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Mocksa

O BHecennHu H3MeHeHHIl B npuioxkenns Ne 1 - 3 k npuka3sy ®@eaepajibHOro
MeIHKO0-0HOJIOrHYeCcKOoro arenTcTea ot 3 gpeBpass 2022 r. Ne 38
«006 yTBep:ka1eHHHN (POPM NPOBEPOUYHBIX JIHCTOB (CMIHCKOB KOHTPOJILHBIX
BONPOCOB, OTBEThI HA KOTOpPbIe CBHIETEIbCTBYIOT O CO0JII0IeHHH HIH
Heco0J110/IeHHH KOHTPOJIHPYEMbIM JIHIOM 00513aTeJIbHBIX TPeGOBaHHIH),
npumeHsieMbiX PefepaibHLIM MeIHKO-0HOTOTHYECKHM areHTCTBOM H ero
TepPHTOPHAJIbHbIMH OPraHaMH NPH NPOBEJAEeHHH IJIAHOBBIX KOHTPOJIBHBIX
(Haa30pHBIX) MepONPHATHI NPH ocyliecTBJIeHHH (eaepanbHOro
rocyAapcTBEeHHOIr0 KOHTPOJIfA (Haa30pa) 3a obecneyeHneM 0€30MaCHOCTH
AOHOPCKO# KPOBH H €¢ KOMIIOHEHTOB»

B cootBercTtBuH ¢ yacThio 1 crateu 53 DepepanbHOro 3akoHa OT 31 HrONs
2020 1. Ne 248-®3 «O rocymapCTBEeHHOM KOHTpoJie (Haa30pe) W MYHHUIIHIAIEHOM
KoHTpone B Poccuiickoit ®enepanun», myHkroM 3 IlonoxeHus o QenepaibHOM
rOCYAapCTBEHHOM KOHTpoJe (Haa3ope) 3a obecriedeHreM Oe30MacHOCTH JTOHOPCKOM
KpOBH H €€ KOMIIOHEHTOB, YTBEP)XIEHHOro IocTaHoBieHueM IIpaBurenscTBa
Poccwuiickoit @eneparun ot 29 mrons 2021 r. Ne 1050, mynkramu 3 u 13 tpeboBanuii
K pa3paboTKe, COAEPKAHUIO, OOLIECTBEHHOMY OOCYXIEHHUIO TPOeKTOB ¢opM
IIPOBEPOYHBIX  JIUCTOB, YTBEPXKIOCHHIO, TPUMEHEHHIO, aKTyanu3anuu ¢opm
IIPOBEPOYHBIX JIUCTOB, a TaK)Ke CIIydaeB 00s3aTEIBHOI0 NPUMEHEHHUS [IPOBEPOYHBIX
JMCTOB, YTBEPXKIEHHBIX nocraHoBieHneM IIpaButenbcrBa Poccuiickoit denepanyu
or 27 oxtiabps 2021 r. Ne 1844, moamyHkroM 5.3.3 mynkta 5 IlonoxxeHus
0 DeneparbHOM MeIUKO-OHOJIOTHYECKUM  areHTCTBE, YTBEPXKIAECHHOTO
nocranoBneHueM [IpaButenscrBa Poccuiickoit ®@epepanuu ot 11 ampens 2005 r.
Ne 206, u B memsx IIPUBEACHUS HOPMAaTHUBHOIO IIPaBOBOIO aKTa B COOTBETCTBHE
¢ 3aKoHO/IaTenbCTBOM Poccuiickoi ®enepanuu,
NpHUKa3blBalo:
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Brectu B npunoxeHus Ne 1 - 3 k npuxasy DegepalbHOr0O MEIHKO-
Guonorndeckoro areHTcTBa OoT 3 (peBpans 2022 r. Ne 38 «O6 yTBepxaeHun Gopm
IIPOBEPOYHBIX JIUCTOB (CHHCKOB KOHTPOJIBHBIX BOIPOCOB, OTBETHI HA KOTODHIE
CBHJETEILCTBYIOT O COOJIONEHHWH WM HECOOJIONEHMH KOHTPOJHPYEMEIM JIHIOM
o6s13aTeNbHBIX TpeGoBaHuit), MpuMeHsIeMBIX PeiepabHBIM MeIUKO-0HOTOrHYECKHM
areHTCTBOM U €ro TEPPUTOPHAILHBIMH OpraHaMHd IPH MPOBEJNCHHHU ILIAHOBBIX
KOHTPONIBHBIX (HAJ30pHBIX) MEPOIPHATHII NpH OCYHIECTBIEHHH (ellepalbHOro
rocyJapCTBEHHOro KOHTpOJIA (Haa3opa) 3a obecreueHrneM 0e30MacCHOCTH JOHOPCKOM
KPOBEU U €€ KOMIOHEHTOB» (3aperHcTpupoBaH MHHHCTEPCTBOM IOCTHLIMH
Poccuiickoii @enepaumu 28 despana 2022 r. perucTpanuoHHBIH Ne 67523)
M3MEHEHHs COTTIaCHO MPHJIOKEHHIO K HACTOSAIIEMY IIPUKa3y.

KOBOJUTEID B.H. Cksopruosa
p




Ipunoxenve

K npukasy ®PenepaibHOro
MeANUKO-OHOJIOrH4eCKOr0 areHTCTBA

otd! Wﬁi 208N 255

, U3MEHEHNS],

KOTOpbie BHOCATCS B nNpuJIoskeHust Ne 1 - 3 k npuka3y @exepajibHOro
MeHKO0-0HO0JI0rH4ecKoro arenrcrBa ot 3 gespans 2022 r. Ne 38
«O0 yTBepkaennn (popM NPOBEPOYHBIX JHCTOB (CHHCKOB KOHTPOJIbHEIX
BOIIPOCOB, OTBEThI HA KOTOPbIE€ CBUAETEJIbCTBYIOT O COOJIIOACHHH HJIH
'HeCOOJIIOAeHHH KOHTPOJIHPY€EMbIM JIHIOM 06513aTeIbHBIX TPeGoBaHMi),

- npuMeHsieMbIX ®PeepaabHbIM METHKO-0HOIOTHYECKHM AT€HTCTBOM H €ro
TEPPUTOPHAJILHLIMH OPraHAMH NPH NPOBEACHHH MJIAHOBLIX KOHTPOJIBHbBIX
(Haa30pHLIX) MePONPHSITHI NPH OCyIeCTB/IEHHH (eaepaJbHOro
rocyJapcTBeHHOI0 KOHTPOoJIs (Haa30pa) 3a odecnedyenueM 0e301acHOCTH
AOHOPCKOI KPOBH H ¢ KOMIIOHEHTOB)»

1. B Tabmuue mynkra 10 npunoxenns Ne 1:

1) ab3a1] nATHIH H3MOXKKUTE B CIEAYIOIIEH pelaKIiH:

«IlpaBunamMu BefeHHS eAWHONW 06a3el JaHHBIX II0  OCYIIECTBIEHHUIO
MEPOTIPHUATHI, CBA3aHHBIX C oOeclieyeHrneM 0e30IacHOCTH HOHOPCKOH KPOBH H €€
KOMITOHEHTOB, Pa3BUTHEM, OPraHM3alliell W IMpoNaraHioii JOHOPCTBA KPOBH M €€
KOMIIOHEHTOB, YTBEPXACHHBIMU MOcTaHOBIeHHeM [IpaBurenscTBa PoccHiickoii
®enepayun ot 31 mas 2023 r. Ne 901, xoropoe neiictByet mo 1 cenrsiops 2029 r.
(manee — I1paBuna, yreepxacHHBIE TocTaHOBIEHHEM Ne 901);%;

2) ab3ar cebMOI U3I0XKHUTH B CIIEAYIOIIEH peaaKiyu:

«I[IpaBunmamMu obecriedeHUs JOHOPCKOH KpOBBIO M (MNIM) €€ KOMIIOHEHTaMH
OpraHu3aluid, yKasaHHBIX B 4acTh 1 craten 17 @enepanbHoro 3akoHa «O JOHOPCTBE
KPOBH M €€ KOMIIOHEHTOBY», IISl MCIOJB30BaHUS B HAYyYHO-HCCIIENOBATENLCKHX H
00pa3oBaTeNbHBIX MLEMAX, YTBEPXKICHHBIMH IIOCTaHOBieHHeM IIpaBuTeNnsCTBa
Poccuiickoit ®@enepanmn ot 14 mapra 2023 r. Ne 387, xoropoe neicTByeT 10
1 centabps 2029 r. (nanee — IIpaBuia, yTBepXaeHHEIE TIOCTAHOBIEHHEM Ne 387);»;

3) mononHUTh ab3aaMy CIIEAYIOIIETO COAEPIKAHU:

«[IpaBunamMu 1epenavyu OpPraHU3allUsAM, OCYIIECTBISIONIMM TIPOU3BOJICTBO
JIEKAPCTBEHHBIX CPECTB U (MIM) MEJULIHCKUX U3IEIHi, JOHOPCKOH KpOoBH M (WIIH)
¢e KOMIIOHEHTOB, YTBEPXIECHHBIMH IlocTaHOBNeHUeM I[IpaButensctBa Poccuiickoii
®enepamu ot 2 deppans 2023 r. Ne 153, kotopoe neiictByer no 1 mapra
2029 r. (nanee — IlpaBuna, yTBepxaeHHbIe IIocTaHoBIeHHEM Ne 153);

IIpukasom MunuctepctBa 3apaBooxpaHenus Poccuiickoit  Pepeparnuu
oT 21 Hos6ps 2022 r. Ne 7500 «O6 yTBep)KACHUH MOPAAKA MMMYHHU3ALUH JOHOPOB
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VISt 3arOTOBKH AMMYHOCIIEIH(HYECKOM IU1a3MBD» (3aperucrpupoBaH
MunucrepctsoM roctuiu  Poccuiickoit ®epepanuu 30 HOsOps 2022 1,
peructpanvonHsid Ne 71216), xotopeiii neiictByer mo 1 mapra 2029 r. (manee —
Iopsmok, yrBepxaeHHEIH nprkazoM Ne 750H);

IlpukazoMm MunncrepcTBa 3apaBooxpaHeHuss Poccuiickoit ®Denmepanyu
or 27 wmona 2023 r. Ne 392 «O nopsimke mNpeAcTaBlIeHHAA HWHYOPMALHU
0 peakiusax U 00 OCIOXHEHWSIX, BO3HHUKIIMX Y JOHOPOB B CBSI3H C JOHaIHei
JNOHOPCKOM KpOBH W (MJIM) €¢ KOMIIOHEHTOB, B YNOJHOMOYEHHEIH (enepanbHbIi
OpraH HCIOJHUTENBHON BIACTH, OCYIIECTBISIONIMN (YHKIMHA 1o OpraHu3aluu
HNESATeTBPHOCTH CIIyXOBl KpoBM» (3aperdCTpUpOBaH MUHHCTEPCTBOM  IOCTHIMH
Poccniickoit ®enepauun 17 aBrycra 2023 r., peructpairionHsiil Ne 74824), koTopslii
nevictByer o 1 ceHtabps 2029 r. (nanee — Ilopsimok, yTBepXIEHHBIH MPHKa30M
No 392H).»; .

4) B mynkre 18 B rpade «PekBH3HTHI HOPMATHUBHBIX IIPAaBOBHIX AaKTOB,
cofepkainue obs3aTenbHble TpeOoBaHus» cioBa «[IOMIMYHKTEI «a» - «e» MyHKTa 5,
INOMIYHKTEl «a» - «3» MyHKTa 6, MOANYHKT «a» myHKTa 7, myHKT 13 IlpaBui,
YTBEpXKACHHBIX MMOCTaHOBIEHHEM Ne 667» 3amenuTh cinoBamu «IlynkTel 1 - 3,5 - 8
paszzena I, HOAIYHKTBEI «a@» - «I», «K» - «k» IOyHKTa 1 pasgena II mpuioxeHwus
k IIpaBunaM, yTBepKAeHHBIM ocTaHoBiIeHHEM Ne 901,

5) B nmynkte 123 B rpade «PeKBU3UTH HOPMATHBHBIX IPaBOBBIX aKTOB,
cojepxaupe ob0s3aTencHble TpeboBaHus» cioBa «[lyHktel 2, 5 IlpaBui,
YTBEpXKIEHHBIX nlocTaHoBiieHHeM Ne 33 1) 3amenuTs cinoBamu «Ilynktsi 2, 3 IlpaBui,
YTBEPXXACHHBIX [NOCTaHOBIICHHEM Ne 387»;

6) moronuuth mynkramu 103! - 1033 1 127 - 137 crexyromero coepKaHus:

103! | @opMupyercs M B OpraHM3amMM ITynkr 2
U3BEIICHHE O peakumsx #u (wmm) o Ilopsnxka,
OCJOXXHEHMSIX, BOSHHKIIHX y JOHOPOB YTBEP)KICHHOTO
B CBS3H C JIOHALHEH JOHOPCKON KPOBH MPHKA30M
u (wm) ee KOMIIOHEHTOB Ne 3921
PYKOBOJIHUTENIEM (OTBETCTBEHHBIM '

JIMLIOM, Ha3Ha4YCHHBIM
pyxoBoguTteneM)?

