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B COOTBETCTBHH C 4acThio 8 cTaThi 38 MesepansHoro 3akoHa ot 21 Hoa6psa 2011 1.
Ne 323-®3 «0O6 ocHOBax OXpaHbl 310poBbs IpaxzaaH B Poccuiickoir @enepauun
(Cobpanne 3akoHomatenbctBa Poccmiickoif ®enepammm, 2011, Ne 48, cr. 6724)
¥ moxmyHkToM 5.2.188 Tlonmoxenus o MuHHCTepCTBe 3/ipaBooXpaHeHus Poccuickoi
defepalliy, YTBEPXKAEHHOro noctaHosnenreM IlpasutenscrBa Poccuiickoi Oenepauu
ot 19 uronst 2012 r. Ne 608 (Cobpanue 3akoHoparenscta Poccutickoit ®enepaunn, 2012,
Ne 26, c1.3526), i1 pMKa3BIBalo: '

1. Vreepauts mpwiaraeMsiii Ilopsanok opraHusanuv U IPOBEJCHUS 3KCIEPTH3bI
KadecTBa, 3Q(PEKTUBHOCTH U 6E30I1ACHOCTH MENULMHCKUX H3ACTUH.

2. [Ipu3HaTh yTpaTUBIIMMHU CHITY:

MpUKa3 MmunucrepcTBa 31paBOOXpaHEHHUS Poccuiickoi Oenepanuu
ot 21 nexabps 2012 r. Ne 13531 «O6 ytBepxaenuu [lopsiaka opranusaliy ¥ MpOBEACHHS
SKCTIepTH3Bl KadecTBa, J(PGEKTHBHOCTH M Ge30MacHOCTH MEIUUMHCKHX —H3JETHi»
(3aperucTpupoBaH MuHKUCTEPCTBOM focTHIMH Poccuiickol ®eneparyu 4 anpens 2013 r,,
peructpaionssiii Ne 27991);

[TpUKa3 MunucTtepcTBa 3ipaBOOXpaHEHUA Poccutickon ®enepanuu
or 3 wmious 2015 r. Ne 303 «O BHeceHMH HM3MEHEHHH B IpHKa3 MuHHCTEpCTBa
anpaBooxpaHeHus Poccumiickoit @emepaumn ot 21 gexkabps  2012r. Ne 13531
«O6 yrBepxmenun Ilopsnxa opraHM3allid M TIPOBENCHUS OKCIEPTH3bl KayecTsa,
5(phEKTHBHOCTH ¥  0€30IaCHOCTH  MENHIHHCKAX  M3[eNnui»  (3aperncTpHpoBaH
MunucrepcTBoM tocTuimm Poccuiickoit ®enepanun 1 mons 2015 1., perucTpalHOHHBIA
Ne 37862). Vi
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YTBEPXJIEH
MpHrKa3oM MUHKCTEpCTBA 3paBOOXPaHEHUS
Poccuiickoit ®exnepanuu
orlO» _wtrafprr 2020 1. N5

IopsiaoK OpraHU3alHU U NMPOBEACHHS IKCIIEPTH3bI Ka41eCTBa, 3¢ deKTHBHOCTH
H 0e30MacHOCTH MeTUIHHCKHX H3eani

I. OO0He mMoJ10KEeHHs

1. Hacrosumii Ilopsmok ompenenseT MNpaBWia OpraHW3allid M IPOBEICHUS
SKCIIEPTHU3BI KauecTBa, 3 (HeKTHBHOCTH U 6e30IMaCHOCTH MEIMIIMHCKUX M3JEIHNA B LEJsX
rOCyJIapCTBEHHOM pErucTpalMyd MEeIUIUHCKUX H3Aenuid 1ubo B IEIIX BHECEHMS
W3MEHEHHMIM B JIOKYMEHTBI, COJEpXXallliecs B PETHCTPAallMOHHOM [JOChE, a TaKXKe
SKCIIEPTH3bI KauecTBa, 3 HeKTUBHOCTH 1 6€30MaCHOCTH MEAUIMHCKHX U3JENUM C HU3KOH
CTEINEHBIO MMOTEHI[HAILHOTO PUCKa UX IIPUMEHEHHUS, B OTHOIIEHUH KOTOPHIX YCTaHOBIICHBI
O0COOEHHOCTH TOCYIApCTBEHHOW pEeTrucTpalyy, MO MEPEYHIO COINACHO IPUIIOKEHHIO
k IlpaBWiaM rocyJapCTBEHHOH PErHCTpallMd MEAMUMHCKHMX H3MENU#, YTBEPKACHHBIM
nocraHoenenneM IIpasurensctBa Poccuiickoit ®enmepauum ot 27 gexabpa 2012r.
Ne 1416' (mamee cCOOTBETCTBEHHO — TiepeyeHb, lIpaBwia), IPM HAIMYAU OCHOBAaHWH,
npenycMoTpeHHsIX myHKTamu 20, 39, 57(14) [Ipasui.

2. DKcmepTu3a KayecTBa, 3PPEeKTHBHOCTH U 6€30IMaCHOCTH MEIUIMHCKUX HU3AETHI
OCHOBBIBAa€TCS Ha IPUHIMUIIAX 3aKOHHOCTH, COOJIOJEHUS IIpaB U CBOOOJ 4elIoBeKa
U TPaXJaHWHA, IPaB IOPUIMYECKOTrO JIHIA, HEe3aBUCHMOCTH 3KCIEpTa, OOBEeKTHBHOCTH,
BCECTOPOHHOCTH ¥ IIOJHOTHI HCCIEJOBaHUH, IPOBOJUMEIX C HCIOJIb30BAHHEM
COBPEMEHHEIX JOCTIDKEHHH HAyKH W TEXHHMKM, OTBETCTBEHHOCTH 3KCIIEPTHOTO
yUpEKIEHHUS U SKCIEPTOB 32 IPOBEICHUE U Pe3yIbTaThl SKCIIEPTU3EL.

3. Dkcmeprtusa KauecTBa, 3ppeKTUBHOCTH U 6€30I1aCHOCTH MEAMIMHCKUX H3JeIUi
poBOIUTCS (heJlepalbHBIM roCcy1apCTBEHHBIM OIOKETHBIM YUPEXKACHHEM, HAXOAAIIUMCS
B BemeHuH PenepanbHoii CayxObl 1O Haa30py B cdepe 3IpaBOOXpaHEHHS (nanee
COOTBETCTBEHHO — JKCIIEPTHOE YUpEXAEHHEe, PETHCTPHUPYIOLIUHA opraH), Ha OCHOBaHUM
3aflaHdil  PETHCTPUPYIONIEr0o OpraHa Ha MpPOBEACHHE  JKCIEPTU3Bl  Ka4yeCTBa,
3¢ dexTHBHOCTH U 6€3011aCHOCTH MEJULIAHCKUX M3IEIHIA.

4, 3amaHve PETHCTPUPYIOIIET0 OpraHa Ha IPOBEICHHE ODKCIIEPTU3Bl KavecTna,
5((GeKTHBHOCTH ¥ 0e30MacCHOCTH MEIMLMHCKUX M3IENUM MOXET OBITh HaIpaBlIeHO
B SKCIIEPTHOE yUpexAeHHe Ha OyMmMaxXHOM Hocutene 00 B (opMe 3IEKTPOHHOIO
IOKYMEHTA, IIOAIMCAHHOTO 3JIEKTPOHHOM IOATIHCHIO.

5. Dkcreprusa KavecTBa, 3 ()eKTUBHOCTH ¥ O€30MaCHOCTH MEAULIMHCKUX M3EIHI
B ILIeJIIX HX TOCYJapCTBEHHOH PErvucTpalyl IPOBOJUTCS 3KCHEPTHBIM YYPEXKIECHHEM
TO3TAIIHO

a) MEpBHIA 3Tall — OKCHEpTH3a 3adBICHHSA O TOCYJAapCTBEHHOW pErMCTpalyy
MEIULIMHCKOrO H3JeNds M JIOKYMEHTOB, YKa3aHHBIX B IyHkre 10 Ilpaswun,

! Cobpanwe 3akonogatensctsa Poccuiickoit @enepanun, 2013, Ne 1, cr. 14; 2020, Ne 12, ct. 1792.
? Iynkr 21 Tpasun.



JJIs OTIpEZiEeNICHAS BO3MOXHOCTH (HEBO3MOKHOCTH) NPOBECHHS KIMHHIECKUX UCIIBITAHUH
MEIULMHCKOro u3fenus (3a HCKIIOUEHHeM MeIMUMHCKMX M3fenuii 1  Kiacca
MOTEHLMAIGHOTO DHCKA NPUMEHeHHs® ¥ MEIMIMHCKMX H3JeNHH I JTHATHOCTHKH
in vitro, a TaKKe MeIUIMHCKHX H3/IeJINii, BKIIIOYEHHBIX B [IEPEYCHbD);

0) BTOpOIi 3Tall — 3KCIEPTU3a MOJHOTHI H pPe3yIbTaTOB IPOBEIEHHBIX TEXHIHECKHX
MCTIBITAHM}, TOKCHKOJIOTMHYECKHX HCCIEIOBAHNMN, KIHHMYECKMX HCIBITAHHH, a Takke
HCIIBITAHUI B IEIIX YTBEPXKISHHA TUIIA CPEICTB U3MEPEHUH (B OTHOLIEHHH MEMLIUHCKAX
M3OENUH, OTHOCAIMMXCS K CpelcTBaM W3MepeHHil B cdepe rocynapCTBEHHOIO
pEryIMpoBaHus oOecreueHuss €AWHCTBA M3MEPEHMH, NEPEYeHb KOTOPHIX YTBEPKIACTCS
MununcTtepcTBoM 3apaBooxpaHenus Poccuiickoit ®enepamum (manee — IlepedyeHs
MeTHIMHCKMX M3NENHii, OTHOCAIIMXCSA K CPeiCTBaM M3MepeHmii)’ (Iamee — 3KCTepTH3A
TIIONTHOTHI M PE3YJIFTATOB MPOBEJCHHbBIX UCIIBITAHUH U HCCIIEJOBAaHMH).

6. Ilpu mpoBemeHMH O3KCIEPTH3Bl KadecTBa, 3(PGHEKTHBHOCTH M O€30IaCHOCTH
MEAMLMHCKUX u3fenuii 1 Kiacca MOTEHIIMATBHOIO0 PUCKAa NPUMEHEHHS U MEIMLHMHCKHX
W3nenuil Uld JMAarHOCTHKHM in Vitro B IeNsIX HUX TOCYAApCTBEHHOH pETrHCTpaliu
SKCIIEPTH3a 3asBIE€HHS O TOCYNAPCTBEHHOM pEruCTpald¥ MEIUIMHCKOTO W3
M [JOKYMEHTOB, ykaszaHHbIXx B myHKTe 10 IlpaBumn, ocymiecTBisercs OIHOBPEMEHHO
C IpPOBEIEHMEM OKCIEPTU3Bl MOJHOTHI U PpE3yJbTaTOB IPOBEAEHHBIX HCIBITAHHMA
U VICCJIEIOBAaHUM.

7. Dxcmeprusa KauecTBa, S(GQGEKTHBHOCTH M 0€30MaCHOCTH METUIMHCKOIO
W3/IeNus, BKIIOYEHHOTO B IIEpedYeHb, IIPOBOJUTCS B COOTBETCTBHH C IOAIYHKTOM «O»
nyHKTa 21 HpaBI/IJI6.

8. DkcmeptH3a KauecTBa, 3(PQEeKTUBHOCTH M 0€30MacCHOCTH MEIMIMHCKOIO
u3genuss B LENIX  BHECEHHMS  H3MEHeHMH B JOKYMEHTBI, COJepXKalluecs
B PETHCTPAIIMOHHOM JOChE, IIPOBOIUTCA OKCIEPTHBIM YUYPEXAECHMEM B IOPSAJKE,
AHAJIOTHYHOM  IIOPSAKY  IIPOBENEHUS  OKCIepTH3bl  KadecTBa, 3(GEKTHBHOCTH
¥ 0e30MacHOCTH MEAMIUHCKUX M3JeNUid B IENAX HX [OCYJapCTBEHHOM PETHUCTPAIHH
B COOTBeTCTBMM ¢ mnyHkToM 21 IlpaBun, B ciydae ecind peruCTpUpYIOLIUM OPraHOM
II0 pe3yJbTaTaM IPOBEPKH IIOJHOTHI M JOCTOBEPHOCTH CBEICHHM, CONEpKalIUXCs
B IIpeICTaBJIEHHBIX JOKyMEHTaX, YCTAHOBIEHO, YTO BHECEHME 3asBJIECHHBIX M3MCHEHUH
BJIeUET U3MEHEHHUE CBOMCTB M XapaKTEPUCTHUK, BIMAIONIMX HA KayecTBO, 3((eKTHBHOCTD

} HomenkmaTypHas KiaccHUKanus MeJMIMHCKHX H3IENUil MO KlaccaM B 3aBHCHMOCTH OT NMOTEHLMAIBHOrO PUCKA HX
NpUMEHEHNS, YTBEp)KACHHAs MPHUKa3oM MUHHCTepCTBa 31paBooxpaneHns Poccuiickoit ®enepauun ot 6 mons 2012 r. Ne 41
«O0 yTBEpKAEHHH HOMEHKIATYPHOH KIaCCHOUKANMN MEAUIMHCKUX H3IEIHI» (3aperucTpupoBad MHUHHCTEPCTBOM HOCTHIMH
Poccuiickoit ®@epepauun 9 mons 2012 r., perucrpauuoHHBIM Ne 24852), ¢ HM3MCHEHHMAMH, BHCCEHHBIMH TPHKa3oM
MuHHCTEpCTBAa 31paBooXpaHeHus Poccuiickoit ®Denepamuu or 25 ceHtabps 2014 r. Ne 557H (3apeructpupoBaH
MuHHCTEPCTBOM IocTHIMHA Poccuiickoit ®enepawun 17 nexabps 2014 r., peructpaimonssiit Ne 35201).

* Tlopagok TpoBeNeHHA OLEHKM COOTBETCTBMSA MEJMUMHCKMX wW3enuii B QopMe TEeXHUYECKMX HCHbITaHHIA,
TOKCHKOJIOTHYECKHX HCCIEIOBaHHM, KIMHUYECKUX HCIBITAHAH B LEX TOCYJapCTBEHHOW DPErHcTpanuy MeTHIIHHCKUX
W3eNINi, yTBepKIeHHBIH mpukazoM MHHHUCTepCTBa 3ApaBooxpaHeHus Poccuiickoii ®@enepamyu ot 9 susaps 2014 r. Ne 2x
(3apermcTpupoBan MunuctepcTBoM foctuuuu Poccuiickoit ®enepamuu 3 ampens 2014 r., peructpaumonHsid Ne 31813),
¢ M3MEHEeHWs MH, BHECEHHLIMH MpHKa3oM MunucTepcTBa 31paBooxpaneHus Poccuiickoii ®enepaunn ot 22 ampens 2019 r.
Ne 239m (3apeructpupoBad MunuctepcTBoM toctuimu Poccumiickoii @enepanpm 25 mona 2019 r., perucTpaudoHHBIA
Ne 55026).

5 TlopsmoK NpoBeleHHs HCHBITAHUII B LENAX YTBEPXKACHHMS THNA CPEICTB M3MEPEHMI, a Takke NepevHs MeANIHHCKHX
m3Jenuii, OTHOCAIIUXCA K CPEACTBaM H3MepeHHl B cdepe TrocylapCTBEHHOrO PerylTHpOBaHMA OOECIEUCHHS €IMHCTBA
M3MEPEHHH, B OTHOLIEHHH KOTOPLIX IPOBOAATCA UCHBITAHIA B LEJAX YTBEPKACHHSA THIIA CPEACTB U3MEPEHUH, YTBEP/KICHHBIH
npukazoM MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoif ®Pemepauun ot 15 aerycra 2012 r. Ne 89m (sapeructpupoBaH
MunucTepcTBOM 0CTHIHA Poccutickoit @eneparnu 25 nexabps 2012 r., peructpanmonHsiii Ne 26328).

8 Mynkr 57(15) [TpaBun.



M 0e30macHOCTh MEIMIMHCKOITO H3JENus, WIM COBEPLIEHCTBYET €ro CBOWMCTBA
¥ XapaKTEPUCTHKH TIPH HEW3MEHHOCTH (YHKIMOHAIEHOTO Ha3HAYEHHA U (WIIM) IIPHHIMIA
JefiCTBHS MeIMLUHUHCKOTO M3eHs .

9. Ilpu NpOBelEHHHM OSKCHEPTH3Bl KadecTBa, PGEKTUBHOCTH M 6e30MacHOCTH
MeIUIMHCKOrO0 H3JEIUS B IeNIAX BHECEHHS M3MEHEHUH B JOKYMEHTHI, COICpXamuecs
B PETHCTPALMOHHOM [OChe, IIPOBOAHMTCS IKCIEPTH3A 3ajABJEHUS O BHECCHUH H3MEHCHHH
B JOKYMEHTHI, COAEpXKaIlfecss B PErHCTPAllAOHHOM IOChe, W JOKYMEHTOB, YKa3aHHBIX
B nynkre 48 wuacrosmero Ilopsnakxa, a TakKe 3KCIepTH3a MOJHOTHL M pe3ylbTaToOB
IPOBEICHHBIX UCTIBITAHUH U UCCIIEI0OBAaHUH.

10. Dkcneprr3a KadecTBa, 3GPEeKTHBHOCTH U 6€30MaCHOCTH MEAUIMHCKUX W3ASTHI
TIPOBOJIUTCS KOMHCCHeENM JKCIepTHOro yupexaeHus (fanee — Kommuccus), cocrosimieit
U3 Tpex M OoJiee OSKCIIEPTOB, COCTaB KOTOPOH YTBEpXKAAeTCSs pacHOpsIUTETbHBIM
JOKyMEHTOM 3KCIIEPTHOTO YUPEKIECHHS.

11.B cocra Komuccum He MOryT OBITH BKIIOYEHBI B KayeCTBE JSKCIEPTOB
IpeCTABUTENM OpraHW3alUuii, NPOBOJHMBLIME TEXHWYECKHE WCIBITAHUA, M (WIH)
TOKCUKOJIOTMYECKHE HCCIEI0BaHuA, W (WIU) UCIBITAaHUA B LENAX YTBEPXKICHHSA THUIIA
CPEJICTB U3MepeHHit, U (M1) KIMHUYECKHE UCTIBITAH!UST JAHHOTO ME/IIIHHCKOTO H3/CIHS.

12. B coctaB Komuccumm MOTYyT OBITH BKIIOYEHBl 3KCIEPTHI, HE SBJIAIOIIAECS
pabOTHHKAMH SKCIEPTHOTO YUpPEXIEHHMs, 00Nanarolye COOTBETCTBYIOIIUMH 3HAHUAMH,
ONBITOM, HAaBBIKAMHM M KOMIIETEHIHSAMHU, IPU HAJIMYUM HX COITAcHsd, 3a HCKIHOUYEHHEM
SKCIIEPTOB, yKa3aHHBIX B MyHKTe 11 Ilopsaka.

13. DxcnepTsl, BKIIOYaeMbie B cocTaB KoMuUCCHH, JOIDKHBI 3HATh 3aKOHOIATENIbHBIC
M WHBIe HOPMAaTHBHEIE IpaBoBele aKTel Poccumiickoil ®exmepanuu B cdepe obpaiieHus
MeIUIMHCKHAX M3JEeNui, OpraHM3alii0 M IOpPSOOK IPOBEAEHHUS SKCIEPTU3, MOPAIOK
odOpMIIeHHs 3aKIIOYEHHIl KOMHCCHH DKCIEpPTOB, METOABl O0pabOTKM W aHamu3a
pe3y/IBTATOB NPOBEJEHHBIX OLEHOK COOTBETCTBMS MEIMLMHCKHX H3Ienuéi B Qopme
TEXHUYECKUX UCIIBITAHUM, TOKCHKOJIOTHYECKAX UCCTIEOBaHUM, KITMHAYECKHMX UCIIBITAHWH,
HCIBITAHUH MEIUIMHCKOTO H3MENUS B LENIX YTBepPXKAEHUSA THIA CPEACTB H3MEPEHHHU,
a TaKke HMeTh Bhicllee oOpa3oBaHHMe ¥ CTaX paboTel B MOApa3EeHHAX,
OCYILIECTBIIAIOLIMX WIH OO€CIeYrBalOMINX OCHOBHBIE BHJBI AEATEIBHOCTH IKCIEPTHOIO
yUpEeXIEeHNUs, He MEHee OJJHOTO roJa.

14. KoMneTeHIMIO SKCIEPTOB, BKIOYaeMbIX B cocraB Komuccuu, ompenenser
SKCIEPTHOE YUPEKACHHUE.

15.Tlpy mpoBeleHMH BKCIEPTH3Bl KadecTBa, SPGOEKTHBHOCTH M Ge30I1aCHOCTH
MEIUIMHCKAX H3IeNMil DKCIEPT HE MOXKET HAXOIUTHCS B KaKOH-MOO 3aBUCHMOCTH
OT OpraHa WM JIMLA, Ha3Ha4YUBIIETO STy KCIEPTH3Y, pa3paboTUNKa UM IPOU3BOIUTEIL
(u3rotoBuTENss)  MEAULUUHCKOTO  H3/IeNMs,  YIIOJHOMOYEHHOro  IpeJICTaBUTEINd
IPOM3BOMTENS (M3TOTOBUTEIN) MEIULIMHCKOTO M3/IENIUA WM JPYTHX 3aUHTEPECOBAHHBIX
B pe3yJIbTaTaxX 3KCIEePTH3BI JIMIL.

16. B ciydae, ecid OKCIIEPTY W3BeCTHBI OOCTOSATENBCTBA, MPEMATCTBYIOIINE
ero NPHBJICYEHHIO K POBEICHHMIO SKCIIEPTU3bI Ka4eCTBa, 3P(PEeKTHBHOCTH 1 6E30MaCHOCTH
MeIUIMHCKOro M37ieiks N100 He MO3BOJIAIONIE eMy cOOJII0OAaTh NPHUHLUINE! MPOBEACHUS
SKCIIEPTH3bl, ONpelelieHHble HAacTOAIUM ITopsakoM, SKCIepT B MHCHMEHHOH ¢opme
yBEIOMIISIET 00 YKa3aHHOM OOCTOATENECTBE PYKOBOIUTENSA SKCIIEPTHOTO YIPEXKACHUS.

" Tynkr 39 Ipasun.




PykoBOAUTENb HSKCIEPTHOIO YYPEXKIEHHS 110 pe3yinbTaraM pacCMOTPEHUA
IIOCTYNMBINETO  yBEIOMJIEHHS TNpPUHHMAeT peElleHHe O BHECEHHMH HM3MEHCHMH
B coctaB Komuccuu.

17. Tlocne yrBepkaenus coctaBa Komuccuu ee 4ieHBl IPOBOAST OPraHU3allHOHHOE
3aceJaHue, Ha KOTOPOM:

a) u30MparoT U3 CBOEro cocraBa mpexcenarens KoMuccHd U ee OTBETCTBEHHOIO

ceKpeTaps;
0) oIpemeNAOT MOPAAOK paboThl U NpHHATHA pelnenuit Komuccuen;
B) YTBEpXKIOAIOT  KaleHAapHeIM  mmaH  paboter  Komuccuu, — HCXons

M3 CPOKOB MpOBEJEHHS OKCIEPTH3B KadecTBa, 3(QQEKTHBHOCTH M 0e30IaCHOCTH
MeTUITMHCKUX U3ACIUM;

I) ONpEAC/AIOT HWHbIE IOJNOXKEHUS M YCIOBHA, HeoOXomumble M paboThI
KOMHCCHH OKCIIEPTOB W  IIPOBENEHHS OKCHEPTH3Bl KadecTBa, 3(PGEeKTHBHOCTH
1 06€30I1aCHOCTH MEIUIIMHCKUX HU3IETHM.

