MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 2 deBpansa 2023 r. Ne 153

MOCKBA

OO0 yrBep:xknenuu IIpaBui nepegayu opraHu3anysiM, 0CyIeCTBJISIIOINM
NMPOHU3BOACTBO JIEKAPCTBEHHBIX CPeJCTB U (M) MeIMUMHCKHUX W3/1eJIil,
JAOHOPCKOH KPOBH M (MJIM) ee KOMIIOHEHTOB

B coorBerctBMM ¢ uacthio 2 crarbu 17’ denepanpbHOr0 3aKOHA
"O npoHopcTBe KpoBH M ee KkommoHeHTOB" IlpaButenbcTtBO Poccuiickoii
Qenepalliu MO CTAHOBJ S €T :

l. YTBepaute mnpunaraemeie [lpaBwia mepenaum  OpraHu3alusaM,
OCYHIECTBJISIFOLUM  TIPOM3BOJCTBO  JICKAPCTBEHHBIX  CPEACTB U (WJIM)
MEIUIIMHCKHUX U3ENIAN, JOHOPCKON KPOBHU U (HJTH) €€ KOMIIOHEHTOB.

2. Hacrosiee mnocTaHOBJEHHE BCTymaeT B cwiy ¢ 1 mapra 2023 1.
u neictyet 1o 1 mapra 2029 r.

Hpez[cez[aTenL HpaBI/ITeJ'IBCTBa AOKYMEHT MNOANMMCAH
3JIEKTPOHHOI MOANUCHIO

Poccuiickoit d)ez(epam/m CBEJIEHVS O CEPTU®UKATE I M.MI/IHIYCTI/IH

4DCBYSDOSB2AADBE3067B22BF 1D3CE444BD 2E 2EB
MocTasuwmk: PefepanbHoe KasHa4eilcTso
MpasuTenscTso Poccuiickoii egepauuu

[leiicteutenen ¢ 10.12.2021 no 10.03.2023




YTBEPX/IEHDBI

noctaHosyienneM I IpaBurenbcTBa
Poccuiickoii @enepanun
ot 2 deBpanst 2023 r. Ne 153

IHPABUJA

nepeaayy OpPraHu3alusaM, 0CyIeCTBISIIOUIUM MPOU3BOACTBO
JIEKAPCTBEHHBIX CPeACTB U (MJIHM) MeIMIMHCKUX U3/1eJIuii,
JAOHOPCKOH KPOBH M (MJIM) ee KOMIIOHEHTOB

1. Hactosimue IlpaBuiia ycTaHaBIMBAIOT MOPANOK IMepeaadud JTOHOPCKOM
KpOBU ¥ (WJM) €€ KOMIIOHEHTOB CyOBEKTaMu OOpaIieHus JOHOPCKOW KpOBU
U (WIM) ee KOMIIOHEHTOB, YKa3aHHBIMU B 4acTu | crtareu 15 DenepanbHOTO
3akoHa "O JOHOPCTBE KPOBUM M €€ KOMIIOHEHTOB" (Jajiee - OpraHu3alvu-
MIOCTABIIIHKH ), OpraHu3alUsIM, OCYIIECTBIISIFOIITAM MIPOU3BOJICTBO
JIEKAQPCTBEHHBIX CPEJICTB U (WJIM) MEAUITMHCKUX U3EIIN (J1ajiee - OpraHu3aiiu-
MOJTy4aTesn ).

2. Opranu3aluu-nmoCTaBIIMKN  OCYHIECTBJISIIOT —Tepefadyy JOHOPCKOM
KpoBM U (WIM) €€ KOMIIOHGHTOB, 3arOTOBJIGHHBIX C  COOJIOJECHUEM
00s3aTeNIbHBIX TPEOOBAHMIA, YCTAHOBIICHHBIX MOCTAaHOBJIEHHEM |IpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 22 utoHs 2019 r. Ne 797 "O6 yreepxaenuu [Ipasun
3arOTOBKH, XPAHECHHs, TPAHCIIOPTHPOBKH W KJIMHWUYECKOTO WCITOJIb30BAHUS
JOHOPCKOW KPOBM M €€ KOMIIOHEHTOB M O TPWU3HAHWUU YTPATHBIIAMH CHITY
HeKOTOphIX akToB [IpaButenbcTBa Poccmiickoit ®enepanuun” (manee - [lpaBwmia
3arOTOBKM), B TOM WYHCIIE C COOMIOJCHWEM TpeOOBaHWUN K OpraHW3anuu
AESTENPHOCTH CYOBEKTOB OOpalieHuss JOHOPCKOM KpoBM W (WIHM) €€
KOMITOHEHTOB TIO 3aroTOBKE, XPaHEHWIO, TPAHCIOPTUPOBKE JTOHOPCKOW KPOBU
U (W) €€ KOMIIOHEHTOB, a Takke TpeOOBaHWMN K OPraHU3aIlil CHCTEMBbI
0e30MmacHOCTH, yTBEPKIaeMbIX MUHUCTEPCTBOM 37paBooXpaHeHust Poccuiickoit
Oenepaunm.

3. OpraHu3auuu-noCTaBIIMKN B HedsAX oOecreueHuss O0e30MacHOCTH
JOHOPCKOW KPOBW M (MJIM) €€ KOMIIOHEHTOB, TNEPENaBaeMbIX OpPraHW3alUSIM-
MOJIy4aTeIAM, OCYIIECTBJISIIOT MPOCIEKUBAEMOCTh JAHHBIX O JOHOPE,
JOHALMSX, 3aroTOBJICHHBIX JIOHOPCKOW KPOBM H (WJIM) €€ KOMIIOHEHTOB,



pacXoaHBIX MaTepHuaiiax (KOHTEHHepax, peareHrax, pacTBopax, JE€KapCTBEHHBIX
cpeacTBax), oOpas3lax KpPOBH JOHOpPA, HCIHOJHUTEIIX paldoT, a Takxke
O COOTBETCTBHH TPEOOBAHUSIM O€30MACHOCTH MPOBOAUMBIX PAabOT MO 3arOTOBKE
JOHOPCKOM KpOBU M (MJIM) €€ KOMIIOHEHTOB B COOTBETCTBUU C TPEOOBAHHUSIMU
[IpaBus 3arOTOBKH.

