaMK (PU3UOIOTMYECKOTO PacTBOPA.

8. IlepBble mpenapaTbl HEOUMILEHHBIX CHIBOPOTOK KPOBHU KUBOTHBIX, MOJYyYEHHBIE
OpelUnuTalel u coaepx aiiue, TOMUMO LEIbHBIX aHTHUTEN, Apyrue (HU3MOJOTHUYECKUE
KOMITOHEHTBI CBIBOPOTKH KPOBH KMBOTHBIX, 3aMEHSIOTCSI B HACTOSAILEE BPEMSI OUUILIEHHBIMU
npernaparaMd HMMMYHOIVIOOYJIMHOB, KauyeCTBO KOTOPBIX JOJDKHO COOTBETCTBOBATH
tpeboBanusiM dapmakornen Coro3a, a MpU OTCYTCTBUU B HEW — TpeOoBaHUSAM (hapMakorieit
rocyJapCTB-4JI€HOB.

9. Ilpornecc mpou3BOACTBAa BHOBB pa3padaThIBAEMbIX MPENapaToB UMMYHOTJIOOYJIMHOB U
CBIBOPOTOK JIOJDKEH MpeaycMaTpuBaTh 0osee 3¢ (heKTUBHbIE CTaAuu UX ouucTKU. Hanmpumep,
npenapatbl UMMYHOTJIOOYJIMHOB M CHIBOPOTOK, COJAEpXallhe B KAaueCTBE JEHCTBYIOLIUX
BemecTB ounieHHbie F(ab'), mnn Fab ¢parMeHTs! MMMYyHOITIOOYJIHHOB, MOIyYarOT B

pe3ysibTaTte (PepMEHTATUBHOIO MPOTEONIN3a OelKa MOJIEKYJIbl HIMMYHOIJIOOYJIMHA MTETICHHOM
WM MarauHOM.

10. BaxHO#l 0COOEHHOCTHIO KIMHHUYECKOTO MPUMEHEHUS IMpenaparos
MMMYHOIJIOOYJIMHOB M CBIBOPOTOK SIBJIIETCS BBICOKMI PHCK HEKENATENbHbIX pPEaKIIHil,
CBA3aHHBIX C CEHCHUOWIM3alMell pEeIUIUEeHTOB BCIIOMOTraTeIbHBIMU BEIIECTBAMH,
MUPOTreHaMHM, arperupoBaHHBIMU MOJIEKYJaMU M UMMYHHBIMU KOMILJIEKCAaMHU. TeXHOJIOrUs
MPOU3BOJACTBA MpPENapaToB HMMYHOIJIOOYJIMHOB M CBIBOPOTOK JOJDKHA OOecredynBaTh
BBICOKMI YpOBEHb OYMCTKHU OT OaJUIACTHBIX BEIIECTB, a TAK)XKE O€30MaCHOCTh B OTHOLLIEHUU
BHUPYCOB M MPUOHOB (HampuMmep, Bo30yaurens ryouaroi sHuedanonatuu (TSE)). Iloatomy
HEOOXOJIMMO CTPEMUTHCSI K COBEPILIEHCTBOBAHMIO IIpOLECCa MPOU3BOJACTBA MPENapaToB
MMMYHOTJIOOYJIMHOB M CHIBOPOTOK C LIETBIO CHMXKEHHS KOJIMYECTBA TE€TEPOJIOrMYHOro Oenka,



K YMEHBIIEHUIO KOJMYECTBA €ro arperupoBAHHBIX MOJEKYJ, MOBBIIICHUIO BUPYCHOU
0€30MaCHOCTH TMOJy4YaeMbIX MpEernapaToB UMMYHOTJIOOYJIMHOB U CHIBOPOTOK M pa3paboTke
aZIeKBaTHBIX METOJIOB KOHTpoyisi. KadecTBO HMMMYyHOTJIOOYJIWHOB (TUIIEPUMMYHHBIX
CBIBOPOTOK) JKMBOTHBIX HEOOXOAMMO aHAJIU3UPOBATh B COOTBETCTBUU C WHIWBUIYATHHOMN
MpoOrpaMMoOM, MPUHUMAas BO BHHUMAaHUE CBOMCTBA KaXKJOTO JICKAPCTBEHHOTO Iperapara,
MOKa3aHUs K €ro MPUMEHEHHUIO M Halliuue Ha PhIHKE ajlbTEpHATHUBHBIX mpemnapaToB. K
MPOU3BOJICTBY U KOHTPOJBHBIM MCHBITAHUSAM JaHHOUN TPYIIbl JEKAPCTBEHHBIX MPENapaToB
JOJDKEH TpuMeHAThes npuHiun 3R (3ameHa, ynydiieHue u cokpaiienue (replacement,
refinement, reduction)), ykasanusiii B riase 15.2 Hacrosmux [IpaBui.

2. OGnacTh IpUMEHEHHS

11. Hacrosimiasi riiaBa COAEP>KUT TpeOOBaHUS K IMpenapaTaM UMMYHOIVIOOYJIMHOB U
CBIBOPOTOK, UCIOJIb3YEMBIM ISl IPUMEHEHHMSI Y YEIOBEKA C TEPANEBTUUECKUMH LIETSIMU, U HE
pacnpocTpaHseTcsl Ha penapaTbl MMMYHOTJI00YJIMHOB U CBIBOPOTOK, MPeHA3HAYECHHBIE IS
TUAaTHOCTHYCCKUX IIEeJICH.

3. YcraHOBIICHHE XapaKTEPHCTHK MpeNnapaToB HMMYHOTIIOOYIHHOB
H CEIBOPOTOK BO BpeMs (apManeBTHIECKO# pa3paboTku

12. JleiicTByroI1I€€ BEMIECTBO JIOOOTO pa3zpabaTbiBaeMOro mnpenapara MMMYHOTJIOOYJTMHOB
Y CBIBOPOTOK JIOJIKHO OBITh U3y4E€HO (0XapaKTEPU30BaAHO) XUMHUUYECKUMH U OMOJIOTHUYECKUMHU
METO/IaMH.

13. Ocoboe BHMUMaHUE JOTKHO OBITH YJEJIEHO HCIOJIb30BAHUIO IIUPOKOIO CIEKTpa
AQHAJIUTUYECKUX METOJOB JUIS HW3YyYCHUS PAa3IUYHBIX (PU3UKO-XUMHYECKHX CBOWCTB
uMMyHOTJI00yIMHA. Heobxoammo 4eTko omnpeneauTh 00beM 00s3aTeNbHBIX HCCIIeTOBAHUN
JUTSI BCECTOPOHHEH OIICHKH CBOWCTB MMMYHOTJIOOYJIMHA TIPH (hapMaIieBTUYECKON pa3paboTKe
U TEepEeUYCHb HCMBITAHUHN, TPEeOyeMbIX ISl OIEHKM KayecTBa KaKJOW CEpPUU TOTOBOTO
npenapara. Takke HeoOX0IMMO TTOATBEPIUTh, YTO TperapaT 00JagacT XapaKTePUCTUIECKIM
npodusieM CBI3bIBAHUS C AaHTUTCHAMH.

14. JTomKHBI OBITH M3YYCHBI JKEIATEIbHBIC U HEXEIaTeIIbHbIC BTOPUYHBIE TTPOIIECCHI,
BO3HUKAIOIINE TIOCIIC CBSI3BIBAHHS C aHTUTC€HOM-MHIICHBIO, & TAKXKE MOJTBEPKICHO, UTO
NPOJIYKT COACPKUT YCTAHOBJICHHYIO KOHIIEHTpaluio uMMyHornooynuHa G. Heobxomumo
HCCIIEIOBATh COACPKaHNE MMMYHOTJIOOYJIMHOB IpYrux KiaccoB. [lpemapaT He mOMKEH
COJIepKaTh aHTUTEINA, TEPEKPECTHO PEArupyronde ¢ TKAHSIMHU 4YelOBeKa B KOJIMYECTBE,
KOTOPO€ MOYKET CHH3UTh KIMHUYECKYIO 0€30MacHOCTh. [Ipu MCIoMb30BaHUN SPUTPOIIUTOB
JUIs. TIpOBeNeHUsT abcopOIuM cieayeT MNOATBEPAUTh HU3KUM YpPOBEHb OCTATOYHOTO
coJiepKaHUs TeMOTI00MHA.

15. JomkHOo OBITH OIpeeeHO coAcpKaHue OeKa, ero COCTaB, CTCICHb arperamuy 1
dbparMeHTaMu MOJEKYJbl UMMYHOrjgoOyinuHa. Ecnu mnpu mnpoBeneHun adcopOumu



HCIOJIb30BaHbl KJIETKHA KPOBH YEJIOBEKA, CIEAYET MPOJAEMOHCTPUPOBATH HU3KOE OCTATOYHOE
coJepKaHUe TEeMarrlOTUHUHOB M TE€MOJM3WHOB B mpenapate. lomkHa OBITH OlleHEHA
UMMYHOPEAKTUBHOCTh UMMYHOTJIO00YIHHOB. CleayeT OnmpeneiuTh YACIbHYI aKTUBHOCTH
OUMIIICHHBIX JIEKAPCTBEHHBIX MpenapaToB UMMYHOIIOOyMHOB. Hacrosiue TpeboBaHus HE
OTHOCATCSL K TEM IpernaparaM, KOTOpble ObUIA 3aperuCTPUPOBAHBI B COOTBETCTBUM C
IIpaBunamu perucTpanuy U 3KCHEPTU3BI 10 BCTYIUIEHUS B CUIIY HACTOSIIIEH TJIaBBbl.

4. Tpe6oBaHu K MPOU3BOACTBY IIPENIApaTOB
AMMYHOTJIOOYJIMHOB M CBIBOPOTOK

16. TexHOIOTHH, aHAIOTUYHBIC TEXHOJIOTUSM MPOU3BOJICTBA MPOTUBOCTOIOHIYHBIX U
MPOTUBOANGMTEPUUHBIX CHIBOPOTOK, HCIIOIB3YIOTCS TaKXKe JJIsl MOJYyYECHHS MpernapaTroB
CBIBOPOTOK MPOTHUB 5iJa 3Mel (aHTUBEHOMOB) U JPYIMX AHTHUTOKCHYECKUX CHIBOPOTOK (
HaIlpuMep, OCaxAeHUE Cylb(aTroM aMMOHUS, (PEPMEHTATUBHBIN (ITETICHHOBBIN) TIPOTEOJIH3,
KOaryJsiuu O€JIKOB TEIUIOBBIM METOJOM M COpOLMS TejdeM TUIIPOOKHUCH aTIOMHHUSA).
[IpemapaTel UMMYHOTJIOOYJIMHOB AHTHJIMMQOIIMTAPHBIE IOIYYalOT C HCIOJIb30BAHUEM
KOMOWHAIIUY MPEIUITUTALUUA U XpoMaTorpaduueckux MeTooB. [1oCKoIbKYy HCTIOIb3yeMbIe
METOJIBI TPOWU3BOJICTBA PA3JIUYHBI, KauyeCTBO JICKAPCTBEHHBIX IMpPENapaToB MOXKET
3HAUYUTENBHO Pa3INYaThCs (BapbUPOBATH).

17. OCHOBHBIMH CTQIMSIMH TIpOIIecCca MMPOU3BOACTBA MPENapaToB UMMYHOTJIOOYJITUHOB U
CBIBOPOTOK SIBJISIFOTCS:

IPUTOTOBJICHUE AHTUTEHA JIJI1 UMMYHHU3ALIHH;

UMMYHU3AIHs] )KUBOTHBIX;

cOOp CHIBOPOTKH;

a0bcopOI1IMs HEIIeJIEBbIX aHTUTEN (B TOM YHKCIe COPOIMS HELENEeBbIX aHTUTEN K KIIETKaM (
TKaHsIM) YEJIOBEKA);

OYHMCTKA, BKJIFOYAIONIAs B C€0s CTaJIMA MHAKTUBAIIUY U (WJIH) DIIMMHHAIIIN BUPYCOB;

no0aBlieHHE BCTIOMOTATENbHBIX BEIIECTB U PO3JIHB.

4.1. )XuBOTHBIC-IPOAYLCHTHI, HCIIONIB3YEMBIE I MOIYy9CHHA IIa3MbI (CRIBOPOTKH) KPOBH IS
POW3BOJICTBA IPEIaPaTOB HMMYHOIJIOOYIMHOB B CHIBOPOTOK

18. JlepxkaTenb perucTpallMOHHOTO YIOCTOBEPEHHS MpErnapaToB UMMYHOIJIOOYJIMHOB U
CBIBOPOTOK JOJDKEH TapaHTUPOBATh, YTO >KUBOTHBIC-MPOIYLIEHTHl MOCTYHAIOT U3 MECT
pa3BeleHHUS] JKUBOTHBIX (NMUTOMHUKOB, (epM), HaAXOAAMMUXCA TOJ KOHTPOJIEM
YIIOJJHOMOYEHHBIX OPraHOB rOCYJapCTB-UJICHOB U PETYJISIPHO MOABEPTraOIINXCs ayIUTaAM.

19. Beibop Buga UCTOIB3YEMBIX KUBOTHBIX JOJDKEH OBITH 0JI00PEH YIMOJIHOMOYEHHBIM
OpraHoM ToCyAapcTBa-4ieHa, *XUBOTHbIE JIOJHKHBI OBITH 3I0POBBIMH, HAaXOAUTHCA O]



TIIATEJbHBIM BETEPUHAPHBIM HAOIIOJCHUEM C OO0EecledYeHueM HaJJIekKaIero yxoJa.
BriOpaHHbIe )KUBOTHBIE JOJKHBI MCIOJIB30BaThCS TOJBKO JJI MPOU3BOJCTBA MpernapaToB
UMMYHOTJIOOYJIMHOB U CHIBOPOTOK.

20. )KuBOTHBIX-TTPOAYLIEHTORB 10 BO3MOXKHOCTH HEOOXOIMMO COJIEP>KAaTh B TUTOMHUKAX
3aKphITOro Tumna. Mcnonb3yemblil BUJT )KUBOTHBIX, UX TPOUCXOXKICHUE U KOJIHMYECTBO CIEAYET
uaeHTu@uuupoBars. l[lpouenypsl TpPaHCHOPTHUPOBKU U HUCIOJIb30BAHHUS >KUBOTHBIX B
mpoiecce NPOU3BOJACTBA, B TOM UHCJIE KapaHTUHHBIE MEPONPUATHUS, CIEAYET
JOKYMEHTHPOBaTh. B ciiydae npeabsBiaeHUs pa3HbIX TPEOOBAHMI K TUIEMEHHBIM KUBOTHBIM H
T€M, KOTOpbI€ HCIOJB3YIOTCS [JI1 MPOU3BOJACTBA IMpenapaToB HUMMYHOTJIOOYJIMHOB U
CBIBOPOTOK, 32 HCKJIIOYEHHEM KPYMHBIX >KUBOTHBIX, CIEAyeT YyKa3aTh JaHHBIA (aKT B
PErUCTPAIMOHHOM JIOChE.

21. McTOYHUK, NOJJIMHHOCTh U CBEIICHUS O KOHTPOJIE 32 KUBOTHBIMU, B3SITBIMU TS
dbopMupoBaHusa CTaja, AOJKHBI COJIEPKATHCA B JIOKYMEHTAIlMU IO MPOU3BOJICTBY
JIEKapCTBEHHOTO Mpenapara. B MUTOMHUKAaX KOPMIIEHHE )KUBOTHBIX HEOOXOAMMO TIIATEIHHO
KOHTPOJIMPOBATh B COOTBETCTBUU C YTBEPKIACHHBIMH HOPMAaMH, UCIIOJIb3yEMbIE KOpMa st
KUBOTHBIX JIOJKHBI MOCTYIATh U3 KOHTPOJUPYEMBIX UCTOUHUKOB U HE JIOJKHBI COAEPXKATh
O€JIKH >KUBOTHOTO TTPOUCXOKICHUS.

22. Eciu )XKMBOTHBIX JICUMJIM aHTUOMOTUKAMHM, CJIEAYET BBIACPKUBATH OMpPEaCICHHBIN
TIEPHUO/T JUTSI KX BBIBEJICHUS U3 OPTaHU3Ma KUBOTHOTO TIEpe]l COOPOM KPOBU WIIH TUIa3Mbl. J1Jis
JICYEHUS )KUBOTHBIX HE CJIEAYET MPUMEHSATh aHTUOMOTUKU NMEHUUMUIUTMHOBOTO psana. Ecnu
KUBOTHBIM BBOJIWJIM KUBYIO BaKI[MHY, CIEAYET BBIACPKUBATH OMPEACICHHBIN EPUO] MEKIY
BaKIIMHAIMe U cOOpOM KpOBU WM TIUIa3Mbl JJI8 TMPOU3BOJCTBA MpPENapaToB
MMMYHOTJIO0YJIMHOB U CHIBOPOTOK.

23. Heob6xoammMo OpraHu3oBaTh CHUCTEMY MOHHUTOPHUHTA 370POBbS KUBOTHBIX,
BKJTIOYAIONIYI0 CUCTEMATHYECKOE BETEPUHAPHOE U TA00OpaTOPHOE HAOIIOIEHUE B OTHOILICHUU
cnenuuieckux WH(PEKIMOHHBIX areHTOB B BHUJE MOCTOSHHOTO KOHTPOJS BETEPHHAPOM,
MEePUOJUUECKON TMPOBEPKH CIIydallHO BBIOpPAHHBIX JKHUBOTHBIX, CEPOJIOTHUYECKUX
WCCIIETIOBAHUM HA aHTUTCHBI W (WJIM) aHTUTENA, CBUIACTEILCTBYIOIINE 00 OTCYTCTBUU Y
’KUBOTHBIX BUPYCHBIX, OaKTEepHAIbHBIX W Mapa3uTapHbix HHbekui. [lepeuens BUPYCOB,
KOTOPBIE BCTPEYAIOTCS Y )KUBOTHBIX PA3JIMYHBIX BUJIOB, B TOM YUCJIE OMACHBIX JIJIsl YEJIOBEKa,
NPUBEJICH B IPUJIOKEHNUU K HACTOSIIEH TIIaBE.

24. Konn4uecTBO dKUBOTHBIX, MOJIEKAIINX TECTUPOBAHUIO, U YACTOTA €TI0 MPOBEICHUS
3aBUCAT OT Pa3IMYHBIX (PAaKTOPOB, YTO JOHKHO OBITH YKa3aHO VISl KaXJIOTO0 KOHKPETHOTO
npenapara HMMMYHOTJIOOYJIMHOB U CHIBOPOTOK, C Y4YE€TOM DJIHUJAEMHUOJOTHYECKON
XapaKTePUCTUKU HH(GEKIIMOHHOTO TATOTEeHa, pa3Mepa CTaja W YpPOBHs 3a00JIeBa€MOCTH
KUBOTHBIX UH(PEKIUSIMHU.