103? | @opMEpyeTcs JIM  W3BEMIEHHE O : ITynkr 2
peakuusax H (Win) o0 OCIOXKHEHUSIX, ITopsinxka,
BO3HHKIIMX Yy JMOHOPOB B CBA3U C _ YTBEPXKICHHOTO
JIOHaUMeH NOHOPCKOM KpOBH M (WIIH) MPHKa30M
€€ KOMIIOHEHTOB B CPOK HE IO3JHee 5 Ne 392n
pabo4ux JHEH CO AHS BBIIBICHUS:

- TIOCPEACTBOM eXMHON 6a3bl JaHHBIX
N0 OCYIIECTBICHHIO MEPOTIPUSTHIA,




CBA3aHHBIX c obecrieueHneM
0e30macHOCTH JOHOPCKOM KPOBH U €€
KOMIIOHEHTOB, pa3BHTHEM,
opraHusanuei H [ponarasion
IOHOPCTBA KPOBU U €€ KOMIIOHEHTOB:

- Ha Oymaxxuom Hocuteine B O®MBA
Poccun?

1033

Conmepxurcs JI4 B M3BELICHHH O
peakuusx M (un) o6 OCIOKHEHHSX,
BO3HHMKIIHMX Y JOHOPOB B CBS3U C
JOoHauueH NOHOPCKOH KpOBU M (MIIN)
ee KOMIIOHEHTOB, ClIeAyroImas
uadOpManus:

- 0 oHOpe (BO3pacT, MOJI, BEC, POCT,
IaTta JOHAIMH JOHOPCKOH KpOBH H
(unH) ee KOMIIOHEHTOB);

- HACHTH(UKAIAOHHBIN HOMEp
JOHallMM KpoBH H (Wwm) ee
KOMIIOHEHTOB;

- UACHTH(HKAIMOHHBIN KOJA JOHOpa
KpOBH ¥ (WIH) €€ KOMIIOHEHTOB;

| - BU JTOHAIIUH,

- BHJ] pEaKiii U (WIH) OCIOXHEHHUS B
cooTBeTcTBHM ¢ IyHKTOM 4 Ilopsinka,
YTBEPXKICHHOro mnpukazoM Ne 392n,
C yKa3aHMeM JaThl H BpPEMEHH
HACTYIUICHHS peaKuun U
(ocnoxuenus)?

[Mynkr 3
Iopsanxka,
YTBEPXKICHHOTO
MpUKa30M
Ne 392n

127

OcyIecTBISE€TCS T4 B OpraHU3aIdu-
NOCTaBIIMKE IMepefada JOHOPCKON
KpoBU U (WU1IM) €€ KOMIIOHEHTOB,
3aroTOBJICHHBIX:

- ¢ cobOmomeHneM 00s3aTeNbHBIX
TpebOBaHMH, YCTaHOBJIEHHBIX
nocraHosjieHneM Ne 797,

- ¢ cobmoaeHueM TpeboBaHMi K
OpraHH3aIuH JIEATENTBHOCTH
cyOBeKkTOB  OoOpamieHuss JOHOPCKOH
KpOBH H (WIH) €e KOMIIOHEHTOB IIO
3arOTOBKE, XpaHEHHUIO,
TPAHCIIOPTHPOBKE TOHOPCKOH KPOBH H
(m) ee KOMIIOHEHTOB,

ITynxr 2
Ipasun,
YTBEPXKICHHBIX
HOCTaHOBJIE-
aueM Ne 153




YTBEpXXISHHBIX Ipuka3zoM Ne 1167x;

- ¢ cobmoneHneM TpeGoBaHMU K
OpraHu3aliy CUCTeMBbl Ge30MacHOCTH,
YTBEPX/IEHHBIX puka3zoM 114817

128 |OcymecTsisercs T4 B OpraHU3alluu- Ilynkt 3
NOCTABIUKE B HeNIX obecrieyeHus [paBm,
6e30maCHOCTH  JIOHOPCKOH  KpOBH YTBEPXKACHHBIX
IPOCIIEXKUBAEMOCTh JAHHBIX B MOCTaHOBJIE-
COOTBETCTBHH ¢  TpeOOBaHUAMM | HueM Ne 153
IMpaswun, YTBEPXKICHHBIX
noctanoBiaeHueM Ne 797:

- 0 JIOHODE;

- TOHAIUAX;

- 3arOTOBJIEHHBIX JIOHOPCKOH KpOBH U
(unM) ee KOMITOHEHTOB;

- PacXOIHBIX Marepuanax
(koHTelHepax, peareHTax, pacTBOpax,
JIEKapCTBEHHBIX CPEACTBAX ),

- obpasnax KpoBH HOHODA;

- HCTIIONHUTENAX paboT;

- COOTBETCTBUH TpeboBaHUIM
0e30macHOCTH MPOBOJMMEIX PaboT 1o
3arOoTOBKE JOHOPCKOH KpOBH H (WIH)
€e KOMIIOHEHTOB?

129 |IlpuauMaeTcs JH  OpraHu3alHeii- [lynxTe 3 - 8
MOCTaBHIMKOM pemenue 0 4acTH 3 cTaThu
MPUTOJHOCTH HOHOPCKOH KpOBU H 20 125-@3,
(unu) ee KOMIIOHEHTOB JJIS Mepenayn MyHKT 8
OpraHd3alMu-nojyJaremo 4 06 IpaBwun,
H3MEHEHHM cTaTyca JOHOPCKOH KPOBH YTBEPKIEHHBIX
U (MIM) ee KOMIOHEHTOB Ha MOCTaHOBIE-
(IPUTOAHBIE UIA  HMCHONBL30BaHUSI HueM Ne 153

IOHOpCKass KpoBb ® (WIH) ee
KOMIIOHEHTHD) HAa OCHOBaHUH:

- IIPOBEPKH COOTBETCTBUS
3aTOTOBJICHHBIX EAMHHUI[ JIOHOPCKOM
KpOBH M (WJIH) €IMHHI KOMIOHEHTOB

JIOHOPCKOM KpOBH 3HAYEHUSIM
IoKa3sareneii, YKa3aHHbIX B
crnienupuKanuu o bopme

npunoxxenus Ne 1 x  IlpaBunam,
YTBEPXKIACHHBIM IIOCTAHOBJIEHIEM
Ne 153;




- uHpopMarmm  Gasel  JaHHBIX
JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB,
yKa3aHHOH B mNyHKTax 3-8 wactm 3
cratpi 20 125-D3;

- pe3ynbTaTOB HCCIEJOBaHUM KPOBU
JOHOpa Ha HAJHYHEe MapKepoB
TeMOTPAaHCMUCCUBHBIX HHGEKITHIA;

-  OMOXMMHMYECKHX  TMOKa3areneit
nepudepuyecKoil KpoBH;

- pE3yNbTaTOB IIPOBEPKH BHEIIHETO
BUIA JOHOPCKOH KpOBH U (MmH) ee
KOMIIOHEHTOB U OTCYTCTBHS
NOBpEXACHHA KOHTeHHepa? '