4. ITpocnexuBaeMOCTh  JTAHHBIX,  MPEIYCMOTPEHHBIX  IYHKTOM 3
Hactosimmx [IpaBmit, mocTWraeTcs mMOCPEACTBOM WX UACHTH(UKAIMK Ha BCEX
JTamax OT MEIUIMHCKOro oOCaeIOBaHMA JOHOpA M0 Mepeaaud JTOHOPCKOU
KpoBU ® (WIM) €€ KOMIIOHCHTOB OpraHW3alMsIM-TIOydaTelisaM, BKITIOUAs
XPaHCHHWE W YTHIIU3AIMIO, C MOCIeA0BATEILHBIM BHECEHUEM COOTBETCTBYIOMICH
uHhopMarMi B MEOUIMHCKYIO  JOKYMEHTAIlMI0 ®W  0a3y  JaHHBIX
M0 OCYIIIECTBJICHUIO MEPOTPUATHIA, CBI3aHHBIX ¢ OOecneueHneM 0e30macHOCTH
JOHOPCKOM KpPOBM H €€ KOMIIOHEHTOB, pPa3BUTUEM, OpraHu3alUEH
¥ TIpoTaralHoi TOHOPCTBA KPOBU M €€ KOMIIOHEHTOB.

5. Opranuzanuu-noaydaresi 00eCneYnBaOT MPOCISKUBAEMOCTh €IUHUII
JOHOPCKOM KPOBU W (WMJTM) €€ KOMIIOHEHTOB, (POPMUPYIOMINX CEpUi0 (TTAPTHIO)
JIEKAapCTBEHHOTO CPEACTBA W (WMJM) Cephio (MApTUIO) METUIIUMHCKOTO W3ICIIHA,
JUTS. TIPUHATHAS MEp B Clydae BBIABIICHHS pUCKA A 0€30MacHOCTH TIpU
MPOU3BOJCTBE cepur (MApTHH) JIEKAPCTBEHHOTO CpPeAcTBa W (W) Ccepuu
(mapTuv) MEOUIMHCKOTO W3AeNus U UH(POPMUPOBAHUSA OpraHU3ALMH-
MOCTABIINKA, TPEIyCMOTPEHHOr0 MyHKTOM 20 HacTtosamux [IpaBui.

6. JlomyckaeTcs mepenaya JTOHOPCKOW KPOBHW M (WJIM) €€ KOMIIOHEHTOB,
HE COOTBETCTBYIOIIMX TpeOoBanusM IIpaBmi 3aroToBKH, OpraHU3aIUsIM-
MOJTyYaTelIsIM T TPOM3BOJICTBA MEAWIIMHCKUAX W3JACIWHN, TMpeaHa3HAUCHHBIX
JUTSI TAATHOCTUKH.

7.1lpy HamuuuM y OpraHU3alUM-TIONYYaATENIsl B TEXHOJIOTHYECKOM
MPOIIecce MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB HE MEHEe 2 OPTOTOHAJIBHBIX
CTaJWii WHAKTUBAIMKA W (WJIM) SJTUMHHAIIMA BHPYCOB JIOMYCKAeTCsA Tepeaada
OpraHu3alUsIMHA-TIOCTABITUKAMHY TUTA3MBI, HE TIPOIIE/IICH KapaHTHHU3AIUIO WU
HaXOJIAIIEHCS Ha KAPAaHTUHHOM XPaHEHUH.

8. Pemenne o mpurogHOCTH TOHOPCKOW KPOBH M (WJIH) €€ KOMIIOHEHTOB
JUTSE  TIEpeladu  OpraHu3alsaAM-TIoNydaresissiM W 00 W3MEHEHHH CTaryca
JIOHOPCKOM KPOBH M (MJTH) €€ KOMIIOHEHTOB Ha "TPUTOIHBIE JIJIS1 MCITOJIb30B AHUS
JOHOPCKasi KPOBb W (WJIM) €€ KOMIOHEHTHI' MPUHUMAETCS OPTaHU3aAIUsIMU-
MOCTABIIMKAMU Ha OCHOBAHUH:

a) MPOBEPKH COOTBETCTBHS 3arOTOBJICHHBIX E€IUHUI] TOHOPCKOH KPOBH
U (nm) € IMHHII KOMITOHEHTOB JIOHOPCKOM KpOBU 3HAYEHU M



noKasaTesiel, yka3aHHBIX B croernudukanmu, ¢opMa KOTOpPOW MNpuBEIEHA B
npuioxeHuu No 1;

0) uadopmanuu 6a3pl JAHHBIX JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB,
ykazaHHOW B myHkTax 3 - 8 wactu 3 crateum 20 DenepaqbHOrO 3aKOHA
"O 1OHOPCTBE KPOBU U €€ KOMITIOHEHTOB';

B) PE3y/IbTAaTOB MCCJICJOBAHWA KPOBU JOHOpPAa HA HAJIWYHE MapKepOB
reéMOTPAaHCMUCCUBHBIX HH(EKIINI,

r) OMOXMMHYECKUX MOoKa3aresei nepudepuueckoii KpoBu;

1) pe3yJIbTaTOB MTPOBEPKU BHEIIIHETO BUIA JOHOPCKOW KPOBU W (WJIH) €€
KOMITOHEHTOB M OTCYTCTBHS OBPEKICHUS KOHTEHHEPA.

