POCCUICKAS ®EIEPALINSI
®EJEPAJBHBINA 3AKOH

O BHeceHUH M3MEeHEHHH B OTAe/1bHbIC 32KOHOAATE/IbHbIE AKTHI
Poccuiickoi Pepepanun

[Tpunst ['ocynapcteenHon Jymon 15 urons 2022 roma
Ono6pen CoBeToM denepauuu 22 moHa 2022 roma
Crartes 1

Buectn B ®enepanbnbiif 3akoH or 20 mrons 2012 roga  Ne 125-@3
«O gJoHOpCTBE KpOBM K ee KOMIOHEHTOB» (CoOpaHue 3aKOHOAATENLCTBA
Poccniickoit ®eneparau, 2012, Ne 30, ct1. 4176; 2013, Ne 48, cr. 6165; 2014,
Ne 23, c1. 2935; 2016, Ne 22, ct. 3097; 2018, Ne 1, ct. 41; 2020, Ne 17, cr. 2725;
2021, Ne 24, c1. 4188) crnenyrolue N3MEHEHUS

1)B cratbe 1 cnoBa «M KJIMHHYECKOTO HCIOJB30BaHUI» 3aMEHHTD
CIIOBAMH «, KJIMHUYECKOr0 HCIONIB30BAHUS M Tiepefayd AJsS IPOU3BOJICTBA
JIEKaPCTBEHHBIX CPEACTB M (MJIH) MEAULMHCKIX U3,

2) B cTaThbe 2:

i
2 100068 23438 1
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a) B ab6zame mepBoM cioBa «Jlius menei» 3ameHuTh cioBamu «l. Jlns
Heneny;

0)B MyHKTe 5 cloBa «d €€ KOMIIOHEHTOB» 3aMEHHTh CJIOBAMH
«¥ (UK ) ee KOMIIOHEHTOBY;

B) myHKT 10 mocne cI0B «00eCIIeYeHHIO 3a MJaTy,» JAOMOJHUTE CIOBAMHU
«repemade AJsl TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U (WJIM) METUIIMHCKAX
H3JIEIINM,»;

I') JOMOJHUTH YACThIO 2 CIIEAYIOLIETO COACPKAHUS:

«2. lns ueneit crateu 18 Hactosmero denepajibHOro 3aKOHA IOHSATHE
«mmazMa sl GpakMOHUPOBAHU) UCIONb3YETCS B 3HAYCHUH, ONpEHeICHHOM
B COOTBETCTBHH C 3aKOHOJATENLCTBOM 00 OOpaIlleHuH JIeKapCTBEHHBIX CPEICTB
1 aKTaMH, COCTaBIISIOMMUMH ITpaBo EBpazuiicKoro 3KOHOMHUYECKOI'O COI03a.»);

3) B cTatbe 5:

a) B yacty 1:

NOYHKT | M3JI0XUTE B CENYIOLIEH pelaKIuu:

«1) dbenepanbHbie OpraHsl HCIOJHUTENLHOH BIACTH B cdepe OXpaHbI
3M0pPOBbSI M OpraHbl MCIONHUTEIBLHOM BiIacTH CyOBeKTOB Poccuiickoi
@enepaunu B chpepe OXpaHbl 300POBbS;»;

IYHKT 4 MPU3HATH YTPATUBIIKUM CHUILY;

0) JacTe 2 mocie cloB «(pyHKIHH IO BHIPAOOTKE» JOMOJHHTE CIOBAMHU

«H peain3aliun»,



4)B wactu 3 crated 6 CIOBa «YIIOJIHOMOYEHHBIE OPraHbl MECTHOTO
CaMOYTIpaBJICHUS» 3aMEHUTH ClIoBaMH «OpraHbl MECTHOI'O CaMOYTpaBJICHHUS,
OCYIIECTBIISIONIAE IMOJHOMOYUS B cdepe oXpaHbl 370pOBbi (Hanee —
YIIOJHOMOYEHHBIE OPTraHbl MECTHOTO CaMOYIIPABIICHUS),»;

5)B cratbe 7 cll0OBa «YNOIHOMOYEHHBIMH OpPraHaMH MECTHOTO
CaMOyTpaBJIeHus,» UCKIFOYUTD;

6) cTaThIO 9 U3TIOKUTH B CIEAYIOLIEH peaaKIuu:

«Ctatp1 9. llonHoMoOuHs (enepaabHBLIX OPraHOB roCyAapCcTBEHHOM
BJ1acTH B cdepe o0pailieHNs JOHOPCKOH KPOBH H (WJIN)
ee KOMIIOHEHTOB

1. K nomHomoumsM ¢enepalbHBIX OPraHOB TIOCYAapCTBEHHOH BIACTH
B cepe oOpateHns JOHOPCKOH KPOBH U (MIIN) €e KOMIIOHEHTOB OTHOCSTCS:

1) o6ecieuenue nmposeneHus B Poccuiickoit ®epepanmu  eanHOM
rocyAapCTBeHHOU MOJNIUTUKYU B cepe oOpallleHnus JOHOPCKO# KPOBH M (HJIH) ee
KOMIIOHEHTOB ¥ IPONAarassl JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB;

2) pa3BuTHE CIY>XOBl KPOBM M KOOPAWHAIUSA IEATEIBHOCTH OpPraHoOB
HCIOJIHUTENBHOM BiIacTu cyOnexToB Poccuiickoit Menepainu B cdhepe oXpaHbl
3JIOPOBBS II0 OPTaHU3ALMH JESTEILHOCTH CITy>KOBI KPOBH;

3) xoopAvHaNMsA IPOBEACHUS HAYYHBIX HCCIIEOBAaHHU, YyTBEpXKICHHE
benepanbHBIX IPOrpaMM HAy4HBIX HCCIEAOBaHUHA B chepe oOpameHus

