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06 yrBepxkaenns Ilopsaaxa
OPraHH3aNMH 4 NPOBeJeHHs JIKCIEePTH3bI Ka4eCTBa, 3p(PeKTHBHOCTH
1 6e30NaCHOCTH MEeIHIHHCKHX U3¢ IHH

B COOTBETCTBUHM C YacThio 8 ctaThy 38 MesepanbHoro 3akoHa ot 21 Hos6pa 2011 T.
Ne 323-®3 «O6 ocHOBax OXpaHbl 310pOBbs rpaxaaH B Poccuiickori ®Defeparum»
(Cobpanue 3akoHomatenscTBa Poccuiickoif ®enepanmm, 2011, Ne 48, cr. 6724)
¥ monmyHkToM 5.2.188 Tlonoxenus o MEHHCTepCTBEe 3/1paBOOXpaHeHHs PocchiCKoH
denepaluy, yTBEPKIEHHOro noctaHoBeHneM Ilpaputenscta Poccuiickolt Denepaly
ot 19 mons 2012 r. Ne 608 (CoGpanue 3akoHomaTenscTBa Poccuiickoi ®enepanny, 2012
Ne 26, ct. 3526), ipuKa3BIBalo:

1. YtBepauts mpunaraemeiii Ilopsnok opraHusallud ¥ IPOBEACHHS 3KCIIEPTH3BI
KadecTBa, 3PPEKTUBHOCTH ¥ 6e30IIaCHOCTH MENUIIMHCKUX H3/IENTHH.

2. [Ipu3HaTh yTpaTUBIIMMH CHITY:

IIpUKa3 MunucrepcTBa 3IpaBOOXpaHEHHS Poccuiickoi ®Denepanyu
ot 21 nexabps 2012 r. Ne 1353u «O6 yrBepxxaenuu [lopsifika opraHu3aliy U IPOBEACHHUS
SKCIIEPTH3bl KauecTBa, S((PEKTMBHOCTH M 0E€30NMacCHOCTH MEMMUMHCKHX —H3EIHiD)
(3aperucTpuposad MunucTepCTBOM focTHIMK Poccuiickoi @enepauuu 4 anpess 2013 r.,
perucTpauroHHbIH Ne 27991);

[pUKa3 MunucrepcTBa 3[ipaBOOXpaHCHHUSA Poccuiickoin ®enepanun
or 3 wmions 2015 r. Ne 303H «O BHeceHWH HW3MeHEHMH B IIpHKa3 MMHHCTEPCTBA
3npaBooxXpaHenus Poccuiickoii ®emepammu  or 21 gmekabps  2012r. Ne 13531
«O6 ytBepxneHnu Ilopsnxka opraHMsallid M TPOBEJCHHMS OKCIEPTH3bl KavueCTBa,
>pbeKTHBHOCTH M  0€30IaCHOCTH  MEIWIMHCKMX  HM3/eNui»  (3aperncTpUpoBaH
MunucrepcTBoM 1ocTHIMH Poccuiickoi (Denepauun 1 wrons 2015 r., perucTpau¥OHHBIH
Ne 37862).
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VYTBEPXJIEH
npuka3oM MUHUCTEpPCTBA 3JpaBOOXPAHEHHUS]
Poccuiickoit ®enepanuu
or«elO» otrofprcr 2020 . NeclB%

ITopsaok OPraHU3alHy U NPOBeJAeHHs IKCNePTH3bI Ka4ecTBa, 3PpdexTHBHOCTH
H 0€30MacHOCTH MeAHIHHCKHX H31eJIHH

I. OO0mHe MoJ10XKEeHHs

1. Hacrosumii Ilopsimox ompenenseT NpaBWia OpraHH3alliM M IPOBEICHHS
SKCIIEPTHU3EI KauecTBa, 3¢ (EKTUBHOCTH H 6€30MaCHOCTH MEIMIMHCKUX M3JEIHN B LEIIX
roCyIapCTBEHHOM pEerucTpaluy MEIWLHHCKMX H3JeNuid 1ub0 B IEIIX BHECEHUS
W3MEHEHHH B JOKYMEHTHI, COIEp)Kalyecs B PErHCTPALMOHHOM JOCBE, a TaKXKe
3KCIIEPTH3BI KauecTBa, 3G (GEeKTUBHOCTH H 6€30I1aCHOCTH MEIMIMHCKHMX H3JENUH C HA3KOH
CTEINEHBIO MOTEHI[HALHOTO PHCKA MX IPUMEHEHHS, B OTHOILIEHUH KOTOPBIX YCTaHOBIEHBI
0COOEHHOCTH TOCYJapCTBEHHON pErucTpalyy, 10 IEepEeYHI0 COMIACHO IIPUII0KEHHUIO
Kk IlpaBwiaM rocyIapCTBEHHOM pPErMCTpalli¥ MEAMIMHCKMX H3IEIHHA, YTBEPKACHHBIM
nocraHosiaenueM IlpasurensctBa Poccmiickoit ®eneparu ot 27 pgexabpa 2012r.
Ne 1416' (mamee cooTBETCTBEHHO — NepeueHb, [IpaBWia), MpH HAIMYMA OCHOBAHWIA,
penycMOTpeHHBIX ImyHKTaMu 20, 39, 57(14) IIpasui.

2. DkcmepTH3a KauecTBa, 3¢ (HEeKTHBHOCTH M 6€30aCHOCTH MEIMIIMHCKUX H3/ETIHiMA
OCHOBBHIBAaeTCsl Ha IPUHLMIIAX 3aKOHHOCTH, COOJIONEHHS IIpaB M CBOOOJ YelloBeKa
M TPaXIaHWHA, NIPaB IOPHAUYECKOTO JIWIQA, HE3aBUCHMOCTH 3KCIEpTa, 0OBEKTMBHOCTH,
BCECTOPOHHOCTH M IOJNHOTHl HCCIIE[OBaHHMH, IPOBOJAMMEIX C HCIOJIb30BaHHEM
COBPEMEHHEIX JOCTIKEHMH HayKd M TEXHUKH, OTBETCTBEHHOCTH 3KCIEPTHOTO
yUpexXA€HHUA ¥ SKCIIEPTOB 3a MMPOBEICHHE H PE3YJILTAThl SKCIIEPTU3HI.

3. DkcmepTH3a KadecTBa, 3 GEKTHBHOCTH U 6€30I1aCHOCTH MEAMIMHCKUX M3/IENHi
IPOBOAUTCS (peAepabHBIM TOCY1apCTBEHHBIM OIO/KETHBIM YUPEXKACHHEM, HAXOAIIAMC
B BeleHuH ®PenepanbHoit cinyxObl MO Hamg3opy B cdepe 34paBoOXpaHeHHd (Hanee
COOTBETCTBEHHO — OKCIIEPTHOE YUpexJeHHe, PErHCTPHPYIOIUH opraH), Ha OCHOBaHWU
3aflaHdfl  PErUCTPHPYIOIIEro oOpraHa Ha IPOBEJCHHE OJKCIEPTH3Bl  KaveCTBa,
3¢ exTHBHOCTH 1 6€30I1aCHOCTH MEIULMHCKUX H3/ICIIHUMA.

4. 3amaHue pPErHCTPHPYIONIEr0 OpraHa Ha IPOBEICHHE SKCIEPTU3Bl KayecTsa,
3((eKTHBHOCTH M G€30IaCHOCTH MEJUIMHCKHX H3JENUi MOXeT OBITh HampasiIeHOo
B SKCIIEPTHOE YUpeXXAeHHe Ha OyMaKHOM HocuTene JuO0 B (opMe 3IIEKTPOHHOIO
IOKyMEHTa, OANUCAaHHOT'O 3JIEKTPOHHOM IOIIHCEIO.

5. DkcnepTH3a KadecTBa, 53pGEKTUBHOCTH B 6€30I1aCHOCTH MEAULIMHCKHMX M3JeNIUH
B IIeNAX HX TOCYJapCTBEHHOW pErucTpalid INPOBOAMTCS 3KCIEPTHBIM YYpPEXICHHEM
MO3TAaIHO

a) TepBBIH 3Tam — OKCIIEPTH3a 3asBICHHA O TIOCYJapCTBEHHOH pErHCTpaLyd
MEJMIMHCKOro M3JeNus H JOKYMEHTOB, YyKa3aHHBIX B myHkre 10 Ilpasun,

! Cobpanne 3aKkoHogatTenbcTa Poccutickoit ®denepaumn, 2013, Ne 1, cr. 14; 2020, Ne 12, cT. 1792.
? Iynkr 21 Tpasmo.



IJ1s onpeIeNICHHs BO3MOXXHOCTH (HEBO3MOXXHOCTH) MMPOBENCHUS KITHHUYECKUX UCTILITAHUM
MEIMIMHCKOro H3fenusd (3a HCKIIOUEeHWeM MeIMUMHCKUX u3fenuit 1  Kiacca
MOTEHIMATLHOTO PHCKA NPUMEHEHHS® U MeJUIMHCKUX H3JeTHiM il JMATHOCTHKH
in vitro, a TaKKe MEIUIMHCKUX M3EJIHil, BKIIIOYEHHBIX B MIEpEYeHb);

6) BTOpOii 3Tal — KCIEepPTU3a MOTHOTHI H pPe3yNbTaTOB NPOBEIEHHBIX TEXHHIECKHX
VCTILITAHMH, TOKCHKOJOIMYECKHX HCCIENOBaHMH, KIMHUYECKHX HCIBITAHMIA', a Takoke
UCNBITAHKH B LIEIAX YTBEPXKACSHUA TUIIA CPEACTB U3MEPEHUH (B OTHOLICHHH MEIUIMHCKHUX
M3IeNuii, OTHOCAIMXCS K CpeACTBaM M3MepeHHH B cdepe TrocyqapCTBEHHOIO
peryJupoBaHus oOecleyeHUs eJUWHCTBA HW3MEPEHHH, IEPEYEHh KOTOPBIX YTBEPXKAAETCHA
MunucrepcTBoM 3apaBooxpaHenusi Poccuiickoit ®enepaimu  (mamee — Ilepeuens
MeJTHITMHCKMX M3[eNHii, OTHOCAIMXCA K CPEACTBaM H3MepeHHMif)’ (anee — SKcrepTH3a
TIONTHOTHI ¥ PE3YJIBTATOB MPOBEAECHHBIX HCIBITaHU# U HCCIIEIOBaHMIA).

6. Ilpu npoBeneHMH OSKCIEPTH3BI KauecTBa, S(PGEKTHBHOCTH M 6€30MacHOCTH
MEeIUIMHCKUX u3Jenuii 1 Kiacca MOTeHIUaIbHOro pUcKa NMPUMEHEHHS M MENHIIMHCKUX
M3Menuil s JAMAardHOCTMKH in vitro B IemsiX HX TOCYJapCTBEHHOH perucTpanuu
SKCIIEPTH3a 3asdBIE€HHS O TOCYJapCTBEHHOM pErucTpald¥ MEIMIUHCKOrO H3IeNns
M JOKYMEHTOB, yka3aHHbIX B IyHkTe 10 IlpaBun, ocyinecTBisieTC OIHOBPEMEHHO
C IpOBEIEHHWEM SKCIEPTH3bl IOJHOTHI M PE3Y/bTaTOB IIPOBEACHHEIX HCIBITAHUH
U VICCJIEJIOBaHUH.

7. Oxcmeptu3a KauecTBa, 3(dekTuBHOCTH ¥ 0€30MacCHOCTH MEAMIHMHCKOIO
M3fenus, BKIIOYEHHOTO B IIEPEYEHb, NPOBOJUTCA B COOTBETCTBHH C IIOAILYHKTOM «O»
nmyHkTa 21 HpaBI/IJI6.

8. DOkcmeptuza KkadecTBa, 5(dexTuBHOCTH U 06€30MaCHOCTH MEIUIMHCKOTO
p3fends B LEIIX  BHECEHHS H3MEHEeHMH B JOKYMEHTBI, COJIepXKalluecs
B PErHCTPalHOHHOM JOChe, IIPOBOAMTCA OKCIIEPTHHIM YYPEXNCHHEM B MOPSJIKE,
AHAIOTMYHOM  TOPAAKY MpPOBENEHHS  OKCIEpPTU3Bl  KauecTBa, 3IQQPEKTHBHOCTH
¥ 6e30MacHOCTH MEAWLIMHCKMX H3JENHd B ILEeNIX UX TOCyJapCTBEHHOH pEerucTpanuu
B COOTBETCTBUM C myHKTOM 21 I[IpaBuin, B ciy4dae €CiIM DPETHCTPHMPYIOIIMM OpPraHoOM
II0 pe3yJbTaTaM IpPOBEPKH IIONHOTHI M JOCTOBEPHOCTH CBEIECHHH, COAEpKaUIMXCs
B IpeICTaBIEHHBIX JOKyMEHTaX, YCTaHOBIEHO, YTO BHECEHHE 3asBJICHHBIX HU3MEHEHHUH
BII€YEeT U3MEHEHHME CBOMCTB M XapaKTEPUCTHK, BIMAIOIIAX HA KauyecTBO, 3Q(PEKTHBHOCTD

} HomeHKiaTypHad KraccH(UKAUMA MEJMUMHCKMX W3NENUil MO0 KiaccaM B 3aBACHMOCTH OT IOTEHLHMATBHOTO PHCKA HX
MpHMEHEHHs, YTBEpXKACHHAs TpHKa3oM MHHUCTepCTBA 31paBooxpanenns Poccuiickoit @enepauun ot 6 mons 2012 r. Ne 41
«OG6 yTBepXIeHNH HOMEHKIATypHOM! KiaccuUKaliy METHIMHCKUX H3/ieui» (3aperncTpupoBaH MHHICTEPCTBOM IOCTHIMM
Poccuiickoit @enepaumn 9 wmionma 2012 r., perHcTpauuoHHbIA Ne 24852), ¢ H3MCHCHHAMH, BHECCHHBIMH MPHKa3oM
MuHHcTEpCTBa 3apaBooxpaHeHns Poccuiickoii Penepammu ot 25 centaOpa 2014 r. Ne 557 (3apermcTpupoBaH
MunuctepcTBoM tocTaimu Poccuiickoii ®enepaunn 17 nexabps 2014 r., peructpaioHHbli Ne 35201).

* Tlopanox TpOBENEHMA OUEHKM COOTBETCTBHS MEJUUMHCKMX W3Jedmuii B (opMe TEXHHYECKHX HCTIBITaHHM,
TOKCMKOJIOTUMECKHX HCCIIeNOBaHMM, KIMHHYECKMX HCIBITAHMH B LENAX TIOCYJAPCTBEHHOM PErHCTpauuMy MeIHLIHCKUX
W3IeNNi, YTBEPKIESHHEIH HpuKka3zoM MHHuCTepcTBa 3ApaBooXpaHeHua Poccuiickoit @enepaunn ot 9 aupaps 2014 r. Ne 2u
(3aperucTpupoBan MunMctepcTBoM 1ocTHuEn Poccuiickoif ®enepanuu 3 ampens 2014 r., perucrpauronnsiii Ne 31813),
¢ U3MEHeHHAMH, BHECEHHBIMM IpHKa3oM MuHUCTepCcTBa 3apaBooxpaHeHus Poccuiickoit ®enepannn ot 22 anpens 2019 r.
Ne 239u (3apeructpupoBan MunnctepcTBoM locTHIMH Poccuiickoii ®enepaupm 25 miona 2019 r., perucTpauMOHHBIA
Ne 55026).

5 TMopsanok npoBeleHHA WCIBITAHHH B IENAX YTBEPXKACHHMA THMA CPEICTB M3MEpeHWMM, a Takke NepedHs MeAHUMHCKUX
U3Ienuii, OTHOCAIUMXCA K CPedCTBaM W3MepeHHil B clepe roCyIapcTBEHHOrO PETyJIHpOBaHHMA 00€CIEYeHHS €IUHCTBA
M3MEPEHHH, B OTHOIIEHNH KOTOPHIX IPOBOIATCS MCHBITAHHUA B LEJAX YTBEPKACHHA THIA CPEACTB M3MEPEHHUI, YTBEPKICHHBIHA
npukazoM MuHHCTepcTBa 3apaBooxpaneHHs Poccuiickoit ®emepauuy ot 15 asrycra 2012 r. Ne 89H (3aperucTpupoBaH
MunucTepeTBOM YocTHIME Poccuiickoii @enepannu 25 nexabps 2012 r., perucTpauioHHbIi Ne 26328).
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M 0e30MacHOCTh MEIUUMHCKOTO H3JeNus, WIA COBEPIICHCTBYET €ro CBOMCTBa
¥ XapaKTepHCTHKM [P HEM3MEHHOCTH (YHKUMOHAIBPHOTO Ha3HAYEHHS ¥ (VJIM) IpHHIMIIA
NefCTBHS MeQULMHCKOrO H3IEeNHs .

9. Ilpu NpoBeJEHHH 3KCIEPTU3bI KadecTBa, 3(PQPEKTHMBHOCTH U Ge30MacHOCTH
MEIHIIMHCKOTO M3Je/IMs B LEISX BHECEHHS H3MEHEHUHl B JOKYMEHTEI, COIEpKallHecs
B PErMCTPALMOHHOM H0Che, MIPOBOAHTCS 3KCIIEPTH3a 3aiBIICHUs O BHECCHHH M3MEHEHUH
B JOKYMEHTEI, COIEp)Kalldecs B PErHCTPAalHIOHHOM JOChE, H IOKYMEHTOB, yKa3aHHBIX
B nyHkTe 48 Hacrtosiuero Ilopsaka, a Takke 3KCIEPTU3a IIOJNHOTH M pe3yJIbTaToB
IpOBeIeHHBIX UCIIBITAHUH M UCCIICIOBAHHIA.

10. DkcnepTr3sa kadecTBa, 3 HeKTHBHOCTH H 6€30IaCHOCTH MEIULMHCKAX W3AETHI
IIPOBOJIMTCS KOMHCCHEH 3KCIIEpTHOro yupexeHus (nanee — Kommccus), cocrosmieit
U3 Tpex M 0ojiee BKCIEPTOB, COCTaB KOTOPOM YTBEPKHAETCS pacHOpsIUTENbHBIM
JOKYMEHTOM SKCIIEPTHOTO YUPEKACHHU.

11.B cocrap Kommccun He MOryT OBITh BKJIIOYEHBI B KauyeCTBE OSKCIEPTOB
IpeNCTaBHTENId OpraHM3auyii, NPOBOJMBIIME TEXHUIECKHE HCIbITaHUs, U (WIH)
TOKCUKOJIOTMYECKHE MWCCIIENOBaHuA, W (WIN) HCIOBITaHHA B LEIAX YTBEPKICHHs TUIA
CpelICTB M3MEPEHH, i (MJIH) KIMHHYECKHE HCIIBITAHMS JaHHOTO MeJUIUHCKOTO M3/1eMus.