9. JloHOpckast KpoBb M (WJIM) €¢ KOMIOHEHTHI JOJDKHBI COOTBETCTBOBATH
cnenuuKanmm, COIJIACOBAHHOM  MEXKAY  OpPraHu3alMeN-IOCTABIIMKOM
W opra#m3anuei-noiydareneM. Pekomenmyemas ¢opma  crenudukanuu
npuBenieHa B npuwioxkenuu Ne 1 k Hactosamum [Ipasunam.

10. Opraau3zauus-nocTaBUIMK MPEAOCTABISAECT OPraHU3aLUU-TI0TYYaTEeIIO
no ee 3ampocy uUHGOPMAIUIO, MPEIyCMOTPEHHYIO 3aKOHOAATEIbCTBOM
Poccuiickoii ®denepanuu B cdepe oOparieHuss TOHOPCKOW KPOBU U (WIH) €€
KOMITOHEHTOB, O 3arOTOBKE W XPAaHEHUH MEPEJaHHON JOHOPCKOW KPOBU U (WJIN)
€€ KOMIOHEHTOB, HEOOXOAUMYIO ISl TOJATOTOBKH WJIM M3MEHEHUS OCHOBHOTO
nocke (Mactep-aiiia) IIasMbl  KPOBH B COOTBETCTBHH C  PEIICHUEM
Cosera EBpasmiickoii skoHOMUYeCKON komuccuu oT 3 Hosi0ps 2016 r. Ne 89
"O6 ytBepxkaenun IlpaBun mpoBeneHWS MCCIACAOBAHUA OHMOIOTHUYECKUX
JICKapPCTBEHHBIX CPENCTB EBpa3uiickoro 3KOHOMHUYECKOro coro3a’.

11. Opraauzauuu-nojayvyaren 00eCIeunBalOTCS JTIOHOPCKONH  KPOBBIO
U (WJIH) €€ KOMIIOHEHTaMU OPTaHU3aAMAMU-ITOCTABITMKAMH ITyTEM MEepeIaun UM
JOHOPCKOM KPOBU W (WJIM) €€ KOMIIOHEHTOB HAa OCHOBAHHWH 3aKITFOYaeMbIX UMHU
C OpraHW3aNUsAMH-TIONYYaTESIMA B COOTBETCTBHHM C 3aKOHOAATEIIbCTBOM
Poccuiickoit ®enepanmu:

a) BO3SME3THOTO  JOroBOpa (KOHTpPakTa) Ha BHIMIOJIHEHHWE padoT
10 3arOTOBKE M XPAHEHUIO JOHOPCKON KPOBH U (MJIM) €€ KOMIIOHEHTOB;

0) norosopa (KOHTpaKTa), MPEIyCMAaTPUBAIOIIETO TEpenady ITOHOPCKOU
KpOBM W (WIHM) €€ KOMIIOHEHTOB B IIEIIX €€ mepepaboTKH, MPOW3BOICTBA
W BO3Bpara JIEKAPCTBEHHBIX CPEACTB W (WIM) MEIWIMHCKUX W3ACIAN
WIM WX JIOCTaBKH B TOCYJAapCTBEHHbIE (MYHHUIMMAIbHBIE) OpraHU3alun
B COOTBETCTBUH C YCIIOBUSAMU JOTOBOPA (KOHTPAKTA).

12. B mensx mnepegaud AOHOPCKOM KpPOBH M (WMJIM) €€ KOMIIOHEHTOB
OpraHu3alusIMHU-TIOCTABIIUKAMHU u OpraHu3aANUAMH-TIOTYYaTEIMU
B COOTBETCTBHUHM C 3aKOHOAATENbCTBOM Poccuiickoit @enepanyy onpenensroTes:



a) o0BeM MOJJICKAIMUX 3arOTOBKE M Mepeaave JOHOPCKON KPOBU W (WJIH)
€€ KOMIIOHEHTOB;

0) pa3Mep KOMIIEHCAIIMK 32 3arOTOBKY M XpPaHEHUE €AWHHIIBI TOHOPCKOMH
KPOBU M (WJM) €€ KOMIIOHEHTOB, OMpPEAEIseMbIii B COOTBETCTBUU C YaCThiO 2
crarbn 17" denepanbHoro 3akona "O IOHOPCTBE KPOBH U €€ KOMIIOHEHTOB", B
cllydae 3aKIIIOUeHHUs TOToBOpa (KOHTPAKTa) B COOTBETCTBHMH C IOIITYHKTOM "a'"
nyHkTa 11 Hacrosmux [TpaBui, cpoku ee BHITIIATHI,

B) pa3Mep OILIaThl 3a TepepadOTKy MOHOPCKOW KpoBH M (W) ee
KOMITOHEHTOB B IIEJISIX BO3BpaTa JICKAPCTBEHHBIX CPEACTB M (VJIH ) METUITMHCKIX
U3JIeTTU C yKa3aHWEM HOMEHKJIATYpPhl M KOJMYECTBA JICKAPCTBEHHBIX CPEICTB
U (W) MEAWIIMHCKAX W3JIENHi, KOTOpble OyIyT BO3BPAIICHBI OpraHW3aIldM-
MOCTABIIMKY, B CIIy4dae 3aKIIOYCHHUS TOTrOBOpa (KOHTPAKTa) B COOTBETCTBUU
¢ noanyHkToM "0" myHkra 11 HacTosuux [IpaBus, cpoku ee BHITLIATHI,

T) YCJIOBUS MPEI0CTaBICHUS OpraHU3aANAIMH-TIOyJaTeIIMU
MaTepPUAIbHBIX 3aMacoB I TPOBEICHUS WCCICIOBAHUN JTOHOPCKOH KpPOBU
U (W) €€ KOMIOHEHTOB, HE TTPEAyCMOTPEHHbIX [ [paBritaMu 3aroToBKY;

