00 yTBep>XXaeHun nopsaaka MeauLMHCKOro obcnepoBsaHus
AOHOpa OMonorn4yeckoro MaTepumasna u nepeyvyHs
npoTMBonokasaHuu (abCoONIOTHBIX U OTHOCUTENbHLIX) AN
nosny4yeHusa bmonornyeckoro matepuana

Mpuka3s * Ne 125H - 0T 27.03.2018 - MHNCTEPCTBO 34paBoOXpaHeHus - flecTyeT 6e3 n3meHeHnn

MWHWCTEPCTBO 3[IPABOOXPAHEHWNSA POCCUNCKOW ®EOEPALIAN

MPUKA3

MockBa

27 mapta 2018 r. Ne 125H

06 yTBepXXAeHUn nopsagka meguumHcKoro obcnenosaHna oHopa

6ronornyeckoro MaTepmana 1 NepeyHs NPoTMBOMOKa3aHui

(abCOMOTHBLIX U OTHOCUTENbHBIX) AN NoayyYeHns bronornyeckoro

MaTepuana

3aperuncTpuposaH MuHtocTom Poccum 28 maa 2018 r.

PernctpauunoHHbii Ne 51203

B COOTBETCTBMM C HacTbio 3 cTaTbk 34 ®efepanbHOro 3akoHa o1 23 nioHA 2016 r. Ne 180-®3 "O
BroMeanUMHCKUX KNeTo4HbIX npoaykTax" (CobpaHue 3akoHogaTenbCcTBa Poccunckon ®epepaumm, 2016, Ne
26, cT. 3849) n nognyHkToM 5.2.207-39 MNMonoxeHnsa o MMHUCTEPCTBE 34paBOOXpaHEHNS Poccuinckom
depnepaumm, yTBEPXKAEHHOI0 NoCcTaHoBAeHMEM MpaBuTenbCcTBa Poccuinckon ®epepaumm ot 19 nioHs 2012
r. Ne 608 (CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2012, Ne 26, cT. 3526; 2013, Ne 16, CT.
1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 33, ¢T. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26, CT.
3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, CT.
325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT. 6922; 2017, Ne 7, cT. 1066;
Ne 33, cT. 5202; Ne 37, cT. 5535; Ne 40, cT. 5864; Ne 52, cT. 8131), npuka3biBalo:

YTBEpAUTD:

nopsLoK MeauumnHCckoro obcnenoBaHms LoHopa 6MOOrMYeckoro MaTepuana CorfiacHo NpPUIoXeHuo Ne 1;
nepeyvyeHb NPOTMBOMNOKa3aHui (abCONOTHBIX U OTHOCUTENbHbLIX) ANS NONyYeHUs BLUoNornyeckoro
MaTepuana CoraacHo NPUIoXeHMto Ne 2.

Bpuo MuHucTtpa [.B.KocTeHHVKOB

MpunoxeHune Ne 1

K NpuvKa3y MuHUCTepCcTBa 34paBoOOXpPaHeHns

Poccunckon ®egepalimm

oT 27 mapTa 2018 r. Ne 125H

Mopsapok

MeLunLMHCKOro obcnefoBaHna goHopa bronornyeckoro Matepmana

1. HacTosAwwmin nopsifok onpepenseT npasuiia NpoBefeHns MeauunHckoro obcnenosaHus joHopa
Bronoruyeckoro MaTepmana npu NPYXM3HEHHOM LOHOPCTBE (fanee COOTBETCTBEHHO - AOHOP,
MeauunHcKoe obcneaoBaHne) Ans Npon3BoACTBa BOMEAULMHCKMX KJIETOYHbIX MPOAYKTOB, B TOM YUC/iE B
Lenax NpoBeaeHnNs OOKANMHNYECKMX NCCNef0BaHNIA W (M) KNMHUYECKMX NCCNeoBaHuiA (fanee -
MeaunLMHCKoe obcnefoBaHue).