12. B coctaB Komuccuu MOryT OBITH BKIIIOYEHBI 3KCIIEPTHI, HE SBIIAIOIMIHECS
paboTHMKaMH 3KCIIEPTHOIO YYPEKACHHMs, 00Naqaiole COOTBETCTBYIOIIUMY 3HAHHAMY,
ONBITOM, HABBIKAMH M KOMIIETEHIHSMU, NPU HAIMYMK HMX COIVIACHSA, 3a HCKIHOYEHHEM
3KCIIEPTOB, YKa3aHHBIX B MyHKTe 11 Ilopska.

13. DkcnepTsl, BKIHOYaeMbie B cocTaB KoMHMCCHY, TOIDKHBI 3HATh 3aKOHOAATEIbHEIC
¥ MHBIE HOPDMAaTHMBHBEIE NpaBoBble akThl Poccuiickoii ®enepanuu B cpepe obpamieHus
MEIULUMHCKAX H3JENHi, OpraHW3aldi0 M TOPSAOK IIPOBEIEHHSA OSKCMEPTH3, NOPSJOK
oQOpMIIEHHs 3AKIIOYEHMH KOMHCCHH SKCIIEPTOB, METOAB 00paboTkM ¥ aHamM3a
pe3y/ETATOB MpPOBEJEHHBIX OLEHOK COOTBETCTBHS MEIMIMHCKMX H3jenuii B Qopme
TEXHUYECKUX HCIBITAHHUMN, TOKCHKOJIOTHYECKHAX UCCIIENOBAHUM, KIMHUYECKUX MCIBITAaHWH,
MCIIBITAHMH MeJUIMHCKOTO M3JIEHsA B LENIX YTBep)KIECHHS THIA CPEICTB M3MEpEHHH,
a TakkKe MMeThb BhICIIee o0Opa3oBaHde ¢ CTaX pabOTBl B MOJAPa3JENCHHUIX,
OCYLIECTBIMIOIUX WIH 00eCIeurBaONIMX OCHOBHBIE BHIBI [NEATENBHOCTH SKCIIEPTHOIO
y4YpexaeHus, He MeHee OJHOIO roja.

14. KomIieTeHLMI0O 3KCIIEPTOB, BKIOYaeMBIX B cocTaB Komwuccuw, ompenenser
SKCIIEpTHOE YUpEXKICHHUE.

15.Tlpy mpoBeneHHMH SKCIEPTU3bl KadecTBa, SPGPEKTUBHOCTH U O€30MacHOCTH
MEIULUMHCKHX M3ENHii SKCIEPT HE MOXET HAXOAUThCS B KaKOH-THMOO 3aBUCHMOCTH
OT OpraHa WM JIMIa, Ha3HAYMBILNEro 3Ty SKCIEPTH3Y, pa3paboTYMKa MK IIPOU3BOJUTEIL
(u3roToBuTeENs)  MEOUIMHCKOrO  M3JIENHs,  YIOJHOMOYEHHOIO  NpPEACTaBHUTENLd
NPOM3BOAUTEIS (M3rOTOBHTENS) MEAULIMHCKOTO H3/IENMs UM APYTHX 3aUHTEPECOBAHHBIX
B pe3yJbTaTax 3KCIEePTHU3bI JIMII.

16. B ciny4ae, ecnM 3KCHEPTY H3BECTHBI OOCTOSATENLCTBA, IIPEHATCTBYIOILNE
ero IPUBJICYEHHIO K IPOBEICHUIO 9KCIIEPTH3H KauecTBa, 3(QPeKTHBHOCTH U 6e30MacHOCTH
MeIUIMHCKOrO M3JIeHs MO0 He MO3BOJISIOINE eMy COOJIOAAaTh MPUHIMIEI IPOBEACHHS
SKCIIEPTH3Bl, OMNpeleieHHble HacTosAmuM IlopsakoM, 3KCmepT B IUCBMEHHOH ¢opme
yBEIOMIISIET 00 YKa3aHHOM OOCTOSTENECTBE PYKOBOAMTENS SKCIIEPTHOTO YUPEXKICHHS.

" Mynkr 39 Ipasu.




PyKkoBOOMTENh DKCHEPTHOTO YYPEXACHHMS IO pe3ylbTaTaM pacCMOTPEHHA
IIOCTYNIMBIIETO  YBENOMIEHHS TNpPUHHMAaeT pENIeHHE O BHECEHMH H3MEHEHHH
B coctaB KoMuccuu.

17. TTocne yrBepaeHus coctaBa Komuccuy ee WieHsl IPOBOAST OPraHU3allMOHHO®
3aceJaHue, Ha KOTOPOM:

a) uW30MpaloT M3 CBOero cocraBa Impepcenareis KomMuccuu U ee OTBETCTBEHHOI'O

CeKpeTaps;
6) onpeneNnsoT NOpALOK paboTHI U IPUHATHA peleHui Komuccueit;
B) YTBEPXIAIOT  KaleHmapHeIH  mwiaH  paborer  Kommccuu, — ucxond

M3 CPOKOB MpOBEJEHWS OSKCIEPTHU3Bl KauecTBa, S3(deKkTUBHOCTH H 6e30MacHOCTH
MEIUIMHCKUX U3CIUi;

I) ONpeNeNsloT WHBIE MOJNOXEHUA M YCIOBHA, HeoGXomumble 17 DPabOTEI
KOMHCCHH OJKCIIEpTOB M  TIPOBENEHHsS OKCIEpTU3bl KauecTBa, 3(PGHEKTUBHOCTH
1 6€30MaCHOCTH MEIULITHCKUX U3IETTHH.

18. OpranusanuoHHOe ¥ TocTeAyomue 3acegaHus Kommccuum odopMisoTcs
TPOTOKOJIaMH, KOTOPbI€ MOAMKUCHIBAIOT BCE €€ WIECHBL.

19. Ipencenarens Komuccuu opraHusyeT paboTy KOMHMCCHHM 3KCIEPTOB, B TOM
117 () (X

a) ompeienseT MOBECTKy JAHA W mposogut  3acedanms  Kommccnu
B COOTBETCTBHH C YTBEPKACHHEIM KaleHAApHBIM IUIaHOM PaboTEhI;

6) ocyuiecTBiseT KOHTpOJb coOmonenus Komuccuen yTBEp)XAEHHOIo NOpAAKa
paboTHI;

B) xopjaraiicTByeT (TpH HeEOOXOAHMMOCTH) I€pell PYKOBOAMTENEM 3KCHEPTHOIo
yupexJIeHHs O BKIIOYeHHH B coctaB Komuccuu skcnepra (-0B), yKa3aHHBIX B IyHKTe 12
HacTosiero Ilopsika, Wid O BHeCeHHH H3MeHeHuM B coctaB Komwuccuu no npu4muHe
OTCYTCTBMSI 4ieHa (WIEHOB) KOMHCCHM (BpeMeHHass HEeTPYAOCIOCOOHOCTh, OTIYCK,
yBOJIbHEHHUE, HHBIE IPUYUHEI);

r) oGobmaer pe3yibTaThl JKCIHEPTHBIX OLEHOK, MPOBEAEHHBIX WICHAMHU
Komuccum;

J) OpraHM3yeT MOJATOTOBKY IPOEKTA 3aK/IIOUYEHHS SKCIIEPTHOTO YUPEIKACHHS.

20. OTBeTCTBEHHBIH cekpeTaph KoMiccuu BBIONHSET cIeAyomHe GyHKIHUHU:

a) (opMHpyeT IpPOTOKONBl OPraHM3AIMOHHOTO M MOCIENYIOIIMX 3acelaHuH
KoMuccuy 3KCrepToB, oCyIIecTBisieT coop noanucei Beex wieHoB Komuceny;

6) undopmupyet wieHoB KomuccHu 0 MOBECTKE AHSA KaXXAOro 3aceiaHus 4JICHOB
Komuccun (3a HCKIIOYEHHEM OPraHU3allMOHHOTO 3aCeaHms);

B) (dopMHpyeT IpPOEKT 3aKIOYCHHS 3KCIEPTHOIO YYPEXKICHHS MO pe3ylbTaTaM
NPOBENEHHON SKCIEPTHU3Bl KadecTBa, PPEKTHBHOCTH M 0e30MacHOCTH MEIHIMHCKHX
H3JIeNMit 1 ocylecTBisAeT coop noanucei Bcex wieHoB Komuccuwy,

r) HyMepyeT M 3aBepseT MOAMHCHIO KKAYIO CTPAHMIly IMPOEKTa 3aKTIOYEeHHS
SKCTIEPTHOTO YUpeKAeHHUS (32 UCKIIOUEHHEM THTYIIBHOTO JIUCTA).

21. Kaxnapii umed KoMmuccuM Tpd  IIPOBEIEHHMHM  3KCIEPTH3Bl  KadecTBa,
5 deKTUBHOCTH 1 6e30ITaCHOCTH METUIIMHCKMX HM3/IeIHi 00s13aH:

a) HE3aBUCHMO M CAMOCTOSTENbHO TPOBECTH OKCIEPTH3y NpeICTaBICHHBIX
PETUCTPUPYIOLMM OPraHOM JOKyMEHTOB U MaTepHaiOB,

6) 06OCHOBAaHHO M OGBEKTHBHO CGOPMYIHPOBATH BHIBOALI B TNpeleNax CBOEH




KOMITETEHIIHH;

B) He pasrjalaTth CBEINCHHS, KOTOPbIe CTAlld M3BECTHHI B CBS3M C IPOBEAEHUEM
SKCIIEPTHU3BI, @ TAKXKE CBEJEHHS, COCTABJIAIONINE OXPaHAEMYIO 3aKOHOM TaiiHy;

r) cobJIoaaTh yCTAaHOBJIEHHBIE CPOKH M NMOPSAIOK NMPOBEAESHUS SKCIIEPTH3BL;

1) 00ecreYnTh COXpPaHHOCTH MpeICTaBIEHHBIX MaTepUaIIOB.

22. DKkcnepTsl HE BIpaBe MPOBOAUTH SKCIEPTH3Yy KadecTBa, 3(¢HEeKTUBHOCTH
U 06e30MacHOCTH MEAHLMHCKUX H3JENHH 1Mo obpalleHuro pa3paboTdrKa, MPOU3BOAUTEINS
(M3roTOBUTENA) MEOUIIMHCKOrO W3JeNHs WJIM YIOJHOMOYEHHOTO IpeICTaBUTENs
IIPOU3BOIUTENS (M3rOTOBHUTENA) (Hajiee — 3asBUTENb) HEMOCPEACTBEHHO K JKCIEpTy OO
B OKCIIEPTHOE YUpeXIeHHE.

23. DKcniepTHOE yUpeXAeHHEe IMPOBOAUT 3KCIEepTH3y KadyecTBa, 3PQPEeKTHBHOCTH
U 0e30MacHOCTM  MENUIMHCKMX  U3JeNMWd Ha  OCHOBaHMH  JIOKYMEHTOB
U MaTepHaJIoB, MPEAOCTABIEHHBIX PETUCTPUPYIOIIUM OpPraHOM Ha OyMa)KHBIX HOCHTEISX
1 (W1IK) B 3IEKTPOHHOM (popMaTe MOCpeACTBOM aBTOMATHU3UPOBaHHON MH(OPMAaIMOHHON
CHCTEMBI PErICTPUPYIOIIEr0 OpraHa 0 TeIeKOMMYHHKAOHHEIM KaHalaM CBS3H.

24. OkcriepTHOe  y4YpeXXOCHHE HE BIpaBe TpeboBaTh  HENOCPEACTBEHHO
y 3asgBUTeNs W (WIM) HWHBIX 3aWHTEPECOBAHHBIX JMI[ JOINOJIHUTENbHBIE JOKYMEHTHI,
MaTephallbl W CBeleHWs, HeoOXOAMMBIE MNsi NpPOBEIEHHMS SKCIEPTU3bl KadecTBa,
3¢ (eKTUBHOCTH M 6€30MaCHOCTH MEAULUHCKUX H3/EIIUi.

25.B cinydyae HENOCTaTOYHOCTH [UIS BBIHECEHHS SKCIIEPTOM 3aKIIIOYEHHS
MaTEpHAJIOB U CBEIECHHM, COJEpXKaIlUXcs B MPECTABIECHHBIX 3asBUTENIEM 3asBIICHUU
O TOCyIapCTBEHHOH pericTpallid MEIUIMHCKOrO M3[eNus M JIOKyMEHTax,
npegycMoTpeHHbIX myHkTamMH 10 u 30 IlpaBun, mu6o nmynkramu 57(2) u 57(10) Ilpasmu,
b0 B 3adBJIEHMM O BHECEHMH W3MEHEHHH B JOKyMEHTBI, coZep)Kaluecs
B PETrUCTPAllHOHHOM JIOCh€, U B JIOKYMEHTaX, MOATBEPXKIAIOMUX TaKhe H3MEHEHMS,
OKCIIEPT CTABHUT BOIPOC O NpPEICTAaBIEHHUH €My HEOOXOAWMBIX MaTepUaloB M CBEJeHUH
mepel ~ PYKOBOAMTENEM  OJKCIEPTHOTO  YYpeXIEeHUs, KOTOpeli  obpamaercs
C COOTBETCTBYIOUIMM 3allpOCOM B pErHCTPUpYIOLIMH oOpraH, BBIAABIIUN 3adaHKe
Ha IpOBeIeHHE SKCIIEPTU3bl KauecTBa, 3(P(PEeKTUBHOCTH U O€30MaCHOCTH MEIULIMHCKHUX
u3fendil. YKa3aHHBIHA 3ampoc GOpMHPYeETCsl SKCHEPTHBIM YUpeXIeHHeM U HalpaBiseTcs
B PETHCTPUPYIOIIMN OpraH OJHOKPAaTHO Ha KaXIOM »3Tale 3KCIepTH3bl KadyecTsa,
3¢ (}eKTUBHOCTH U O€30I1aCHOCTH MEAMIIUHCKOTO U3/IEIIHsI.

26. BpeMsi co ngHsA HampaBlieHHMs 3ampoca PErUCTPUPYIOIIEro OpraHa IO IHA
TIOJIy4YeHHsl OTBETa Ha 3alpoC WM YBeJIOMIIEHHS O HENpeACTaBIeHWH OTBETa Ha 3arpoc
He YYMTBHIBae€TCS IIPH HCYHCIEHHM CpPOKa IPOBENEHHS JKCIEPTU3bl KadecTBa,
5¢peKTHBHOCTH 1 6€30I1aCHOCTH MEIHIIHHCKHX H3/eIIHil .

27.1Tlo pe3ynpTaraM MpOBEINEHHS JKCIEPTH3Bl KauecTBa, 3(PQPEKTHBHOCTH
U 0e30macHOCTM MEAMIMHCKUX W3JENUH DKCIEPTHOE YdpexaeHue odopMIseT
M HampaBisfeT B PErHCTPHPYIONIMI opraH Ha GyMaKHOM HOCHTENE COOTBETCTBYIOIIEE
3aKIIIo4YeHue 1o ¢popmam cornacHo npunoxenusMm Ne 1 — 5 x Hacrosemy [Topsiaky.

28. BeiBogpl, comepxamyecs B 3aKIIOYEHHH HKCIEPTHOrO YYPEKIOEHUS, JOJDKHBI
ObITb 000CHOBaHHBIMH, OO BEKTHBHBIMH, OHO3HAYHBIMHU H [TOHATHBIMH.

29. 3akioueHHe JKCMEPTHOrO YUpPeXAEHHUA OODKHO OBITh IMOANHUCAHO KaXXIbIM
yreHoM Komuccun ¢ ykazanueM ¢paMIINU U HHULIUAJIOB.

¥ IMynkr 21(1) IMpasun.




30. Unen KoMuccuu B ciaydae CBOEro HeECOTJacHs C BEIBOJJAMH OKCHEPTH3BI
KayecTBa, 3(p(PeKTMBHOCTH U O0€30IIaCHOCTH MEAMIMHCKHX W3IENuil H3IaraeT cBoe
MHEHHE B IIHCBMEHHOM BHIE C OOOCHOBaHHEM IIPUYMH HECOINIacHs C BBIBOJAMH
oKcnepTH3bl. JIOKyMEHT, B KOTOPOM H3II0KEHO MHEHHE »3KCIepTa, HEeCOIIacHOro
C BHEIBOOAMH 3KCIIEPTH3Bl KadecTBa, 3((eKTHBHOCTH M 0€30I1aCHOCTH MEIMIUHCKUX
u3lieNiuii, B OO0A3aTEJBLHOM TMOpSJAKE TMpHIAraercsi K 3aKIOYEHHI0 OKCHEPTHOIO
yUpEXKIEHUS U ABIAETCS €r0 HEOTHEMIIEMOH YacThIO.

31. 3akmoYeHne MO pe3yJpTaTaM dSKCHEPTH3Bl KadyecTBa, J(¢EeKTHBHOCTH
U 06e30IIaCHOCTH MEIMIMHCKHX H3JENHH MOKHO OBITh YTBEPXKAEHO PYKOBOIUTEIEM
SKCIIEPTHOTO YYPEeXKAeHHS JIHOO HHBIM YIOITHOMOYEHHBIM DaOOTHHKOM 3KCIEPTHOIO
YUpEXACHUS.

32. IIpoToKoJbl 3aceqanuii KOMHCCUM SKCIEPTOB U UHBIE JOKYMEHTEI H MaTepHAJIEbI,
copMHpOBaHHEIE B IpoLecce MPOBEACHHUS IKCIIEPTU3, MOMIEXAT apXMBHOMY XPaHEHHIO
nub0 XpaHEHHIO B Jenax OJKCIIEPTHOIO Y4YpeXIeHHS B IEpHOJ, COOTBETCTBYIOIIMH
XpaHEeHHIO 3aKIIFOYeHHs [0 pe3yIbTaTaM NPOBEACHHON SKCIIEPTHU3EL.

33.B ciy4ae ecid HOKYMEHTHI M MaTepUallbl, HEOOXOOuMEIE Ui NpPOBEACHHS
3KCIIEPTH3BI Ka4decTBa, YPQPeKTHBHOCTH U 6e30MacCHOCTH MEAMIMHCKHX H3JeHH, ObLIM
IpeNOCTaBJI€HBl OSKCIEPTHOMY YUYPEXIECHHI0O Ha OyMaXHOM HOCHTENE, TO TaKUe
JOKYMEHTEI U MaTepHalbl MOAIEKAT BO3BPATy B PETHCTPUPYIOIINI OpraH 0JHOBPEMEHHO
C HampaBJ€HHEM 3aKIIOYEHHS [0 pe3yJbTaTaM IIPOBEJEHHS COOTBETCTBYIOLLIEH
SKCIIEPTU3HL.