130 | CooTBeTCTBYIOT 1 NOHOPCKass KPOBb [Tyt 9
7§ (wm) - ee KOMITOHEHTHI [Tpasun,
cnenuukanuy, COTJIACOBaHHO YTBEPXKIEHHBIX
MEXIy OpraHH3alHEH-NOCTABIEKOM ITOCTaHOBJIE-
H OpraHmsanueii-noayJarenem? HueM Ne 153

131 |ObGecneuuBatorcs 1 OpraHU3alMH- [Tynkr 11
[OJIy4JaTenu OpraHH3alUsIMH- [TpaBumn,
IOCTaBIIHKaMH  IIyTeM  IepeJadu YTBEP)KICHHBIX
JIOHOPCKOH KpoBBIO M (WiH) ee MOCTaHOBJIE-
KOMIIOHEHTaMH Ha OCHOBaHHUH HUeM Ne 153
3aKJIIOYaEMbIX UMH B COOTBETCTBHH C
3aKOHOJATENIECTBOM Poccutickoit
Oenepanun:

- BO3ME3HAHOTO JIOroBopa (KOHTPAaKTa)
Ha BHINIOJIHEHHE paboT MO 3aroTOBKE H
XPpaHECHHIO JOHOPCKOH KpOBH H (WJIH)
€€ KOMIIOHEHTOB;

- JOroBOpa (KOHTpaKTa),
IIpEeyCMaTpHBAIOLIECTO nepegady
JIOHOpCKOH KpoBH u (WIm) ee
KOMIIOHEHTOB B HeJsIx ee
nepepaboTKH, IIPOM3BOJCTBA u
BO3BpaTa JIEKapCTBEHHBIX CPEACTB H
(wu) MEOUIMUHCKUX WM3JEIHH WM HX
JOCTaBKH B rOCyZIapCTBCHHBIC
(MyHUIMDAJIBHBIE) OpraHW3allid B
COOTBETCTBHH C YCIOBHUAMH IOTOBOpa
(xoHTpakra)?

132 | Xpausitcs M B OpraHM3aLlyu- [Iynkt 14
IIOCTaBIIMKE JOKYMEHTALMs U JAHHbIE [TpaBumn,

B OTHOIIECHHW IIPOCIEKHBAEMOCTH, YTBEP)KACHHBIX
NpelyCMOTPEHHbIE MyHKTaMd 3 u 5 MTOCTaHOBJIE-
ITpaBwi, YTBEPKICHHBIX

HueM Ne 153




nocranosieHueM Ne 153, He MeHee 30
JeT c JIAThI TOJTYYECHUSA
WHIMBHAYAJIbHOH JOHAIIMHM IUTa3MBI
JIoHOpa?

133 |OcymiecTBIgeTCS M B OpraHH3aIMH- IMyskr 16
MOCTABIIHKE nepen IIpaBun,
TPAHCTIOPTHPOBKOI IIpOBEpKa YTBEPIKACHHBIX
JNOHOpCKOM KpoBH ® (WiH) ee TIOCTaHOBJIC-
KOMIIOHEHTOB B COOTBETCTBUH C Huem Ne 153
myHkToM 71 IlpaBun, yTBEpXKIEHHBIX
mocraHoBieHneM Ne 7977

134 | OcymecTBnsieTcs b1t nepeada Ilynmkr 17
JOHOPCKOM KpoBH ® (W) ee IlpaBun,
KOMIIOHEHTOB  OT  OpraHu3aIuH- YTBEPKICHHBIX
IIOCTaBILKKA OpraHu3aIym- [IOCTaHOBJIE-
IIOJy4aTeI0 HA OCHOBaHHH aKTa HueM Ne 153
pueMa-Tiepeqadd Ui IPOH3BOICTBA
JICKapCTBEHHBIX CpEACTB H  (Wim)

MEIUNUHCKAX H3AeNHH 1mo ¢opme
npunoxenus Ne 2 k Ilpasunam,
YTBEPXKIACHHBIM [TOCTAHOBJIEHHEM

Ne 153?

135 {CocraBnsercs JM  OpraHu3anpeii- ITynkT 18
IIOCTABIIMKOM akT IpHeMa-epenadn [TpaBu,

B 2 3K3eMIUIApax? YTBEPKICHHBIX
[IOCTaHOBJIE-
HHeM Ne 153

136 |lloognmuceiBaeTcss JIH  aKT MpHEMa- ITynkr 18
nepeaayn PYKOBOJUTEISIMH IIpaBun,
OpraHH3aIMH-OCTaBIKKA? YTBEPXKIESHHBIX

HOCTaHOBJIE-
HueM Ne 153

137 |{Uladopmupyercss nu oOpraHu3alfuei- Ilynkt 20
ITOCTABIIMKOM B T€UYEHHH 3 paboumx [Ipasun,
IHEe#H cO IHS BBISBJICHHS HHCHMEHHO YTBEPXKICHHBIX
(B TOM  4HClIe  IOCPEICTBOM MIOCTaHOBJIE-
(hakCHMHIIBHOM, SNEKTPOHHON CBI3H) HueM Ne 153

OpraHu3aIus-1oIy4aTeb 0
BBISIBJICHHH MapKepoB
TEMOTPaHCMHCCHBHBIX HHpekiuit B
NepelaHHOi JTOHOPCKOM KpOBH H
(unu) ee KOMIIOHEHTaX 3a mepuox 12
MecAleB C JaThl MNepeJadd TakoH
JNOHOpCKOM KpoBH H (unm) ee
KOMIIOHEHTOB?

».
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2. B tabnune myrkra 10 npunoxeHus Ne 2:

1) ab63a1f mATHIA W3JIOXKHUTD B CIIEAYIOIIEN pelaKIuu:

«[IpaBunaMu BefeHHMss eOuHOM 0a3bl JNAaHHBIX IO  OCYIIECTBIICHHUIO
MEPOTIpUATHI, CBSI3aHHBIX C obecredeHrneM 0e30MacHOCTH JOHOPCKOW KpPOBH U ee
KOMIIOHEHTOB, Pa3BUTHEM, OpraHu3alldedl W TpomaraHAod JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB, yTBep)KIeHHBIMH TnocTaHOBieHHeM [IpaButensctBa Poccuiickoii
®enepanuu ot 31 mag 2023 r. Ne 901, xoropoe neiicteyer no 1 cenrabps 2029 r.
(manee — [IpaBuia, yrBepxaeHHbIe TocTaHoBIeHHEM Ne 901);»;

2) ab3ar; ceAbMOM U3JI0KHUTH B CIEAYIOLIEN pelaKIUu:

«[IpaBuiamMu obecriedeHnss JOHOPCKOH KPOBBIO U (WJIM) €e KOMIIOHEHTaMH
OpraHu3aluii, ykazaHHBIX B 4acTd 1 crateu 17 @enepaibHOro 3akoHa «O JOHOPCTBE
KPOBH M €€ KOMIIOHEHTOBY, JUI WCIIONB30BaHMSA B HAYYHO-HCCIIENOBATENBCKHX H
o0pa3oBaTelbHBIX LEJAX, YTBEPXKACHHBIMH IocTaHOBIeHHeM IIpaBurenscTBa
Poccuiickoii ®enepanun ot 14 maprta 2023 r. Ne 387, xoropoe neicTByeT 10
1 cenTabps 2029 r. (nanee — IIpaBuna, yTBepXAeHHEIE TOcTaHOBIEHHEM Ne 387);»;

3) nononHUTH ab3aI[aMy CIIeYIOLIEro CoepKaHus:

«[IpaBunamu mnepeAadyd OpraHU3alUsIM, OCYIIECTBIISIOIIMM IIPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB M (MJIM) MEAUIIMHCKIX U3JEIHNH, JOHOPCKOH KpOBH U (MIIN)
€€ KOMIIOHEHTOB, YTBEpPXACHHBIMH mnocTaHoBieHueM [IpaButensctBa Poccuiickoit
®epnepanuu ot 2 ¢espans 2023 r. Ne 153, kotopoe nerictByeT no 1 mapra 2029 r.
(manee — [IpaBuna, yTBepkAeHHbIE TocTaHoBNeHneM Ne 153);

IIpuxazom MunucrtepcTBa 3ApaBooxpaHeHuss Poccuiickoit Denepauuu
oT 21 Bosa6ps 2022 1. Ne 7500 «OO6 yTBepXA€HUU NOpsAAKa UMMYHHU3AINH JOHOPOB
ISt 3aroTOBKH HMMYHOCIEIIecKon TIa3MBbD» (3aperucTpupoBaH
MunuctepctBomM  foctuunn - Pocemiickoit  ®@emepaunu 30 Hosbps 2022 r.,
peructpaunoHHbiii Ne 71216), xotopsiit neiictByer mo 1 mapra 2029 r. (mamee —
ITopsnok, yTBep)KaeHHbIH mprka3zoM Ne 750H);

Ilpukazom MuHnucTepcTBa 3ApaBooxpaHeHuss Poccuiickodi @enepaiuu
or 27 wmona 2023 r. Ne 392 «O mnopsaxke mnpenctaBileHus HHGOpMALUU
0 peakuusx U OO0 OCJIOXKHEHHUAX, BO3HHKIIUX Yy JOHOPOB B CBS3H C JOHALMEH
JOHOPCKOW KpOBH M (WJIM) €€ KOMIIOHEHTOB, B YTIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIOJNHUTENFHOW BIACTH, OCYHIECTBILIOIIMN (QYHKLHMH IO OpraHu3alyy
NEeATePHOCTA CIYXXOBI KpOBU» (3aperucTpupoBaH MMUHHCTEPCTBOM IOCTHULIMH
Poccuiickoit ®enepanuu 17 aBrycra 2023 r., peructpanuioHHsiil Ne 74824), koTopslii
nefictByer n0o 1 ceHrsGps 2029 r. (manee — ITOpsmoK, yTBep X IEHHBIH MPHKA30M
Ne 3921).%;

4) B mynkre 18 B rpade «PexkBU3MTHI HOPMATUBHBIX IPAaBOBBIX aKTOB,
cofepkalne oos3aTeNbHble TpeOoBaHUI» cloBa «IIOAMYHKTHI «a» - «&» IyHKTa 5,
NOAMYHKTHl «a» - «3» IMyHKTa 6, HOAIyHKT «a» nynkra 7, nyskt 13 Tlpasum,



«

YTBEPXAEHHBIX TMocTaHoBlIeHueM Ne 667» 3ameHuTh cinoBamu «IIyHKTBI 1 - 3,5 - 8
pasnena I, MOAMYyHKTBI «a» - «I», <OK» - «Kk» MyHKTa 1 paszgena Il mpunoxeHus

K IIpaBunam, yrBep>xieHHBIM nocTaHoBieHueM Ne 901»;

comepxaimye oOs3areNpHBle TpeOOBaHU»

5) B nynkre 123 B rpade «PexBU3UTH HOPMATUBHBIX IIPaBOBBIX aKTOB,

«I1yBKTHI

5 [Ilpasumn,

yTIBEepP)KICHHBIX nocTaHoBIeHHEM Ne 331» 3amenuTs coBamu «Ilynkrel 2, 3 IIpasui,

YTBEPXKIEHHBIX nocTaHoBIeHHeM Ne 387»;

6) nomonHuTh myrKTaMu 103! - 1033 1 126! - 1267 cnenyromero conepxanmus:

103! |®opmupyercs mH B OpraHH3alMH ITynkr 2
H3BEIIEHHe O peaknusx u (wim) ob Iopsnka,
OCJIO’KHEHHSX, BOSHHKIINX Y JOHOPOB YTBEPXKICHHOTO
B CBS3M C JIOHaIUel JOHOPCKOH KpOBH MPHKa30M
51 (umm) ee KOMIIOHEHTOB Ne 3921
PYKOBOJHTEIIEM . (oTBETCTBEHHBIM
JIHLIOM, Ha3HaYECHHBIM
pykoBoaUTENEM)?

1032 |@opmupyeTcs JM  H3BENIEHHE O ITynkr 2
peakuusax U (W) o6 OCIONKHEHUSX, Iopsnxa,
BO3HUKIIMX Y JOHOPOB B CBS3H C YTBEPXKIECHHOTO
JOHAIHeH JOHOPCKOH KpOBH H (WIIH) ' NIPHKa30M
€¢ KOMIIOHEHTOB B CPOK HE MO3JHEE 5 Ne 392n
pabounx mHEH CO AHS BBLIBICHHS:

- TIOCPEICTBOM €IWHOH 0a3bl JaHHBIX
[0 OCYIIECTBJICHHIO MEPONPHATHH,
CBSI3aHHBIX c obecnieueHnEM
6e30macHOCTH JOHOPCKOH KPOBH H €€
KOMIIOHCHTOB, Pa3BUTHEM,
opraHu3almen H MpoInarasou
JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB:
- Ha OymaxHoM Hocutene B ®MBA
Poccuun?

103% |ComepXuTCS 1TM B M3BEIIEHAH O ITynkt 3
peakiusax U (win) o6 OCIOXKHEHUSX, Iopsanxa,
BO3HHUKIIMX Y JOHOPOB B CBS3H C YTBEPKIEHHOTO
JOHAIUeH JOHOPCKOM KpOBH M (MIIH) MPUKa30M
ee KOMIIOHEHTOB, CIIEAYIOIIast Ne 3928
HHpOpMALIHSL:

- 0 moHope (BO3pact, MOJ, BEC, POCT,
JaTta JOHAUH JOHOPCKOH KpOBH H
(unn) ee KOMIIOHEHTOB);

- UueHTHOUKANHOHHBIA  HOMEp
JOHalUH  KpoBH W  (wiM) ee
KOMIIOHCHTOB;




- WAEHTHUKAIIMOHHBIA KOJ JOHOpA
KPOBH U (UJIH) €€ KOMIIOHEHTOB;

- BUJ TOHAIIHUH,

- BUJ peaknud u (HJIH) OCNOXHCHHUSA B
COOTBETCTBUH ¢ MyHKTOM 4 [lopsnxa,
YTBEPKACHHOro mpukasoM Ne 392m, ¢
yKaszaHME€M  Jarhl M  BpEMEHH
HACTYILUICHUS peaKkuu %4
(ocnoxueHus)?

