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O BHecenuu n3MeHeHHH B npuiioxkeHus Ne 1 - 3 k npukasy @eaepanbHOro
MeIHKO-0HOJI0THYecKOro areHTcTBa ot 3 dpepans 2022 r. Ne 38
«00 yTBepxkneHun GopM NPOBEPOYHBIX JHCTOB (CIHCKOB KOHTPOJILHBIX
BONPOCOB, OTBEThI HA KOTOPbIe CBUAETEJIBCTBYIOT O COO/II0JeHNH HUJIH
Hec00J/110iecHHH KOHTPOJIHPYeMbIM JIHLIOM 00s13aTe/IbHbIX TPeOOBaHHI),
npuMeHsieMbiX ®PefepajibHBIM MEJHKO-0HOJIOTHYECKHM Ar€HTCTBOM H €ro
TEPPUTOPHATbHLIMH OPraHAMH NPH NPOBeleHHH MJIAHOBBIX KOHTPOJIbHBIX
(Haa30pHBIX) MepONPUATHH NPH OCyLIeCTBJIeHHH (peepanbHOIO
rocyapcTBEHHOr0 KOHTPOJIsl (HaA30pa) 3a o0ecneueHHeM 0e30MaACHOCTH
AOHOPCKOI KPOBH H €6 KOMIOHEHTOB)

B cootBercTBuH ¢ uyacTthio 1 craten 53 ®enepanbHOro 3akoHa OT 31 wmrons
2020 1. Ne 248-®3 «O rocynapcTBEHHOM KOHTpoJie (Haa30pe) W MYHHUIHUIIATHHOM
KoHTpolle B Poccuiickoit ®enepanuny, myHktoM 3 IlomoxeHus o ¢enepanbHOM
roCyIJapCTBEHHOM KOHTpoJie (Haa3ope) 3a obecriedeHrneM Oe30MacHOCTH JTOHOPCKOM
KpOBH M €€ KOMIIOHEHTOB, YTBEPKACHHOIO IIOCTaHOBIeHUeM IIpaBHuTenscTBa
Poccwuiickoit @epeparun ot 29 urons 2021 r. Ne 1050, mynkramu 3 u 13 tpeboBanmii
K pa3paboTKe, COIEpKaHHIO, OOIIECTBEHHOMY OOCYXIEHHUIO TPOeKTOB (opM
IPOBEPOYHBIX  JIUCTOB, YTBEPKICHHIO, IIPUMEHEHHIO, aKTyaiausanuu ¢opMm
IIPOBEPOYHBIX JINCTOB, & TAKXe ClydyaeB 00A3aTebHOTO IMPUMEHEHUS NTPOBEPOYHBIX
JIUCTOB, YTBEPXKACHHBIX IOCTaHOBIeHHeM llpaButenscTBa Poccuiickor ®enepanuu
or 27 oxkrsabps 2021 r. Ne 1844, moamynktoM 5.3.3 myHkta 5 IlonoxeHwus
0 ®exneparbHOM MeTUKO-OHOJIOTHYECKIM areHTCTBE, YTBEPKACHHOTO
nocraHoBieHneM [IpaButensctBa Poccuiickoit ®enepauuu ot 11 ampens 2005 T.
Ne 206, u B uejmx IIPUBEACHUS HOPMATUBHOI'O IIPaBOBOIO AaKTa B COOTBETCTBHE
¢ 3aKoHOAarebcTBOM Poccuiickoit denepannu,
MpHUKa3blBalo:




Brectu B mpuimoxenus Ne 1 - 3 k mpukazy DenepanbHOro MeauKo-
Guonoruyeckoro areHTcTBa oT 3 ¢eBpans 2022 r. Ne 38 «O6 yrBepxaeHun Gopm
IPOBEPOYHBIX JIUCTOB (CHMCKOB KOHTPOJIBHBIX BOIPOCOB, OTBETHl Ha KOTOpHIE
CBHJETENBCTBYIOT O COOJIOAEHHHM WM HECOOIIOJEHHH KOHTPOJHUPYEMBIM JIMLIOM
00s13aTenbHBIX TpeboBanuit), mpuMeHseMbIx OeepabHBIM MeIUKO-0HOIOTHYECKHAM
areHTCTBOM M €ro TEepPUTOPHAIBHBIMU OpraHaMd IIpH MPOBEJCHHH ILUTaHOBBIX
KOHTPONIBHBIX (HAO30pHBIX) MEPOIPHUATHN MpPH OCYIIECTBIECHUH (elepalbHOTO
rocyapCTBEHHOTO KOHTpoJIs (Haj3opa) 3a obecreueHneM 6e30macHOCTH HJOHOPCKO
KPOBH H €€ KOMIIOHEHTOB» (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIUH
Poccuiickoit @enepaunu 28 despans 2022 r. perucrpanMoHHBIH Ne 67523)
W3MEHEHHS COTJIACHO MPUJIOKEHHIO K HACTOSLIEMY TIPHKa3y.

PykoBoautenb B.U. CkBop1ioBa




Ilpunoxenue

K npuka3y @enepanbHoOro
MeJIKO-0H0IOrHIeCKOro areHTCTBa

ol 0@@/{52%5 2ONe 2858

, U3MEHEHN!],

KOTOpPbIe BHOCATCS B NpHJIoeHnst Ne 1 - 3 k npuka3sy ®enepajibHoro
MEIHKO-0HOIOIH9eCKOro areHTcTBa OT 3 dheBpais 2022 r. Ne 38
«O0 yTBepxaenun ¢popM NpoBepOHBIX JHCTOB (CHHCKOB KOHTPOJIbLHBIX
BONPOCOB, OTBETHI HA KOTOPbIE CBUAETEJIbCTBYIOT O COOJIIOIEHHH HJIH
'HeCcO0JII0/IeHHH KOHTPOJIMPYEMBIM JIHIIOM 00s13aTe/IbHBIX TpeGoBanuii),

- npaMeHnsieMbIX ®eepanbHbIM MeIHKO-0HOJIOrHYECKHM areHTCTBOM H ero
TEPPUTOPHAJIBLHBIMH OPraHaMH NPH NPOBEACHHH MJIAHOBBIX KOHTPOJIbHBIX
(Hag30pHBIX) MEepPONPHATHH MPH OCYLIECTB/IEHHH (peaepajbLHOro
rocyJapcTBEHHOI0 KOHTPOoJs (Haa3opa) 3a obecnedyendeM 6e30MacCHOCTH
AOHOPCKOH KPOBH H €¢ KOMIIOHEHTOB)»

1. B Tabnuue mynkra 10 npunoxenus Ne 1:

1) ab3a1 IATHIH U3IIOKHUTE B CIEAYIONIel pelaKiyH:

«IlpaBunamu BeleHHs eAWHOM 0a3bl JaHHBIX II0  OCYILNECTBIEHMIO
MEPOIIPHUATHH, CBA3aHHBIX C oOecrieueHrneM 0e30MacHOCTH HOHOPCKOH KpOBH H €€
KOMITOHEHTOB, Pa3BUTHEM, OpraHM3alledl U IpoNaraHjod JOHOPCTBA KPOBU H €€
KOMIIOHEHTOB, YTBEPXACHHBIMU IOcTaHOBIeHHeM [IpaBurensctBa Poccuiickoit
®enepanyu ot 31 mas 2023 r. Ne 901, xoropoe neiictByeT 10 1 centsaops 2029 r.
(manee — IpaBuna, yrepxaeHHble HocTaHOBIeHHEM Ne 901);»;

2) ab3al cebMOI U3JIOXUTH B CIEAYIONIEH peaaKIum:

«[IpaBunamMu obecrieueHUs] JOHOPCKOH KpPOBBIO M (MJIM) €€ KOMIIOHEHTAMH
OpraHM3alliii, yKa3aHHEIX B 4acTd 1 ctateu 17 @enepanbpHoro 3akoHa «O JOHOPCTBE
KPOBH U €€ KOMIIOHEHTOBY», IS HCIOJB30BaHUS B HAyYHO-HCCIEAOBATENBCKUX H
00pa3oBaTeNbHBIX IENAX, YTBEP)KIEHHBIMH IIOCTaHOBIEHHEM IIpaBHTENLCTBA
Poccuiickoit @enepanun ot 14 mapra 2023 r. Ne 387, xoropoe AeHCTBYET 10
1 centabps 2029 r. (nanee — [IpaBuia, yrBep)xaeHHbIe TOCTaHOBAEHHEM Ne 387);»;

3) mononHUTH ab3alaMy CIeIYIOMIEro COAEPIKAHMS:

«[IpaBumaMu 1nepefadd OpraHu3alUsAM, OCYIHECTBIISIONUM TIPOU3BOJICTBO
JIEKApCTBEHHBIX CPENCTB U (MIIM) MEIUIMHCKIX U3AENHi, JOHOPCKOH KPOBH U (WIJIH)
€¢ KOMIIOHCHTOB, YTBEPKAEHHBIMH IlocTaHOBIeHHEM IlpaBuTenscTtBa Poccuiickoit
@enmepaunu ot 2 despans 2023 r. Ne 153, kortopoe meiictByer mo 1 mapra
2029 r. (nanee — IIpaBuna, yTBepxaeHHble octanoBaeHreM Ne 153);

Ilpukasom MunuctepcTBa 3apaBooxpaHeHmst Poccuiickoit  Pepmepauun
ot 21 Hoa0ps 2022 r. Ne 750H «O6 yTBep:KACHUU MOPAAKa HMMYHHM3AIMH JOHOPOB




K«

TUISL 3arOTOBKHU NMMYyHOCTIeHubHYeCcKOn IL1a3MBbD» (3apeructpupoBaH
MunucrepctsoM roctHuud  Poccuiickoit ®enepanuu 30 wHos6ps 2022 T,
peructpanoHHbid Ne 71216), xotopslit pefictByeT no 1 mapra 2029 r. (mamee —
Iopsnox, yreepxaeHHEIH npukaszoM Ne 750n);

IIpukazom MunuctepctBa 3apaBooxpaHeHus Poccuiickoit  ®Pemepannu
or 27 wmona 2023 r. Ne 392 «O mnopsgke npeACTaBleHUS HHGOpMaUH
O peakuusx ¥ 00 OCIOXHEHWSX, BO3HHUKIIMX y IOHOPOB B CBS3M C JOHAIlHei
JIOHOPCKOM KpOBU ¥ (WIM) €€ KOMIIOHEHTOB, B YIOJHOMOYEHHEIH (enepanbHbIi
OpraH MCIIOJHUTENBHOM BIACTH, OCYMIECTBISIONMM (YHKIMH [0 OpraHU3alldu
JEATeIPHOCTH CIIy>KOBI KpOBM» (3aperMCTpUpPOBaH MMUHHCTEPCTBOM  IOCTHIHH
Poccuiickoit @enepauuu 17 aprycra 2023 1., peructpanrionHbli Ne 74824), koTopslit
nerictByeT fo 1 ceHTsaOps 2029 r. (manee — Ilopsinok, yTBEp)KIOEHHBIH MPHKa30M
Ne 392H).»; ,

4) B mynkre 18 B rpade «PeKkBU3WTHI HOPMATHBHEIX IIPABOBEIX aKTOB,
coepkaiue obs3aTenbHble TpeGoBaHus» ciioBa «[IOAMYHKTHI «a» - «e» MyHKTa 5,
NOJIYHKTBl «a» - «3» IyHKTa 0, MOIIYyHKT «a» MyHKTa 7, myHKT 13 IlpaBwui,
YTBePXCHHBIX MocTaHoBieHneM Ne 667» 3amenuts cinoBamu «Ilynkrer 1 -3, 5 - 8
pasmena I, MOANMYyHKTBI «a» - «I», «K» - «k» MyHKTa 1 pasmena II mpunoxeHus
k IIpaBuiiaM, yTBepAeHHBIM nocTaHoBiieHueM Ne 901y;

5) B nyHkte 123 B rpade «PexkBH3UTH HOPMATHBHEIX IPaBOBEIX AaKTOB,
comepkame obs3arenbHble TpeOoBaHus» cnoBa «Ilynktel 2, 5 Ilpaswu,
YTBEPXKAEHHBIX nIocTaHoBieHreM Ne 331» 3amenuts cioBamu «Ilynktsl 2, 3 [IpaBui,
YTBEPXKIAEHHBIX ITOCTaHOBIIEHHEM Ne 387»;

6) nononuuTk myHkTamu 103! - 1033 1 127 - 137 cneayromero conep:xaHus:

103! | GopmupyeTcs nH B OpraHM3alMHU ITynkr 2
U3BEIICHHE O peakuusx U (wim) ob Iopszaka,
OCJO)XHEHHMSIX, BOSHHKIIHNX Y JOHOPOB YTBEPKIAECHHOTO
B CBSI3H C JIOHALlMEN JOHOPCKOM KPOBH MPHKa30M
u (wn) ee KOMIIOHEHTOB Ne 3921
PYKOBOJIUTENIEM (OTBETCTBEHHBIM ‘

JHIOM, Ha3HAYECHHBIM
pYKOBOIUTENEM)?