34.B cinyyae YCTaHOBJIIEHHS PETHCTPUPYIOIIMM OpPraHOM HECOOTBETCTBHMSA
3aKJII09YEHHS SKCIIEPTHOTO YUPEXISHHS 3aJaHUI0O Ha IPOBEACHHE JKCIEPTHU3Bl KaYeCTBa,
>pdexkTHBHOCTH H 0€30mMacHOCTH MEIMIUHMHCKUX H3JEJHH, Takoe 3aKiIoueHHe
BO3BpalaeTCs B JKCIEPTHOE YYpEXKAEHHE Ha AOpabOTKYy, CPOK KOTOPOH COCTaBJISeT
He Gonee 2 pabounx aHeH cO THA MOMyYEHUS SKCIIEPTHBHIM YUPEXKICHHAEM BO3BPAILIEHHOIO
3aKIIOYEHHUS.

DKCIepTHOE YupeXIeHHe B TeHUeHHEe yKa3aHHOro B ab3alle IepBOM HACTOSAIIEro
IyHKTa CpOKa HampaBisieT B PErMCTPHPYIOIMHA oOpraH JopabOoTaHHOE 3aKIIIOYCHME,
COOTBETCTBYIOLIEE 3aNaHMI0O Ha IPOBEAEHHE OKCIIEPTH3bI KauecTBa, 3(Q(EeKTUBHOCTH
¥ 0€30[aCHOCTH MEIUIIMHCKHX H3JICITHMA.

35. 1o 3amaHHI0 PETHCTPUPYIOIIEr0 OpraHa SKCIEPTHOE YUYPEKACHHE C YyYETOM
TpeboBanmii mynkroB 2, 10, 12-24, 28-34, 52 u 53 Hactosmero Ilopsaka mpoBoaut
SKCIEPTH3Y JOKYMEHTOB PErHMCTPAIMOHHOTO JOChE I MOATOTOBKM 3aKIIOYEHHS O TOM,
YTO COAEpXKaIlHecs B rOCYAApCTBEHHOM peecTpe MEIUIMHCKUX WU3JeNHui U OpraHu3alui
(MHOUBULYATBHBIX npeanpuUHUMAaTENE ), OCYIIECTBJIAIOLINX IIPOU3BOICTBO
M U3TOTOBJIEHHE MEIUIMHCKHX M3IENIHA (Jajiee — TOCyIapCTBEHHBI peecTp),
HHCTPYMEHT, ammapat, npubop, o6opyaoBaHUe, MaTepral U IIPOUHe U3/ENIHUs 10 CBOEMY
(GYHKIIMOHAIFHOMY Ha3Ha4YeHUIO U (MIM) NPHHIMIY ACHCTBUS HE MOIYT IPUMEHATHCH
B MEIMIMHCKHUX LIENISIX U HE SABISIOTCA MEAWIMHCKUMHU W3AENUAMHU (Jjanee — dKCIepTU3a
JOKYMEHTOB perHCTPALlMOHHOTO ,uocr:e)g.

3amaHus Ha NpOBeJeHHE 3KCIEPTHU3bl AOKyMEHTOB pPErMCTPallHOHHOIO JOChE
(GOpPMHPYIOTCS PErHCTPHUPYIOIIMM OPraHOM II0 BCEM COJEPXKALIUMCS B rOCYJapCTBEHHOM
peecTpe H3IeNUAM, CPAaBHHUMBIM IO (QYHKIMOHAJIBFHOMY HAa3HA4YE€HHIO, Ka4eCTBEHHBIM
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1 TEXHUYECKMM XapaKTEPUCTHKaM B CIIOCOOHBIM 3aMEHHUTH APYT ApyTa.

B cocras Komuccuu mo mpoBeeHUIO SKCIIEPTU3bl JOKYMEHTOB PETUCTPaLlMOHHOTO
JOCbE HE MOTYT OBITH BKIIIOYEHBI B Kau€CTBE 3KCIEPTOB IPEJCTABUTENN OpraHU3aLM,
NPOBO/IUBINKE TEXHHYECKHAE MCIBITAaHUA, TOKCHKOJNIOTHIECKHE HCCIE0BAaHMsA, HCTILITaHHUS
B LEJIIX YTBEPXKACHHSA THIA CPEJCTB M3MEPEHHH M KIMHMYECKHE HCIBITaHHs JaHHOIO
MEIOUIIMHCKOTO M3JeNnd, a TakkKe JIMIa, TMpPOBOAMBIIME 3KCIEPTU3y KayecTBa,
3¢ peKTUBHOCTH ¥ 6€30aCHOCTH JAHHOTO U3/ENH.

II. DkcnepTH3a 3asiBJIeHUSA H JOKYMEHTOB
AJisi onpe/iesIeHUsI BO3MOKHOCTH (HEBO3MOKHOCTH) NPOBEACHHUN KIHHHYECKHX
HCNBITAHMI MeIHIMHCKOr0 H3eus (32 HCKII0YeHHeM MeAHIMHCKHUX H3/Ie/THH
1 Kk1acca MOTEHIHAJIBHOIO PHCKA IPAMEHEHHS H MEIHIMHCKHX H3JeJIHH N
AHATHOCTHKH in vitro, a TaKKe MEIMIHHCKHX H3Je/IHH, BKIIOYEHHBIX B NepeYeHb)

36.IIpu rocymapcTBeHHOW pETUCTpalM MEIULMHCKUX H3ICIHA 3KCIEpPTH3a
3asBJICHHS O TOCYHapCTBEHHOW pEerMCcTpallid MEAMIIMHCKOIO H3JeNus U JOKYMEHTOB,
npeqycMOTpeHHBIX myHKTOM 10 IlpaBun, gmsa  ompeneneHHs  BO3MOXHOCTH
(HEBO3MOXKHOCTH) NPOBEACHUS KJIMHUYECKUX MCIBITAHWA MEJMIMHCKOTO H3JEHs
(3a HCKJIIOYEHHEM MeTULIMHCKUX U3JeNui 1 knacca MOTEHIMATIBHOIO PUCKa IPUMEHEHMs
¥ MEIUIMHCKUX HW3AEIHHA JUIs JUArHOCTHKH in Vitro, a Takke MEIUIUHCKHX HU3JEIIHM,
BKJIFOYEHHEIX B IIEPEYeHb), 0pOpMIICHHE 3aKII0YEHHS O BO3MOXHOCTH (HEBO3MOXHOCTH)
IPOBEAEHUs KIMHMYIECKMX MCIBITAaHUE MEIULMHCKOrO m3Jenus (32 MCKIIOYEHHEM
MEJMUUHCKIX M3Aenuii 1 Kiracca MOTEHIMAIBHOrO PHCKa NMPHMEHEHHs W MEIULIMHCKUX
W3NEINi Ui AMArHOCTHKM in Vitro, a Takke MEAWLUMHCKMX W3JAC/IHH, BKIIOYEHHBIX
B IIepedeHb), W HaIpaBle€HHEe JTOro 3aKIIOYeHHs B PETHCTPHPYIOIIMH OpraH
OCYILECTBISIETCS B CpPOK, He mpeBbimatomuii 20 paboumx mHeH cO IHA IIOIydYEHHUS
SKCIIEPTHBIM YUPEXICHHEM COOTBETCTBYIOILETO 3aJaHMs PETHCTPUPYIOIIEIO OpraHa
C PHUIIOKEHUEM CIEIYIOMHUX JOKYMEHTOB:

a) 3agBlIEHHE O TOCYJapCTBEHHON pEerucTpalid MEAMLIHMHCKOro H3JEIu,
cojiepalliee CBeACHUS, yKa3aHHEIE B IyHKTe 9 IIpaBum;

6) KOmUSA JOKyMEHTa, MOATBEPXKJAAIOIIero IOJHOMOYHS YIIOJHOMOYEHHOI'O
TIpeACTaBUTEIS IIPOU3BOAUTENS (M3rOTOBUTES);

B) CBeJEHHsA O HOPMATHBHOW AOKyMEHTALMM HAa MEAMLMHCKOE U3/IETIHE;

I) TeXHHYeCKas JOKyMEHTAalHUs IIPOM3BOAMTEN (M3rOTOBHUTEINA) Ha MEIMIMHCKOE
U3JIeIne;

1) SKCILTyaTalHMOHHas OOKYMEHTaLUU IIPOX3BOAUTENSA (u3rotoBuUTENN)
Ha MEJULMHCKOE W3Je/lie, B TOM YHCJIe MHCTPYKIMS 10 MPHMEHEHHIO 1M PYKOBOACTBA
IO AKCIUTyaTallii MEAULIMHCKOIO U3/EIIHS;

e) (ororpaduieckue U300paskeHUs OOLIETO BHa MEIUIMHCKOIO M3JENIUsA BMECTE
C MNPHHAWISKHOCTAMH, HEOOXOOVUMBIMH I I[PUMEHEHHS MEIMIUHCKOIO H3/ETIHs
110 Ha3HavYeHHo (pa3MepoM He MeHee 18 x 24 canTumeTpa);

) JMOKYMEHTHI, TIOATBEPXKAAIOIIME pe3yNbTaThl TEXHHYECKHUX  HMCIBITAHUH
MeIUITTHCKOTO U3/ENHS;

3) JTOKYMEHTHI, MOATBEPXKJAIOIIHE pe3ynbTaThl TOKCHKOJIOTHYECKUX
UCCIIEI0OBAaHU MeIUIIMHCKOTO H3/eN1sl, HCIIONb30BaHHe KOTOPOTro MPEIOoJIaracT Hajluame




KOHTaKTa C OpraHU3MOM 4eJI0BEKa;

M) OOKyMEHTHI, MOATBEpP)KAAIONIME pe3ynbTaThl MCIBITAaHHH MeIULUHCKOTO
U3nenus B LENIX YTBEPXKICHUSA THTA CPEACTB U3MEPEHHUH (B OTHOILECHHM METUIMHCKUX
u3zenuil, Bxoaammx B IlepedeHbh MEIUIMHCKUX H3JENUH, OTHOCAILIMXCS K CPeIACTBaM
U3MEpEeHHi);

K) IpOeKT IUlaHa  KIMHHUYECKMX  HCIBITAHUM  MEAMIMHCKOrO  H3JIeNus
¢ 060CHOBBIBAIOLIMMH €T0 MaTepraiamMu (TIpY HATUYHH);

1) cBeleHUd O BBIJAHHBIX PETMCTPUPYIOLIMM OPraHOM pa3pelIeHHSX Ha BBO3
MeAHUIIMHCKUX M3eNHil ¢ LeIbI0 UX FOCyAapCTBEHHON perucrpauuy (Ui MeIUIMHCKHX
W3EIMi HHOCTPAHHOTO IIPOU3BO/ICTBA);

M) KOIIMH JOKYMEHTOB, MOATBEPXJAIOIINX KayeCTBO JICKApCTBEHHOrO IIpenapara,
dapManeBTHYECKON CyOCTaHIMM, OMOJOTHMYECKOrO MaTepuala W HMHOrO BelIeCTBa,
C HCIIOJIb30BaHHEM KOTOPHIX MPOU3BENEHO MEAMIIMHCKOE H3JIENIHE MM KOTOPHIE BXOAAT
B €r0 COCTaB M KOTOpHIE MpeqHa3HAYeHb! AJIs1 IPUMEHEHHS TOJIBKO C YY€TOM Ha3HaYeHHS
MeAUITUHCKOTO M3JIeNus, ONPeNeIEHHOrO MIPOU3BOAUTENIEM, H BbIIaHHBIX B COOTBETCTBHH
C 3aKOHONATEJILCTBOM  CTpaHBl  IPOMCXOXAEHHWSA  JIEKapCTBEHHOro  IIperapara,
dapMaiieBTHUECKOH CyOCTaHIIMH, 6MONTOrHYECKOro MaTeprana i HHOTO BeLIeCTRa,

H) OMNHUCH JOKyMEHTOB.

37. 3aKkmoyeHHe O BO3MOXKHOCTH (HEBO3MOXKHOCTH) IIPOBEIEHMS KIMHHYECKHX
HUCNMBITAHUN MEAMLMHCKOro M3genus (C yKa3aHHeM TpHYHH U OOOCHOBaHHEM
HEBO3MOXHOCTH MX IpOBeleHHd) (32 MCKIIOYEHHEM MeJULMHCKMX M3Ienuil 1 Kiacca
HOTEHIMAILHOTO PUCKA PUMEHEHHs U MeJULMHCKUX H3IENHUH Ul JHarHOCTHKHA in Vitro,
a TalkKe MEIULUHCKUX M3JENIMi, BKIIOYEHHBIX B MepedeHb) odopMiseTcs 3KCIEPTHRIM
yapexaeHneM mo gopMe coritacHo npunoxenno Ne 1 k HacrosmeMmy [opsaky.

38. OcHOBaHMSMH IS BBIHECEHHS SKCIIEPTHBIM YUPEKICHHEM 3aKIIIOUYCHHS
O HEBO3MOXXHOCTH TNpOBEJCHUS KIMHHYECKUX MCOBITAHUH METUIMHCKOTO H3Ieus
(3a HCKIIIOYEeHHEM MeJUIIMHCKUX M3Aenui 1 Klacca NOTEHIMAIbHOIO PHCKa MPUMEHeHHUS
1 MEOUIMHCKMX M3AEIHil g AMarHOCTHKH in Vitro, a Taikke MeIMLUMHCKUX H3JEIHH,
BKJIOYEHHBIX B IIEPEYEHB) ABIIOTCA

a) HECOOTBETCTBHE MEJMIMHCKOTO M3Jenus TpeOOBaHMAM  HOPMAaTHBHOM
JOKYMEHTALMH, TEXHHYECKOH U (MJIH) 3KCILTyaTallMOHHOM JIOKYMEHTALMH IIPOM3BOAUTEIIS
(M3roTOBUTENA);

0) OTCyTCTBHE JOKa3aTeIbCTB O€30IIaCHOCTH MEIUIMHCKOIO H3/IEIIH.

II1. DxcnepTH3a MOJHOTHI H Pe3yJbTATOB NPOBEACHHBIX HCILITAHHH
H HCCJIeIOBAHHIi (32 HCK/II0YEeHHEeM MeAHIHHCKHX H3AeTHH
1 KJ1acca NOTEHNHATBHOTO PHCKA IPUMEHEHHS 1 MEAHIHHCKHX H3Je/THH
JJIsl JHATHOCTHKH in vitro, a Takske MeAHIHHCKHX H31€JIHH,
BKJIIOYEHHBIX B Nepe4eHb)

39. OkcrepTH3a  TONHOTEI ¥ pe3ylbTaTOB  IIPOBEICHHBIX  HCIBITAHHH
¥ HUCCICHOBAHMI MEOMIMHCKOrO H3JENUA (3a HCKIIOUEHHEM MEIMLUHCKHUX H3/eIHii
1 Kimacca MOTEHIHMATBHOIO pPHCKA TPUMEHEHHS W  MEIUIHUHCKMX  HM3JEIHiH
IUIA TUArHOCTHKY in Vitro, a TaKKe MEAMIMHCKMX M3/eJIHi, BKIIOYEHHBIX B TIEPEYCHb),
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opopMiIeHHE 3aKIIOYEHHs MO pe3ylbTaTaM »JKCIEPTU3bl KadecTBa, 3(PPEeKTHBHOCTH
U 0e30mMacHOCTH MEIUIMHCKUX W3IeNHid (3a HCKIIOYEHHEM MEIWIHUHCKUX H3IeInii
1 xjacca TOTEHIUAIHHOTO pHUCKA TIPAMEHEHMS W MEIUIUHCKHX  M3JeNui
JUIs JMArHOCTHKH in Vitro, a Takke MEIULUHCKHX H3JeJIHi, BKIIOYEHHBIX B INEPEYEHb)
d HalpaBleHHE 3TOro 3aK/IOYCHHS B PETUCTPUPYIOHMIMH OpraH IPOBOUUTCA B CpOK,
He mnpeBblaomuii 10 pabounx aHEH co IHA MONy4YeHHS SKCIEPTHBIM YUpEkKICHHEM
OT PETUCTPUPYIOILEr0 OpraHa COOTBETCTBYIOLIETO 3a/laHUs C NPHJIOKEHHEM 3asBIICHUS
0 BO300HOBJIEHHH T'OCYAapCTBEHHOH PErMCTpalli MEAMLIMHCKOTO H3JENHs, Pe3yIbTaToB
KJIMHUYECKNX HCIBITAHUH MEAMIMHCKOrOo H3JeNus, a Takke IOKYMEHTOB, YKa3aHHBIX
B HMOIMyHKTaX «6» - «3» myHkTa 10 IlpaBui, B ciydae, eciy B HUX BHECEHBI U3MEHEHUS
0 pe3yJIbTaTaM KIMHUIECKUX HUCIIBITAaHUHA MEAUIIMHCKOTO U3/IEITHSI.

40. 3amroueHde MO  pe3ylbTaTaM OSKCHEpTH3bl KkauecTBa, 3((EeKTHBHOCTH
U 6e30MacHOCTH MEIUIMHCKOro u3fenus (3a HCKIIOYEHHEM METUIMHCKHX W3Ieluit
1 Kracca TNOTEHUHATBHOIO pHUCKA MpPUMEHEHHS M  MEIUIMHCKHX  H3JelIHii
JUIs TUArHOCTHKH in Vitro, a TakKe MEIWIUHCKHAX HM3AENHi, BKIIOUYECHHBIX B IepEYeHb)
oopMIsieTcss 3KCIEPTHBIM YUpekaeHuHeM 1o ¢opMe cornacHo mnpuioxeHuo No 2
K Hactosmemy [lopsanky.