JOHOPCKOM KPOBH ¥ (MK ) €e KOMIIOHEHTOB,;

4) ycTaHOBJIECHHE €IUHON CUCTEMBI CTATUCTUYECKOTO ydeTa U OTYETHOCTH
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B chepe oOpaleHus TOHOPCKOH KPOBH U (MJIH) €e KOMIIOHEHTOB;

5) opranu3zanus 3aroTOBKH, XpaHEHUsI, TPAHCIIOPTHPOBKHU U OOecredeHHs
0€e301aCHOCTH JIOHOPCKOW KpPOBH W (WMM) €€ KOMIIOHEHTOB B MEAMIUHCKHX
opraHm3alugax, 00pa30BaTeNbHBIX OpraHU3alMsIX, HAYYHBIX OPTaHHU3ALUsX,
II0/IBEIOMCTBEHHBIX (efiepaabHbIM OpraHaM HCHOJNHUTEIbHOM BIACTH, a TAKXkKe
opraHu3anuax (enepanbHbIX OpPraHOB WCIIOJIHHUTENbHOW BJIACTH, B KOTOPBIX
(GenepanbHBIM 3aKOHOM IPEIyCMOTpEHa BOEHHAs M MNpUpaBHEHHas K Hel
cnyx0a;

6) dunancoBoe  oOecriedeHHe  OpraHu3anui, IOABEIOMCTBEHHBIX
denepanbHBIM  OpraHaM MCIOJHUTENBHOM BJIACTH U OCYIIECTBISIOMIMX
IEeSATENIEHOCTD B cepe oOpaiieHus TOHOPCKOH KpOBH 1 (MJIK) €€ KOMIIOHEHTOB;

7) IpUHSATHE IPU OKa3aHUM I'YMAaHUTAPHON NOMOIIY PENIeHnH O BBO3€ Ha
tepputopuio Poccuiickoii denepauuu KU BBIBO3€ 3a IMpeeNibl TEPPUTOPUU
Poccuiickoit @epepanuu JOHOPCKOM KPOBU U (WITH) €€ KOMIIOHEHTOB;

8) ocyliecTBlieHHEe MEXAYHAPOJHOTO COTPYJHHYECTBA PoccHiicKoi
Qenepanid U 3aKIIOYCHUE MEXIYHApOIHBIX J0roBopoB Poccuiickoit
denepanuu B chepe oOpaleHus: JOHOPCKOH KpoBU U (WJIN) €€ KOMIIOHEHTOB.

2. K mnomHoMoumsaMm ¢enepalbHOrO OpraHa HCIOJHHTEIBHOW BIIACTH,
OCYIIECTBIISIONIET0 QYHKIHMU MO BHIPAOOTKE W peanu3alliil roCyIapCTBEHHON
MOJIMTUKA ¥  HOPMATHBHO-IIPABOBOMY  pEeryiqMpoBaHHIO B  cdepe

34paBOOXpPaHEHHU, OTHOCATCA:



1) ompenenenue nopsAKa MPOXOXKIASHUS JOHOPAMH MEIUIMHCKOTO
oOciemoBaHus, a  TaKkKe  yTBepKIEHHE  TepedHs  METUIIMHCKUX
MPOTHBOIIOKA3aHUI (BpeMEHHBIX M MOCTOSHHBIX) Uil Claud KPOBU U (WJIH) ee
KOMIIOHEHTOB U CPOKOB OTBOJA OT JJOHOPCTBA KPOBH M (MJIH) €€ KOMIIOHEHTOB
IPH HATHIMH Y JIUA BpEMEHHBIX MEJUIIMHCKIX MTPOTHBOIIOKA3AHMIA;

2) onpeneneHye MOpPSAKa IPeICTaBICHUS WHGOPMAUU O peakiuax
1 00 OCJIO)XKHEHHUSX, BO3HUKIINX y JOHOPOB B CBSA3HM C JOHAIlMEH, W Mopsaka
IpeACTaBiIeHds MHQOPMAIMU O PeakIMsiIX U 00 OCIOKHEHHSX, BO3HUKIIHX
Yy PEUHUIIMEHTOB B CBSI3U C TpaHCcQy3uel (mepenMBaHWeM) IOHOPCKOW KPOBH
¥ (U1M) ee KOMIIOHEHTOB, B YNOJIHOMOYEHHBIH (enepanbHblii  OpraH
UCTIIOJHUTENFHOW BNAaCTH, OCYILECTBIIOMMNA (QYHKIMH 10 OpraHu3aIiu
IEeATENIEHOCTH CITYX OBl KpOBU;

3) ycTaHOBJIEHHE MPUMEPHOTO MHIIEBOr0 palHMoHa JOHOPa, CHAABIIErO
KpOBB M (HJIH) €¢ KOMIIOHEHTHI 0€3B03ME3AHO;

4) ompenenieHne NOpSAAKA OCYILECTBJICHHS €XETOMHOH  €HEKHOM
BBITLJIATHI JIAI[AM, HAarpaKIeHHBIM HarpyAHBIM 3HaKoM «llodeTHBIH mOHOD
Poccumny;

5) ompeneneHue ciy4aeB, IpU KOTOPBIX BO3MOXKHA caada KpoBH U (IIK)
ee KOMIIOHEHTOB 34 IIIaTy, a TAK)Ke YCTAaHOBIICHHE Pa3MepOB TaKO# IIIATHI;

6) onpeniesieHUe CIIy4aeB BO3MOXHOCTU 3aMeHbl OeCIJIATHOTO HMHUTaHUs

moHopa (0 YCTaHOBIEHHOMY TMINEBOMY PpAaIlHOHY J0HOpa) [AE€HEKHOH



KOMIIEHCAllMell W TOpsAKa YCTAaHOBJIEHHS €€ pa3Mepa, SKBHBAJIEHTHOI'O
CTOMMOCTH MPHUMEPHOr0 MHUINEBOr0 pallloOHA JAOHODPA, CHABIIETO KPOBb WIIH €€
KOMITOHEHTHI 0€3B03ME3/1HO;