103%| @opMupyeTcs )M W3BEIICHHE O ITynkr 2
peaknusx u (Win) 06 OCIOXKHEHUAX, Ilopsinka,
BO3HHMKIINX Yy JOHOPOB B CBS3H C ; YTBEPKAECHHOTO
JIOHAMEH MOHOPCKOM KpOBH M (MJIH) HIpHKa30M
€e KOMIIOHEHTOB B CPOK He IMo3aHee 5 Ne 3921
pabouux JHEH CO AHS BHISIBICHUS:

- TOCPEACTBOM €OMHOU 0a3bl JaHHBIX
[0 OCYIIECTBJIICHHIO MEPOIPHATHIHA,




CBSI3aHHBIX c obecrieueHuEM
0e30macHOCTH JTOHOPCKOH KPOBHU U €€
KOMITOHEHTOB, pa3BUTHEM,
opraHu3anuei " Iponarasioi
JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB!

- Ha 6ymaxHoM Hocuteine B O®MBA
Poccuu?

1033

Conmepxutrcss 1M B HU3BEHICHHH O
peakuusix ¥ (WiM) 00 OCIOKHEHHMSX,
BO3HHUKIINX Yy JOHOPOB B CBS3H C
JoHaIyelt TOHOPCKOH KpOBH W (WIIN)
ee KOMIIOHEHTOB, CIICAYIOIIAs
uadopManus:

- 0 JoHOpe (BO3pacT, MOJI, BEC, POCT,
JlaTa JOHAUUM AOHOPCKOH KpoBH H
(unm) ee KOMIIOHEHTOB);

- UACHTH(PUKAIMOHHBIH HOMED
JOHAIMKM KpoBU H (W) ee
KOMIIOHEHTOB;

- HICHTH(UKAIMOHHBI KOJ JOHOpa
KpOBH U (MJIK) €€ KOMIIOHEHTOB;

| - BUJ JOHANH,

- BUJ{ pEaKIM{ U (WIH) OCTIOXKHEHHS B
cooTBeTcTBUH C IMyHKTOM 4 [lopsinka,
yTIBEpXKIAeHHOro npukazoM Ne 392H,
C yKa3aHWeM JaThl M BpPEMEHHU
HaCTYIUIEHUS peakuun u
(ocnoxxHeHUs)?

[ynkr 3
Topsanxka,
YTBEPXKIECHHOTO
pUKa30M
Ne 3920

127

OcymecTBasieTcs 4 B OpraHU3aldu-
NOCTaBIIMKE TIepeaadya JOHOPCKOH
KpoBU U (WIH) €€ KOMIIOHEHTOB,
3aroTOBJICHHBIX:

- ¢ coOmoneHneM 00sS3aTEIIBHBIX
TpeboBaHuii, YCTaHOBJIEHHBIX
nocranoBienneM Ne 797;

- ¢ cobmonmenneM TpeboBaHME K
OpraHH3aluu JIeITENEHOCTH
cyOBeKTOB  OOpameHus JOHOPCKOH
KpOBH W (MJM) €€ KOMIIOHEHTOB IO
3aroTOBKE, XpaHEHHIO,
TPaHCIIOPTHPOBKE TOHOPCKON KPOBH H
(vm) ee KOMITOHEHTOB,

[Tynkr 2
[TpaBui,
YTBEPXICHHBIX
HOCTaHOBJIE-
nuem Ne 153




yTBEpXIeHHBIX MpuKkazoM Ne 1167H;

- ¢ cobmopeHneM TpeOoBaHWH K
OpraHu3alKy CHCTEMbI O€30IIaCHOCTH,
YTBEPKICHHBIX IIpuKka3zoM 1148u?

128 | OcymecTBisieTcs M B OpraHH3aIMH- [Tyskt 3
MOCTAaBHIMKE B HENAX oOecrnedyeHus [Tpasm,
0e30macHOCTH  JOHOPCKOH  KpOBH YTBEPXKIECHHBIX
IPOCIICKUBAEMOCTD JAHHBIX B OCTaHOBJIE-
COOTBETCTBHH €  TpeOOBaHHAMH aHueM Ne 153
[IpaBumn, YTBEPXKACHHBIX
noctanoBiaeaneM Ne 797:

- 0 JIOHODE;

- TOHAIUSX;

- 3arOTOBJIEHHBIX JJOHOPCKOH KpOBH U
(unu) ee KOMITOHEHTOB,

- PacxXoIHBIX Marepranrax
(KoHTelHepaxX, peareHTax, pacTBOPax,
JIEKapCTBEHHBIX CPEJCTBAX);

- obpa3nax KpoBH JOHODA;

- HCTIONHUTENAX paboT;

- COOTBETCTBUHU TpeOOBaHUSIM
0€30MacHOCTH MPOBOAUMEIX paboT 1Mo
3aroTOBKE JTOHOPCKOH KpOBH H (HIIH)
€€ KOMIIOHEHTOB?

129 |IlpuHumaeTcs 7 OpraHH3aIuei- [lyskTer 3 - 8
MIOCTaBHIMKOM perenue 0 YacTH 3 CTaThbu
IPUIOAHOCTH JOHOPCKONH KpOBH H 20 125-0@3,
(unu) ee KOMIIOHEHTOB IJISl HEepeavd IOYHKT 8
OpraHu3alUu-noaydaTeito 4 00 ITpaBwun,
HU3MEHEHHUH CTaTyca JOHOPCKOH KPOBH YTBEPXKICHHBIX
u (umm) ee KOMIIOHEHTOB Ha IIOCTaHOBJIE-
IPUTOAHBIE IS  MCHOJB30BaHHUSA HueM Ne 153

IOHOpcKass KpoBb M (WwiH) ee
KOMIIOHEHTED) HAa OCHOBaHHUHU:

- IIPOBEPKH COOTBETCTBUS
3arOTOBJICHHBIX E€OHWHHUI[ JIOHOPCKOU
KpOBH M (MJIH) €IWHHUI KOMIIOHEHTOB

JIOHOPCKO# KpOBH 3HAYECHUSIM
[IOKa3aTeei, YKa3aHHBIX B
cnenudpuxkanun o bopme

npunoxenus Ne 1 x  IlpaBunam,
YTBEPXKIACHHBIM [IOCTAHOBIIEHIEM
Ne 153;




- uHpopMammu  6a3pl  JaHHBIX
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB,
yKa3aHHOW B NyHKTax 3-8 uactu 3
cratbu 20 125-P3;

- pe3ynbTaToOB HCCIEROBAHUHM KpPOBU
JOHOpa Ha HauU4de MapKepoB
reMOTPaHCMUCCHBHBIX HH(EKIHiA;

- OHOXMMHMUECKHX  MOKazareneit
nepudepuuecKoil KpoBH;

- pe3yJIbTaroB IIPOBEPKH BHEIIHETO
BHJIa JOHOPCKOM KpOBH H (mimm) ee
KOMIIOHEHTOB U OTCYTCTBHS
HOBpPEeXXACHHUS KOHTEHHepa?