41. OCHOBaHMAMH JUIS BBIHECEHHS OKCIHEPTHBIM YUYPEXICHHEM 3aKJIIOYSHHS
O HEBO3MOXXHOCTH TOCYHapCTBEHHOM  perucTpaluyl  MEAMIMHCKOTO  HM3Jeus
(1o pe3ynbTaTaM 3KCIEPTU3bI KauecTBa, 3O PEeKTHBHOCTH U O€30MMaCHOCTH MEAUIIHHCKOTO
u3fienus (3a HUCKIIOYEeHHEM MEAWLIMHCKUX M3Jenuil 1 Kjiacca NMOTEeHIMaNbHOIO PHCKa
NpUMEHEHUs ¥ MEIULUMHCKUX H3NeNHi I IUarHOCTUKY in vitro, a Takke MeIUILMHCKHUX
M3/€NIHiA, BRITIOYEHHBIX B IePedeHb) IBIIOTC

a) HECOOTBETCTBHE MEIHMIMHCKOrO H3Jenus TpeOOBaHHAM  HOPMAaTHBHOMN
JOKYMEHTAITH, TEXHUIEeCKO! U (MJIH) SKCIUTyaTallMOHHONW TOKYMEHTAIIUH HPOU3BOAUTENSA
(u3rotoBuTeNs);

6) oTcyTcTBHE JOKa3aTeNbCTB 0€30MaCHOCTH MEIULITHCKOTO H3/EIIH;

B) HeMOATBEepXKJeHUe KadecTBa, U (wim) 3¢ dekTuBHOCTH, U (WIH) Oe30MacHOCTH
PETHCTPUPYEMOT0 MEAUIMHCKOTO U3/IeNIHS MOJy4€HHBIMH JaHHBIMU;

r) [aHHBIE, CBHJETENLCTBYIOLINE O TOM, YTO PUCK IIPUYMHEHUS Bpea 3I0POBBIO
rpaXJad 1 MEAULUHCKAX pabOTHUKOB BCIEACTBUE NPUMEHEHNS MEIULMHCKOTO H3AeNHs
npeBbIaeT 3¢ (HEeKTUBHOCT €T0 IPUMEHEHHUS;

I) TOCTYIUICHHE B 3KCIEPTHOE YUpEeXICHHe IHCBMEHHOTO YBEIOMIICHHUS
PETHCTPHUPYIOIIEr0o OpraHa O TOM, YTO IO pe3yJibTaTaM TI'OCYJapCTBEHHOT'O KOHTPOJIS
3a ofpameHueM MeOMLMHCKMX UW3JeJIMi BBIABICHO HECOOTBETCTBHE CBeACHMIA
06 3¢dexTBHOCTH U 6€30IaCHOCTH MEAULUHCKOTO U3JENUs AaHHBIM O MEIHIMHCKOM
U3JIENINH, COJIEpXKaIMMCs B IOKyMEHTaX, yKa3aHHBIX B myHkTe 36 HacTosmero [Topska.

IV. JIxcnepTHn3a KavecTBa, 3pPeKTHBHOCTH
H 0e30MaCHOCTH MEJHIMHCKOro u3ejua 1 Kiacca NOTEeHIHAJILHOIO PACKA
NPUMEHEeHHs H MEeMIIHHCKOr0 H31eJIHS JJIsl AHATHOCTHKH in vitro
(3a HCKJII0YeHHEeM MeAHIHHCKHUX H3/1e/IHil, BKIIOYeHHbIX B lepeYeHb)

42. OxcriepTu3a KadecTBa, 3(PGEKTHBHOCTH H 0€30MacHOCTH MENUIIMHCKOIO

" Mynkrst 23 u 35 Tpasun.
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m3genus 1 Kiacca NOTEHIHAJIBHOTO pPHCKA IpPUMEHEHUS U MEIULUHCKOro H3JeNus
Ul OWArHOCTHKH in vitro (3a HMCKIIOUYEHHEM MEAMLIMHCKUX H3IENUH, BKIIOYECHHBIX
B IepedeHb), OQOpMIIEHHE 3aKIIOYEHHMS II0 pe3yJbTaTaM BSKCIEpPTH3bl KayecTBa,
3¢ {eKTHBHOCTH H 0€30IIaCHOCTH MEAMLMHCKOro M3fenus | Kiacca IOTEHIHAIbHOIO
pHUCKa TpPUMEHEHHs M MEIMLUMHCKOTO M3Jelusd JUld [JUarHOCTMKH in  Vitro
(32 MCKIIOYEHHEM MEIMIMHCKUX H3JENUH, BKIIOYEHHBIX B INepedeHb) M HalpaBlcHHE
3TOrO 3aKIIOYEHHUS B PETHCTPHUPYIOUIMH OpraH MPOBOAUTCS B CPOK, HE IIPEBBIIIAIOMIMI
10 pabGouux fgHell CO AHS MONY4YeHUS KCIEPTHHIM YUpeXICHHEM OT PETHCTPHUPYIOLIErO
OpraHa COOTBETCTBYIOIIETO 3a/1aHUs U CIEAYIOIUX JOKYMEHTOB:

a) 3ajgBIIEHHE O TOCYJAPCTBEHHOH perucTpany MeIULMHCKOrO U3/eNus;

6) komus JOKyMEHTa, MOITBEPXKAIOMIEro IIOJHOMOYHMsS YNOJIHOMOYEHHOIO
TNpeICTaBUTENS IPOU3BOTUTEINS (H3TOTOBUTENS);

B) CBeJleHHs O HOPMAaTHBHOM JOKyMEHTAallMy Ha MEAHLIUHCKOE H3JEIHE;

r) TEeXHHYECKas NOKYMEHTAaUHUs NPOM3BOAUTENs (M3rOTOBUTENS) Ha MEIULIHCKOE
H3JeNue;

I) SKCIUTyaTallMOHHAs JOKYMEHTaIHS MIPOU3BOUTENSA (u3roroBHTEN)
Ha MEJUIMHCKOE M3[ejNe, B TOM YHCIIe€ HHCTPYKIHMSA 110 IPUMEHEHHUIO I PyKOBOJCTBa
II0 SKCIUTyaTallii MEAUIIMHCKOTO U3EIIUs;

€) ¢dororpaduieckue n3o00paxeHus o0IIero BUAa MEJULIMHCKOTO U3EIUs BMECTE
C MPUHAIEKHOCTAMM, HEOOXOAUMBIMHM JUIi IpHMEHEHHMsS MEIMIUHCKOTO M3/IeIns
10 HazHauYeHHIo (pa3MepoM He MeHee 18 x 24 caHTHMeTpa);

%) JDOKYMEHTHI, MOATBEpXKAAIOLIMe pe3yNbTaThl TEXHHYECKHX HCIIBITaHUH
MEIULIMHCKOTO U3/IeNHs;

3) IOKYMEHTHI, [IOATBEPXKAAIOILNE pe3yIbTaThl TOKCHUKOJIOTHYECKIX
HCCleIOBaHH MEIUIITHCKOTO U3IEIN, UCIIOIb30BaHUE KOTOPOTO NPEAIIOIIaracT HaInIue
KOHTaKTa
C OPraHH3MOM YEJI0BEKa;

M) JOKYMEHTHI, MOJATBEPXAAIONIMe pe3yJbTaThl MCHBITAHUA MEIULIMHCKOIO
U3eIMs B LEIIX YTBEPXKICHHUS TUIA CPEJCTB U3MEpEHUH (B OTHOLICHHH MEIULIMHCKHX
M3JIeNni, BKIIIOYEeHHBIX B [lepedueHs MEOUIIMHCKUX M3JENHUMA, OTHOCSIIMXCS K CPeICTBaM
HU3MepeHus);

K) CBefleHHs, MTOATBEPXKAAIONINE KIMHUYECKYIO0 S(PQPEKTUBHOCTh H 06€30MacHOCTh
MEIULMHCKOTO HU3/IENHUs;

1) CBelleHHS O BBIAAHHBIX PETUCTPUPYIOLIUM OpPraHOM pa3pelleHUSAX Ha BBO3
MEAMUMHCKAX H3JEHA C LENbI0 X I'OCYAapCTBEHHOW perucTpauuy (s MeOWLHHCKHX
H3JeNTUil MTHOCTPaHHOTO IPOU3BOACTBA);

M) KONHH JOKYMEHTOB, MOATBEPXKIAIOIIKUX KAaueCTBO JIEKAPCTBEHHOI'O IIpernapara,
¢apmarieBTHYeCKOH CyOCTaHLIMH, OHMONOTMYECKOro Marepvana M HHOI0 BEIIECTBa,
C KCITOJI30BaHHEM KOTOPBIX IIPOM3BENECHO MEIMIMHCKOE M3ZC/INEe HMIH KOTOPBIE BXOIAT
B €ro COCTaB U KOTOpEIE MpeaHa3HaYeHb! [ IIPUMEHEHUs TOJIBKO C yUYeTOM Ha3HAa4YeHUs
MEAMIIMHCKOTO M3/eNHs, ONpeAe]IeHHOrO IPOU3BOAUTENEM, H BbIJAHHBIX B COOTBETCTBHHU
C 3aKOHOAATEIbCTBOM  CTpPaHbl MPOUCXOXIEHHUS  JIEKapCTBEHHOIo  Ipernapara,
¢dapMmaneBTHUECKO# cyOcTaHIIMK, 6MOIOrMYeCKOro MaTepHana i HHOTO BEIIeCTBa;

H) ONKCH JOKYMEHTOB.

43. 3akimoueHde MO pe3ydbTaTaM JKCIEPTHU3Bl  KauecTBa, 3¢ (EeKTUBHOCTH
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1 0e30MacHOCTH MEIMIMHCKOro M3Aeinsd | Kiacca MOTEeHUHAIbHOIO PHUCKA IPHMEHEHMS
1 MEIULIMHCKOrO M3/eNMs JJIA JHATHOCTHKH in Vitro (3a MCKIIOYCHHEM METHIMHCKHX
W3eNuii, BKIIOYEHHBIX B IepedeHb) 0QOopMIISETCs SKCIIEPTHEIM YUPEXAECHHEM 10 popme
coracHo mpunoxenuro Ne 3 x HactoseMy Ilopsixy.

44, OCHOBaHMSAMH )i BbIHECEHHMS SKCIEPTHBIM YUYPEKACHHEM 3aKIIOYEHHA
0 HEBO3MOXHOCTH TOCYAapCTBEHHON PpErHCTpallid MEIMIMHCKOro u3jenus 1 Kiacca
IIOTEHLUHAIBHOTO PHCKA IPHMEHEHHS ¥ MEAMLMHCKOTO M3/ENHs U JUAarHOCTHKH in Vitro
B IeJX €ro roCcyAapCTBEHHON perHcTpalud (3a MCKIIOYEHHEM MEIMLUMHCKUX H3JIeNui,
BKJIOYEHHBIX B IIepeUeHb) ABISIOTCS

a) HECOOTBETCTBHE MEAHLUHCKOTO H3feNHs TpeOOBaHMSIM  HOPMATHBHOM
IOKyMEHTALMH, TEXHUIECKOH U (MIM) SKCILUTyaTallMOHHOM JOKYMEHTAWH IPOM3BOANTEIL]
(M3rOTOBHUTENA);

6) OTCyTCTBHE JOKa3aTelbCTB 6€301MaCHOCTH MEAULMHCKOrO H3AEIus;

B) HENOATBEpXIEHHe KadecTBa, M (WIM) 3QPEKTUBHOCTH, H (WiH) OE30MaCHOCTH
PETUCTPUPYEMOr0 MEIUIIMHCKOTO H3JE/Hs II0MyYCHHBIMY JaHHbIMH;

r) JaHHblE, CBUAETENHCTBYIOIIHE O TOM, YTO PMCK NPUYMHEHMS BpeZa 3I0POBBIO
rpaIaH U MEAMLMHCKUX PabOTHHKOB BCJIEACTBHME IPUMEHEHHs MEJUINHCKOIO H3IEIU
npeBbIaeT 3pPEKTHBHOCTD €10 IIPHMEHEHHS,

I) IOCTYIUIEHHWE B OKCIHEPTHOE YYpEXKICHHE IHCHMEHHOTO YBEJOMIICHHS
PETHCTPHPYIOILETO OpraHa O TOM, 4TO IO pe3yJbTaTaM TrOCyJapCTBEHHOTO KOHTPOILL
3a OoOpalleHHeM MeIWUOMHCKAX H3IENIHH BBIIBICHO HECOOTBETCTBUE CBEICHUH
06 >¢dexTuBHOCTH M 0€30IIaCHOCTH MEIULMHCKOrO M3Ie/Hs AaHHBIM O MEIHIMHCKOM
H3IelIMH, COIEPKAIUMCS B JOKYMEHTaX, yKa3aHHBIX B IyHKTe 42 HacTosmero Ilopsxa.

V. OxcnepTH3a KauecTBa, 3pGeKTHBHOCTH
H 6€30MaCHOCTH MEXHIMHCKOTO H3/1e/1HA, BKIIOYEHHOI0 B epeveHb

45. Dkcnieptusa KadecTBa, 5(¢eKTHBHOCTH M 06€30IaCHOCTH MEIUIMHCKOTO
W3JeNIUs, BKIIOYEHHOrO0 B IlepedeHb, OQOpMIICHHE 3aKIIOYeHWs II0 pe3yJbTaraMm
3KCHEepPTU3sl KadecTBa, d(dexkTuBHOCTM M 6€30MaCHOCTH MEAULHMHCKOTO H3ZeNus,
BKJTIOYEHHOTO B TE€peYeHb, U HAMpaBJIEeHUE 3TOr0 3aKII0YEHHs B PETUCTPUPYIOIIKH OpraH
NPOBOIKUTCS B CPOK, He NpeBbImatonmii 10 pabodux [HE#H CO JHA MOTyIeHUS] SKCIEPTHBIM
y4YpexIEHHEM OT PErHCTPHPYIOLIEro OpraHa COOTBETCTBYIOIIETO 3aJaHHUs M CIeJYIOIIHUX
IOKyMEHTOB:

a) KOmWd MJOKYMEHTa, IONTBEPXKJAIONIET0 IIOJHOMOYMS  YIOJIHOMOYEHHOTO
HpeACTaBUTEINS IPON3BOJHUTEIS (M3rOTOBUTENA);

6) cBeaeHHS O HOPMaTUBHOW JOKYMEHTAllMK Ha MEJULIMHCKOE H3/EITHE;

B) TeXHHMYecKas HOKYMEHTalus MPOU3BOAUTENS (M3rOTOBHUTEN) HA MEAMIMHCKOE
U3JeNne;

r) SKCIUTyaTalliOHHas JOKyMEHTaLHsI TIPON3BOAUTENS (M3roToBUTENS)
Ha MEJMIMHCKOE U3Jieliie, B TOM YKCJIe MHCTPYKIHS 10 NPUMEHEHHIO MM PYKOBOJCTBO
T0 HKCIUTyaTali MEUIIMHCKOTO U3 IENus;

n) dororpadudeckue n3006pakeHHUs OOLIETO BHa MEIUIMHCKOrO M3/ BMeCTe

2 Mynxrsi 23 u 35 Mpasn.
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C IPHHAIIEKHOCTAMH, HEOOXOOUMBIMM JUIi IPUMEHEHHS MEIMLMHCKOTO H3JemHs
M0 Ha3HA4YeHHIO (pa3MepoM He MeHee 18 Ha 24 caHTUMETpA);

€) IOKYMEHTH, IMOATBEPXJAIOUIME pe3yJbTaThl TEXHMYECKHX  MCIbITaHWH
MEIULMHCKOTO H3MENNsA, BBIIaHHBIE (eJepaJbHBIM TIOCYIApCTBEHHBIM OIODKETHBIM
yupexaeHueM "BcepoccHiicKuii HayYHO-HCCIEA0BATENbCKHIA ¥ MCIIBITATEIbHBIA HHCTUTYT
MeJUUAHCKOM TexHuku" DenepanbHON CIyXOBI M0 Han30py B cdepe 3ApaBOOXPaHEHUs
(manee — yupexxaeHue);

X) IOKYMEHTHI, MO TBEPXKJAIOIIHE pe3ynbTaThl TOKCHKOJIOTHYECKUX
HCCIIeOBaHUM METUIIMHCKOTO H3/IENHs, UCIIONIb30BaHHEe KOTOPOIo MPEAIOoaracT HaTuinue
KOHTAKTa ¢ OPraHU3MOM 4YeJIOBEKa, BBIJAHHBIE YIPEIKIACHHUEM,

3) MDOKYMEHTBI, MOATBEPXKIAIOLIME Ppe3YyNbTaThl HCHOBITAHHHA MEJUIMHCKOTO
M3/eNHd B LENSX YTBEPXKIEHHS THIIA CPEICTB U3MEPEHMH (B OTHOIICHHMM MEIUIUHCKUX
u3enui, Bxogsaumx B IlepedeHh METUIMHCKUX W3JENHM, OTHOCAIIMXCA K CPEICTBaM
HU3MEpPEHUit), BEITaHHbBIE YUPEKICHUEM,

M) JOKYMEHTBHl, MOATBEpXKIAIOIIHE Ppe3yNbTaThl KIMHHUYECKHX  HCIBITAaHUH
MEIULMHCKOro M3JENHs, IPOBEAECHHBIX B MEAULMHCKOH OpraHM3alliM roCyJapCTBEHHOM
CHCTEMEL 3paBOOXpaHEHHS, OTBeYaloLIeH TpeOOBaHUAM, YTBEPXKAECHHBIM
MHHHCTEPCTBOM 31paBooXpaHeHus Poccuiickoi (I)e)lepaunnl3 ;

K) KOIIMH JOKYMEHTOB, IOATBEP)KAAOIIMX Ka4eCTBO JIEKAPCTBEHHOrO Mpemnapata,
dapMmanieBTHYeCKOl CyOCTaHIMM, OHONOTMYECKOro MaTepuana M HHOro BeIIECTBa,
C UCNOJB30BAHHEM KOTOPHIX MPOM3BENEHO MEOULIMHCKOE H3/I€JIHE HIIM KOTOpHIE BXOISAT
B €ro COCTaB M IpeJHa3HA4YeHbl N1 INPUMEHEHHS] TOJBKO C Yy4YE€TOM Ha3HAYeHHUsS
MEIHIUHCKOro M3JAENHs, ONpee/IeHHOTO IPOU3BOANTENIEM, U BEIIAHHBIX B COOTBETCTBUH
C 3aKOHOJATEIbCTBOM  CTPaHbl [POUCXOXACHHA  JICKapCTBEHHOIO  IIperapara,
¢apMalieBTHIECKO# CyOCTaHLMK, GHOJIOTHYECKOro MaTeprajla U HHOrO BEIECTBa;

J) OPUTHHAN PETHCTPALIMOHHOIO YIOCTOBEPEHHS,

M) OITUCH JOKYMEHTOB.

46. 3aKmIOYeHHE MO pe3yibTaTaM OKCIEPTU3Bl KadecTBa, 3GQEKTHBHOCTH
H 6e30IacHOCTH MEIUIMHCKOTO H3[EJHs, BKIIOYEHHOrO B IIepedYeHb, OdopmiseTcs
SKCIEPTHEIM YUpeXIeHHeM Mo (opMe cornacHO mpuiokeHuro Ne 4 K HacTosiieMmy
Ilopsaaxy.