126!

OcymecTBisercs 1 B OpraHH3alfiH-
NOCTAaBIHKE Iepefada JIOHOPCKOH
KpoBH M (WiH) €€ KOMIIOHEHTOB,
3arOTOBJICHHBIX:

- ¢ cobmoaeHneM 00s3aTeIbHBIX
TpeboBaHHUH, YCTaHOBJICHHBIX
nmocraHoByieHueM Ne 797;

- ¢ cobmoacHHeM TpeboBaHMM K
OpraHu3anud JEATENBHOCTH
CyOBEeKTOB oOOpamieHHs HOHOPCKOM
KpOBH U (WiH) €€ KOMIIOHEHTOB IO
3aroTOBKE, XpaHEHHIO,
TPaHCIIOPTHPOBKE JIOHOPCKO# KPOBH U
(nnm) ee KOMIIOHEHTOB,
YTBEPXKIEHHBIX ImpHuka3oM Ne 1167x;

- ¢ cobmoxeHdeM TpeOoBaHMI K
OpraHu3allid CUCTEMEI 6€30I1acHOCTH,
YTBEPXKACHHBIX NpuKa3oM 1148H?

ITynkt 2
IIpasmi,
YTBEPXKICHHBIX
MOCTAHOBJIC-
aueM Ne 153

1262

OcyluecTBisieTcs JId B OpraHU3alyu-
IIOCTAaBIIMKE B IeasAX obecrneyeHus
0e30macHOCTH  JOOHOPCKOM  KpOBH
IIPOCTIEKHBAEMOCTE JTAHHBIX B
COOTBETCTBHM ¢  TpeOOoBaHUAMH

[TpaBu, YTBEPXKICHHBIX
nocraHoBieHueM Ne 797:

- 0 I0HOpE;

- TOHAIUAX,

- 3arOTOBJICHHEIX JIOHOPCKONW KpOBH H
(unm) ee KOMIOHEHTOB;

- PACXOJHBIX MarepHhajiax

(koHTelHepax, peareHTax, pacTBopax,
JIEKapCTBEHHBIX CPEACTBAX);

IlynkT 3
IlpaBun,

YTBEPXXAEHHBIX

MOCTaHOBIIE-
HueM Ne 153
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- oOpa3uax KpoBH AOHODA,

- HCTIOJTHUTENSX paboT;

- COOTBCTCTBHHU Tpe60BaHI/I$IM

| 6e3omacHOCTH MPOBOAUMEIX paboT IO

3aroTOBKE JOHOPCKOW KPOBH H (MJIH)
ee KOMIIOHEHTOB?

126° |O6ecneunBaercst M B OpraHA3aLAR- IynkT 5
HojyJarene IIPOCIIEKHBAEMOCTD Ipasun,
€IMHHUI] JOHOPCKOH KpoBH M (MIIH) €€ YTBEPXKACHHBIX
KOMITOHEHTOB, (POPMHPYIOIMX CEPHIO NOCTaHOBJIE-
(apTHIO) IEKApCTBEHHOTO CPECTBa U HueM Ne 153
(unn) cepuro (TAPTHIO) MEAMLIMHCKOTO :
H3JIeNNsL, U TIPHHSATHS MEp B CIIydae
BBIABJICHHS pUCKa s 6e30macHOCTH
OpH TIPOM3BOICTBE CEpHH (TIapTHH)

JIEKapCTBEHHOI0 CpencTBa H  (WIIH)
cepur  (mApTHH)  MEAHUIIMHCKOIO
H3JICTHA u HHGOPMHPOBAHHS
OpraHu3alH-TIOCTaBIIVKa,
OpelyCMOTPeHHOro  myHkToM 20
IIpaBui, YTBEPXKIECHHBIX
nocraHoBjeHueM Ne 153

126* |TlpuHuMaeTcs M OpraHM3aluei- IMysxTe1 3 - 8
MOCTABIIMKOM peleHue 0 YacTH 3 CTaThH
NPUTOAHOCTH JOHOPCKOM KpOBH H 20 125-93,
(wnH) ee KOMIOHEHTOB Ul IE€peadd MyHKT 8§
OpraHu3al|u-TIoNydaTeito U 00 [TpaBumn,
H3MEHEHHH CTaTyca JOHOPCKOH KpOBH YTBEPKICHHBIX
U (MIH) ee KOMIIOHEHTOB Ha MOCTaHOBJIE-
(IOpUTrOJHBIE I MCIOJIB30BAHHS HueM Ne 153

JOHOpCKasi KpoBb ® (wim) ee
KOMITOHEHTHI» Ha OCHOBaHHH:

- MPOBEPKHU COOTBETCTBHSA
3arOTOBJICHHBIX €JWHUIl JOHOPCKOH
KpOBH H (WJIM) €IHHHUI[ KOMIIOHEHTOB

JIOHOPCKOM KpOBH 3HAYCHHSAM
nmokasarene, YKa3aHHBIX B
cneruduKauun II0 dopme

mpuwioxenus Ne 1 x IlpaBunam,
YTBEP)XICHHBIM [TIOCTAaHOBIICHHEM
Ne 153;

-  undpopMaumu  Ga3pl  JTaHHBIX
JIOHOPCTBA KPOBH U €€ KOMIIOHEHTOB,
yKka3aHHOM B myHKTax 3-8 wactu 3
craTeu 20 125-03;

- pe3yJbTaToOB HCCIEIOBaHHH KpOBH
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JIOHOpa Ha HaJWYHe MapKepoB
TeMOTPAaHCMHUCCUBHEBIX HH(pEKIHii;

- OHMOXMMHYECKMX  MOKasarelei
nepudepruueckoit Kposwy;

- Pe3yJIbTaTOB NPOBEPKH BHEITHETO
BHJA JOHOpPCKOH KpoBM U (Wim) ee
KOMITOHEHTOB u OTCYTCTBHS
MOBPEKIEHUS KOHTelHepa?

