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MockBa

00 yTBep:KkaeHHH
NOpSAKa MeJHIHHCKOr0 00C/1e0BAaHAS JOHOPAa OHOJIOrHYECKOro MaTepuaia
H Nepe4Hs NPOTHBONOKA3aHUH (a0COTIOTHBIX H OTHOCHTEJIHHBIX)
AJIS IOJTydeHHs1 OHOJIOTHYECKOro MaTepuasa

B cooTBercTBUU ¢ "acThIO 3 cTaThu 34 PenepanpHOro 3akoHa ot 23 uroHa 2016 1.
Ne 180-®3 «O GrHOMeIUIMHCKHUX KIECTOYHBIX mpoaykrax» (CobpaHne 3aKOHOAATENhCTBA
Poccuiickoii @eneparu, 2016, No 26, ct. 3849) u nognyHKTOM 5.2.207* Tonoxenus
0 MunucrepctBe 3apaBooxpaHeHuss Poccuiickoii ®exepanyy, YTBEPKIAEHHOIO
noctaHoBieHreM [IpaButenscTBa Poccuiickoit @enepanun ot 19 urons 2012 r. Ne 608
(Cobpanue 3akoHOmarenbcTBa Poccuiickoit ®@epepanumu, 2012, Ne 26, cr. 3526; 2013,
No 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct1. 4386; Ne 45, ct. 5822; 2014,
No 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, c1. 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,
Neo 28, ct. 4741; Ne 34, ct. 5255; No 49, cr. 6922; 2017, Ne 7, cT. 1066; Ne 33, ct. 5202;
Ne 37, cr1. 5535; Ne 40, ct. 5864; Ne 52, cT. 8131), npu ka3 bl Balo:

YTBepauTh:

HOPSAOK MEOUIIMHCKOTO O0CiIeNoBaHHs JOHOpa OHOJIOTMYECKOTO Marepuana
COTJIaCHO MpunokeHuto Ne 1;

IiepeveHb IIPOTHBOIMOKA3aHMi (a0COMOTHBIX M OTHOCHTENBHBIX) I1 HONy4YEHHs
OHOOTHYIECKOro MaTepraia COrIacHO MPHIIOKEHUIO Ne 2,

Bpwo Munucrtpa J.B. Kocrennukos



ITpunoxenue Ne 1
K IpuKka3zy MuHucCTEpCTBA 34paBOOXPaHEHHS
Poccuiickoit ®enepanuu
ot «27» mapta 2018 r. Ne 1251

Iopsigok
MeJHIHHCKOro 06c/ieJOBaHHUs JOHOPA OHOJIOrHYeCKOro MaTepHaJa

1. Hacrosamuii nopsok olpeaenseT IpaBuila [POBEACHHS MEIUIMHCKOTO
obcrieoBaHUs JOHOpa OHOJOTMYECKOTO MaTepualia INpH MPWKU3HEHHOM JIOHOPCTBE
(mamee COOTBETCTBEHHO — JOHOp, MEAUIMHCKOEe OOClefoBaHME) A IPOH3BOACTBA
OMOMEAMIIMHCKUX KJIETOYHBIX MPOAYKTOB, B TOM 4YHCI€ B LENAX IPOBEICHUAL
NOKIMHAYECKUX HCCIeOBaHUA W (WIH) KIMHHUYECKHX HCCIeoBaHUN (Jaee —
MeIULHCKOe 00ciieoBaHme).

2. MeauuuHCcKoe OOCNEOBaHUE OCYIIECTBISETCS B OpraHM3anMaX, HMEMOLIUX
JANEH3UI0 Ha MENUIMHCKYIO [esTeJbHOCTh (Jalee — MeIWIMHCKas OpraHM3allvs),
Ha OCHOBaHMM JOroBopa MEXJy TaKOW OpraHu3alMed M  IPOU3BOJAUTEIEM
OMOMEAMIIMHCKUX KIETOYHBIX IPOAYKTOB (Jajee — JOroBOp) 3a CYeT YKa3aHHOIo
TIPOM3BOIHTENIS .