25. TecTtupoBaHHE Ha COJAEPKaHUE BUPYCOB JOJKHO BBIMIOJHSITHCS B Ja00OPaTOPUSIX,
o0JaaloIuX HEOOXOAUMBIM ONBITOM paboThl. Pe3ynbTaThl MOHUTOpPHHIA COCTOSIHUSA
30POBbS KUBOTHBIX JIOJKHBI OBITH JIOKYMEHTHUPOBaHbI, MH(MOpMAIUs O CEPhE3HBIX



3a00JIeBaHUSX JKMUBOTHBIX JOJKHA OBITh TMPEJACTaBIE€HAa B COOTBETCTBYIOIIHI
YIIOJIHOMOYEHHBIM OpraH rocyaapcraa.

4.2. cxoHbIE MaTepHAIEL

Buonormaeckue MaTepraisl, HCIIOIb3yEMbIC B IIPOU3BOJICTBE
IpenapaToB KIMMYHOTJIOOYIMHOB M CEIBOPOTOK

26. Bce peareHThl OMOJIOTMYECKOTO IPOUCXOXKACHUS, UCIIONb3yEMbIE B IPOU3BOJICTBE
MMMYHOTJI00yIMHa (CBIBOPOTKH), HOJKHBI TIOJIBEPTaThCsl KOHTPOJIIO HA MPEIMET MUKPOOHOM
KOHTaMHUHAIINH, TaKOl KaK KOHTAMMHAILlUS MUKOIUIa3Moi, rpubamu u O6aktepusimMu. Ocoboe
BHUMaHHE HEOOXOJUMO YJEIUTh OLIEHKE BO3MOXKHOCTH BHUPYCHOW KOHTAMHHAIUU H
BBITIOJTHEHUIO COOTBETCTBYIOMIMX TecTOB. Hampumep, Oblubsi CHIBOPOTKA, UCIIONb3yeMas B
IPOU3BOJICTBE JIEKAPCTBEHHOI'O Ipernapara Kak BCIIOMOTAaTeIbHOE BEIIECTBO, HE JOJKHA
ObITh KOHTAMHUHUPOBAHA BHUPYyCaMU ObIYbEW BUPYCHOUM Ouapeu, HHPEKIHMOHHOIO OBIYbEro
pUHOTpaxeuTa u naparpunma tumna 3. [IpeanoyTuTeNbHO UCTI0Ib30BaHUE UHAKTUBUPOBAHHOM
ObIubel CHIBOPOTKH. BbIUbsl CHIBOPOTKA U MPOYME OMOJIOTMYECKUE MAaTEpPUaIbl, OJYyUYECHHbIE
OT KPYITHOTO POraToro CKOoTa, MCIOJIb30BAHHBIE B KAUECTBE CBIPhS B IIPOLIECCE MPOU3BOJICTBA,
JOJIKHBI YAOBIETBOPATH TPEOOBAHUSAM B OTHOILIEHUH IPUOHHON O€30MaCHOCTH.

AHBTHUTEHHI 1A HAMMYHHU3alIuA

27. 1t *MMYHH3AIIUN )KUBOTHBIX-TTPOIYIIEHTOB HCIOJIB3YIOTCS pa3IMYHbIC AHTUTCHBI:

AHTUTEHBI YeJIOBEKa (HampuMep, KICTKU KPOBU — TUMOIIUTHI WU JTUMQOIUTHI) IS
IPOM3BOJICTBA AHTUIIMM(OLIUTAPHOUN CHIBOPOTKH;

SIIBI 3MEM, CKOPITMOHOB U MAYKOB JIJIs1 POU3BOJICTBA CHIBOPOTOK-AHTUBEHOMOB;
TOKCHHBI OaKTEpUid JIJIs1 MPOU3BOJICTBA AaHTUTOKCUYECKUX MTPENapaToB;
BUPYCHBIE U OaKTepUaibHbIC AaHTUTEHBI.
Heo6xomuMo oxapakTepu30BaTh HCIOJIb3yeMble aHTUTCHBI, UICTOYHUKH U METOJBI UX
MOJTYYEHUSI.

28. Ecnm HeoO0x0oauMo, OJKHBI OBITh yKa3aHbl HICHTU(DUKAIIMOHHBIC IaHHBIC,
COCTOSIHME 3J0pOBbS M BO3PACT KUBOTHOI'O, OT KOTOPOTrO IOJY4YEH aHTUreH. B ciydae
WCITOJIP30BAHUS aHTUTEHA YEJIOBEKA-I0HOpA CIAEAYeT MPEACTaBUTh HH()OPMAITUIO O 3I0POBHE
JIOHOpa 1 0€30MaCHOCTH B OTHOIIEHUU MH(EKIIMOHHBIX areHTOB.

29. Ilpu Mcnoab30BaHUM KJIETOYHBIX JUHUN UX HEOOXOJUMO OXapaKTEpPU30BaTh B
COOTBETCTBHH C TPEOOBAHUSIMU, OMMMCAHHBIMU B T1aBe 1 HacTosmux [IpaBui, u moaTBEpAUTH
OTCYTCTBHME MOCTOPOHHUX areHTOB B COOTBETCTBUU C TPEOOBAHUSMH IJIaBbl 2 HACTOSIIUX
[IpaBu.

4.3. MarepuraJibl, HCIIONb3yeMbIe AJ11 a0COpOLMH HemeneBhIX aHTHTE



30. B mpotiecce nmpou3BOACTBAa HEKOTOPHIX MPENapaToB UMMYHOTJIOOYJITUHOB M CHIBOPOTOK
JUIsL IpOBeAeHUsT a0COPOLMHM NMEPEKPECTHO PEArupyrolnX aHTUTEN WIM aHTUTEN MPOTHUB
AHTUT'€HOB YEJIOBEKA MOTYT UCITOJIb30BaThCS MAaTEPUAIIBL, ITOJYYEHHbBIC U3 TKAHEN YEJIOBEKA U
(M1M) KOMIIOHEHTHI KpPOBM uesioBeKa. Takue marepualbl AOJDKHBI ObITh Oe30macHbl B
OTHOIIEHUY WH(EKIIMOHHBIX areHTOB M COOTBETCTBOBATH TPEOOBAHUSIM YIIOTHOMOUYCHHOTO
opraHa ToOCyJapCTBa-uJieHa, YCTAHOBJICHHBIM IS JOHOPOB KpOBHU (I1a3Mbl), C
JOKYMEHTUPOBAaHUEM HCTOYHHMKA KPOBH (ILIa3Mbl), MPOLECCOB €€ cOopa U TECTUPOBAHUS.
Heobxoammo TOKyMEHTHPOBATh MIPOUCXOXKICHNUE, BpeMs cOOpa U MPOBEICHUS UCTIBITAHUN.
OTKJIOHEHUS OT PErJIaMEHTUPOBAHHBIX TPEOOBaHUN JOJIKHBI ObITH 000CHOBaHBI. MaTepualisbl,
MIOJIy4YEHHBIE OT YEJIOBEKA, CIEAYET MOABEPTrHYTh NPOLEAYPE HUHAKTUBALIUA BUPYCOB.

4.4. TIponecc mpoM3BOACTBA IPENapaTOB HMMYHOIIIOOYIHHOB ¥ CEIBOPOTOK

NmvmvyH#u3aIms ;KMBOTHBIX

31. UMMyHH3a1MIO KUBOTHBIX-IIPOAYLIEHTOB IPOBOJIAT OYCTEPHBIMU HHBEKLIUSAMH Uepes3
oTpe/ieTICHHbIE MHTEPBAIbI BPEMEHH 110 YCTAHOBJICHHON CXEMe C UCTIOIb30BaHUEM aHECTE3UH
Jlommyckaercs MCHOJIB30BaHHE adbIOBAaHTOB. JKHWBOTHBIX HEOOXOJUMO TIIATEIHHO
o0OcnenoBaTh, 0OCOOCHHO Ha HaJdW4Ke MpU3HaKoB HHPekuuii. He nomyckaercs ucnoib30BaTh

MaTepuabl, MOJIYYEHHbIE OT >KMBOTHOTO, €CJIIM Yy HEro BBISBIAIOTCA Kakue-Iudo
MATOJIOTUYECKNE OYaru, CoCOOHbIE TIOBJIUATH HA MCIOJIB30BAHUE CHIBOPOTKH B IMPOIIECCE
MpOU3BOJICTBA. Bce ocTanbHbBIE >KUBOTHBIE B JTAHHOW TPYIIE TaKXe JOJKHBI OBITh
MCKJIIOYEHBl M3 MPOU3BOACTBEHHOTO IIPOLECCa, €CIM TOJbKO HE YCTaHOBJIEHO, YTO
UCIIOJb30BaHUE TMOJYYEHHBIX OT HUX MaTepHajoB HE CKaxkeTrcs Ha 0e30macHOCTU

JIEKapCTBEHHOTO Mpenapara.

C60p xpoBH 1 (MJIH) TOIYIECHHE ILIA3MBI

32. COoop kpoBH U (MM) MOJYYEHHUE TUIa3MbI TOJHKHBI TPOU3BOIUTHCS B TIOMEIICHHH,
M30JMPOBAHHOM OT MECTA COAEPKaHUS KUBOTHBIX, B YCIIOBUAX ACENTUKU U AHTUCEIITUKH.
33. CO60p KpOBH WJIH TJIa3Mbl )KMUBOTHBIX JOJDKEH MPOBOJUTHCS MMyTEM BEHEMYHKIIMH WU
MHTpaKapauaIbHOTO npokoia. O6iacTb BOKPYT MECTa MPOKOJA J0KHA OBITh OYMIIEHA U
nesuHpunupoBana. COOp KpOBH U TOJYYEHHE ILJIa3Mbl MPOBOJAST CIOCOOOM,
o0ecneunBaroIMM CTEpUIIBHOCTD Npenapara. Eciiv KpoBb WK Mi1a3Ma He cpasy Nepeaaercs
U1 JanbHEWIIe mnepepaboTKH, TO OHA JOJDKHA ObITh 00pabOTaHa M XPaHUTHCA MPH
YCIIOBUSIX, UCKIIIOUYAIOIIUX MUKPOOHYI0 KOHTaMuHauuo. [leprnoa xpaneHus: KpoBu (11a3Mbl)
10 TepepabOTKU JOJKEH ObITh OOOCHOBaH M BaJIWAMPOBAH, YTO SIBIISAETCS TapaHTHUEH
KadecTBa MOJydyaemMoro npemnapara. IIpomnecc nmpou3BojacTBa JIEKAPCTBEHHBIX IPENapaTos,
MOJIy4aeMbIX U3 KPOBHU (MJIa3Mbl) KUBOTHBIX-IIPOAYLEHTOB, JOHKEH ObITh OPraHU30BaH B



CHEIHAIBbHO OTBEIEHHOM MOMEIIEHUH C COOJII0IeHNEeM TpeOOBaHUM Haaexallel MpakTUKu
npou3BoJcTBa. COOp CHIBOPOTKM U MPOU3BOACTBO MMMYHOTJI00yIMHA (TUNEPUMMYHHON
CBIBOPOTKH) HEOOXOAMMO OCYIIECTBIATH B OTACIbHBIX TOMEIICHHSIX.

TecTupoBaHue Imyna Ia3Mel (CEIBOPOTKH)

34. I1yn uenpHOM Maa3Mbl (CBIBOPOTKH) KPOBH KUBOTHBIX-MPOYIIEHTOB WU Iy T1a3Mbl
(CBIBOPOTKH) KpOBH, MpOILICAMHN cTaauio abcopOuuu (NMpu HATUYUU B TEXHOJOTHUHU
MPOU3BOJICTBA), JOJDKEH OBITh IMOJABEPrHYT TECTHPOBAHUIO HA OTCYTCTBHUE BUPYCHOM
KOHTaMHHAIUU. [1yIoM CHIBOPOTKH SIBISIETCA MPOAYKT, MOJYYCHHBIA Ha Hanbosee paHHEeH
CTauU TPOU3BOJCTBA, HAa KOTOPOH OOBEAMHSAIOT CHIBOPOTKY, IMOJYUYEHHYIO OT BCEX
KUBOTHBIX.

35. OrcyrcTBUE B myjie crneuu(pUUECKUX U MOCTOPOHHUX BHUPYCOB JOJKHO OBITH
MTOATBEPIKIACHO MOIXOISIIIMMU METOJIAMH 111 VItro WM, €CI IeJIeco00pa3Ho, METOJaMHt 1N
vivo (MCCleAOBaHUs Ha OTCYTCTBHE BHUPYCOB, MyTEeM HHOKYISLUHUH KYJIbTYp KIETOK,
CHOCOOHBIX ONPEEIUTh IIUPOKUI CIEKTP BUPYCOB).

36. IlporpamMmma TecTHpoBaHUS Ha MapKepbl BUPYCHBIX HH(PEKIUNA NOJIKHA OBITh
COCTABJICHA KOHKPETHO I IPpoLiecca MPOU3BOJICTBA KaXO0T0 JEKAPCTBEHHOTO Mpemnapara ¢
YYETOM PHUCKOB HAJIUYUS BUPYCOB Y MKUBOTHBIX-MPOJYLEHTOB U SMUAEMHOJIOTUYECKON
00CTaHOBKH B perMOHE cOOpa CHIBOPOTKH (ILJIa3MBbl).

37. Ilpu ucnosib30BaHUU KPOBU UeTIOBEKA JUIsl a0COpOIUM HEIEIEBbIX aHTUTEN U (HJIN)
UMMYHU3AIUU SKUBOTHBIX, CJIEAYET MOATBEPAUTH OTCYTCTBUE BHUPYCOB YEJIOBEKa: IO
MeHbiet mepe renaruta B, C u BUY-1, BUY-2. B cnyuae oOHapyXeHUs] BUPYCHOMU
KOHTAMUHALUM MyJia CHIBOPOTKHU (TUIa3Mbl) CJEAYyeT MPEeACTaBUTh J0Ka3aTelIbCTBa €€
yCTpaHEHUsI MyTEeM JIMMUHAIMN UM MHAKTUBAIIMYU B MPOIECCE MPOU3BOJICTRA.

Ouncrka

38. Cepusi MpOMEKYTOYHOTO MPOAYKTA, MpeIHa3HAYEHHasl 1)1l JaibHelenl o0paboTKu,
J0JKHA OBITh YETKO MACHTHU(UUMpOBaHA. METObl, UCIONb3yEMBbIE IJIi OUMCTKU CEpHil
OPOMEXYTOYHOTO TPOAYKTa, HMX BHYTPUIIPOU3BOJICTBEHHBIH KOHTPOJIb, BKIIOYAS
JOIyCTUMBbIE TPEJEIbl 3HAaUeHUN TOoKa3aTeNel, JOKHbBI ObITh OMHUCAHBI B clielu(UKaIIX,
000CHOBaHBl W BaluJIMpoBaHbl. HeoOXoauMo mNpencTaBuTh JOKa3aTEIbCTBA OTCYTCTBHUS
HETaTUBHOTO BIUSHUS MPOLEAYP OUYUCTKU HA COXPAHHOCTh UMMYHOOHOJIOTHUYECKHUX CBOICTB
UMMYHOTJIOOYJIMHA (CBIBOPOTKH).

39. Cnenyer mpencTaBUTh TEXHOJIOTHYECKYI0 CXEMY M MOJAPOOHOE OMHCaHUE
IIPOU3BOJICTBEHHOT0 Ipouecca. JIroOble JOMoJHUTENbHBIE CTaAUK Mpollecca MPOU3BOACTBA
cieayer BanuaupoBaTh. Kputepuu MNOBTOPHOW 0OpaOOTKH JIFOOBIX HPOMENKYTOUHBIX
MPOJIYKTOB MJIM TOTOBOTO HE(ACOBAHHOIO MIperapaTa JOJKHBI ObITh YETKO OIpeaeeHBI,
npoueaypa Ijsi NOBTOPHON 0O0pabOTKM [OJKHA OBbITh BaJMAMpPOBaHA M OOOCHOBAHA.



JlonmycTUMO MPOBEACHUE MPOLIEAYPHI NapaIeIbHOU OYMCTKH HECKOJIBKUX MPOMEKYTOUHBIX
MyJIOB TIa3Mbl (CBIBOPOTKH) C YKa3aHHWEM HX KOJHWYECTBA U O00bEMa KaXJOro U3 HUX.
Heo6xomumo nperycMOTpeTh BKIIFOUSHHE CTAIUN MPpoIecca, MPeayIpeskIaroIuX arperayro
O0enka UMMYHOrJI00ynuHa. JloJKHO OBITH pEriaMeHTUPOBAHO OCTATOYHOE COJCp)KaHUE
BEILIECTB, UCIIOJIB3YEMBIX JIJI MPOLETYP OUUCTKH.

40. Heo6x0oauMo MPUHATE MEPBI IO TIPEAOTBPAIICHUIO arperaliuu, a Takke HeoO0X0JuMO
MPOBECTU UCTIBITAHUSI HA OCTATOYHBIE TPUMECH, OOPA3YIOIIUECS B XOJI€ MPOLETYPbl OUYUCTKH.
MeTtoauku, UCTIOIb3yeMBbIe IS TTOATBEPKACHUS YUCTOTHI IIPENapaToB UMMYHOTJIO0YJIHHOB U
CBIBOPOTOK, JOJKHBI MPETyCMAaTPUBATh UCIIOJIH30BAHUE IIUPOKOTO CIIEKTPa aHATUTHYECKUX
METOJIOB, BKJIIOYas (HU3UKO-XMMHUYECKHE W MMMYyHoJiorndeckue. OHM JIOJDKHBI BKJIIOUYAThH
ompeiesieHre KOHTaMUHAIMK OeJIkaMy X03sIMHa U, PU HEOOXOAUMOCTH, OCIKaMH YeJIOBEKa,
a Tak)Ke MaTepuagaMy, UCTIO0JIb3yEMbIMU B IIPOLIECCE OUUCTKHU. [[J1s1 MOATBEPKIACHUS] YUCTOTHI
Oenka mpenapaToB UMMYHOTJIOOYJIMHOB M CBIBOPOTOK HCIIOJB3YIOT METOJ deKTpodopesa B
MOJIMAKPUIIAMUJIHOM TeJI€ WM APYTOW MPUTOAHBIA METO/I.