2. MegmumnHckoe obcnefoBaHue OCyLLECTBAAETCS B OPraHn3aLmsax, UMEOLWNX JIMLEH3NI0 Ha MeANLIMHCKYIO
LefATeNbHOCTh (fanee - MeAULMHCKasA OpraHn3aLmns), Ha OCHOBaHUM LOroBOpa MexXAy Takol opraHusalmen
1 npoussoamuTeneM bBMoMeaNLNHCKUX KNeTOYHbIX MPOAYKTOB (fafiee - 4OroBOP) 3a CHET YKa3aHHOro
nNpou3BoANTENS.
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YacTb 1 cTaTbu 28 denepanbHOro 3akoHa oT 23 ntoHA 2016 r. Ne 180-03 "O 6rioMegnLMHCKUX KNETOYHbIX
npopykTax" (CobpaHue 3akoHogaTenbCcTBa Poccunckon ®epepaunu, 2016, Ne 26, cT. 3849).

3. MeaunumnHckoe obcnenoBaHne NPOBOAUTCS MPU HAANYUKN MHADOPMUPOBAHHOIO A0OPOBOJILHOMO COrnacus
LOHOPa MK ero 3aKOHHOr0 NPeACTaBMTENS Ha MeANLIMHCKOE BMeLaTeNbCTBO C cobnoaeHnem
TpeboBaHWI, yCTaHOBAEHHbIX CTaTben 20 ®enepanbHOro 3akoHa oT 21 Hoabpsa 2011 r. Ne 323-93 "06
OCHOBaxX OXpPaHbl 340p0BbS rpakgaH B Poccuinckon ®epepaumn” (oanee - PenepasbHbli 3aKoH Ne 323-03).

CobpaHue 3akoHogaTenbCTBa Poccuiickon ®epepaumm, 2011, Ne 48, cT. 6724; 2013, Ne 48, cT. 6165; 2017,
Ne 31, cT. 4791.

4. MeguumHckoe obcnefoBaHUe NPOBOAMTCA B LieNiX BbiBAEHUS Y JOHOPa NPOTUBOMOKa3aHWUi
(abCONOTHBIX 1 OTHOCMTENbHLIX) AAS NOJYyYeHUs B1ONOrM4ecKoro MaTeprana, BKJIOYEHHbIX B MepPeYeHb,
nNpeayCMOTPEHHbIN NpunoXxxeHneM Ne 2 K HaCTosALWEMY NPUKa3y (fanee - NpOTMBOMNOKa3aHus).

5. MeauumnHckoe 0b6cnefoBaHNE OpraHM3yeTCs BpaioM MeaNUMHCKON OpraHm3aumm, ynoJHOMOYEHHbIM
PYKOBOAUTENEM 3TON OpraHu3aumm (Lanee - ynoNHOMOYEHHbIA BpaY), 1 BKOYaeT B cebs:

1) cbop aHaMHe3a, BKOYasA OLEHKY (haKTOPOB pUCKa Haan4Msa NPOTMBOMOKa3aHui (CHOPMMPOBABLLMXCS
NPUBLIYEK N MOAENEN NOBEAEHNS);

2) aHanu3 CBeeHui, CoAepXallnxcsa B MeAMLMHCKON AOKYMeHTaLumn AOHOPa, @ TakXe CBeAeHuNn,
Nosy4YEeHHbIX B NOPSAAKE, NPeayCMOTPEHHOM NMYHKTOM 8 4YacTu 4 cTaTbn 13 PepepasibHOro 3akoHa Ne 323-
®3;

3) U3nKabHbIA OCMOTP OOHOPA;

4) nabopaTopHble NCCNIef0BaAHUS:

a) onpepeneHne aHTuTen knaccos M, G (IgM, 19G) k Bupycy nMmyHopeduLmTa Yenoseka BAY-1 n BUY-2 B
KpOoBWU;

6) onpepneneHne aHTuTen knaccos M, G (IgM, 19G) Kk aHTUreHy BupycHoro renatuta B (HbsAg Hepatitis B
virus) n aHtuTen knacco M, G (IgM, 1gG) K aHTUreHy BupycHoro renatuta B (HbcAg Hepatitis B virus) B
KpoBY;

B) onpegeneHne aHTuTen knaccos M, G (IgM, 19G) k BupycHomy renatuty C (Hepatitis C virus) B KpoBsu;

r) npoBefeHue peakumn BaccepmaHa.

6. Mpu MegmuUMHCKOM 06CiefoBaHMN MOTYT YYUTBIBATLCA Pe3ybTaTbl MEAULIMHCKAX OCMOTPOB,
AncrnaHcepu3aLmm, nccnegoBaHnii, NPoBeAEHHbIX He paHee YeM 3a 12 MecaueB 40 AHA NpoBedeHuns
MeLMLMHCKOro 06cneoBaHNS, NOATBEPXKAEHHbIE MEAULVHCKUMN LOKYMEHTaMMN AOHOPA.