1) TUTaH-TpaduiK Tepeaavyr OpraHUu3alUAMH-TIOCTABIIUKAMHU JOHOPCKOH
KpPOBH U (WJIN) €€ KOMIIOHEHTOB;

€) CTaHJapTHBIEC ONEPAIMOHHBIEC MPOIEAYPHI MJIs BCEX 3TAIMOB 3aTOTOBKH,
XPaHEHUsI TOHOPCKOW KPOBHM W (MJIM) €€ KOMIIOHEHTOB, a TaK)KE€ CTAHJAPTHHIE
OTepalMOHHBIE MPOIEAYPHl CUCTEMBI O€30MACHOCTH, BKJIIOYAIOIINE TPEOOBAHUS
K O00ECIeYeHUI0 W KOHTPOJIO O€30MmacHOCTH AOHOPCKOW KPOBU M (WjU) €e
KOMITOHEHTOB,

K) creruuKarms (pexomeHayemMast dbopma IIpUBEICHA
B nipmtoxeHuu Ne 1 k Hacrosmmm [IpaBriram), BKiogaroras B ce0s:

nepeyeHb Mmoka3aTesneil JOHOPCKOM KpOBH U (KJTH) €€ KOMIIOHEHTOB;

WHBIC TIOKA3aTeNIW, BKIIIOUAs OMpEIeIcHUE CIenu(pUIeCKuX aHTUTEN
(B clTydae mepeaaur IMMYHOCTEITU(PUIecKoi TIa3MBbl);

NEPEUCHh WCCACAOBAHMA W HEOOXOMWMBIC PE3yJIbTaThl Ha HAJUUHUE
BO30yaMTEINEH TEMOTPAHCMUCCUBHBIX HH(EKITHIA,

CBeleHUsA 00 yMaKkoOBKE, MapKUPOBKE JOHOPCKOW KpPOBUM W (WIH) €€
KOMITOHEHTOB,

CBEJICHUS O XPAaHEHUH JTOHOPCKOW KPOBH U (MJIH) €€ KOMIIOHEHTOB.

13. Opranuzanuu-noaydaTean OCYIIECTBIISIOT ayIuT yCIOBUM 3arOTOBKH
¥ XpaHEHUA JTOHOPCKON KpPOBM M (WJM) €€ KOMIIOHEHTOB y OpraHW3aluii-
MOCTABIIMKOB C YCTAHOBJIEHHOW HAa OCHOBE aHAJIN3a PUCKOB MEPUOIUYHOCTHIO,
HO He yaie 1 pasa B roj.



14. Opraan3auuu-noCTaBIIMKK W OPraHW3alUU-TIONydaTed 00sS3aHbI
XpPaHUTh JOKYMEHTAlMIO U JaHHbIE B OTHOIICHHH MPOCJIC)KUBAEMOCTH,
MpeayCMOTPeHHOW myHKkTaMu 3 u 5 Hacrosmmx [IpaBun, He menee 30 mer
C JaThl NOJIyYEHUsS WHIWBUAYAJIBHOW NOHALMU IIJIa3Mbl JOHOpA, eciau Oosee
JUTTEIIbHBIA ~ CPOK  HE  YCTAHOBJICH  3aKOHOJATENbCTBOM  Poccuiickoit
denepanum.

15. Opraauzauuu-nojiyyarenii  0OECIEUUBAIOT  YCJIOBUS  XPaHEHUs
U TPAHCIIOPTHPOBKH  JOHOPCKOH KpPOBM W (MaM) €€  KOMITOHEHTOB,
npeaycMOTpeHHbIe puokeHreM Ne 2 k [IpaBuiam 3aroToBKH.

16. [lepen  TpaHCTTOPTHPOBKOW  JOHOPCKOW  KpoBM W (Wim)  ee
KOMIIOHEHTOB OPTraHU3alMKU-TIOCTABIIMKN 00ECIEYMBAIOT MPOBEPKY JTOHOPCKOMU
KpoBM W (WIHM) €€ KOMIIOHEHTOB B COOTBETCTBHHM C TyHKTOM 71 IlpaBun
3arOTOBKH.

17. [lepenayua  mOHOPCKOW  KpoBM W (MIM) €€  KOMIIOHEHTOB
OT OPraHU3allMU-TIOCTABIIMKA OPTaHU3ALUU-TIONYUYATEII0 OCYILIECTBIISIETCS
HAa OCHOBAaHMHM aKTa IIpUEMa-Tiepeaadyd JOHOPCKOH KpoBH W (WIH) e€e
KOMITIOHEHTOB  JIJIi  TPOW3BOJICTBA  JIGKAPCTBEHHBIX  CPEACTB U (WJIM)
MEIUIMHCKAX W3ACNUi (ajgee - akT TpueMa-mepenadu), peKOMEHmIyemas
¢opMa KOTOPOTO MPHUBEICHA B MIPHIIOKEHUU Ne 2.

18. Akt nmpuema-niepenayu COCTaBJISETCA B 2 3K3eMIUIApax - mo 1 ad
OpPraHM3alMU-TIOCTABIINKA W  OPraHU3alMM-NONydaTess, MOANUCHIBAETCSA
PYKOBOIUTESAMU OPTaHU3ALMU-TIOCTABIIMKA M OPTaHU3aluN-T10TyYaTelIs.

19. K akTy npuema-nepeaaun mpuiaratoTcs:

a) TIepedYeHb €IUHMI] JOHOPCKOW KPOBU M €€ KOMIIOHEHTOB C YKa3aHHEM
ux 0o0beMa U J1aThl 3arOTOBKH;

0) 3HaUEHU MTOKAa3aTeJIel TOHOPCKOH KPOBU U €€ KOMIIOHEHTOB;

B) mHGOpPMAIMi O  COOTBETCTBHM  CTAaHAAPTHBIM  OTEPAMOHHBIM
IpoIeIypaM MepeJaHHON TOHOPCKOH KPOBH U (MJTH) €€ KOMIIOHEHTOB.