41. YpoBeHb KOHTAMUHAIIMU OEJIKAaMH XO3sHMHa JOJHKEH ObITh 0OOOCHOBAaH, KPUTEPUU
MPUEMJIEMOCTH WJIM OTKJIOHEHUS i MPOMBIIUICHHON CEpUU JIEKApCTBEHHOIrO Mpenapara
yCTaHOBJICHHI B crienudukaiyu. Cieayer MpoBOAUTh UCIIBITAHUS Ha YPOBEHD SHIOTOKCHHOB.
Ha 0e3omacHOCTh TOTOBOTO Mpenapara UMMYHOTJIOOYJIUHOB U CHIBOPOTOK 3HAYUTEIBHOE
BIIMSIHUE OKa3bIBaeT 3(P(HEKTUBHOCTh BKIFOYEHHBIX B IMPOU3BOACTBEHHBIN IMPOIECC CTaTUN
BUPYCHOW WHAKTUBALIMM M dIUMHHAIUKM. Eciiu He mpeaycMOTpPEeHbl MHBIE MEpPhI, JTOKHBI
OBITh BKJIIOYEHBI CTAJHWH, KOTOPHIE WHAKTUBHUPYIOT WU JJIMMUHUPYIOT TOTCHITUATHHBIC
BUPYCHBIC KOHTAMHHAHTHI (Hampumep, oO0paboTka METOJIOM 'pacTBOPHUTEIL/IEeTepreHt",
nacTepusalus WIM MNOAXOIsIIe MeTolbl ¢uibTpanuu). Mcnoiab3dyeMble MpoLeaypbl
BHPYCHOW WHAKTHBAIIMW W YJIMMUHAIIMKM HE JTOJDKHBI HETATUBHO BIIMSATH Ha OMOJIOTHYECKYIO
MOJTHOIICHHOCTh TIOJIy4aeMbIX MpenapaToB UMMYHOTJIOOYJIMHOB U CHIBOPOTOK.

42. XpomarorpauuecKrue METOJIbl OYMCTKH JIOJHKHBI COMPOBOXKIATHCS UCITOIh30BAHUEM
HaJIJIe)KAIUX Mep, 00ECIeUnBAIONIMX OTCYTCTBUE HETAaTUBHOTO BJIMSHUS Ha KaueCTBO U
0€30I1aCHOCTh TOTOBOIO IperapaTa KOMIIOHECHTOB KOJIOHKH M KaKUX-THOO JOMOJHUTEIBHBIX
MOTEHIIUAJIBHBIX KOHTAMHUHAHTOB, 00pa3yIONMIUXCS MPU TPUMEHEHUU XpoMaTorpaduieckux
MeTO10B. JIOJKHBI OBITh B HAJTMYUU JaHHBIE MO YCTAHOBJICHUIO XapaKTEPUCTUK MaTepuaia
KOJIOHKH WJIM MaTepHuaja, MCIOJIb3yeMOro I OCaKJACHUS Oeika, BKJIIOUYas JaHHBIE 00
OUYHCTKE, TPOMBIBKE, XpPaHEHUU U UCTIOJIb30BAHUU ITUX MAaTEpPUAJIOB.

43. HeoOx0auMo TOKYMEHTHPOBATh COCTAaB M HICTOUYHHUK BCEX KOMIIOHEHTOB MUTATEIIBHBIX
cpen, OydepHBIX pacTBOPOB, MHBIX MPOAYKTOB U BemlecTB U Jp. CoxpaHSmomuecs: mocie
mpoliecca OYHMCTKH OCTAaTOYHBIC MPHUMECH HEOOXOJMMO TOJBECPTHYTHh HCIBITAHUSIM U
COCTaBUTh Ha HHUX crenudukanuu. Takxke HEOOXOIUMO MOATBEPAUTh CTAOWUIBHOCTH
MIPOMEKYTOUHBIX MPOTYKTOB.

Banmmpamys nmponexypsl O9UCTKH



44. JlomxHa OBITh U3yUY€HA CIIOCOOHOCTh MPOIEAYP OYUCTKU YIAISATh HelleJeBble OeIKu
KpPOBH KUBOTHBIX, BEIIECTBA, HCIIOIb3YEMBIC JIJIT OYUCTKH, BUPYCHI M IPYTHE KOHTAMUHAHTHI.
Heo6xomuMo moaTBepauTh BOCHPOU3BOJMMOCTH IMPOIECCAa OYMCTKU B OTHOIIEHUU €0
CIIOCOOHOCTH YAQIATh CIICIM(PUICCKNE KOHTAMUHAHTHI.

45. B cootBeTcTBUU ¢ TpeOoBaHWsIMHU TyaBbl 4 HacTosAmux lIpaBun HeoOXOaUMO
IIPOBECTH CIICIMANbHBIE UCCIEAOBAHUS MO OIEHKE CIIOCOOHOCTH Tpoliecca MPOU3BOJICTBA
WHAKTUBHPOBATh WM YyAAIATh BHUpPYCH. Ecim misi uMMyHU3anumu W abcopOoruu
MCIIOJ30BAJIMCh MaTepHUajbl, MOJYYECHHbIE OT YeJOBEKa, HapsJy C HCIOJIb30BaHUEM
BHUJIOCTICITU()UYHBIX TSI )KUBOTHBIX BUPYCOB HEOOXOIUMO TIPETYCMOTPETh B BaJTHIAIIMOHHBIX
MCCJIEIOBAHMSIX UCIIOIH30BAHNE BUPYCOB, MATOTCHHBIX JIJIS1 YEJIOBEKA.

46. Ilpu UCTIONB30BAaHUM JJII OYMCTKH XPOMATOTPA(PUUISCKUX METOJIOB BaJHAIUs
MpoIliecca OYUCTKH JIOJDKHA BKITIOUATh 0OOCHOBAHME YCIOBUN pabOTHI XpoMaTorpadudeckon
KOJIOHKM (TaKMX KaK €eMKOCTb, PEXHUM pereHepalud M OYUCTKH KOJOHKH H
MIPOJIOJDKUATEIIFHOCTD €€ MCTIOIB30BaHMS ), @ TAK)KE MCIIOIb30BAHMS JIFOOBIX IPYTHUX BEIIECTB B
NPOLIECCe OYUCTKH, B TOM YHUCIIE C LEJIbIO MPEIUITUTAIUH.

KoncepBaHThI

47. 1lpu npou3BOACTBE MPENapaTOB UMMYHOTJIO0YJIMHOB U CHIBOPOTOK HUCIIOJIb30BaHUE
KOHCEPBAHTOB JOIMYCKAETCS TOJIbKO MPU HATMYUU OCHOBAHMM JIJISl UX IPUMEHEHHUS C MTO3ULINMA
KauecTBa U (win) 6e3omacHOCTH npemnapara. He nomyckaercs ucmoib30BaHNE KOHCEPBAHTOB
B3aMeH coOsrojeHus mpoueayp (tpeboBaHuii), npeaycMoTpeHHbIX [IpaBunamu
NPOU3BOJACTBEHHONW MpPAaKTUKU, OCOOCHHO [Jig JIEKapCTBEHHBIX IpemnapaTos,
IpeJHa3HAYeHHBIX JUJIi BHYTPUBEHHOTO BBEACHUS B OOJBIIMX J03ax. Mcmoab3yemblit
KOHCEpPBAHT JOJDKEH OBITh BBIOpaH € ydyeToM ero 3(Q(EeKTUBHOCTH B OTHOLICHUU
NOTEHUUAIbHBIX MHUKPOOHBIX KOHTAMHUHAHTOB, B3aWMOJIEWCTBUS C IpenapaTtaMu
MMMYHOTIJIOOYJIMHOB M CBIBOPOTOK WJIM MaTE€pHAJIOM IMEPBUYHOW YMAKOBKH, BO3MOKHOTO
BIUAHUS Ha OMOJOTMYECKHE CHUCTEMBbl IpPU NPOBEACHUU UCIBITAHUNW IMpernapaToB
MMMYHOTJIOOYJIMHOB U CHIBOPOTOK.

48. B ciyyae 3aMeHbI UCIIOJIB3yEMOI0 KOHCEPBAHTA B CBSI3M C BO3MOYKHBIM Pa3BUTHEM
HE)KEJIaTEIbHBIX PEaklMi y pEeLUIIMEHTa WM BCIEJACTBUE IPYTMX IPUUYHUH HEOOXOIUMO
MPOBECTH OIIEHKY IMOJIb3bl U PHUCKA C YYETOM TOrO, YTO JaHHAs 3aME€Ha MPEANoJaraer
pa3pabOTKy HOBOI'O COCTaBa JIEKAPCTBEHHOTO IIpernapaTra, 4YTo TpeOyeT NpOBEIEHUs
JOTIOTHUTENIBHBIX UCCIEIOBAHUN MO MOATBEPKACHHUIO CTEPUIIBHOCTH, YAECIbHON aKTUBHOCTH,
CTaOMJIBHOCTH Mpernapara U OUEHKU WX KIMHUYECKUX MOCIEACTBUM sl JaHHOTO N3MEHEHUSI.

5. O6ecneueHne KagecTBa MpenapaToB AMMYHOIIOOYJIMHOB M CHIBOPOTOK

5.1. O6ecmeuenne kagecTBa rOTOBEIX HE()acOBaHHKIX IIPENApaTOB MMMYHOIIOOYIMHOB
CEIBOPOTOK



49. KauecTBO BCeX KOMIIOHEHTOB, BXOJSIIHX B COCTaB I'OTOBBIX IpENapaToB
MMMYHOTJIOOYJIMHOB M CBIBOPOTOK J10 MX po3iuBa ((acoBKHM), JOJKHO COOTBETCTBOBATH
TpeOOBaHUSAM creuu(UKalnii, COCTAaBIEHHBIX Ha OCHOBE COOTBETCTBYIOIIMX CTaTel
®apmakonen Coro3a, a Npu OTCYTCTBUU B HEW — Ha OCHOBEe crared (apmakomnei
rocyaapcTs-wieHoB. ConepikaHue ACHCTBYIOIIETO0 BEINECTBA JOJDKHO OBITh PacCUMTAHO
UCXOJS U3 KOHIIEHTpalUuu Oejika WU YyJeNbHOW akTHBHOCTU. HeoOXoaumo MmoATBEpIUTH
OTCYTCTBHE B IpernapaTax UMMYHOTJIOOYJIMHOB U CBIBOPOTOK OakTepui, rpuO0B U JAPYTHX
MUKpPOOHBIX KOHTAMUHAHTOB.

5.2. OueHKa Ka4ecTBa T'OTOBBIX IpENapaTOB HMMYHOTTIOOYJIMHOB H CHIBOPOTOK pac()acoBaHHEIX B
IOTPEOUTEBCKYIO YIIAKOBKY (BBITYCKAIONMIMI KOHTPOJIb Ka9eCTBa)

50. B cootBerctBumn ¢ [lpaBuinamu mpou3BOJCTBEHHOM MPAKTUKH JOJDKHA OBITh
MPOBEJICHA OIEHKA KAa4eCTBAa KAXKIOW CEpUM TOTOBBIX IMPEMApaTOB UMMYHOTJIOOYJIUHOB U
CBIBOPOTOK TPH BBIMTYCKE C LENIbI0 MOATBEPKIEHUS, YTO OHA COOTBETCTBYET IO CBOUM
CBOWCTBAM W SKBHBAJICHTHA paHee MPOU3BOJMMBIM CEPHSIM JICKAPCTBEHHOTO TIpermapara u
CEpHsIM JIEKAPCTBEHHOTO TIpenapara, MOATBEPAUBIINM CBOIO 0€30MacHOCTh U 3(PPEKTUBHOCTD
B KIIMHUYECKHUX WCCIICTOBAHUSIX.

51. UctibITanust JOJMKHBI COOTBETCTBOBATH CEIIM(PUKAIIMN U HOPMATUBHOMY JTOKYMEHTY
W3 PETHCTPAIMOHHOTO J0Che IpemapaTa KpPOBH M TPOBOJUTHCS IS OICHKH KadyecTBa
TOTOBBIX MPENapaToB UMMYHOTJIIO0YJIMHOB U CBIBOPOTOK B TIOTPEOUTENBCKON yakoBke. Eciu
IPOU3BOJUTEIEM HE OOOCHOBAaHO WHOE, MCHBITAHMS, BKJIIOUCHHbIC B crelU(UKAUA Ha
BBITTYCK, HEOOXOAMMO TPOBOJNTH, UCIIONB3YS JICKAPCTBEHHBI Mpemapar B €ro KOHSYHOM
KOHTEUHEpE.

5.3. TlommuHAEOCTH

52. UcnbiTanus, BeIOpaHHBIE JIsI OLIEHKM KauyecTBa Ka)XJ0W Cepuu Ipenapara
MMMYHOTJI00yJIMHA, JTOJDKHBI BKJIIOYATh MOJITBEPKICHUE MOMIUHHOCTH UMMYHOIJIOOYJIMHA,
BXOJSMIETO B cocTaB mpemapara. [loMumo (QU3HKO-XMMUYECKHMX W WMMYHOJOTHYECKUX
METOJIOB 0053aTEIbHO MCIOJB3YIOTCS METOJIbl OIEHKH OMOJOTHYECKON aKTUBHOCTH
npenapatoB. C HCTOIB30BaHUEM CHIBOPOTKHU, CHEU(PUIHON B OTHOIIEHUH OEIKOB TLTa3MBbI
KPOBU BHJIOB JOMAIIHUX >KUBOTHBIX, MCIOJb3YEMbBIX MJI TOJYYEHHS OUOJOTHUECKUX
MaTepuaioB B CTPaHE MPOU3BOJCTBA JIEKAPCTBEHHOTO Ipenapara, J0JKHO ObITh MOIYYEHO
JI0KA3aTelIbCTBO HAIMYMS B Ipernapare UMMYHOTJIOOYJIMHOB UCKIIOYUTEIHLHO OEIKOB TOTO
BHJIa KUBOTHOTO-MIPOAYLIEHTA, IJa3Ma (CBIBOPOTKA) KOTOPOro ObLIa MCIOJb30BAHA IS
MPOU3BOJICTBA MIpemnapaTa UMMYHOTJIOOYTMHOB. Heobxoaumo onrcath TUMMHYHYIO OEITKOBYIO
KOMIIO3HUIIUIO TIpenapaTa UMMYHOIJIOO0YJIMHA U TIPOBECTH €€ UCIIBITAaHUS HA MOIJTHHHOCTb.

5.4. Ynucrora



53. YucroTa 6enka UMMYHOTJIOOYJIMHA 3aBUCUT OT CIOocO0a BBIJCICHHUS M OYMCTKH, a
TaK)Xe CTadMILHOCTH Mpolecca Npou3BoaAcTBa. Yuctora 0eiaka UMMYHOITIOOYJIMHA B KaX 101
MOJIyYEHHOM CepuH Mpenapara HMMYHOTJIOOYJIMHOB MOMJIEKUT OIICHKE, 3HAYCHUs
MOKa3aTelied JOJDKHBI COOTBETCTBOBATH YCTAHOBJICHHBIM TpeneiaM CIeIH(UKAIIHH.
['oTOBBIN MpenapaT UMMYHOTTIOOYJIMHOB JOKEH OBITh CTEPUIICH M alMpPOTEHEH, COCTaB
Ocyka JOJDKEH OBITh TPEACTaBI€H HWMMYHOIJIOOYJIHMHOM, OOJagalomuM YIeIbHON
aKTUBHOCTHIO. J[OMKHBI OBITH OIIGHEHBI CTETNEHb Aarperanuu Wil MOJEKYJISIpHON
bparmenTanuu umMmMmyHornooyiuHa. Cojepskanue Oeika JOJKHO OBbITh HACTOJIBKO HU3ZKUM,
HACKOJIBKO 3TO BO3MOXKHO I 0OecTieueHus ero crenupuyeckoi aktuBHocT. Heobxonnmo
YCTAHOBUTh KPUTEPUHM MPUEMIIEMOCTH COJECPKAHMUS XapaKTEPUCTHUYECKUX OEIKOBBIX
npuMecel Wi CTaOMITN3aTOPOB, HAPUMED aTbOyMHUHA.

5.5. AKTHBHOCTH

54. buonoruyeckasi akTUBHOCTb MPENAPATOB UMMYHOITIOOYJIMHOB U CHIBOPOTOK JOJHKHA
OBITH YCTaHOBJIEHA OMOJOTMYECKHUMH METOIaMH, MO3BOJIIOIIMMH MOJIYYUTh HH()OPMALUIO O
(YHKIMOHABHON aKTUBHOCTU MOJIEKYJIbI UMMYHOTJIOOYJMHA B mnpemnapate. boabumHcTBO
pa3pabOTaHHBIX METOJOB OCHOBBIBAIOTCS HA ONPEAECICHUM NPOTEKTUBHOTO WU
TepaneBTHYecKoro 3¢dexra npenapaToB UMMYHOITIOOYJIMHOB U CHIBOPOTOK JUISI )KMBOTHBIX.
Hanpumep, MoxxeT ObITh ompejeseHa o3a, HeoOxoaumas jyuist 3amuThl 50 % Mblmieil B
rpynre, 3apakeHHON YCTAaHOBIIGHHOM (OOBIUHO JIETATLHOM) 10301 si/1a 3MEU WJIM TOKCUHA.

55. IlpeanodTuTenbHO NMPUMEHEHNUE METOJOB OIEHKH OHMOJOTHMYECKON aKTHUBHOCTHU
npernapaToB UMMYHOTJIOOYJIMHOB U CHIBOPOTOK O€3 MCIOJIb30BaHUS KUBOTHBIX (In Vitro).
[Ipu onpeneneHnn OGMOTOTUUECKON aKTUBHOCTH MHBIMU METO/IAMH, JIOJKHA TMTOTBEPKAATHCS
KOppensiuus MOJYYEHHBIX pPE3yJbTaTOB C MNPOPUIAKTHUECKUM WIH TEPaneBTHUYECKUM
s dexrom mpemnapara. Heo6xoaumMo moATBEpAUTH MPUCYTCTBHE B MpenapaTe aHTUTEN B
3aIUTHOM (MPOTEKTUBHOM) TUTPE, CIOCOOHBIX CBSI3bIBATh TPEOYEMBbIil aHTUTEH.

5.6. [lpyrue moka3zaTeim KadecTBa IpenapaToB AMMYHOIVIOOYJIMHOB ¥ CHIBOPOTOK

56. O0s3aTenpHa OLIEHKA CTEPUIILHOCTH, KOHTPOJb MokaszaTens pH u comepkanus
KOHCEPBAHTOB, 00JIa/TAOIINX TPOTUBOMUKPOOHBIM JIEHCTBHEM.