126° | CoOTBETCTBYIOT /I TOHOPCKAs KPOBb Ilynkr 9

H (wm) ee KOMITOHECHTEI IIpaBumn,

| cieruxanumy, COIJIaCOBaHHOMU YTBEPXKIEHHEIX

MEXIYy OpraHu3aluei-MoCTaBLIHKOM MOCTaHOBJIE-

H OpraHmM3almei-noayyareiemM? HueM Ne 153
126° |ObecmeumBacTcs M OpraHH3aIHH- Ilysxr 11

- | momygarenu OpraHH3aIHusIMH- IIpaBun,

IOCTAaBIIMKAMH  IyTeM  Iepenadn | yTBEp)XAEHHBIX

JIOHOPCKOH KpoBBIO W (WIH) ee MOCTaHOBJIE-

KOMIIOHEHTaMH Ha OCHOBaHHH HreM Ne 153

3aKII04YaeMBIX HMH B COOTBETCTBHH C

3aKOHOJATENECTBOM Poccntiickoit

Denepanuy:

- BO3ME3AHOI0 AOrosopa (KOHTPAKTa)

Ha BBIMOJIHEHHE paloT MO 3arOTOBKE U

XPaHEHHUIO JOHOPCKON KpOBH W (HITH)

€€ KOMIIOHEHTOB;

- . Ioroeopa (KoHTpaKTa),

MpelyCMaTpHBAIOILETO . epeady

JIOHOPCKOH KpOBH H (uiom) ee

KOMIIOHCHTOB B HENSX ee

nepepaboTkw, MIPOM3BOACTBA U

BO3BpATa JIEKAPCTBEHHBIX CPEACTB H

(MnH) MEOUIMHCKAX HM3IENHN WA HX

JIOCTaBKH B rOCyJapCTBEHHBIC

(MyHuIMDIaNbHBIE) OpraHU3aIiH B

COOTBETCTBHH C YCJIOBHMSIMH JIOTOBOpa

(xonTpakra)?

1267 |OcywmecTBisieTcs M OpraHM3aIueii- ITysxt 13
noJjiy4areneM ayauT yCIIOBUH ITpasuu,
3arOoTOBKM H XpaHCHUA JOHOPCKOM YTBEPXKIOCHHBIX
KpOBH H (HWJIH) €€ KOMIIOHEHTOB Y IOCTAHOBJIE-
OpraHu3alUHu-IOCTABIIHKA c auem Ne 153
YCTaHOBJICHHOH Ha OCHOBE aHaIH3a
PHCKOB NIEPHOUYHOCTEHIO, HO HE Jalle
1 pa3 B roa?

126® |XpanaTcs 1m B OpraHH3aLHH- [ynxr 14
HoJy4arene AOKYMEHTalUus U JaHHBIC [paswuu,

B OTHOIICHHH IPOCJICIKHBAEMOCTH,

YTBEPXKACHHBIX
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IPEAYCMOTPEHHBIE IIYHKTAMH 3 H 5 MOCTaHOBIIE-
IpaBun, YTBEPIKICHHBIX aaeM Ne 153
mocraHoBjenueM Ne 153, ve menee 30
Jer c JaThl HOJTyYCHHS
HHIUBHAYATbHOH JOHAIMH TUIa3MBI
JnoHOpa? '
126° |O6ecnieunBaeTcss M B OpraHU3AIIHH- ITynxr 15
nojiyyatesjie yCJIOBHS XpaHEHHS U IIpasu,
TPaHCHOPTHPOBKH JIOHOPCKOM KPOBH YTBEPXKIECHHEBIX
H (vm) ee KOMITOHEHTOB, [IOCTaHOBJIe-
IIPEAYCMOTPEHHEIE TIPAJIOKEHUEM HueM Ne 153
Ne 2 x IlpaBunaMm, yTBep:KIEHHBIM
nocraHoBieHneM Ne 79772
126'° | OcymecTensercs u B OpraHu3alyy-| ITynkt 16
| TIOCTaBIIHKE nepexn IIpasm,
TPaHCIIOPTHPOBKO#H IpOBepKa YTBEPXKICHHBIX
NOHOPCKOM KpoBH H (WIH) ee HOCTaHOBJIE-
KOMIIOHEHTOB B COOTBETCTBHH C HueM Ne 153
nyHkToMm 71 IlpaBun, yTBep)KIeHHBIX
nocranoBieaneM Ne 7977
126! |Ocymectenserca  nm  mepemaua - Iyskr 17
JIOHOPCKOH KkpoBu u (wimm) ee [IpaBun,
KOMIIOHEHTOB  OT  OpraHu3aluH- YTBEpPKISHHBIX
[IOCTABINHAKA OpraHu3anuu- IOCTaHOBJIe-
IOJIy4aTel0 Ha OCHOBAaHMM aKTa HueM Ne 153
HOpHeMa-niepeiadyd JUIS TPOH3BOJICTBA
JIEKapCTBEHHBIX CpPEACTB W  (WIH)
MEIUIMHCKHMX H3Jemi 1o ¢opme
npanoxenns Ne 2 k IlpaBmiam,
YTBEPXKAECHHBIM IIOCTAHOBJICHHEM
Ne 1532
126'? |CocTaBnsercs 1u  opraHm3ammeii- ITynxr 18
noJydareyieM aKkT NpHeMa-liepeladu B Ipasw,
2 3K3eMIIsApax? YTBEPHICHHBIX
MOCTaHOBJIE-
HueM Ne 153
126" |IlonnuceBaeTcs 1M axT mpHeMa- Mynxr 18
nepenaun  PYKOBOAMTEISIMH Ipasm,
OpraHM3aluH-TOCTABIINKA %4 YTBEPKIECHHBIX
OpraHM3alUH-NoayYaTens? MOCTaHOBJIE-
HueM Ne 153
126'* | Undopmupyercs ym opraHm3awmeii- ITynkt 20
IIOCTaBIMKOM B TEYEHHH 3 pabovmx ITpaBumn,
AHEH CO [OHS BBIABJICHHS HHCEMEHHO YTBEPKIECHHBIX
(B TOM  uYmCie  IIOCPEIACTBOM IOCTAHOBIIE-
dakcHMUTBHOMN, STEKTPOHHOM CBSI3H) aueM Ne 153

OpraHu3aua-1MOIy4aTciib 4]
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BBISBJICHHU ‘MapKepoB
TEMOTPAHCMUCCHBHBIX HH(peKIMid B
IIEpEeNAHHON JOHOPCKOH KpPOBH H
(M) ee KOMIIOHEHTax 3a nepuox 12
MECAleB ¢ JaThl Ipefadyd  TaKkoH
JIOHOPCKOM KpoBH ® (WiIH) ee
KOMIIOHEHTOB?