47. OcHOBaHHMAMM [JIi BBIHECEHUS SKCIEPTHBHIM YUPEXIECHHEM 3aKJIIOUEHHUS
O HEBO3MOXXHOCTH IIOATBEPXKAEHHUS TOCYAapCTBEHHOM pErMCTpalil MeAUIIHHCKOTO
W3/leNKsl, BKIIOUYEHHOTO B IIepeyeHb, SBIIOTCS

a) HECOOTBETCTBHE MEAULMHCKOIO H3JleNHs TpeOOBaHMAM  HOPMATHBHOM
JOKYMEHTALKH, TEXHUIeCKOH U (MJIH) 3KCILTyaTalMOHHOM TOKyMEHTAIlMH IIPOU3BOAHTEILS]
(u3roToBUTENN);

0) OTCyTCTBHE J0Ka3aTelbCTB 6€30MaCHOCTH MEJULIMHCKOTO M3EIH;

B) HENOATBEpXKIeHHE KauecTBa, U (WIM) 3QQeKTUBHOCTH, U (WIH) 6e30MacHOCTH
PEruCTPUPYEMOro METULIMHCKOTO U3/IeNHs N0yYeHHBIMH JaHHBEIMH,

13 TpeGoBaHUA K MEIMUMHCKUM OPraHM3aLMAM, TIPOBOJAINM KIMHHIECKAE MCTIHITAHUS MEMUMHCKHX H3JCIHUH, H NOpAaKa
YCTAHOBIICHHS COOTBETCTBMS MENMUMHCKMX OpraHM3alMii 3THM TpeGoBaHMAM, YTBEPXKICHHbIE MpHKa3oM MuH3apasa
Poccun ot 16 Mas 2013 r. Ne 300n (3aperucTpuposad MunuctepcteoM roctiimu Poccuiickoit @enepanuu 4 geppans 2014 r.,
pernctpauMoHHbIi Ne 31216).

" IMynkrei 23 u 35 [Ipasun.
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r) JaHHbIE, CBUAECTENLCTBYIONMHE O TOM, YTO PUCK NPHYMHEHHS BpeJa 3/0POBBIO
TpaXJaH W MeAUIUHCKHX PabOTHUKOB BCIEACTBHE MPUMEHEHHSA METUIMHCKOTO M3/EMHs
npessiIaeT 3pPEeKTHBHOCTE €T0 IPUMEHECHHS,

1) TOCTyIUIEHHE B OJKCIIEPTHOE YYPEXICHHE THCHBMEHHOrO YBEIOMJICHHUA
PETHCTPHPYIOLIEr0 OpraHa O TOM, 4TO MO pe3yJbTaTaM OCYAapCTBEHHOTO KOHTPOJA
3a OOpalleHMeM MEJULUMHCKHX H3JIeNHi BBIABJICHO HECOOTBETCTBHE CBEICHHH
06 3(PeKTHBHOCTH U 06€30NaCHOCTH MEULMHCKOTO M3JeNHs JaHHBIM O MEIMIMHCKOM
M3/IeNAH, COAepKaIMMCs B JOKyMEHTaX, yKa3aHHBIX B IMyHKTe 45 Hactoswero Ilopsaka.

V1. Jkcneprusa KauecTsa, 3ppeKTHBHOCTH H (6€30naCHOCTH MeHIHHCKOr0
M3JeJHs B LeJSIX onpeesieHHsl BO3MOXKHOCTH (HEBO3MOKHOCTH) BHECEHHS
H3MeHeHHH B JOKYMEHTbI, COiep/KalHecs B PErucTPALlHOHHOM J0Che

48. DKcrepTH3a KadecTBd, 3((eKTHBHOCTM H 0€30I1aCHOCTH MEIHULMHCKOro
M3leUsS B LIEIAX ONpEAETeHHs BO3MOXHOCTH (HEBO3MOXXHOCTH) BHECEHHMs U3MEHEHHMIl
B JIOKyMEHTBI, COAEpXall{ecs B PETHMCTPALMOHHOM [0Cbe, NMPOBOAUTCH IKCIEPTHHIM
yupexIeHHEM B CIIydasX, yCTaHOBIEHHEIX IyHKTOM 39 IIpaBui.

OcdopMmiieHHe 3aKMIOYEHHS O BO3MOXHOCTH (HEBO3MOXHOCTH) BHECEHHs
W3MeHeHUl B JOKYMEHTHI, COJEpXalliiecs B PErMCTPAllAOHHOM [OChe, U HaNpaBICHHE
5TOr0 3aKMIOYEHHsT B  PETHCTPUPYIOIIMII OpraH  OCYHIECTBIeTCA B CPOK,
He mpeBblmaromui 20 paGouux AHeH [ MEIUIMHCKUX H3JENUH, 332 MCKIIOYCHHEM
METUIMHCKUX M3[euii 1 Kiacca MOTEHIMAIBHOIO PHCKA IPHUMEHEHHUS U MEIUIUHCKHX
W3JeNUi JUId OUArHOCTMKH in vitro, u 10 pabodmx qHed IId MEIUIMHCKUX u3eauit
1 xjacca IOTEHLUMAIBHOTO pHCKA TPUMEHEHHs W  MEJMIMHCKHX  HM3JeNHi
Iis OUAarHOCTMKM in  Vitro co JHS TONyYeHHs OKCIEPTHBIM  YYPEKICHHEM
OT PEriCTPHPYIOLIEro OpraHa COOTBETCTBYIOLIETO 3aJaHus H CIICAYIOMHX JOKYMEHTOB:

a) 3asBIEHME O BHECCHMH H3MCHEHHH B JOKYMEHTHI, COJEpPKaIlHeCs
B PETHCTPALIHOHHOM J0Che, 0GOPMICHHOE B COOTBETCTBHH C IyHKTOM 9 IIpaBui;

6) KomWs HOKyMEHTa, IOATBEPKIAOIIEr0 IIOJTHOMOYHA  YIIOMHOMOYEHHOTO
TIpe/ICTABUTEIS IPOM3BOAUTENS (M3TOTOBHUTEIA);

B) JOKyMEHTH M CBeJleHHS O COOTBETCTBYIOIIMX W3MEHEHHAX, BHOCHMBIX
B JOKYMEHTHI, COJepXaliecs B PETMCTPalldOHHOM [I0Che, B TOM YHCJIE€ JNOKyMEHTOB,
NIOATBEPXKIAIOIIUX TaKUEe U3MEHEHHUS,

r) JOKyMEHTH MpOM3BOAMTeNs M (WIM) OpraHu3alyi, OCYIIECTBIIOMIMX
TIpOBE/ICHHE TEXHUYECKUX MCTIBITaHMUH, TOKCHKOJIOTMYECKHX HCCIIeJOBaHIH, KITMHMYECKHX
MCTIBITAHME  (PE3y/bTaTel  COOTBETCTBYIOIMX  MCIBITAHWI),  MONTBEPXKAAONIMX,
4YTO BHECEHHE 3asBICHHBIX M3MEHEHMI He BleYeT U3MEHECHUS CBOMCTB H XapaKTEPUCTHK,
BIMSIONIMX HA KadecTBO, 3((eKTHBHOCTh M 0€30IaCHOCTh MEIUIMHCKOIO H3JeNus,
M COBEpIICHCTBYET CBOHCTBA M XapaKTEPUCTHKH IPH HEU3MEHHOCTH (yHKLMOHANBHOTO
Ha3Ha4YeHus ¥ (WIH) MPUHLKIA ASHCTBH METUIIHHCKOTO H3CeIHs;

1) OpMTHHAI PETHCTPALMOHHOTO yAOCTOBEpeHHs (Xy6nuKar);

€) OIHChH JOKyMEHTOB.

49. Jlns mpoBeJeHUs OJKCIEPTH3H KadecTBa, S(P¢eKTHBHOCTH M 0e30macHOCTH
MeIMIMHCKOro U3IENUs B Ie/X Onpe/IeieH s BO3MO)KHOCTH (HEBO3MOXKHOCTH) BHECEHH
W3MEHEHHH B JJOKYMEHTHI, COIEP)KALMEC] B PETHCTPALIMOHHOM JIOChE, PETHCTPUPYIOLINH
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opraH OJHOBPEMEHHO C 3alaHHEM Ha NpPOBEJCHHE TAKOH IKCMEPTH3bl U OKYMEHTaMH,
yKka3aHHBIMA B IyHKTe 48 Hactosmero Ilopsaka, HapaB/IsAET B SKCIEPTHOE yIPSKIACHHE
JNOKYMEHTBl PpErHCTPallAOHHOTO [OChe, Ha OCHOBAaHMHM KOTODPBIX OBUIO  BBIJJAHO
PETHCTPALMOHHOE YJOCTOBEPEHHE Ha MEIMLMHCKOE H3JENIHE, a TaKkKe JOKYMEHTEI,
Ha OCHOBaHHH KOTOPHIX PETMCTPHPYIOILMM OpraHoM OBUIO TIPHHATO pPELICHHE
0 BO3MOXKHOCTH BHECEHHS H3MEHEHHIl B DETHCTPAIOHHOE YHOCTOBEPEHHE M (MJIH)
PETHCTPALOHHOE A0Che (B CiTyuae BHECEHUS TaKMX H3MEHEHUH).

50. 3aKFOdeHHE O BO3MOXKHOCTH (HEBO3MOXKHOCTH) BHECEHHA H3MEHEHHH
B JOKYMEHTHI, COJlepKalyecsi B PErHCTPAalliOHHOM JIOChE, OPOPMIACTCS IKCIEPTHBIM
yapexieHHeM 110 popMe CoracHo npuiokenuo Ne 5 Kk HacToAMEMY [Mopsiaxy.

51. OcHOBaHMAMH [Ji1 BEIHECEHHS OKCHEPTHBEIM YYPEXKACHHEM 3aKIOYCHHS
O HEBO3MOXHOCTH BHECEHHs] H3MEHeHHMd B  JOKYMEHTHI, COJEpXXalluecs
B PErHCTPallAOHHOM JIOChE, SABISIOTCA

a) HeJOCTOBEPHOCTb IPEACTABICHHBIX CBENCHHMH, OGOCHOBBIBAIONIMX BHECEHHE
W3MEHEHH}, B TOM YHCI€E BBIABICHHBIX PETMCTPUPYIOIIMM OpPraHOM IO pe3yibTaTaM
TOCy/IapCTBEHHOTO KOHTPOJIS 32 00pallleHHeM MEIMIMHCKHUX H3CITHH;

6) OTCYyTICTBHME CBEJICHHMH, IOATBEPKIAIOMMX HEU3MEHHOCTH (YHKIIIOHAJIBHOTO
HasHauyeHUs W (W) IPUHIMNA AeHCTBHS MEAULUHCKOrO H3/IENNS, B CBA3H C BHOCHUMBIMH
U3MEHEHHMSAMH B IOKyMEHTALIHIO,

B) OTCYICTBME€ B TIPEICTAaBJCHHBIX 3asBHTENEM JOKyMEHTaX CBEJICHUM,
MOATBEPKAAOIUMX, YTO H3MEHEHHd, BHOCHMBIE B JIOKYMEHTBI, COACpXKaIHCC
B PETMCTPALMOHHOM JIOChE, HE BJIEKYT U3MEHEHHE CBOHCTB U XapaKTEPUCTHK, BIMAIOIINX
Ha  KadecTBO, 9S(Q@eKkTHBHOCTP K  0€30MacCHOCTh  MEIULMHCKOrOo  H3JCIHi,
WIH  COBEpPIIEHCTBYIOT CBOHCTBA M  XapaKTepUCTHKH IIPM  HEH3MEHHOCTH
(YHKIIMOHAIBHOTO Ha3HAYEHHMS W (WJIM) IPUHUKIIA NEHCTBHA MEIUIMHCKOTO H3ACHA.

VII. Dkcneprn3a J0KYMEHTOB PErHCTPALIHOHHOIO 10CH€

52. DKkcmepTu3a JOKYMEHTOB PpErMCTPAllAOHHOTO JOChe M  MPEJCTABICHHE
B PErdCTPHPYIOLUMI OpraH 3aKiIIO4EHHs MO ()OpMe COITIACHO IPHUJIOKEHHIO Ne 6
kK HacrosimeMy IlopsaKy OCYIUECTBISIOTCS JKCHEPTHBIM YUPEXACHHEM B CpOK,
He mpesbluaroluii 10 paGounx gHeH cO IOHS MONYYESHHsS 3aJaHHMA PETHCTPUPYIOLIEro
opraHa C TIPUJIOKEHHUEM JJOKYMEHTOB PETHCTPALIMOHHOTO NOCHE.

53. 3akmodeHHe, yKa3aHHoe B NyHKTe 52 Hacrosmero Ilopsuaka, ogopmiiercs
SKCIIEPTHBIM YUPEX/[EHHEM B Cilydae YCTaHOBJIEHHs (akTa, YTO MHCTPYMEHT, alNapar,
npu6op, 0GopyJoBaHHKe, MaTepHal U IpoYee U3/eNKe, CoAepXKalleecs B roCy1apCTBCHHOM
peectpe, Mo cBoeMy (YHKUMOHANLHOMY Ha3HAYEHMIO M (W) MPHHIMIY JeCcTBUA
He MOXKET IIPUMEHATHCSA B MEAMLMHCKUX LEJIX U HE ABIIETCS MEIULUHCKAM H3JICTTHEM.

15 Mynxrsr 49(1) m 55(1) Tpasmi.




IMpunoxenue Ne 1
K ITopanky opranu3alyy ¥ IpOBEICHH
IKCIIEPTU3BI KauecTBa, 3G HEeKTUBHOCTH
1 0€30I1aCHOCTH MEOUIMHCKIX U3AEIIH,
YTBEP)KIEHHOMY IPHKa30M
MuHKCTEpCTBA 3IpaBOOXPaHEHHUS
Poccuiickoit @enepanuu

oT «Z0» ./1/7&70 2020 r. Ne LB %

®opma

(HaHMMEHOBaHUE HKCTIEPTHOTO YIPEIKICHHSA)

VTBEPXIAIO

(PYKOBOZAHTENb HWIH HHOH YNOJIHOMOYEHHBIA
COTPYIHHUK 3KCTIIEPTHOTO y4PEXKICHHM,
damuTHs, MM ¥ 0TYECTBO (MPU HAIIMYUH), TIOITHC, TIEYaTh)

« » 20 r.

3akii0oueHne 0 BO3MOKHOCTH (HGBO?.MO?KHOCTH)
NpoBeACHHSA KIMHHYCCKHX HCNBLITAHHHA MeJUIHHCKOI0 H3e/JIHA
(33 HCKJIIOUEHHEM MEIHIHHCKHX H3ae i 1 KJacca NOTEHUHAJLHOI0O PHCKa
NpHMEHECHHS H MEAHIHHCKHX H3JeJIHH AJS JHATHOCTHKH in Vitl‘O,
a4 TaKiKe MEAHIHHCKHX HSLIOJIHﬁ, BKJ/IIOYCHHBIX B nepe'leﬂb)

Ne OT« » 20 r.

1. HauMeHOBaHMe MeIWIMHCKOro m3fenus (C YKa3aHHEM MPHHAIEKHOCTEH,
HEOOXOAMMBIX  JUId IPUMEHEHHs MEIULUMHCKOro H3[eNus 10  Ha3HAYeHHIO,
a TaK)Ke TOBAPHOTO 3HAaKa M MHBIX CPEJICTB MHIMBHIYaIH3alld MEIHIHHCKOrO H3/ENHs
B CIIydae MX HAHECEHHs Ha yIaKOBKY MEIHIIMHCKOTO U3/IEIHs)

2. HpOHSBOlII/ITeJIB (I/I3I‘0’I‘0BI/ITCIII>) MCIUIUHCKOI'O U3ACIIUA
(nonHoe U (B Cliyyae, eclId HMEETCH)

COKpaleHHOe HAUMEHOBaHUE, B TOM YHciie pUPMEHHOe HAHMEHOBaHHE, OPraHKW3aMOHHO-TIPABOBAA ¢dopma
IOPHMHECKOTO JIHLIA, aPEC €r0 MECTa HAXOXICHHS WK GaMUNKs, HMS M OTYECTBO (TIPH HATHYHK), a/IPEC MeCTa
JKHUTENHCTBA HHAMBAAYATBHOTO TIPeANPHHHMATEIS)

3. 3asBUTEND

(nomHOE H (B CiIyuae, ecili MMeeTCs) COKpaIleHHOe HAHMEHOBaHHE, B TOM YHCle QUpMEHHOe
HauMEHOBaHHMe, OPraHH3aLMOHHO-NPaBoBas (opMa IOPUAMYECKOrO JIHLIA, a/IPEC €ro MeCTa
HaXOKICHHUA HWiIM GaMIIKs, MM ¥ OTHECTBO (TIPH HATIMYMH), aIPeC MECTa KHUTENLCTBA
HHIMBHAYAJIBHOTO MPEANPHUHHMATENA)

4. PekBHM3UTHI 3alaHUs] PETUCTPUPYIOILIETO OpraHa
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5. Ceemenusi 00 skcmeprax (haMuIus, UM U OTYECTBO (IPH HATMYHMH), CIIELMAIBHOCT,
ydyeHas cTereHp (3BaHMe) (UpM HAIMYUM), MeCTO paboOTHl H JIOJDKHOCTD)

6. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEJCHHMH, M3JIOKEHHBIX B 3aKIIOYECHUH,
TIpeAynpexXeH:
INpencenarens KOMHCCHU SKCIIEPTOB

(bammius, UMA ¥ 0TYECTBO (IPU HayIMuKH)) (TOANHCH)
OTBeTCTBEHHBIN CeKpeTapb

(pammnus, UM ¥ 0TYEeCTBO (IPH HATM4MHY)) (TIOATHCE)
JKcnepTsl

(dbamunHs, MM ¥ OTHECTBO (TIPH HaTH4MK)) (TIOJTMCH)

7. CopepXaHHe Mpe[CTABIEHHBIX HA DKCIEPTH3Y AOKYMEHTOB (M3IIaraloTcs OCHOBHEIC
TIOJIOXKEHHUS IIPEeICTABIEHHOM JOKYMCHTALNH):