VI. CtabmisHOCTH

57. Heo06X0auMoO OpOBECTU UCCIEAOBAHUS CTAOMIBHOCTH, YTOOBI MOJYUYUTh JAHHBIE,
000CHOBBIBAIOIIINE 3asBJICHHBIA CPOK XpaHeHus HedacoBaHHOTO OO (HaCOBAHHOTO B
MOTPEOUTENBCKYIO YIAKOBKY JIEKAPCTBEHHOTO Ipernapara. JJaHHble T0MKHBI ObITh MOTYy4YEHBI
MpU TPOBEJICHUU HCCIEJOBAHUM B PEXKUME PEATHHOTO BPEMEHM B pPEaJbHBIX YCIOBUSX
HaOmoieHus. B 3aBUCMMOCTH OT BHJa Mpenapara JIONOJHUTEIBHO TPEOYyeTCs MOTyUYeHUE
JAHHBIX O CTAOMJILHOCTH Tperapara B X0¢ TPAHCTIOPTUPOBKHU U XPAHEHUS TP MTOBBIIIICHHBIX



temnepatypax. Ecim B wuccinenoBaHUSX CTaOMIBHOCTH OOHApYKUBACTCS CHUXKEHUE
aKTUBHOCTH TIperapara, HeOOXOJAUMO YCTAHOBUThH MOKa3aTeNu cHelnu(uKaiuu Ha KOHEIl
CpPOKa T'OJHOCTH.

7. Cnenudukanym u pedepeHTHEIH MaTepHAI

58. UccnenoBanus, ykasansusle B pazaenax III m IV Hacrosmen rinassl, HCIOIB3YHOTCS
npu pa3paboTKe creuu@uKaluyu Ha JIEKapCTBEHHBIN IMpernapar, €clii 3TO O0OOCHOBAHO
pe3yJibTaTaMu, MOJYYEHHBIMU B pe3yJibTaTe€ MPOBEPKU IMOCIEIOBATEIHLHO MPOU3BEICHHBIX
Cepuil JIEKApCTBEHHOr'0 MpernapaTa U Mo Pe3yjbTaTaM aHajJu30B CEPUMl B COOTBETCTBUU C
TpeOOBaHUSIMU, YKAa3aHHBIMU B pazjaenax V u VI HacTosliei riaBol.

59. B oTrcyTCcTBHE MEXKIYHAPOAHOTO peEepEHTHOr0 MaTeprajia Heo0X0IuMO HapaboTaTh
coOCTBeHHBIN pedepeHTHhI MaTepual. Ero ocHOBOW J0JbKHA OBITH MOAXOASIIAS CEpUs
JIEKapCTBEHHOTO Mpemnapara, KOTopas MOABEpIriach KIMHUYECKON OLIEHKE U TMOJHOCTHIO
OXapaKTEepU30BaHA C TOYKHM 3PEHHUS XMUMUYECKOTO COCTaBa, YUCTOTHI, AaKTUBHOCTU U
OMOJIOTMYECKON aKTUBHOCTH. B NOKyMeHTaluu Ha peQepeHTHBI MaTepual HeoOXOAUMO
yKa3zaThb KPUTEPUH €ro CO3/IaHUS U KPUTEPUHU MOBTOPHOTO HCIBITAHUS, & TAKXKE TPOJIICHUS
CpOKa T'OJTHOCTH.

8. ITocTrosHCTBO MpoIecca MPOU3BOACTBA

60. Jlns moATBep>KIAEHHS TMOCTOSHCTBA IMpolecca MPOU3BOJCTBA JOJIKHBI OBITh
IIPEACTABJIEHBI B PETUCTPALMOHHOM JOChE CBEIEHUS O BBITYLIEHHBIX MOCJIEI0BATEIBHO IO
KpaiilHel Mepe Tpex cepusix Ipenapara UMMYHOTJIOOYJIMHA UM CHIBOPOTOK. OHU JOJKHBI
BKJIIOYATh B ce0sl CBENEHHUS O TOTOBOM He(acoOBaHHOM MaTrepHuaie, TOTOBOM Ipernapate
UMMYHOTJI00yJIMHA WIH CBIBOPOTOK, a TakK€ BHYTPHUIPOU3BOACTBEHHOM KOHTpOJIE.
HeoOxoauMo oxapakTepu3oBaTh MpenapaTbl HWMMYHOTJIOOYJIMHOB M CBIBOPOTOK C
UCMOJIb30BaHUEM OHMOJIOTMYECKUX, XUMUUYECKUX U UMMYHOJIOTHYECKUX METO/OB, OLICHUTh UX

MOJTMHHOCTH U COJIEp>KaHKe MPUMECEH.

IMPUJIOXEHUNE
k rnase 21 IIpaBun npoBeaeHus
HCCIIeIOBaHUN OMOJIOTHYECKIX
JIEKapCTBEHHBIX CPEACTB
EBpa3zuiickoro 3kK0OHOMHUYECKOr0 CO03a

ITEPEYEHD

HOTEHIMAIHHBIX BUPYCHBIX KOHTAMHHAHTOB, IOUIEKAIIAX

KOHTPOJIIO B HCXOJJHOM CHIPhE /I MOJYy9EHHA MPenapaToB IMMYHOITIO0YTHHOB
¥ CEIBOPOTOK

1. B HacrosieM nepedne mpuBeeHbl BBl BUPYCOB, KOTOPBIC JOJKHBI OBITh YUTCHBI
npu GOPMUPOBAHUM YCTAHABIMBAEMBIX JIJIsl KAKJIO0T0 KOHKPETHOIO Mpenapara TpeOOBaHUH K
CUCTEME KOHTPOJS 30POBbSI KUBOTHBIX, MCIOJb3YEMBIX B KauyeCTBE JOHOPOB IJa3MbI (



CBIBOPOTKH) JUIsl TMPOU3BOJACTBA MpPENapaTtoB HMMYHOIJIOOYJIMHOB M CBHIBOPOTOK B
PErucTpalMOHHOM JO0Ch€ Takux mpenapatoB. lIpu dopmMupoBaHUM CHUCTEMBI KOHTPOJIS
3JI0POBBS )KMBOTHBIX TaKXKe JOJIKHBI YUYUTBHIBATHCSA CIEIyIOMINE (HaKTOPHI:

AMUJEMUONIOTUST HHPEKIIMOHHBIX 3a00J€BaHU B CTpaHe WU reorpaduueckom paiioHe,
IJI€ COAEPHKATCS KUBOTHBIC-ITPOTYLICHTHI;

UCIIOJIb30BaHUE OrPaHUYMBAIOLIEH OapbepHOU cucTeMBbl, KOTOpas 3P(PEKTUBHO 3aIUILAET
’KUBOTHBIX OT KOHTAKTa C TUKUMH >KUBOTHBIMH, BKJIIOUasi FPBI3YHOB;
o0ecrniedyeHre HaIe)KHOW CUCTEMbl BETEPUHAPHOT'O KOHTPOJIS;
TECTUPOBAHUE >KUBOTHBIX-TOHOPOB WJIM CIy4allHO BBIOPAHHBIX XWUBOTHBIX IEpE]
BBEJICHHEM HX B KOJIOHMIO U PETYJIIPHOE TECTUPOBAHUE B MTOCIIETYIOLIEM.

2. B ceprudukare BeTepUHAPHOIO OpraHa Ha ChIpbe JJisi MPOU3BOJACTBA MPENAPATOB
MMMYHOTJIOOYJIMHOB M CBIBOPOTOK JOJKHA coJepkaTbcsid HHPopManus o Hamuuuu (
OTCYTCTBHM) UH(PEKIIMOHHBIX 00JIE3HEN B CTpaHEe MPOUCXOKACHHUS, a TAKKE MOATBEPKIACHHUE
MIPOBEACHUS 0053aTEIBHOIO U3BEIICHHS O CIIy4asiX MH(OEKIMOHHBIX 3a00JIEBaHU, BKIIOYAs
KJIMHUYECKYIO U JIAOOpaTOPHYIO BepU(UKALIHIO.

3. [epxarenb perucTpallMOHHOrO YJOCTOBEPEHUS MpPenapaTtoB UMMYHOIJIOOYJIMHOB U
CBIBOPOTOK JOJDKEH B IUIAHOBOM PEXUME IPOBOJUTH MOHHUTOPHUHI 3IHIEMHOJIOTHYECKOM
CUTyalldd B CTpPaHE MPOUCXOXKACHUS IJIa3Mbl, PETUCTPUPOBATH CIydau JIOOBIX HOBBIX
OTIaCHBIX UH(EKIIMOHHBIX 00JIe3HEH MPU HEOOXOIMMOCTH JIOTOJIHATh NEPEUEHb aKTyalbHbBIX
BUPYCHBIX MHPEKIUHN )KUBOTHBIX.

I. IloTeHIMAaNBHEIE BUPYCHBIC KOHTAMAHAHTEIL B CHIPHE,
MOIYy9a€MOM OT KPOJIMKOB

pOTaBUPYC KPOJIUKOB;

peoBupyc 3-ro Tumna*;

MOKCBUPYCHI: BUPYC ocIibl KposinkoB (RPXV)* u Bupyc Mmukcomaroza (MY XV);
Bupyc pudpomsr [lloyna;

BUpYC TeMopparudeckoi 6ose3nu kpoiukoB (RHDV);
MaMUIOMaBHPYCHI KPOJIMKOB (Hampumep, Bupyc namuuioMsl [1loyma);
napBoBHupyc Kponukos (LPV);

BHUPYC BaKyOJM3AIMH MIOYEK KPOITUKOB;

BUPYC repreca TUKUX KPOJIHKOB;

aJICHOBUPYC;

BUPYC dHIIE(aTIOMUOKAPANTA,

BUpYC OoJsie3Hu bopua*;

Bupyc Cenpait™;

BUpYC naparpurmnmna o0e3bsH (SV5)*;

BUpYC MHEBMOHMH MbllIel (PVM).



II. ITorernmanbHBIE BUPYCHEIE KOHTAMUHAHTEI B CHIPEE,
MOJy9acMOM OT JIOIIafei

BUPYCHI BOCTOYHOTO, 3aI1aJTHOTO U BEHECY3JIHCKOT0 KOHCKOTO SHIedanuTa’*;
Bupyc sH1edanura Cenrt-Jlyuca (SLEV)*;

BUPYC SIMOHCKOTO 3HIepannuta B*;

BUpPYC Be3uKyJsipHoro cromarura (VSV)*;

BUpYC Teprieca Jiomaaei 1 — 4 Tunos™;

Bupyc nuxopaaku 3anagaoro Huma (WNFV)*;

BUPYC KOHCKOU kopu (BUpyc XeHapa)*;

BUpyc Oosie3Hu bopra*;

peoBupyc 1 — 3 Tunon*;

BHUPYC KOHCKOTr0 rpunmna®;

pOTaBUPYC JOIIACH;

nanuioMmaBupycsl Jgowazaeit u 0bikoB (EqPV1 —2 u BPV1 - 2);
BUpYyC UHPEeKInOHHOM anemuu nomranei (EIAV);

BUPYC apTEPUUTA JIOLIAJEH;

BUPYC appUKaHCKOHN YyMBbI Jiomiaien (opOuBUpycC);

[IapBOBUPYC JOLIAACH.

III. IToreHMMaTEHBIE BUPYCHBIE KOHTAMHAHAHTEI B CHIPHE,
IIOJIy9a€MOM OT OBEIl ¥ KO3

Bupyc sypa (FMDV)*;

BHUpyc Beccenpbpona*;

BUpyc >HIepaniomuenura oserl (LIV)*;
KOMILICKC JTUXOPAT0K JOJIHHBI PudT*;
BUpyc KiemeBoro 3HIedanura (TBEV)*;
BUpYC cuHero si3bika oBell (BTV)*;

BUpPYC Be3uKyJsipHoro cromarura (VSV)*;
nokcBupychl: nmapanokcsupyc (Orf)*, Bupyc ocnbl oBel*, BUpyC OCIbI KOPOB*;
BUpyc naparpurmna 3 tuna (PIV-3)*;
BUpYyC OoJsie3Hu bopHa*;

peoBupyc 1 — 3;
peCUpPaTOpPHO-CHHIIMTHAIILHBIN BUPYC;
pOTaBUpPYC;

BUpYyC AkabaHe;

BHUpPYC Teprieca OBell 2-T0 TUIIA;

BHUpYC reprieca Kopos 1, 2, 4 TUIIOB;

BUpYC NMOrpaHuyHoil 0onesnu (BDV);



namuioMaBupyc oell (kopos) (OPV (BPV));

BUpYC BUpPYCHOU auapeu kopoB (BVDV);

peTpoBHUpYCHI: BUpYyC apTpuTa-3HIedanmuta ko3 (CAEV), Bupyc Maau- Bucaa (MVV);
BUPYC 3MHU300TUYECKOTO JIETOUHOro ageHomarosa (OPAV);

BUpYC Jeitko3a kopoB (BLV);

BUPYC dMU300TUYECKON TreMOpparndeckoit 001e3Hu;

BUPYC YyMbl MEJIKHX XBaYHbIX KMBOTHBIX (Morbillivirus);

a7ICHOBUPYCHI;

BUpyc Oosie3nu Haiipobu oBer;

BHUpYyc peku Pocc.

*Bupycsl, paccMaTpuBaeMble B KaUe€CTBE MATOT€HHBIX JJIs1 YEJIOBEKA.

I'maBa 22. Bamunanusa “IMMyHOaHAIH3a AJ1A OOHAPYKSHUA
IIOBEPXHOCTHOT'O aHTHTeHa BApyca rematuta B (HBsAg) B mynax 1mia3Mel

1. OOmue monoxeHus

1. Hactosimas riaBa pa3paboTaHa B LIENISIX YCTPAaHEHHS] BO3MOXKHBIX OLIMOOK IMpHU
BaJUJAIMN aHAIUTUYECKUX METOJUK OOHApy>KEHHUs IMOBEPXHOCTHOTO aHTUI€HA BHUpYyca
renatuta B (HBsAg) B mynax mia3Mbl Mpu NPOBEACHUH SKCHEPTU3bI PETUCTPALMOHHOTO
JOCBE JIEKAPCTBEHHBIX MPENAapaTOB, MOJYYEHHBIX U3 IJIa3Mbl. JepKaTenu perucTpauoOHHbIX
YIOCTOBEPEHUH U JEPKATEIN OCHOBHOIO JIOCHE IIJIa3Mbl JOJKHBI IEPECMOTPETH BAUIALUIO
CBOMX METOJOB TECTUPOBAHMS ITyJla IUIa3Mbl B COOTBETCTBUM C HACTOAIIEH riaBod. Ecim
KJIFOYEBBIE AaCIEKThl BaJIWAALWH, OINUCAHHBIE B HACTOSALIEH IJIaBE, COOTBETCTBYIOT
BBITIOJTHEHHON MNPOU3BOJAUTEIEM BaluJalllH, KOTOpas paHee yxKe Iojyyaja oJ00peHue
YIOJIHOMOYEHHOI'O OpPraHa roCyAapCTBa-wICHA, NajJbHElIas BAIUJalUs] MMMYHOAHAIN3a He
Tpebyercs. B mpoTUBHOM cllyyae METOJMKA OLICHKHA KadyecTBa IyJia IJIa3Mbl JOJKHA OBITh
BAJIMMPOBAHA B COOTBETCTBUM C HACTOAILEH I1aBOM, O YEM JOJKHO OBITH COOOILIEHO IpPH
OOHOBJIEHNH JOKYMEHTAIIMH O IJIa3Me.

2. IMMyHOaHaIU3b! JIJIs1 ONPEEIICHUs IOBEPXHOCTHOTO aHTUIE€Ha BUpyca renatuta B (
HBsAg) oTHOCATCA K KaU€CTBEHHBIM TECTAM Ha HAJIM4KME MIOBEPXHOCTHOIO aHTUI'€HA BUpPYCa
renatuta B (HBsAg) B mna3zme aiis ppakiroHupoBanus (B MyJie IIa3Mbl).

3. Ucnonb3yemsblil TeCT AOJDKEH OBITH TECTOM Ha MpeAeibHOe cojepxkaHue. B
COOTBETCTBUU C PyKOBOJICTBOM IO BaJIMAALMKU AHATUTUYECKUX METOAMK CHEU(PUUYHOCTH U
npenen OOHApy)KEHHs SBISAIOTCS HamOojee BaXXHBIMU NpPHU BaIMJALUHU AHATUTUYECKON
METOJIMKHA Ha TpelesbHoe cojepkaHue. OQHAKO CYLIECTBYIOT HMCKIIOUYEHHS, KOTOPBIE
paccMaTpuBalOTCd B HWHIMBUAYAIBHOM MOPSAKE W IIOATBEPKIAKOTCA IIPH OLIEHKE
yCTOMYMBOCTH (pOOACTHOCTH) aHATUTHYECKON METOAUKH.



4. J1ns TecTUpOBaHUs MyJia IU1a3Mbl HEOOXOMMO HCIIOJIb30BaHUE TECTa Ha OOHApYKEHHE
MOBEPXHOCTHOTO aHTUreHa Bupyca renatuta B (HBsAg), mnoaxoasmero mo
qyBCTBUTEIHHOCTHU U CIIEUU(DUIHOCTH.

5. B cootrBeTcTBUM ¢ tnaBaMu 6 u 19 Hacrosimux [IpaBui B oTueTe MO BajduIalUU
HEOOXOMMO yKa3aTh YyBCTBUTEIHHOCTh HUCTIHITAHHUS.

6. HeoO6xoauMo omnpenenuTh 4yBCTBUTEIBHOCTh TECTA K pa3Mepy IyJia Iia3Mbl BO
n30exaHue omruOOK MPU TECTUPOBAHUU WM MPOBEACHUY MYJIMPOBAHUS TUIA3MBI.

7. Ilpu mpoBeAeHNN BaTUAALMOHHBIX UCCIEA0BAaHNN KIMMYHOAHAIN3a IPEANOUYTUTEIBHO
MCII0JIB30BaTh CTaHAAPTHHIE 00pa3lbl OTKATUOPOBAHHBIE IO MEXKTyHAPOJHBIM CTAHIAPTHBIM
oOpasnam. OHAKO TOMYCKAETCs UCIIOIb30BaHUE MHBIX KOMMEPUECKUX HAOOpOB PeareHTOB.

8. B cootBercTBUU C [TpaBuiamu npon3BOICTBEHHON MPAKTUKU U MEXTOCY1apCTBEHHBIM
crangaprom ['OCT ISO/IEC 17025-2019 xputuuHble peareHTh (HaOOpHI pPEareHTOB,
JIOTIOJTHUTEIbHBIE KOHTPOJIbHBIE 00pasiibl) OKHBI MOJIBEPraThCs KOHTPOJIO CO CTOPOHBI
MIPOU3BOAMTENS ITyJIA MJIa3MBbl.