130 | CooTBETCTBYIOT JI JOHOpPCKas KPOBb [TyukT 9
)7} (um) - ee KOMITOHEHTEI [TpaBwun,
crenuduKanuy, COIJIACOBaHHOU YTBEepKIECHHBIX
MEXIY OpraHH3alMeH-IIOCTABIIHKOM IIOCTaHOBJIE-
U OpraHusaiuei-mosyyarenem? HieM Ne 153

131 | O6ecrieunBaloTCsT M OpraHU3aIMH- [Tynkr 11
NOJIy4aTeIH OpraHu3alusMu- [Mpaswu,
IOCTaBUIMKAMH  IyTeM  Iepenadu YTBEP)KIECHHBIX
IOHOPCKOM KpoBRIO M (WiH) ee MOCTaHOBJIE-
KOMIIOHEHTaMU Ha OCHOBAaHUHU HueM Ne 153
3aKJII0OYaEMBIX HMH B COOTBETCTBUH C
3aKOHOJATEIIECTBOM Poccutiickoit
Oenepanun:

- BO3ME3THOI0 JOroBopa (KOHTPAKTa)
Ha BBIIOJIHEHHE paboT MO 3arOTOBKE U
XPpaHEeHHIO JAOHOPCKOH KpOBH M (WUJIH)
€€ KOMIIOHEHTOB;

- JIOTOBOpPA (KOHTpaKTa),
IIpeyCMaTpPUBAIOIIETO nepenady
JIOHOpCKOM KkpoBM u (WIm) ee
KOMIIOHEHTOB B HessIx ee
nepepaboTKH, IIPOM3BOACTBA WU
BO3BpaTa JIEKAPCTBEHHBIX CPEACTB H
(WnK) MEIUOUHCKUX HM3IENUN WIH HX
JNOCTaBKU B rocy1apcTBEHHBIE
(MyHMLMNIQJIBHBIE) OpraHu3alid B
COOTBETCTBUH C YCIOBHUAMH JOTOBOpA
(xoHTpakTa)?

132 |Xpansitcs Jd B OpraHu3alldu- [Iynkt 14
IOCTABLIUKE JOKYMEHTAIs U JAHHBIE [IpaBumn,

B OTHOIICHHU IPOCIICKUBAEMOCTH, YTBEPKIEHHBIX
IPEeJYCMOTPEHHBIE MyHKTaMH 3 U 5 MIOCTaHOBJIC-
IIpaBu, YTBEPKACHHBIX Huem Ne 153




nocraHoBnenueM Ne 153, He MeHee 30
JeT c JIaThI NOTy4EHHS
WHIVBHIOYAIBHOH JIOHAIMH ILIa3MBI
JloHopa?

133 | OcymecTBisiercs MM B OpraHU3aIMH- IMynkr 16
IIOCTABIIHKE nepen IIpaBumn,
TPaHCTIOPTHPOBKOH IIpOBeEpKa YTBEPXKICHHBIX
NOHOPCKOM KpoBH H (wim) ee IIOCTaHOBJIE-
KOMIIOHEHTOB B COOTBETCTBUH C gueM Ne 153
nyHkToMm 71 IlpaBuin, yTBEp)KAEHHBIX
rmoctaHoBjicHueM Ne 7977

134 | OcymecTtBnseTcs b7t nepenadya [lynkt 17
JOHOpPCKOM KpoBH H®W (W) ee IIpaBu,
KOMIIOHEHTOB  OT  OpraHu3aru- YTBEPKIEHHBIX
MIOCTaBIIHKA OpraHu3aiy- HIOCTaHOBJIE-
IIONyYaTeI0 HAa OCHOBAaHHUU AaKTa HHeM Ne 153
IIpueMa-Tepesadn s MpPOU3BOJCTBA
JICKapCTBEHHBIX CpEACTB H  (WiH)

MEIUIMHCKUX HU3Jeauii 1no ¢opme
npwioxkeauss Ne 2 x Ilpasumam,
YTBEPXKAECHHBIM [TOCTAHOBICHUEM

Ne 1537

135 |CocraBnsiercs Jd  OpraHu3anuei- [TynxkT 18
MOCTaBIIMKOM aKT INpHeMa-Iepeaadn [MpaBu,

B 2 3K3eMIUIApax”? YTBEPXKICHHBIX
MOCTaHOBJIE-
HHeM Ne 153

136 |IlonmuceiBaeTcs 1M akT IpUeEMa- ITyskr 18
nepenavn PYKOBOIUTENSAMH [IpaBu,
OpraHH3alHHU-IIOCTABIIHKA? YTBEPX/IECHHBIX

OCTaHOBJIE-
HueM Ne 153

137 |MudopmupyeTcs JH OpraHu3aluei- Ilynkt 20
IIOCTaBIIMKOM B TE€YEHHH 3 paboumx [TpaBumn,
IHeH cO JIHS BBHIABJICHHUS NMHCHBMEHHO YTBEPKACHHBIX
(B TOM  uHCIe  IOCPEICTBOM HOCTaHOBJIE-
(baKkCUMHIIBHOM, SNEKTPOHHOU CBS3H) HueM Ne 153

OpraHu3anusi-noiryJareib 0
BBISIBIICHUH MapKepoB
TeMOTPaHCMHUCCHBHBIX HH(pEKIui B
NEpPEeNaHHON JOHOPCKOM KpOBH H
(unu) ee KOMIIOHEHTaX 3a mepuon 12
MeCAleB C JaThl Iepefadd Takol
JOHOPCKOH KpoBM W (unm) ee
KOMIIOHEHTOB?

».




2. B tabmune mynkTta 10 mpunoxerns Ne 2:

1) ab3a1 mATHIM U3TOXKUTH B CEAYIOUIEH pelakiyu:

«[IpaBumamu BemeHHMss eguHOW 0aspl JAHHBIX [0  OCYIHNECTBJIIECHHUIO
MEpOTIPUATHIA, CBS3aHHBIX ¢ obecredeHneM 0e30IacHOCTH JOHOPCKOI KpOBU U ee
KOMIIOHEHTOB, Pa3BUTHEM, OpraHM3alyell W TpomaraH/iod JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB, YTBEP)KIEHHBIMH IocTaHOBIeHUEeM lIpaButenscTtBa Poccuiickon
®enepamun ot 31 mag 2023 r. Ne 901, xoropoe neiicteyer mo 1 cenrsabps 2029 .
(manee — IlpaBuina, yrBepxkeHHbIe nocTaHoBiieHHEM Ne 901);»;

2) ab3ari cebMOW U3JIOKUTH B CIEAYIOIIEN pelaKIIHH:

«IpaBunamMu obecrieueHusi JOHOPCKOH KpOBBIO M (WJIH) €€ KOMIIOHEHTaMH
opraHu3allvii, yka3aHHBIX B 4acTd 1 crateu 17 denepanbHoro 3akoHa «O JOHOPCTBE
KPOBH M €€ KOMIIOHEHTOBY», JJIS HCIIONB30BAHHS B HAYYHO-HCCIEI0BATENBCKAX H
0o0pa3oBaTeNbHBIX LENAX, YTBEPKICHHBIMH IOocTaHoOBIeHHeM IIpaBurenscTBa
Poccuiickoii @enepanun ot 14 mapra 2023 r. Ne 387, xotopoe IeHCTBYeT IO
1 cenTabps 2029 r. (nanee — IIpaBua, yTBepKaeHHbIE TTocTaHOBNEHHEM Ne 387);»;