7) yTBepXKIeHHe (OpM CTATUCTHYECKOI'O y4eTa M OTYETHOCTH B cdepe
oOpaiieHnsl JOHOPCKO# KpoBH ¥ (UJIM) ee KOMIIOHEHTOB, B TOM uucie B hopme
3IIEKTPOHHBIX  JIOKYMEHTOB, TIOPSJKOB MX  3allOJJHEHUS M  CPOKOB
IpeICTaBIICHNS;

8) yTBepXK[eHHE TMOpSAAKA IpelNCTaBleHNs] JOHOPOB K HarpaKIeHUIO
HarpyaubM 3HakoM «[loueTHbiit noHop Poccun» u x odopmienuto aydnukara
ymocToBepeHus K HarpyaHoMmy 3Haky «llowerHsiii nonop Poccum», dhopm
IPEJCTABICHAS] JTOHOPOB K HArpaXICHHIO HAarpyIHbIM 3HakoM «IloueTHbiit
nouop Poccum», Kk obopMmieHuro IybnukaTa yIOCTOBEpEHHS K HArPyIHOMY
3Haky «[louetHslit noHop Poccun» U mepedHs 1OKYMEHTOB, OATBEPKIAIOLIHX
JIOHAIIMIO KPOBH U (WJIH ) €€ KOMIIOHEHTOB;

9) yrBepkIeHHe omucaHus W o0Opas3lia yJOCTOBEPEHMS K HArpyIHOMY
3HaKy «llouetHb1il noHOP Poccumy;

10) onpenienieHe TOpAAKA HMMMYHH3allMd JOHOPOB JJS 3aroTOBKH
UMMYHOCTEIH(PUUECKON TIIa3MBl.

3. K nomHOMOYMSM (QenepanbHOr0 OpraHa WCIOJIHHUTEIBHON BIIACTH,
OCYIIECTBISIOMEro (QyHKIMY [0 OPraHU3aliH JNESTeNbHOCTH CIY)XObI KpOBH,

OTHOCATCS:



1) opranu3zamus JesTeIbHOCTH CIIy>KObI KPOBH;

2) opraHusanus M OCYILECTBIECHHE (ellepabHOrO TOCYAapCTBEHHOIO
KOHTposIss (Ham3opa) 3a ofeclmedeHHeM O€30MAaCHOCTH JOHOPCKOM KpPOBH
U €€ KOMIIOHEHTOB;

3) Benenue 6a3bl JaHHBIX JOHOPCTBA KPOBHU M €€ KOMIIOHEHTOB.»;

7) nyskt 1 cratbu 11 mpu3HATH yTPATUBIINM CHITY;

8) B cratee 15:

a) MyHKT 3 4acTH 1 Ipu3HATh yTPAaTUBIIUM CHIIY;

0) TONIOJIHUTH YACTBIO 4! crenyrouiero coaep)KaHus:

«4'. TpaHCTIOPTHpOBKAa M XpaHEHWe J[OHOPCKOM KpOBH M (Mnn) ee
KOMIIOHEHTOB, IIepelaHHbIX CyObeKTaMH O0paIlleHus JOHOPCKOM KpoBH M (HUITH)
ee KOMIIOHEHTOB, yKa3aHHBIMH B 4acTH | HacTodIe! cTaThy, Jiiss IPOM3BOICTBA
JIEKapCTBEHHBIX CPEICTB M (MIM) MEIMUMHCKUX H3HENHH, OCYIIECTBIISIOTCS
OpraHU3alMsIMU, OCYIIECTBIISIONMMM IPOM3BOACTBO JEKAPCTBEHHBIX CPEICTB
¥ (MJTM) MEAULIUHCKUX U3IETHUH (Janee — IPON3BOAUTEINHN ).»;

9) B cTaThe 16:

a) 9acTh 4 mocliie clIoB «(QYHKUIUHU MO BHIPAGOTKE» JONOJHHUTH CIOBAMHM
«H peann3anumny;

0) wactp 6 mocie ciIOB «(QYHKIMU MO BBIPAOOTKE» MOMOJHUTH CIOBAMHU
«M peau3anumny;

10) B cratbe 17:



a) HANMEHOBAaHUE  JIONMOJNHUTH  CJIOBAMHM  «UII  KJIHHHYECKOTO
WCIOJIb30BAHUSI, W CIOJIb30BaHUS B Hay4HO-UCCIIEIOBATENbCKIX
1 00pa30BaTENbHBIX LIENAX»;

0) B wactu 1:

B ab3aile IEpBOM CIIOBA «OKa3aHHWA rpaxzaaHaM Poccuiickoit @enepamnun
OecmTaTHOY 3aMEHUTh CIIOBAMH «OECIIATHOTO OKa3aHUs rpakaaHamy;

B IyHKTe 2 CII0OBAa «OKasaHWs TrpaxpaHam Poccuiickoii ®eneparuu
OecILIaTHO 3aMEHUTh CIOBAMU «OECIIATHOrO OKa3aHUs rpaKIaHaM;

11) moTOMHATE CTaThEH 17! CIEAYIOIIETO COAeP KaHus:

«Cratpst 17'. OGecneyenne JOHOPCKOH KPOBbIO H (man) ee
KOMIOHEHTAMH /UI TNPOH3BOACTBA JIEKAPCTBEHHBIX
cpeAcTB U (WJIH) MEeAHIUHCKHX H3AeANi

1. [IpousBoauTenu obecrneunBaIOTCS IOHOPCKOW KpOBBIO W (Win) ee
KOMIIOHEHTAMH IIyTeM Nepeauy UM JOHOPCKON KpOBH M (MM ) €€ KOMIIOHEHTOB
CyObeKTaMH OOpallleHusi JOHOPCKOW KpOBH M (MIH) ee KOMIIOHEHTOB,
yKa3aHHBIMHE B 4acTd 1 crateu 15 Hacrosmero ®eaepaibHOro 3aKOHa.