9. [lpu Banumanuu UMMYyHOAHAIM3a HEOOXOIUMO ONPEEITUTh KAK MUHUMYM CJICAYIOIINE
BaJIMJAIMOHHBIE XapAKTEPUCTUKHU:

CHEeM(PUUHOCTD — CHOCOOHOCTH OJJTHO3HAUHO BBISBIISATH MOBEPXHOCTHBIM aHTUTEH BUpYCa
renatuta B (HBsAg) B mpucyTcTBUM IpYyTrUX BO3MOKHBIX KOMIIOHEHTOB;

npeen 0OHapy>KeHUsl aHATUTUYECKOW METOIMKA — MUHUMAaJIbHOE KOJMYECTBO aHAJIUTA B
oOpasle, KOTOpoe MOXEeT ObITh OOHaApyKeHO, HO HE 0053aTeIbHO KOJMYECTBEHHO
ONpENIENICHO KaK TO4YHOe 3HaueHue. [Ipu mpoBeneHHM TECTUPOBAHHUS IyJia IJIa3Mbl Ha
MOBEPXHOCTHBIN aHTUreH Bupyca renarutra B (HBsAg) npenenbHoe 3HaUeHNE BBIpAXKAETCs B
ME/M co cCBUIKOM Ha UCIIOJIb30BAaHHBIN MEXIyHAPOIHBIN CTaHIAPT;

YCTOMYMBOCTh AaHAIUTUYECKON METOAUKH (pOOAaCTHOCTh) — Mepa CIIOCOOHOCTH METOAUKH
OCTaBaThCsl HEUYBCTBUTEIBHON K HEOONBIINM, PEAHAMEPEHHBIM U3MEHEHUSIM MapaMeTPOB
METO0/1a, KOTOPasi CBUAETENIBCTBYET O €€ HAJAES)KHOCTU TP HOPMAJIbHOM BBINIOJHEHUN JaHHOU
METO/IMKHU.

10. HaGopsr peareHToB, peaHa3HAYEHHBIC 711 OOHAPYKEHUS IOBEPXHOCTHOTO aHTUTEHA
Bupyca renatuta B (HBsAg) B uHAMBUIyaNbHBIX NOHAIUAX, JOJKHBI COOTBETCTBOBATH
O6uuM TpebGoBaHUsAM 0€30NaCHOCTH M 3(PPEKTUBHOCTH MEIMIMHCKUX H3EIHH,
TpeOOBaHMUSIM K HX MapKUPOBKE U OKCILUIyaTallMOHHOW JOKYMEHTAalluM Ha HHX,
yTBepxkaeHHbIM Pemiennem CoBera EBpasuiickoil skoHOMUYECKO koMmuccuu ot 12 geBpans
2016 r. Ne 27, m UMeTh MAapKUPOBKY CHEIMAIbLHBIM 3HAKOM OOpAaIeHHS MEIUIIMHCKHUX
m3aenuit Ha peiHke Coro3a (nanee cooTBeTCTBeHHO — OOmue TpedoBaHus 0€30MacCHOCTU U
3¢ (HEeKTUBHOCTH MEIUIMHCKUX U3JEIHM, MAPKUPOBKA CIIEUAIbHBIM 3HAKOM). YKa3aHHbIC
HAaOOPBI PEAareHTOB CYUTAIOTCS BAIUIMPOBAHBIMHU ISl UCIIBITAHUSI MH/IUBUIYaTbHBIX JOHALIUN
. Ucnonp3oBanue Takux HaOOPOB AJIS UCIBITAHUS IYJIOB IJIa3Mbl A (paKIuOHUPOBAHUS
ABJSIETCS U3MEHEHUEM IpeJIojaraeéMoil 00JIaCTH HMX NPUMEHEHUS U HE CUUTAETCA
BAJIMIUPOBAHBIM MPOU3BOJMUTENEM HaOopa peareHTOB. B CBA3M ¢ 3TUM BO3MOYKHOCTH



WCIIOJIb30BaHUsl BBHIOPAHHBIX HAOOPOB JJISI TECTUPOBAHUS IUIa3Mbl JIOJKHA OBIThH
MOATBEPKICHA COOTBETCTBYIOLIEH Banupanuen. Ecim g TecTupoBaHUsA Myja IUIa3Mbl
UCIIOJIB3YIOTCS HAOOPBI peareHTOB 0€3 MapKUPOBKU CTECIHATBHBIM 3HAKOM, B JIOTIOJHEHUE K
BaJIMAAIMKU UCIIOJIb30BaHUSI HAOOPOB pEareHTOB /I UCTIBbITAHUS ITyJia T1a3Mbl JOJKHA ObITh
JI0Ka3aHa WX JKBUBAJICHTHOCTh Kaue€CTBY HAaOOpPOB ISl UCMBITAHUS WHAUBUAYATbHBIX
JIOHAILIMI C MAapKUPOBKOM CIIEIIMAIBHBIM 3HAKOM JIMOO — B CIIy4ae UX OTCYTCTBHS — Habopam
pPEareHToB, 3apETUCTPUPOBAHHBIX B COOTBETCTBUH C 3aKOHOIATEIBCTBOM T'OCYAAaPCTB-YWICHOB.
11. O6mue TpeboBanusi 6e30mMacHOCTH U 3(PHEKTUBHOCTH MEIUIIMHCKUX H3CIUM, a
Takke TpeOOBaHHUS K WX MapKUPOBKE CICIUAIBHBIM 3HAKOM M OKCIUTyaTallMOHHOMU
JOKYMEHTAllMM Ha HUX ONPEAENSIOT MUHHUMAaJlIbHble TPEOOBAHUSA K JIMArHOCTUYECKOW M
AHAJIMTUYECKON YyBCTBUTEJIBHOCTH HAOOpPOB peareHTOB M TPeOyIOT MOJATBEPKICHUS
cnenu(pUIHOCTH Ha MIMPOKOM CIIEKTpe 00pas3ioB mia3mMbl KpoBu. OQHAKO ATOT MOAXOJ K
BaJUAAIIMHU HE SIBJSETCS 00s3aTeNIbHBIM JIJIs 1IeJIe TECTUPOBAHMS ITyJIa TUIa3Mbl, TOCKOJIBKY
00pa3Iipl MIa3Mbl KPOBU T€X IOHOPOB, KOTOPHIE MOT'YT JIaTh HEMPABUJIbLHBINA OTBET (HapuUMep
, JIOHOpPHI C ayTOUMMYHHBIMU 3a00JIeBaHUSIMH WJIH 3a00J€BaHUSIMU, JTAIOIIUMHU
MEPEKPECTHYIO PEAKLIMIO), KaK MPaBUIIO, UCKIIOUAIOTCS paBuiamMu oToopa 1oHopoB. Kpome
TOTO, Hecenuuyeckue nurepdepupyromue GakTopsl OyayT paz0aBiIeHBI B MyJI€ IIA3MBbl.
12. Ceponoruueckoe TECTUpPOBaHUE MyJia IJa3Mbl HE CIIOCOOHO OOHApPY>KUTh BCE
KOHTAMUHUPOBAHHBIE WHIUBUIYAJIbHbIC JOHALIMM M HE UCKIIOYaeT BO3MOXKHOCTH
UCIIOJIb30BaHUs JIOKHOOTPULIATENBHBIX UHANBUIYAIbHBIX JOHAaNMN. Hanpumep, y JOHOpPOB
CO CKPBITOM MM O€CCUMIITOMHON MH(EKIMeH renatuta B BRIABIACTCS HU3KOE COAEPIKAHHE
aHTUTEHA, KOTOPOE HE MOXKET OOHAPYKMBAThCA MOcie pa30aBieHUs] B MPOU3BOJACTBEHHOM
nyne miaasmbel. Kpome Toro, B oOmUX MmyJiax IUIa3Mbl MOTYT COJEpKAaThCS aHTUTENA K
MOBEPXHOCTHOMY aHTUTeHy Bupyca rematuta B (HBsAg) (mpeumymecTBeHHO OT
BAKIIMHUPOBAHHBIX JIUI]), KOTOPhIE MOTYT MPUBOAUTH K oOpazoBaHuio komiuiekcoB HBsAg/
anti-HBs, 4To MoO)eT oka3pIBaTh BIMSHUE Ha Tpeaea OOHApYKEHHs MOBEPXHOCTHOTO
antureHa pupyca remnaruta B (HBsAg). Takum 006pa3oM, ceposiorHyeckoe TeCTUPOBAHUE
myJja Mjia3Mbl JOJKHO paccMaTpUBAThCS HE KaK TECTUPOBAHUE ISl 00ECIIeUeHHs] BUPYCHOM
0e30MacHOCTH, a Kak croco0 BhIABICHUS HapylieHui [IpaBui mpou3BOACTBEHHOM MPAKTUKHU.
13. B HacTos11I€el rI1aBe ONUChIBAIOTCS MOIX0/IbI K BRIOOPY U BAIMIALUA KOMMEPUYECKUX
HAa0OpOB pEareHToB [JIsi MMMYHOAHaIW3a (KaueCTBEHHBIM TECT) C IENbI0 OIEHKHU
KOHTaMUHAIIUU IyJia TJIa3Mbl IOBEPXHOCTHBIM aHTUTeHOM BUpyca renatuta B (HBsAg).

2.Bri6op Habopa peareHTOB

14. Kommepueckue HaOOpbl peareHTOB, MCIOJb3yeMble IS UMMYHOAHAJIN3a,
BAUIMAUPYIOTCA IPOU3BOAMTENEM TOJBKO ISl TECTUPOBAHUS WHIWBUAYAIbHBIX JOHALAMN.
Bri6op HabOopa peareHTOB AJisi TECTUPOBAHMS IyJia TUIa3Mbl JIOJKEH OCHOBBIBATHCA Ha
BBICOKOM AaHAJIMTHYECKON YyBCTBUTEIHHOCTH HalOOpa peareHToB [ OOecleyeHus
HEOO0XOAMMON 4yBCTBUTEIBHOCTH MPHU OOJIBIIOM pa3BEICHUU.



15. B GonpmIMHCTBE Cily4aeB MHCTPYKLIMH NMPOU3BOAUTENS 110 NPUMEHEHUIO HAOOPOB
pEareHToB MPUTOJHBI JIJIs1 TECTUPOBAHUS IMYJIOB IJ1a3Mbl. JIt000e U3MEHEHHE B MHCTPYKIUU
M0 MPUMEHEHUIO MMPOU3BOIUTEINS TOJKHO OBITh BKJIIOUEHO B BaJIHMJaLMI0 HA0Opa pearcHToB,
NpEeAHA3HAYEHHOTO U1 TECTUPOBAHUS ITyJia TUIa3MBbl.

16. KpuTepun oLleHKH MPOU3BOAMUTENSI KOHKPETHOTO HaOOpa peareHTOB MOTYT OBITh
aJanTUPOBaHbl K MCIBITAHHUIO ITyJa IUIa3Mbl B COOTBETCTBUM C JAHHBIMHM BaJuJalllH,
OTHOCAIIIMMHUCS K MyJIaM IUIa3Mbl, KaK 3TO YKa3aHO B nozapaszneie 3.1 HacTosmen riaBsl U K
oOpasiam Iya mia3Mbl COTJIacHO pa3eny 4 HacTOsIIEN TT1aBbl.

3. Bamunamusa

3.1. CemupmIHOCTS U OIIpeielIeHue KpUTHISCKOM OITHIECKOM
IUIOTHOCTH (Ol'IKp (mopora orceueHu)) oA 00pa3noB

ITyJia I1a3Mbl

17. 3HaueHre KPUTUYECKOM ONTUYECKOM MIIOTHOCTH (1ajnee — OHKp (mopor oTcevyeHus))

IUIsT KOMMEPYECKUX HAaOOpPOB YCTAaHABIMBAETCS IPOU3BOAMTENIEM ISl pa3rpaHUYECHUs
MIOJIOKUTEIBHBIX M OTPULATENBHBIX PE3YJIbTAaTOB MCCIECIOBAHMS HAa OCHOBE pE3YJIbTATOB
TECTUPOBAHUSI MHIMBUAYAIBbHBIX JTOHALUMUA U SBISIETCS KOMIIPOMHUCCHBIM C TOYKH 3PEHHS
COOTHOILIEHUSI MEX]Iy YyBCTBUTEIBHOCTHIO U CHEHU(PUUHOCTHIO. MHOTHE MPOU3BOAUTENU
HaOOpPOB pPEAareHTOB TaKXXe OMPEAENSIOT "MOpPOr OTCEYEHHs] Cepod 30HBI", KOTOPBIU
UIACHTUGUIUPYET 00pa3Ilbl, TAIOIINE OTBET BhIlIe (hOHA, HO HIDKE OHKp (mopora oTcedeHus)

Habopa pearenToB. CiielyeT MOBTOPUTH TECTUPOBAHUE TAKMX 00Pa3I0B KaK MOJIOKUTEIHHBIX.
18. Ha ocHOBe oIbITa HUCIIBITAHUS ITyJIa IJIa3Mbl UCIIOIb30BaHUE MeHblero 3HaueHus: Ol
kp (mopora otceueHus) AJis oOpa3LOB MyJia IUIa3Mbl CIEIyeT paccMaTpUBaTh KaK y4yeT

BO3MOYKHOTO BIUSHUS Hecrenupuueckux (pakTopoB MHIUBUAYAJIBHBIX JOHAIUN, KOTOpPbHIC
MNpOSIBJISIIOTCA 3a CYET WX pa30aBiICHUs NpPU TMOJYYEHUHU TMJIa3Mbl KPOBU IS
¢bpakumonupoBanus. Mcnonap30BaHWEe MEHBIIETO 3HAYEHMUS OHKP (mopora oTceuyeHus )

YBEIUYUT AHAIUTUYECKYI0 YYyBCTBUTEIBHOCTh aHAlM30B W OyJeT cnocoOCTBOBATh
BBIBJICHUIO €JIMHUYHBIX IMOJOKUTEIbHBIX 00pa3noB B myie ImiazMbl. Jlomyckaercs
UCIIONb30BaTh 'CEpyr 30HY", YKa3blBa€MYyI0 IPOM3BOJUTENIEM HaOOpPOB pPEareHTOB.
AnbTepHAaTUBHBIM 00pa3oM, Mpezen OHKp (mopora oTce4eHus1) MOKET OBbITh YCTAHOBJIEH C

YYETOM pACTPEICIICHUS] CUTHAJIOB OTPUIIATENILHBIX MYJIOB IJIa3Mbl, HAIPUMEP, KaK CPEIIHsIS
BEJIMYMHA OTHOILICHUS CHUTHAJa OTPULATEIBHBIX 00pa3loB Iyjia K MOPOTY OTcedYeHUs (
ornpeensieMoMy Kak CpeHee OHKp (mopora otcedenusi) + 3 CTaHAAPTHBIX OTKJIOHEHUS), U

OOBIYHO BBIpAKAeTCs KaK MPOIICHT OHKp (mopora oTce4eHwus) Ipu OLIEHKE WHANBUIYAJTbHBIX
noHanuii. Ilopor orceuenus myna (OHKp nyjaa) HE JOJDKEH IPEBBINIATH OHKp (mopor

OTCEUYEHMS) MHIUBUYATbHBIX JOHAIIUH.



19. C npakTUuecKoil TOUKU 3pEHHS 3TO O3HAYAET, YTO €CJIA Cepasi 30HA UCIIOIb3YETCs KaK
OHKp (mopor otcedyeHwus) i MyJIUPOBAHHBIX 00pPa3lOB, TO K€ 3HAUYCHUE CEPOU 30HBI

JOJDKHO HCIIONB30BAThCS JUIsl BBISIBIEHHS] TOBEPXHOCTHOI'O aHTUIeHa BHUpyca remnatuta B (
HBsAg) B mnyse mnia3Mbl MCXOJHO W NpPU HNOBTOPHOM TECTUPOBAHUU (CTpaTerus
HOJATBEPKICHUS ONMCaHa B 1ojApasjiene 4.5 HacTosALIeH I1aBbl).

3.2. YcroitauBocTh (po6acTHOCTH) aHAIMTHIECKOH METOMUKH

20. YcToiunBOCTh (POOACTHOCTH) aHATUTHYECKOW METOJUKH JIOJKHA OBITH OIICHEHA,
MTOCKOJIBKY BCE€ METO/IbI, HCTIOIL3YIOIMNE ONOTOTHISCKIE HITH OMOXUMHUYECKHE PEareHThI, OT
CepHUH K cepur HaOOPOB XapaKTepU3yIOTCS 3HAUUTEIIBHOW BapHaOeIbHOCTHIO UCITOIb3YEMbBIX
pearcHTOB, W TOJIBEP)KEHBI BIMSHUIO OKpYXKaromux yciaoBuil. Oco0oe BHUMaHUE JTOHKHO
OBITH yJIeTIeHO OOpaIeHnuI0 ¢ 00pa3laMu MYJIOB TUIa3Mbl U MX XPAaHEHUIO 70 MPOBEICHUS
UCILITAHUSL.

3.3. BHyTpHCepHiiHas 1 MeXCepHitHasA BapHabeIbHOCT
(TOBTOPAEMOCTH M MPOMEXKYTOTHAS IPEIU3HOHHOCTD)

21. KadecTBeHHbIE UMMYHOJIOTHYECKUE aHAIU3bl CO3JAl0T KOJUYECTBEHHBIM CUTHAI,
KOTOPBIM CpaBHUBAETCS C OHKp (moporoM OTCEUYE€HHUs) Ha OINPEAEJICHHOM 3Talle.

JloxkHOOTpHUILIaTENbHBIE O00pa3iibl, MOMABIIWE B IyJ IJa3Mbl, MOTYT J1aBaThb HU3KHUE
aHAIMTUYECKHE CUTHAJIBI U3-3a CUJIHLHOTO pa30aBiieHUs NMpU 00bEeIMHEHUH JOHALIUN MJ1a3Mbl B
nyna. BapuabenbHOCTh HAOOPOB peareHTOB (BKJIOYAasi KOHTPOJBbHBIE OOpaslbl) MEXITY
CepUsIMH MOXKET OKa3aTh CYLIECTBEHHOE BIIMSHUE HA PE3yJabTaTbl U JIOJDKHA
KOHTPOJIMPOBATHCS, KaK 3TO MPEAYCMOTPEeHO nojapaszaenamu 6.21 u 6.22 yactu | [IpaBun
MPOU3BOACTBEHHOM MPaKTUKU U MexrocynapctBeHHbM ctanaaprom ['OCT ISO/IEC 17025-
2019.