3) mononHUTH ab3alaMy CIEYIOMIErO COAEPKAHMS:

«[IpaBunamu nepegayd OpraHU3alUsiM, OCYILIECTBISIOIUM IIPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB M (WIIK) MEAULIMHCKUX U3AETNM, JOHOPCKOW KpOBHU U (MJIH)
ee KOMIIOHEHTOB, YTBEPXKIECHHBIMHM IocTaHOBJIeHHeM IlpaBurenbctBa Poccuiickoii
®enepanuu ot 2 depans 2023 r. Ne 153, koropoe nerictByet no 1 mapra 2029 r.
(nanee — IlpaBuna, yrBepkaeHHbIe ocTaHoBieHnEM Ne 153);

IIpukazomM MunucrtepcTBa 31paBooxpaHeHus Poccuiickoil ®@enepanuu
oT 21 HostOps 2022 r. Ne 750H «O06 yTBepAeHUM MOPAJKa HMMYHH3AI[MH JOHOPOB
ISt 3arOTOBKH UMMYHOCIIEHUPIIeCKON IUTa3MBbD» (3aperucTpupoBaH
MuHHCTEPCTBOM  FOCTULIMU Popcnix’lCKoﬁ Geneparrmn 30 HOSOps 2022 1,
peructpanoHHbd Ne 71216), xotopeiii neiictByer mo 1 mapra 2029 r. (manee —
INopsinok, yTBepxaeHHbIH nmpukazom Ne 750H);

ITpukazom MuHuctepcTBa 3ApaBooxpaHeHus Poccuiickoil ®enepanuun
or 27 wmons 2023 r. Ne 3925 «O mnopsake mpelcTaBileHUs HHPopManuu
0 peakiyusix U 00 OCJOXHEHUSX, BO3HHKIINX y JOHOPOB B CBA3H C JOHAIUEH
JOHOPCKON KpOBH W (WIIM) ee KOMIIOHEHTOB, B YIIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIOJIHUTENBHOW BIACTH, OCYLIECTBISIOMMNA (GYHKIMH 0[O OpraHU3alUH
HEATENbHOCTH CIIy)KOBI KpPOBH» (3aperUCTpUpOBaH MUHHCTEPCTBOM FOCTHUIUH
Poccuiickoit @enepanmu 17 aBrycra 2023 r., peructpaunoHHblid Ne 74824), KoTopbIi
nefictByeT mo 1 ceHtaGps 2029 r. (mamee — ITOpSIOK, YTBEpXKIEHHEIH MPHUKA30M
Ne 392m).»;

4) B mynkte 18 B rpade «PekBU3UTBI HOPMATUBHBIX IIPABOBLIX aKTOB,
cofepxkamye o0s3arenbHble TpeboBaHus» cnoBa «lloAMyHKTHI «a» - «e» IyHKTa 5,
TIOMNYHKTH «@» - «3» IYHKTa 6, MONNYHKT «a» IyHKTa 7, myskr 13 Ilpasui,
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yTBEPXAEHHBIX MocTaHoBiIeHHeM Ne 667» 3amenuTh cioBaMu «IlyHkTeI 1 - 3,5 - 8

pazmena I, MOAMyHKTBI «a» - «I», «K» - «k» MyHKTa 1 pasgena II mpunoxeHus
K IIpaBunam, yTBepxIeHHBIM ocTaHOBIeHHEM Ne 901,

5) B nyukre 123 B rpade «PekBU3UTH HOPMAaTHBHBIX IIPaBOBBIX AaKTOB,

comepxkaimie oOs3arencHble TpeboBaHus» cnoBa «Ilymkter 2, 5 [Ilpasuu,
yTBepXKAEeHHBIX MmocTaHoBlIeHHueM Ne 331» 3amenuTs cnoBamu «Ilynkrel 2, 3 I1pasui,
YTBEPXKICHHBIX MocTaHoBIeHHEM Ne 387»;

6) nononHuTs myHkTamu 103!- 1033 n 126! - 126!7 cnenyrouiero conepxanus:

103! |@opmupyercs 1M B OpraHM3aUUHA Mynxkr 2
H3BEllcHNEe O peaknusx U () o6 IHopsinka,
OCJIO)KHEHHSX, BOSHUKIINX Yy JOHOPOB YTBEPKICHHOTO
B CBSI3M C JOHAIUEH JOHOPCKOH KpOBH IIPHUKA30M
15§ (unm) ee KOMIIOHEHTOB Ne 392n
PYKOBOJHTENEM (OTBETCTBEHHBIM
JIHIIOM, Ha3HAYCHHBIM
PYKOBOJIUTENEM)?

103? |@opmupyeTcs JIM  H3BEIIEHHE O [Tynkr 2
peakuusx ¥ (W) 00 OCIOXHEHHUSX, Iopsinxa,
BO3HUKIINX Yy JOHOPOB B CBA3H C YTBEPKIECHHOTO
JOHAIMEH JTOHOPCKOHM KpOBH M (WIIH) ' IIPUKa30M
ee KOMIIOHEHTOB B CPOK HE IO3JHEe 5 Ne 3928
pabouux JHEH cO JHA BBIIBICHHUS:

- TIOCPENCTBOM €IMHOM 0a3bl TaHHBIX
10 OCYUIECTBJICHHIO MEPOIPHUATHIA,
CBSI3aHHBIX c obecrieueHrEM
0€e30macHOCTH TOHOPCKOH KPOBH H €€
KOMIIOHEHTOB, Pa3BHTHEM,
opraHusanuen H [ponaranion
JIOHOPCTBA KPOBH U €€ KOMIIOHEHTOB:
- Ha 6ymaxsoM Hocuterie B O®MDBA
Poccun?

103% |Comepxurcs mM B H3BEIIEHHH O Iynkrt 3
peakiusx ¥ (WiM) 00 OCIOXKHEHHUSX, IMopsnxa,
BO3HHKIONX Yy JOHOPOB B CBA3H C YTBEPKAEHHOTO
JOHAHeH OHOPCKOH KPOBH M (WIIH) TIPUKa30M
ee KOMITOHEHTOB, CIeayromas Ne 3928
uHbOpMaIHsL:

- 0 JoHOpe (BO3pacT, IIOJI, BeC, POCT,
naTa JOHAUKMH JOHOPCKOM KpOBH H
(wnm) ee KOMIIOHEHTOB);

- HAeHTHOHKAIEOHHBIN HOMEp
JIOHAaUM  KpoBH H  (WiM)  ee
KOMIIOHEHTOB;




- WACHTUQUKAIMOHHBIA KOJI JOHOpPA
KPOBH H (WJIH) €€ KOMIIOHEHTOB;

- B JTOHAIIUH,

- BUJ, peaknuu u (WIH) OCJIOXHCHHS B
COOTBETCTBUH ¢ myHKTOM 4 [lopsnka,
yTIBEpXKIEHHOro npuka3zoM Ne 392, ¢
yKasaHWEM  JaThl U BPEMEHH
HaCTYILUTCHHUS peakuuu u
(ocnoxuenus)?