2. IlpaBuna nepegadd NPOU3BOIUTENSIM [OHOPCKOW KpOBHM M (HIIH) ee
KOMITOHEHTOB, a TakKe IpaBUja MPEJOCTaBICHHs CyObeKTaM oOpaleHus
JIOHOPCKOU KpOBH M (WJIM) € KOMIIOHEHTOB, YKa3aHHBIM B 4acTd 1 cratem 15
Hacrosinero deaepalbHOro 3aKOHa, KOMIIEHCANUH PAaCcXOJ0B Ha BHIIOJIHEHHE

paboT 10 3aroTOBKE U XPAHEHHMIO JTOHOPCKOW KPOBH W (WJIH) €€ KOMIIOHEHTOB

B IeJsIX Nepeadd A NPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB W (MJIH)



MEIWIIMHCKAX M3AeNdid (BKIIOYas METOAWKY pacueTa pa3Mepa Takoi
KOMIIeHcaIun) ycranapiausatotcs [Ipasutensctsom Poccuiickoit @enepanun.;

12) B cTaThe 18:

a) HAMMEHOBAaHUE IIOCIE CIIOBA «KOMIIOHEHTOB)» [IOTOJHUTH CIIOBAMH
«, TIIa3MBI 11 QGPaKIHOHUPOBAHUSY;

0) JOTOJHUTH YacTAMU 3 U 4 CIEeAYIONIEeTo CO/IeP KaHm:

«3. JlonyckaeTrcs BBO3 IUIa3Mbl Ui  (PaKIMOHUPOBAHWSA B LEIAX
TIPOM3BOJICTBA JICKApPCTBEHHBIX CPEICTB M (MIM) MEOMIMHCKHX H3ACIHA Ha
tepputopuro  Poccuiickonn ®@enepalivd  NPOM3BOJUTENSIMHM B TOpSIKe,
OTIpEAeICHHOM aKTaMHU, COCTaBJIAIOIUMHU paBo EBpazniickoro
SKOHOMHYECKOT0 COH03a.

4.BpiBO3, B TOM 4YKClI€ Ha BO3ME3OHON OCHOBe, IUIa3MBl JIJIS
(bpakIMOHUPOBaHUS, IPOU3BEACHHON Ha Tepputopun Poccuiickoit ®enepanuu,
B JpyTHe rocy/1apcTBa 3alperaeTcs. »;

13) mynkt 4 gactu 2 crateu 19 mocie cioB «BO3HHUKIIUX Y» JOIMOJHHUTH
CJIOBaMHU «JOHOPOB B CBSI3H C JOHALIMEH U y»;

14) B cratwe 20:

a) 4acTH 2 U 3 U3JIOKUTH B CIEAYIOLIEH peaKIuu:

«2. baza naHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB 00€eCIIeUnBacT:

1) BOBMOXHOCTb YCTAHOBJIEHUS JINYHOCTH JIOHOPA, OCYIIECTBUBIIEIO

JToHaluio Ha Tepputopun Poccuiickoit @eznepannv, i IMYHOCTH PELUITACHTA;
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2) HACHTHPHUKAIIMIO TOHOPCKON KPOBH U €€ KOMIIOHEHTOB;

3) ydet pe3ynbTaTOB UCCIENOBAHUSA TOHOPCKOH KPOBH M €€ KOMIIOHEHTOB
Ha JTamax 3aroTOBKH, XpaHEHUf, TPAHCHOPTHPOBKH, KIHHHYIECKOTO
UCIIOJIb30BaHNS, [Iepeadu i MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB U (HIIH)
MeIUIMHCKUX U3ENUH, YTHIN3aUY,;

4) yder pe3yIbTaTOB HMCCICAOBAaHUS IOHOPCKOH KpoBH W (WiH) ee
KOMIIOHEHTOB, MEPEINAHHBIX MJIi IPOHM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB
1 (WJIM) METMIUHCKUX U3JIETUH, POU3BOAUTENSIMU,

5) HabmoaeHue 3a MOCIeACTBUSIMH JOHAINH, TPAHCHY3uH (TIepeIuBaHHs )
TOHOPCKOH KpOBH M (MJIH) €€ KOMIIOHEHTOB (TOCTTpaHC(Y3MOHHbBIE peaKiiiu
¥ OCJIO)KHEHUS ).

3.B 0a3e ngaHHBIX JDOHOPCTBA KPOBH W €€ KOMIIOHEHTOB COJEPIKHUTCS
cienyromas uH(popMaus, oTodpaxkaemas B peXHMe PealbHOTO BPEMEHH:

1) 06 oObeMe 3aroTOBIEHHOH TOHOPCKOW KPOBH M €€ KOMIIOHEHTOB;

2) o 3amace JOHOPCKOH KpPOBH M €€ KOMIIOHEHTOB C yKa3aHWEM TIPYIIIIbI
KPOBH, pe3yC-IPUHAMIEKHOCTU U PEeHOTHIIa;

3) o mocTTpaHCc(y3HOHHBIX PEaKIUIX H 00 OCIOKHEHUAX Y PEIUITHEHTOB;

4) 00 OCJOXKHEHUIX y JOHOPOB B CBSI3H C JOHAIIHEH;