126" |Mndopmupyercs TH oOpraHu3anuei- ITynxr 21
HoTydaTeNieM B TeueHHH 3 paboumx ITpaBu,
JHEH CO JHS BBIIBJIICHHUS TMHCHMEHHO YTBEP>KAECHHBIX
(B TOM  uymcne ~— TOCPEACTBOM MMOCTaHOBJIE-
(haKCUMUIIbHOM, DJEKTPOHHON CBS3H) ‘HueM Ne 153
OpraHU3alusA-IIOCTABIIHK 0
BEISIBIICHHH BO30ynuTenei
reMOTPAHCMHCCHBHBIX MHGeKuit B
JNOHOpPCKOM KpoBH H (WimH) ee
KOMIIOHEHTax?

126' |Visevatorcs 7 w3 ofpalieHus H IynxT 22
YTIWIN3HPYIOTCS JIA OpraHu3anueii- [1paswu,
[ONXydYaTesieM €JUHHULBI JOHOPCKOH YTBEPKACHHBIX
KpoBH H (WIHA) €¢ KOMIIOHCHTOB, B [IOCTaHOBJE-
KOTOPBIX  BEIABJICHBI  BO30yAuTENH Huem Ne 153
reMOTPaHCMHUCCUBHBIX HH(EKIHii?

1267 |V3pmMaroTcs 1 B3 oOpamieHms Iyrkr 23
OpraHu3anuei-nonyyaTeNneM  CepHs [Mpasun,
(mapTyus) JEKapCTBEHHOTO CPEACTBA M YTBEP>KAEHHBIX
(unmu) cepus (mapTHS) MEIULIUHCKOTO ITOCTaHOBJIE-
H3NIENTHS,  COJICPXKAIHUE  €IMHHUIBI aueM Ne 153
JOHOpCKOH KpoBH H (WiH) ee o
KOMITOHEHTOB, B KOTOPBIX BBISBJICHBI
BO30yIUTENIM TIE€MOTPAHCMHCCHUBHBIX
UHpeKmiA?

3. B Tabaune nynkra 10 npunoxxenus Ne 3:

1) ab3a11 mATHIA U3TOXKUTH B CHEAYIOIIEN peIaKIIAn:

«[IpaBunamMu BeleHus eOuUHOM ©Oa3bl [JAaHHBIX IO  OCYILIECTBICHHIO
MEPOIPHUATHH, CBS3aHHBIX ¢ o0ecrnedeHneM Oe30IacHOCTH AOHOPCKOHM KpPOBH U ee
KOMITOHEHTOB, Pa3BUTHEM, OpraHH3alfell U MpoNaraHaoi AOHOPCTBA KPOBH H ee
KOMIIOHEHTOB, YTBEPXKICHHBIMH IocTaHOBIeHHeM IlpaButensctBa Poccuiickoii
@egepanuu ot 31 mas 2023 r. Ne 901, kotopoe aeiictByet no 1 cenrsdps 2029 I.
(nanee — IlpaBuia, yTBep)XaeHHbIe TocTaHOBIeHHEM Ne 901);»;

2) ab3a1l ceapMOii U3I0XKHUTD B CHEAYIOLICH pelaKiHH:

«[IpaBunamMu obecrie4eHUsT JTOHOPCKOH KPOBBIO W (WIIH) €€ KOMIIOHEHTaMH
opraHM3alyi, ykasaHHbIX B yacTd 1 crateu 17 DenepanpHOro 3akoHa «O noHOpPCTBE
KPOBH M ee KOMIIOHEHTOB», IUIi HCIONB30BAHUSA B - HAay4HO-HCCIIENOBATENBECKUX

».
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1 00pa3soBaTeNbHBIX LENAX, YTBEPXKACHHBIMH IIOCTAHOBIIEHHEM IlpaBHTENHCTBA
Poccwuiickoii @enepanmu or 14 mapra 2023 r. Ne 387, koropoe nueiictByeT 10
1 centsabps 2029 r. (nanee — IpaBuina, yrBepkaeHHbIE TOCTaHOBIEHHEM Ne 387);»;

3) nononHUTH ab3anaMu CIIeIYIOIETrO CONEPKAHMU:

«IlpaBunaMu nepemaud OpraHHU3aLIHAM, ocYmeéTBJImoan MIPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB M (WIH) MEIUUMHCKUX M3MIENHH, JOHOPCKOM KPOBH M (HIIH)
€€ KOMIIOHEHTOB, YTBEPXICHHBIMU NocTaHoBleHHeM [IpaBurensctBa Poccuiickoii
®eneparuu ot 2 despans 2023 r. Ne 153, xotopoe neiictyer mo 1 mapra 2029 r.
(manee — IlpaBuna, yrBepxaeHHbIe ocTaHoBIeHHEM Ne 153);

Ilpukasom MuHucrepersa 3npaBooxpaHenuss Poccuiickodt  ®@enepariuu
or 27 wmoma 2023 r. Ne 392 «O Hopa,zu(e' NpeACTaBlIeHus HHGOpMaIMH
O peaKuusaxX W 06 OCIOXKHEHHSX, BO3HMKIINX y JOHOPOB B CBS3H C JOHALHEH
IIOHOPCKOM ’ KpOBH H (WIM) €€ KOMIIOHEHTOB, B YIIOTHOMOYEHHBIH (eaeparbHbIil
OpraH HCIOJHUTENBHONW BJIACTH, OCYHIECTBIAIOMME (GYHKIHMH IO OpraHM3alyH
JEATEIBHOCTH CIyXOBl KpOBH» (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHIMH
Poccuiickoit ®eneparuu 17 aprycra 2023 r., perucTpaosHbii Ne 74824), KOTOPHIA
pedictByer 0o 1 centsabpsa 2029 r. (mamee — HOpiI,lIOK, YTBEPXKICHHBIA MPUKA30M
Ne 392#).»;

4) B mynkre 10 B rpade «PekBH3NTHI HOPMATHBHBEIX IIPABOBEIX aKTOB,
cozepkalue obs3aTenbHble TpeOoBaHus» clioBa «IIOAMYHKTHI «a» - «€» IIyHKTa 5,
IOJNYHKTBEI «a» - «3» IYHKTa 6, MOAIYHKT «a» HyHKTa 7, myHKT 13 Ilpaswuu,
YTBEPXJICHHBIX TTOCTaHOBICHUEM Ne 667» 3aMeHuTh cnoBaMH «IlyHkter 1 -3, 5 - 8
paszena I, MOOMyHKTHI «@» - «I», «OK» - «k» myHKTa 1 pasgena Il npunoxenus K
IIpaBunam, yTBep>kKIeHHBIM ITocTaHoBeHHEM Ne 901, |

5) B mynkre 40 B rpade «PeKBM3HTHI HODMATHBHEIX IPABOBHIX AaKTOB,
comepxamue obs3arenbHble TpeGosaHus» cmoBa «[Iyakter 2, 5 Ilpasun,
YTBep)KIEHHBIX MOocTaHOBNeHHeM Ne 331» 3aMEHHTB CI0BaMH «IIysnkrs1 2, 3 IIpaBun,
YTBEPXKACHHBIX ITOcTaHoBIIeHHEM Ne 387».