18. OpranusannonHoe | moclienyromue 3aceganus Komwuccun odopMIIOTCS
IPOTOKOJIaMH, KOTOpEIE OANKMCHIBAIOT BCE €€ YIECHBL.

19. IIpencenatens Komuccun opranusyer pabOTy KOMHCCHHM 3KCHEPTOB, B TOM
qucle:

a) ompefenseT TOBECTKy JHA W NpoBoauT  3acemanus  Komuccnn
B COOTBETCTBHH C YTBEPKISHHBIM KaTeHIapHBIM IUIaHOM paOOoTE;

6) OCyIIEeCTBIIsieT KOHTpONb cobmonaeHus Komuccuel yTBEpKISHHOTO MOpsIKa
paboTHL;

B) xojaraiicTByer (TIpH HeOOXOTMMOCTH) II€pell PYKOBOJMTENEM JKCHEPTHOIO
yupexIeHHs O BKIIOYeHHH B coctaB Komuccuu skcrepTa (-0B), YKa3aHHBIX B IyHKTe 12
HacTosmiero Ilopsiaka, WId O BHeCEHHH M3MEHEHMM B cocTaB KoMuccHd MO IpUYHHE
OTCYTCTBHA Yi€Ha (WIEHOB) KOMHUCCHH (BpEMEHHas HETPYAOCIOCOOHOCTh, OTIIYCK,
yBOJIbHEHHE, HHBIE IPHIMHBI);

r) oGobiiaer pe3yiabTaThl 3KCHEPTHBIX OLEHOK, IPOBENCHHBIX WICHAMH
Komuccum;

1) OpraHM3yeT IOATOTOBKY IPOEKTA 3aKJIIOYEHHS SKCIIEPTHOTO YUPEKACHHS.

20. OTBeTCTBeHHBIH cekpeTaps KoMuccru BRIIOMHAET CleAyIoImye QyHKIMH:

a) (GOpMHpYEeT IIPOTOKOJNBI OPraHM3ALMOHHOTO M TOCIENYIOIINX 3acelaHui
KoMuccuy 3KCIepToB, OCyLIECTBIIsET cOop Noanucel Beex wieHos Komuccnu,

6) unbopMupyeT WieHOB KoMuccuy o MOBECTKE JHA KaXIOro 3ace[aHus WICHOB
Komuccni (3a HCKIFOYEHHEM OpraHH3allHOHHOTO 3aCeJaHus);

B) (QOpMHpYET MPOEKT 3aKIOYEHHS SKCIEPTHOIO YUYPEXKAEHHS MO pe3ynbTaTaM
TPOBEIEHHON JKCIepTH3bl KauecTBa, d((EKTHBHOCTH M 0O€30MaCHOCTH MEAHLMHCKHX
U3JeIMil ¥ OCYILECTBIsAeT cOOp moAnucer Bcex dneHoB Komuccenu;

r) HyMepyeT W 3aBepseT IOANMCHIO KaKAYI0 CTPAHHUIy IPOEKTa 3aKIIOYCHHsS
3KCIIEPTHOTO yYpexaeHus (3a UCKITIOYSHUEM THTYJIBHOTO JIHCTa).

21. Kaxnpii wien Komuccuu 1pd NOpOBEACHUM  SKCIEPTU3Bl  KaveCTBa,
5} (PEKTUBHOCTH U 6€30MIaCHOCTH MEIUIIMHCKMX M3IeHi 00s3aH:

a) HE3aBHCHMO ¥ CaMOCTOSTENBHO MPOBECTH OKCIEPTH3Y MPEeACTaBICHHBIX
PErHCTPUPYIOMIAM OPraHOM JOKyMEHTOB U MaTE€PHAIIOB;

6) 06OCHOBaHHO W OOBEKTHBHO C(OPMYJIHMPOBaThH BBIBOALI B TpeAeNax CBOCH




KOMITETEHITHH;

B) He pasrjamiaTh CBEJEHHS, KOTOPble CTAIM W3BECTHHI B CBS3U C MPOBEACHUEM
SKCIEPTHU3BI, a TAKXKE CBEJIEHHS, COCTABISIOLIUE OXPaHIEeMYIO 3aKOHOM TalHYy;

r) cobmogaTh yCTaHOBJIEHHBIE CPOKH U MOPSIOK MPOBENeHUS SKCIIEPTU3I;

1) o0ecrneYyuTh COXPaHHOCTh MPEACTAaBICHHBIX MaTEpPHUAJIOB.

22. DKkcuepTsl HE BIIpaBe IPOBOJUTH 3KCIEPTU3Y KadecTBa, 3((EeKTHBHOCTH
1 0e30MacHOCTH MEAMLMHCKUX M3JENHi 1Mo obpallieHuio pa3pabdoT4yHKa, MPOU3BOIAUTENL
(M3roTOBUTENA) METUIIMHCKOIO M3AENHSs WIM YIOJIHOMOYEHHOIO [MpelCTaBUTEN
IIPOM3BOUTENS (M3TOTOBUTENS) (ajsiee — 3asBUTENb) HEMIOCPENCTBEHHO K KCIEPTY J1bo
B OKCIIEPTHOE YUpeXACHUE.

23. DKcnepTHOE YUpeXXAEeHHEe MPOBOIAMT OKCIEepTU3y KadecTBa, 3((EeKTUBHOCTH
1 0e30IIaCHOCTH  MEIUIMHCKHX  HM3JENMii  Ha  OCHOBaHMM  JOKYMEHTOB
U MaTepHajIoB, NPEIOCTaBIEHHBIX PETUCTPUPYIOIIMM OPraHOM Ha OyMa)XKHBIX HOCHUTEISX
1 (WIK) B 3JEKTPOHHOM (opMaTe MOCPeICTBOM aBTOMAaTH3UPOBaHHON MH(OpMaIlMOHHON
CHUCTEMBI PETUCTPUPYIOIIEr0 OpraHa 10 TeJIeKOMMYHHKAIIMOHHBIM KaHallaM CBSI3U.

24. DKcriepTHOe  yupeXXIeHHe He BhopaBe TpeboBaTb  HEMOCPEACTBEHHO
y 3asgBATENs W (WIH) WHBIX 3adHTEPECOBAHHBIX JIHIl JOMOJHUTENbHBIE IOKYMEHTHI,
MaTepuallbl W CBeleHus, HeoOXOAUMBbIe Ui IPOBEAEHMs DSKCIEePTU3bl KadecTsa,
3¢ (eKTUBHOCTH M 6€3011aCHOCTH MEAULIUHCKUX H3CIIUH.

25.B ciydyae HEIOCTaTOYHOCTH [UIS BBIHECEHHA OKCIEPTOM 3aKIFOYEHMS
MATEPHAJIOB U CBEJCHHH, CONEPXKAIIUXCS B IPEICTABICHHBIX 3asBUTENIEM 3asBICHUU
O TOCYHAapCTBEHHOH  perucTpalldd MEOUIMHCKOro M3[eaus U JOKyMEHTax,
npegycMotpeHHbIX myHkTamu 10 u 30 Ilpasun, nubo mynkramu 57(2) u 57(10) Ilpasun,
aMb0 B 3adBJIEHMM O BHECEHMM W3MEHEHHH B JOKYMEHTBI, CoJep)Kaluecs
B PETUCTPAllMOHHOM JOChe, U B JIOKYMEHTaX, MOATBEPXJAIOIIMX TaKhue H3MEHEHUs,
OKCIIEPT CTABHUT BOIPOC O MPEACTaBICHUH €My HEeOOXOIMMBIX MaTepHalioB U CBEAEHUIl
mepel  PYKOBOAMTENEM  DKCIEPTHOIO  YYpeXJEeHHS, KOTOphIi  oOpamaercs
C COOTBETCTBYIOHIMM 3allpOCOM B pETHCTPUPYIOLINN OpraH, BBIOABIIMKA 3aJaHUE
Ha TpOBeleHHe SKCIEepPTHU3bl KauecTBa, 3(PPEeKTUBHOCTH U 0€30IIacCHOCTH MeAMIUHCKUX
u3fendii. YKasaHHBIH 3anpoc GOpMHUpPYeTCs DKCIEPTHBIM YUPEXACHUEM U HaIlpaBlseTCs
B PETUCTPUPYIOIIMHA OpraH OJHOKPAaTHO Ha KaXIOM JTale 3KCIEepTU3bl KadecTBa,
3¢ (}eKTUBHOCTH U 6€30M1aCHOCTH MEIUIIMHCKOTO U3/IENHS.

26. BpeMss co mHA HampaBlIeHHs 3alpoca pPETrHCTPUPYIOLIEro opraHa Io IHS
TOJIy4YeHHs OTBeTa Ha 3allpoC WM YBEIOMIIEHHS O HENpPEACTaBICHUH OTBETa Ha 3aIpocC
HE YYUTBHIBA€TCA TIPH HCYHCIEHHH CpOKa IPOBEACHUS OKCIEPTH3Bl KauecTBa,
3¢ heKTHBHOCTH U 6€30I1aCHOCTH MEAULIMHCKHUX HSHCHHﬁS.

27.Tlo pe3ynpTaTaM MpOBENEHHS OKCHEPTH3Bl KadecTBa, A(P(PEKTUBHOCTH
U 0e30MacHOCTM MEIOULMHCKUX H3JeNHUH SKCHEpTHOE YyupexaeHue odopmiser
H HaNpaBisgeT B PErHCTPHPYIOIIMIA OpraH Ha OyMa)KHOM HOCHTEJIE COOTBETCTBYIOIIEE
3aKIII0YeHHe 110 opMaM coriacHo nprioxeHusM Ne 1 — 5 k Hacrosiemy [opsiaxy.

28. BeiBozpl, conepkalyiecss B 3aKIIOYEHHH JKCIIEPTHOTO YUYPEKIAEHHUS, HOTDKHBI
OBITE 000CHOBaHHBIMH, OO BEKTUBHBIMH, OAHO3HAYHBIMU U TIOHATHBIMH.

29. 3akmoueHne SKCIEePTHOTO YUYPEeXACHHUS MODKHO OBITh TOANMMCAHO KaXIIbIM
wienoM Komuccnu ¢ ykazanueM GpaMiiinyd 1 HHHLIHATIOB.

8 [Mynkr 21(1) IpaBun.



30. Unen KoMuccuu B cilydae CBOEro HECOTJIacUs C BBIBOJAMH SKCIEPTU3BI
KayecTBa, 3(QPEKTHBHOCTH H 0E30IaCHOCTH MEAMLIMHCKUX W3JENUN W31araeT CcBOE
MHEHME B IHCbMEHHOM BHAe ¢ OOOCHOBaHMEM IIPUYMH HECOITacHhs C BEIBOJAMH
SKcnepTH3bl. JIOKyMeHT, B KOTOpDOM M3JI0KEHO MHEHHE D3KCIIEpTa, HECOTNIaCHOIo
C BEIBOJAMH OJKCIIEPTH3BI KadecTBa, 3((eKTHBHOCTH M 0€30MaCHOCTH MEIULMHCKUX
u3lenuii, B 00A3aTebHOM TMOpsAAKE IpHJIAraeTcsi K 3aKIIOYeHHIO SKCIIEPTHOIO
yUpeXIEeHHUS U SIBISETCSA €r0 HEOTHEMIIEMOH 4acThIO.

31. 3akmovueHrHe 10 pe3ysibTaraM OKCHepPTH3bl KadecTBa, 3¢(EeKTHBHOCTH
1 0e30IaCHOCTH MEAMIIUHCKUX H3IENUil JOIKHO OBITh YTBEPXKAEHO PYKOBOAUTEIEM
SKCIIEPTHOTO YYpEeXIEeHUS MO0 HHBIM YIOJIHOMOYEHHBIM DPaOOTHHMKOM 3KCIIEPTHOTO
yapexIeHHs.

32. IIpoTokosl 3aceqaHiii KOMUCCHHU SKCIIEPTOB U MHBIE JOKYMEHTBI U MaTEpHAIBI,
cpopMHPOBaHHBIE B MPOLIECCE NPOBEAEHHS 3KCIIEPTH3, MOAJIEKAT ApXUBHOMY XPaHEHHIO
nub0 XpaHeHHI0O B JenaX SKCIEPTHOTO YUpeXIEHHS B IEPHOJ, COOTBETCTBYIOILUM
XPpaHEHHUIO 3aKIIF0YEHHS TI0 pe3yJIbTaTaM IIPOBEJEHHOH SKCIIEPTH3HI.

33.B ciyvae ecid JOKYMEHTHI W MaTepHallbl, HEOOXOOUMEIE [UII NPOBEACHUS
3KCIEPTU3BI KadecTBa, 3((GEeKTUBHOCTH U 0e30MacHOCTH MEIMIIMHCKHMX H3ZCNUH, ObUIM
IIpEIOCTABIEHbl JKCIEPTHOMY YUpPEXIECHHIO Ha OyMaXXHOM HOCHMTENE, TO TaKde
JOKYMEHTBI 1 MaTepHAaIIBl MOIE)KAT BO3BPaTy B PETHCTPUPYIOLIMI OpraH OJHOBPEMEHHO
C HalpaBlI€HHEM 3aKIIOYEHHS [0 pe3ylbTaTaM IIPOBEAEHUS COOTBETCTBYIOLIECH
OKCIIEPTU3BI.

34.B cinydae YCTaHOBJCHHMS PETUCTPUPYIOIIMM OpPraHOM HECOOTBETCTBHSA
3aKIIIOYEHHS SKCIIEPTHOTO YUPEXKAECHHUS 3aJaHHI0 Ha MPOBEACHUE JKCIIEPTU3bl KavyecTBa,
3Q(PeKTUBHOCTH ¥ 0e30MaCHOCTH MEAWIMHCKUX U3MENHH, Takoe 3aKIIOYeHHE
BO3BpalllaeTCs B JKCIEPTHOE YUpexJIeHHe Ha H0paboTKy, CPOK KOTOPOH COCTaBISET
He Gonee 2 pabouux qHEH CO THS MOMYHYEHHUS SKCIIEPTHBIM YIPE)XXJEHUEM BO3BPAILEHHOIO
3aKIIIOYESHHUS.

DKCIEPTHOE yupeXIeHWe B TeUeHHE yKa3aHHOro B ab3alle MEpBOM HACTOAIIETO
IyHKTa CpOKa HAampaBisieT B pETUCTPHUPYIOIHHA opraH IopaboTaHHOE 3aKIIOYEHHE,
COOTBETCTBYIOIEE 3aJaHHI0 Ha IPOBE/IeHHE OKCIEPTH3bl KadecTBa, 3((EeKTHBHOCTH
1 6€30MacCHOCTH MEeIULIMHCKUX U3/IETHil.

35.Ilo 3amaHHIO PETHCTPHPYIOLIETO OpraHa SKCIEPTHOE YYPEXKICHHE C Y4EeTOM
TpeboBanmii mynkroB 2, 10, 12-24, 28-34, 52 u 53 Hacrosmero Ilopsaka nmpoBoaut
SKCIIEPTH3Y TOKYMEHTOB PETHCTPAIMOHHOIO AOChE I IOATOTOBKH 3aKIIIOYEHHUS O TOM,
YTO COMEpKall[Hecs B rOCYIapCTBEHHOM peecTpe MeAMIIMHCKUX M3JeNUil U OpraHu3aluii
(MHOUBUIYaTBHBIX npeAnpUHAMATeNeit), OCYIIECTBISIOMINX TIPOU3BOJICTBO
W U3TOTOBJIEHHE METUIMHCKMX W3JeNuil (Janee — TOCyIOapCTBEHHBIH peecTp),
UHCTPYMEHT, amapar, npudop, o6opyaoBaHue, MaTepHal U IPOYHE H3JENHS IO CBOEMY
(GYHKIMOHANEHOMY Ha3HA4eHHI0 W (M1M) MPUHIWIY ACHCTBHSA HE MOTIYT NPHMEHSAThCA
B MEJMIUHCKUX LENIX U He SABIAIOTCA MEIUIMHCKUMH H3JeNusMH (anee — 3KClepTHU3a
JIOKYMEHTOB PErHCTPALHOHHOTO 10ChE) .

3amanusd Ha TPOBEJEHHE OKCHEPTH3hl JTOKYMEHTOB pPErMCTPallAOHHOIO JOChE
(GOpPMHPYIOTCS PETHCTPUPYIOIIUAM OPraHOM II0 BCEM COJAEPKAIIUMCS B IOCYIapCTBEHHOM
peecTpe H3MAENUAM, CPAaBHUMBIM 110 (YHKIMOHAIFHOMY HAa3HauU€HMIO, KadeCTBEHHBIM

° MoamyHKT «a» MyHKTa 57 ITpasu.



U TEXHUYECKUM XapaKTEPUCTHUKAM U CIIOCOOHBIM 3aMEHHUTH APYT Apyra.

B cocras KoMuccur O pOBEIEHUIO SKCIIEPTU3BI JOKYMEHTOB PErUCTPALIMOHHOTO
JOChE HE MOTYT OBITh BKJIIOUEHBI B KaueCTBE 3KCIIEPTOB IPEACTABUTEIM OpraHU3aLlui,
IPOBOJIMBIINE TEXHWYECKHE UCTIBITaHUs, TOKCHKOIOTHYECKHE MCCIIEIOBAHNS, MCTILITAaHU
B LENAX YTBEPKIEHHWS THIA CPEJCTB M3MEPEHUH M KIMHHYECKHE MCIBITaHHs JaHHOTO
MEOUIMHCKOrO M3JeNusd, a TakkKe JIMIA, NPOBOAWBIIME JSKCIEPTU3y KauyecTsa,
3¢ GeKTUBHOCTH U 6€301aCHOCTH JAHHOTO U3JENHUA.

II. 9kcnepTH3a 3asiBJieHHS H JOKYMEHTOB
AJIst onpeeJieHUs BO3MOKHOCTH (HeBO3MOKHOCTH) NPOBeAeHMs KIHHHYECKHX
HCNBLITAHHE MeIHIIHHCKOT0 H31eJINs (32 HCK/II0YeHHeM MeIHIHHCKHX H3JeTHiH
1 Kk1acca MOTEHIHAJIBLHOTO PHCKA IPHMEHeHHs H MeAHIHHCKHX H3Aeaui 115
JAMArHOCTHKH in vitro, a TaksKe MeIHIHHCKHX H3/1eJIHil, BKIIOYCHHBIX B NepeyeHb)

36.IIpn rocymapCTBEHHOM pETHUCTpalM¥ MEIUUMHCKHX M3JEIHUH SKCIIEpTH3a
3asBJIEHHS O TIOCYJApCTBEHHOW perucTpalid MEOULIMHCKOIO H3eNus U JOKYMEHTOB,
npengycMoTpeHHbIX IyHKToM 10  IlpaBun, gms  ompeleneHHs  BO3MOXHOCTH
(HEBO3MO)KHOCTH) TPOBENEHHS KIMHUYECKUX HWCOBITAHUA MEIUIMHCKOrO H3IemHs
(3a HCKTIOYEHHEM MEAUIMHCKUX U3Aenui 1 Kiacca IMOTEHIUAIbHOI0 PHCKA IIPUMEHEHHS
W MEIUIMHCKUX H3IeNUN i1 JTUarHOCTHKHU in Vitro, a TakkKe MEIULMHCKHX H3JEIIuH,
BKJIIOYEHHEBIX B IIepedYeHsb), oGopMiIeHHe 3aKII0YeHHS O BO3MOXKHOCTH (HEBO3MOXXHOCTH)
NpOBENEHHs KIMHAYECKUX HCIBITAaHUH MEIULUHCKOro H3fenus (3a HCKIIOYECHHEM
MEIMLIMHCKHAX K37enuii 1 Kiacca MOTEHIMAIFHOIO pUCKa NPHUMEHEHHS M MEIULIMHCKHMX
W3JeNIMA UIS JUAarHOCTHUKH in Vitro, a TakkKe MENVLIMHCKUX HU3JeNHH, BKIIOYEHHBIX
B IlepeueHb), M HampaBlieHHWe 3TOro 3aKIOUeHHs B PErMCTPUPYIOIIMA opraH
OCYILECTBIISETCS. B CPOK, He npeBbimarommid 20 pabounmx AHeH co AHA IOJNTydeHHS
SKCHEPTHBIM YUPEXICHUEM COOTBETCTBYIOIEIO 3aJaHUs PETHCTPUPYIOILIEr0 OpraHa
C MPHIIOXKEHHEM CIEAYIONUX JOKYMEHTOB:

a) 3asgBJIeHHE O TOCYJapCTBEHHON perucTpaldd MEIUIMHCKOIO U3JEIus,
cojiepalliee CBeJIeHHs, yKa3aHHbIe B ITyHKTe 9 IIpasui;

0) komus MHOKyMEHTa, TNOATBEPXKJAIOLIEro IIOJIHOMOYHMSA  YIIOJIHOMOYEHHOIO
TIpeICTABUTENS IIPOU3BOANTENS (M3TOTOBUTENA);

B) CBeJIeHHS O HOPMAaTHUBHOM JOKyMEHTAalMM Ha MEJULIMHCKOE M3ENHE;

I) TeXHHYeCKas JOKyMEHTAIUs IMpOM3BOAMTENS (M3rOTOBHUTENS) HA METULMHCKOE
U3JIENNE;

I) SKCIUTyaTalioHHAas] IOOKYMEHTAINH MIPOU3BOAUTENS (M3roTOBHUTENN)
Ha MEIUIIMHCKOE M3JeIHe, B TOM YKCIe WHCTPYKIMS IO MPHUMEHEHHUIO WU PyKOBOACTBA
IO KCIIyaTalliy MEAULIUHCKOTO U3ENIHNS;

e) (ororpadudeckre nzo6paxkeHus oOLIETO BHAA MEAUIIUHCKOIO U3JEIHI BMECTE
¢ NPHHAIISKHOCTAMH, HEOOXOAMMBIMU JUIs IPHUMEHEHHS MEIUIMHCKOIO W3/E/Hs
110 Ha3Ha4YeHHIO (pa3MepoM He MeHee 18 x 24 caHTUMeTpa);

) DOKYMEHTBI, NOATBEpXKIAIOUMe pe3yibTaTbl TEXHUYECKHX  HCIBITAHUA
MeIULITHCKOTO U3/IeNNs;

3) JOKYMEHTH, MOATBEP>KJAIOLIHE pe3yJbTaThl TOKCHKOJIOTHYECKUX
HCCIIEI0OBAaHUM MEIUIIMHCKOTO U3eNHs, HCTI0Nb30BaHUE KOTOPOTO MPEIOIaracT Halluyue




KOHTAKTa C OPraHu3MOM 4€eJIOBEKa;

W) OOKYMEHTBI, IOATBEP)KAAIOLIME Ppe3ynbTaThl HCIBITAHHA MeIUIHHCKOTO
M3eMs B LelSX YTBEP)KIEHHS THUMA CPEICTB M3MEpPEHMI (B OTHOLICHHU MEIUIMHCKUX
u3genuii, Bxogsamux B IlepeyeHbh MEIMIMHCKUX W3JENINH, OTHOCAIIMXCA K CpeICTBaM
HU3MepeHUt);

K) IpPOEKT IUTaHa  KIMHWYECKMX  MCIBITAHMA  MEQUIUHCKOrO  H3IeIHs
¢ 060CHOBBIBAIOILMMH €TI0 MaTepraiaMu (MIpHU HAJTHMYUH);

N) CBeIEHHS O BHIJAHHBIX PETMCTPUPYIOIIUM OpPraHoM pa3pelleHHSX Ha BBO3
MeIUIIMHCKUX W3JeNUi ¢ LEeIbl0 UX ToCyJapCTBEHHON perucTpaiuy (Il MeAUIHHCKHX
W37eNIUi HHOCTPaHHOTO IPOU3BOCTBA);

M) KOIHH JOKYMEHTOB, HOATBEPXKJAIOMIMX KauyecTBO JICKApCTBEHHOrO Ipernapara,
dapmMaieBTHYECKOM CyOCTaHIMM, OHONOrMYECKOTO MaTepuaga W HHOro BEIIeCTBa,
C HCIIOJIL30BAHHEM KOTOPHIX MPOU3BENCHO MEIHLIMHCKOE U3JEIIHE WIH KOTOPBIE BXOMAT
B €[0 COCTaB M KOTOPBIE MpeqHa3HAueHBbI Ul IPUMEHEHHs TOJIBKO C YYETOM Ha3HaYeHHS
MEAMLIUHCKOTO U3JEIus, ONPeNeIeHHOr0 NPOU3BOIUTENEM, H BBIIAHHBIX B COOTBETCTBHH
C 3aKOHOJATEIBCTBOM  CTPaHBl  IPOUCXOXAEHHWS  JIEKAPCTBEHHOIO  IIperapara,
¢apmalieBTHUIECKOH CyOcTaHIINH, 6MOOTHIECKOr0 MaTepraa i HHOTO BEIeCTBa,;

H) OIHCH JOKYMEHTOB.