7.1. WgenTudukaumus IOKyMEHTOB, IPEACTABICHHBIX B  HEIAX  INPOBEICHHUA
3KCIIEPTHU3BI:
7.2. MecTo npon3BOACTBA MEAULMHCKOTO U3JIEIH:
7.3. Bua MeIWIMHCKOTO H3JeNMA B COOTBETCTBHM C HOMEHKIATYPHOH KlacCHpMKalMen
MeEIMLIUHCKAX H3/IEIIHMH:
7.4. Knacc noTeHLMaIbHOTO PUCKa MPUMEHEHU MEHIIMHCKOIO U3/1€INA B COOTBETCTBHH
C HOMEHKJIaTypHOM KiaccupuKauyen MeIHIIMHCKHAX 15631 (2] 15178
7.5. Kox O6mepoccuiickoro kinaccuduxaTopa NPOAYKIMH MO BHAAM 3KOHOMHYECKOH
JIEATENbHOCTH:
7.6. HazHauenue, o0061acTh MPHMEHEHHS ¥ NPHHIMI JACHCTBHA MEIHLHUHCKOIO
U3Jenus:
7.7. TlepeveHp MoKa3aHMi K MPUMEHEHMIO, IIPOTHBONOKA3aHUH, BO3MOXKHEIX TOO0YHBIX
JeHCTBHI MeIULUHCKOIO 30K
7.8. YcnoBusa npyUMEHEHHs MEIULHUHCKOTO U3C/IHs:
7.9. Ceenenus 0 HOpMAaTHUBHOH JIOKyMEHTaLMH Ha MEeIUIITHCKOE
U3JeNHe:
7.10. JTlanHsle 0 pa3paboTke U IPOU3BOACTBE MEUIIMHCKOTO U3ACIIHA:
7.11. OcHoBHBIE (YHKLMOHANBHBIE XapPaKTEPUCTHKH (B TOM YKCIIe OCHOBHBIE N1apaMETPEI
M XapaKTEPUCTHKH, OIMCAHHE METOJa CTEPUIM3ALMH, MHQOpMALHMi O NPOrpaMMHOM
o6ecrieueHNH, HCIIONB3YeMOM B PETHCTPUPYEMOM MEAHIIMHCKOM U3IEIIHH):
8. DKCIepTHas OlIEHKAa MPEACTABICHHBIX Ha SKCIEPTU3Y 3asBJICHUs O IOCYAapCTBEHHOH
PEruCTpalMy MEAMUHMHCKOrO W3eNHs H JOKYMEHTOB, ykasaHHbX B myHkTe 10 Ilpasun
roCyIapCTBEHHO# PEericTpalii MEAUIUHCKHX M3/IENUH, YTBEPKACHHBIX MOCTAaHOBICHAEM
IpaButenbcta Poccuiickoit @enepamuu ot 27 aexabps 2012 r. Ne 1416:

8.1. OueHKa MOTHOTHI NPE/ICTABIEHHBIX JOKYMEHTOB (II0 OTHOLIEHHIO K OIKCH):

8.2. OneHKa 3asMBJIeHHs O TOCYAapPCTBEHHOM PETUCTPAILIMN METUITHHCKOIO U3JICIIHS:

8.2.1. OueHka HaMMEHOBAHUA MEIUIUHCKOIO M3 IETIHA:
8.2.2. OueHKa IPHHAIEXHOCTH 3asBISEMBIX H3/IeNHi K offHOMY (00LIeMy) MOZEITBHOMY
H/WITH TATIOPa3MEPHOMY Py MEJMILIUHCKOTO M3AeIHA:
8.2.3. O1eHKa COOTBETCTBHS 3asBIIEMBIX IPUHAICKHOCTEH:
8.2.4. OTHeceHHE K MEQUIMHCKHUM M3IEIUAM:

8.2.5. OueHka crnenuPUYHOCTH Ha3HAYEHHA MEIUIMHCKOTO H3[ENHs, YCTaHOBICHHOIO




Npou3BOAMTENEM (M3TOTOBHTENEM) M YKa3aHHOrO B 3asiBIICHMH O rocyaapCTBEHHOM
perucTpanuy MEAUIMHCKOTO U3JENIHs, & TAKXKe ero COOTBETCTBUSA JaHHBIM TEXHUYECKOU U
SKCILTYaTalMOHHOM NPOU3BOANTEIN (M3TOTOBUTENS) JOKYMEHTAHH
8.2.6. OmeHka COOTBETCTBHSA BHIAa MEIULMHCKOIO HM3ACIHA B COOTBETCTBHH
C HOMEHKJIaTypHO# KiacCHpUKanueii MEANLUHCKHMX M3/IEIIHI:
8.2.7. OueHka COOTBETCTBHA Kijlacca MOTCHUUAIBHOI0 PUCKa IPUMEHEHHU MEAUIHHCKOIO
W3eNMs B COOTBETCTBHM C HOMEHKJIATypHOH KiaccupuKauued MEIHLMHCKHX
U3AEIIH:
8.2.8. Omenka cooTBeTcTBHS Koja O6uiepoccuitckoro KimaccHukaropa MPOAYKIHH
10 BU/1aM SKOHOMHYECKOMH e TENbHOCTH:
8.3. DKCIepTH3a IOKyMEHTOB, yKasaHHBIX B myHkTe 10 IlpaBun rocymapCTBEeHHOH
PETHCTPAlU MEIMUMHCKAX H3JCIHH, yTBEPXIEHHBIX NOCTaHOBNEHHEM IIpaBuTeNnsCTBa
Poccuiickoii @eneparmu ot 27 nexadps 2012 r. Ne 1416:

83.1. OmeHka COOTBETICTBHMS  IIPHMEHSEMON  HOpPMAaTHBHOM  JOKYMEHTAIM{
Ha MeIMLMHCKOE M3JeNie HeIsaM obecriedeHns KayecTBa M 6€30MacHOCTH MEAULUHCKOTO
w3mesns (B TOM YHCIIE JAOIYCTHMOCTH OCTaTOYHBIX PHCKOB):
8.3.2. OueHKka COOTBETCTBMS  TEXHUYECKOM  [JOKYMEHTAl[iM  IPOU3BOAUTEIA
(M3roTOBHTENA) LeNsM oObecHedeHHA KadecTBa, 3GGEKTHBHOCTH H 6e30macHOCTH
MEIUITMHCKOTO U3ENIHN:
8.3.3. OueHKa COOTBEICTBHSA OJKCIUTyaTalHOHHOM [JOKYMEHTallMH MPOU3BOJUTE]LI
(msrotoButens) UensM obecmedeHHs KauecTBa, I(PGEKTHBHOCTH H Oe3omacHOCTH
MEIUITHHCKOTO U3/IENHs:
8.3.4. Ouenka Qororpadpudeckux H300pakeHHH OOIIEro BHIa MEIULIMHCKOTO H3JENHs
BMeECTE C NPUHAIEHOCTAMH, HEOOXOTUMBIMH JIJISl IPUMEHEHHS MEMIIMHCKOI0 M3/eNus
10 Ha3HAYCHHUIO:

8.3.5. OleHKa MMOJHOTHl H Pe3yNbTaToB IPOBEJEHHBIX TEXHHYECKHX HCIBITAHWHA (B TOM
yHcle C yKasaHWEM CBEJeHMi 00 WCIbITaTelbHOM Jaboparopum, Mecre U (Qopme
IpOBENEHHs MCIBITAHHM, MPEACTABICHHEM KpaTKOH XapaKTepHCTUKH o6pa3ios,
IIPEACTABIEHHBIX I [POBENEHHs HCNBITAHHMHA, CBEJCHHH O  HAIMOHAIBHBIX
(MEXIyHapOAHBIX) CTaHAApTaX H HOPMAaTHBHO¥M JOKYMEHTAllMH, Ha COOTBETCTBUC
KOTOpPBIM OBUTH IPOBeZIeHbl MCIBITAHHs, @ TAK)Ke OLEHKa pe3yibTaToB IPEACTABICHHBIX
HCIBITaHUHN );
8.3.6. OueHKa IIONHOTHI ¥ Pe3y/IbTaTOB [IPOBEJEHHBIX TOKCHKOJIOTMYECKUX HCCIIEA0BaHUN
(B TOM 4HCle C yKa3aHHeM CBeleHHH 00 WCIBITaTENbHON J1ab0paTopuy, MecTe
IpOBEIEHHsT HCCIIENOBaHUH, IIPENCTABICHHEM KPaTKOH XapaKTepHCTHKH o0Opazuos,
TIpeICTaBIEHHbIX U1 TIPOBEJICHHS HCCIEJOBaHMid, CBENeHWH O HAllHOHANBHBIX
(MeXIyHApOAHBIX) CTaHAAapTaX M HOPMAaTMBHOM JOKyMEHTAllMd, Ha COOTBETCTBUE
KOTOpHIM OBLTM TIpOBeACHBI MCCIIENOBAaHUsA, MH(QOpManM{d O MaTepyanax, H3 KOTOPhIX
Tpou3BelieHbl (M3TOTOBIEHB) MeNUIMHCKME H3eNus ¥ (WIH) TPUHAIIEKHOCTH
K MEIOMIMHCKOMY H3[EJMIO, WIH O PELENTYPHOM COCTaBe W3MACNHUsA, a TaKKe OLECHKA
pe3yJIbTaTOB MPECTABIECHHBIX MCIILITAHUIA):
8.3.7. OueHKka TONHOTHI M pE3yJBTaTOB IIPOBEJEHHBIX HCIBITAHAH MeTHIHCKOrOo
M3IeNHA B LEJIX yTBEPKICHHS THIA CPEACTB H3MEPEHHH (B OTHOINEHHH MEIUIMHCKHUX
W3NENNi, OTHOCAIIUMXCA K CpEACTBaM H3MepeHMii B cdepe TrOCYAapCTBEHHOTO
peryaupoBaHHsi o0ecliedeHns €IMHCTBA W3MEPEHHH, IepedeHb KOTOPHIX yTBEpPXIaeTcs
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MuHHCTEpCTBOM 3ipaBooxpaHenus Poccuiickoit @enepanuu:
8.3.8. Omenka mnpoekTa IUIaHA KIMHUYECKUX MCIBITAHUA MEOUIIMHCKOIO WU3JETH
¢ 0G0CHOBEIBAIOIIMMH €r0 MaTepraliaMH (B cliy4ae, €ClId UIMEETCs):
8.3.9. Onenka IpeACTaBIEHHBIX CBEAEHUHW O BBIJAHHBIX PETUCTPUPYIOLIUM OPraHOM
paspelleHusX Ha BBO3 MEAULMHCKUX U3ZEINMA C LENBIO HX IOCYJapCTBEHHOM PErHCTpaluy
(W11 MEOMLMHCKUX W3JENMA HHOCTPAHHOTO IIPOH3BOAICTBA):
8.3.10. OrmeHka cBeAeHHH, MOATBEPKIAIOMMUX KaYeCTBO JIEKAPCTBEHHOI'O IIpelapara,
¢dapmaiieBTUUECKON cyOcTaHIuM, OHONOTMYECKOro MarTepuaja M MHOIO BEINECTBa,
C HCIOJIE30BaHHEM KOTOPBIX NMPOM3BEICHO MEIUIIMHCKOE M3JENie WU KOTOphIE BXOIAT
B €r0 COCTaB M KOTOpbIE MpeJHa3HaYEHbI I IPUMEHEHHUS TOJIBKO C YYETOM Ha3HAYCHMS
MEAMIMHCKOTO U3/IENIHsA, ONPEEICHHOTO IPOU3BOJUTENEM, U BbIIaHHBIX B COOTBETCTBHH
C 3aKOHOJATENECTBOM CTPaHBl  IIPOMCXOXKIAEHHSA  JICKapCTBEHHOIO  IIpernapara,
(apMarieBTUUECKOH CyOCTaHIMM, OHOJIOTHYECKOro MaTepHaa ¥ HHOIO BEIECTBA:

9. Pe3ynbTaThl SKCIIEPTU3BI:

(yKaSLIBaIOTCﬂ BBIBOJBI KAXKXIAOIo U3 SKCﬂepTOB, BXOA1LIEero B COCTaB KOMUCCHHU axcnep’ros)
10. BriBoa:

(ykassiBaeTCs O BO3MOXKHOCTH (HEBO3MOXKHOCTH) IIPOBEICHHUS
KIMHHYECKHUX UCTIHITAHWHA MEJULIMHCKOTO U3AENHNS, C YKa3aHHUEM

MPHYHUH HEBO3MO>KHOCTH IIPOBEACHHA KITMHHYCCKHX HMCMBITAHUN MEIULIMHCKOTO
H3aeHd, C NOATBEPXKACHUEM BUIa MEHILIMHCKOTO H3/1C/IMA K KJIacca

NOTEHIHAIBHOTO PHCKA IPUMEHEHH B COOTBETCTBHH C HOMEHKJIaTYPHOM
KJaccugukanueit)

IMpunoxxeHWe: MHEHHe 3KCIIEpTa, HECOTTACHOTO C BBIBOJAMHM 3KCIEPTH3bl KauecTsa,
3¢ deKkTHBHOCTH U 6€30IIaCHOCTH MEIUITUHCKUX M3/IeIMiA (IIPH HATHYUH)

Komuccus 3KCIIEPTOB B COCTABE:

npeaceaaTeyip KOMUCCHH 3KCIIEPTOB
(baMunus, UMA U OTYECTBO (TPH HATUYNH)) (TIOAMMCH)

OTBETCTBEHHBIN CECKpPETaphb

(pammnus, MA ¥ 0THECTBO (NPH HATHYNH)) (TIOAITHCH)
3KCIEPTHI

(pammus, MA U OTHECTBO (NP HATKHYHK)) (TIOATHCH)



IIpunoxxenue Ne 2
K ITopsiaxy opraHu3allvy U IPOBEICHUs
SKCIEPTHU3HI KauecTBa, 3P HEeKTHBHOCTH U
0€e30MMaCHOCTH METUITMHCKUX H3JIeNNH,
YTBEepXKAEHHOMY IPUKa30M
MuHuCcTepCcTBa 3ApaBOOXPAHEHHUS
Poccuiickoit Penepanuu

oT «Z0» Wqﬁrﬁ 2020 . Ne B

®opma

(HaMMEHOBaHMe SKCTIEPTHOTO YIPEXICHH)

VTBEPXIAIO

(pyKOBOIUTENb WIH HHOH YNIOJIHOMOYEHHBIH
COTPYAHHK JKCIIEPTHOIO YUPEXKIAECHHS,
(amMmIHs, HMS ¥ OTYECTBO (TIPH HATHYHUH), IOAMHCD, IEYaTh)

«_» 20 T

3axkio4yenne 1Mo pe3yJibTaTaM KCNEepTH3bI Ka4ecTBa,
3¢ peKTHBHOCTH H 6€30NACHOCTH MeAHIHHCKOI0 H3eTHs
(3a HCKI0OYeHHeM MeJHIHHCKHAX H3Je/iHi 1 Kiiacca MOTeHIHAJIBHOI0 PHCKa
NpHMEHEHHs] H MeJHUHHCKHX H3JeJIMH 1151 AMArHOCTHKH in vitro,
a TaKsKe MEJHIHHCKUX H3AeIHi, BKIIOYEHHDBIX B NlepeveHb)

No OT« » 20 T

1. HauMmeHoBaHHE MEIWLIMHCKOro H3fenusd (C YyKa3aHHEM NPUHAUIEKHOCTEH,
HeOOXOMUMBIX  JUIi TNpHMEHEeHWs MEIUNMHCKOro H3JejiMs II0  Ha3Ha4YeHHIO,
a TaKKe TOBAPHOTO 3HaKa M UHBIX CPE/ICTB MHAWBHMAYaIU3aLNH MEAHLHHCKOIO H3JENHA
B ciryd4ae X HaHEeCEHMs Ha YIIaKOBKY MEIUIITHCKOTO
H3JIENHNS )

2. [TpousBomuTens (H3rOTOBUTENH) MEAMIMHCKOTO H3ETHs
(nonHoe (B ciy4ae, eclii UMeeTCH)

COKpAIlIeHHOE HAMMEHOBAHHe, B TOM 4KciIe pUPMEHHOE HAMMEHOBaHHE, OPraHW3allHOHHO-NPaBoBas popma
IOPHIMYECKOTO JIMLIA, A7IPeC €ro MeCTa HaXOXACHUS WM GaMUJIHs, HMS X OTUECTBO (IIPH HAIMYMH), aipec MecTa
XKHUTEIBCTBA HHANBHUIYAJIBHOTO NPEANPUHAMATE]IA)

3. 3asBUTEND

(monHoe H (B ciy4ae, ecIi HMEeTCs) COKPalllCHHOE HAMMEHOBaHHE,
B TOM uHCJIe pMPMEHHOE HAMMEHOBaHHe, OPraHM3alOHHO-TIPaBoBas popMa IOPHUANIECKOrO JIHLIA,
aJIpec €ro MecTa HaXOKACHMS HWIH GaMIIHA, MM M OTUECTBO (IIPH HAIMYMH), aipeC MECTa
JKHMTEIECTBA HHAUBHAYAJIBHOTO NPEANPUHUMATENA)

4. PeKBH3WTHI 3aIaHUS PETHCTPUPYIOLLETO OpraHa
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5. Ceenmenus 06 skcrmeprax (paMuiivs UMsi U OTYECTBO (IPY HAIMYHH), CHELUAIBHOCTD,
ydeHas CTemeHb (3BaHMe) (OpH HAIM4YMK), MecTo pabGoTEl M JOJDKHOCTB)

6. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEAEHUH, U3JIOKEHHBIX B 3aKIIOYECHHH,
TIpeayIpexaeH:
IpencenaTens KOMHCCHH 3KCIIEPTOB