3. MeguuuHCKOe 06CHe0BaHHE MPOBOAUTCS TNPH HATMYMKM HH(OPMHPOBAHHOIO
IOOPOBOJIBHOTO COTJacHsi JAOHOpa WM €ro 3aKOHHOTO IPEACTaBUTENs Ha MEIHIMHCKOE
BMeEIIaTEeNbCTBO ¢ COOMIOeHNEM TpeOOBaHM, yCTaHOBIEHHBIX cTaThel 20 DenepaisHOro
3akoHa OT 21 HosOps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHBI 30pOBBS TPaXJaH B
Poccuiickoii ®enepanun»’ (qanee — @enepanbubiii 3akod Ne 323-03).

4. MeauuuHcKkoe oOcnenoBaHHE INPOBOAMTCA B IENAX BBIABICHUA Y JOHOpa
IIPOTHUBOMOKA3aHMii (aOCONIOTHBIX ¥ OTHOCHUTENBHBIX) AJIS IOMY4YeHHs OHONIOTHYECKOro
Marepualia, BKJIIOYEHHBIX B TepeYeHb, NPeAyCMOTPEHHBIH mpuioxeHueM Ne 2
K HacTOsIIeMy NpUKa3y (Jajiee — MPOTHUBONIOKA3aHHS).

5. MegunmHCcKOe 00ciie[oBaHNe OPraHU3yeTCs BpadoM MEIUIIMHCKOM OpraHu3alliH,
YIIOJIHOMOYEHHBIM PYKOBOIHUTENIEM STOM OpraHu3aiuu (Janee — yIoJIHOMOYEHHBIH Bpay),

U BKJIIOYAET B CeO:

! Yacte 1 crateu 28 denepansHoro 3akoHa oT 23 moHa 2016 r. Ne 180-®3 «O GHOMEIMLMHCKAX KICTOYHBIX MPOLYKTAX)»
(Cobpanue 3akoHomarenscTBa Poccuiickoit depepaumy, 2016, Ne 26, c1. 3849).

2 Co6panue 3axoHOAATENbCTBA Poccmiickoit @epeparmu, 2011, Ne 48, cr. 6724; 2013, Ne 48, cr. 6165; 2017, Ne 31,
cT. 4791.
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1) c6op aHamHe3a, BKIOUasi OLEHKY HaKTOPOB PUCKA HAIMYMS MPOTHBONOKA3aHHH
(chopMHIpOBaBIIMXCs IPUBBIYEK M MOJIENeH MOBEIEHU);

2) aHanu3 CBENEHWii, COfepXaluXCsd B MENUIMHCKOW JOKYMEHTalld JOHOpa,
a TaKXKe CBeIEHWil, MONYYEHHBIX B MOPSAJKE, HPeNyCMOTPEHHOM ITyHKTOM 8 dactu 4
crathu 13 @enepansroro 3akoHa Ne 323-@3;

3) bu3HKaATBHBINA OCMOTP JOHODA,

4) naGopaTopHBIE HCCIIENOBAHMS:

a) onpenenenue antuten knaccos M, G (IgM, IgG) x Bupycy HMMyHOIe(HUIMT
yenoseka BUY-1 u BUY-2 B kpoBH;

6) ompezenenme antuten kiaaccoB M, G (IgM, IgG) k aHTHreHy BHPYCHOTO
renatura B (HbsAg Hepatitis B virus) u anturen xnaccos M, G (IgM, IgG) k aHTureHy
BupycHoro renatuta B (HbcAg Hepatitis B virus) B kpoBy;

B) ompenenenue anturen KiaccoB M, G (IgM, IgG) x BupycHOMY remaTuTy C
(Hepatitis C virus) B KpoBH,

r) mpoBeieHue peakiuy Baccepmana.

6.TIpy  MemWIMHCKOM  OOCIEOBAHMM  MOTYT  YYHTBIBATBCH  PE3yJBTaThI
MEIULIHCKAX OCMOTPOB, IUCHaHCEpH3alluM, HCCIEJOBaHUM, NPOBEJCHHEIX HE paHee
geM 3a 12 MecsileB [0 JHS NPOBEIEHHUS MEAULIUHCKOTO 00CIeN0BaH s, IOATBEPKICHHBIE
MEIUIMHCKIMHY JJOKyMEHTaMH IOHOPA.