5) o nmuuax (¢ yKa3aHHEeM IEepCOHANBHBIX JAHHBIX), Y KOTOPHIX BBISBICHEI
MEAMLIUHCKHAE IIPOTHBONOKA3aHUs (BpEMEHHBIC WM TIOCTOSIHHBIE) AJIA CHAYM

KpOBH H (WK ) ee KOMIIOHEHTOB,;
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6) 00 sTamax obOparieHus JOHOPCKOW KPOBH U (MJIHM) €€ KOMIIOHEHTOB;

7) 0 nesSsTeNbHOCTH CyOBEKTOB OOpaIleHUs] TOHOPCKOH KPOBH U (MiIM) ee
KOMITOHEHTOB;

8) 00 oObemMe MOHOPCKOW KPOBH M €€ KOMIIOHEHTOB, IOATOTOBJIEHHBIX
VI Tepefayd U NepefaHHBIX JUIs NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB
¥ (WIKM) MEIULIMHCKUX U3JIeTUH, C YKa3aHUeM ToJTyJaTene;

9) 0 KkonuuecTBe Cly4aeB BBIBO3a B OpTaHW3alld{, HAXOIAIIHAECS
3a mpepenamu Teppuropun Poccuiickoil ®enepaiuu, TOHOPCKOH KpoBH M (HIIH)
ee KOMIIOHEHTOB M 00 UX 00beMe.»;

6) 4aCTh 5 JOMOIHHUTH TYHKTOM 3' CIIeYIOLEro COMep AU

«3") cTpaxoBoii HOMep MHIMBMYaNbHOTO JIHIEBOTO CYeTa IPAXKIAAHMHA
B CHCTeMe 00s13aTeIbHOTO MEHCHOHHOTO CTPaxoBaHus (IIPH HAMYHH );)»;

15) B crathe 21:

a) 4aCTh 3 TOCJE CIOB «IIPEACTABUTEISIMH PEIMIIUEHTOB» HOIIOJHUTE
CIOBAMH  «, CIIELIMATN3UPOBAHHBIME  MEAWIHMHCKAMH  OpPraHU3alUsSIMHU,
OKa3bIBAIOIIIAMH MEIUIIMHCKYIO MOMOIIb TPaXXAAHaM, CTPAJAIOUIAM COI[HAIBHO
3HAYUMBIMH 3a00JI€BaHUSMU, IIPON3BOAUTEISIMIY;

0) TOMTOJTHUTB YacThIO 4 CIAEAYIOLIETO COIePIKAHHUS:

«4. Ionp3oBaTensMu 0a3bl JAHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB
SBIISIIOTCST (pelepaIbHBIM OpraH HCIOJHUTENbHOW BIIACTH, OCYIIECTBIISIOIIMM

GYHKIMA 1O BBIPa0OTKE ¥ peajau3allud TOCYNapCTBEHHOH MOJIMTHKH
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U HOPMAaTHBHO-NIPAaBOBOMY DPEryJHPOBaHHIO B cdepe 3]IpaBOOXpaHEHHS,
(enepanbHBI OpraH UCIOJHATENbHOMN BIACTH, OCYIECTRISIONMH GYHKIMHU 110
OpraHM3allid JeATENBHOCTH CIyXObl KpOBH, W CcyOBeKThl oOpaineHus
JIOHOPCKOM KpOBU U (UJIK) €€ KOMIIOHEHTOB.»;

16) B craThe 23:

a)B NyHKTe 2 dYacTH | cioBa «okazaHus TrpaxgaHaM Poccuiickoi
Qeneparuu  OecnnaTHOW» 3aMEHHUTH CIIOBaMH  «OeCIJIATHOIO  OKa3aHUs
rpakaaHam»;

0) 4acTh 3 UBNOXKUTH B CIEAYIOLIEH peaaKIun:

«3.Ilonoxenne o HarpyaHoM 3Hake «[lodetHeiii goHOp Poccum»
¥ OIMCaHue JTOro 3Haka yreepxuarorcs IlpaButenbcTBoM Poccuiickoit
Oenepanuu.»;

17) abzan mepBeli 4acTH 5 cTatbu 25 mocie CI0B «OYHKIHH 10
BBIPAOOTKE)» JOTMOJHUTE CIOBAMH «U PEealId3allii»;

18) momomHUTH cTaTheil 26' CleyIONMEro cofepKAHNS:

«Cratbs 26'. Cornamenue ) COBMECTHOM Pa3BHTHH

HHPPACTPYKTYpbl Cy0ObeKkTa oOpalmieHHsi JOHOPCKOI
KPOBH H (WJIN) ee KOMIIOHEHTOB

1. IlpousBoauTens BOpaBe 3aKIOYUTH C OpraHu3anueil M3 uHcia

cyOBeKTOB o0pallieHrs JOHOPCKOM KPOBU M (WJIH) ee KOMIIOHEHTOB, YKa3aHHBIX

B yactu 1 crateu 15 Hacrosimero ®enepanbHOro 3aKoHa (Jiaee B HACTOAIIEH

craThe — opraHusanus), u Poccuiickoit demepaiueii wim CyObEeKTOM
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Poccuiickoit ®Depepanii, OT HMEHH KOTOPHIX BBICTYyAeT YUYPEIHUTENh
OpraHM3allid, COIJAIeHHE O COBMECTHOM pa3BUTUH HHOPACTPYKTYPHI
cyObekTa oOpallleHHsT JOHOPCKOW KpOBH U (WJIM) €€ KOMIIOHEHTOB (najiee —
cornamenue). CoryameHue SBISIeTCs MPakJaHCKO-ITPABOBBIM JOTOBOPOM.