20. Opranu3anuMu-1oCcTaBIIMKA B TeUueHHE 3 padouux JOHEH co JHS
BBISIBJIEHUS TMMHCHbMEHHO (B TOM YHCIIE TOCPEACTBOM  (haKCUMUIBHOM,
AJIEKTPOHHOM CBS3M) WH(POPMUPYIOT OpraHU3ANUK-TIONyYATEIeH O BBISIBIICHUN
MapKepPOB T€MOTPAHCMUCCUBHBIX MH(PEKITNH B TTEPETAHHON TOHOPCKOW KPOBU U
(w) ee KOMIIOHEHTaxX 3a mepwon 12 MecameB ¢ Jarbl Mepenadd TaKon
JOHOPCKOM KPOBHU U (UJTH) €€ KOMIIOHEHTOB.

21. Ilpu  BBISIBJIEHMM  OpraHuU3alUen-moayJdaresieM  BO30yauTesen
reéMOTPAHCMUCCUBHBIX MH(EKIMI B TOHOPCKOW KPOBU M (WJIM) €€ KOMIIOHEHTaX
OpraHu3alug-moayJyaresib  MUChbMEHHO (B TOM  YHCIE  TMOCPEICTBOM



(akCUMWIBHOW,  SJEKTPOHHOW  CBsi3u)  WMHGOPMHPYET  OpraHU3aluu-
MOCTABIIUKOB B T€UEHUE 3 padOUMX JHEN CO JHS BBISBIICHHUS.

22. EnvHuIBl JOHOPCKON KpOBU U (WJIM) €€ KOMIIOHEHTOB, B KOTOPBIX
BBISIBJIEHBI  BO30OYIWTENM TIE€MOTPAHCMHUCCHBHBIX WH(MEKIUi, W3BIMAIOTCS
U3 00paleHus U YTUITU3UPYIOTCA.

23. Cepus (mapTHsi) JIEKAPCTBEHHOTO CPEICTBA W (WJIM) cepus (TapTHs)
MEIUIIMHCKOTO HM3/ETHs, COAEPIKaIINe €IUHUIBI TOHOPCKOW KPOBH U (WJIH) €€
KOMIIOHEHTOB, B KOTOPBIX BBISBJICHBI BO30OYAMTENTN Te€MOTPAHCMHCCHUBHBIX
WH(DEKINI, OIeKaT U3BSITHIO U3 00paIeHUS.

6033764 (




[MTPMJIOXXEHUE No 1
k [IpaBuiiam nepegaun opraHuzaiusim,
OCYIIECTBJIISAIOLINM MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJCTB U (HUJIN)
MEIMLUUHCKUAX U3IEIUN, TOHOPCKOW KPOBU
U (WJIH) €€ KOMITOHEHTOB

(bopma)

CIENNO®OUKALUA
HaunmenoBanue
(ZOHOPCKAA KPOBB U (MJIM) KOMIOHEHT JOHOPCKON KPOBH)
KonuyecTBO e1MHUL JOHOPCKON KPOBU M €€ KOMIIOHEHTOB (mTYK)

Haumenosanue nokasaresns
(B mepenaBaeMoil TOHOPCKOI KPOBH 3HaueHue nmokas3aTesns
U €€ KOMITOHEHTAXx)

ITokazarenn 0€30MacHOCTH TOHOPCKOM 3aI0JIHSAETCS] B COOTBETCTBUU

KPOBH U €€ KOMIIOHEHTOB C IEpEYHEM 3HAYEHUII MOKa3aTenein
0e30macHOCTH JOHOPCKOI KPOBHU U €€
KOMIIOHEHTOB, PEAYyCMOTPEHHBIM
npunoxxenueM Ne 1 k IIpasunam 3arotoBku
XPaHEHUs1, TPAHCIIOPTUPOBKU U
KJIMHUYECKOIO UCIIOJIb30BaHNUs JOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB, YTBEPKACHHBIM
nocraHoBnenueM lIpasurenscrea
Poccuiickoit @enepanun
oT 22 utoHs 2019 r. Ne 797
"O06 yrBepkaenuu [IpaBus 3aroToBKH,
XPaHEHUs1, TPAHCTIOPTUPOBKH U
KJIMHUYECKOT'O UCIIOJIb30BaHMs IOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB U O MPU3HAHUU
YTPaTUBLINMU CUJTy HEKOTOPBIX aKTOB
IIpaButensctBa Poccuiickoit @enepanun"

2

WHble nmokasarenu: YKa3bIBAIOTCS OpraHn3alueii-nonyyareaem
IO COTJIACOBAHUIO C OpraHU3alnnei-
MOCTaBIINKOM (IPU HEOOXOIUMOCTH)

1) OITMCaHHue B 3aMOPOKEHHOM COCTOSAHUM - TIJIOTHAasA
3aTBEPACBIIAS MaccCa KEJITOBATOIO LIBETA

10 3aMOPa’KUBAHUS 1 MOCIIE
pa3MopaxuBaHus (OTTaMBAHU) -
IpO3payHast WIN CJIeTKa ONajIeCLUpyroInas
KUIKOCTb OT CBETJIO-KENTOrO 70
3eneHoBatoro nsera. He nomyckaercs
HAJINYMe XJIONBEB U MyTU

:-\ 6401




HaunmMeHnoBaHue moka3areist
(B mepenaBaemMoil JOHOPCKOW KPOBH
1 €€ KOMITIOHEHTAXx)