126!

OcymecTBisercss 1 B OpraHH3aldK-
IOCTABIUKE Mepejada JIOHOPCKOH
KpoBH H (WIH) €€ KOMIIOHCHTOB,
3arOTOBJIEHHBIX

- ¢ coOmoaeHHeM 0O0s3aTeIbHBIX
TpeboBaHHUi, YCTaHOBJICHHBIX
nocraHoBieHneM Ne 797;

- ¢ cobmopeHueM TpeGoBaHMIl K
OpraHu3anud JEATENbHOCTH
CyOBbEeKTOB OOpalleHHs JOHOPCKOH
KpOBH H (WIH) €e KOMITOHEHTOB IO
3ar0TOBKE, XpaHEHHIO,
TPaHCIIOPTUPOBKE TOHOPCKOH KPOBH H
(nmm) ee KOMITOHEHTOB,
YTBEPKIEHHBIX MpuKazoM Ne 1167H;

- ¢ cobmopeHueM TpeOoBaHHU K
OpraHM3alUd CUCTEMBI 6€30IacHOCTH,
YTBEPXKICHHBIX NpukazoM 1148H7

ITynxkr 2
IIpaBmi,
YTBEPXKICHHBIX
IIOCTaHOBJIC-
Huem Ne 153

126°

OcymecTBisercs MM B OpraHU3aluu-
IOCTaBIIMKE B IeMiIX obecmeyeHws
0€30IaCHOCTH  JTOHOPCKOH  KpOBH
IPOCIIEKHBAEMOCTD JaHHBIX B
COOTBETCTBHHM C  TpeboBaHHAMHU

[TpaBun, YTBEPKIACHHBIX
moctaHoBieHHeM Ne 797:

- 0 IOHODE;

- IOHAIUAX,

- 3arOTOBJICHHBIX JOHOPCKOH KPOBH M
(um) ee KOMIIOHEHTOB;

- PacXOHBIX Marepuaiax

(koHTelHepax, peareHTax, pacTBOpax,
JIEKapCTBEHHEBIX CPECTBaX);

[TynxT 3
IIpaBumn,
YTBEPKIEHHBIX
IIOCTAHOBJIE-
HueM Ne 153
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- oOpasuax KpoBH JOHODA;

- HCTIOJIHATETSIX paboT;

- COOTBCTCTBHU Tpe6OBaHI/I$[M

| 6e30macHOCTH POBOAUMBIX PaboT IO

3arOTOBKE JOHOPCKOH KpOBH H (WIIH)
€€ KOMIIOHEHTOB?

126° |O6ecneunBaeTcss M B OpraHM3alK- [TynkT 5
nojryJaresne IpOCIEKUBAEMOCTD [Tpaswu,
eIMHULl JOHOPCKOH KPOBH M (MIIH) €€ YTBEP>KACHHBIX
KOMITOHEHTOB, ()OPMHPYIOIIUX CEPHIO IIOCTaHOBJIE-
(TapTHIO) JIEKAPCTBEHHOI'O CPENCTBA U Huem Ne 153
(unu) cepuro (IAPTHIO) METULIMHCKOTO :
H3JeNHsl, [UIS IPUHATHS MEP B CIIy4ae
BBIBJICHHS PUCKa IJs Ge30I1acHOCTH
IpH IPOM3BOJACTBE Cepuu (TIapTHH)

JIEKApCTBEHHOTO CpeACTBA U (HJIH)
cepur  (ApTUM)  MEQULIMHCKOIO
H3ETHA u HHGOPMHUPOBAHUS
OpraHU3alUHU-TI0CTABIINKA,
OpeayCMOTpeHHOro  myHkrom 20
ITpasm, YTBEPXKIEHHBIX
nocranopjieHreM Ne 153

126* |TlpuauMaeTcs JM  OpraHuW3alyeH- ITysxTe1 3 - 8
MOCTABIIMKOM pelieHue 0 YacTH 3 cTaThb
MPUTOAHOCTH JOHOPCKOH KpOBH H 20 125-@3,
(unH) ee KOMIIOHEHTOB IS Iepenayvd MYHKT 8§
OpraHu3alMU-MoJydaTenro U 00 [IpaBun,
H3MEHEHHH CTaTyca JOHOPCKOH KpOBH YTBEPXKIECHHBIX
u (mIm) ee KOMIIOHEHTOB Ha IIOCTaHOBJIE-
(IOpPUTOJHBIE JIL  HCIOJIE30BAHUS HHeM Ne 153

JOHOpCKas KpoBb W (Wnm) ee
KOMITOHEHTH» HA OCHOBAHHUU:

- IIPOBEPKU COOTBETCTBUSA
3arOTOBJIEHHBIX EJHWHHUI] JOHOPCKOH
KpOBU M (WJIM) €JUHHI KOMIIOHEHTOB

JIOHOPCKOM KpOBH 3HAYCHUSIM
IoKasartelei, YKa3aHHBIX B
crerudukanun 1o bopme

npuwioxeruss Ne 1 x IlpaBmiam,
YTBEPXIECHHBIM IIOCTAHOBIICHHEM
Ne 153;

- uHbpopMammu  6a3pl  JAaHHBIX
JIOHOPCTBA KPOBH U €€ KOMIIOHEHTOB,

yka3zaHHOM B myHKTax 3-8 dwactu 3
crateu 20 125-D3;

- pe3yiabTaToB MCCIEJOBAaHHH KpOBH




JOHOpa Ha HaJUYue MapKepoB
TeMOTPaHCMHCCHBHBIX UH(EKIHiA,

-  OumoxuMHMYecKMX  moOKazareiei
nepudepuIeckoit KpoBHy;

- pe3yJIbTaToB IpPOBEPKM BHEHIHETO
BHJa JOHOPCKOH KpOBH U (WiH) €e
KOMITOHEHTOB u OTCYTCTBHS
MTOBPEXIEHUS KOHTeHHepa?