2. B COOTBETCTBHM C COTTIAIICHUEM:

1) mpomsBoguTeNns 00sA3yeTCs CBOMMH CHJIAMHM HJIM C [PHBJICYEHUEM
TPETbUX JIMI] 332 CBOM CUYET OCYLIECTBUTh OCHAIIEHWE, CTPOUTENIBCTBO,
PEKOHCTPYKIMIO M (MJIM) KaNWUTalIbHBIH PEMOHT OOBEKTOB HEABMIKHAMOTO
UMYIIECTBa, OPUTOJHBIX Ui  HUCHOJNB30BaHMSA B  IENAX  3arOTOBKH
U XpaHeHUs I1J1a3Mbl KpOBH (faiee — 00BEKT COTTIalleH s );

2) opranu3zanus 00sg3yercs IepefaBaTh MPOU3BOJUTENIO ILIA3My KpPOBH
B CPOKH U B 00beMe, KOTOPBbIE YCTAHOBJICHBI COTJIAIIIEHUEM, NI MPOU3BOJCTBA
Ha Tepputopuu Poccuiickoii ®enepanvu JeKapCTBEHHBIX CPEICTB W (MJIH)
MeIUuUUHCKHX u3genuit. O0beM nepenaBaeMoii MpON3BOAUTEIIO B COOTBETCTBHI
C COIJIAlleHMEM ILIa3Mbl KPOBHM HE MOXKET IIPeBHIMIATh 00bEM IUIa3Mbl KPOBH,
3aroToBKa KOTOpPOM CTaja BO3MOXHOH B pe3yjbTaTe  OCHAINEHMS,
CTPOUTENHCTBA, PEKOHCTPYKIUH U (MIM) KaIHMTaJbHOTO peMOHTa O0OheKTa
cornamenus. He gomyckaercs mnepegada IuiasMbl KPOBU NPOM3BOIUTEIIO
B HapylleHHe oOO0A3aTeIbCTB OPraHU3allMd MO 3arOTOBKE M  XPaHEHHMIO
JOHOPCKOM KpOBH M (WJIK) €€ KOMIIOHEHTOB JIJIS KIIMHHYECKOTO MCIIOJIb30BaHMS;

3) yupenuTens opraHusanuu  00g3yeTcs 00€CIeuYnTh HCIOJHEHHE
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opraHu3saimeil ee 0053aTeNIbCTB, IPEAYCMOTPEHHBIX COrIALICHUEM.

3. Cy1iiecTBEHHBIMH YCTIOBUSIMU COTJIAIICHHS SBJISIOTCS:

1) 06si3aTenbCcTBO OpraHM3alUd MO Tepefade MPON3BOIUTENO IIa3Mbl
KPOBH B CPOKH U B 00bEMe, KOTOpBIE YCTAHOBJICHBI COTJIAIICHHEM, C YYETOM
TpeGoBaHMit HacTosimeld cTaTbd M uacTH 2 crated 17' HacTosmero
®enepalibHOTO 3aKOHA;

2) NOpPsIOK M YCIIOBHS IIepeadll I1a3Mbl KPOBHU TIPOU3BOTHTEIIO;

3) cpoK JEeHCTBHS COTIAIICHUS;

4)mmaH  MepONpHATHH, TNpelyCMaTpHBAIONIMKA 00BeM ©  CPOKH
HCIIONHEHNs TTPOM3BOIUTENEM 00S3aTENBCTB 110 OCHAIEHHIO, CTPOMTEILCTRY,
PEKOHCTPYKITUHU U (W1 ) KAMUTATLHOMY PEMOHTY 00BEKTa COIIAIIEHHS], a TAKXKE
TEXHUKO-9KOHOMHYECKHe TToKa3aTeId 00beKTa COrIalleHus;

5) 06s13aTenbCTBO  MPOU3BOAUTENS  OCYLIECTBIATh (DHHAHCHPOBAHME
MEpOIPHUATHA II0 OCHAIIEHHIO, CTPOMTENBCTBY, PEKOHCTPYKUHH U (MJIH)
KalMTaIbHOMY PEMOHTY OOBEKTa COIVIAIIEHHWS B LEJAX YBEIHYEeHHS 00beMa
3arOTOBKM M XpaHEHHs IUIa3Mbl KPOBH, B TOM uKclie (DHHAHCHPOBAHME
pa3paboTKH  NPOEKTHOM  JOKYMEHTallud W  MPOBEAEHHSA  IPOEKTHO-
H3BICKATENILCKUX paboT;

6) 00beM  (QHMHAHCHPOBAaHHS  IPOU3BOAUTENIEM  MEPONPHATHH IO
OCHAIIIEHUIO, CTPOUTENLCTBY, PEKOHCTPYKIIMH ¥ (MIIH) KAUTALHOMY PEMOHTY

00BEeKTa COTJIalleHus;
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7) IpOrHO3UpPYEMBIE [IOXOABl IPOU3BOIUTENS, KOTOPhIE MOTYT OBITH
IOJy4YEeHbl B pe3ylbTaTe HCIOJIB30BaHMs IEpEeAaHHON eMy B COOTBETCTBHH
C corjalleHueM IUIa3Mbl KPOBHM TMOCHIE TMepenaud OOBEKTa COIVIAIEHUS
OpraHu3al{y U [103BOJIT 06ECIEeYUTh BO3MEINEHHE B MTOJIHOM 00beMe PacXoi0B
IIPOU3BOAUTENS HA OCHAIICHHWE, CTPOMTENBCTBO, PEKOHCTPYKIHIO M (MIIH)
KAl TAIbHBIA PEMOHT 00bEKTa COTJIallleHHUST,

8) 00s13aTeNIbCTBO  NMPOU3BOJUTENS  IepenaTb OOBEKT  COIVIAIIEHUS
OpraHM3alil B TEYCHHWE TPHUALUATH JHEH CO JHS 3aBEPIICHHS OCHAIIECHMS
¥ (W) KaoMTaJbHOTO pEMOHTa OOBEKTa COorJallieHHs, a B Clydae
CTPOMTENLCTBA WM PEKOHCTPYKLIMM — B T€YCHHWE TPHUINATH OHEH co IHS ero
BBOJIa B SKCILTyaTallHIo;