3HayeHue rokas3ares

2) BugocneuupuIHOCTb

3) reMIUrMeHTbI

4) pH

5) coneprxanue Oenka

6) cnenuduyeckast aKTHBHOCTh

7) CTepribHOCTD

HccnenoBanus Ha Ham4ne BO3OyquTeNeit
reéMOTPAHCMUCCHBHBIX MH(]EKIIHIA:

aHTHTENa K BUPYCYy MMMYHOAE(DUIINTA
yenoseka (BUY-1 u BUU-2)
u anTtures p 24 BUY-1

MIOBEPXHOCTHBIN aHTUI'EH BUpyca renatura B

(HbsAg)

aHTUTeNa K Bupycy remarura C

aHTHTeNa K BO3OynuTeNnto cuduimica
PHK Bupyca nummyHozpeduiyra yenoBeka
(PHK-BHY)

PHK Bupyca renatura C (PHK-BI'C)
JIHK Bupyca renatuta B (JIHK-BI'B)

WHbIE BO30YAUTEIN FeMOTPAHCMHUCCUBHBIX
nH}pekuii (yKa3aTb Ha3BaHHE)

VYnakoBka 1 MapKUpOBKa

XpaHeHue
Cpoxk rogHoCTH

MOJATBEP>KIAETCS HATNYUEM
IIPOCJIEKUBAEMOCTH JJOHOPOB,
rapaHTUPYIOIINX YEeJIOBEUECKYIO IPUPOIY
TIOHOPCKOI KPOBH U €€ KOMIIOHEHTOB

He Oonee 0,25
oT 6,5 no 7,5
He meHee 50 r/n

YKa3bIBAETCSl KOJIMYECTBEHHOE
cozep kaHue CrieU(pIUecKuX aHTHTE
B UMMYyHOCTIeIN()UIECKOH Tia3me

CTEepUJIbHA
OTCYTCTBYIOT

OTCYTCTBYIOT

OTCYTCTBYIOT

OTCYTCTBYIOT
OTCYTCTBYIOT
OTCYTCTBYIOT

OTCYTCTBYIOT
OTCYTCTBYIOT
OTCYTCTBYIOT

yKa3bIBaeTCsl B COOTBETCTBUU ¢ [IpaBunamu
3arOTOBKH, XPaHEHUs1, TPAHCIIOPTUPOBKU U
KJIMHUYECKOT'O UCIIOJIb30BaHUs IOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB, YTBEPKAEHHBIMU
nocranosnennem [IpasurenscTsa
Poccuiickoit @enepauun

oT 22 nuroHs 2019 r. Ne 797

"O06 yrBepxaenuu [IpaBuit 3aroToBkwy,
XPaHEHUs1, TPAHCIIOPTUPOBKU U
KJIMHUYECKOTO NCIIOJIb30BaHNsI IOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB U O NPU3HAHUU
YTPaTUBIINMU CUJTy HEKOTOPBIX aKTOB
IIpaButensctBa Poccuiickoilt @epepanun"

muHyc 25 °C u Huxe

36 Mmecs1EeB

:-\ 6401




OpraHH3anHA-IOCTABIIUK OpraHu3aIHA-TI0TyaTelh
PykoBonurens PykoBoaurens
(YITOJTHOMOYEHHOE JIUIIO) (YTTOJTHOMOYEHHOE JIUIIO )

(o aTIUCH) (pacmu(poBKa) (IO ATTHCH) (pacmu@poska)
"o 20 T. "o 20 T.
MII (mpu HamU4YUM) MII (mpu HAMYVIH )

! OpraEm3aIMu-IOCTABIINKY - CyOBEKTH OOPAIEHNS JOHOPCKOil KPOBH M (M) ¢¢ KOMIOHGHTOB, YKA3AHHBIC
Byactu 1 crareu 15 @enepanbHoro 3akoHa "O TOHOPCTBE KPOBU U €€ KOMIIOHEHTOB".

? OpraHm3aIyMu-OTyYaTeld - OPTAHM3AIHM, OCYIICCTBIMIONNE TPOHM3BOACTBO JICKAPCTBEHHBIX CPEICTB
¥ (M) METULUHCKUX H3ICTIHIH.

033764 ¢




[MTPMJIOXXEHHME No 2
k [IpaBuiiam nepegaun opraHuzaiusim,
OCYIIECTBJIISAIOLINM MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJCTB U (HUJIN)
MEIMLUUHCKUAX U3IEIUN, TOHOPCKOW KPOBU
U (WJIH) €€ KOMITOHEHTOB

(bopma)

AKT ITPUEMA-IIEPEJAYN

JAOHOPCKOH KPOBH M (MJIM) ee KOMIIOHEHTOB
AJIs1 IPOU3BO/ACTBA JIEKAPCTBEHHBIX CPEACTB
u (WJI1) MeTMIUHCKUX U3Ae/ i

or" " 20 . Ne

Opranu3anus-rnocTaBIIuK

(HOJ'IHOG HAMMCHOBAHUE, MECTO HAXOKICHUS, MOYTOBBIHM aapec, TCJ'IG(I)OH, aagpec 3J'ICKTp0HHOI7[ l'[O‘lTBI)

B JIMIIC

(T0JDKHOCTD, (haMuIHA, MM, OTHYECTBO (TIPM HAJTUYNK), KOHTAKTHBIHN TeIe()OH)

nepean, OpraHu3ausa-1moy4aresib

(TTOJTHOE HAMMEHOBAHUE, MECTO HAXOXKICHMS, MOYTOBBII aIpec, Tene(oH, aapec IIEKTPOHHOMH MOYTHI)

B JINLIC

(TOIDKHOCTD, (haMUIHA, MM, OTHYCCTBO (TP HAJIMYNH), KOHTAKTHBIA TCIIC(OH)

MIPUHSUT TOHOPCKYIO KPOBb U (MJIM) €€ KOMITOHEHTHI
Haumenosanue

(ZOHOpCKASA KPOBb M (WJIHM) KOMIOHEHT JOHOPCKOIl KPOBU)