7. Pe3ynbTaThl MEANLUUHCKOrO 06cefoBaHMA JOHOPA BHOCATCS B €r0 MeAULUMHCKYO LOKYMEHTaLUNo
(MeonuUMHCKaa KapTa NauneHTa, NoayYatoLero MeanLNHCKYI0 MOMOLLL B aMBynaTOPHLIX YCIOBUSX, UK
Me[MLMHCKasA KapTa CTaluMoHapHOro 601bHOM0), Ha OCHOBE KOTOPbIX YNOJHOMOYEHHbIM BPa4oM
hopMuMpyeTCa BbIBOA O HAaNU4MmK (OTCYTCTBMM) NPOTUBOMOKA3aHUA 1 3aBEPSETCS ero NOANUCHI0 U NeYaTbio
(MpW HanM4YUKM) MeANLNHCKOWN oOpraHmn3aLumm.

®opma Ne 025/y, yTBEpP)KAEHHASA NpUKa3oM MUHMCTepCTBa 34paBooxpaHeHns Poccmnckon ®epepaumm ot
15 pekabps 2014 r. Ne 834H "0O6 yTBEPXKAEHNMN YHUPULMPOBAHHBIX POPM MEANLNHCKON AOKYMEHTaLNN,
NCMNO/b3yeMbIX B MEAULIMHCKUX OPraHu3aLmsax, 0Ka3blBaloLWnX MeANLMHCKYO NOMOLLb B aMBynaTOPHbIX
yC/I0BUSAX, N NOPALKOB MO MX 3aMojHeHu0" (3apernctpuposaH MMHUCTEPCTBOM IOCTULUM PoCCUncKom
®epnepaumnm 20 despansa 2015 r., perncTpaunoHHbin Ne 36160).

MpunoxxeHune Ne 2

K Npuvka3sy MnHucTepcTaa
3[1paBOOXPaHEHNs
Poccuinckon degepaunmn

oT 27 mapTa 2018 r. Ne 125H
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MNepeyeHb

NPOTMBOMOKa3aHWM (abCONOTHBLIX 1 OTHOCUTENbHbIX) AAS NOJyYeHMs BUONOrM4eckoro MmaTepmana

|. ABCONOTHBIE MPOTMBOMOKa3aHNS 415 NOJyHeHNS

Bronornyeckoro MaTeprana gas NPOM3BoACTBa OBMOMENLMHCKOMO

KNeTOYHOro NPOAYKTa (3a UCKYEHNEM NPOU3BOACTBA

ayTONOrMYHOro BOMeaNLMHCKOro KIETOYHOro NpoayKTa)

1. 3aboneBaHnsa HEACHOW 3TUOOT UM B aHAMHe3e.

2. OHKonornyeckme 3abosesaHns B aHaMHese.

3. bonesHb KpenTudenbaTta-9koba B aHamMHe3e 1 NOA03PEHNE Ha Hee.

4. boicTpornporpeccupyloLlas AeMeHLUNs B aHaMHese.

5. TpaHcnnaHTaums (Nnepecanka) poroBuLbl UK TBEPAON MO3roBo 060J104KU B aHaMHE3e.

6. He[OKYMEHTNPOBaHHbIE HENPOXNPYPruYeckme BMeLlaTebCTBa C HapyLleHneM TBepA0A MO3roBou
0bon104KN.

7. JleyeHune neKkapCTBEHHbIMU NpenapaTamMu, NoJly4eHHbIMK U3 rnnodusa YesoBeka, B aHaMHese.

8. Hanun4yne B KpOBM aHTUTEN K BUPYyCaM UMMyHogeduumTa Yenoseka B/Y-1 n BUY-2, Bupycam renatuta B
1 C (3a NCKNTIOYEHNEM CNTyYaeB NPOBeLEHNS NPODUNAKTUYECKNX MPUBMBOK MPOTWNB BUPYCHLIX FeNaTUTOB B
aHamHese).

9. Cudmnnc B aHamHese.

10. XpoHu4eckme CMCTeMHbIE ayTOMMMYHHbIe 3ab0neBaHUs B aHaMHe3e, KOTOpble MOryT MOBAUATL Ha
Ka4yecTBo bmosormyeckoro Matepuana.