126° | CoOTBETCTBYIOT 1M TOHOPCKAsS KPOBb Ilynkr 9

u (umu) ee KOMIIOHEHTHI ITpaBwu,

| cierukanum, COTTIaCOBaHHOM YTBEpP)KIEHHBIX
MEXIY OpraHu3aluei-moCTaBIIHKOM IOCTaHOBJIE-
U OpraHu3aruei-nonayyareiem? HHEEeM Ne 153

126% |ObecneumBaercs M  OpraHM3aIyy- [MynxT 11
HOTy4aTeNH OpraHu3alusIMu- IIpaBumn,
NOCTaBIIMKAMH  IyTeM  Ilepeaadd YTBEPKICHHBIX
JOHOPCKOM KpoBBIO M (WIH) ee IIOCTaHOBJIE-
KOMIIOHEHTaMHU Ha OCHOBaHHMHU HueM Ne 153
3aKJIIO4YaEMBIX UMH B COOTBETCTBHH C
3aKOHOJATENBCTBOM  Poccwmiickoit
Oenepanun:

- BO3ME3ZHOI0 JOroBopa (KOHTPaKTa)
Ha BBINOJIHEHHUE paloT MO 3aroTOBKE U
XPaHEHMIO JOHOPCKOH KpOBH M (WJTH)
€€ KOMIIOHEHTOB;

- JOroBopa (koHTpakTa),
IIpeAyCMaTpHBAIOIIEr0 . TIepenady
JIOHODCKOH KpOBH H (W) ee
KOMIIOHEHTOB B HENIX ee
nepepaboTkw, IPOM3BOACTBA |
BO3Bpara JIEKAPCTBEHHBIX CPEJCTB M
(MnH) MEIUIMHCKAX HM3IETHNA WU UX
JIOCTaBKH B rOCyIapCTBEHHEIE
(MyHHIIUTIQJIBHBIE) OpraHH3alliHd B
COOTBETCTBHH C YCJIOBHSMH JIOTOBOpA
(koHTpaKTa)?

1267 |OcymecTsnseTca U oOpraHu3alueii- IMynxt 13
IOJy4arTesieM ayauT yCIOBUH ITpaswui,
3arOTOBKH H XpaHCHHSI OOHOPCKOH YTBEPXKICHHBIX
KpOBH U (WJIH) e€e KOMIIOHCHTOB Y OCTAHOBJIE-
OpraHU3alUHU-I0CTABINHKA c muem Ne 153
YCTAQHOBJICHHOH Ha OCHOBE aHaIH3a
PHCKOB IIEpPHOJUYHOCTHIO, HO HE HaIle
1 paz Broa?

126® |Xpauarcs 1m B OpraHH3aLHH- Ilynkr 14
HoJIyyarese NOKYMEHTaHus U JaHHbIe [pasu,

B OTHOHICHHH [MPOCIICKUBAEMOCTH,

YTBEPXIACHHBIX
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IPEeAyCMOTPEHHbIE NYHKTaMH 3 H 5 HIOCTaHOBJIE-
IpaBun, YTBEPKACHHBIX arem No 153
nocrtaHoBneHneM Ne 153, He menee 30
Jer c IaThl HOJTY4YEHHS
HHIUBUAYAIbHOH JOHAIMU TUIA3MBI
JoHopa?
126° | OBecriedmpaeTcst 1M B OPraHH3ALHH- ITynkr 15
NojIyJaTesle yCIOBHUS XpaHEHHS H ITpaswu,
TPaHCIOPTHPOBKM JOHOPCKOM KpOBH YTBEPKAECHHBIX
7} (umm) ee KOMIIOHEHTOB, IIOCTaHOBJIE-
IIPETYCMOTPEHHBIE TIPHIIOKECHUEM HueM Ne 153
Ne 2 x IlpaBunam, yTBEpKICHHBIM
nocTaHoBIeHuEM Ne 7972
126'° | Ocymectensercs i B OpraHu3aIim- | Ilynkr 16
| TIOCTaBIHKE nepen [paswu,
TPaHCIIOPTHPOBKOH IIpoBEpKa YTBEPKICHHBIX
JNOHOPCKOM KpoBH M (miH) ee IIOCTaHOBJIE-
KOMIIOHEHTOB B  COOTBETCTBHH C HueM Ne 153
nyHkrom 71 IlpaBun, yTBEp)KIEHHBIX
nocraHosneHueM Ne 7977
126" | Ocymecteasercs m nepenada ITynkr 17
JIOHOpCKOH KpoBH W (WimH) ee [IpaBu,
KOMIIOHEHTOB ~ OT  OpraHu3alluy- YTBEPKACHHbBIX
[IOCTABIIAKA OpraHmu3anyu- HOCTAaHOBJIE-
IOJIy4aTeNl0 Ha OCHOBAaHWH aKTa HueM Ne 153
npUeMa-Tiepelaud JUis MPOU3BO/CTBA
JIEKapCTBEHHBIX CPEeNCTB ¥ (WiH)
MEJMIMHCKUX u3Jeiiuit 1o ¢dopme
npunoxeanss Ne 2k  IlpaBuiam,
YTBEPKAECHHBIM ITOCTaHOBIEHAEM
Ne 1537
126'? |CocTaBnsercs 1M opraHu3ammcii- Iynkr 18
NoJIy4aTeseM akT MpHEMa-epeaayn B [Mpaswuu,
2 sx3eMIuIIpax? YTBEPXKACHHBIX
IIOCTAaHOBJIE-
HueM No 153
126" |TlonnuceiBaeTcss 1M akT —IpHeMa- IMynkr 18
nepenavn  PYKOBOIMTEISIMH [pasw,
OpraHu3auu-IOCTaBIIAKA 7§ YTBEPKAECHHBIX
OpraHH3aIUH-HOIyqaTesIa? HOCTaHOBJIC-
HueM Ne 153
126!* | Mnopmupyercs M opraHu3ammeii- IynxT 20
IIOCTAaBIIMKOM B Te4eHUHW 3 paboumx IpaBwun,
IHEH CO [IHS BBISABJICHHS MHUCHMEHHO YTBEPKIECHHBIX
(B TOM  4YHClie  IIOCPEICTBOM IOCTaHOBJIE-
(bakCUMUIIBHOMN, JIEKTPOHHOM CBA3H) HEeM Ne 153

OpraHu3anysia-1moxy4areib (0]
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BBISIBJICHUH 'MapKepoB
TEMOTPAHCMUCCUBHBIX HMHGEKIHH B
IEpEeIaHHON HOHOPCKOW KpOBH U
(unm) ee KOMIIOHEHTax 3a mepuoxa 12
MECSIeB € JaThl Ipeladd  TakKoi
JIOHOPCKOW kpoBH W (MIH) ee
KOMIOHEHTOB?

126" |MudopMupyercs nH opraHH3amueii- Iynkr 21
noaydaTeneM B TedeHHH 3 paboumx IIpaBun,
JHEH €O JHS BBUIBJICHHS NMHCHMEHHO YTBEPKIECHHBIX
(B TOM  4YHClne  IOCPENCTBOM MIOCTAHOBJIE-
(hakCHUMUITBHOH, SJIEKTPOHHOM CBS3H) HueM Ne 153
OpraHH3aNUsA-TIOCTABIIAK 0
BEISIBJICHUHN B030ynuTenei
reMOTPAaHCMHCCHBHEIX HHQEKIHA B
IOOHOPCKOM KpoBH M (Wim) ee
KOMIIOHEHTax ?