9) nops10K BO3MELIEHHS PAacXOA0B CTOPOH COTJIAIIEHHUS, B TOM YHCIIE
B CJIy4ae JOCPOYHOI'O PACTOPKEHHUSI COTTIAIICHNS;

10) o6s13aTensCTBO yUpeauTens obecIeunBaTh UCIIOJTHEHHE
opraHu3amnuei ee 00s13aTeNbCTB, MPEAYCMOTPEHHEIX COTJIAIIEHUEM;

11) rapanTHHHBI CpPOK Ha OOBEKT COTJAIIEHHS, KOTOPHIA JOJDKEH
COCTaBJISITh HE MEHEE CPOKa ICHCTBHS COTTIAIIEeHNS;

12) mopsiiok ocylecTBIEHUS OpraHU3alyeil 1 ee yupeauTereM KOHTPOIs
3a XO/IOM M KauecTBOM PaboT 110 OCHALIEHUIO, CTPOMTENBCTBY, PEKOHCTPYKIUH
1 (MM ) KaUTaJIbHOMY PEMOHTY 00BEKTa COTIIAlIe NS,

13) OTBETCTBEHHOCTE CTOPOH COTJIAIIEHUS 33 HEWCIOJNHEHHE WIH
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HeHa/IJexalnee NCIoNHeHNe 00s3aTeIbCTB, IIPEyCMOTPEHHBIX COTIAIIEHUEM.

4. YacTh HEIBMXXMMOI'O MMYINECTBA, IPHHAIISKAIIET0 OPraHA3AlMA Ha
IpaBe OIEPATUBHOIO YINPABIECHUSA, MOXET OBITh IepelaHa BO BPEMEHHOE
BIaJICHUE  [POU3BOJMTENIO MM  TpeTbeMy  JIIy, IPHUBICYEHHOMY
IIPOU3BOJUTENEM B COOTBETCTBUH C COIJIAIICHWEM, Ha MEPUOJ OCHAIICHUS,
CTPOHUTENbCTBA, PEKOHCTPYKIMHM H (WIHM) KamUTAJIBHOTO PEMOHTA TAKOIo
uMyiecTsa. IIpy 3ToM mepenaya HMMyLIECTBA OpraHW3AaMUM HE JOIMYCKAETCH,
€CTd B pe3yNibTaTe TaKoW IMepenayd OpraHU3alys JUIIUTCS BO3MOXHOCTH
OCYIIECTBISITh 3aroTOBKY M XpaHEHHE JOHOPCKOH KpoBd u (miam) ee
KOMITOHEHTOB.

5. Cpox JieiicTBUSl COTJIAIIEHHs] HE MOXET IIPEBBIIAThH NATHAALATH JIET,
IIPH 3TOM CPOK HCIIOJIHEHHUS IIPOU3BOJUTENIEM IPEAYCMOTPEHHEBIX COTIAIIEHUEM
0053aTeNbCTB 110 OCHAINEHHIO, CTPOMTENBCTBY, PEKOHCTPYKIMHM H (MJIH)
KaluTaIbHOMY PEMOHTY OOBEKTa COTJIAICHHS He MOXET IIPEBBIIIATE TPEX JIET.

6. [IpaBo coOCTBEHHOCTH Ha OOBEKT COIJALIEHHs, HEOTACIMMBIE
M OTAeNUMBIE YIydlIeHHs OOBEeKTa corjameHduss (B TOM 4YHCIE Ha
o0OpylOBaHHME), OCYIIECTBICHHbIE TPOU3BOJUTEIEM B  COOTBETCTBHH
C cornameHueM, NpuHaMIeKUT Poccuiickoii ®enepann uimum  CyOBEKTY
Poccuiickoii ®efepanyy, OT HMEHH KOTOPBIX BBICTYNAET YYPEIUTEND
OpTaHU3aLHH.

7.B cimydae HEOOXOAUMOCTH IPENOCTABICHUS IMPOU3BOJUTENIO I
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NpUBJICUEHHBIM UM TPETHUM JHIAM 3€MEJbHOIO YYacTKa WA 3eMEJbHBIX
YYaCTKOB IS OCYIIIECTBICHHS CTPOUTENBCTBA U (WJIM) PEKOHCTPYKIIMH OOBEKTa
COTJIAlllIeHUsl COTNIalleHHEeM JOJDKHBI MPEAyCMaTpUBAaThCs MOPSAOOK M YCIOBHS
TaKOr0 MPEeIOCTABIICHUS.

8. B memsx HUCHONHEHHUS 00s3aTe€NbCTB, YKa3aHHBIX B MyHKTE |
yacTd 3 HACTOSIIEed CTaTbh, B TEYEHUE CpOKa MEWCTBHS COTJIAIleHUs
OpraHu3auus W [POU3BOJAUTENbL 3aKIIOYAIOT BO3ME3JHBIC OTOBOPHI Ha
BBIMONTHEHHE pPabOT IO 3aroTOBKE M XPaHEHHIO IUIa3Mbl KPOBH C YYETOM
TpeOOBaHUN YacTU 2 CTaTbU 17" macrosimero MezepabHOro 3aKOHA. Cpok
nepejavyd IUIA3MBI  KpOBM U 00beM IUIa3MBI  KPOBH, TMepeiaBaeMoii
B COOTBETCTBUM C JOTOBOPOM Ha BBINOJNHEHHE paboT 10 3aroTOBKe
U XpaHEHHMIO IUIa3Mbl KPOBH, JOJDKHBI COOTBETCTBOBAaTh CPOKY H 00BEMY,
YCTaHOBJIEHHBIM COTJIAIICHUEM.