37. 3akmroueHHe O BO3MOXHOCTH (HEBO3MOXXHOCTH) IPOBEACHUSA KIMHUYECKHX
UCOBITAaHUH MEOULMHCKOro mM3fenus (C yKa3aHHeM TNpHYAH U OOOCHOBaHHEM
HEBO3MO)KHOCTH MX NpoBejAeHud) (32 HCKIIOYeHMEM MeJUIMHCKUX m3zenui 1 Kiacca
OTEHIMATHFHOrO PHUCKa IPUMEHEHHS M MEIUIMHCKUX M3JIeNUH Ul JUaTHOCTHKH in vitro,
a TaKkKe MEIULMHCKUX M3IENni, BKIIOYEHHBIX B IepedeHb) oQopMIISeTcs SKCIEPTHHIM
yapexaeHreM 1o dopme coriiacHo npunoxeruto Ne 1 k Hacrosimemy [lopsiaky.

38. OcHOBaHMSAMHM I BEIHECEHHS OKCIEPTHBIM YUPEeKICHHEM 3aKIIOYEHHS
O HEBO3MOXXHOCTH TMpPOBEJCHUS KIMHUYECKAX HCIBITAHUM MEIMIUHCKOIO H3IeIHs
(32 HCKIIIOYEHMEM MeTUIMHCKHX U3feNuii 1 Kiacca MOTeHIMAIbHOIO PHCKa IPUMEHEHHS
Y1 MEIWLUHCKUX M3JEeNUil JUId TUarHOCTHUKH in Vitro, a TakXke MEIULUHCKUX H3JENuH,
BK/TFOYEHHBIX B [IEPEUeHb) ABIAIOTC :

a) HECOOTBETCTBHE MENWIMHCKOTO M3enus TpeOOBaHMSAM  HOPMATHBHOU
JIOKYMEHTAIMH, TEXHUIECKOH U (MJIH) SKCILTyaTallHOHHOM JOKYMEHTALMH IPOM3BOIUTEIL
(M3roTOBUTENN);

0) OTCYTCTBHE HOKa3aTeNECTB 0€30I1aCHOCTH MEIUIIMHCKOTO U3JIETIHs.

III. DxcriepTH3a MONHOTHI H Pe3y/JIbTATOB NPOBEJACHHDIX HCIBITAHMIA
H MCCJIeI0OBAHHH (32 HCKJII0OUYeHHEeM MeIHIMHCKHX H3Aeauil
1 k1acca NOTEHIHMAJBHOI0 PHCKA PHMEHEHHS H MeIHIHHCKHX M3AeTHH
AJIsl AHATHOCTHKH in vitro, a Takxxe MeAHIHHCKHX H3/1EJTHIA,
BKJIIOYEHHBIX B MepedeHb)

39. DkcrepTi3a  TMOJNHOTBL Y PE3yJIbTAaTOB  IPOBEICHHBIX  MCIBITAHHI
¥ HCCIENOBAaHWM MEIMIIMHCKOTO H3jeNus (3a HCKIIOYEHHWEM MEIULMHCKHX HW3IEIH
1 kmacca DOTEHUMATBHOTO pUCKAa TNPUMEHEHUWS U MEAMLMHCKHX  M3JeIui
IS THATHOCTHKY in Vitro, a TaxkKe MeIMIMHCKMX WM3ejIHi, BKIIOYCHHBIX B II€pedeHb),
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oopMieHHe 3aKiIIOUEeHHs IO pe3yJibTaTaM JKCIePTH3Bl KadecTBa, 3(PQPEeKTHBHOCTH
U 0e30macHOCTH MENWIIMHCKUX U3IeNuil (3a HCKIIOYEeHHEM MEIMIMHCKUX HU3IelInii
1 xjacca TOTEHUMAIbHOTO pUCKA TNPUMEHEHHWS W  MEIHIHUHCKHX  H3JeNIHii
IUIe AMArHOCTHKY in Vitro, a Takke MEOULHUHCKUX H3JIeNIUi, BKIIOYEHHBIX B TIEPEYEHb)
¥ HalpaBlieHHE 3TOT0 3aKIIOYeHHs B PETHCTPUPYIOLINIT OpraH IIPOBOIUTCS B CPOK,
He mpeBblaromuit 10 paboumx aHed co AHA TMOMYYEHHS DKCIEPTHBIM YUpekKIECHHUEM
OT PETrUCTPUPYIOIIEr0 OpraHa COOTBETCTBYIOWIETO 3aJaHUs C MPUIOXKEHHUEM 3asBIICHHA
0 BO300HOBJIEHHH T'OCYAapCTBEHHOW PErMCTpalliil MEeIUIIMHCKOTO H3IeNHs, pe3ylbTaToB
KJIMHUYECKNX HCHBITAHUA MENULIMHCKOrOo H3JeNHs, a TaKXkKe JOKYMEHTOB, YKa3aHHBIX
B HOMIMyHKTaxX «6» - «3» nyHkTta 10 IlpaBuin, B ciiydae, eciii B HUX BHECCHBI M3MEHEHHU
II0 pe3yJibTaTaM KIMHNYECKUX UCTIBITAHIH METUIIUHCKOTO H3AEITHS.

40. 3aximoueHre N0 pe3ylbTaTaM OJKCIIEPTH3Bl KadecTBa, AG(EKTHBHOCTH
U 06e30MacHOCTH MEAWIMHCKOro H3lenus (3a HCKIIIOYSHHEM MEIWLHUHCKHUX W3IeIIHit
1 Kimacca TOTEHIMANBHOIO pHUCKA TPUMEHEHUS W  MEAWLIUHCKUX  U3JeIui
IUIS JUArHOCTHKH in Vitro, a Takke MEAMIHMHCKUX U3, BKIIOYCHHBIX B IEepEYeHb)
oopMisieTcss JKCIEPTHBIM YyupexJaeHHeM 1o ¢opme corimacHo mpuioxeHuo No 2
Kk Hactossmemy [lopanky.

41. OcHOBaHMSIMH IS BBIHECEHHS OKCIEPTHHIM YUpEXIEHHEM 3aKIFOYeHHST
O HEBO3MOXXHOCTM TIOCYIJApCTBEHHOH  pETrUCTpalldd  MEIUIIMHCKOTO  H3JIEIHS
(0 pe3ynbTaTaM 3KCIEPTU3Hl KavyecTBa, 3PpPeKTHBHOCTH U 0€30IaCHOCTH MEIUIIHHCKOTO
u3genus (3a HCKIIoYeHHeM MENMLMHCKUX H3enuid 1 Kiacca MOTEHIMATbHOTO PHCKa
IpUMeHEeHUs. ¥ MEIULMHCKUX U3IeNuit Uil AUarHOCTHKH in Vitro, a Takke MeIUIUHCKUX
W3JIeNMH, BKIIOYEHHBIX B IepedeHb) SBII0TC

a) HECOOTBETCTBHE MEIUIIMHCKOrO H3JAeNus TpeOOBaHHUAM  HOPMAaTHUBHOM
IOOKYMEHTAIIH, TEXHUIECKON M (M) SKCIUTyaTal[AOHHOHN JOKYMEHTAIIUH MPON3BOAUTENSA
(M3roToBHUTEN);

6) OTCyTCTBHe JOKa3aTelbCTB 0€30IaCHOCTH MEIULIMHCKOTO U3EIIHS;

B) HeMOATBEp)KJIeHUe KadecTBa, U (Wian) 3ddexTrBHOCTH, U (MIH) 6€30IIaCHOCTH
PETHCTPUPYEMOT0 MEIUIIMHCKOTO U3IeTHs MONY4eHHBIMHU JaHHBIMH,

r) JaHHbBIE, CBUAETENbCTBYIOIIKAE O TOM, YTO PUCK NPUYMHEHUS Bpena 3I0POBEBIO
rpaxIaH ¥ MEIULUHCKAX pabOTHHUKOB BCIENCTBHE MIPUMEHEHHS MEIUIIMHCKOTO H3eHs
npeBbImaeT 3¢ HEeKTUBHOCTD €r0 MPHUMEHEHNS;

I) TOCTYIUICHHE B 3KCIIEPTHOE YUpeXJAeHHe ITMCHbMEHHOTO YBEIOMIICHHUS
PETHCTPHUPYIOIIET0 OpraHa O TOM, YTO IO pe3yJbTaTaM TrOCyHapCTBEHHOTO KOHTPOJIS
3a oOpalleHWeM MEOULMHCKUX U3IeNHil BBIABJICHO HECOOTBETCTBHE CBEICHHI
00 3¢ ¢eKTHBHOCTH U 6e30MacHOCTH MEIUIIMHCKOTO HM3AENHS NaHHBIM O MEAMIMHCKOM
U3JIEJIHH, COJIEPXKAIMCS B IOKyMEHTaXx, yKa3aHHEBIX B IMMyHKTe 36 Hactosmero ITopsaka.

IV. Ixcnepru3a kavecTBa, 3 (PeKTHBHOCTH
H 6e30MacHOCTH MEAHIHHCKOro n3feans 1 Kjiacca NOTEeHIHAJIbHOIO PHCKA
NpHMeHEeHHs H MeJHUHHCKOro H3e/Hs A1 JHATHOCTHKH in vitro
(3a HCKJIIOMEeHHEeM MeIHIHHCKHX H3/1e/Inii, BKIIOYEeHHBIX B NepedeHb)

42. Dxcneptu3za KadecTBa, 3(P¢EKTUBHOCTH H 0€30HMacCHOCTH METUIIMHCKOTO

" ITynkrs 23 u 35 [paeun.
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w3genud | Kiacca MOTEHIHMAJIBHOTO pPHCKa MPUMEHEHWS U MEIULUHCKOTO W3JeIus
JUIs OMarHOCTHKM in Vitro (3a HMCKIIOYEHHEM MEIUIMHCKUAX H3IENUM, BKIIOYEHHBIX
B IepeveHb), O(OpMIEHHE 3aK/IOYEeHHS 10 pe3yJbTaTaM 3KCIEPTHU3bl KayecTBa,
3¢ dekTHBHOCTH M 0Ge30IIaCHOCTH MEAUIMHCKOro M3Jenusd 1 Kiacca MOTEHIHAIBHOIO
pHCKa TpHMEHEHHS W MEIMLIMHCKOrO M3feNud Ui JHardHoCTHKH in  vitro
(32 MCKJIIOYEHHEM MeTULUHCKUX H3MENUi, BKIIOYEHHBIX B IEpedeHb) U HAlIPaBIICHUE
3TOro 3aKIIOYEHHsA B PETHCTPUPYIOLINA OpraH IPOBOAUTCS B CPOK, HE IIPEBBIIIAIOLINIA
10 paGoumx AHeH co JIHS IONY4EeHHUs SKCHEPTHBIM YYPEKACHHEM OT PErHCTPHPYIOIIETO
OpraHa COOTBETCTBYIOLIETO 3aJaHuUs U CIEeAYIOIUX JOKYMEHTOB:

a) 3asgBJICHHE O TOCYHAPCTBEHHOM pErUCTpali MEAULIUHCKOTO U3EIN;

0) kKomMs JOKyMEHTa, NOATBEP)KAAIOLIEr0 IOJHOMOYHS YIOJIHOMOYEHHOIO
IpeCTABUTENS IIPOM3BOIUTENS (M3TOTOBHUTES);

B) CBeJIeHUS O HOPMAaTUBHOMN JOKYMEHTAIMK Ha MEAHUIIUHCKOE U3JETIHE;

r) TeXHMYeCKas JOKYMEHTALUS IPOM3BOAMTEN (M3TOTOBHTENA) HA MEIULIMHCKOE
U3JIeNue;

J) SKCIUTyaTallHOHHAS JIOKyMEeHTaIUs IIPON3BOUTENS (u3roToBUTENS)
Ha MEIMIMHCKOE U3JeNie, B TOM YHCIIe HHCTPYKLHKS M0 NMPUMEHEHHUIO WK PYKOBOACTBA
II0 SKCILTyaTalldyd MEIULMHCKOTO U3JENHS;

e) dororpadudeckre n306paxkeHs o0IIero BUAA MEIUIMHCKOTO U3AEIUI BMECTE
C MPUHAISKHOCTAMH, HEOOXOAUMBIMHM [ NPHMEHEHHS MEIUIMHCKOIO M3IEeaus
110 Ha3Ha4YeHHIO (pa3MepoM He MeHee 18 x 24 caHTHMeTpa);

) IDOKYMEHTBI, TNOATBEpXKIAIONIMe pe3ynbTaTbl TEXHUYECKMX  HCIBITAHUA
MEIMIIMHCKOTO U3/IeNHs;

3) JOKYMEHTH, IIOITBEPIKIAIOIIHE pe3yNbTaThl TOKCHKOJIOTHYECKUX
VICCIIEJOBAaHHM METUIIUHCKOTO U3/IeIUs, UCIIONB30BaHHE KOTOPOTO IPEAIIoIaraeT Haludue
KOHTaKTa
C OpPraHU3MOM YEJIOBEKa,;

M) JOKYMEHTHI, TOATBEepXKJaloliie pe3ynbTaThl HCIBITAHUA MEIULIMHCKOIO
U3eIus B LENIX YTBEP)KICHHUS TUMA CPEICTB M3MepeHUi (B OTHOLIEHHU MEIUIMHCKHX
M3JIeNINi, BKIIOYEHHBIX B IlepedeHh MEIUIIMHCKUX H3JENUi, OTHOCAIIMXCS K CpelICTBaM
WU3MepeHus);

K) CBeleHHs, MOATBEPKAAIOIHe KIMHUIECKYI0 () (EKTUBHOCTh U 0€30MacHOCTB
MEIUIIMHCKOTO HU3/IEIHs;

1) CBeleHHUS O BBIJAHHBIX PETUCTPUPYIOIIMM OpPraHoM pa3pelieHUsAX Ha BBO3
MEIUIMHCKUX M3JEIUi C IeJIbI0 UX FOCYJapCTBEHHON perHcTpaluy (IJ1s MeAUIMHCKUX
U3JENTUil HHOCTPAHHOT'O IIPOU3BOCTBA);

M) KOIIHH JOKYMEHTOB, ITOATBEPXKIAIOIIUX KaueCTBO JIEKapCTBEHHOIO IIperapara,
(apMalleBTUIeCKON cyOcTaHIUH, OMOJIOTMYEeCKOro MaTepuala M HHOIO BEIECTBa,
C KCITIOJIb30BaHHEM KOTOPBIX IPOM3BEIEHO MEAMLMHCKOE WU3JENNEe WU KOTOpBIE BXOIAT
B €0 COCTaB M KOTOpBIe MpeaHa3HaA4YeHb! IS IPUMEHEHHs TOJIBKO C y4Ye€TOM Ha3HAYeHUs
MEAMIIMHCKOrO W3JIENHs, ONPeAeICHHOTO IPONU3BOAUTENIEM, U BBIJAHHBIX B COOTBETCTBUU
C  3aKOHOJATEJIBCTBOM  CTpaHbl TPOMCXOXIEHHUS  JIEKApCTBEHHOTO  Mpernapara,
(apMarieBTHIECKOH CyOCTaHIIUU, OMOJIOTMYECKOro MaTepraia i HHOIO BELIEeCTBa,;

H) OIMCh JOKYMEHTOB.

43. 3axmoveHre 10 pe3yJbTaraM OKCIEpPTH3Bl KadecTBa, 3¢(EeKTUBHOCTH
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1 0e30MacHOCTH MEQUIMHCKOro H3Aenusa | Kiacca MOTEHLMAIbHOIO PHUCKA IIPHMEHEHUS
1 MEIULMHCKOIO M3JeNds A AUATHOCTHKH in Vvitro (3a MCKIIOUECHHEM MEIULMHCKHX
W3esIMil, BKIIOYEHHBIX B IIepedeHb) 0POpMIISETCs IKCIIEPTHBIM YUpesKAeHHEM 10 popMe
coracHo npuiokeHuro Ne 3 k HacroseMy Ilopsaaky.

44, OcHOBaHMAMM JUIS BBIHECEHHMS OSKCIEPTHBIM YUYPEXAECHHUEM 3aKIHOYEHHSA
O HEBO3MOXKHOCTH TOCYJAPCTBEHHON perMcTpaldd MeAULIMHCKOro usjenus 1 kiacca
IIOTEHIMATBHOrO PUCKA IPHMEHEHHS W MeIULMHCKOTO M3/IeN s JUIs AUarHOCTHKH in Vitro
B IIeJIX €r0 roCyJapCTBEHHOM PerHCTpaluy (32 HCKIIOYECHHEM MEIMIUHCKUX HM3[eNuil,
BKJIIOYEHHBIX B IepeueHb) ABIAIOTCS

a) HECOOTBETCTBME MENHIMHCKOTO H3JeNus  TpeOOBaHMSAM  HOPMAaTHBHOU
JTOKyMEHTAIMH, TEXHUYECKOH U (M/IM) SKCILTYyaTalHOHHOM JOKYMEHTAlluK IIPOM3BOIUTENA
(M3roTOBUTENS);

0) OTCYTCTBHE JA0Ka3aTelbCTB 6€30MaCHOCTY MEHIIUNHCKOIO H3/ACIIHS;

B) HENOATBEPKIEHHE KauecTBa, H (WiH) 3Q(EeKTMBHOCTH, H (MiIH) 0e3011aCHOCTH
PETUCTPHPYEMOT0 MEAULIMHCKOTO M3E/IMs II0IyYCHHEIMU JaHHBIMH;

r) JaHHbIE, CBUIECTEIBCTBYIOLIME O TOM, YTO PHCK IPHYMHEHHUS Bpela 310pOBBIO
rpaXkIaH U MeIULHUHCKUX PabOTHUKOB BCIIEACTBHE PUMEHEHUS MEAUIHUHCKOTO H3JIEIH
npeBbiaeT 3¢ (eKTUBHOCTb €T0 IPUMEHEHHS,

I) IOCTyIUIeHHE B 53KCIHEpPTHOE YUpEKACHHE IHCHbMEHHOTO YBECIOMIICHU
PETHCTPUPYIOLIETO0 OpraHa O TOM, YTO IO pe3yJbTaTaM TroCyAapCTBEHHOro KOHTPOILL
3a oOpameHHeM MEIWIOMHCKUX M3IENHH BBIABICHO HECOOTBETCTBME CBE[CHHH
00 3 (heKTUBHOCTH ¥ 0€3011aCHOCTH MEJULIMHCKOrO M3JEUsi NaHHBIM O MEIUIMHCKOM
M3/Ie]IH, COAEPXKAIUMCS B JOKYMEHTaX, yKa3aHHBIX B ITyHKTe 42 HacTosero Iopska.

V. DkcnepTH3a KauecTBa, 3PpGeKTHBHOCTH
H 6€30IaCHOCTH MeHIMHCKOTO U3/Ie/Hsl, BKJIIOYEHHOr0 B epeveHb

45. DxcriepTH3a KadecTBa, SQ@EKTHBHOCTH M 0€30MaCHOCTH MEAUIIMHCKOrOo
W3enys, BKJIIOYEHHOIO B IlepedeHb, OGOpPMIICHHE 3aKIIOUEHHS II0 pe3yibraTaM
SKCIIEPTH3bl KauecTBa, O(P(EKTUBHOCTM M 0€30IaCHOCTH METUIMHCKOTO H3JeNus,
BKJIIOYEHHOT'O B IIEpEYEHb, H HANPABIIEHUE 3TOTO 3aKIIOYEHMS B PETUCTPUPYIOIIUA OpraH
IPOBOIUTCS B CPOK, He HMpeBbIatonuii 10 paboumx AHeH Co JHSA NOMyYeHHUs SKCIEPTHHIM
yUpEXIEHUEM OT PETHCTPHPYIOIIEro OpraHa COOTBETCTBYIOIIEro 3a/laHis U CIeJYFOLINX
JOKYMEHTOB:

a) KOmMs [JOKyMEHTa, MOJTBEP)KAAIOIEr0 IIOJHOMOYMS  YIOJHOMOYEHHOTO
IpeICTaBUTENS IPOU3BOAUTENS (M3TOTOBUTEIA);

0) CBelIeHHSA O HOPMATHBHOW JOKYMEHTALMH HAa MEJULIMHCKOE U3JIENHE;

B) TEXHHYECKAs NOKYMEHTAUHUS MPOU3BOAUTENs (M3TOTOBHUTENSA) HA MEIUIMHCKOE
15631 (0117 (=

r) SKCIUTyaTallHOHHAs JOKyMEHTAIus IIPOH3BOIUTEIS (M3roTOBHUTEIS)
Ha MEJMIMHCKOE H3JeNre, B TOM YHCIIe HHCTPYKIUSA IO IPUMEHEHUIO MIIH PYKOBOJICTBO
I10 SKCIUIyaTalldd MEIULIUHCKOIO U3EIHs;

o) ¢ortorpaduyeckue I/I306pa>Ke\HI/ISI 00111ero BHa MEIUIUHCKOTIO M3Je/INs BMECTE

2 Tynxrei 23 u 35 Tpasw.
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C IPHHAIIEKHOCTSIMH, HEOOXOMWMBIMH [ IPUMEHEHHS METULUHCKOTO H3AENIHs
10 Ha3Ha4YeHuIo (pasMepoM He MeHee 18 Ha 24 caHTHMeETpa);

€) JOKYMEHTBI, TIOATBEPXKIAIOUIME  pPe3YNbTaThl TEXHUYECKHX  HCIBITAHHM
MEIUIMHCKOTO H3MENUs, BBIIaHHBIE (elepalbHBIM T'OCYJapCTBEHHBIM OOIKETHBIM
yupexaeHreM "Bcepoccuiickuii HaydHO-HCCIIEJOBATENbCKUI W HCIIBITATENBHBIA HHCTHTYT
MeIULHCKOM TexHukn" DelepalbHON CIyXObI IO Hag3opy B cdepe 31paBOOXpaHEHHs
(manee — yuUpexAeHHeE);

X) HOKYMEHTBI, HOJTBep XK AaloIIye pe3yJbTaThl TOKCHKOJIOTHYECKUX
WCCIIeI0BaHMI MEJUIIMHCKOIO M3IENHS, HCIIONb30BaHHe KOTOPOro MPeIojiaraeT Haludue
KOHTAaKTa ¢ OPraHH3MOM YeJIOBEKa, BBIIAHHBIE YUPEXKICHHEM,

3) MOKYMEHTHI, HOATBEPXKAAIOLIME pPe3yNbTaTbl MCHBITAHHH MEIUIMHCKOTO
M3enMd B LENsIX YTBEPXKIEHHS THIA CPEACTB U3MEPEHHH (B OTHOLICHMH MEIMIMHCKHX
w3genuil, BXxoAaux B IlepedeHp MeAMUMHCKUX H3AENUH, OTHOCIIIMXCA K CPeACTBaM
U3MepEeHH ), BEIIAHHBIE YIPEXKIACHUEM;

¥) JOKYMEHTHI, MOATBEPXKIAIOIIHE pe3ynbTaThl KIMHMYECKHX  HMCIBITAHUH
MEULIHCKOTO M3JeNMs, IPOBEAECHHBIX B MEIUIMHCKON OpraHU3alid rocyaapCTBEHHOM
CHCTEMBI 3[IPaBOOXpaHEHMS, OTBeYarouIei TpeOOBaHUsM, YTBEPKIEHHBIM
MHUHHCTEPCTBOM 31paBooXpaHeHus Poccuiickoit CI)ez[epauHH13 ;

K) KOIMH HOKYMEHTOB, MOATBEP)KAAIOIINX KayeCTBO JIEKApCTBEHHOrO Tpernapara,
dapMarieBTHIeCKOil CcyOCcTaHIUM, OHMONOrMYECKOro Marepuara H HHOTO BeIIECTBa,
C HMCIMOJIB30BAHUEM KOTOPHIX MPOHU3BEACHO MEIULIMHCKOE M3JEeIIHE MM KOTOPBIE BXOMST
B €ro COCTaB M IIpeAHa3HA4YeHBl OIS MPUMEHEHHS TOJIBKO C Y4YeTOM HasHAuYeHHs
MEIUIMHCKOTO H3JENHUs, ONpeIeIeHHOTO IPOU3BOANTENEM, H BBIJAHHBIX B COOTBETCTBUH
C  3aKOHOJATEeNbCTBOM  CTPaHbl  IPOUCXOXIEHHWS  JIGKAPCTBEHHOIO  IIperapara,
(apMarieBTHIECKO# cyOcTaHLIIMK, OHOIOIHYECKOT0 MaTepHalla i HHOTO BEIIeCTBa;

J) OPUTHHAI PETHCTPAIIMOHHOIO yIOCTOBEPEHHS,

M) OIIHCH JOKYMEHTOB.