OO0beM, TUTPOB
KonnuecTBo enuHUI] JOHOPCKOW KPOBHU M €€ KOMIIOHEHTOB (mTyK)
KosnnuecTBO TPaHCIIOPTHBIX YIIAKOBOK (mTyK)

KonuuecTBo eauHMIl AOHOPCKOM KpOBU M (WIM) €€ KOMIIOHEHTOB B KaXIOif



TPAHCIIOPTHOM YIIAKOBKE

Cpoku 3aroTOBKH

Cpok roiHOCTH

[Tpunoxenus:
1. I[lepeyenr enuHMIl JOHOPCKOM KPOBHM M €€  KOMIIOHEHTOB
Ha naucTax (C 3aBEPEHHEM KaXIOTO JIMCTA MOANMHUCHI0O OTBETCTBEHHOTO

JMIA, TIOCTEAHUN JIUCT - TMOANMUCHIO PYKOBOJUTENS OPraHU3AIMU-TIOCTABIIMKA
¥ TIEUaThIO0 OPTaHU3AIUHN-TIOCTABIINKA).

2. 3HaueHus MoKa3aTesiel JOHOPCKOI KPOBHU U (WJTH) €€ KOMIIOHEHTOB.

3. CBeneHusi 0 COOTBETCTBHM CTAaHIAPTHBIM OIMEPAIIMOHHBIM MPOIEAYyPaM
NepeIaHHBIX IS POU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M (MJIM) MEIUITUHCKUX
U3IEINI JOHOPCKON KPOBH U (WJTH) €€ KOMITIOHEHTOB.

OpraHH3anHsA-IIOCTABIIUK OpraHu3aLHA-TI0TyYaTesh’
PykoBonurens PykoBoaurens
(YIOJTHOMOYEHHOE JIUIIO) (YnOJTHOMOYEHHOE JIUIIO)

(moamucse) (pacumdpoBka) (moamuce) (pacum(poBka)
n n 20 l_,' n n 20 r
MII (mpu HaTUYMM) MII (mpu HaJTMYMM )

! Oprasus3anuu-noCTABIINKH - CYOBEKTHI 0OpAIICHU TOHOPCKOM KPOBU ¥ (MJIHM) €€ KOMIOHCHTOB, YKA3AHHBIC
B uactu 1 crareu 15 @enepanbHOro 3akoHa "O JOHOPCTBE KPOBU H €€ KOMIOHCHTOB".

? OpraHm3aIyu-NOTyYaTeId - OPTAHM3AIHM, OCYIICCTBIMIONINE INPOHM3BOACTBO JCKAPCTBCHHBIX CPEICTB
7 (W) MEIUIUHCKAX W3/ICITHH.




[MTPMJIOXXEHUE No 1
K aKTy MpueMa-nepenayu
JIOHOPCKO#M KPOBH M (MJTM) €€ KOMIIOHEHTOB
JUTSI IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB
U (WJIH) MEIUIIUHCKUAX U3IETHA

HEPEYEHD

eIMHHL JOHOPCKOH KPOBU U (UJIH) ee KOMIIOHEHTOB

OpraHuzanus-1mocTaBIuK

Haumenosanue
(ZOHOPCKASA KPOBB U (MJIM) KOMIOHEHT JOHOPCKON KPOBH)
JlaTa 3arotoBku ¢ ' " 20 rmo" " 20 T.
WNnenTudukaimoHHbII HOMEp €AMHHII JlaTa 3arotoBKu
JIOHOPCKOU KPOBU U €€ KOMIIOHEHTOB JOHOPCKOW-KPOBH O6bem

(Ne koHTElTHEpA) U €€ KOMITIOHEHTOB

*
Opranuzanus-1mocTaBIIuK
PykoBoaurens
(OTBETCTBEHHOE JIMIIO)

(monwmCH) (pacmm(poBKa )

MII (mpu HaTU9UMm)

* OpraHu3auu-MOCTABIIUKA - CYOBEKTHI OOpAIICHUA TOHOPCKOM KPOBH H (M) €€ KOMIOHCHTOB, VKA3aHHBIC
B yactu 1 crareu 15 @enepanbHoro 3akoHa "O JOHOPCTBE KPOBU U €€ KOMIIOHCHTOB".

033764 (




[MTPMJIOXXEHHME No 2
K aKTy MpueMa-nepenayu
JIOHOPCKO#M KPOBH M (MJTM) €€ KOMIIOHEHTOB
JUTSI IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB
U (WJIH) MEIUIIUHCKUAX U3IETHA

OpraHu3anus-1mocTaBITuK

SHAUEHUNUA

MoKa3aTeJiel JOHOPCKOM KPOBH U €¢ KOMIIOHEHTOB

Haumenosanue

(ZOHOpCKAA KPOBB M (MJIM) KOMIOHEHT JOHOPCKON KPOBH)

Temneparypa XpaHeHHs JOHOPCKOW KpPOBU W (MJIM) KOMIIOHEHTA JIOHOPCKOMW
KPOBU
JIaTbl 3aroTOBKHM JOHOPCKOW KPOBH W (WJIM) KOMIIOHEHTA JOHOPCKOW KPOBU

O0beM MOHOPCKOW KpOBU W (WJIM) KOMIIOHEHTA TOHOPCKOW KpPOBH, JIUTPOB

KomuuectBo CAUHUIL )IOHOpCKOfI KpPpOBH U (I/IJ'II/I) KOMIIOHCHTA HOHOpCKOf/'I KpOBH