7. Pe3ynbraThl MEAULITHCKOTO o0cieJoBaHUs IoHOpa BHOCSITCSI
B €ro MEIHIHMHCKYI0 JOKyMEHTaluio (MEIMIMHCKas KapTa MalleHTa, MOJy4aroIlero
MEIULMHCKYI0 IOMOIIb B aMOyJIaTOPHBIX yCIOBUSX’, WIM MeJUIUHCKas KapTa
CTALIOHAPHOTO GONBHOr0), HA OCHOBE KOTOPBIX YHOJIHOMOYEHHBIM BPaioM dopmupyercs
BRIBO O HaMM4u¥ (OTCYTCTBHH) IPOTHBOIIOKA3aHUHA M 3aBEpPACTCS €ro IOAIMCHIO

H IICYaThbiO (HpI/I HaJ'II/I‘—II/II/I) MCHHHHHCKOﬁ OpraHu3alnu.

3 @opma Ne 025/y, yTBepkIeHHas MPUKA3oM MHHHCTEPCTBA 3ApaBOOXpaHEHHA Poccuiickoli ®enepaunu ot 15 nexabps
2014 r. Ne 8341 «OG yTBepACHHH YHUGHIMPOBAHHBIX HOpM MeIUIHHCKOM JOKYMEHTALUH, UCTIONB3YEMBIX B MEAUIIMHCKHX
OpTaHU3alyAX, OKA3BIBAOUIMX MEIMIMHCKYIO TOMOWb B aM0yJIaTOPHBIX YCIOBMAX, ¥ TOPAAKOB IO HX 3arONHECHHIO»
(3aperucTprpoBaH MHHHCTEPCTBOM FOCTHLIAH Poccuiickoit ®enepammuu 20 despans 2015 r., perucTpauuoHHbLH No 36160).




Ipunoxenue Ne 2
K IpuKa3sy MUHHCTEpCTBA 3ApaBOOXPaHEHS
Poccutickoit @eaepanuu
oT «27» mapta 2018 r. Ne 1251

Ilepeuyenn
NpPOTHBONOKA3AHHI (aGCOTIOTHBIX H OTHOCHTE/ILHBIX)
JJIs MOJIy4eHHs1 OHOJIOrHYeCcKOoro MaTepuaJia

I. AGcooTHBIE MPOTHBONOKA3AHHSA
AJIS OJIyYeHHs1 OHOJIOTHYeCKOro MaTepHaJia Iist IPOU3BO/JACTBA
OHOMeIMIIHHCKOI0 KJIeTOYHOro NPoAYKTa (32 HCKII0YEHHEM NMPOU3BOACTBA
AYTOJIOrHYHOT0 GHOMETHIHHCKOr0 KJIETOYHOI0 NPOAYKTa)

1. 3a6oseBaHus HESICHOM STHOJIOTUY B aHaMHE3e.

2. OuKonoruyeckue 3a00eBaHus B aHAMHE3E.

3. Bonesns Kpeiiriidenpara — SIkob6a B aHaMHe3€ WK TOJO3PEHKE Ha HEE.

4. BricTporporpeccupyoas JeMEHIIUS B aHaMHe3€e.

5. TpaHcIUaHTanus (mepecajka) POroBHILI MM TBEPAOH MO3rOBOH 00ONOYKH B
aHaMHe3e.

6. HenoxyMeHTHpOBaHHbIE HEHPOXMPYPrHYeCKHe BMELIATENECTBA C HAPYIICHHEM
TBEPIOi MO3roBOi 000JIOUKH.

7. Jledenue neKkapCTBEHHBIME MPENapaTaMy, MOTyIeHHBIMU U3 THIO(H3a YeI0BeKa,
B aHAMHE3E.

8. Hanuure B KpOBH aHTUTEN K BHpycaM HMMyHojeduuura 4venoeka BIY-1
u BUWU-2, Bupycam rematuta B m C (3a HCKIIOYEHHEM CJy4acB IIPOBEICHUA
po(HUIAKTHYIECKHMX PUBUBOK IIPOTHB BUPYCHBIX TENATHTOB B aHAMHE3E).

9. Cuduuc B aHaMHe3e.

10. XpoHHUECKHE CHCTEMHBIE ayTOMMMYHHbIE 3200JeBaHK] B aHAMHE3E, KOTOPBIC
MOTyYT HOBJIHATH Ha Ka4€CTBO OHOIIOrHIEeCKOro MaTepHaa.