22. YcroiuuBOCTh (pOOACTHOCTH) MPU MPUMEHEHUN KOHKPETHOTO HAabopa peareHTOB
JOJKHA OBITH MOATBEPXKJAEHA C MCIOJIb30BAaHUEM TMAHEIN PENpPe3eHTATUBHBIX WU
CTAaHJAPTHBIX OTPUIIATEIHHBIX O0OpA3IOB MyJia IJIa3Mbl (HampuMmep, 0OpasIbl MyJIoOB, IS
KOTOPBIX IMOJYYE€Hbl OTPUUATEIbHBIE PE3YJbTaThl MPOU3BOAUTEIEM U YHOJIHOMOYEHHBIM
OpraHoM (PKCIEPTHON OpraHU3allMel) TOCyJapCTBa-UIeHa, HE3aBUCUMOIO MOJIO0KHUTEIHHOTO
oOpasiia ¢ HU3KUM COJIep>)KaHHEeM MMOBEPXHOCTHOTO aHTUreHa Bupyca renatuta B (HBsAg) (
HanmpuMmep, CcJa0OMOMOKUTEIbHBIA KOHTPOJIb) U CBEXEMPUTOTOBJIEHHOIO C IMOMOIIBIO
TUMUYHOTO TyJIa MJIa3Mbl CEPUU PA3BEIICHUI CTaHIAPTHOTO o0pasiia, OTKaTIMOPOBAaHHOTO B
MexyHapoaHbIx equHunax (ME)).

23. B nccnenoBaHuM TOJDKHBI OBITH OTICHEHBI:

IPOMEKYTOYHAS MPEM3UNOHHOCTh (MEXCepuiiHasi BapruabelbHOCTh) B 6 HE3aBUCUMBIX

TECTUPOBAHMSAX (BKJIIOYAasi HU3MEHEHHE YCJIOBUM OKpYyXKalUed Cpelbl, pa3indyHoe



o0opyI0BaHUE U, €CIM IPUMEHUMO, UCTIOIB30BaHKe O0jIee OTHON cepru Habopa peareHToB (
MIPU HAJIUYUN));

MOBTOPSIEMOCTh (BHYTpUCEpHUIHAsE BapUaOEIbHOCTh) IO MEHbIIEH Mepe 6 ornpeeneHuit
C1abO0II0I0KHUTEIIBHOTO KOHTPOJIS (C HU3KUM COJCPIKAHMEM ITOBEPXHOCTHOTO aHTHUTEHA
Bupyca rematuta B (HBsAg)) 3a oauH aHanuThueckuid uuki. BHyTpucepuiinas
BaprualbebHOCTh MOXKET OBITh BbIpakeHa Kak koddduiment Bapuanuu (CV) B nporeHTax (
WM KaKk OTHOIIEHUE CUTHajla cJIabOMOJIOKUTENbHOTO oOpa3ua (S) K cTaHgapTHOMY
otkioHeHuto (CO) OHKp (mopory oTceueHus1) KOHKPETHOTO UcToib3yemoro Habopa (S/CO)).

3.4. Bimsaane noATOTOBKY 00pa3noB (IpoOOIOATOTOBKH)

24. IloBepxHocTHBIN aHTUreH BUpyca renatuta B (HBsAg) moxer He oOHapykuBaThes (
MacCKHpPOBAThCA) U3-3a 00pa30BaHUs KOMIUIEKCA C aHTUTEJIaMH K HEMY, IPUCYTCTBYIOLIUMHU B
T000M myJie miaa3Mbl (IPEUMMYIIECTBEHHO OT BaKLMHUPOBAHHBIX JAOHOPOB). OOpa3oBaHue
KOMILJIEKCA 3aBUCUT OT BPEMEHH, TEMIIEPATYPbl 1 KOHIEHTPALMHU AHTUTEI K IOBEPXHOCTHOMY
anTureHy Bupyca renatuta B (HBsAg). ®opmupoBaHue€ HMMYHHBIX KOMIIJIEKCOB B
00bEIMHEHHON TIUIa3Me€ MpH Temieparype (pakiMOHUPOBAHUS MPEACTABIAECT COOOH
MeJJICHHBIN mporecc (mpubausuTensHo 3a 3 — 4 nHs npoucxonut 50 % morepu curHana),
MOATOMY BO M30€KaHHE JI0)KHOOTPULATEIbHBIX PE3YyJbTATOB CIEAYyeT MHUHUMHU3UPOBATH
BpeMsi OT MOMEHTa B3ATHSA MPOO 10 MOMEHTa UX 3aMOpa)XMBaHHUA, a TaK)Ke OT MOMEHTa
pasMopakuBaHus 0 Hayana ucnbiTanus. [1o 3o sxe npuyrHe A1 MOBTOPHOTO UCTIBITAHUS (
MOJTBEPXKJICHUS) CIEAyEeT UCTIOIb30BaTh 00PA3Ilbl, Pa3MOPOKEHHBIE HEMOCPEACTBEHHO TIEPE]
IPOBEJCHUEM aHAIN3A.

3.5. Ilpenen o6HApyXEeHMUS aHATMTHIESCKOH METO KU

25. Onpenenenue mpejaesa 0OHaAPyKEHUsT AHATUTUYECKOW METOJIUKH C UCIIOJIb30BAaHUEM
3HAYCHU I OHKp (mopora oTcedeHus1) myJia Mmjia3Mbl JOJKHO MPOXOAUTH C UCIOIb30BaHUEM

CTaHJApPTHOIO 00pa3La, OTKAIMOPOBAHHOTO B MEXIyHAPOJHBIX €IUHHUIIAX, U Pa30aBIEHHOTO
ITyJIOM IIJIa3MBbl, HE COJEPKAILKMM aHTHUTENA K IOBEPXHOCTHOMY aHTUI€HY BHUpyca remnarara B
(HBsAg) (nanpumep, MHIMBUYaJIbHbIE JOHALMN WM 1TyJ U3 10 MHIMBHUYaIbHBIX JOHALMI)
. Takolt moaxox MO3BOJUT OOECHEUYUTH Mpeaea OOHapyKEHHUs 3HAYUTEIBbHO HIDKE TeX
MUHUMAJIbHBIX TpeOOBaHMM, KOTOpPbIE YCTAHOBJIEHBI OOIMMM cHenupUKAIUIMH Ha
AHAIIMTHYECKYIO METOJUKY.

26. BimstHue MaTpulbl, coaepKallell aHTUTENAa K TOBEPXHOCTHOMY aHTUIEHY BUpyca
renatuta B (HBsSAg), MoxeT ObITh OIIEHEHO NpU CPABHEHHUHM DPE3YIbTATOB THUTPOBAHUS
MOJIOKUTEIBHOTO 00pasiia, ¢ UCIIOJIb30BaHUEM /ISl pPa3BECHU MaTPUIIbl, COAEpIKAILEH U He
coJieprKaliel aHTUTella K MOBEPXHOCTHOMY aHTUTeHy Bupyca remaruta B (HBsAg). Ilo
BO3MOKHOCTH HEOOXOJAMMO CMOJEIHUPOBATh YCIOBHUS HAUXYJLIEro CIEHapus s
IIPOMEKYTKa BPEMEHU OT MOMEHTA CMELIMBAHUS JOHALMK I NIOJIy4eHUS! TUIIMYHOTO I1yJia



MJ1a3Mbl 0 MOMEHTa 0TOOpa Mpod MyJia Mia3Mbl, a TaK)KE€ B OTHOIIEHWU 3aBUCHMOCTH OT
BJIMSIHUSI KOHIICHTPAIlMX aHTUTEJ K TIOBEPXHOCTHOMY aHTUTeHy Bupyca renatuta B (HBsAg),
TEMIIEPATypbl U IMTPOLEIYPHI pA3BEACHUS.

4. OGecnicgeHUE Ka9eCTBA IMYJIOB IUTa3MBI KPOBH
4.1. CranaapTHEIE OIIEpallMOHHBIC NPONEAYPHI TECTUTPOBAHUA ITYJIOB IUIa3MBI

27. llpouenypsl TECTUPOBAHUS JOJKHBI OBITH MOJPOOHO M3JI0KEHBI B CTAHAAPTHOU
onepanuonnou nporeaype (COII), koTopast BKIOYaeT B ce0sl KAK MUHUMYM CIIEIYIOIINE
oTepaIuu:

YCIJIOBHSI XpaHEHUs! U 0TO0pa 00pasIoB.;
MOATOTOBKAa 00pa3loB (HampuMmep, IUKI '3amMopakuBaHUE/pazMopa)kuBaHue",
CMEIIMBaHUE, Pa3BE/ICHHE);
OIHCaHue UCTOIb3yeMOro 000pyA0BaHus U HAOOPOB PEareHTOB;

yCIOBUSL MHKyOanuu (BKJIOYas JAOMYCTHUMBIE MpEJeabl IO BPEMEHU M TeMIepaType
COTJIACHO HMHCTPYKIIMU IO MPUMEHEHHUIO WIM CHenu(UKAIuu MPOU3BOJUTENSI HAOOPOB
peareHToB);

noApoOHas GopMya pacuera U HHTEPHPETAIUS PE3YIbTATOB;

KPUTEPHUH BATUIHOCTH (MIPUEMIIEMOCTH) PE3yIbTaTOB JIJIsl OT/IEILHOTO aHAJIN3a;
YCIJIOBHS IPOBEJCHUS TTIOBTOPHOTO TECTUPOBAHHSI,;

CCBhUIKA Ha MOATBEPKAAIONINE MPOUETYPHI (€CIN TPUMEHUMO).

4.2. KorTpomsHEIe 00pa3nsl Habopa peareHToB

28. B xaxaplil aHamu3 HEOOXOAUMO BKJIIOYaTh KOHTPOJIbHBIE 00pa3Ilbl MPOU3BOIUTEIS
JIEKapCTBEHHOT'O MpernapaTa KpOBHW ISl 00eCTedYeHUs] W IMOJATBEPKIACHUS MPaBUIbHOCTH
paboThl HAOOpa peareHTOB B COOTBETCTBUM C MHCTPYKIMEW MO mpuMeHeHuro. Kpurepuu
BaJIUJTHOCTH PE3yJIbTATOB B Clydae M3MEHEHUS YCIOBHUM WCIBITAHHUS JOJDKHBI OBITH TOYHO
ONPEAEIEHBI U 3aJJOKYMEHTUPOBAHBI.

4.3. He3zaBucHMEIH (BHYTpHJIaO0paTOPHELA) KOHTPOJIL HAOOPOB peareHTOB

29. IlonoXuTenbHbIA KOHTPOJIb BO MHOTMX KOMMEpPUYECKHX Habopax peareHTOB
XapaKTEPHU3yETCsl BBICOKOW KOHIIEHTPALMEW aHAJINTA, YTO HE MO3BOJISAET CIEIaTh 3aKIF0UECHHUE
IpY HU3KOM KOHIEHTpAIMU aHTUTeHa B KOHTAMUHUPOBaHHBIX 00pa3nax. Kpome Toro, kak u
Ui BCeX OMOJIOTMYECKUX PEareHTOB, aKTUBHOCTh 3TUX KOHTPOJIBHBIX 00pa3IOB BapbUPYET
MEXK]y cepusiMU. B CBsI3u ¢ 3THM Il MOHUTOPHWHIA PE3YJbTAaTOB CIEAYET BKIKOYATh B



Ka)KJI0€ TECTHUPOBAHNE HE3aBUCUMBIN MOJIOKUTEIBHBIN KOHTPOJIb C HU3KUM COJIEpKAHUEM
MOBEPXHOCTHOrO aHTUreHa Bupyca renatuta B (HBsAg) (cooTBercTByromuil nuanazony
aHaJIM3a, HalpUMep

B 2 — 3 pa3a npeBbIIaoNIHii OHKp (mopor oTceueHus ) EAMHUYHON JOHALINH).

30. Kpome Toro, xaxnas cepuss HaOOpOB peareHTOB JOJKHA OBITh MOJBEPTHYTa
MpoLEaype BXOJHOTO KOHTPOJS HAa COOTBETCTBUE MOKA3aTesieil KauecTBa B OTHOIICHUU
YyBCTBUTEIBHOCTH W CHEUU(PUYHOCTH C HCIOJIb30BAaHUEM CTAHAAPTHBIX MaHENIeW u
CTaHJIapTHBIX 00pa3IOB, JJIsl KOTOPBHIX YCTAHOBJIEHA MPOCIEKUBAEMOCTh M0 OTHOIIECHUIO K
COOTBETCTBYIOIIUM MEXIYyHAPOIHBIM CTaHIAPTHBIM o0pa3iiaMm (CTaHAapTHBIE OOpasIlbl,
aTTECTOBaHHBIE C HCIIOJb30BAaHUEM MEXKIYHAPOJIHBIX CTaHIAPTHBIX 00pasioB). B ciyuae
OTCYTCTBUSI MEXIYHAPOIHBIX CTAHJAAPTHBIX OOpA3IOB JOMYCKAETCS WCIOJIh30BaAHUE
(bapMaKoINeHbIX CTaHAAPTHBIX 00Pa3loB, a MPU UX OTCYTCTBUU — CTAaHAAPTHHIX 00pa3lioB
MpEeANPUSATUS, aTTECTOBAHHBIX B YCTAHOBJIICHHOM MOPSJIKE.

4.4. TIpoBepka (moxTBEpXKACHHE) KBATH(PHUKAIUH Ta0OpaTOPHH, BRIIOMHAIOMEH IPONEAYPHI
BaIMAAaH HMMYHOQHAIA32

31. PerynapHoe yuyactue JabopaTOpudl B MpOrpaMmax BHEITHETO KOHTPOJIS KadyecTBa (
MEXJIA0OPATOPHBIX CIUYUTEIIHHBIX HCIBITAHUSIX) SBISIETCS 0053aTENbHBIM C IEBIO
MOATBEPKICHUS MPO(HEeCCHOHATHFHON KOMIIETEHTHOCTH JTa0OpaTOpHUH, KOTOPOE BKIIOYACT B
cebs1 TecTUpoBaHUE OOpa3OB C HHU3KOM PEAKIMOHHOW CIOCOOHOCTBIO IJIS OIIEHKHU
AHAJTUTUYECKOU YyBCTBUTEIHLHOCTH HAOOPOB.

4.5. Ctparerus DOITBEP:KACHHUS Pe3yIbTaTOB

32. IIpou3BOAUTENIO TUIaA3Mbl HEOOXOIMMO pacroJjiaraTh BaJuAUPOBAHHOW cTpaTeruei
IIOATBEPKIACHUS ITEPBUYHBIX IOJIOKUTEIBHBIX pe3yJbTaToB. [1yil rura3zMbl MOXKET CUATATHCS
OTPULIATEIBHBIM 10 COJIEPKaHUI0 TTOBEPXHOCTHOIO aHTUreHa Bupyca renatuta B (HBsAg),
€CJIM aJIMKBOTa MEPBOHAYAIBHO aKTUBHOIO OOpa3lia JaeT OTPHUILATENbHbIN pe3ysibTar mpu
NOBTOPHOM MWCIBITAHUKM B JABOWHON moBTOpHOCTH. OOpasen cieayeT CYUTaTh
MIOJIOKUTENIBHBIM, €CJIM HE JOKa3aHO OOpaTHOE NpPHU HCMOJb30BAaHMM ISl MMOBTOPHOIO
UCIBITAHMS BAJIMIUPOBAHHOTO CEPOJIOTMYECKOTO METO/IA C AaHTUTEIAMH, OTINYAOIIUMHUCS OT
AHTUTEJ NPU MEPBUYHOM TECTUPOBAHUU (AJTBTEPHATUBHOE UCIIBITAHWE, HEUTpanu3alus B
IPUCYTCTBUM HEUTPATU3YIOLIETO areHTa).

33. Jlns moaTBepxKASHUS MPUCYTCTBUS MOBEPXHOCTHOI'O aHTUI€HA BUpyca remnatura B (
HBsAg) B TecTe HelTpaau3auy HeOOX0IMMO BCET Ia HCTIOJIb30BaTh HCXOHBIC PEAKTUBHBIC (
MOJIOKUTENbHBIE) 00pa3ibl. TecT HeWTpanu3auuu JOJKEH ObITh BaTUAMPOBAH ISl 00pa3lioB
myJia Mia3Mbl, YIUTBIBasA, 4TO 3(Q(PEeKT HeUTpalInu3aluu aHTUTEIN YK€ MPUCYTCTBYET B MyJie (



caMOHEWTpanu3alysi) B CPaBHEHUH C HEHTPaJM30BAHHBIM 00pa3lioM (MHKYOHMPOBAHHBIM C
n00aBJIEHUEM JOTOJTHUTENIbHBIX aHTUTEN K MOBEPXHOCTHOMY aHTUT€HY BUpyca renatuta B (
HBsAg)).

34. IloBepxHOCTHBIN aHTUTEeH BUpyca renatura B (HBsAg) moxeT npucyTcTBOBaTh y
JOHOPOB C HU3KUM WJIM HEONPEAEISIEMBIM COAECPKAHUEM HYKJIEMHOBBIM KHCIIOTHI B IIJIa3Me
KPOBHU, MO3TOMY TEXHUKY aMIupukanuu HykiaeuHOBbIX KucioT (NAT) He cienyer
paccMaTpuBaTh Kak NOATBEPKAAIOIMIMN TECT, IOCKOJIbKY OTPHUUATEIbHBIA PE3YJIbTAT
MOJIUMEPA3HOU LIEMTHOM pEaKUMHU HE MOXKET ONPOBEPTHYTH IOJOKUTEIbHBIA pPe3yibTar,
IIOJIYYEHHBIN B PE3YJIbTATE MIPOBEACHUS CEPOIOTHUECKOTO HcciienoBaHus. C Ipyroi CTOPOHBI
, TIOJIO)KUTEJIBbHBIE PE3YJbTAThl MOJIMMEPA3HOW LENMHOW PEaKUUH MOTYT ITOATBEPKAATH
CEPOJIOTHYECKOE OOHAPYKEHNE KOHTAMUHALIUU.