(dbammmst, UMA ¥ OTHECTBO (TIPH HANMYMK)) (TIOANKCH)
OTBeTCTBEHHEBIHN CEeKpeTaph

(dbammnns, uMA ¥ OT4ECTBO (TIPH HAIMYKH)) (TIOAMKCH)
JKCcnepTHl

(dbamunms, UM ¥ OTHECTBO (TIPH HANMKMYMK))  (MOIKCH)
7. CopepXaHue INpeICTAaBICHHBIX Ha SKCIEPTU3y JOKYMEHTOB (M31araloTcsi OCHOBHBIC
TIOJIOKEHHMSA [IPeICTaBIEHHON JOKYMEHTAIUH):
7.1. Wpeutudukanms [JOKyMEHTOB, IIPEICTaBAEHHBIX B  IEMIX  MPOBEICHMA
SKCIEPTH3HI:
7.2. MecTo nmpon3BOICTBa MEIULUHCKOTO H3/IEIHS:
7.3. By MeIMIIMHCKOTO M3IElHs B COOTBETCTBMH C HOMEHKJIATYpHOH KiaccHuKanuen
MEAULIMHCKHAX H3EIIHI:
7.4. Knacc NOTEeHIHAIBHOTO PUCKA PUMEHCHHS MEJHUIMHCKOTO U3/ENUA B COOTBETCTBHU
C HOMEHKJIATYpHOH KJIacCHUKanuel Me TUIIMHCKIX 153 (45170
7.5. Kox O6mepoccuiickoro kiaccupukaTtopa MPOMYKIMH IO BHAAM SKOHOMHYECKOH
e TeTLHOCTH:
7.6. Haznauenwe, o0nacTb TPUMEHEHHS ¢ TNPUHLMI JECHCTBHA METUIMHCKOIO
H3eTINA:
7.7. TlepedueHs MOKa3aHWA K MPUMEHEHHIO, IPOTHBOMOKA3aHHM, BO3MOXKHBIX TTOOOYHEIX
IeHCTBUM MEIUITMHCKOTO U3ACIUI:
7.8. YcnoBus npuMeHEHU MEIUIIUHCKOTO U3IEIIHA:
7.9. CBefieHHS © HOPMATUBHOM JOKYMEHTAIK Ha MEAULIUHCKOE U3/IeTHe:
7.10. Tanusle 0 pa3paboTKe U NPOU3BOACTBE MEAUIIMHCKOTO U3IETH:
7.11. OcHOBHEIE (YHKLIHOHAIBHBIE XapaKTEPHCTUKHU (B TOM YHCJIE OCHOBHbIC NapaMeTpbl
M XapaKTEPHCTHKH, ONMCaHHE METoJa CTepUIM3ALMM, MH(pOpMAlMsd O MPOrPaMMHOM
obecredyeHun, HCTIONIB3yEMOM B pPErUCTPHPYEMOM MEIHUIMHCKOM
H3/IEIIHN):
8. OkcmepTHas OLIEHKA MPEACTAaBICHHBIX Ha OSKCIEPTH3Y MAOKYMEHTOB, JKCIEpTH3a
TIOJTHOTHI M pe3YJIBTaTOB POBECHHBIX UCTIBITAHUI M MCCIIEIOBAHHMH:
8.1. OmeHka NOJHOTH  INPEACTaBIEHHBIX  JOKYMEHTOB (IO  OTHOIIECHHIO
K OIHUCH):
8.2. OueHka 3asBl€HHMS O TOCYZApPCTBEHHON pPETMCTpPalMM MEIUIIMHCKOrO H3JeNHs
(mpoBoAMTCA B CiIydae, €CIM B JaHHBIA JIOKYMEHT BHECEHB! M3MEHEHHUs MO pe3ynpTaTaM
KJIMHHYECKUX UCIBITAHUN MeIHI[MHCKOTO H3ENHs):
8.2.1. OueHka HaMMEHOBaHHUA METUIITMHCKOTO U3EIIHUs:
8.2.2. OlLieHKa MPHHAIJIEXHOCTH 3asABISeMbIX H3IENHil K ofHOMY (061IEMY) MOIEBEHOMY
Y/AITA TUTIOPa3MEPHOMY Py MEAUIMHCKOTO U3IEITHA:
8.2.3. OueHka COOTBETCTBHS 3asBISEMBIX IPUHAIE)XXHOCTEMN:
8.2.4. OTHeceHKe K METUIIMHCKUM U3JICTIHAM:
8.2.5. OueHka crelU(pUIHOCTH Ha3HAuYe€HHs MEAMIMHCKOrO M3JeNHs, YCTaHOBJIEHHOIO




NpOU3BOAUTENEM (M3TOTOBHTENEM) M YKa3aHHOTO B 3aiBJICHHM O T'OCYAapCTBEHHOM
perucTpalyy MeULIMHCKOTO M3ENHUs, a TAKKE €r0 COOTBETCTBHSA JaHHBIM TEXHHYIECKOH U
3KCILIyaTalMOHHON JOKYMEHTAaLHH PON3BOAUTENSA (H3TOTOBUTEA):
8.2.6. OueHKa COOTBETCTBHsS BHAQa MEAULMHCKOIO H3ACIUSA B COOTBETCTBHHU
C HOMEHKJIATYPHOM KiaccuduKanued MeTUIUHCKHX U3/IEITHM:
8.2.7. OneHka cooTBETCTBHS Kilacca MOTEHIMAIbHOIO pUCKa NPUMEHEHHS MEIUIIMHCKOTO
M3JeNUs B COOTBEICTBMHM C HOMEHKIATYpHOH Kiaccudukamueil MeIUIMHCKUX
W3JIEITHH:
8.2.8. Ouenka cootBercTBHs Koga OOmepoccuiickoro Kiaccudukaropa IpOAYKIMU
II0 BH/IaM SKOHOMHUYECKOH e TeIbHOCTH:

8.3. Dkcmeprusa JOKyMEHTOB, yka3aHHbIX B mmyHkTe 10 IlpaBun rocymapcTBeHHON
perucTpaluy MeIWLIMHCKHX W3JeNUH, YTBEPXKACHHBIX IocTaHoBNeHHeM IlpaBuTenbcTBa
Poccuiickoit ®epmepauuu ot 27 pexabps 2012r. Ne 1416 (mpu Heo6XomuMoOCTH,
IPOBOJUTCA B CIIy4Yae, €CIU B JaHHBIE JOKYMEHTHI BHECEHbI M3MEHEHHS 110 pe3ylbTaTaM
KIMHUYECKUX MCTIBITAaHUI MEIULIHHCKOTO H3JeITH):

8.3.1. OueHKa COOTBETCTBHsS  IIPHMEHSEMOH  HOPMaTHUBHOM  JIOKYMEHTALHH
Ha MeIULHMHCKOE M3JeIIHe NeIsIM o0ecieueHus] KauyecTBa U 0€30MacHOCTH MEIMIIHHCKOTO
m3ienus (B TOM YHCIIE JOMYCTHMOCTH OCTaTOYHBIX PHCKOB):
8.3.2. OueHKa COOTBETCTBHSA  TEXHHYECKOHM  JOKYMEHTAalMH  MPOU3BOAUTEIS
(m3roToBHTENA) UeisM oOecreyeHHs KadecTBa, 3(QGEKTHBHOCTH M 0€30macHOCTH
MEIVIIMHCKOTO U3/IeNIUs:
8.3.3. OrleHKka COOTBETCTBHA OSKCIUTyaTal[MOHHOM JOKYMEHTAUMHM MPOU3BOIUTEISA
(m3rotoBuTend) HensAM obecredeHHs KadecTBa, S(PGEKTHBHOCTM M 0G€30MaCHOCTH
MeIUITMHCKOTQ H3METIHs:
8.3.4. Ouenka ¢otorpadpuyueckux H300pakeHUH 06ILEro BHIAa MENUIMHCKOTO H3MENHs
BMECTE C MPUHAJIEXHOCTAMH, HEOOXOAUMBIMH [UIsl IPUMEHEHHUS MEAULIMHCKOTO M3JeHs
10 Ha3HAYEHHIO:

8.3.5. OleHKa MOJHOTHl U PE3YJIBTATOB IPOBEAEHHBIX TEXHHYECKHAX HCIBITAHHH (B TOM
YHCle C YKa3aHMEM CBeIeHMH 00 NCIBITaTeNbHOH 1abopatopuu, MecTe M (popme
IpOBEJEHAs HCNbITAHWM, [pPEeJCTaBICHAEM KpaTKOd XapaKTepuCTHKH o0pa3loB,
NpeACTABIEHHBIX I TNPOBEACHMA  HCHBLITaHWM, CBEJEHMA O  HalMOHAIBHBIX
(MeXIyHapoAHBIX) CTaHJapTaX M HOPMATMBHOM IOKYMEHTAllMH, Ha COOTBETCTBHE
KOTOPBHIM OBUTH TPOBEICHBI MCTBITAHHUS, 4 TAK)XKE OLIEHKAa Pe3yJIbTaToOB NMpPEeICTaBICHHBIX
HCTIBITaHuUM):
8.3.6. OlieHKa IOMHOTHI H pe3yJIbTaTOB MPOBEJEHHBIX TOKCHKOIIOTHUECKHX HCCIIENOBaHUN
(B TOM YHMCle C YyKa3aHHEM CBeleHHH 00 MCOBITaTeNbHONW JabopaTopuu, MecTe
TpOBe/ICHHsl MCCNENOBaHHM, MpPeJCTaBIeHHEM KpaTKOH XapakTEpUCTUKU OOpasiioB,
npe[CTaBIeHHBIX [N IPOBEAEHHS MCCIEJOBaHMM, CBEJeHHH O HalMOHAIBHBIX
(MeXIyHapOAHBIX) CTaHAapTaX M HOPMATHBHOM JIOKYMEHTallHH, Ha COOTBETCTBHE
KOTOpPHIM OBLIM MPOBEIEHBI HCCIENOBaHMA, MHpOpMaLuM O MaTephaiax, U3 KOTOPBIX
IpOW3BEEHbl (M3rOTOBIEHBI) MEIMUMHCKHE M3flenud M (WIM) NPUHAJJIEKHOCTH
K MEIULMHCKOMY HW3IEJHI0, WM O PEeleNTypHOM COCTaBe H3JeNHs, a TaKkKe OLEHKa
pe3yJbTATOB MPEACTABIICHHBIX UCTIBITAHUMH):
8.3.7. OueHka MOJHOTBI M pE3yJIbTaTOB IIPOBEACHHBIX HCHBITAHUN MEIUIUHCKOTO
W3eNUs B LEIIX YTBEPXKAEHHUS THIA CPEICTB HM3MEPEHUH (B OTHOIIECHMH MEIUIMHCKUX
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u3endii, OTHOCAIIMXCA K CpeACTBaM M3MepeHHH B cdepe TIocyAapCTBEHHOTO
peryJaMpoBaHus olecrieyeHUs €IMHCTBA M3MEPEHUMH, MepedeHb KOTOPBIX YTBEPXKIAETCH
MHUHHCTEPCTBOM 3paBooxpaHeHus Poccuiickoit Desepariun):
8.3.8. OueHka mNpeJCTaBIEHHBIX CBEAECHHMH O BBIIAHHBIX PETHCTPHPYIOLMM OpPraHOM
paspellieHIs X Ha BBO3 MEANLMHCKHUX HU3/IEIUH C IIENBI0 UX rOCYJapCTBEHHOM perucTpalyy
(s MEMIMHCKUX M3eMHi HHOCTPAHHOTO IIPOU3BOACTBA):
8.3.9. OueHka cBelIeHH, MOATBEPXJAIOIIMX KayecTBO JEKApCTBEHHOrO Ipernapara,
¢apManeBTHYeCKOM CcyOcTaHIMHM, OGHOJIOTMYECKOro MarepHala U MHOIO BEINECTBA,
C HCIONB30BaHHEM KOTOPHIX IPOU3BEACHO MEIMIIMHCKOE HM3JeJIHe UIIU KOTOPBIE BXOJSAT
B €r0 COCTaB U KOTOpbIe MpeJHa3Ha4YeHBbl U1 IPMMEHEHUA TOJIBKO C y4€TOM Ha3sHAYCHHUS
MEIUIMHCKOTO M3/ENHs, ONpeAeSIeHHOTO IIPOM3BOJUTENIEM, U BBIIAHHBIX B COOTBETCTBHHU
C 3aKOHOAATENbCTBOM  CTPaHBl NPOUCXOXKICHHSA  JIEKAPCTBEHHOro  Ipemapara,
(apmalieBTHIECKO# CyOCTaHIMH, GHOIOrHYECKOro MaTepyaia i HHOro BEIIECTRa:

8.4. OLeHKa MONHOTHI M Pe3yJIbTATOB IPOBEACHHBIX KIIMHHYECKUX UCIIBITAHHUHA:

8.4.1. HamMeHOBaHMe OpraHW3aliy, MPOBOAMBILIEW HCIBITAHHA, C YKa3aHHEM MeCTa
HpOBeIeHHs UCTIBITAHHI:
8.4.2. CBeileHUs O MOTHOMOYHAX OpPraHM3aIMU Ha MPOBEICHHE HCIEBITAHHI C yKa3aHHEM
JIUIIEH3UH:
8.4.3. Ilepuox mpoBeneHNs HCIIBITAHU:
8.4.4. ®opma npoBeACHHUS UCTILITAHMN:
8.4.5. TlepeueHp NOKYMEHTOB, NaHHBIX, OOpa3lOB, IMPEACTABICHHBIX AN MPOBEACHHUS
HCTIBITAHUN

8.4.6. OneHKa mpeACTaBIeHHON JOKYMEHTAINH:
8.4.7. XapaKTepuCTHKa [MAalMeHTOB  (KONMYECTBO, TON, BO3pAacT, JAMArHo3),
uX UH()OPMHUPOBAHHOE COTTIACHE:
8.4.8. OLeHKa IpEACTaBIEHHBIX PE3yIBTATOB NPOBENCHHBIX KIMHMYECKUX HCIBITAHUH
MEIUIHHCKOTO M3eNHd C YKa3aHHEM KONM4YecTBa MpOBEJACHHBIX O00CIen0oBaHHi,
omnepanuii, npolexyp, aHaJIH30B:
8.4.9. OneHKa TMpeJCTaBICHHBIX CBEJCHHHW O B3aWMO3aMEHAEMBIX MEAMIHMHCKUX
563 () 17608
8.4.10. CBenenust 0 HapaboTKe MEAMIIMHCKOIO M3JE/IHs B Yacax B TEUCHHE KIMHUYECKHUX
UCIIBITaHMI, KOJTMYECTBE U3MEPEHUH, IIUKIIOB CTEPHIIH3AIINN!
8.4.11. OneHka (GyHKIIMOHATBHBIX KaueCTB MEJUIIMHCKOTO M3JeNus, 3G(EKTUBHOCTH ero
prMeHeHNUs, TI0Ka3aHuil i MPOTHUBOTIOKA3aHUIA K €r0 NPUMEHEHHIO:
8.4.12. OrueHka BO3MOXHOCTEHl MEOULIMHCKOIO W3JENHs, KacalolmMXCsi TOYHOCTH
HU3MepeHHUi, JOCTOBEPHOCTH, BOCIIPOM3BOJUMOCTH, Ha/Ie)KHOCTH:
8.4.13. OueHKa SKCIUTyaTallMOHHBIX KauyeCcTB MEIHUIMHCKOTO H3/AeNHs, BO3MOXXHOCTH
yrpasjieHuss U ynoGcTBa obpallieHHs € HHM, TEXHHYECKOH 3CTETHKHM MEMIIMHCKOTO
W3enHs, ero ohOpMIIEHHS, YCTONYHBOCTH K e3MH(EKIINH, CTEPHITH3ALIUH:

8.4.14. Undopmauus 06 OOHApYXEHHBIX B Mpolecce KIMHMIECKUX MHCIBITAHUH
HENOCTaTKaX KOHCTPYKIMM H Ka4ecTBa MENWIMHCKOro u3jenus (Mpd HaIu4YuM),
0c00eHHOCTH paboTHI C HUM B IIPOIIECCE IKCILUTyaTalluu:
8.4.15. KpaTkoe u3/10KeHHe Pe3yIbTaTOB UCIILITAHHIA:
8.4.16. OneHKa pe3ynbTaTOB KIMHAYECKUX HUCIIBITAHUM 3KCIIEPTHBIM YUPEKIACHHEM:
8.4.17. Pe3ynpTaThl MOHUTOPYHIa 6€30I1aCHOCTH MEIUIIMHCKOTO M3/IeIU:




9. Pe3ynbTaThl 3KCTIEPTHU3HI:

(yxasuaaxo*rcx BBIBOJbl KOXKIAOI'0 U3 3KCIICPTOB, BXOAALICTO
B COCTaB KOMHUCCHHA 31<cnep'r03)

10. BriBOA:

(yxassiBaeTcst OOLIMi BHIBOA, C YKa3aHHEM IIPHYMH B CTy4ae BHIHECEHHS
3aKJII0YE€HHA O HEBO3MOXKHOCTH rOCY/JAPCTBEHHOMN PErHCTPaLy MEIULIMHCKOTO H3IENTHA)

[IpuioxeHHe: MHEHHe HKCIepTa, HEeCOINACHOrO C BHIBOJAMH SKCIEPTH3BI Ka4yecTBa,
5((peKTHBHOCTH U 6e30MaCHOCTH MEHULVHCKUX H3ENUH (IPH HATHIMH)

Komuccus JKCIIEPTOB B COCTABE:
npeaceaaTeib KOMUCCHH 3KCIIEPTOB

(bamunus, UM ¥ OTHECTBO (MPU HATHYMK)) (TIOATIHCH)
OTBETCTBEHHBIN CEKpeTaph

(pamunms, ums ¥ 0TYECTBO (IpH HATHYMH)) (TIOATIHCEH)
IKCIICPThI

(damunus, uMa ¥ OTHECTBO (MPH HAMYMHK)) (TTOATMHCH)




ITpunoxenne Ne 3
K ITopsiaxy opraHu3auuy U poBeAEHHUS
9KCIEPTHU3HI KauecTBa, 3P PEeKTUBHOCTH
¥ 6e30I1aCHOCTH MEIUIIMHCKUX H3/IENIHH,
YTBEP)KJIEHHOMY IPUKa30M
MunucTepcTBa 3APaBOOXPaHEHUS
Poccuiickoit @enepanuu
oT «D» /Z/ﬁlﬁ 77 2020 r. Ne X6

®opma

(HaMMeHOBaHHE 3KCIIEPTHOTO YUPEXKACHHA)

VTBEPXIIAIO

(pykoBoAUTENb WIH HHOH YIIOJTHOMOYEHHEIH
COTPYIHHK SKCNIEPTHOIO YUPEKACHHS,
daMuIMs, UM ¥ OTYECTBO (IIPH HATHYHH) TOAIHCE, 1Ie4YaTh)

« » 20 r.

3ako4ueHHe Mo pe3yjbTaTaM 3KCIIEPTH3bI KA41€CTBAa,
3¢¢CKTHBHOCTH H 0e30MaCHOCTH MEAHIHHCKOI0 H3Xe/IHs 1 k1acca NOTEeHHAJIBLHOIO
PHCK2 NIPHMEHCHHA H MEAHUHMHCKOro U3¢/ IHd 1Jifl JTHArHOCTHKH in vitro
(33 HCKJIIOYCHHEM MCAHNIIHHCKHX nsne.um‘i, BKJJIIYCHHBIX B uepeqeﬂb)

No OT« » 20 r.