II. OTHOCHTEIbHBIE IPOTHBONOKA3AHHUS
JJISl IOJIyYeHHs1 GHOJIOrHYeCKOro MaTepuaJia Ijis IPOH3BOACTBA
GuOMeNHIHHCKOI0 KJIETOYHOro NPoayKTa (32 HCKJII0YeHHeM NPOH3BOACTBA
AyYTOJIOrHYHOro GHOMEIHIHHCKOro KJIETOYHOTO IPOAYKTa)

1. VinbeximonHbIe 3a601eBaHus TIO60H STHONOTHH (B TOM YHCIe TyOepKyes), Wiu
NOKAIBHBIH MH(EKITHOHHBIH npolece (Ha JaTy MONy4eHus] OHONOrHIecKOro MaTepuana 1
10 TIpeKpaIeHus HH(EKIIOHHOro MPOLECCa). i

2. Tepanus HMMYHOCYIPECCUBHEIMH JIeKapCTBEHHBIMHU npenapaTaMy
Ip¥ IIOJNyYeHHH KJIETOK KPOBH MJIH KpacHOrO KOCTHOTrO Mo3ra (Ha paty NONy4eHHus
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OUOJIOTMYECKOr0 MaTepuajia W J0 MNpeKpalmicHUs IpueMa yKa3aHHBIX JICKapCTBEHHBIX
TIPENapaToB ¥ BOCCTAHOBIICHHS KPOBSHBIX POCTKOB).

3. Tepanus JleKapCTBEHHBIMHU IIpeNapaTaMH, KOTOPhIE MOTYT HOBIHSITH HA Ka9e€CTBO
OUONIOTMYECKOro MaTepHana (Ha JaTy HOJNydYeHUs OMOIIOTMYECKOrO Marephaia H Jo
JcTedeHdss 6 IepHOMOB IOJNYBHIBEICHUS IJIEKapCTBEHHOIO IMpemapara K3 OpraHusMa
JIOHOPa B COOTBETCTBHHM C HHCTPYKLHEH 110 IPUMEHEHHIO JIEKapCTBEHHOTO MPENapara).

4. BosaelicTBHe SIOBUTHIX HIIH TOKCHYECKUX BEIIECTB HA OPTaHU3M JOHOpA.

5.TlpoBenenne NpOoQUIAKTUYECKMX [PUBMBOK ¢ TNPHUMEHEHHEM  BaKIUH,
COJIepKAIIMX )XUBOU BUPYC (X0 HCTeUeHH: | rojia C NaThl BAaKIUHALIUH).

6. BepeMeHHOCTD (Ha aTy HONyYeHUs! GHOOTMYECKOTo MaTepHaa).

7. OcymiecTBiieHre  IPyJHOrO  BCKapMiuBaHus  (Ha  Jary — MONYYeHHA
OHOJIOTMYECKOTO MaTepHana).

III. AGcoOTHBIE MPOTHBONOKA3AHHUA
AJIS OJIyYeHHsl OHOJIOrN4ecKoro MaTepHaJia JUisi MPOU3BO/ICTBA
AyTOJOTHYHOT0 OHOMEAHIHMHCKOI0 KJIETOYHOr0 NPOAYKTa

1. PHCK pa3sBHMTHS HEXeNaTelIbHBIX peaKiui Mnu 3aboneBaHui, BO3HHUKAIOIIMH
BCJIENCTBHE IIONyYeHHS OWOJIOTMYECKOr0 MaTepuana, MNpEBHIIAIONIMA  MONB3Y
OT BO3MOXHOTO IPHMEHEHHS GHOMeIUIMHCKOIO KIETOYHOTO NPOJAYKTa, IPOU3BEAEHHOIO
U3 JaHHOT'0 OHOJIOTHYECKOr0 MaTepuana.

2.3a6oneBaHus  (COCTOSHHS), OTPUIQATENBHO  BIUAIONIHE Ha  KauecTBO
OMOJIOTHYECKOr0 MaTepHraa.

IV. OTHOCHTE/IbHBIE HPOTHBONOKA3AHHS
AJISl mOJIy4eHHsi GHOJIOrHYeCcKOro MaTepuasa AJisi NPpOU3BOACTBA
AyTOJIOrMYHOr0 GHOMETHIIMHCKOr0 KJIETOYHOro MPOAYyKTa

OcTpsle HHQEKUHOHHBIE 3a00NeBaHMA y NOHOpPa OHOJOTHYECKOTO MaTepHaia,
Ipe/CTABIAIONIE ONACHOCTh U OKPYXAIOMHMX (Ha AaTy IOJNYYEeHHs OHONOTHIEeCKOro
MaTepuaia 1 JIo HpeKpalleHus: HHGEKIMOHHOTO MpoLecca).