I'maa 23. Bamganms *MMyHOAHAIA3a A1 0OHAPYKEHUA aHTUTEII K BUPYCY HMMyHOAeHITa
genoBeka (apTrTena k BUY-1 u BUY-2) B mynax mia3Mel

1. O6mme monoxeHus

1. Hactosimas rnmaBa pa3zpaboTaHa B IESAX YCTPAHEHUS BO3MOXHBIX OIIMOOK TPHU
BAJIMJALUNA aHATUTUYECKUX METOJIUK oOHapykeHust antutren k BUY-1 u BUY-2 B mynax
IUIa3Mbl TIPU IPOBEICHUH HKCIEPTU3bl PETHUCTPALMOHHBIX JOChE MPENAPATOB KPOBH.
JlepKaTenu pEerucTPalMOHHBIX YJIOCTOBEPEHUW M JIEPIKATENIM OCHOBHOTO JIOCHE IUIA3MBbI
JNOJKHBI TIEPECMOTPETh BAIHUAALMIO CBOMX METOJAOB TECTUPOBAHUSA Iyjda IUIA3Mbl B
COOTBETCTBMHU C HACTOSILIEH TJIaBOM. EciiM KiIrOYEBBIE ACMEKThl BaJUJALUM, ONKCAHHBIE B
HACTOSIIEN IJ1aBe, COOTBETCTBYIOT BBIIIOJIHEHHOW IPOW3BOJMTENEM BalIUAALH, KOTOpas
paHee y)Xe moJsiydana OLIEHKY YIOJHOMOYEHHBIMM OpraHaMM, JaJIbHEWIIas BajauIaius
MMMYHOaHallu3a He TpeOyercs. B mpoTUBHOM cilyyae METOAMKAa OLUEHKM KadecTBa ITyja
TJ1a3Mbl JIOJDKHA OBITH BaTUAMPOBAaHA B COOTBETCTBUU C HACTOSIICH TJIABOM, O YEM JIOJDKHO
OBITH COOOIICHO MPU OOHOBJIEHUU JJOKYMEHTAIIUH O TJIa3Me.

2. Meroasl nMMYyHOaHanu3a s onpenenenus anturen k BUY-1 u BUY-2 sBisrores
Ka4eCTBEHHBIMU TeCTamMu Ha Hanuuue aHtuten k BMY-1 u BUY-2 B nyne nnasme s
¢pakuuonupoBanus. OOmue TpeOOBaHUSA K BaJUJALMKU HM3JI0kKEHbI B PykoBOACTBE MO
BAJIUJIAlINU aHaIUTHUYEeCKUX MeToauk u dapmakonee Coro3a, a Ipu OTCYTCTBHHU B HEM — B
(apmakonesix rocy1apcTB-4JICHOB.

3. Ucnonb3yemsblil TeCT AOJDKEH OBITH TECTOM Ha MpeAeibHOe cojepxkaHue. B
COOTBETCTBUU C PyKOBOJICTBOM IO BaJIMAALMKU AHATUTUYECKUX METOAMK CHEU(PUUYHOCTH U
npeaen oOHApyXKeHUs SBIAIOTCS HanbOoJiee BaKHBIMU TPU BAIMIAINHN AHATUTAYECKOU
METOJIMKHA Ha TpelesbHoe cojepkaHue. OQHAKO CYLIECTBYIOT HMCKIIOUYEHHS, KOTOPBIE
paccMaTpuBalOTCd B HWHIMBUAYAIBHOM MOPSAKE W IIOATBEPKIAKOTCA IIPH OLIEHKE
YCTOWYUBOCTH (POOACTHOCTH) aHATUTUYECKONH METOIUKH.



4. JInst TeCTUPOBAHUS TyJia TIa3Mbl TPeOyeTCsl MCIIOJIb30BaHUE TecTa Ha aHTuTena k BUY
-1 u BUY-2, noaxoasmiero no 4yBCTBUTEILHOCTH U CHIEIU(PUIHOCTH.

5. B cootrBercTBUM ¢ rnaBamu 6 u 19 Hacrosmux I[lpaBun HE0OXOIUMO yKaszaTh
YyBCTBUTEJIbHOCTh UCIIBITAHUS.

6. HeoOXoauMo omnpeaeanuTh 4yBCTBUTEIBHOCTh TECTa B OTHOUIEHWH pa3Mepa IyJia
TUTa3MBbl C LIETBIO MPEAYTPERKACHUS OIIMOOK MPU TECTUPOBAHUY WIIH MTYJIUPOBAHUU TIJIa3MBbI.

7. Heo6X0oamMmMo HCTOIb30BAHUE MEKIyHAPOIHBIX CTAaHAAPTHBIX (pedhepeHc) MaTepraoB.
JloryckaeTcst UCTIOIb30BaHUE KOMMEPUYECKUX HAOOPOB peareHTOB.

8. B cootBeTcTBUM ¢ [IpaBuiaMu npou3BOACTBEHHON MPAKTUKHU U MEKTOCYIaPCTBEHHBIM
crangaprom ['OCT ISO/IEC 17025-2019 kpuTu4Hbie peareHTbl (HAOOpHI PEareHTOR)
JOJIKHBI KOHTPOJIUPOBATHCS CO CTOPOHBI MPOU3BOIUTENS MyJIa TUIa3MBbl.

9. [lpu Banumanuu UMMYHOAHAIH3a HEOOXOIUMO OTPEETUTh KAK MUHIUMYM CJICTYIOIINE
BaJIMJALIMOHHBIE XapAKTEPUCTUKHU:

cnequ(pUIHOCTh — CIIOCOOHOCTh OJTHO3HAYHO BBIABIATH aHTUTENa K BUU-1 u BUY-2 npu
HAJIUYUU APYTUX KOMIIOHEHTOB;

npenen oOHapyKEeHHsI AHATUTUYECKOM METOJAMKN — MUHUMAJIbHOE KOJMYECTBO AHAJIUTA B
oOpasie, KOTOpoe MOXeT OBITh OOHApyKEHO, HO HE 0053aTeIbHO KOJMYCCTBEHHO
OMpeNeNIeH0 KaK TO4YHoe 3HaueHue. [Ipu mpoBeneHHM TECTUPOBAHHUS IMyJia IJIa3Mbl Ha
aatutena k BUY-1 u BUY-2 npenen oOHapyKeHUsT BhIpaKaeTCs Kak KOHEUHOE pa3BeIcHUE
XOPOIIIO 0XapaKTEPU30BAHHOTO MOJIOKHUTEIBHOI0 00pasiia;

YCTOMYHMBOCTh AHAIIUTHYECKON METOIMKH (pOOACTHOCTB), KOTOpAsl SIBISETCS MEpOil ee
CIIOCOOHOCTH OCTaBaThCsl HEUYBCTBUTEIBHOM K HEOOJIBIIUM, ITPETHAMEPEHHBIM U3MEHEHUSIM
apaMeTpoB METO/Aa U CBUAETEIBCTBYET O €€ HaJECKHOCTH MPU HOPMAJIbHOM BBIIIOJIHEHUH
JTAHHOUM METOIUKH.

10. HaGopsl peareHTOB, IpeAHa3HAYCHHBIE [IJ1s1 0OHapy>keHus antuten k BUY-1 u BUY-2
B UWHJUBUIYaJbHBIX JIOHAIUAX, JOJDKHBI COOTBETCTBOBaTh OOmUM TpeOOBaHHUSIM
O0e3onmacHoCTH W A(POEKTUBHOCTH MEIUIIMHCKUX U3ACIUA U HUMETh MAapKUPOBKY
CHEIMAIbHBIM 3HAaKOM. YKa3aHHbIE HaOOpbI PEareHTOB BAJIUIUPOBAHBI ISl TECTUPOBAHUSA
UHAUBUIYAbHBIX ToHAIUK. Mcronb3oBaHue Takux HaOOPOB ISl IPOBEICHUS TECTUPOBAHUS
MyJIOB IJIa3Mbl SIBJSETCS W3MEHEHHEM IMpEaIoiaraéMoil 00JiacTu UX NMPUMEHEHUS U He
CUMTAETCSl BaJUJIUPOBAHBIM MPOU3BOAUTENEM Habopa peareHTOB. B cBs3u ¢ 3TUM
BO3MO>KHOCTh HCIOJIb30BaHMSI BBIOPAHHBIX HAOOPOB MJii TECTHUPOBAHMS IIa3Mbl KPOBH
JI0JIKHA OBITH MOATBEPK/IEHA COOTBETCTBYIOIICH Banuaanueit. Ecnu st tectupoBanus mysa
MJ1a3Mbl MCIOJIB3YIOTCSI HA0Opbl peareHTOB 0€3 MapKUpPOBKHU CIEIUATbHBIM 3HAKOM, B
JIOTIOTHEHHUE K BaJU AU UCTIOIB30BaHMs HAOOPOB peareHTOB JIJIsl UCIIBITAHUS MYJIa TUTa3MbI
J0JDKHA OBITh JIOKa3aHa WX HKBUBAJIEHTHOCTh KadyeCTBY HAOOPOB IS TECTUPOBAHUS
WHIUBUTYJTBHBIX IOHAITUN C MApPKUPOBKOW CTIEIHAIEHBIM 3HAKOM, JTUOO MPU UX OTCYTCTBHUU
— HabOpOM peareHTOB, 3apETUCTPUPOBAHHBIX B COOTBETCTBHUU C 3aKOHOJATEIbCTBOM
roCyJ1apCTB-YJIEHOB.



11. Ob6mue TpeGoBanus 6e30macHOCTH U AHPEKTUBHOCTH MEIUIIMHCKUX HU3JCIHH, a
TakXke TpeOOBaHUS K HUX MApPKUPOBKE CHEUHUAIbHBIM 3HAKOM M JKCIUIyaTallMOHHOU
JTOKYMEHTAIIMU HAa HUX OMNpPENesiOT MHUHHMAaJIbHbIE TPEOOBaHHS K UYyBCTBUTEIHLHOCTHU
HAa0OpPOB peareHTOB M TPeOYIOT, UTOOBI ceU(PUIHOCTL OblJIa MOATBEPIKIECHA HA IIUPOKOM
CHeKTpe o0pa3loB IJIa3Mbl KPOBH ManueHTOB. OIHAKO ATOT MOAXOJ K BaJIMIALUU HE
ABJISIETCS] 00513aTENBbHBIM TS 11eJIel TECTUPOBAHMS ITyJia TJIa3Mbl, TaK Kak oOpa3iibl IJ1a3Mbl
JIOHOPOB, KOTOpblE MOTYT JaTh HENPABWIbHBIA OTBET (Hampumep, AOHOPHI C
ayTOMMMYHHBIMU 3a00JIeBaHUSMH WM WHQPEKIIMOHHBIMU 3a00JEBAHUSMHU, JTAIOIIHUMU
MEPEKPECTHYIO PEAKLUIO), KaK MPaBUIIO, UCKITIOUAIOTCS IpaBuiamMu oT0opa n1oHopoB. Kpome
TOTO, HecTenupuyeckue nurephepupyromue GakTopsl OyayT paz0aBiIeHBI B MyJIe IIA3MBbI.

12. CepoJsioruyeckoe HccieoBaHue Iyja MIa3Mbl HE CIOCOOHO OOHApYyKUTh BCE
KOHTaMUHALIMU UHJWBUAYAJIbHBIMU CEPONO3UTUBHBIMU JOHALUSIMU, HE OOHAPYKEHHBIMU B
paMKax MHIUBUIyalbHOTO cKpuHUHTra. Antutena Kk BUY-1 u BUY-2 He ABAAIOTCS OAHUM
ONpPEJIETICHHBIM aHAJIUTOM, UX MOXHO OXapaKTepU30BaTh KaK CyMMapHYI0 PEaKTUBHOCTb
WHUBUIYaTbHOTO T'yMOPaJbHOTO MMMYHHOTO OTBETa Ha BHPYC, 00JIaIalOIINil BBHICOKON
reHeTUYECKON BapuabenbHOCThi0. B yacTHOCTH, 00pa3iibl, MOTyYyaeMble Ha paHHUX CTAIUSX
uHpexuu, coaepxar HuskoahGUHHBIC aHTUTENA ¢ HU3KOW KMHETHKOMN pa3BeleHUs. Takum
00pa3oM, CepoIOTMYECKOE HCCIIEJOBAHUE MyJia IJIa3Mbl JOJHKHO paccMaTpUBaThCA HE Kak
TECTHPOBaHUE IS OOeCreYeHusi BUPYCHOM OE30MacHOCTH, a KaK CHoco0 BBHISBICHUS
HapyleHu [IpaBui1 mpoOU3BOACTBEHHON MPAKTUKHU.

13. B HacTosmel ri1aBe OMUCHIBAIOTCS MOIX0/bI K BEIOOPY M BaJUAalMd KOMMEPYECKIX
HAa0OpPOB pEareHToB [JIsi MMMYHOAHaIM3a (KaueCTBEHHBIM TECT) C UENbI0 OIEHKHU
KOHTAMHUHALMHY ITyJia I1a3msel anturenamu kK BUY-1 u BUY-2.

2. Bribop Habopa peareHTOB

14. Kommepueckue HaOOpBl peareHTOB, UCHOJIb3yEeMbIE I aHAIN3a, BAIUIUPYIOTCS
MPOU3BOJIUTEIEM TOJBKO JJII TECTUPOBAHMSI MHIMBHIyalbHBIX JTOoHaIuil. Beibop Habopa
PEareHTOB ISl UCIIBITAHUS TyJIa MIa3Mbl JOJKEH OCHOBBIBATHCS HA BBICOKOM aHAJIUTUYECKOU
YyBCTBUTEILHOCTH HA0Opa peareHToB Juisl 00ecreueHnss HEOOXOAMMON YyBCTBUTEIbHOCTH
npu OOJIBIIOM pa3BeneHHH. B kauecTBe MmpeaBapUTENbHOTO KpUTEpHsl 0TOOpa HEOOXOIUMO
CPaBHUTb OTHOCHUTEIIBHBIE TUTPHI KOHEYHOI'O PA3BEACHUS XOPOLIO OXapaKTEPU30BAHHOTO
oOpasua (Hampumep, KOMMepUYeCKuid paboduii cTanmapT).

15. B 0OapIIMHCTBE Cly4aeB MHCTPYKLIMH MPOU3BOAMUTEINS MO NMPUMEHEHUIO Ha0OPOB
peareHTOB IIPUTOIHBI JUIsl TECTUPOBAHUS I1YJIOB I1JIa3MBl.

16. Jlrob0oe n3MeHeHHE B MHCTPYKIIMU TT0 TPUMEHEHHUIO HaOOPOB PEareHTOB JOJKHO OBITh
BKJIIOUEHO B BaJuJalMi0 Habopa peareHTOB, NMPEJHA3HAUYEHHOIO AJIA WCIBITaHUS IMyJja
I1a3MBbl.

17. Kputepuu OIeHKH TPOU3BOIUTENST KOHKPETHOTO HabOpa peareHTOB MOTYT OBITh
aJanTUpPOBaHbl K HCHBITAHHWIO MyJia IJIa3Mbl B COOTBETCTBHM C JIAHHBIMU BaJlUJAIUU,



OTHOCSIIIUMHUCS K ITyJiaM IJIa3Mbl KaK 3TO yKa3aHO B mojpasnaeiie 3.1 HacTosmen riaBsl 1
00pa31oB IyJia MJ1a3Mbl U paszjesnie 4 HacTOsALIEH TTIaBbl.

3. Bamunamusa

3.1. Crenmu(pmIHOCTS ¥ OIPEIETICHUES KPHTHISCKOM ONTHIECKOH IIOTHOCTH (Ol'IKp (mopora

OTCEYCHNA)) I 06pasIoB ITyJia IIa3Mbl

18. 3HaueHne KPUTUYECKON ONTUYECKOH MIIOTHOCTH (1ajnee — OHKp (mopor oTce4yeHus))

1T KOMMEpPYECKUMX HaOOpOB YCTAHABIMBAETCS MPOU3BOAUTENEM [Jis pa3ieieHus
MOJOXKUTEIbHBIX U OTPULIATEIBHBIX PE3YJbTAaTOB MCCIEAOBAHUS HA OCHOBE PE3yJIbTAaTOB
WCTIBITAHUST MHIWBUAYATbHBIX JOHALIMN W SABJISETCS KOMIPOMUCCHBIM C TOYKH 3pEHUS
COOTHOIICHUSI MEXAY YYBCTBUTEIHHOCTHIO U CHEIUPUIHOCTHIO. MHOTHE TTPOU3BOIUTEIH
HaOOpOB pPEAareHTOB TaKXXe OMNMPEAENSI0T "MOpPOr OTCEYEHHs] Ccepod 30HBI", KOTOPBIU
UIACHTUGUIUPYET 00pa3Ilbl, MAIOIINE OTBET BhIlIe (HOHA, HO HIDKE OHKID (mopora oTcedyeHus1)

Habopa peareHToB. CieayeT MOBTOPUTh TECTUPOBAHUE TAKUX 00PA31[0B KaK MOJIO0KUTEIbHBIX.
19. Ha ocHOBe orbITa TECTUPOBAHMS ITyJIa MJIa3Mbl UCIIOJIb30BaHUE MEHBIIIETO 3HAYCHUS

OHKlo (mopora orceueHus) A 00pa3LoB IMyJa IJIa3Mbl CIEAYET pacCMaTpPUBaTh KaK y4yeT

BO3MOJKHOT'O BJIMSIHUA Hecnenuduueckux (HakTopoB MHAMBUAYATBHBIX JOHAIMH, KOTOPbIE
NpOABIAIOTCA 3a CYeT HUX pa30aBieHUs NpPU IMOJYYEHUH IUIa3Mbl KpPOBHU IS

dbpakiuonupoBanus. Vcrnonb3oBaHUE MEHBIIETO 3HAYCHUS Ol_[Kp (mopora oOTCeueHUS)

YBEJIUYUT AHAIUTUYECKYI0 YyBCTBUTEIBHOCTh aHAlM30B W OyJeT cnocoOCTBOBATh
BBIBJICHUIO €JIMHUYHBIX IMOJOKUTEIbHBIX 00pa3noB B myie IiazMbl. Jlomyckaercs
UCIIONB30BaTh ''CEpyr 30HY", yKa3blBa€MYyI0 MPOM3BOJUTENIEM HaOOpPOB pPEareHTOB.
AnbTepHAaTUBHBIM 00pa3oM, mpezen OHKp (mopora oTce4eHus1) MOKET OBbITh YCTAHOBJIEH C

YYETOM pACTpPEICICHUS] CUTHAJIOB OTPUIIATENIbHBIX MYJIOB IJIa3Mbl, HAIPUMEP, KaK CPEIIHsIS
BEJIMYMHA OTHOILIECHUS CHUTHAJa OTPULATEIBHBIX 00pa3loB Iyjia K MOPOTYy OTcedeHUus (
OTpeaesieMOMY Kak CpeiHee OHKp + 3 cTaHAApPTHBIX OTKJIOHEHHS), U OOBIYHO BBIPAKAETCS

KaK MPOIEHT OHKp (mopora oTceveHus) MHAMBUAYAJIbHBIX qoHaIMi. [lopor oTceuenus myina
I1J1a3Mbl (OHKp myJia) HE JOJDKEH MPEBBIIATh OHKp (mopora oTcedyeHus1) UHAUBUAYAJIbHBIX

JIOHAINH.
20. C npakTUYECKOM TOUKHU 3pPEHUS 3TO 0003HAYAET, UTO €CJIM Cepasi 30Ha UCIOIb3YETCs
KakK Ol'[Kp (mopor oTcedyeHus) IS MyJUPOBAHHBIX 00Pa3IOB, TO K€ 3HAYECHHE CEPOUl 30HBI

JNOJKHO HWCHOJIB30BAaThCA Ui BbIABIEHMS aHTuTenl K BMY-1 m BUY-2 B nyne mmasmsl
UCXOAHO W NpU IIOBTOPHOM TECTUPOBAHMM (CTpATErusi IMOATBEP)KICHUS ONHUCAaHA B
noapaszene 4.5 HacTosIIEeH I1aBbl).