9. Opranuszanus W €€ y4peauTeNnb BIPaBe BO BCIKOE BpPeMsS IPOBEPSTh
XOJ B Ka4ecTBO palboT 10 OCHAIIEHUIO, CTPOUTENBCTBY, PEKOHCTPYKIMH U (FJIH)
KamuTaIbHOMY PEMOHTY 00beKTa COTJIalleHHsl.

10. Ilepexon mpaB U 00s3aHHOCTEN MPOU3BOJUTEINS O COTIAIIEHHIO HE
JOMyCKaeTcsl, 3a MCKIIOYEHHEM Clly4yas pPeOpraHu3ailld IPOHU3BOIUTENS
B (QopMe mpeoOpa3oBaHUsA, €CIM HHOE HE YCTaHOBJeHO IIpaBHTENLCTBOM
Poccuiickoit @enepariui.

11. B cnyyae cyniecTBEHHOrO HapylIEHUS CTOPOHOW COTJIAIIEHHS €ro
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YCIIOBHU JpyrWe CTOPOHBI COIJIAIIEHUs BIIpaBe TpebOBaTh €ro pacTOPXKEHHS
1 BO3MeIIeHUs YOBITKOB. Hapyienne npou3BoauTeNeM CBOUX 00S3aTeNILCTB 110
COTNAIIEHUIO SIBISIETCS CYIIECTBEHHBIM, €CJIM IIpH MCIOJHEHWH WM IUIaHa
MEPONPHUITHHA, TPEAYCMOTPEHHOIO0 NMYHKTOM 4 dYacTh 3 HacTosled CTaThi,
IOMyIIeHa MPOCPOUKa, IPEeBhINIAONIAs IECTh MECSIIEB.

12. B ciyuae 4OCPOYHOTO pacTOPKEHUS COTNAIEHUs YIyIIeHHas BHIr0/1a
He YYHTHIBACTCS TPH ONpEIeSIeHAN pa3Mepa YOBITKOB POU3BOIMUTEIS.

13. YcnoBus cornainenvs, Hapylawomue TpeGoBaHusA MyHKTa 2 9acTu 2,
yacted 4 — 6 HacTosAIIel CTaThU, HUUTOXHEI.

14. TTopsok 3aKIOYeHUs, W3MEHEHWs M PaCTOPXKEHHS COTJIANICHHUS,
MOPSIIOK Tiepexo/ia paB U 00s13aHHOCTEH IPOM3BOJUTENS MO COTJIAIIEHHIO, €T0
00s13aTesbHBIE YCIOBHS, a Takke TpeOOBaHUs K IPOU3BOIAUTEIIO YTBEPKAAIOTCS
[IpaBuTensctBoM Poccuiickoin ®enepanuu.».

Crathbs 2

B uactu 2 cratem 4 ®enepanbHoro 3akoHa ot 27 mexabps 2019 rona
Ne 475-D3 «O  BHECEHMH  W3MEHEHHH B @®enepanbHbli  3aKOH
«O6 oOpameHun JeKapCcTBEHHBIX cpencTB» M DenepanbHblii  3aKOH
«O BHecewnn wu3MeHeHuit B DenepanbHbli 3ak0oH «006 oOparieHHn
nekapcTBeHHBIX  cpenctB»  (CoOpanme  3akoHomarenbcTBa — Poccumiickoii
Denepanmu, 2019, Ne 52, cr. 7793) cnoBa «1 sHBaps 2023 roma» 3aMeHUTH

cnoBamu « 1 stHBaps 2026 roxay.
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Cratesa 3

B uactm 2 crtateu 3 DenepanbHoro 3akoHa ot 6 gekadps 2021 roga
Ne 405-03  «O  BHecenunm  usMeHeHMd B DemepanbHBI  3aK0H
«O06 o00s3aTeIbLHOM MEIOUIMHCKOM cTpaxoBaHWM B Poccuiickoit denepanum»
u cratsio 13 denepanbHOoTO 3aKkOoHA «OO0 aKTaxX TPAXKTAHCKOTO COCTOSHHS
(Cobpanue 3akoHonatenbcTBa Poccuiickoil @enepamun, 2021, Ne 50, cr. 8412)
cinoBa «1 uions 2022 roga» 3aMeHUTh clioBaMu «1 nexabps 2022 rogay.

Cratbi 4

1. HacTostmumii DenepanbHbIid 3aKO0H BCTyIaeT B CUILY
CO IHS ero oQUINANBHOrO ONyOINKOBAHNUS, 32 UCKIIOUEHUEM MOJIOKEHUH, s
KOTOPBIX HACTOSIIEH CTAThEW YCTAHOBJIEH MHOU CPOK BCTYIIJIEHUS MX B CUILY.

2.Crarbu 1 u 2 Hacrosimero PenepanbHOTO 3aKOHA BCTYMAIOT B CHILY
¢ 1 okTa6ps 2022 roxa.

3. HopmaTuBHBIE [IPaBOBBIE aKThI Poccuiickon Oepnepanuy,
yCTaHABJIMBAIOLIUE 00s3aTeNIbHbIE TpeOGoBaHUS i HalnpaBJIeHHbIE
Ha peanm3anuio nonoxeHuin DenepanpHoro 3akoHa ot 20 urons 2012 rona

Ne 125-®3 «O moHOpPCTBE KPOBH U €€ KOMIIOHEHTOB» (B PEAAKIIUH HACTOSIIETO
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denepanbHOrO 3aKOHA), BCTYHNAIOT B CHIYy B CpPOKH, YCTAaHOBJIEHHBIE

YKa3aHHBIMH HOPMATUBHBIMHA IMMPABOBBIMHA dKTaMH.

B.Ilytun

Mocksa, Kpemib
28 urona 2022 roaa
No 204-03