126'6 |UspiMatotess M M3 ObpamieHHs H ynxt 22
YTIIN3UPYIOTCS JIA  OpraHu3anueii- [paswu,
HoJy4darelieM eIUHHUIBI  JOHOPCKOM YTBEPXKIECHHBIX
KpoBH W (WIH) €€ KOMIIOHEHTOB, B IOCTaHOBJIE-
KOTOPHIX  BBIABJICHBI  BO30YIUTENN HueM Ne 153
reMOTPaHCMHUCCHBHBIX HH(PEKIIii?

126 |MspiMatoTcss nH M3 OGpamieHHs ynkT 23
OpraHu3anuei-moayvyareieM  Cepus IpaBun,
(apTHUs) JEKapCTBEHHOTO CPEACTBA H YTBEPXKAECHHBIX
(unu) cepus (mapTHsi) MEIUUUHCKOTO IIOCTaHOBJIE-
H3NCNASA,  COJEpXallue  CUHHIIBI aueM No 153
JOHOpPCKOH KpoBU W (Wim) ee
KOMITOHEHTOB, B KOTOPBIX BBISBJICHBI
BO30yOUTEH TIe€MOTPAHCMUCCUBHBIX
uHpeKwmit?

3. B Tabnuue mynkra 10 npunoxenus Ne 3:

1) ab3a1y mATHINA U3JIOXKUTH B CIIENYIOIIEH pelaKLINH:

«[IpaBunamMu BefeHHs eauHOM 6Ga3bl JaHHBIX IO  OCYIIECTBICHHUIO
MEPOIPHUATHI, CBSI3aHHBIX C oOecrieueHHeM Oe30MacHOCTH JOHOPCKON KpPOBH U €€
KOMITOHEHTOB, Pa3BHTHEM, OpraHHM3aldedl W IMpolaraHfod TOHOPCTBAa KPOBH M €€
KOMIIOHGHTOB, YTBEp)KIEHHBIMH ITocTaHOBIeHHeM llpaButenscTtBa Poccuiickoi
®epnepanun ot 31 mas 2023 r. Ne 901, xoropoe meiictByeT m0 1 cenrabps 2029 r.
(manee — IlpaBuia, yTBepxkaeHHBIE ocTaHoBIeHIEM Ne 901);»;

2) ab3all cebMO U3JIOXKHUTH B CIIEAYIOIIEH pelaKIuU:

«[IpaBunamMu obecrieyeHust TOHOPCKOM KpPOBBIO M (WJIM) €€ KOMIIOHEHTaMHU
OpraHM3alli, yKa3aHHBIX B yacTH 1 crateu 17 @epepanpHOro 3akoHa «O TOHOPCTBE
KpPOBH M ee KOMIIOHCHTOBY», AJIs HCIIOJB30BaHUS B HAYyYHO-HUCCIEI0BATEIBCKUX

».
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¥ 00pa3soBaTeNbHBIX LENSAX, YTBEPXKHCHHBIMH IOCTAHOBIIEHHEM IlpaBHTENBCTBA
Poccuiickoit @enepaimm ot 14 maprta 2023 1. Ne 387, koropoe neicTByeT o
1 centsaOps 2029 r. (nanee — IlpaBmina, yrBepkaeHHsIe IOcTaHOBIeHHEM Ne 387);»;

3) monoaHUTH ab3aIlaMH CISIYIOIIErO COAePKAHMU:

«IIpaBunaMu mnepenayd OpraHU3aAIHAM, ocymeéTBJIﬂIomHM IPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB U (MIH) MEUIMHCKUX M3JeNHi, JOHOPCKOH KpOBH ¥ (HIIM)
ee KOMIIOHEHTOB, YTBEPXACHHBIMU NocTaHoBlieHHeM [IpaButenncTBa Poccuiickoii
®enepamuu ot 2 despang 2023 r. Ne 153, xoropoe neiictByer mo 1 mapra 2029 r.
(manee — IIpaBuna, yrBepxaeHHbIe IocTaHOBNEHHEM Ne 153);

Ilpukasom MuHuctepetBa  3npaBooxpanenuss  Poccuiickoit  Penepanuu
or 27 mons 2023 r. Ne 392 «O mopsmxe IIpeACTaBIeHUs HH(OpMaITHH
O peakuusXx U 00 OCIOXHEHHSX, BO3HHMKIIMX Y JOHOPOB B CBS3H C JOHALMEH
IOHOPCKOH KpOBH H (unHM) ee KOMIIOHEHTOB, B YITOJHOMOYEHHBINH (henepasbHbIii
OpraH MCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBIIOMUNA (YHKIMH II0 OpPTraHU3aAIlHH
IEATEIbHOCTH  CIY>KOBI KpOBH» (3aperuCTpuUpOBaH MMHHUCTEPCTBOM FOCTHIHH
Poccuniickoit ®eneparnun 17 aBrycra 2023 r., perucTpalldOHHBIA No 74824)‘, KOTOPBII
merctByer 10 1 ceHtabps 2029 r. (manee — llopsmok, yTBep KIEHHBINH MPUKA30M
Ne 392h).»;

4) B mynkre 10 B rpade «PeKkBH3WTBI HOPMATHUBHBIX IIPAaBOBHIX AKTOB,
cozepxamue o0s3aTeNpHble TpeOoBaHus» cioBa «[IOAMYHKTH «a» - «e» IMyHKTa 5,
HNOJIIYHKTEl «a» - «3» IYHKTa 6, IOANYHKT «a» IyHKTa 7, myHKT 13 IlpaBumn,
YTBEPKIEHHBIX MOCTaHOBJIEHHEM Ne 667» 3ameHuTh cinoBamMu «IlynkTer 1 - 3, 5 - 8
paszena I, IOOIMYyHKTHL «a» - «I», <«OK» - «x» IMyHKTa 1 pasmena Il mpunoxkeHus x
[IpaBuiiaM, yTBEpXKA€HHBIM nocTaHOBIEHHEM No 90 1), |

5) B nyHkre 40 B rpade «PexBH3HTBI HOPMATHBHBIX MPABOBBIX AaKTOB,
comepkainue obs3aTeNnbHble  TpeGoBaHus» cnoBa «llymkter 2, 5 Ilpasun,
YTBEPXIEHHBIX T0CTaHOBIeHHeM Ne 331» 3aMEHHTH CIIOBaMH «Ilynkrsl 2, 3 IIpaBu,
YTBEPKIEHHBIX ocTaHoBiieHueM Ne 387».