46. 3aKMoueHHe 1O pe3yibTaTaM OKCIepTH3bl KadecTBa, S(GMEKTUBHOCTH
1 6e30MacHOCTH MEAUIMHCKOIO H3JENHs, BKJIIOYEHHOrO B IepedeHb, O(OPMILIETCH
SKCIEPTHEIM YUPEXKIeHHeM MO ¢opMe cormacHO mnpunoxeHmoo Ne 4 K HacTosuemy
ITopsanxy.

47. OcHOBaHMAMHM Ui BBIHECEHHS SKCIEPTHBIM YUYPEKICHHEM 3aKIIOYEHHUSA
O HEBO3MOXHOCTH IOATBEPXKAEHUS TOCYHapCTBEHHOH PpErMCTpalid MEIMIHUHCKOrO
W3/leNust, BKITIOYEHHOTO B IEPEUeHb, ABIIOTCA

a) HECOOTBETCTBHE MENHUIMHCKOTO H3JeNus TpeOOBaHMAM  HOPMATHBHOU
IOKYMEHTAIMH, TEXHUIECKOH U (W) 3KCIUTyaTallMOHHOM JOKYMEHTAIMH IIPOM3BOTUTEIIS
(u3roTOBUTENS);

0) OTCYTCTBHE JA0Ka3aTelibCTB 0€30MacCHOCTH MEIULIMHCKOTO U3IEIHUS,

B) HEMOATBEpXKIeHHe KauecTBa, U (W) 3()GEeKTHBHOCTH, U (MiIH) 0€30I1aCHOCTH
PErHCTPUPYEMOT0 MEIUIIMHCKOTO U3METIHs N10JyY€HHEIMH IAHHBIMH;

1 TpeOoBaHUS Kk MEIULMHCKUM OPTAHH3ALMAM, MPOBOJISAIIMM KIMHHIECKHE MCTIHITAHMS! MEIMIMHCKAX M3JC/IHH, H NopAaKa
YCTAHOBJIEHHMS COOTBETCTBHMS MENWLMHCKMX OpraHM3allMii 5THM TpeGoBaHMAM, YTBEP)KACHHbIE MpHKa3oM MuHsjpasa
Poccun o 16 mas 2013 r. Ne 300n (3apeructpuposan MunuctepcTeoM roctuiun Poccnitckoit ®enepaumu 4 deppans 2014 r.,
perucTpauroHHsiit Ne 31216).

" IMynkrei 23 u 35 [pasun.
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) JaHHbIE, CBUAETEIBCTBYIOMIE O TOM, YTO PUCK NPUYMHEHHS BpeJa 310POBBIO
TpaXaaH ¥ MeJUIHHCKUX PabOTHHKOB BCIEACTBHE MPUMEHEHHS MEIUIMHCKOTO HU3IEIHs
npeBbiaeT 3¢ GeKTUBHOCTh €0 IIPUMEHEHUS,

1) TOCTyIUIeHHE B OKCIIEPTHOE YUYPEXIEHHE MHCBMEHHOrO YBEIOMIICHHS
PETHCTPHPYIOILEr0 OpraHa O TOM, 4TO IO pe3yJbTaTaM TOCYAapCTBEHHOTO KOHTPOJL
3a oOpalieHHeM MeIULUMHCKHX H3IeNHil BBIABIEHO HECOOTBETCTBHE —CBEJCHHIA
06 3ddexTUBHOCTH U Ge30MACHOCTH MEIUIIMHCKOrO M3JeNUs JaHHBIM O MEIHIMHCKOM
M3ENTHH, COJEpPKALMMCS B JOKyMEHTaX, yKa3aHHBIX B IyHKTe 45 Hactosero [lopsnka.

V1. JkcnepTusa KavecTBa, 3pPpeKTHBHOCTH M 6€30MaCHOCTH MeJHIIHHCKOI0
u31eJHA B LeJIAX onpeaesieHAs BO3MOKHOCTH (HEBO3MOKHOCTH) BHECEHHS
H3MeHeHHil B JOKYMEHThI, COiep kalnecs B perucTPallHOHHOM 10Che

48. DkcrepTu3a KadectBa, O(QeKTHBHOCTH H 0€30IacHOCTH MEeIHIMHCKOIOo
M3/leis B LEAX OIpeeleHHsT BO3MOXKHOCTH (HEBO3MOXKHOCTH) BHECEHHS W3MCHEHHH
B JOKYMEHTEI, COZepXKaIlliecs B PETHCTPAllMOHHOM [0ChE, MPOBOJMTCA SKCIEPTHBHIM
yUpexIeHHEeM B CIly4asx, yCTAHOBIEHHBIX IyHKTOM 39 IIpaBu.

OdopMiieHHE 3aKIIOYEHHS O BO3MOXHOCTH (HEBO3MOXHOCTH) BHECEHHUs
HW3MEHEHUI B JOKYMEHTHI, COJepKallliecs] B PETUCTPAl[MOHHOM J0Ch€, M HallpaBJICHUEC
STOr0 3aKiIOYEeHWs B  PETHCTPUPYIOLIMM  OpraH  OCYyIIeCTBISIETCS B CPOK,
He mpeBbImaronmii 20 paGounx AHEH I MEIMIMHCKUX H3JENHUH, 32 MCKIIOYCHHEM
MEIUIIMHCKUX W3AenHil 1 Kiacca MOTEHLMAIBHOIO PUCKa IPUMEHEHHUsS M MEAUIMHCKHX
W3feNuil A9 AMArHOCTHKHM in vitro, M 10 pabounx el Aasd MeTULUHCKHX 5631 (01 10|
1 kjacca TOTEHIMAJbHOTO pUCKAa [PUMEHEHHs W  MeJUIMHCKHX  H3JeNHi
IS [OAArHOCTHKM in  Vitro co JHA TMONYyYEHHs OKCIEPTHBIM  YUPEXICHHUEM
OT PErUCTPUPYIOILEro OpraHa COOTBETCTBYIOIErO 3a1aHHs U CIIEAYIOUINX JJOKYMEHTOB!

a) 3asBI€HME O BHECEHHH H3MEHEHHH B JIOKYMEHTBI, COJEpXKallUecs
B PErHCTPAIIOHHOM J0Che, 0(OpMIIEHHOE B COOTBETCTBHM C yHKTOM 9 IlpaBui;

6) xomusd HOKyMEHTa, IOATBEPHK/JAIOMIETO TOJHOMOYHSA YIOJTHOMOYEHHOIO
TIpeICTABUTEIA [IPOU3BOJUTENS (M3TOTOBUTEIIA);

B) JOKyMEHTHI ¥ CBEIEHHS O COOTBETCTBYIOUIMX H3MEHEHHAX, BHOCHMBIX
B JIOKYMEHTEI, COZepIKallfecs B PETMCTPAallHOHHOM JIOChe, B TOM YHCJE€ NOKyMEHTOB,
NIOATBEPKAAIOLINX TAKHE U3MEHEHMS;

r) JOKYMEHTHl MOpOM3BOAWTENs M (WIM) OpraHu3alyi, OCYIIECTBIAIOMUX
IIpOBE/ICHAE TEXHMYECKUX HCIBITAHMUH, TOKCUKOJIOTUIECKHX UCCICIOBAaHIH, KITHHHYECKHX
MCOBITAaHH#  (pe3y/ibTaThl  COOTBETCTBYIOIIMX  HCIBITAHWiA),  MOATBEPXKIAOLINX,
4YTO BHECEHHE 3aSBJICHHBIX M3MEHEHUH He BIieUeT U3MEHCHHUS CBOMCTB M XapaKTEPUCTHK,
BIMSMIONIMX Ha KauecTBO, 3((dEKTHBHOCTh M O€30IaCHOCTh MEIUIMHCKOTO H3JIeINus,
WM COBEPILIEHCTBYET CBOMCTBA M XapaKTePHCTHKH IIPH HEM3MEHHOCTH (yHKIHOHAIBHOTO
Ha3HayeHHs U (WIH) MPUHLIKIA JeHCTBUA MEIUIMHCKOTO U3eIHS;

1) OPMIHHAJ PETMCTPALIMOHHOTO YIOCTOBEPEHH S (IyOnuKar);

€) OIHCh JJOKYMEHTOB.

49. JIns mpoBeleHHs OSKCIEPTH3Bl KadecTBa, 3G(EeKTMBHOCTH M 0e30IaCHOCTH
METHIMHCKOTO MU3JEIUs B IeAX ONpee/eH s BO3MOXXHOCTH (HEBO3MOXHOCTH) BHECEHHS
W3MEHEHHT B JOKyMEHTHI, COIEPKALIHECs B PETUCTPAIIMOHHOM JIOChE, PETUCTPUPYIOIIHH
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opraH OJZHOBPEMEHHO € 3a/laHMEM Ha NPOBE/ICHHE TaKOM SKCIEPTU3bl U JOKYMEHTaMH,
yKa3aHHBIMH B IMyHKTe 48 HacTosmero [lopsinka, HanpaBAeT B SKCIEPTHOS yIPSKICHHE
JOKYMEHTHl PEerMCTPAallHOHHOTO JOChe, Ha OCHOBAaHMH KOTOPBIX ObUIO BBIJAHO
PETHCTPAlMOHHOE YZOCTOBEPEHHME Ha MENMIMHCKOE H3JIeNHe, a TaKke JOKYMEHTE,
HAa OCHOBAHHH KOTOPHIX PErHCTPUPYIOLIUM OpraHoM OBUIO IPHHATO peIIeHHEe
0 BO3MOYKHOCTH BHECEHHS W3MEHEHMil B PETHCTPAlMOHHOE YIOCTOBEpEHHE H (WIIH)
PETUCTPALMOHHOE IOChE (B Cly4ae BHECCHHS TaKMX U3MEHEHHH).

50. 3aKIO4eHHE O BO3MOXHOCTH (HEBO3MOXKHOCTH) BHECEHHs HW3MEHECHHH
B JOKYMEHTEHI, COJepXallhecs B PErMCTPAallMOHHOM JOCHE, ohopMIIseTCsl 3KCIEPTHHIM
yapexxaeHHeM o popMe COTNIaCHO IPUIIOKEHHUIO Ne 5 k nacrosmemy [Hopsaaxy.

51. OcHOBaHMSAMHM JUIS BBIHECEHHS OKCIEPTHBIM YYPEXKIACHHEM 3aKIIIOYCHHUs
O HEBO3MOXXHOCTH BHECEHMs  HM3MEHEHMA B  JOKYMEHTBl, COACp)Kaluecs
B PErHCTPALIMIOHHOM JIOChE, SBJISIOTCS :

a) HEJOCTOBEPHOCTh IIPECTaBJIEHHBIX CBEJCHHUH, 000CHOBBIBAIOIINX BHECEHUE
W3MeHeHHi, B TOM YHCJE BBIABIECHHBIX PETMCTPUPYIOIIAM OpPraHOM IO pe3yibTaTam
TOCYJapCTBEHHOTO KOHTPOIS 3a o0palleHineM MeIUIMHCKIX 15633 (01717 8

6) OTCyTCTBHE CBeICHMH, NMOATBEPKIAIOMMX HEH3MEHHOCTH (GYHKIIMOHATIBHOTO
HasHaueHHUs U (WIK) NpHHIKIA JefCTBIS MEIUIMHCKOTO U3/IEINHS, B CBA3M C BHOCUMBIMH
U3MEHEHUSIMH B JOKYMEHTALIHIO;

B) OTCYICTBME B IPEJCTAaBIEHHBIX 3asBUTENEM JIOKYMEHTax CBeJeHUH,
MOATBEPXKJAMOIIMX, YTO M3MEHEHHsS, BHOCHMBIE B JIOKYMEHTBI, COHEpIKAIUCCH
B PErHCTPALMOHHOM JOChE, He BIEKYT U3MEHEHHEe CBOMCTB M XapaKTEPUCTHK, BIMAIOLINX
Ha  KadecTBO, O(QGdeKTUBHOCTh M  0€30MaCHOCTE ~ MEJUIMHCKOro  H3JeNui,
WIA  COBEPIICHCTBYIOT  CBOMCTBA M  XapaKkTepUCTHKH  INIpH  HEM3MEHHOCTH
(QYHKIMOHATBHOTO Ha3HAYEeHHA ¥ (M) NPUHUMIA JEHCTBHA MEAUIMHCKOTO H3ACTHA.

VII. DxcnepTu3a JI0KYMEHTOB PErHCTPALlHOHHOIO 10Che

52. DkcneptH3a JOKYMEHTOB PETrMCTPallHOHHOTO JI0OChe M NPENCTABICHUS
B DErHCTPHUPYIOLMIA OpraH 3akKIIOYeHHs M0 (OpME COITACHO IPUIIOXKEHHIO Ne 6
K HacrosmiemMy IIOpsaKy OCYLIECTBISIOTCSA OJKCHEPTHEIM YUYPSXICHHEM B CpOK,
He npeBbimarommii 10 pabouux aHeH co IHs MOIy4eHHs 3a[aHHMA PETMCTPHPYIOIMICro
OpraHa ¢ MpWIOXKEHHUEM JOKYMEHTOB PETUCTPALIMOHHOIO IOCHE.

53. 3akmoueHHe, ykasaHHoe B IyHkTe 52 Hactosmero Ilopsnka, ogopmisiercs
SKCIIEPTHBIM YYpEXIeHHEeM B CIIydae yCTaHOBJEHHs (akrta, 4TO MHCTPYMEHT, allapar,
npu6op, 060pyAOBaHie, MaTEpUal 1 IIpoyee U3/eNue, CoAepKalleecs B rOCy [apCTBEHHOM
peectpe, MO CBOeMy (YHKIHOHAIBHOMY HA3HA4eHWI0 W (WIM) MPUHLHIY JeHCTBHA
He MOXET IIPUMEHATECSA B MEAULUHCKHX LIENIAX U He ABIACTCS MEIUIMHCKAM U3/ICITUEM.

B ITynxte 49(1) 1 55(1) TpaBir.




INpunoxenne Ne 1
K ITopsiaxy opraHu3anyy v IpOBEIeHHs
IKCIIEPTHU3HI KadecTBa, 3G HeKTUBHOCTH
1 0e30I1aCHOCTH MEIULMHCKIX U3IENui,
YTBEPKIEHHOMY [IPHKa30M
MunmCcTEepCTBa 3PaBOOXPaHEHHS
Poccuiickoit deneparnuu

oT «Z0 5/4/?/270 2020 r. No A6 %

®opma

(HaI/IMeHOBaHI/Ie 3KCIIEPTHOI'O yqpex(,ueﬂwl)

YTBEPXIAIO

(pyKOBOAWTENb WIX HHOM YIIOJIHOMOYEHHBIH
COTPYIHHK 3KCIEPTHOTrO YUPEXKICHHM,
damuus, MMst ¥ 0T4ECTBO (TIPH HAIMYUM), IOAIKCE, TIEYaTh)

« » 20 1.

3aK/TI0YeHHe 0 BO3MOXKHOCTH (HEBO3MOKHOCTH)
npoBeleHus KJIMHHYeCKHX HCNBITAHHA MEIHIHHCKOr0 H3Jeaus
(3a HCKJII0UeHHEM MeJHIHHCKHX H3Je/dil 1 K1acca OTeHIHAJIBHOI0 PUCKa
NpHMeHeHNs] ¥ MeAHIHHCKUX H3/1e/IHil 1/l THATHOCTHKH in vitro,
a TaKoke MeIHIHHCKHX H3/e/IHil, BK/II0YeHHBIX B epeyeHb)

No oT« » 20 .

1. HaumenoBanue MEOULIUHCKOTO HU3aCINnAa (C YKa3aHUuEM HpHHaﬂHe)KHOCTeﬁ,
HCO6XOI[I/IMBIX JJIA MPUMCHEHHUA MEIUIUHCKOI'O HU3ACIIAA I1o Ha3HA4YCHHIO,
a TaxKKe€ TOBAapHOI'0 3HaKa W MHBIX CPCICTB WHJIWBHAYyAIN3alliil MEJUIIUHCKOIO H3JCIHA
B clIy4yac UX HAHECEHHUA Ha YIIaKOBKY MEOUIUHCKOTO I/ISIICJ'II/ISI)

2. HpOI/I3BOlII/ITeJIB (I/ISFOTOBI/ITCJII)) MEIULUHCKOT'O U31CIINUA
(nosnHoE M (B ciiy4ae, eclid HMEETCS)

COKpallleHHO€ HAUMEHOBAHWE, B TOM YHCIIC (bl/IpMeHHOC HAHMEHOBAHHUE, OpPraHU3allJMOHHO-IIPABOBAA (bopMa
IOpHAMYECKOro JIMla, aapec ero MecTa HaXO0KIACHUA WU (baMI/UIPIH, HUMA H OTYECTBO (ﬂpH HaJ'II/I‘lI/IPI), ajgpec MECTa
KUTENHCTBA HHAUBHYAJIBHOI'O npennannMaTeJm)

3. 3asgBUTEND

(nomHoOe 1 (B Clryyae, eclli UMeeTCs) COKPALleHHOe HAMMEHOBAHHE, B TOM YHCIIe GUpMEHHOE
HalMEHOBAaHHE, OPraHU3aUMOHHO-TIPaBoBas (Gopma IOpHAUYECKOro JIULA, aAPEC €ro MECTa
HaXOJKJEHHs WIH (paMHIIHs, UMS ¥ OTHECTBO (TIPH HATMYMH), aipec MECTa XKHTEIbCTBA
WHAUBHAYATBHOTO MPEANPHHUMATEI)

4. PexBH3HUTHI 33JlaHUS PETUCTPHUPYIOIIEr0 OpraHa




2

5. CBemenust 06 3Kcreprax (paMuivs, ©Ms U OTIECTBO (IIPH HAIIHYMM), CIIEUHATBHOCTS,
yyeHas cTermeHb (3BaHde) (TIPM HAIMYMH), MeCTO paboOTHl U JOJDKHOCTD)

6. O0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEIECHHH, H3JIOKEHHBIX B 3aKIIOYCHUU,
IpeayIpexKaeH:
IMpencenarenb KOMHCCHU SKCIIEPTOB

(hammuius, UMs ¥ OTHECTBO (TIPH HasMuuK)) (TO/IMKCH)
OTBeTCTBEHHBIN CEKPETAPh

(bammTHst, UMs U OTUECTBO (TIPH HAJIMYKK)) (TIOANKCEH)
JKcnepThl

(dhamunys, UMs 1 OTHECTBO (TIPH HAMUKK)) (TIOAMMCH)

7. CopmepxaHue MPeACTaBIEHHBIX Ha 3KCIEPTH3Y NOKYMECHTOB (w3maratoTcsi OCHOBHBIE
TIOJIO’KEHHMS [IPEACTABICHHOH JOKYMEHTALNH):

7.1. Wpentudukaims JOKyMEHTOB, [PEACTaBICHHBIX B  LEIIX INPOBEACHUA
IKCIEPTU3BI:
7.2. MecTo mpou3BOACTBA MEAMIIMHCKOTO U3 1T
7.3. Bun MeIUMIIMHCKOrO U34eNNs B COOTBETCTBHH C HOMEHKIATYpHOU Kiaccupukanuen
MEQULIMHCKUX U3EIIUM:
7.4. Knacc mOTEHLMANBHOIO PHUCKa MPUMEHEHUST METUIMHCKOTO U3JIeNNsl B COOTBECTCTBHH
C HOMEHKJIATYPHO# Kiaccu(puKauye MEIUIIHHCKHX 15 c31 () 15078
7.5. Kog O6mepoccuiickoro KinaccupukaTopa MPOAYKIHMH 1O BUAAM SKOHOMHYECKOM
EeATENLHOCTH:
7.6. Hasznadenue, o6GnacTe NPHUMEHEHUs U MPUHLUI JEHACTBHA MEIULMHCKOIO
H3IeIns:
7.7. TlepeueHs MoOKa3aHUH K MPUMEHEHHIO, NPOTUBOIOKA3aHU, BO3MOXHEIX TI0OOYHBIX
NEeUCTBHHA MEIMITMHCKOTO U3EIus:
7.8. YcimoBus MpUMEHEHUs MEIUIMHCKOTO U3ACIIH:
7.9. Csenenus o HOPMAaTUBHOM JOKyMeHTalu1 Ha MEIHUIMHCKOE
u3Ienme:
7.10. JlauHsle 0 pa3paboTKe U HIPOU3BOJACTBE MEAWLIMHCKOTO U3ICIIHA:
7.11. OcHoBHbIe GYHKIMOHATBHBIE XapaKTEPUCTUKM (B TOM 4KCIIe OCHOBHBIC NTapaMeTphI
M XapaKTepHCTHKH, OMNHMCAHHE METoJa CTEpUIH3alMy, pHbopMalUid O IMPOrpaMMHOM
obecrieueHNH, HCIOJIb3yeMOM B PETUCTPUPYEMOM MEIHUIIUHCKOM U3IETTHN):
8. DKcrepTHas OIeHKa NpPEICTaBICHHBIX Ha 3KCIEpTU3Y 3asBICHHA O rocyAapCTBEHHOU
perucTpauid MeIULUHCKOrO U3JEHsA W JOKyMCHTOB, YKa3aHHBIX B ITYHKTE 10 IlpaBun
roCyIapCTBEHHOM PEriCTPaliii MEJMIMHCKUX H3/IENUH, YTBEPKICHHBIX IOCTAHOBICHUEM
IIpaButenscTBa Poccuiickoit @enepamuu ot 27 nexabps 2012 r. Ne 1416:

8.1. OueHKa MOTHOTHI MPeICTABIECHHBIX JOKYMEHTOB (110 OTHOLIEHHIO K OTHUCH):

8.2. OueHKa 3asBJIEHUs O TOCYAapCTBEHHOM PETUCTPALIMKA MEAUIIMHCKOTO U3JICIH:

8.2.1. Ouenka HaHMEHOBaHUA MEJULIMHCKOI'O U3ETIHS:
8.2.2. Ouenka IpHHAIJIENHOCTH 3asAB/IAEMbIX M3IEJMIA K OTHOMY (o61memMy) MOAEITBEHOMY
W/WIHA THIIOPa3MEPHOMY pAIy METUIIMHCKOrO H3AeIus:
8.2.3. OleHKa COOTBETCTBHS 3asBIISIEMBIX IPHUHAATIE)KHOCTEN:
8.2.4. OTHeceHHe K METUIIMHCKUM HU3ICIIUIM:

8.2.5. Ouenka cnenu(UYHOCTH Ha3HAYEHMs METUIMHCKOrO H3[eNus, yCTaHOBJICHHOIO




IpOM3BOIHUTENEM (M3TOTOBHTENEM) M YKA3aHHOTO B 3asBIEHHM O TIOCYAapCTBEHHOH
PETHCTPAIMH MEMLMHCKOTO H3ENH)s, a TaKKe er0 COOTBETCTBHSA JAHHBIM TEXHHIECKOH H
3KCIUTyaTal[HOHHOW NPOU3BOAUTEINS (M3TOTOBUTE]IA) NOKYMEHTALHH
8.2.6. OueHka COOTBETCTBHS BHAA MEAULMHCKOIO H3JACIHA B COOTBETCTBHH
C HOMEHKIATypHOM KiaccrbuKanueii MeMIMHCKUX U3ETH:
8.2.7. OlieHKa COOTBETCTBHA Kilacca IMOTEHUHAIBHOTO PUCKA IPUMEHEHHS METUITUHCKOTIO
m3ienusi B COOTBETCTBMH ¢ HOMEHKIATypHOH KimaccuuKauueid MEIMIMHCKHX
159 () 1405
8.2.8. Omenka cooTBercTBUs Koja OGuepoccuiickoro Kiaccudukaropa MNPOTYKIHUH
10 BUJIaM SKOHOMHYECKON NEeSATEIHOCTH
8.3. DkcIepTH3a JOKYMEHTOB, yKkasaHHbIX B mHyHkTe 10 IlpaBun rocynapcTBeHHOH
PErHCTpaliy MEAULUMHCKAX M3[eIHH, YTBEPKAEHHBIX NocTaHOBNeHHeM IIpaBuTensCTBa
Poccuiickoit Penepanuu ot 27 nexabps 2012 r. Ne 1416:

83.1. OueHxka COOTBETCTBMS  INPHMEHSEMOH  HOPMAaTHBHOM  JOKyMEHTAaIlU{
Ha MeIUIMHCKOE M3/elHe IeIIM oOecreueHns kKayecTBa M 6€30MacHOCTH MeTULITHCKOTO
M31eus (B TOM YHCIIe HOMyCTHMOCTH OCTaTOYHBIX PUCKOB):
83.2. OmeHka COOTBETCTBHSI  TEXHHYECKOM  JOKYMEHTAllHd  IPOU3BOJUTEIA
(usroToBuTeNs) UensAM obecneveHHs KadecTBa, 3(PQEKTHBHOCTH U 0e30MacHOCTH
MEIUITMHCKOTO U3eTIH:
8.3.3. Ormenka COOTBETCTBHMS OKCIUTyaTallHOHHOM NOOKYMEHTAallMd TPOU3BOJUTENS
(M3roTOBHTENs) LeWsIM OOecledeHus KadecTBa, I(pQeKTHBHOCTH U 0e30MacHOCTH
MEIUIIMHCKOTO U3JETIHs:
8.3.4. Omenka ¢oTorpaduueckux H300paKeHUH 0OlLIero Buaa MeIUIMHCKOTO H3IEIUs
BMECTE C IPHHAIENHOCTIMH, HeOOXOIUMBIMH JUISl IPUMEHEHNS. METUIIMHCKOro H3eTus
0 Ha3HaYEHUIO:

8.3.5. OleHKa IONHOTHL M Pe3y/NbTAaTOB MPOBEAEHHBIX TEXHUYECKUX HCIIBITAHUH (B TOM
yyce ¢ yKasaHHEM CBeJeHuii 06 HCIBITaTeNbHON jaGopatopum, Mecre H (opme
MpOBEJEHUS WCIBITaHUH, MPENCTABICHAEM KpPaTKOH XapaKTepUCTHKH 00pa31oB,
IIpeACTaBIEHHBIX JUIS [POBENEHMS HCIBITAHWH, CBEJCHUH O HANMOHAIBHBLIX
(MeXIyHApONHBIX) CTaHAApTaX M HOPMATUBHOW IOKYMEHTAl[MH, Ha COOTBETCTBUE
KOTOPBIM OBUTH IPOBeleHBl HCIBITAaHHs, a TAKXe OLEHKA pe3yNpTaToB NPEACTABICHHBIX
WCIBITAHUN):
8.3.6. OLieHKa [IOJIHOTHI B Pe3y/bTaTOB MPOBEAEHHBIX TOKCHKOIOTHIECKMX MCCIIeJOBaHUN
(B TOM duMCIe C YKasaHWeM CBeleHHH 00 MCIbITAaTeNbHON JlabopaTopuu, MecTe
TIPOBEIEHHs KCCIICAOBAHUM, IIPE[CTABICHUEM KpAaTKOH XapaKTepHCTHKH 00paz1os,
TIPe[CTABIEHHBIX UL IIPOBEJICHMS WCCIENOBAHWH, CBEJEHHH O HaIMOHAIBHBIX
(MEXIyHApOOHBIX) CTaHAApTax M HOPMATMBHOW IOKYMEHTAllUH, Ha COOTBETCTBUE
KOTOPBIM OBUIM TIPOBENEHBI HCCIENOBaHMSA, MHGOpMaUM{ O MaTepuanax, M3 KOTOPHIX
pOM3Be/leHbl  (M3TOTOBJEHB) MEIWIMHCKHE M3Jenus U (WIH) IIPHHALIEKHOCTH
K MEIULIUHCKOMY H3IEIMIO, WM O PELEeNTypPHOM COCTaBe HW3AeNUs, a TaKKe OLECHKA
pe3yJIbTATOB MPECTABICeHHBIX MCIIBITAHMH):
8.3.7. OueHKa MONHOTEI M pE3YyJIbTaTOB MPOBEJEHHBIX HCIBITAHUNA MEIUIUHCKOIOo
M3IeNUs B IENAX YTBEPXKICHHS TUMA CPEJICTB M3MEPEHHUH (B OTHOIICHMH MEIHUIMHCKHX
W3NeNNii, OTHOCAIIMXCA K CpEACTBaM u3MepeHHH B cdepe TIoCyaapCTBEHHOTO
peryIupoBanusi o0ecledeHHs eJIMHCTBA W3MEPEHUi, MepedeHb KOTOPBIX yTBEpPKIaeTcs
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MuHncTepcTBOM 3apaBooxpanenus Poccuiickoit @enepanuu:
8.3.8. Ormenka mnpoekTa IUIaHA KIWMHUYECKUX HWCIBITAHUM MEAULIMHCKOIO H3IENHs
¢ 000CHOBEIBAIOIIMMH €r0 MaTepHaIaMH (B ClIydae, eCIH UMEeTCs):
8.3.9. Ouenka mNpeAcTaBIeHHBIX CBEJACHUH O BBIAAHHBIX PETHCTPHPYIOIIMM OpPraHOM
paspelIeHUIX Ha BBO3 MEAUIIMHCKUX U3JENNH C LEeNIbI0 UX FOCYyJapCTBEHHOH! pErucTpaluy
(It MEOWIIMHCKUX M3JENTUi MHOCTPaHHOTO IIPOU3BOJICTBA):
8.3.10. Omenka cBefeHHH, MOATBEPKAAOMMNX KauyeCTBO JIEKAPCTBEHHOIO IIpenapara,
(apMaleBTUIeCKO) CcyOCcTaHIMM, OMOJOTMYECKOro MaTepHajla M HHOIO BEINECTBA,
C HCITOJIb30BaHHEM KOTOPHIX IMPON3BEIECHO MEAMIIMHCKOE HU3JEIHE WU KOTOpBIE BXOIAT
B €ro COCTaB M KOTOpbIe NpeJHa3HaueHbl I IPUMEHEHHS TOJIBKO C YUE€TOM Ha3HAYeHH:
MEIMIMHCKOTO H3JIENHs, ONPeAeIeHHOr0 IPON3BOAUTEINIEM, U BEIJaHHBIX B COOTBETCTBHHU
C 3aKOHOJATENBCTBOM  CTpPaHBl  IPOUCXOXKICHHMS  JIEKApCTBEHHOI'O  IIperapara,
(apMarieBTUUECKO# CyOCTaHLIUH, OMOJIOTHYECKOTO MaTepralla i MHOTO BELIECTBa:

9. Pe3ynbTaThl 9KCIEPTU3HI:

(yKa3]>IBaIOTC$I BBIBOJIbI KQXKJIOT'0O M3 3KCHEPTOB, BXOAIIETO B COCTAaB KOMUCCHHU SKCHepTOB)

10. BriBox:

(ykassiBaeTcs O BO3MOXKHOCTH (HEBO3MOKHOCTH) IIPOBEICHHS
KJIUHWYECKHX HCTIHITAHHHA MEIULMHCKOTO H3/IETHUA, ¢ YKA3aHHEM

MPHUYHAH HEBO3MOXKHOCTH NPOBEACHHUA KIIMHUICCKAX HCIBITAHUN MEIULIMHCKOTO
H3ICIHA, ¢ NOATBEPKACHUEM BHIA MEAULIMHCKOTrO M3/IC/IMA M KJ1acCa

MOTEHIHATIBHOTO PUCKA MPUMEHEHHS B COOTBETCTBUY C HOMEHKJIATY PHOM
KJaccupukanmeil)

ITpunoxxeHrWe: MHEHHE 3KCIIepTa, HECOTNIaCHOTO C BBIBOJAMM JKCIIEPTH3Bl KayecTBa,
3¢ dexTUBHOCTH ¥ 6€30MIaCHOCTH MEIULUHCKUX M3Zienuil (TIpH HAJTHYuH)

Komuccus SKCIIEPTOB B COCTABE:

npeaceaareyib KOMUCCHU 3KCIIEPTOB
(haMunug, UM 1 0TH4eCTBO (TIPU HAMUYMK)) (TIOANHKCH)

OTBETCTBEHHBIH CeKpeTaphb

(pamunus, uMs ¥ oTHECTBO (NIPH HATMYMH)) (TIOAIHCE)
AKCIEePTHI

(pammius, iMA B OTHECTBO (MPH HATHYKK)) (TIOATIHCEH)



[Tpunoxenue Ne 2
K ITopsaaky opraHu3alluyl U IPOBEAECHUs
SKCIEPTHU3HI KauecTBa, dPPEKTUBHOCTH U
0€e30MacHOCTH MEIUIIMHCKHUX HU3JIENINH,
YTBEPXKIECHHOMY IIPUKa30M
MuHucTepcTBa 3IpaBOOXpaHEHU
Poccuiickoii ®enepanyun

oT «Z0» ./4/7/70 2020 . Ne LB 27

®dopma

(HaMMeHOBaHHE YKCIIEPTHOTO YUPEKACHH)

VTBEPXIAIO

(pPYKOBOIMTENb WM HHOH YyNOJTHOMOYEHHbIH
COTPYIHMK 3KCIEPTHOTO YUPEKACHMS,
(amMumEs, MM ¥ OTYECTBO (MPU HATMYHH), IOATIHCE, TIEYaTh)

« » 20 T

3ak/I0ueHne 1o pe3yJibTaTaM IKCNepTH3bl Ka4eCcTBa,
3¢ PeKTHBHOCTH H 6€30NaCHOCTH MEAHIHHCKOrO H3/1e/ U
(3a HCK/TI0YeHHeM MEeAHUHHCKHX H3/Ae il 1 Ki1acca NOTeHUHAILHOTO PHCKa
NpUMeHeHHus] M MeAHIHHCKAX H3/IeJIHil /151 JHArHOCTHKH in vitro,
a TaKoke MeJHIHHCKHUX H3/1e/INii, BKIIOYeHHBIX B lepeveHb)

Ne OT «__» 20 .

1. HauMeHoBaHME MEIMIMHCKOrO H3lenus (C yKa3aHMEM NPHHAIIIE)KHOCTEMH,
HeOOXOMMMBIX  JUI1  NpPUMEHEHHs MEAUIMHCKOrO HM3JeNHsd MO0  Ha3HauYeHHIo,
a TaKKe TOBAPHOTO 3HaKa W MHBIX CPEJICTB MHIMBHUIYAIH3ALMM MEIULHMHCKOTO M3AENUs
B ciiy4ae uX HaHECEHUs Ha YIIaKOBKY MEIUIIMHCKOTO

H3/IEITHA )

2. IIpon3BoauTens (M3rOTOBUTENB) MEAUIMHCKOTO H3ICIHS
(nosnHoe H (B cily4ae, eClIM MMEeTCs)

COKpaIleHHOe HAMMEHOBAHHKE, B TOM YHCIIe (pUPMEHHOE HAMMEHOBAHHE, OPraHU3aIMOHHO-NPaBoOBas (opMa
IOPHJIHYECKOTO JIMLA, APeC ero MECTa HaXOKACHHUS WIH aMHUIKS, AMS M OTIECTBO (IPH HAIMYHM), aIpec MecTa
JKHMTEIBCTBA HHANBHUAYAILHOTO MPEAIPUHAMATEIL)

3. 3agBuUTENb

(mosnHOe H (B ciiy4ae, €CIM UMeeTCs1) COKpallleHHOe HAMMEHOBaHHUE,
B TOM 4Hclie QMPMEHHOE HAUMEHOBaHHEe, OpraHN3aLMOHHO-TIPaBoBas opMa FOPUAMIESCKOro JHIIa,
aJIpec €Ero MecTa HaXOX/ISHHMs WK (aMUIIKA, MM M OTYECTBO (PU HATIMYMH), aJpec MecTa
HKHTEJILCTBA HHIUBHIYATBHOTO NPEANPHHUMATENS)

4. PeKBU3NTHI 3aJaHUS PETUCTPUPYIOLLErO OpraHa
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5. Ceenennus o6 skcmepTax ((paMuims UMs U OTYECTBO (IIPU HAIWYHM), CIIEHUATBLHOCTS,
ydyeHas cTeleHb (3BaHue) (OpH HAJIMYMK), MeCTO pPaboTBl M  JOIDKHOCTB)

6. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEAEHHUM, M3JIOKECHHBIX B 3aKIIOYCHUH,
TpenyIpeKICH:
Ipencenarens KOMACCHH 3KCIIEPTOB

(dbamunus, uMs ¥ OT4eCTBO (TIPH HATMYNHK)) (TIOAMKCH)
OTBeTCTBEHHBIN CEKpPETaph

(dbamunus, umst ¥ OTUECTBO (TIPH HAIMYHUHK)) (TOJMKCE)
OKCHepTsI

(dbammns, ©Ms ¥ OTHECTBO (TIPH HAJIMYMHK)) (IOJIKCH)
7. CopepkaHHe TPEICTABIEHHBIX Ha SKCIEPTH3Y JOKYMEHTOB (M311araloTcsi OCHOBHBIC
TIOJIOXEHHMS IIPEACTaBIEHHON TOKyMEHTALUHN):
7.1. HWpentudukaums JOKyMEHTOB, IIPEICTaBIEHHBIX B  LENAX  IPOBECICHMS
SKCIIEPTHU3BL:
7.2. MecTo npOou3BOACTBA MEAMLIUMHCKOIO U3EIHS:
7.3. Bun MeIHLUHCKOTO M3[EIHs B COOTBETCTBHH C HOMEHKJIATypHOH KinaccH(pUKanueH
MEIULTHCKUX H3IEIIHi:
7.4. Knacc MOTEHIHAIBHOTO PHUCKa IIPUMEHEHUS MEIULIMHCKOIO H3/I€JIUS B COOTBETCTBUU
C HOMEHKJIATYPHO# KilaccupuKanrel MEAUIUHCKUX 15631 (S 4717
7.5. Kon O6mepoccuiickoro kinacciupukaropa MPOAYKIMH IO BHIaM 3KOHOMHYECKOH
eI TETbHOCTH:
7.6. Haznagenwe, o06nacTh TpUMEHEHHS © TNPUHLUI JEHCTBUA MEIAMLIUHCKOrO
H3JIeNnug:
7.7. TlepeueHp moka3aHWil K IPUMEHEHHUIO, NIPOTUBOIIOKA3AHHU, BO3MOXHBIX ITOOOYHBIX
NeWCcTBUI MeJUITMHCKOTO U3AECIIHA:
7.8. YcioBus IpUMEHEHHS MEIULIMHCKOTO M3IENIH:
7.9. CBeieHHsI 0 HOPMAaTUBHOHM NOKyMEHTALMK HA MEIUIIUHCKOE HU3ACIHE:
7.10. Jlannsie o pa3paboTKe U MPOU3BOJCTBE MEAMIIMHCKOTO U3ICIH:
7.11. OcHOBHBIE (PYHKI[MOHATBHBIE XapaKTEPUCTUKH (B TOM YHCIIE OCHOBHBIC apaMeTphl
M XapaKTePHCTHKH, OIHCaHHe METOia CTEpHIM3aluM, MH(pOpMauus O IPOrpaMMHOM
obecrieyeHnu, HCIIOJIB3YEMOM B pErucCTpUpyEMOM MEIHUIIMHCKOM
U3ETHN):
8. DOkcmeprHasi OLEHKAa MPEACTABICHHBIX HA OKCIIEPTH3Y JIOKYMEHTOB, O3KCIEpTH3a
TIOJIHOTHI ¥ Pe3yJIbTaTOB IPOBEICHHBIX UCTIBITAHUH ¥ UCCIIEIOBAHMI:
8.1. OueHka  TNOMHOTH  IPENCTAaBIEHHBIX  JOKYMEHTOB  (II0  OTHOLICHHIO
K OTIHCH):
8.2. OueHka 3asBIIEHHS O TOCYJApCTBEHHONl perucTpaldd MEIULIHHCKOrOo M3JeIusl
(mpoBOZHMTCA B CIIy4ae, €CIH B AaHHBIA JOKyMEHT BHECEHBI M3MEHEHMS 1O pe3ylbTaTaM
KJIMHUYECKHUX UCTIBITAHUM MEIUIIMHCKOTO U3/IENHA):
8.2.1. OueHka HaMMEHOBaHHUS MEAUIMHCKOTO U3EIIU:
8.2.2. OleHKa IPUHAMJIE)KHOCTH 3asBJIIEMBIX M3JENHUH K OTHOMY (ob1meMy) MoAeIBHOMY
Y/WIIH TATIOPa3MEepHOMY Py METUIIMHCKOTO U3AEITHU:
8.2.3. O1eHKa COOTBETCTBHA 3aABIIAEMbIX IPUHAJIC)KHOCTEM:
8.2.4. OTHeceHMe K MEUIIMHCKUM HU3CITHAM:
8.2.5. OueHka crenupUIHOCTH Ha3HAYEHUs MEIULUHCKOTO H3IENHA, yCTaHOBJIEHHOIO




npou3BoauTeneM (HM3rOTOBHTENEM) H YKa3aHHOTO B 3adBIEHMH O [OCYIapCTBEHHOH
PETHCTPALNK MeIULHHCKOTO M3/ENHs, a TAKXKE €r0 COOTBETCTBUSA JAHHBIM TEXHHIECKOH U
SKCIUIyaTalldOHHOM JOKyMEeHTaIU{ IPON3BOIUTEN (M3TOTOBUTES):
8.2.6. OueHka COOTBETCTBHA BHJA MEIUIMHCKOTO M3JEIUs B COOTBETCTBHH
C HOMEHKJIATYpHO# KiaccuduKayeil MEQULIMHCKUX U3IE/IHM:
8.2.7. OreHKa COOTBETCTBHS Kilacca MOTEHIMAIbHOIO PUCKaA IPUMEHEHH METUIIMHCKOTO
M3JeNUsS B COOTBETCTBMM ¢ HOMEHKIATYpHOH KiaccH(pUKalued MeIUIMHCKHX
W3 IEITNH:
8.2.8. Ouenka coorBeTcTBHA Koga OOIIepOCCHICKOro KiacCU(pHUKATOpa IPOAYKIMH
I10 BHJIaM SKOHOMHUYECKOU JeATEIbHOCTH:
8.3. DkcliepTusa [JOKYMEHTOB, yKa3aHHbIX B IyHKTe 10 IIpaBun rocymapctBeHHON
perucTpanyy MeJUIIMHCKAX H3[eNui, YTBEPXKAEHHBIX MocTaHoBieHneM IIpaButenscTBa
Poccuiickoit ®enepamuu ot 27 nexabps 2012r. Ne 1416 (npu HeoGXOmMMOCTH,
IIPOBOJIUTCS B ClIydae, €Clld B JaHHBIC JTOKYMEHTHI BHECEHBI H3MEHEHHUS MO Pe3yIbTaTaM
KIMHAYECKUX UCIBITAHMH MEeIUIIMHCKOTO H3/IeNHs):

8.3.1. OueHKka  COOTBETCTBHS  NPUMEHSEeMOM  HOPMAaTHUBHOM  JOKYMEHTalluU
Ha MeIULMHCKOE M3JENHe LelsIM o0eciieueHns KauecTBa 1 0e300acHOCTH MeIUIIMHCKOTO
u3ens (B TOM YHMCIIE JOIYyCTUMOCTH OCTaTOYHBIX PHCKOB):
8.3.2. OueHka COOTBETCTBHSA  TEXHHYECKOM  [JOKyMEHTAllMM  I[IPOHU3BOJUTEINS
(msroToBuTens) IuelsM obecrmedeHHs KadecTBa, 3(QGEKTHBHOCTH U 6e30I1aCHOCTH
MEIUIIMHCKOr0 U3/eIus:
8.3.3. OmeHKa COOTBETCTBHA OKCIUIyaTallAOHHON JOKYMEHTAalldd IPOM3BOIUTEIL
(M3roToBUTENA) LM oOecrmedeHHs KadecTBa, 3(PGeKTUBHOCTH U 6e30macHOCTH
MEIUIIMHCKOTQ U3ETIHS:
8.3.4. Ouenka ¢ortorpadpudeckux H300pakeHUH OOILETo BUIAa MEAUIIMHCKOTO H3IeNHs
BMECTE C MPHHAIEXHOCTIMH, HEOOXOAVMBIMH Ul IPUMEHEHHS METULIUHCKOTO U3JeIHs
110 Ha3HA4YEHHIO:

8.3.5. OleHKa MOJHOTE M Pe3yJbTaTOB NPOBEAEHHBIX TEXHHYECKHX MCIIBITAHUA (B TOM
Yiclie C yKa3aHHeM CBeleHud o6 WCIbITare]bHOM JlabopaTtopuu, Mecte M (popme
IIpOBEJIHUs HCTBITAHWM, NpPEeACTaBICHHEM KpaTKo#l XapaKTEepHCTHKU 00pa3uoB,
NpeACTaBIEHHBIX U1 ITIPOBEAEHMS  HCIBITAHMHM, CBEJEHHH O  HaIMOHAIBHBIX
(MeXIyHapOAHBIX) CTaHAApTaX M HOPMAaTHBHOM HOKYMEHTAallMd, Ha COOTBETCTBHUE
KOTOPHIM OBbLIHM MPOBEIEHBI UCIIBITAHHUSA, a TAK)XKE OLEHKA PE3y/IbTaTOB NPEJCTaBIeHHbBIX
UCIIBITAHUI ):
8.3.6. O1eHKa II0JIHOTH! ¥ PE3YJIFTATOB MIPOBEJEHHBIX TOKCHKOIOTUYECKHX UCCIIENOBAHUN
(B TOM 4UHCIe C YyKasaHMeM CBeJeHHH 00 MCIBITaTENLHON J1abOpaTopud, MecTe
IIpOBEJICHAsS HCCIENOBaHU, MpPeCTaBleHUeM KpaTKoH XapaKTepuCTHKM 00pa3los,
OpEACTaBIEeHHBIX s IPOBEJCHUS MCCICNOBaHWM, CBEIEHMH O HAIMOHAIBHBIX
(MeXIyHapOIHBIX) CTaHJApTaX M HOPMATHBHOM JOKyMEHTAal[Md, Ha COOTBETCTBHE
KOTOPHIM OBUTH HpOBeIeHbl HCCieJoBaHMA, MHPOpMalMd O Marephanax, U3 KOTOPBIX
Npou3BeeHbl (M3TOTOBNECHBI) MEIMUHHCKAE M3lenusd H (WIKM) [PUHAIIEKHOCTH
K MEIUIMHCKOMY M3JENHIO, WM O PEeleNTYPHOM COCTaBe H3JENUf, a TaKKe OIeHKa
pe3ybTAaTOB MPeCTaBIeHHbIX UCTIBITAHUMN):
8.3.7. OleHKa IOMHOTHI H PpE3YJIbTATOB IPOBEACHHBIX HCHBITAHUN MEIUIMHCKOTO
W3eNus B LENAX YTBEPXKIECHUS THIIA CPEICTB M3MEpeHUH (B OTHOIIEHMH MEIMIUHCKUX




4

u3geanii, OTHOCAIIMXCA K CpelcTBaM M3MepeHHH B cepe TIoCyAapCTBEHHOTO
peryaupoBaHus obecliedeHHsl €IMHCTBA M3MEPEHUH, IepeueHb KOTOPBIX YTBEPXIAeTCH
MHHHCTEpCTBOM 3paBooxpaHeHus Poccuiickoit Penepanun):
8.3.8. Omenka NpeACTaBIeHHbIX CBEAECHMH O BBIJAHHBIX PETHCTPUPYIOLIMM OpraHOM
paspellleHUsX Ha BBO3 MEAHINHCKHX U3/IEIUH C IENbI0 X OCY IapCTBEHHOH PETHCTpallhy
(@St METUIMHCKUX W3IE/Hi HHOCTPAHHOTO IIPOM3BOJICTBA):
8.3.9. OueHka CBeIeHMH, IOATBEPXKIAIOMIUX KavyeCTBO JIEKApCTBEHHOTO Ipenapara,
(apManeBTHUeCKOH CyOCTaHIMM, OHOJOIMYECKOTO Marepuana M HHOIO BEIIECTBA,
C HCIOJBL30BAHMEM KOTOPBIX IPOU3BEACHO MEIULMHCKOE H3JleJIne UM KOTOPBIC BXOIAT
B €r0 COCTAaB M KOTOpPbIE MpeJHa3HaueHbl I NPHMEHEHUS TOJIBKO C Y4€TOM HasHAYCHUS
MeIUIMHCKOTO H3JeIHs, ONPeNEIeHHOTO IPOM3BOUTEIIEM, H BbIIaHHBIX B COOTBETCTBUH
C 3aKOHOJATEeNbCTBOM  CTpaHbl NPOMUCXOXIEHHS  JIEKAPCTBEHHOTO  IIpemnapara,
(apMalleBTHYECKOH CyOCTaHIMK, OMOJOrHYECKOro MaTepyala 1 HHOrO BEIECTRA!

8.4. OrieHKa IIOJHOTEI U PE3YJIFTaTOB NPOBEICHHBIX KIMHAYECKHX HCTIBITAHUH:

8.4.1. HamMeHOBaHHe opraHW3alvy, NPOBOJAUBIIEH HCNBITAHWSA, C YKa3aHUEM MeECTa
IpOBeIEeHUS UCIIBITAHUH:
8.4.2. CBefeHHs O MONTHOMOYMSX OpPraHMW3alMU HA IPOBEICHHUE MCIEITAHWN C yKa3aHHUEeM
JUIEH3HH:
8.4.3. Ilepuron mpoBeeHUS UCTIBITAHUI !
8.4.4. ®opMa mpoBeIeHHsT UCTILITAHHIA:
8.4.5. TlepeyeHb HOKYMEHTOB, AaHHBIX, OOpa3lOB, MpPEACTaBJICHHBIX AN NPOBEJACHHUA
WCTIBITAHUN

8.4.6. OneHka npeacTaBleHHON JOKyMEHTAIHH!
8.4.7. XapaKTepuCTHKa TAlUeHTOB  (KOJIMYECTBO, MOJN, BO3pAacT, MAMarHo3),
uX UH)OPMHUPOBAHHOE COTJIACHE:!
8.4.8. OueHKa HpeACTaBIEHHBIX PE3yJIBTATOB MPOBEJECHHBIX KIMHHYECKAX HCIBITAaHHH
MEIUIHHCKOTO W3IENHd C YKa3aHWEM KOJIMYeCTBa MPOBEAEHHBIX 00CI/IeOBaHHIA,
omepauui, mpoueayp, aHaJInu30B:
8.4.9. OueHxka mpeJCTaBIEHHBIX CBEICHHWH O B3aHMO3aMEHACMBIX MEIMIHMHCKUX
M3JENHAX:
8.4.10. Ceezenust 0 HapabOTKe MEAMLMHCKOrO U3AEIUS B Yacax B TCUCHHE KIMHUYECKUX
UCIIBITAHHI, KOJIMIECTBE U3MEPEHUMN, LIUKIIOB CTEPHUIIH3AINN!
8.4.11. OueHka QYHKIHOHAIBHBIX KAY€CTB MEAHIIMHCKOTO M3Jenus, 3QPEKTUBHOCTH ero
nprMeHEeHHUs, TOKa3aHuii ¥ IPOTUBOIIOKA3aHHI1 K ero PUMEHEHHIO:
8.4.12. OueHka BO3MOXHOCTEH MEIHLMHCKOTO H3AENHs, Kacaloluxcs TOYHOCTH
U3MEpPEHH, TOCTOBEPHOCTH, BOCIIPOM3BOJUMOCTH, HAIE)KHOCTH:!
8.4.13. OneHKa SKCITyaTallMOHHBIX Ka4eCTB MEAMIHMHCKOrO H3AelNHs, BO3MOXHOCTH
yIpaBieHusi W yHoOCTBa OOpalleHHs C HHM, TEXHHYECKOH 3CTETHKH MEIMIMHCKOro
m3enms, ero oopMIIEHH s, YCTOHYMBOCTH K J€3MHPEKIMH, CTEPUTH3ALAH:

8.4.14. Undopmauus o6 OOHAapyXeHHBIX B IIPONECCE KIMHMYECKHX HCIBITAaHUH
HENOCTAaTKaX KOHCTPYKLMHM M Ka4yecTBa MEIULHMHCKOro H3flenus (Ipd HaIudKH),
0c00EeHHOCTH pabOTHI C HUM B IIPOLIECCE IKCIUTyaTalluu:
8.4.15. Kpatkoe u3noxeHue pe3yJbTaTOB MCIEITAHHIA:
8.4.16. OueHka pe3y/IbTaTOB KIMHUYECKUX UCIBITAHUN SKCIIEPTHBIM YUPESIKACHUEM:
8.4.17. Pe3ynsTaThl MOHUTOPHHIA 6€3011aCHOCTH MEAUIIMHCKOTO U3eTIHA:




9. Pe3ynpTaThl 3KCIIEPTU3LI:

(}’KaSLIBaIOTCﬂ BBIBOZbI K&XKIOI0 U3 9KCNCPTOB, BXOAALICTO
B COCTaB KOMHCCHH 3KCIIepTOB)

10. BriBox:

(yxasbiBaeTcs 001Ul BBIBOA, C YKa3aHHEM MPUUMH B CITy4ae BHIHECEHHS
3aKJTIOYEHHS O HEBO3MOYKHOCTH rOCY/JapCTBEHHOM PErHCTPaliui MeJULIMHCKOTO H3/IEMHs)

[IpuioxkeHre: MHEHHE O3KCIEPTa, HECOITacHOro C BHIBOJAMH 3KCIEPTH3BI KavecTa,
5((eKTHBHOCTH ¥ 6€30MaCHOCTH MEeIUIMHCKUX U3eNUi (IPH HaTUIHH)

Komuccus JKCIICPTOB B COCTABEC:
npeacenareiib KOMUCCUH 3KCIIEPTOB

(bamunms, M U OTYECTBO (MPU HATUYKH)) (TIOAIHUCH)
OTBETCTBEHHBIN CCKpCTaph

(bammunus, umMs ¥ 0TUECTBO (IPH HATHYMK)) (IOAIHCE)
IKCIICPThL

(bamumms, ©UMA B OTYECTBO (MIPU HAIWYKH)) (IOAMKCH)




Ipunoxenne Ne 3
k ITopsaaky opraHu3aiiul ¥ IpOBEACHUS
IKCIEPTH3HI KauecTBa, 3P(HEeKTUBHOCTH
¥ 6e30I1aCHOCTH MEIUIIMHCKIX U3EIHii,
yTBEpKIEHHOMY MPHKa30M
Mun#CcTEpCTBa 3[JpaBOOXPaHEHHS
Poccuiickoit @enepanuu
oT «dD» /‘/e/’ 77 2020 T. Ne 62

®opma

(HaMMeHOBaHUE SKCHIEPTHOTO YUPEKACHH:)

VTBEPXJIAIO

(pyxoBoauTENb WIIN HHOH YNOTHOMOYEHHBIA
COTPYIHMK 3KCIIEPTHOIO YUPEKIACHHA,
damunmsa, uMs ¥ 0TYECTBO (IPH HATIMYHMH) MOJIIKCH, TIe4aTh)

« » 20 T

3akJ04eHHE MO pe3yjbTaTaM IKCIEePTH3bI Ka1€CTBa,
Sd)(l)EKTHBHOCTH H 0e30MaCHOCTH MEIHIIHHCKOI 0O U3AeJIUA 1 kj1acca NOTEeHIHAJIBLHOIO
pHCKAa NPHMEHECHHS H MEAHHHHCKOIo H3aejausd 1Jis THArHOCTHKH in vitro
(33 HCKJIIOYCHHEM MECAHIIHHCKHX n:me.rmii, BKJIIOYCHHBIX B nepeqeﬂb)

Ne OT «__» 20 T

1. HawumeHOBaHMEe MEIMIMHCKOTO HM3Aendsd (C yKa3aHHeM IPUHAaUIC)KHOCTEHN,
HEOOXOAMMBIX I IPAMEHEHHMs MEAUIMHCKOrO H3[eaus 10  Ha3HAYEHHIO,
a Tax)Ke TOBApHOTO 3HaKa W MHBIX CPEICTB MHIMBHAYaIM3alli¥ MEIUIMHCKOIO H3IEIIHs
B ciiy4ae HX HaHeCceHus Ha YIIaKOBKY MEIULTHCKOTO

H3JIETIHA )

2. TIpon3BoauTeNb (M3rOTOBUTENH) MEAULIMHCKOTO U3/IENHUs
(mosHOE W (B cimy4ae, ecly MMeeTcs)

COKpallleHHOE HAMMEHOBAHKE, B TOM YHcIie PHPMEHHOe HaMEHOBaHHE, OPraHU3allMOHHO-NPaBoBast popma
IOPH/IMYECKOTO JIULA, a7pec ero MECTa HaXOXKAECHHS WIH GaMuIus, MM M OTYECTBO (TIPH HATMYMH), a[Ipec MecTa
JKMTEJILCTBA MHAMBHIYAIILHOTO NPeANPHHUMATENA)

3. 3agaBUTEND

(monHoE W (B ClTyuae, C/ld UMEeTCsA) COKPAIleHHOe HAMMEHOBAHUE, B TOM YHC/ie QUPMEHHOE
HaUMEHOBaHHe, OPraHM3aLMOHHO-TIPaBoBas PopMa IOPUIMYECKOrO JIMLA, aIPeC €ro0 MecTa
HAXOMKIEHHA WK GaMIUTHs, UMS U OTYECTBO (TIPH HAJTMYMH), apeC MECTA JKHTEILCTBA
HHIMBUIYaJbHOTO NIpePHHUMATENS)

4. PexBU3HUTHI 3aJaHUS PETUCTPUPYIOLIEro oprasa
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5. Ceegennsa 06 skcneptax (haMuaus UM B OTUECTBO (IIPH HAJIMYMH), CTIEHUATBHOCTD,
ydeHas CTemneHb (3BaHMe) (IpM HAJIMYMH), MecTO paboTel ¥  JOJDKHOCTH)

6. OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEICHHUI, H3JIOKEHHBIX B 3aKIIOYCHUH,
TpeAyTIpeXIeH:
Ipencenarenb KOMHCCUU SKCIIEPTOB

(pamusust, iMst ¥ 0TUECTBO (TIPU HATHYKH)) (TIOAMHKCH)
OTBeTCTBEHHBIN CeKpeTaph

(damunmst, uMs 1 oTYecTBO (MPU HANHYMK)) (TIOAITACH)
DKCHepTh

(damumist, uMs | oTdecTBO (TIPHU HATHYUK)) (TIOJTHCH)
7. CopaepxaHue TpeACTABIEHHBIX Ha JKCMEPTHU3Y NOKYMEHTOB (M3JararoTcsi OCHOBHBIE
IIOJIOXKEHHUS IIPe/ICTABIICHHON JOKyMEHTALUH):
7.1. HWpentudwukanus  OOKYMEHTOB, MpPEACTAaBIECHHBIX B ILEIAX IPOBEICHU
SKCIEPTU3BI:
7.2. MecTo poHu3BOACTBA MEAULIMHCKOTO U3EIIH:
7.3. Bug MeJUIMHCKOrO H3JE/Nsi B COOTBETCTBUH C HOMEHKIATYpPHOH Kiaccudukaiueit
MEIUIMHCKUX H3ICTHM:
7.4. Knacc noTeHIIUATBEHOTO PUCKA IIPUMEHEHUSI MEIUIIMHCKOTO U3JielIis B COOTBETCTBUU
C HOMEHKJIATYpHOU KiIacCupHUKaued MeAULIMHCKUX U3IeNUM:
7.5. Kog O6miepoccuiickoro Kiaccugpukaropa MPOAYKLHWU IO BHIAM 3KOHOMHYECKOH
NIeATEIIBHOCTH:
7.6. Hasnauenmwe, o0NacTh TpPUMEHEHHSs M NPUHLUN [JEHCTBUS METUIMHCKOIO
U3JIenud:
7.7. Tlepevensb moka3aHHii K MPUMEHEHHIO, MPOTUBOMOKA3aHUH, BO3MOXXHBIX MOOOYHBIX
JIEUCTBHHN MeIUIIMHCKOTO M3eTH:
7.8. YcnoBus NpUMEHEHUS MEAULMHCKOTO U3IEIIUS:
7.9. CBegeHUs 0 HOPMaTUBHOM TOKYMEHTAIMY Ha MEIUIIMHCKOE U3ENHeE:
7.10. laHHBIE 0 pa3paboTKe U IIPOM3BOJCTBE MEIULIUHCKOTO U3AEINS:
7.11. OcHOBHBIE (PyHKIHOHAJIbHBIE XapaKTEPHUCTUKH (B TOM YHCJIE OCHOBHBIE ITapaMeTPHI
U XapaKTEPHCTHUKH, OMKMCAHHE METOJa CTepHIH3aliu, WHPOpMamusi O IPOrpaMMHOM
obecrie4eHHH, UCIIOIL3YEMOM B PETHCTPHPYEMOM MEAUIIMHCKOM W3/IENHHN )
8. DkcmepTHas OlLieHKa MpPEICTaBIEHHBIX Ha OKCIEPTU3Y MIOKYMEHTOB, 3KCIEpTH3a
ITIOJTHOTHI U PE3YJIBTAaTOB MPOBEAEHHBIX UCIIBITAHUN M HCCIICIOBAHUN:
8.1. OneHka  IOJHOTHI  IPEACTABICHHBIX  JOKYMEHTOB  (II0  OTHOILIEHUIO
K OITHCH):
8.2. OneHka 3asBJICHUS O TOCYJapCTBEHHOM pEerucTpallid MEAUIIUHCKOTO U3IEIIHS
8.2.1. OrieHKa HAaUMEHOBaHUS MEIHUIITHCKOT'O U3JIEIIH
8.2.2. OueHka NpUHANIEKHOCTH 3asBIAEMBIX U3JENUN K ofHOMY (00mieMy) MoJienbHOMY
H/WJIN TUTIOpa3MEPHOMY pAYy MEIULIMHCKOTO M3IEIH:
8.2.3. OueHKa COOTBETCTBHUSI 3asIBISIEMBIX MPUHAJIEKHOCTEM:
8.2.4. OtHeceune K MEIUIMHCKUM H3IIEIIASIM:
8.2.5. Ouenka crnenuPpUIHOCTH HA3HAYEHHUS MEJUIIMHCKOTO W3JAENHUs, YCTAaHOBIEHHOIO
NPOU3BOAUTENEM (M3rOTOBHUTENIEM) M YKa3aHHOTO B 3afBICHUHM O TIOCYJapCTBEHHOH
perucTpali MeIULMHCKOTO U3/IENHs, a TAKXKE €r0 COOTBETCTBUS JaHHBIM TEXHUYECKON U
SKCIUTyaTaIHOHHOM JIOKyMEeHTAllUH NPOU3BOAUTENSA (M3TOTOBUTES):




8.2.6. OrieHKka COOTBETCTBHS BHAA MEAMLIMHCKOIO M3JE/IHA B  COOTBETCTBHH
C HOMEHKJIATYPHOM KiTaccuuKaIeil MeAUUNHCKUX U3EIUN:
8.2.7. Onenka COOTBETCTBHS Kiacca MOTCHIMAIBHOIO PUCKA IIPMMEHEHHS MEIHIIMHCKOTO
M3IeNusl. B COOTBETCTBHMM C HOMEHKJIATYpHOH Kiaccuukamued MeIULHHCKUX
W3 JIeJINM:
8.2.8. OueHka cootBercTBUsA koma OOmiepoccuiickoro kiaccupukaTopa HNpOIYKLHH IO
BH]aM DKOHOMHYECKOM JESITEIbHOCTH:
8.3. Dkcmepru3a HOKyMEHTOB, ykasaHHbIX B IyHKTe 10 IlpaBun rocymapcrBeHHOR
PErucTpalMd MEeIULUHCKUX W3JIeNHH, YTBEPKICHHBIX IOCTaHOBJIECHHEM IIpaBUTENBCTBA
Poccuiickoii ®eneparun ot 27 nexabpst 2012 r. Ne 1416:

83.1. OmeHKa COOTBETCTBHS  IIPUMEHIEMOHM  HOPMAaTMBHOM  JOKyMEHTAllMH
Ha MeOULIMHCKOE U3Jeline nelaM obecrieueHus KadecTBa M O€30MacHOCTH MEAMLIMHCKOTO
u3zeans (B TOM YHCIIe JOIyCTUMOCTH OCTaTOYHBIX PHCKOB):
83.2. OrmeHka COOTBETCTBHS  TEXHHYECKOM  JOKyMEHTAlUM  MPOU3BOIUTEIS
(usroroBuTeNst) IensM obecriedeHHs KauecTBa, 3(QGEKTUBHOCTH M 0€30IaCHOCTH
MEIUIIMHCKOrO U3ETHs:
8.3.3. OrmeHKa COOTBETCTBHS OKCIUTyaTal[MOHHON JOKYMEHTAIllUl IPOU3BOIUTEIS
(usrotoBuTENs) UEHAM obecliedyeHUs] KadecTBa, 5S(QQEKTUBHOCTH M 0€30IacHOCTH
MEIULIMHCKOTO U3JeTHs:
8.3.4. Ouenka ¢ororpadhuveckux n300pakeHUi oOIIEro BHAAa MEIULMHCKOTO M3JENUs
BMECTE C IPHHAIICKHOCTIMH, HEOOXOTUMBIMY U IPUMEHEHHU MEAUIIMHCKOTO M3JIEIHs
I10 Ha3HAYEHHIO:

8.3.5. OneHKa IOJHOTEI ¥ PE3yILTATOB IPOBEJCHHBIX TEXHHYECKUX HCHBITaHUH (B TOM
quclie C yKasaHMeM CBeleHHHd o0 wucmplTaTelbHON saboparopuu, Mecre M QopMe
NpOBEAEHNUA HCOBITAHWHA, TPEACTaBIEHHEM KpaTKOH XapaKTepHCTHKH 00pasloB,
HpENCTaBIEeHHBIX [ IPOBEACHHS HCIBITAHWM, CBEIEHMA O HalHOHAIBHBIX
(MEXXIyHApOAHBIX) CTaHOAapTax W HOPMAaTUBHOM JOKyMEHTalldM, Ha COOTBETCTBHE
KOTOpHIM OBUTH MPOBEAEHB! UCIBITaHUs, a TAKXKE OLECHKA PEe3YJBTaTOB MPEICTABICHHBIX
HCIIBITAHUR ):
8.3.6. O1eHKa IIOJHOTHI U Pe3YJIbTaTOB MPOBENEHHBIX TOKCUKOJIOIHUECKUX MCCIIEIOBAHMI
(B TOM uYHCIe C yKa3aHHEM CBeJeHHH 00 HCHBITaTeNlbHOM nabopaTopum, MecTe
NpOBEJEHHUs] WCCIIENOBaHUM, IMpPEACTaBICHHNEM KpaTKOM XapaKTEepHCTHKM 00pasloB,
HpPEICTABIEHHBIX I TIpOBElEHMA HCCIEJOBaHMH, CBENECHHM O HalHOHAIBHBIX
(MEXXIyHapOAHBIX) CTaHIapTax M HOPMAaTMBHOM [OKYMEHTAllMM, Ha COOTBETCTBHUE
KOTOpHIM OBUTH TMPOBeAEHBI HCCIeNOBaHUs, MHGOpMalMKM O MaTepuanax, U3 KOTOPBIX
Hpou3BeJEeHB (M3TOTOBJICHBI) MENMIMHCKHE H3Jenus M (WIM) IPHHALIEKHOCTH
K MEIMIMHCKOMY H3JIENHIO, WM O PELENTYPHOM COCTaBe M3JCHs, a TakXKe OIEHKa
pe3yJIbTAaTOB MPeICTaBICHHBIX UCTIBITAaHU):
8.3.7. OueHka IIOJHOTHI H pe3YJbTaTOB MNPOBEACHHBIX HCIBITAHUH METUIMHCKOTO
U3JENUA B IEAX YTBEPKICHHUS THIIA CPEICTB M3MEpEHMH (B OTHOLICHHH MEIULIMHCKUX
U3JEINM, OTHOCAIIMXCA K CpeICTBaM HW3MEpeHHil B cdepe TrocyIapCTBEHHOIO
peryJupoBaHus oOecredYeHNs €IUHCTBa HU3MEPEHHH, IepedeHb KOTOPBIX YTBEPXKIACTCH
MunncrepcTBoM 31paBooxpanenus Poccuiickoit @eneparun):
8.3.8. OreHka MpPenCTaBIEHHBIX CBEAEHUH O BBIJAHHBIX PETHCTPUPYIOIIUM OPraHOM
paspelIeHusIX Ha BBO3 MEAMIIHCKUX U3JelHH C HENIbI0 X IOCyJapCTBEHHOM perucTpanuu
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(st MEIMIMHCKUX U3/1eNUii HHOCTPAHHOTO MPOU3BOJICTBA):
8.3.9. OueHka cBeleHUId, MOATBEPXKIAOIIUX Kav4eCTBO JIEKAPCTBEHHOrO IIpenapara,
(gapManeBTH4ECKO CyOCTaHIUHM, OHONOIMYECKOro MaTepHala M MHOIO BEIECTBa,
C HCIOJB30BAHHEM KOTOPHIX IIPOU3BEIECHO MEIULMHCKOE M3JeJIHe WIH KOTOPHIE BXOZISAT
B €r0 COCTaB M KOTOpHIE TpeHa3HA4YEHb! I IPUMEHEHHs TOJIBKO C YYETOM Ha3HAYeHHS
MEANULKMHCKOro H3Jeus, ONpele]eHHOr0 NPOM3BOUTENEM, U BbIIaHHBIX B COOTBETCTBHH
C 3aKOHOJATEILCTBOM  CTpPaHbl  MPOUCXOXIEHUS  JIGKApCTBEHHOIO  IIpelapara,
(apManieBTH4eCKOH  cyOcTaHUMH,  OHMOIOrMYECKOro  Marepuaia M HHOTO
BelllecTBa:
8.4. OrieHKa I0JIHOTEI H PE3YJIBTaTOB MPOBEACHHBIX KIMHUYECKUX UCIIBITAHUI:

8.4.1. HaumeHOBaHHe OpraHM3allMy, IPOBOIAMBINEH HCHBITAHHSA, C YKa3aHHEM MecTa
MIPOBEACHMS] UCIIBITAHUN
84.2. CsemeHus o0 TIOJHOMOYHSAX OpraHM3alMd Ha INPOBEICHUE HCIBITaHUN
C YKa3aHUEM JIULCH3HH:
8.4.3. Ilepuon npoBeeHUs UCIIBITAHUN:
8.4.4. ®opma npoBeeHUs UCIBITAaHU:
8.4.5. IlepeueHb JOKYMEHTOB, HAaHHBIX, 00pa3LoB, NpPEACTABICHHBIX AJIs MPOBEICHUSL
HCTIBITAaHUIA:

8.4.6. OtieHka npeicTaBIeHHON JOKYMEHTALUH:
8.4.7. Jlnsa MeIUIMHCKUX M3Aenui 1 Kiacca MOTeHIHAIBHOTO pUCKa IPUMEHEHHUS

- OLEHKAa MpEACTaBIEHHBIX CBEJEHUH O B3aUMO3aMEHSEMBIX MEIMLIUHCKUX
W3JEIHNAX:
- CBelleHHs O HapaOOTKe METWIIMHCKOro H3JeNus B 4Yacax B TEYCHHE KIMHHUYECKHX
UCHBITaHHH, KOJTMYECTBE U3MEPEHU, LINKIIOB CTEPUITH3ALMH:
JIns MeTUIUHCKUX W3AEIHIA U1 AMarHOCTHUKH in Vitro:

- XapaKTepUCTHKa MaTepuana:
- OLIEHKA pe3yJIbTaTOB NMPOBEACHHBIX KIMHUYECKUX UCIIBITAHHA MEAULUHCKOTO U3/EHs C
yKa3aHHEeM KOJIMIeCTBa MPOBEIeHHBIX Ta00paTOPHBIX UCCIIEAOBAHMMH:
- cpaBHEHME (PYHKIIMOHAIBHBIX XapaKTEPUCTUK MEAULMHCKUX H3AEHH, IPUMEHIBIIMXCS
B pedepeHTHOI MeToIuKe (IPH HATWYHH):
8.4.8. Ornenka (QYHKIMOHAIBHBIX  XapaKTEPUCTUK  MEIUIMHCKOIO  M3IEIHS,
3 (eKTUBHOCTH €ro INPHMEHEHUs, [IOKa3aHHM ¥ TPOTMBONOKA3aHUM K  €ro
PUMEHEHHIO:
8.4.9. OrneHka BO3MOXHOCTEH MEIUIMHCKOrO W3IENUs, KacalolMXCs TOYHOCTH
H3MepEeHHU, JOCTOBEPHOCTH, BOCIIPOM3BOIUMOCTH, HaZEKHOCTH:
8.4.10. OmeHka S3KCIUTyaTallHOHHBIX KauyeCTB MEIWIMHCKOTO H3JeMs, BO3MOXKHOCTH
yIpaBieHUus W ynoOcTBa OOpalieHWs ¢ HHUM, TEXHHYECKOH 3CTETHKH MeIUIMHCKOIO
u3zenns, ero oOpMIIEHHS, yCTOMYMBOCTH K JIe3UHGEKINH (JUId MEAULMHCKUX U3aenui 1
KJIacca MOTEHIHATLHOTO PHCKa MPIMEHEHN ), CTEpPUIM3ALUY (1S MEAULIMHCKUX U3ACIIHiA
1 xmacca DOTEHIMANBHOTO pHCKA TNPUMEHEHHUs), CTaOWIBHOCTH U3AeNusd IpH
SKCILTyaTalldi B YCJIOBHAX MPaKTHYECKOH JlabopaTopuul (A1 MEAVLMHCKUAX HU3JEeNUN I
JHArHOCTHKH in Vitro):
8.4.11. Hudopmanms o006 oOHapyKEHHBIX B Ipolecce KIMHUYECKAX HCNBITaHUM
HEJOCTaTKaX KOHCTPYKIHMH M KadecTBa MEIUIMHCKOTO u3jenus (IpH HaJIU4Mn),
0COOEHHOCTH paboThI ¢ HUM B MpoIecce SKCILTyaTaluu:




8.4.12. KpaTkoe u3noxxeHHe pe3ynbTaToB KIMHUYECKHAX UCIIBITAaHHM:
8.4.13. Orenka pe3yIbTaToB KIIMHUYECKUX UCTIBITAHUN SKCIIEPTHBHIM

yIpeXXICHUEM:
8.4.14. Pe3ynpTaThl MOHUTOPUHTA 6€30I1aCHOCTH MEIUIIMHCKOIO U3EIIHU:

9. PG3YJ'IBTaTI>I SKCIICPTHU3LI:

(}’KaSLIBalOTCﬂ BBIBOJBI K&KI0ro U3 SKCIEPTOB, BXOALIECTO
B COCTaB KOMUCCHH al(cneme)

10. BeiBox:

(yxasbiBaeTcs 0OLIMIA BBIBOM, C YKA3aHHEM NPUYHMH B CTy4ae BHIHECEHHS
3aKTIOYEHHS O HEBO3MOXKHOCTH [OCY/IapCTBEHHOM PEricTpalMy MeJULIMHCKOTO H3eTIHs)

IIpuiioxeHHe: MHEHHE SKCIIEepTa, HECOINACHOrO C BBIBOJAMM OJKCIEPTH3Bl Ka4ecCTBa,
3¢ eKTUBHOCTH U 6€30MAaCHOCTH MeIULUHCKUX U3Aenuil (IIpH HATHYUH)

Komuccus 3KCIIEPTOB B COCTABE:
npenceaaresib KOMUCCHHA 3KCIIEPTOB

(bamunms, uMs 1 OTYECTBO (MPU HATWYKH)) (TIOATIHCE)
OTBETCTBEHHBIN CCKpETAPHb

(damunms, umsi 1 OTYECTBO (MPU HANWYKK)) (IOAIMCH)
AKCIIEPTHI

(pamuust, ¥Ms 1 OTUECTBO (MPU HAMUYKH)) (IIOAIHUCH)



ITpunoxxenue Ne 4
K [Topsiiky opraHu3anyy U IpOBeACHU
SKCIEPTU3HI KauecTBa, 3¢ HeKTHBHOCTU
¥ 0e30MacHOCTH METUIIMHCKHX U3/,
YTBEPXKIACHHOMY IIPHUKa30M
MunucTtepcTBa 34paBoOXpaHEHUs
Poccuiickoii @enepanuu
ot « I rofprz 2020 T. Ne A6

®opma

(HauMeHOBaHUE SKCIIEPTHOTO YUPESIKACHHA)

VTBEPXJIAIO

(PyKOBOAMTEIH WK HHOH YIIOTHOMOYEHHBIN
COTPYIOHHUK 3KCIEPTHOTO YUPEXKICHHUs,
dhaMuiIHs, UMS ¥ OTYECTBO (TIPU HAJTMYMH) MOJIIHCH, T1€YaTh)

« » 20 1.

3akJioueHHe MO pe3yJibTAaTaM 3KCNEPTH3bI Ka4ecTBa,
3¢ PeKTHBHOCTH N 6€30NaCHOCTH MEAHIHHCKOI0 H3/I€/IHS ¢ HU3KOH CTeNeHbI0
NOTEHIHAJILHOIO PHCKA €ro NpHMEHeHHsl, B OTHOLIEHHH KOTOPOro yCTaHOBJIEHbI
0CO0EHHOCTH roCyIapCTBEHHO# perucTpanui, 1o nepevyHio corjacHo NPHJIOKEHHIO
k IIpaBnjiam rocyaapcTBeHHOH perncTpalHH MeAHUHHCKHX H3/1e/Ini,
yTBepKIeHHbIM nocTtaHoBjeHneM llpaButenscrBa Poceniickoii Menepannn
ot 27 nexabps 2012 r. Ne 1416

Ne OT «__» 20 r.

1. HaumMmeHoBaHHe MeOHUUMHCKOro u3enus (C yKa3aHHEM IPUHAAJIEKHOCTEH,
HEOOXOAUMBIX  IUIA TPUMEHEHHs MEAMIUHCKOrO HM3JIenHs 10  Ha3sHa4YeHHIO,
a TaKXe TOBApHOI'O 3HAKa M MHBIX CPEICTB MHIWBHIYyaIHW3alldl MEOHULUHCKOrO H3JEIHs
B ClIy4ae UX HaHECeHUS Ha YIaKOBKY MEJHLIIMHCKOTO U3JIENHs)

2. ITpousBoauTens (M3rOTOBUTENH) MEIULIMHCKOTO U3AEIHS
(nosiHOE U (B ciTy4ae, eciid HMeeTCA)

COKpallCHHO¢ HAUMEHOBAHHE, B TOM YHUCJIC Cl)I/IpMeHHOC HaUMCHOBAHHUC, OpraHru3allMOHHO-IIpaBOBas q)opma
OPHANYIECKOTO JIMLA, aipeCc €TI0 MECTa HaXO0XXICHHUA UITH q)aMI/lJII/Iﬂ, HMA H OTYECCTBO (l'lpI/I HaJ'[I/I‘II/II/I), ajpec MecTta
KHUTENBCTBA HHAUBUAYATBHOT'O Hpe;[npnnnmaTenﬂ)

3. 3agaBUTEND

(monHoe M (B cily4ae, eciii MMeeTCs) COKpallleHHOe HaUMEeHOBaHUE, B TOM 4uciie pUPMEHHOE
HaHMeHOBaHHE, OPraHM3aHOHHO-TIPaBOBas (popMa IOPUANHECKOTO JIMIA, afpec ero MecTa
HAXOXIESHUS WIH (aMIIHs, UMs U OTYEeCTBO (MIPH HAIUYMH), aipeC MECTa KUTEJILCTBA
WHIVBHIYaJIBHOrO NpeaIpHHAMATEIS)



4. PexBH3UTHI 33aJaHUS PETUCTPUPYIOLUETO OpraHa
5. Ceenenns o6 skcmepTax ((paMuiIms UM ¥ OTYECTBO (IIPU HAIUYMHM), CIIENHAIBLHOCTD,
yueHas cTemneHb (3BaHue) (IpYM HAIMYAM), MeCTO paboTEl M JOJDKHOCTb)

6. OO6 OTBETCTBEHHOCTH .3a JOCTOBEPHOCTH CBEJEHHUM, W3JIOXKECHHBIX B 3aKIIIOYCHUH,
TpeayIIpEeKICH:
Ipencenarenb KOMUCCHH SKCIIEPTOB

(bamunus, uMs 1 OTUECTBO (TIPH HAJIMYUHK)) (IOJINCEH)
OTBEeTCTBEHHBIN CEKPETAPh

(bamunus, uMst 1 OTYECTBO (TIPH HANWYKMH)) (TIOAINCE)
OKCrepThl

(bamunus, umst 1 0THECTBO (NIPH HANKM4YKMHK)) (TIOAIHCE)
7. Conepxanue NMpeICTaBIEHHBIX HA JKCIEPTH3Yy HOKYMEHTOB (M3/1araloTcs OCHOBHBIE
HOJIOXKEHMS MPECTaBIeHHON TOKyMEHTALUHN):
7.1. Wneutudukaums JOKYMEHTOB, MpPEJCTaBIE€HHBIX B  LEIAX  IPOBEICHHS
AKCIEPTU3BI:
7.2. MecTo Ipou3BOACTBA MEAUIIMHCKOIO H3IEIIH:
7.3. Bun MEeOUIMHCKOTO M3JE/IUs B COOTBETCTBHHM C HOMEHKIATYPHOU KiaccupuKanuen
MEIHULIMHCKUX U3JCIIHM:
7.4. Kitacc nmoTeHIMalbHOIO pHCKa MPUMEHEHUS MEIULIMHCKOIO U3EIUsI B COOTBETCTBUH
C HOMEHKJIATYpPHO# KiaccupuKanyuel MEAUIUHCKHX U3IEIHM:
7.5. Kox O6mepoccuiickoro kiaccuukaTopa NPOAYKIHMH MO BHIAM 3KOHOMHYECKOM
JIeITeJIbHOCTH:
7.6. Hasnauennme, o0067aCTh TNpPUMEHEHHS W TNPHUHLMIL JACUCTBUSA MEIHMIMHCKOIO
W3e]IHA:
7.7. TlepedeHs MOKa3aHWM K MPUMEHEHHUIO, IPOTHBONOKA3aHMM, BOSMOXHBIX MOOOYHBIX
IEUCTBHA MEIMITMHCKOTO U3EIIMs:
7.8. YciioBus NpUMEHEHU MEIULIUHCKOTO H3AEIIH:
7.9. CBeieHHs 0 HOPMAaTUBHOM JOKyMEHTAllMY Ha MEAMIIMHCKOE H3/ICNIHE:
7.10. JlagHbie 0 pa3paboTke U MPOU3BOACTBE MEAUIIMHCKOIO H3IETIUA .
7.11. OcHoBHBIE (YHKI[HOHAILHEIE XapaKTEPUCTHKH (B TOM YHCJIE OCHOBHBIE ITapaMETPBI
¥ XapaKTEPUCTUKH, OIIMCaHNE METO/Ia CTEPUIIU3ALINH):
8. DKcIepTHas OLEHKa IIPEJCTABICHHBIX Ha OJKCIEPTH3Y JOKYMEHTOB, JKCIEpTH3a
IIOJIHOTEI ¥ Pe3yJIbTAaTOB IPOBEACHHBIX UCIIBITAHUM M HCCIIETOBAHMIA:
8.1. OueHka TONHOTHI  IPEACTABICHHBIX  JOKYMEHTOB (0  OTHOLICHHIO
K OIHCH):
8.2. OleHKa 3asBJIEHHA O rOCYJapCTBEHHOM perucTpaliyi MEIULIMHCKOTO H3EIHS:
8.2.1. Ouenka HAaUMEHOBaHUA MeIUIIMHCKOI0 U3AECIUS:
8.2.2. OneHKa IPHHALIEKHOCTH 3asABIsEMbIX U3ENUH K ogHOMY (06ILEMY) MOAEILHOMY
H/WIH TAITOPAa3MEPHOMY PsLy MEIULIMHCKOIO U3IEIHs:
8.2.3. O1eHKa COOTBETCTBUS 3asBII€MbIX NPUHAJIC)KHOCTEH:
8.2.4. OTHeceHre K MEIUITMHCKUM HU3JEIIHSIM:
8.2.5. Omnenka crnenuPUIHOCTH HA3HAYEHUs] MEIUIUHCKOIO H3JENHsS, YCTAaHOBICHHOI'O
IpOM3BOAUTENEM (M3rOTOBUTENEM) M YKA3aHHOTO B 3afBICHMHM O TOCYAapCTBEHHOU
PEruCTpaliy MEAUIIMHCKOTO U3/IeTIHs, a TAK)KE €r0 COOTBETCTBUSA JaHHBIM TEXHMYESCKOH U
SKCIUTYaTAIl[MOHHOM JOKYMEHTAINH IPOU3BOAUTENS (M3TOTOBHUTEIA):




8.2.6. OmeHka COOTBETCTBHS BHAA MEAMLMHCKOIO U3JEeNHs B COOTBETCTBHUH
C HOMEHKJIaTypHO# KiaccuuKanyueil MEIUIUHCKIX W3EIHN:
8.2.7. OneHkKa COOTBETCTBHA KJlacca MOTEHLMAIBHOIO PUCKA PUMEHEHHS MEIUIUHCKOI'O
U3ZeNUd B COOTBETCTBHM C HOMEHKJIATypHOH Kiaccuukamueld MeIULIHUHCKUX
1731 (15178
8.2.8. Ouenka cootBeTcTBHA Koaa OOmepoccuiickoro kiaccubukaropa IIpOLYKLIHH
10 BHIaM YKOHOMUYECKOW JeATENBHOCTH
8.3. Dkcmeptu3a AOKYMEHTOB, yKa3zaHHBIX B myHkTe 10 IIpaBuil rocynapcrBeHHOM
pEerucTpalii MeAULUHCKUX W3JIeNuil, yTBEpPKAEHHBIX NocTaHOBIeHUEM lIpasurenncTBa
Poccuiickoit ®enepanuu ot 27 nexabps 2012 r. Ne 1416:

8.3.1. OmeHka COOTBETCTBUS  NPHUMEHAEMO  HOPMAaTUBHOM  JOKyMEHTalUH
Ha MEAMIMHCKOE H3JENUe HeisaM obecriedeHus KadecTBa 1 6e30MacHOCTH MEIHIIMHCKOTO
u3enus (B TOM YHCIIE JOIMyCTUMOCTH OCTATOYHBIX PUCKOB):
8.3.2. OueHka COOTBETCTBHUA  TEXHMYECKOH  JOKYMEHTALMH  IIPOU3BOIAUTEIA
(usroroBuTeNsA) wLensM obecredeHHs KkadecTBa, 5((EKTHBHOCTH H 0€30MacHOCTH
MEIUIIMHCKOTO U3JIEIHS:
8.3.3. OrmeHka COOTBETCTBHS OKCIUIyaTallMOHHOM JOKYMEHTallUd IPOU3BOAUTEII
(usroroButens) HeasM obecredeHUs: KadectBa, 3(dekTHBHOCTHM H 6e30macHOCTH
MEIUIIMHCKOTO U3JIEIHS:
8.3.4. Ouenka otorpadudeckux n3o0pakeHHid 001Iero BHAAa MEIULMHCKOIO M3IENHS
BMECTE ¢ MPHUHAMIEKHOCTIMH, HEOOXOAUMBIMHU A7l IPUMEHEHH MEIULIMHCKOIO U3/1eIus
110 Ha3HAYEHUIO:

8.3.5. OmeHkKa MOJHOTHI H PE3YJbTATOB IMPOBEACHHBIX TEXHUYECKUX HCHBITAHUH (B TOM
ylpcle C yKa3aHHEM CBeJeHWH 00 WCIBITaTeNbHOM TNabopaTopuu, Mecte U (¢opme
IpOBEJeHUs WCIBITaHWA, IMpEeACTaBIeHUEeM KpaTKOW XapaKTepUCTHKM 00pa3LoB,
OpeACTaBICHHBIX JJIS TpPOBeNeHWs HUCIBITAaHWM, CBeAEHHH O HalWOHAIBHBIX
(MeXXIyHapOOHBIX) CTaHAapTaX W HOPMAaTHUBHOM [JOKyMEHTAalliM, Ha COOTBETCTBHE
KOTOPBIM OBUTH TPOBEJEHb! UCIBITAHMS, a TaKKe OLIEHKAa pe3yJIbTaToB IIPEeACTaBICHHBIX
HCIBITAaHUN ):
8.3.6. OneHka MOJIHOTHI ¥ PEe3ybTATOB MPOBEACHHBIX TOKCUKOIOTMYECKUX UCCIIEeIOBaHUI
(B TOM 4Hcie C YyKa3aHMEM CBeJeHUH 00 WCHBITaTeNbHOH JabopaTopuu, MecTe
IpOBEEHUS HCCIICJOBaHUM, NpEACTaBICHHEM KpaTKOW XapaKTepHCTUKH o00pasloB,
IOpeACTaBJIeHHBIX I TMPOBEAEHHS HCCIEeNOBaHUN, CBEJEHUA O HalUMOHAIBHBIX
(MeXayHapOOHBIX) CTaHAApTaX M HOPMAaTHBHON JOKyMEHTAalliH, Ha COOTBETCTBHE
KOTOPBIM OBLTH MPOBEIEeHBl HCCIICAOBaHHUA, WHOOpPMAalMH O MaTepHaliax, U3 KOTOPBIX
IpOW3BEACHBl (M3rOTOBJIEHB) MEOUIMHCKHE u3Aenus U (WIHM) [PHHAJIEKHOCTH
K MEIUIIMHCKOMY H3IENHI0, MK O PELENTYpHOM COCTaBe H3JENHs, a TakXKe OlleHKa
Pe3yIbTATOB MPEACTaBIEHHBIX UCIIBITaHMI):
8.3.7. OueHKa MNOJHOTBI W PE3YIBTATOB IMMPOBEICHHBIX WCIBITAHUA MEIUIMHCKOrO
H3JICIAS B LENIAX yTBEPKACHHSA THIA CPEICTB M3MEpPeHHH (B OTHOIIEHWH MEIULIMHCKHUX
H3JICIMA, OTHOCAIIMXCS K CpelcTBaM H3MepeHHid B cdepe rocyJapCTBEHHOTO
peryiupoBaHus obOecriedeHHs] €AMHCTBA M3MEpEeHMii, MepevyeHb KOTOPBIX yTBEepXKAaeTcs
MunuctepcTBoM 3apaBooxpaneHus Poccuiickoit @enepaiiun):
8.3.8. OmeHka NpeACTaBICHHBIX CBEACHWM O BBIAAHHBIX PErMCTPUPYIOIIMM OPraHOM
paspelIeHHsIX Ha BBO3 MEIUIIMHCKHIX M3JEIH ¢ IEeNbI0 X FOCYJapCTBEHHON perucTpalun
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(011 MEAUIMHCKIX U3JeNHit KHOCTPaHHOTO IIPOU3BOACTBA):
8.3.9. OreHKa CBeJcHMIA, TMOATBEPXKAAIOIMX KadecTBO JIEKAPCTBEHHOIO IIpenapara,
¢dapmalieBTHUECKON cyOcTaHIUYM, OWMOJIOrMYecKoro MaTepHaja M HHOIO BEIECTBA,
C MCIOJB30BaHUEM KOTOPHIX IMPOU3BEAECHO MEIULMHCKOE H3Je/IUe UIH KOTOPEIE BXOAAT
B €ro COCTaB M KOTOpHIe NpeJHa3HauYeHbl sl IPUMEHEHHS TOJIBKO C yY€TOM Ha3HaYeHHs
MEIMIUHCKOr0 U3eNus, ONpele]IeHHOro IPOM3BOIUTENEM, U BBIAAHHBIX B COOTBETCTBUH
C 3aKOHOJATEIbCTBOM  CTpaHbl  IIPOMCXOXKIEHHS JIEKApCTBEHHOIO  IIperapara,
¢dapMarieBTHUeCKON ~ cyOcTaHIMM,  OHMOJOTMYECKOro  Marepualra ¥ HMHOIO
BelllecTBa:
8.4. OrieHKa MOJHOTHI U Pe3yJIbTATOB IPOBEAECHHBIX KIMHUYECKUAX UCIIBITAaHUMH:

8.4.1. HammeHOBaHWe oOpraHu3ali{, NPOBOAMBINEH MCIBITAHHSI, C YKa3aHHMEM MecTa
TIPOBEICHUS HCTIBITAHUI:
84.2. CpemeHus o TIOJHOMOYHMSAX OpraHM3allMd Ha TPOBEICHHUE WCIBITaHUN
C YKa3aHHeM JIUIEH3UU:
8.4.3. Ilepuon nipoBeieHHUS UCTIBITAHUMN:
8.4.4. ®opMa NpoBeACHUS UCIIBITAHUMN:
8.4.5. IlepeueHb NOKYMEHTOB, NaHHBIX, 0Opa3lOB, IPEACTABICHHBIX JI IPOBEICHUA
HCTIBITaHUM:

8.4.6. Ouenka npeacTaBieHHON JOKYMEHTALHH:
8.4.7. JInsa MequITHHCKUX H3Aenui | Kiacca MOTEeHUIMAIFHOTO pUCKa IPUMEHEHHUS

- OllEHKa TPEeACTaBICHHBIX CBEJEHUH O B3aUMO3aMEHSAEMBIX MEAMLIUHCKUX
H3IETHAX:
- CBelieHHA O HapaboTKe MEIULUHCKOrO H3JelHs B 4YacaX B Te4YeHHE KIMHHYECKUX
UCIIBITAHUH, KOJIMYECTBE H3MEPEHUI, IIUKIIOB CTEPIIH3ALUN:
8.4.8. Onenka (QYHKIMOHAIBGHBIX  XapaKTEPUCTUK  MEIULUHCKOTO  H3JIENHs,
3(p(pEeKTHBHOCTH €ro IpUMEHEeHWs, [OKa3aHW{i ¥ TNPOTHUBONOKA3aHUHA K €Io
IIPUMEHEHHUIO:
8.4.9. OreHKa OKCILIyaTAllAOHHBIX Ka4eCTB MEAHUIUHCKOrO W3Jeus, BO3MOXXHOCTH
ympaBiieHUss W ynoOcTBa oOpalieHHss ¢ HUM, TEXHUYECKOH 3CTETHKH MEAMIIUHCKOIO
U3JIeNns, ero opopMIIeHHS, YCTOMIMBOCTH K JIe3UHEKIIUH, CTEPUITH3ALNH:
8.4.10. Hndbopmaumsa o006 oOHapyXeHHBIX B IIpolecce KIMHUYECKUX MCIBITaHUH
HEIOCTATKaX KOHCTPYKIMH M KadecTBa MEOUIIMHCKOTO u3jenus (IpU HaJIU4Uu),
0COOEHHOCTH paboThI ¢ HUM B Mpoliecce SKCIUTyaTaliu:
8.4.11. KpaTtkoe u3noxxeHrue pe3ybTaToB KIMHUYECKUX UCIIBITAaHMI:
8.4.12. Onenka pe3yJIbTaTOB KIIMHUYECKUX UCIIBITAHUHA AKCIIEPTHHIM
yapeXkIeHUEM:
8.4.13. Pe3ynpTaThl MOHUTOPHHTA 6€30MTaCHOCTH MEULIMHCKOTO U3eTus:
9. Pe3ynbTaThl 3KCIIEPTHU3HI:

(}’KaBBIBaIOTCSI BBIBOJbI KOKIO0I0 U3 3KCIIEPTOB, BXOIAILIICTO
B COCTaB KOMHCCHUH SKCHCpTOB)

10. BriBon:

(YKaBBIBaeTCﬂ OGII.II/Iﬁ BBIBOJ, ¢ YKa3aHHUCM I[IPHYHH B CJIy1Jac BEBIHCCCHUA
3aKJIIOYCHHUA O HEBO3MOXXHOCTH NOATBCPXKACHHUA FOC}’IlapCTBeHHOf;I perucrpatid MEAULHHCKOIO I/I3)16J'II/I5[)




ITpuioxeHHe: MHEHHE SKCIIEpTa, HECOINACHOrO C BBIBOAAMH 3KCIEPTH3BI Ka4deCTBa,
3} heKTHBHOCTH U 6€30MaCHOCTH MEAUIMHCKUX U3/ieui (P HAINYUH)

Komuccus OKCIIEPTOB B COCTABE!
nmpenacenaresib KOMUCCUH 3KCIICPTOB

(pamunus, umMs U oTHeCTBO (IPH HANKUYMM)) (TOAIKCH)
OTBETCTBEHHBII CeKpeTaphb

(pamunust, uMA U 0THECTBO (NIpH HATUYKH)) (TOJIMCE)
OKCIIEPTHI

(paMums, M ¥ 0TYeCTBO (TIpU HATHYMH)) (TIOAMKUCH)



ITpunoxenue Ne 5
Kk [Topsaaky opraHu3aIliy U MpOBEeAeHUS
SKCIIEPTU3BI KauecTBa, 3PPEeKTHBHOCTH
1 6e30IacCHOCTH MeIMLMHCKUX U3JeNuH,
YTBEPKIECHHOMY MPHKA30M
MuHKCTepCTBa 3ApaBOOXpaHEeHUS
Poccuiickoit ®enepanuu

ot «dy neffizz 2020 1. Ne LEH

®opma

(HanMeHOBaHME SKCTIEPTHOTO YUPEIKACHHS )

YTBEPXIAIO

(pykoBoAUTENb WIN HHOM YITOTHOMOYEHHBIN
COTPYAHMK 3KCTIEPTHOTO YUPEXKICHHU,
(baMHITHA, UM ¥ OTHECTBO (IIPH HAJTHYHMHU), IOATIHCH, [1€4aTh)

« » 20 r.

3ak/1l0ueHHue 0 BO3MOKHOCTH (HEBO3MOKHOCTH)
BHECEHHS H3MEHEHHH B JOKYMEHTBI, COAepKalIHecs] B perHCTPAIHOHHOM J0Che
Ha MeAHLHHCKOe H3/e/Iine

Ne OT «__ » 20 T
1. HaummeHoBaHMe MeIHIMHCKOro m3genus (C yKa3aHHEM NpPUHAIJIEKHOCTENH,
HeOOXOMUMBIX  JJid INPHMEHEHHS MEOWIMHCKOro HM3AeNusi [0  Ha3HaYeHUIo,
a TaK)Ke TOBAPHOIO 3HAaKa M MHBIX CPEJCTB MHAWBUAyaAIU3alUU MEIULUHCKOIO H3IENHs
B ciIy4ae HX HaHEeCEeHHUs Ha YIIAKOBKY MEIUIIHHCKOTO
H3JIETTUS )

2. [Ipou3BoauTeNb (M3rOTOBUTENE) MEAULIMHCKOTO U3IENUS
(nonHOe ¥ (B ciiy4ae, ecllH HMEeTCs)

COKpalleHHOC HAUMEHOBAHHUE, B TOM YHUCIIC (prMeHHOC HauMCHOBAHHE, OpraHUu3allMOHHO-IIpaBOBasA (bopMa
IOPHANYECCKOro JIMILA, afpec €ro MeCTa HaXO0XACHUS HITH Cl)aMI/IJ'II/I}I, HMA H OTHECCTBO (l'IpH HaJ'[I/I‘{l/II/I), aJpec MeCTa
JKUTCIBCTBA HHAHBUAYAIIBHOI'O HpeHHpI/IHI/IMaTeJIH)

3. 3agaBuTenb
(monHOe u (B ciTy4ae, eciii MMeeTCs) COKpallleHHOe HAWMEHOBaHKe, B TOM 4rciie pupMeHHoe
HaUMCHOBaHUE, Opl" aHI/I3aLII/IOHHO-HpaBOBaﬂ Cl)OpMa IOpPIIII/I'-IeCKOFO Jijna, a,zxpec €ro Mecra
HaX0XICHHUA WIH Cl)aMI/IJ'[I/ISI, HMIA H OTYECTBO (l'[pld HaJ'[I/I‘lHPI), a):[pec MECTa XKUTCJIECTBA
WHAHUBUIYaJBHOTO NpeanpUHUMATE]Ts)

4. PeKBU3HTHI 3aJaHUS PETUCTPUPYIOIIEro OpraHa
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5. Ceegenus o6 skcrmeprax ((paMuivs UM ¥ OTHECTBO (IIPH HAJMYHUH), CIEIUAIBHOCTD,
y4eHas cTeneHb (3BaHMe) (IpH HAJIMYMM), MeCTO paboTBl M  JO/DKHOCTB)

6. OO0 OTBETCTBEHHOCTH 3a AOCTOBCPHOCTD CBCI[GHI/IP'I, H3JI0KCHHBIX B 3aKIIOYUCHHH,

TpeaypeKIeH:
Ipencenarens KOMUCCHH SKCIIEPTOB

(baMumst, UM 1 OTUECTBO (MIPU HANKWYUK)) (TTOANHKCH)
OTBeTCTBEHHBIN CEKpeTaph

(bamunus, UM U 0THECTBO (TIpH HATMYUHK)) (TIOATHCH)
DKcnepTsl

(damunus, uMs U oT4eCTBO (NpH HANUYKH)) (TIOATIUCEH)

7. CopepxaHue IpeJCTaBICHHBIX Ha DKCIEPTU3Y JOKYMEHTOB (M3JIararoTcs OCHOBHBIE
II0JIOXKEHHS TIPECTABICHHON TOKYMEHTALMH ):

7.1. Hpentudukaums JOKYMEHTOB, MPEACTABICHHBIX B  LENIX  IPOBEICHHUA
AKCIEPTHU3BL:
7.2. Knacc nOTeHIIMATBHOTO PUCKA IPUMEHEHUS MEJUIMHCKOIO U3JENIHUS B COOTBETCTBHH
¢ HOMEHKJIaTypHOM KitaccuUKalyueld MeAUIIMHCKIX U3/IEIUN:
7.3. Kog OGmiepoccuiickoro kiaccugukaropa NPOLYKIHMH IO BHIAM 3KOHOMHYECKOM
NeATeIbHOCTH:
7.4. Hasznauenwe, o0jacTh NpPUMEHEHHS U NPUHLMI ACHCTBUS MEQUIMHCKOIO
U3HENU:
7.5 TlepedyeHsb TOKa3aHWil K NPUMEHEHHIO, IPOTHBOIIOKA3aHUH, BO3MOXKHBIX IOOOYHBIX
JNENCTBUM MeTUIIMHCKOTO U31e/IHA:
7.6. YcnoBusa nprUMeHEeHUs MEAULMHCKOIO U3EIIUs:
7.7. OcHoBHBIe (YHKIIMOHATBHBIE XapaKTEPUCTHKH (B TOM YHCJIE OCHOBHBIE IapamMeTphl
M XapaKTEPHCTUKH, OMMCAHHWE METOJAa CTepUIM3alliH, HMHQOpMalus O MPOrpaMMHOM
obecreueHuy, HCIIOJB3YEMOM B perucTpupyemMom MEeIULIMTHCKOM
H3JIETTHN )
8. OkcmepTHas OILIEHKa MNpPEJCTAaBIECHHBIX Ha 3KCIEPTU3Y [AOKYMEHTOB, JKCIEpTH3a
HOJIHOTBl U PE3yJbTaTOB MPOBEICHHBIX HCIBITAaHWN W HMCCIENOBaHUH (MASHTUGMKALM
BCEX H3MEHEHHM, BHOCUMBIX B JIOKYMEHTBI, COJEp)KAIUecs B PErHCTPAllMOHHOM IOChE
Ha MeIUIIMHCKOE M3JeHe, a TakkKe apryMeHTHpOBaHHOe OOOCHOBaHHE O BO3MO>KHOCTH
(HEBO3MOXKHOCTH ) BHECEHHS KaXKIOT0 U3 U3MEHEHUH ):
9. Pe3ynbTaThl 3KCIIEPTU3BI:

(}’KaSBIBaIOTCH BBIBOJBI KAXKIA0I0 U3 IKCIIEPTOB, BXOAALICTO B COCTaB
KOMHCCHH 3KCHepTOB)
10. BriBon;:
(0 BO3MO>XHOCTH (HeBO3MO)KHOCTPI) BHECEHUS U3MEHEHHH B AOKYMCHTHI, co,uep;xamnecx
B PCrUCTpallHOHHOM JOCHE HA MEAULMHCKOE U3JICJINE

(C YKa3aHHUEM IIPHYIHH B CIy4Ya€ HCBO3MOKHOCTH BHECCHWA H3MEHEeHHUH
B TOKYMEHTEI, COACpXKaIHUECAd B pETUCTPAIMOHHOM 10CHE€ HAa MEIJULIUHCKOC Hs,uenne)

[IpunoxkxeHue: MHEHHE SKCIepTa, HECOIVIaCHOIO C BBIBOJAMH 3KCIEPTHU3BI KauvecTsa,
atdpexTuBHOCTH U 6€30I1aCHOCTH MEIUUMHCKUX U3Aenuii (IIpH HAJIUYIUN)




Komuccus SKCIIEPTOB B COCTABE:
IpeaceaaTeiib

(pamumms, uMs 1 OTUECTBO (MPU HATMYKH)) (TOAIHUCE)
OTBETCTBEHHBIHI CCKpeTapb

(amuust, iMA 1 0TUeCTBO (MPU HATWYKH)) (TOANHUCH)
DKCIEepTHI

(pamrwtus, ¥Ms 1 0THECTBO (MPH HATMHYUM)) (TIOAIHCE)




[Tpunoxenue Ne 6
K [Topsimky opranu3amnuu 1 mpoBeIeHUs
SKCIIEPTU3bI Ka4eCTBa, 3P PEKTUBHOCTH
1 0€30MMaCHOCTH MEIUIIMHCKIX U3IEIHH,
yTBEepKIEHHOMY TPHKa30M
MHuHKCTEPCTBA 3APABOOXPAHEHHUS
Poccuiickoit @enepauuu

oT «A ez 2020T. Ne L6 4

®opma

(HanMeHOBaHME SKCTIEPTHOTO YUPEIKACHHS )

VTBEPXJIAIO

(PyKOBOAUTENH WITA UHOH YITOMTHOMOYEHHBIH
COTPYIOHHK 3KCNEPTHOTO YUPEkKIACHHU,
(dbaMWIHA, UMS ¥ OTYECTBO (IPH HAJIMYHMH), TIOAITHCH, NIEYaTh)

« » 20 r.

3axuri0MeHHe 0 TOM, YTO co/lepXKaliuecsl B rocyJapcTBEeHHOM peecTpe MeIHIIHHCKHX
H3JeJINii 1 opraHu3anuii (AHAMBUAYAJIbLHLIX NpeANpHHAMATEIEH),
OCYIIECTBJISIOIINX NPOHU3BOACTBO M H3roTOBJICHHE MEeAHIHHCKAX H3/1eJIHi,
HHCTPYMEHT, annapar, npubop, o6opyaroBanne, MaTepHaJl H nNpovne U3ejus 1o
cBOeMY (PYHKIIHOHAJILHOMY Ha3HAYEHHIO H (HJIH) NPHHIHNY AeifiCTBHA HEe MOTYT
NPHUMEHSITHCS B MeJUIMHCKHX IeJISIX H He SIBJIAIOTCA MeIHIIHHCKHMH H31eJIHAMH

No OT« » 20 1.

1. HaumeHoBaHMe  HHCTpPyMeHTa, ammapara, mpubopa, obopyznoBaHus, MaTepuaia
U TIpOYero Wu3JeNus, CBEeIEeHUS O KOTopoM cojnepxarci B [ocymapcTBeHHOM peecTpe
MEAMIUHCKAX W3AENNi M OpraHu3auuii (MHIUBHUAYAJNBHBIX I[peJIpUHUMATeNeil),
OCYILIECTBIISIOLINX ITPOMU3BOACTBO H U3rOTOBICHHE MEAULIMHCKIX U3IeNUH (C yKa3aHHEM

NpUHAIEKHOCTEH, HE0OXOAUMBIX ISt IpUMEHEeHU JaHHOTO U3Ienus
0 Ha3HA4YeHMIO):

2. PexkBU3UTHI PEeTrUCTpPaIHOHHOTO yIOCTOBEPEHUS Ha MeIULHHCKOe
U3Jenue:

3. IIpousBoguTensb (M3roTOBUTEN) MEAULIMHCKOTO U3IEUs
(nmonHOE 1 (B CiTydae, ecITd HMeeTcs)

COKpaltl€HHOC HAUMECHOBAHUE, B TOM YUCJIE (prMeHHOG HaUMCHOBAHHME, OpraHUu3allHOHHO-TIpaBOBaA (bopMa
IOpHAIHYECKOrO JIMlia, aApec €ro MeCTa HaXOXKACHHUA UITH (1)aMI/IJ'II/I$[, HMA U OTUYECTBO (HpPI HaJ'II/I‘II/IIrI), aJipec MeCTa
KUTENBCTBA HHAUBUIYAJIBHOI'O HpeIIHpI/IHI/IMaTeHSI)
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4. YIOITHOMOY€EHHBIH IpeICTaBUTE b IPOU3BOIUTEINS (B ClIydae, €ClId HMEeTCs)

(HOJ'IHOC H (B cJiyyae, €CJii I/IMeeTCSI) COKpall€HHOC HAUMCHOBAHHUE, B TOM YHCJIC (bPIpMeHHOC HanMCHOBAHHUCE,
OpraHU3allHOHHO-TIPABOBas (bopma IOpUIAYCCKOro JIMLa, aapec ero MeCTa HaXOKACHHA WA (baMI/IJ'II/ISI, UM U
OTYCCTBO (l'lpI/I HaJ'II/I'-IHI/I), azpec MeCTa XUTCIIECTBA HHAUBUAYaJILHOT'O HpeI[HpI/IHI/IMaTeJIH)

5. PeKBU3UTHI 33JJaHHs PETUCTPUPYIOLLETO OpraHa
6. Ceezmenns 06 skcreprax (paMUIUsS UM ¥ OTYECTBO (IIPH HAIWYMH), CIIEIUAIBHOCTB,
ydeHas CTeneHb (3Banue) (IpH HaIM4MH), MecTO paboTel M JIO/DKHOCTH)

7. OG OTBETCTBEHHOCTH 3a IOCTOBEPHOCTH CBEICHUI, M3IOKCHHBIX B 3aK/IIOYEHHH,
NpeayIpeKACH:

Hpez[ce;[aTenL KOMHCCHH 3KCIICPTOB

(pamunus, uMs 1 0THECTBO (MPH HATMYKH)) (TIOATIHCE)
OTBeTCTBEHHBIN CeKpeTapb

(pamuus, MM U OTHECTBO (TIPH HATMYKK)) (IOJIHCH)

DKcnepTsl

(amuins, iMA U OTYECTBO (TIPH HANMYKH)) (TIOIIKCH)
8. WNpentudukanus [OOKYMEHTOB, MpEACTaBICHHBIX B LEIIX IIPOBEIEHUS
OKCIICPTHU3HI:

9. DKcnepTHas OLIeHKA MPeACTaBICHHBIX Ha SKCIIEPTU3Y JOKYMEHTOB:

9.1. IlepeyeHs u3menuii, BXOAAIIAX B MOJEIBHBIA psJ M3JeNus (BapHaHTBl HCIIOJHEHHS
W3ETHS):
9.2. Hasznauenne Hu 00NacTh HpUMeHeHUS wu3fenus (yKa3plBaeTCsd [IJIsI KaXJIOro
U3 U3JENHH, BXOAAIIMX B MOIEIBHBIA psAjx w3Aenus (BapuaHTa HCIOJHEHUS
H3IETIHs )
9.3. IlepeueHp MOKa3aHHH K MPHUMEHEHHUIO, MPOTHBOIIOKA3aHUH, BO3MOXHBIX MOOOYHBIX
HOeicTBH u3nenud (yYKa3slBaeTcs A7 KaKIOro U3 U3AeNui, BXOIIIUX B MOAEIBHBIN Pl
u3fenus (BapHaHTa UCITOJTHEHHUS U3IeNIUs):
9.4. YcnoBus mpUMeHeHHs U3AeHs (yKa3blBaeTcs Uil KaKIOro U3 M3JEJIHUN, BXOMSIIUX
B MOJIEJIBHBIIN psijl u3aenus (BapHaHTa MCTIOMHEHUS U3/IeNUs):
9.5. Onenka crenduGUIHOCTA Ha3HAYEHUS U3JENHs, YKa3aHHOIO B JIOKYMEHTax
pPETUCTPAIlMOHHOTO J0oche (yKasbplBaeTCsl MJs KaXIOro M3 M3JENUH, BXOIAIIMX
B MOJIEJIBHBIN psiji U3/1eIUs (BapUaHTa UCIIONHEeHUS U3IeNUs):
9.6. Ilpuuuun aeficTBus u3genus (ykasplBaeTcsl U KaXKIOro W3 H3JENUH, BXOIALINX
B MOJIEJIBHBIN psJ U3aenus (BapHaHTa UCIIONHEHUS U3AeNns):
9.7. OcHOBHOe (YHKIHOHAJIbHOE Ha3HAUeHHe HU3JeNUi U CIoco0 ero peanusanuul
(YkaspIBaeTCs IS KQKOOTO U3 M3JENHiA, BXOJAIIUX B MOJENbHBINA s U3enus (BapraHTa
HCIIOJTHEHUS U3/eIus): ‘
10. Pe3ynbTaTsl 3KCIIEPTU3HL:

(yKka3pIBalOTCS BBIBOABI K&KIOTO U3 SKCIEPTOB, BXOJALIEIO B COCTAB
KOMHCCHH SKCIIEPTOB)



11. BeiBona:

(HaMMeHOBaHHE HHCTPYMEHTA, arnnapara, mpubopa, 00opy/10BaHHs1, MaTepHalIa M IPOYETO M3/,
colepKaulerocs B rocyIapcTBEHHOM peecTpe MEAMLUHCKUX U3JEITHIA U OpraHu3alui (MHANBULYaIbHBIX
NpeAnpUHAUMATENE), OCYLIECTBIIOWIX IPOU3BOACTBO U H3TOTOBICHHE MEMUIMHCKUX U3/IEITHI)

HE MOXET NNPUMEHATHECSA B MEAUIIUMHCKUX LEJIAX

(o cBoeMy (pyHKIMOHAIBHOMY Ha3HA4YeHHIO U (WIH) IPUHIUITY AeicTBHs (YKa3aTh HY)KHOE)
H HE ABJIACTCA MEAULIMHCKUM HU3ACIIHNECM

ITpusioxxeHHe: MHEHHE SKCIIEpTa, HECOITacHOTo C BBIBOJAAMM 3KCIIEPTH3bl JOKYMEHTOB
PErHCTPALIMOHHOTO JOChe (TIPU HATUYHH)

Komuccus JKCIICPTOB B COCTABEC!

Inpeanceaareiib KOMHCCUH 3KCIIEPTOB
(damunus, ums ¥ otuecTBO (NpH HATHYNK)) (TOAIKCH)

OTBETCTBEHHBIN CeKpeTaphb

(damunust, uMs 1 OTIeCTBO (MPU HANHYKK)) (TIOAIHUCH)
IKCIICPTBL

(pamitus, ums 1 oTyecTBO (PH HANKHYKK)) (TOAIKCEH)