3.2. YcroitauBocTh (p00acTHOCTH) aHATMTHIECKOH METONUKH



21. YcroituuBocth (poOACTHOCTH) AHATUTUYECKOM METOJUKHU JOJKHA OBITh
MOJTBEPKEHA, TOCKOJIBbKY BCE€ METOAbI, HKCIOJb3YIOMHUE OUOJOTHYECKUE WIIH
OMOXMMHUYECKUE PEareHThl, OT CEpPUH K CepUU HAOOPOB XapaKTEPHU3YIOTCS 3HAYUTEIbHOU
BapualOeIbHOCThIO KCIOJIB3YEMBIX PEareHTOB, W TOABEPKCHBI BIUSHHUIO OKPYKAFOIINX
YCIIOBUH.

2.3. BHyTpHuCepuiiHas U MexcepuiiHas BapuabeIbHOCTb
(TOBTOPSEMOCTH M B IIPOMEXYTOIHAS IPEM3HOHHOCTD)

22. KadecTBeHHbIE UMMYHOJIOTHYECKUE aHAIU3bl CO3Jal0T KOJUUYECTBEHHBIM CUTHAI,
KOTOPBIA CPAaBHUBAETCS C OHKIOHT (mOporom OTCe4YeHUs1), YCTAHOBIIEHHOM Ha OINpPEEICHHOM

stane. [lomoxuTenbHple 00pa3Ubl MPU MOJYYEHUHU Iyja IJIa3Mbl MOTYT J1aBaTh HHU3KHUE
aHAIMTUYECKHUE CUTHAJIBI U3-3a CWJILHOTO pa30aBiieHUs NMpu 00bEeTMHEHUH JOHAIIUN MJ1a3Mbl B
myi. BapuaOenbHOCTh HAOOpa peareHTOB (BKJIIOYAsi KOHTPOJIbHBIE 00pa3Ilbl) MEXIY CEPUSIMU
MOXET 0Ka3aTh CYIECTBEHHOE BIIMSIHUE HA PE3YJIbTaThl U JIOJXKHA KOHTPOJIUPOBATHCS, KaK
3TO mpenycMoTpeHo moxapasaenamu 6.21 um 6.22 yactu [ IlpaBusn mpou3BOACTBEHHOU
pakTuku u MexxrocyaapctBeHHbIM ctangapTom ['OCT ISO/IEC 17025-2019.

23. YcroiuuBocTh (p0OACTHOCTH) MPU MPUMEHEHUH KOHKPETHOTrO Habopa peareHTOB
JIOJKHA OBITH MOJTBEPIKICHA MCTOIB30BAaHNUEM TAHETH PETMPE3eHTATUBHBIX (CTaHIAPTHBIX)
OTpHULIATEIBHBIX 00PA3IOB MyJa MIa3Mbl (Hampumep, 00pasiibl MyJIOB IJIa3Mbl, I KOTOPBIX
MOJIyYEHbl OTPULIATENIbHBIE PE3YJIbTaThl MPOU3BOAUTENEM U YHOJHOMOYEHHBIM OpPraHoM (
AKCIIEPTHON OpraHu3alueii) rocyjapcTpa-ujieHa), He3aBUCUMOI0 MOJOKUTEILHOTO 00pasiia ¢
HU3KUM cojepxxanueM antuten k BUY-1 u BUY-2 (manpumep, cnabomnosiokKUTEIbHbIN
KOHTPOJIb, OTIMCaHHBIN B MyHKTE 30 HACTOSAIIEH IJ1aBbl).

24. B ucciaeqoBaHuM JOJDKHBI OBITH OI€HEHEI:

IPOMEKYTOYHAS MPEIM3UNOHHOCTh (MEXKCepHUiiHasi BaprabeIbHOCTh) B 6 HE3aBUCHMBIX
TECTUPOBAHUAX (BKJIOYAash HM3MEHEHHE YCIOBUM OKpyXKawomled cpeabl, pa3indHOe
o0opyIoBaHWE, U €CIIA TIPUMEHIMO UCIIOJIb30BaHUE 00Jiee OJTHOM cepuu Habopa peareHTOB (
IpU HAJTUYHH));

MOBTOPSIEMOCTh (BHYTpUCEpHUiTHAsE BapuaOeIbHOCTh) IO MEHbIIIEH Mepe 6 omnpeeneHuit
c1a00MOJIOKUTENHHOTO KOHTPOJIA (C HU3KUM cojepxkanueM antuten k BUYU-1 u BUY-2) 3a
OJIMH aHAIMTUYECKUI LUKI. BHyTpucepuiiHas BapuaOeabHOCTh MOXKET OBITh BBIPAKEHA KaK
koddunuent Bapuanuu (CV) B mporeHTax (WMiIM Kak OTHOIIEHHWE CHTHala
cinabomnonoxurenbHoro odpasna (S) k crangaptHoMmy oTkioHeHuto (CO) OHKp (mopory

OTCEUEHHS) KOHKPETHOTO ucIoib3yeMoro Habopa (S/CO)).

3.4. IIpexen o6HApyXEeHUS



25. [lockonbKy HE CYIIECTBYET MEXIYHAPOIHOTO CTaHIApPTHOTO 00pasia antuten k BUY
-1 1 BUY-2 1 mocKkoJIbKY 3TH aHTUTENA HE SIBJSIOTCS OMPEICICHHBIM aHATUTOM (BEIIECTBOM)
, Tpenen oOHapyXeHHus (pa3BelleHHEe B TMpeJeiax YyBCTBUTEIHHOCTH) JOJDKEH OBITh
YCTAHOBJIEH MPOM3BOAUTENEM IJIa3Mbl C MOMOIIBIO MAaHENIHU MOJIOKUTEIBHBIX 00pa3IoB,
OTPAXKAIONIUX pa3Hble CYOTHIIBI W TPYIMIBI AHTUTEN, C YYETOM SIHIACMUOIOTHUUECCKON
CUTyalldd B COOTBETCTBYIOIIEM pEruoHe, rJe Oblia IMOoJyyeHa Iula3Ma KpOBH.
[TonTBep K/IeHHBIE TOJIOKUTEIbHBIE 00pa3Ilbl, MOJYYEHHbIC B X0JI€ POBEIACHUS OOBIYHOTO
JIOHOPCKOTO CKPUHHUHTA, MOTYT PAacCMaTpPUBAThCS KaK perpe3eHTAaTUBHBbIE 00pasibl 0e3
JnanbHENIend XxapaKTepUCTUKH, €CIU 00pa3Ilbl B TAaHETU MPEACTABISIOT OCHOBHBIE T€HOTHUIIHI.

26. [lnst obnerdyeHust COMOCTaBUMOCTH JIAHHBIX MO MPeeTy 0OHApyKEHUSI He3aBUCHUMBIT
pedepencuriii Marepuan antuten Kk BUY-1 u BUY-2, kak TOJBKO CTaHET JAOCTYIHBIM,
JIOJIKEH OBITh BKJIIOUYEH B MMAHEb.

27. Ilanens mpeacTaBisieT coOO0OM CepHilHbIe pa3BeACHUS MOJIOKUTEIBHBIX 00pa3IoB B
MmyJiax MiasMbl, OTpuuareapHbix o aHtutenam Kk BUY-1 u BUY-2. MunumanbHoe u
MaKCHMaJIbHOE BO3MOKHOE YHCIIO JTOHAMN B TUIIMYHOM I1YJIE TUIa3MBbl TOJDKHO YUUTHIBATHCS
MPU TPUTOTOBJIEHUU CEPUU PA3BEACHUN IS MOJCIMPOBAHUS YCIOBUM HAWIIY4IIEro H
HaMXYyJILIEro CUeHapueB. Pe3ysbTaThl BEIPAXKAOTCA KaK TUTP KOHEYHOTO Pa3BEACHUS.

4. ObecneueHre Ka9eCTBA IIyJIOB IIA3MEI

4.1. CranapTHBIEe OlEpallHOHHBIE IIPOLEAYPHI)
JUIA MCIIBITAHAA ITyJIOB ILTA3MBI

28. Ilpouenypbl UCHBITAHUS JOTAKHBI ObITb MOAPOOHO M3JIOKEHBI B CTAaHIAPTHOM
onepanronnoi npoueaype (COII), koTopas BkiIO4aeT B ceOsi KaK MUHUMYM CIIETyIOITUE
orepalnuu:

yCJIOBUSI XpaHEHUS U 0TOOpa 00pasIios.;
MOJATOTOBKAa 00pa3loB (Hampumep, UK '"3aMopa)kMBaHHE/pa3MopakuBaHue',
CMEIIMBAaHUE, Pa3BE/ICHHUE);
OMKCaHUe UCTOIB3YEMOTo 000pYyI0BaHUSI U HAOOPOB PEATEHTOB;

yCIOBHSI MHKYOaIuu (BKJIIOYAsl JOMYCTUMBIE MpEJEbl MO0 BPEMEHU U TEeMIepaType
COTJIACHO MHCTPYKIIMU IO MPUMEHEHHUIO WIM CHeUUuPUKAIUU MPOU3BOAUTENS] HAOOPOB
pEareHToB);

nopoOHas popMyiia pacueTa U MHTEPIPETALUIO PE3yIbTATOB;

KPUTEPUU BATUIHOCTH (MIPUEMIIEMOCTH) PE3YJIbTATOB JIJIsl OTACIBHOTO aHAIN3A;
YCJIOBUSI TPOBEJCHUS IOBTOPHOT'O TECTUPOBAHUS;

CCBhUIKA Ha MOATBEPKAAIONINE MPOIETYPHI (€CITH MPUMEHUMO ).

4.2. KorTpomsHBIe 00pa3mnsl Habopa peareHToB



29. Kaxnplii aHanu3 JOJKEH CONPOBOXKIATHCS 00A3aTENbHBIM BKIIOUYEHHEM
KOHTPOJIbHBIX 00pa3l[oB NPOU3BOJAUTEINSI IpernapaTta KpOBU Mg oOOecrnedyeHus u
MOJITBEPKJICHUS MTPaBUIIBHON pabOTHl HAbOpa peareHTOB B COOTBETCTBUU C MHCTPYKLHUEH IO
UX NpUMEHEHUI. KpuTepun BalMIHOCTH pE3yJbTAaTOB B CIydyae HM3MEHEHHS YCIOBHUHI
TECTHUPOBAHUS JIOJKHBI OBITH TOUHO OMPE/EIICHBI U 3aJOKyMEHTHPOBAHBI.

4.3. HezaBucuMmeiii (BHYTpHIaG0OpaTOPHEIA) KOHTPOIb HAO0OPOB PEarcHTOB

30. ITonoXuTeAbHBIA KOHTPOJIb BO MHOTMX KOMMEpPYECKHMX HAOOpax peareHTOB
XapaKTEPU3yeTCs BBICOKOW KOHLEHTpalUeld aHAJINTA, YTO HE MO3BOJIIET JaTh OLUEHKY NpH
HU3KOM KOHILIEHTPALlMM aHTUTEN B 00pa3liax KOHTAMUHUPOBAHHBIX IyJIOB I1a3Mbl. Kpome
TOT0, KaK U JUIs BC€X OMOJIOrMUECKUX PEareHTOB, aKTUBHOCTh 3TUX KOHTPOJIbHBIX 00pa3IioB
BApbUPYET MEXAYy CepUsiMH HaOOpoB. B CBs3M ¢ 3TUM Il MOHMTOpPUHIA pPE3yJbTaTOB
HEOOXOJMMO BKJIIOYATh B Ka)KJ10€ TECTUPOBAHNE HE3aBUCHUMBIN MOTOXKHUTEIbHBIM KOHTPOJIb C
HU3KUM cojiepkanueM aHntuTen kK BUU-1 u BUY-2 (cooTBEeTCTBYIONINIA AUANIa30HY aHAIN3a,
HaIrpuMep, B 2 — 3 pa3a NpeBbIIAIONINI OHKID (mopor oTceueHrs) EAMHUYHON JOHALIUH).

31. Kpome Toro, xaxnas cepuss HaOOpOB peareHTOB JOJKHA OBITh MOJBEPTrHYTa
IpOLEAYpE BXOJHOIO KOHTPOJISI HA COOTBETCTBUE IOKA3aTEJIEl KauecTBAa B OTHOIICHUU
YyBCTBUTEJIBHOCTH W CHEUM(PUYHOCTH C MCIOJIb30BAHUEM CTAHAAPTHBIX NaHENIeH u
CTaHAapPTHBIX 00PA3I0B, ISl KOTOPBIX YCTAHOBJIEHA MPOCICKUBAEMOCTh MO OTHOILIEHUIO K
COOTBETCTBYIOIIUM MEXIYyHApOJIHBIM CTaHIAPTHBIM oOpa3uaMm (CTaHgapTHbIe OOpasiibl,
aTTECTOBAHHBIE C UCIOJIB30BAHUEM MEXKITYHAPOIHBIX CTAHAAPTHBIX 00PA3LOB).

4.4. TIpoBepka (IOATBEPXKACHHE) KBATH(PHUKAIMK J1A00paTOpUH, BRIIOMHSAIOMIEH IIPOLESAyPHI
BaIMIAIH AMMYHOAHAJTH32

32. PerynsapHoe ydactue JabopaTOpuH B MpOrpaMmax BHEIIHETO KOHTPOJIS KadyecTBa (
MEXJIA0OPATOPHBIX CIUYUTEIIBHBIX UCIBITAHUSIX) SBISIETCS 0053aTENbHBIM C IEIBIO
MOATBEPKICHUS MPO(DHEeCCHOHATBFHON KOMIIETEHTHOCTH J1a00paTOpUH, KOTOPOE BKIIOYAET B
cebs1 TecTUpoBaHUE OOpa3UOB C HHU3KOM PEaKIHOHHOW CIOCOOHOCTBIO HJI OIIEHKHU
AHATUTHYECKOU YyBCTBUTEIHLHOCTH HAOOPOB.

5. CrpaTerns noaTBEpIKACHN PE3yIbTaTOB TECTUPOBAHUS

33. IIpousBoAUTENIO TIa3Mbl HEOOXOIMMO pacroJjiaraTh BaJuIUPOBAHHOM cTpaTeruen
NOATBEPXKACHUS NIEPBUYHBIX I10JIOKUTEIBHBIX pe3yJbTaToB. [1yi masMbl MOXKET CUUTATHCS
orpuuarenbHbiM 1o antuTen Kk BUU-1 u BUY-2, ecnu nepBoHaYaJIbHO aKTUBHBIN 0o0Opasell
JAeT OTPULATENILHBIM PE3YyJbTAaT IPU ITOBTOPHOM TECTUPOBAHMMU B JIBOMHOM ITOBTOPHOCTH.
OOpaszeny cineqyeT CUMTAaThb IIOJIOKUTEIBHBIMHU, €CIM HE J0Ka3aHo 00paTHOro mpu
WCIIOJIb30BaHUN ISl TOBTOPHOI'O TECTUPOBAHHUS BATUAUPOBAHHOIO CEPOJIOTUYECKOTO METOAA
C QHTUI'€HAMHU, OTIIMYAOIIUMUCS OT AHTUT'€HOB IIPU IIEPBUYHOM TECTUPOBAHUM.



34. Bce moBTOpHBIE TMOJOXHUTEIbHBIE PEAKLUUH JTOJKHBI OBITh MOATBEPIKIACHBI
albTEPHATUBHBIM METOJIOM. ECIM B KauyecTBE MOATBEPKIAAIOIIETO TECTA MCIOIB3YETCS
UMMYHOOJIOT, HEOOXOAMMO TIIATENBHO (POPMYIHPOBATH KPUTEPUHU UHTEPIPETALINH, TaK KaK
BbIcokocnenuuynbie (uin ENV) nonocsl Tpy1HO 0OHApy UTh MPU BHICOKUX Pa3BEICHUSIX,
U B IyJ1ax 00pa3iioB BO3MOXHO BBISBIIEHUE HECTIEIM(PUUHBIX 1osioc B obmnactu 24 u 40 x/la.
[ToaTOMy TOJIOKUTEIBHBIE PE3YJAbTaThl HMMMYHOOJOTa MOXHO HCIOJIb30BaTh IS
MMOATBEPKIACHUS IEPBOHAYAIBHO MOJIOKUTEIBHOIO pe3ynbrata. [Ipm nomydyeHuun
OTPHULATENIBHOTO pe3yjbTaTa UMMYHOOJIOTA €ro MPOUCXOXKACHHE (MPUYMHBI) HEOOXOAUMO
MPOAHATM3UPOBATH U JaHHbIE 00 3TOM MPEICTABUTHh B OCHOBHOM JIOChHE IIa3MBl.

35. ITockonbky antutena k BUU-1 u BUU-2 moryT npucyTCTBOBaTh Y JOHOPOB C HU3KUM
UM HEONpeAesieMbIM COJEPKAHUEM HYKJIECHHOBBIM KHUCIOTHI B IUIa3Me, TEXHHUKY
aMIUTM(UKALNKA HYKJIEUHOBBIX KHUCIOT (MOJIMMEPA3HYI0 LIETIHYI0 PEaKlHUi0) HE CIeayeT
paccMaTpuBaTh KakK IOATBEPKIAIOIIMI TECT, IOCKOJIBKY OTPHULATEIBHBIA PpE3yJbTaT
ITOJIMMEPA3HON LIEMHOM PEAKLIMHA HE MOKET ONPOBEPTHYTh MOJIOKUTEIBHBIN CEPOIOTMUECKHAN
pesyaprar. C Opyroi CTOPOHBI, IOJOXKHUTENbHBIE PE3YyJbTAThl NOJMMEPA3HOW LEIMHOU
peakluyu MOTYT MOATBEPKIAATh CEPOTIOrHYECKOe OOHAPYKEHUE KOHTaAMUHALIUU. "
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