Il. OTHOCKTENbHbIE MPOTUBOMOKA3aHUA 411 MONyYeHNs

Bronoruyeckoro MaTepmana gnas NPom3BoLcTBa OBMOMESNLMHCKOMO

KJIETOYHOr 0 NPoAyKTa (3a UCKJII0YEeHMeM NPoOU3BOACTBA

ayTONOrnYHOro GoMeanLMHCKOro KNeTO4HOro NpoayKTa)

1. NHekumoHHbIe 3aboneBaHmns nobol 3Tnonorny (B ToM yncne Tybepkynes), Unn JIoKanbHbIA
NH(EKLMOHHBIN NpoLece (Ha AaTy noay4yeHns 6rnonornyeckoro MaTepmana v 4o npekpaLLeHns
NH(EKLMOHHOro npoLecca).

2. Tepanns UMMYHOCYNPECCUMBHBLIMU NIEKAaPCTBEHHLIMW NpenapaTaMmn Npy NoAyYeHUN KNeTOK KPOBY MK
KpPaCHOro KOCTHOro Mo3ra (Ha faTy nony4yeHus 6nonorn4eckoro MaTepumana v 4o NpekpaLLleHns npuema
yKa3aHHbIX 1eKapCTBEHHbIX MPenapaToB M BOCCTAHOBJIEHNSA KPOBSHbIX POCTKOB).

3. Tepanna nekapcTBeHHbLIMW NpenapaTaMun, KOTOPbIE MOTYT NOBANATL Ha Ka4yeCTBO B1ONOrn4eckoro
MaTepuana (Ha gaTy noay4eHus 6UoNorm4ecKkoro MaTepuana n 4o NCTeveHns 6 NepmoaoB NoJyBbiIBEAEHNS
JIeKapCTBEHHOr 0 npenapaTa 13 opraHvM3Ma 4OHOpa B COOTBETCTBUM C UHCTPYKLMEN MO NPUMEHEHUNIO
NeKapCTBEHHOro nNpenapara).

4. Bo3gencTeme A00BUTbIX UM TOKCMYECKUX BELLECTB Ha OpraHun3M LoHOopa.

5. MpoBefeHne npodunakTUYeCcKnx NpMBMBOK C NPUMEHEHNEM BaKLIMH, COAEPXALLMX XNBON BUPYC (40
ncTeveHus 1 roga ¢ gaThbl BaKUMHaLMK).

6. bepeMeHHOCTb (Ha AaTy nonyyYeHns BMONOrnYeckoro maTepuana).

7. OcyLlecTB/IeHNE FPyAHOro BCKapManBaHus (Ha gaty noay4eHumsa bmonormyeckoro matepuana).

[ll. ABCONOTHbIE MPOTUBOMOKA3aHUA 411 MOJyYeHNs

Bronoruyeckoro MaTeprana Ans NPOM3BOACTBA ayTONOMMYHOr0 BOMEANLIMHCKOrO KIETOYHOr0 NpoayKTa
1. PUCK pa3BUTUS HEXXenaTesbHbIX peakuni nan 3aboneBaHnii, BOSHNKAIOLWMIA BCNEACTBME MOYYEHNS
Bronornyeckoro MaTepmana, NPeBbILLIAIOLNA N0b3Y OT BO3MOXHOI0 NPUMeHeHns BruoMeanLnHCKOro
KJIETOYHOr0 NPOAYKTa, MPON3BEAEHHOr0 U3 AaHHOro Bruosornyeckoro MmaTepuana.

2. 3aboneBaHns (COCTOAHUS), OTPULLATENBHO BAMAIOLLNE HA Ka4eCcTBO B1oNornyeckoro Matepmana.

IV. OTHOCUTENbHbIE NPOTMBOMNOKA3aHWUA A5 NOSyYeHUs

fronornyeckoro MaTeprana gns NPOM3BOACTBA ayTONOMMYHOr0 BOMEANLIMHCKOr0 KJIETOYHOI0 MPOoAyKTa
OcTpble nHpeKUnoHHbIe 3aboneBaHus y foHopa 61MONOrMyeckoro MmaTteprana, NpeacTaBasoLWLMe ONacHOCTb
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4519 OKpY>XaloLWwmx (Ha aaTy noJiydyeHms 61UonormMyeckoro MaTepmnana n go npekpaLleHns MHOEKLUNOHHOro
npouecca).
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