Jlata mepemaum TOHOPCKOW KpPOBU U (WJIM) KOMIIOHEHTA JOHOPCKOW KPOBH

daxruueckoe
HaumeHnoBaHue nokasareis 3HaueHue oKa3aress 3HAYEHUE
IOKa3aTeJs

ITokazarenn 0€30MacHOCTH TOHOPCKOM 3aI0JIHAETCS] B COOTBETCTBUU

KPOBU U €€ KOMITIOHEHTOB C TIEpeYHEeM 3HAYCHUI
nokasareJeil 6e30MacHOCTH
JIIOHOPCKOW KPOBU U €€
KOMITOHEHTOB,
MPEAyCMOTPEHHBIM
npunoxenueM Ne 1 k
IIpaBunam 3aroToBKH,
XpaHEeHus,
TPAHCIIOPTUPOBKHU 1
KJIMHUYECKOTO
HCIIOJIb30BaHUsl IOHOPCKOMN
KPOBU U €€ KOMIIOHEHTOB,
YTBEPKIAEHHBIM



HaumeHnoBaHue nokasarens

HNurie nokazarenu:

1) onucanue

2) Bugocneuu(pmIHOCTh

3) reMOUrMeHTbI

4) pH

dakTHU4yecKoe
3HaueHue NnoKa3aTesns 3Ha4YEHUe
noKasaresisi
MIOCTaHOBJICHUEM
IIpaBurtensctBa Poccuiickoii
®denepaunu

oT 22 uroHs 2019 r. Ne 797
"O6 ytBepxxnernu [1paBui
3arOTOBKH, XPaHEHNS,
TPaAHCHIOPTHUPOBKU U
KJIMHUYECKOTO
WCTIOJIb30BAaHUS JOHOPCKOM
KpPOBH U €€ KOMIIOHEHTOB U O
MPU3HAHUY YTPATUBLINMU
CUJTy HEKOTOPBIX aKTOB
IIpaButenscrBa Poccuiickoi
denepaunn”

YKa3bIBatOTCs
OopraHu3auuei-noyJaTenemM
0 COTJIACOBAHMIO

C OpraHu3aluen-
MOCTaBIINKOM

(pu HEOOXOOMMOCTH)

B 3aMOPOKEHHOM
COCTOSIHUU - TJIOTHAs
3aTBepeBlIas Macca
JKEJITOBATOrO L[BETA

710 3aMOpaKUBAHUS U TOCTIE
pa3sMOpaKUBaHMUSI
(oTTamBaHus) - MpO3pavHas
WU CJIerKa
OMaJIeCUUPYIOIIas )KUIKOCTh
OT CBETJIO-XKEJITOrO

110 3€JICHOBATOr'O LIBETA.

He pnonyckaercs Hannune
XJIONBEB U MyTH

NOATBEPNKAACTCA HAJTNIHUEM
IIPOCIIEKNBAEMOCTH
JOHOPOB, TAPAHTUPYIOLINX
YEJIOBEYECKYIO IPUPOIY
JOHOPCKOU KPOBH

1 €€ KOMIIOHEHTOB

He Gonee 0,25

oT 6,5 10 7,5

603376 |'2




HaumeHnoBaHue nokasarens

3HaueHue rmoKa3ares

dakTHueckoe
3HAUEHUE
MOKa3aTeJs

5) coneprxaHue Oenka
6) CTepIIBbHOCTh

7) cnenuduyeckasi akTHBHOCTb

Hccnenosanus Ha Hatm4due
BO30yaUTENEH
reéMOTPAHCMUCCUBHBIX UH(EKLIU

*
Opranuzanus-mnocTaBIIuK
PykoBoautens
(OTBETCTBEHHOE JIUIIO)

ue meHee 50 r/n
cTepuibHa

YKa3bIBAETCS OpraHu3aluen-
noJy4aresnem

10 COIIACOBAHUIO

C OpraHu3aluen-
MOCTaBIIMKOM

(pu HEOOXOIUMOCTH)

OTCYTCTBUE

MII (mpu HamTU4YMM)

(moamucs)

(pacmu@poska )

* OpraHu3auu-MOCTABIIUKA - CYOBCKTHI OOpAIICHUSA TOHOPCKOM KPOBH W (IIM) ¢ KOMIOHCHTOB, YKA3aHHBIC
Buactu 1 crateu 15 @enepanbHoro 3akoHa "O TOHOPCTBE KPOBU U €€ KOMIIOHEHTOB".

12)
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[MPUJIOXXEHHME Ne 3
K aKTy MpueMa-nepenayu
JIOHOPCKO#M KPOBH U (UJTH) €€ KOMIIOHEHTOB
JUTSI IPOU3BO/JICTBA JIEKAPCTBEHHBIX CPEJICTB
U (WJIH) MEIUIIUHCKUAX W3S

CBEAEHUA

0 COOTBETCTBHU CTAHJAPTHBIM ONEPALIMOHHBIM MPOLIEIYPaM NepeJaHHbIX
AJIs1 MPOM3BO/ACTBA JIEKAPCTBEHHBIX CPEACTB U (MJIH) MeIULNHCKHUX
u3/1eJIMil JOHOPCKOI KPOBH U (WJIN) ee KOMIIOHEHTOB

3aroToBKa U XpaHEHUE

(HAaMMEHOBAHNIE KOMIIOHEHTA JOHOPCKOU KPOBH)
COOTBETCTBYIOT

(HAaMMEHOBAHUE CTAHJAPTHBIX OTIEPALMOHHBIX MPOLECTY )

*
OpraHuzanus-1mocTaBITuK
PykoBoaurens
(OTBETCTBEHHOE JIMIIO)

(TI0 ATIHMCB) (pacum(poska )

MII (npu HamM4MM)

* OpraHu3ai-MOCTABIIUKA - CYOBCKTHI OOpAIICHUA TOHOPCKOM KpOBH U (IWIH) €¢ KOMIOHCHTOB, YKA3AHHBIC
B yactu 1 crareu 15 @enepanbHoro 3akoHa "O JOHOPCTBE KPOBU U €€ KOMIIOHEHTOB".