1. HaumenoBanue MEIUIHUHCKOT'O HU3OCIIusd (C YKa3aHUEM HpPIHElI[JIC)KHOCTGﬁ,
HCOﬁXOlII/IMBIX A NPpAMECHEHH MEIAUITUHCKOI'O u3neius o Ha3HA4YCHHIO,
a TaK)Xe TOBAapHOI'0 3HaKa M HUHBIX CPEACTB WHAWBHAYyaJIH3allMH MEIAHLIMHCKOI'O M3ACIINA
B cliy4dac HX HaHCCCHH Ha YIIaKOBKY MCEOUIMUHCKOI'O

H3/eJTHA)

2. IlponsBoauTens (M3rOTOBUTENb) MEAUIMHCKOIO H3EIH
(nonHoe U (B ciiydae, €ClI1 UMEETCA)

COKpalleHHOEe HaMMEHOBaHHUE, B TOM YKciIe (PHpMeHHOe HaMMEHOBaHKE, OPraHU3alMOHHO-TIpaBoBas Gopma
IOPHIMYECKOTO JIULIA, aAPEC ero MecTa HaXOXICHHA WK (paMUIIMA, MMA M OTYECTBO (TIPH HAIMYMK), a[ipec MecTa
XHTEJILCTBA HHANBHAYAJILHOTO NPeANPHHAMATE]IA)

3. 3asBATEIND

(monHoe M (B cly4ae, ec/ld HMEETCs) COKpallleHHOE HAMMEHOBAaHHUE, B TOM YKclie QUPMEHHOE
HauMEHOBaHKE, OPraHM3alMOHHO-TIPaBOBas (POpMa IOPUIMUECKOro JIHIIA, aTPEC o MecTa
HAXOXKACHHA WK GaMIUTHA, MM U OTHeCTBO (IPH HATMYHH), aIpec MECTa JKUTEILCTBA
HHIMBHYalbHOTO NIPEANIPUHAMATES)

4. PexBU3HTHI 3aJJaHUA PETUCTPUPYIOLIETO Oprasa
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5. Ceenenns 00 skcneprax (haMuiIus UM M OTUECTBO (IIPH HAIMYHH), CIIELUATIBHOCTD,
ydeHas cTemneHb (3BaHHe) (NIpH HaIM4YMH), MecTo paboThl M JOJDKHOCTD)

6. OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTh CBEJEHHH, M3JI0O)KEHHBIX B 3aKIIOYEHUH,
TIpeayIIpeXxaeH:
[pencenaTenb KOMUCCHH 3KCIIEPTOB

(pamums, iMA U 0TYECTBO (NPH HANTHYKMHK)) (MOAMKCH)
OTBeTCTBEHHEI CeKpeTaph

(damunus, umsa 1 otdecTBO (NpU HaTMUMK)) (TIOAITHCH)
DKcnepTsl

(damumus, uMs B oT4ecTBO (TIpH HATM4UH)) (TOITHCH)
7. CogepxaHHe TPEACTaBIEHHBIX Ha 3KCIEPTH3Y NOKYMEHTOB (M3/IaraloTcs OCHOBHEIE
IIOJIOXKEHUS IPEACTABIIEHHOM JOKYMEHTALNH ):
7.1. Wpentudukamus JAOKYyMEHTOB, TMpEACTaBICHHBIX B LEX IPOBEICHUS
SKCIIEPTHU3HI:
7.2. MecTo npoU3BOACTBa MEAULIMHCKOTO U3EIIHS:
7.3. Bua MeAMIMHCKOIO HM3JEIHMA B COOTBETCTBHH C HOMEHKJIATYpPHOH KiaccHbHUKaluein
MEIUIUHCKIX U3AETTN:
7.4. Knacc noTeHIMaIbHOTO pUCKa MPUMEHEHUS MEIUIIMHCKOTO U3/IENUs B COOTBETCTBUU
C HOMEHKJIATYPHO#M KiIaccu(pHKaed MeJUIIMHCKMX U3IeTUi:
7.5. Kog OO6mepoccuiickoro Kiaccu¢pukaTopa HpOAYKIHH IO BHAAM 3KOHOMHYECKOH
JesATENbHOCTH:
7.6. Hasnauenwe, o0nacTb TNpPUMEHEHHSs M TNPUHUUN JCHCTBHA MEIHULUHCKOIO
U3JeNnu:
7.7. TlepevueHsb moka3zaHWii K NMPUMEHEHUIO, IPOTHBOIOKAa3aHUi, BOBMOXHEIX MOOOYHBIX
IEUCTBHUH MeJUIIHHCKOIO U3CIIHA:
7.8. YcnoBus IpUMEHEHHU MEIUILIMHCKOTO U3IEIUs:
7.9. CBenieHHs 0 HOPMATHUBHOM TOKYMEHTAIIMU Ha MEIUIIMHCKOE U3JeIue:
7.10. JlanHbIe 0 pa3paboTke ¥ MPOU3BOJACTBE MEAUILIMHCKOrO H3AETIHA:
7.11. OcHOBHBIE (PYHKIMOHAIbHbIE XapaKTePUCTHUKH (B TOM YHCIIE OCHOBHBIE ITAPaMETPEI
¥ XapaKTEPHCTHKH, ONHCaHHe METOAa CTepHIM3alud, HMH(oOpMaIus O IMPOrpaMMHOM
obecrieyeHHH, HCIIOJIE3yEMOM B PETHCTPUPYEMOM MEAULIMHCKOM U3/IeNUH):
8. OkcnepTHasi OlLEHKAa IIPEACTaBIEHHBIX Ha JKCIEPTH3Y IOKYMEHTOB, 3KCIEPTH3a
IIOJIHOTBI U PE3yJIbTaTOB IIPOBEIAEHHBIX UCIBITAHUI M UCCIIEJOBAHMIA:
8.1. OumeHka IOJHOTHI  IPEACTaBIEHHBIX  JOKYMEHTOB (II0  OTHOIICHUIO
K OTTHCH):
8.2. OneHka 3asBJlIeHUS O TOCyAapCTBEHHOM perucTpallii MeAULIMHCKOTO U3eTUs:
8.2.1. OneHKa HaMMEHOBaHHA MEIUIMHCKOIO U3JIEJIH
8.2.2. OueHka NpHHAIEKHOCTH 3asABIIEMbIX M3AENUN K OAHOMY (00IeMy) MOAEIBHOMY
U/WIHM TUIIOPa3MEPHOMY PSAY MEAULMHCKOTO U3AEIIHS:
8.2.3. Omenka cOOTBETCTBHS 3asBIIIEMBIX IPUHAIICKHOCTEH:
8.2.4. OTrHeceHHe K MEAUIIMHCKHAM HU3AEIHSIM:
8.2.5. Ouenka cnenuPUYHOCTH Ha3HAYEHHS MEAMLUHCKOro H3IENHs, yCTaHOBIECHHOIO
pou3BoAMTENIeM (HM3rOTOBUTENIEM) M YKa3aHHOTO B 3asfBICHHM O TOCYAapCTBEHHOH
pErHCTpallid MEJUILIMHCKOTO U3/IeUs, @ TAKXKE €r0 COOTBETCTBUS JaHHBIM TEXHUYECKON U
SKCIUTyaTallHOHHON JOKYMEHTalWU MPOU3BOAUTENA (M3TOTOBUTENS):




8.2.6. Ouenka COOTBETCTBHSA BHJAa MEIUIMHCKOIO HM3JeJIMA B COOTBETCTBUU
C HOMEHKJIATYPHO#M KilacCupuKanueit MeJULIMHCKUX U3ENUN:
8.2.7. O1LeHKa COOTBETCTBHA Kllacca MOTEHIMANBHOIO PUCKA IPUMEHEHHS MEIUIIHHCKOTO
W3Nelus B COOTBETCTBHH C HOMEHKIATypHOH Kiaccudukauuedl MeIUIMHCKUX
W3 IeJINi:
8.2.8. Ouenka coorsercTBHA Koma OOImepoccHiickoro Kiaccudukaropa NPOXYyKIHH IO
BHJaM DKOHOMHYIECKOU JEATENbHOCTHU:
8.3. DkcnepTH3a IOKYMEHTOB, yka3aHHBIX B IyHKTe 10 IIpaBun rocymapcTBeHHOM
PETUCTpAllMK MEAMIMHCKUX H3IeNHH, YTBEPXKICHHBIX NMocTaHOBNeHHeM IIpaBuTenbcTBa
Poccuiickoit ®enepaiiuu ot 27 nekabps 2012 r. Ne 1416:

8.3.1. OueHKa COOTBETCTBHUA  IIPUMEHJAEMOl  HOPMaTUBHOH  JOKYMEHTalLlUU
Ha MeAMLMHCKOE H3JeiHe IelIM obecreueHus KauecTBa U O€30I1aCHOCTH MEAULMHCKOIO
u3zenus (B TOM YHCIIE JOIMYyCTUMOCTH OCTaTOYHBIX PHCKOB):
83.2. OmeHKa COOTBETCTBHS  TEXHUYECKOM  JTOKyMEHTAlldd  IIPOMU3BOAMTEIS
(usroroBuTeNs) uensM obecrmeueHHs KkadecTBa, 3(deKTHBHOCTH M 6e30MacHOCTH
METULMHCKOTO U3ACIUS:
8.3.3. OrmeHka COOTBETCTBHS SKCIUTyaTallMOHHOM JOKYMEHTAlLMHM IIPOM3BOJUTEIA
(usrotoBuTeNs) WEsIM obecrmedeHHss KadecTBa, 3(QQEKTHBHOCTH H 6€30MacHOCTH
MEIULUHCKOTO U3ACINA:
8.3.4. Ouenka ¢ortorpapudecknx u300pakeHUH oOIIero BHAa MEIULMHCKOIO H3JEIHA
BMECTE C NPHHAIEKHOCTAMH, HEOOXOAUMBIMH UL IPUMEHEHHs MEIUIIMHCKOIO MU3EIU
IT0 Ha3HA4YEeHHIO:

8.3.5. OLEeHKa MOIHOTEI U Pe3yJIbTATOB IIPOBEACHHBIX TEXHHYECKUX HCIBITaHUH (B TOM
qpclle ¢ yKa3saHHeM CBeleHHi 00 wucmbiTatelsHOM saboparopuu, Mmecte H ¢Qopme
NpOBEAEHUS HCNBITAHUM, IpeICTaBlIeHHEM KpaTKOH XapaKTepHCTHKM 00pa3loB,
HpeACTAaBIEHHBIX Ui IPOBEJCHHS  HCIBITAHWM, CBEJCHHHA O  HAIIMOHAIBHBIX
(MEXIyHAapOOHBEIX) CTaHAApPTaX W HOPMaTHBHOM JOKYMEHTAllud, Ha COOTBETCTBHUE
KOTOPHIM OBUTH TIPOBENEHbI MCIIBITAHUSA, a TakXKe OILCHKA Pe3yJbTaToB IPEACTaBICHHBIX
UCTIBITaHUI ):
8.3.6. O1eHKa MOJHOTHI M Pe3yJIbTaTOB MPOBEAEHHBIX TOKCHKOJIOIMYECKHX HCCIICOBAHMIA
(B TOM umcle C YyKa3aHHEM CBeleHHH 00 HCIBITaTeNbHOM nabopaTopuu, MecTe
NpOBEAEHHUS HKCCIEJOBaHUM, MPEACTAaBICHNEM KpaTKOH XapaKTEpHUCTHKH 00pas3loB,
NpEeICTAaBICHHBIX JUIA [POBEICHHA MCCICJOBaHMH, CBEJCHMH O HAIIMOHAIBHBIX
(MeXIyHapOOHBIX) CTaHAapTaX M HOPMAaTHBHOM IOKyMEHTAallUd, HA COOTBETCTBHUE
KOTOpBIM OBLIM MpPOBeNEeHbl HCCIeOBaHUSA, WHPOpMalMHM O MaTepuajax, M3 KOTOPBIX
npousBeleHbl (M3TOTOBJICHBI) MeIWLIMHCKME u3fenus W (WIM) IPHHAIIEXHOCTH
K MEIUIUHCKOMY H3[E/IHI0, WIH O PELENTYpPHOM COCTaBe M3JE/HsA, a TAaKXKe OLEHKa
Pe3yJIBTATOB MPEACTAaBICHHBIX HCIIBITAHHMN):
8.3.7. OueHka MOJHOTHI M PE3YJTATOB IPOBEJACHHBIX HWCIBITAHHH MEIUIIMHCKOIO
U3JIENUA B IENAX YTBEPXKACHHUS THIIA CPEICTB U3MEpEHHUH (B OTHOIIEHHH MEIUIMHCKHUX
U3feNnii, OTHOCAINMXCA K CpeACTBaM W3MEpeHHil B cdepe roCyqapCTBEHHOIO
peryiupoBaHus obecnedeHus1 eIMHCTBA HW3MEPEHMH, IEepeYeHb KOTOPBIX YTBEPXKIACTCS
MunncTEpCTBOM 3paBooxpaHenus Poccuiickoit @eneparun):
8.3.8. OueHKa NpPEICTaBICHHBIX CBEACHWH O BBIJAHHBIX PETUCTPHUPYIOLIUMM OPraHOM
paspeleHrsX Ha BBO3 MEJUIMHCKHUX M3/IeNHi C LENbIO0 UX IoCy JapCTBEHHOM PErHCTpaluu
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(st METMLIMHCKMX U3/1e]TUH HHOCTPaHHOTO MIPOU3BOICTBA):
8.3.9. OueHka cCBeIeHHWH, NOATBEPXAAILIMX KavyeCTBO JIEKAPCTBEHHOIO IIpernapara,
(apMalieBTHYECKOH CyOCTaHIMH, OHMOIOrMY4ecKoro MaTepuala M MHOIO BEIIECTBa,
C HCIOJB30BaHHEM KOTOPHIX NMPOU3BEIAEHO MEAMIUHCKOE H3JENINE MM KOTOpbIE BXOIAT
B €r0 COCTaB W KOTOpEIE MpeJfHa3HaYeHb! [ IPAMEHEHHS TOJIBKO C y4ETOM Ha3Ha4YeHH
MEIUIMHCKOro M3MIeIHs, ONpeAeIeHHOTO IPOU3BOAUTEIIEM, X BBIJAHHBIX B COOTBETCTBHHU
C 3aKOHOJATENBCTBOM CTPaHBl  IPOMCXOXAEHWS  JIEKApCTBEHHOIo  IIpenapara,
dapmanieBTHUeckoit  cybcTaHLMH, OMOJIOrMYecKOro  MaTepuana UM HMHOTO
BelleCTBA:
8.4. OnieHKa IoJHOTHI H Pe3yJIbTaTOB IMPOBEACHHBIX KITHHUYECKUX HUCIIbITAHHUMN:

8.4.1. HaumeHoBaHHe OpraHM3allid, NpPOBOAMBILEH HCHOBITAHUS, C YKa3aHMEM MecTa
TIPOBEACHUS UCTIBITAHUM:
84.2. CsemeHus O TIOMHOMOYMAX OpraHW3alldd Ha IPOBEACHHE UCHBITaHHUM
C YKa3aHHEM JIMLCH3UY:
8.4.3. [lepuon npoBeieHUs HCIILITAaHHH:
8.4.4. ®opMa npoBeicHNs HCIIBITAHUH:
8.4.5. IlepeyeHp NOKYMEHTOB, JaHHBIX, 00pa3noOB, NPEICTABICHHBIX Ul IPOBEICHUS
HUCTIBITAHUN

8.4.6. OueHKa Mpe/ICTaBIeHHON TOKYMEHTaIUH:
8.4.7. JIng MeTUIMHCKUX U3Aeauil 1 Knacca MOTEHIUAIBHOIO PUCKa IPUMEHEHNS

- OIEHKa MpeACTaBIeHHBIX CBEJEHWH O  B3aMMO3aMEHSEMBIX MEIULMHCKHX
U3JENUAX:
- CBelleHHd O HapaboTKe MEIMLUHWHCKOTO HW3AENHMs B 4YacaX B TEUCHHE KIMHHYECKHUX
HCIIBITaHMM, KOJIHYECTBE H3MEPEHU#, LIMKIIOB CTEPHIIM3AIUH:
JIns MeTUIMHCKHUX W3JENUi JUIS JUarHOCTHKM in vitro:

- XapaKTepUCTHKa MaTepHaia:
- OLIEHKA Pe3YJIbTaTOB ITPOBEJCHHBIX KIMHHYECKUX UCIBITaAHHH MEAULMHCKOIO M3EH C
yKa3aHHeM KOJINYeCTBa IIPOBEACHHBIX JIA00PaTOPHBIX HCCIIEOBAHHN:
- cpaBHeHME (PYHKIOHATBHBEIX XapaKTEPUCTUK MEAULMHCKHMX U3JE/IUH, IPUMEHSBIINXCS
B pedepeHTHON MeToAMKe (TIPH HAJTMYHH):
8.4.8. Ormenka  (yHKIUOHAIBHBIX  XapaKTEPUCTUK  MEIUIMHCKOIO  HM3JEIud,
3¢ PEeKTUBHOCTH €ro NPHUMEHECHHs, IOKa3aHMH M MNPOTHBOIOKAa3aHWH K €ro
IPUMEHEHUIO:
8.4.9. OrieHxka BO3MOXXHOCTEHl MEIMIIMHCKOrO W3AENIUA, KacalollUuXCd TOYHOCTHU
H3MepeHuii, JOCTOBEPHOCTH, BOCIIPOM3BOJUMOCTH, HAJIEXHOCTH:
8.4.10. Omenka 3KCIUTyaTallHOHHBIX KavyeCTB MEIUIIMHCKOIO H3IENUs, BO3MOXXHOCTH
yhpaBjieHHss W y[AoOcTBa OOpalleHHs ¢ HHUM, TEXHMYECKOH 3CTETHKM MEIUIMHCKOIO
u3zenus, ero opopMIIEHHS, YCTOHUHUBOCTHY K Ne3UHGEKIH (U1 MEAULUIMHCKUX M3Jenuii 1
KJ1acca MOTEeHIHAIBHOTO PUCKA IIPUMEHEHHS ), CTEPUIM3ALUH (U1 MEAULIMHCKUX U3IEITUI
1 xmacca IOTEHUHAJIBHOTO pPHCKa IPUMEHEHHs), CTaOMJIBHOCTH U3JeNus IpHU
SKCIUTyaTal{H B YCIOBHAX MpaKTH4YECKOH JabopaTopuu (A1 MEAULMHCKUX M3IENUi 11
JHArHOCTHKH in Vitro):
8.4.11. Hudopmanus o6 oOHapyXeHHBIX B Ipolecce KIMHUYECKHMX HCIBITaHUN
HEJOCTATKAX KOHCTPYKIMM ¥ KadecTBa MEJUIMHCKOro wusnenust (IpHd HaIW4dHUM),
0COOEHHOCTH pabOTHI C HMM B IIPOLIECCE SKCILTyaTalluu:




8.4.12. KpaTkoe u3noxeHne pe3yabTaTOB KIMHUIECKUX MCITBITaHHM:
8.4.13. Orenka pe3yJIbTaToB KITMHAYECKHX HCTIBITAaHUH SKCIIEPTHHIM

yUpeXIeHUEM:
8.4.14. Pe3ynpTaThl MOHUTOPHUHTA 6€30I1aCHOCTH MEIUIMHCKOTO U3/EIIH:
9. Pe3ynbrarhl 3KCIIEPTHU3BI:

(yxasmnam'r CA BBIBOJIBI K&XKXIOro U3 3KCIIEPTOB, BXOALIETO
B COCTaB KOMHUCCHHU SKCHCWOB)

10. BeiBox:

(yxasbiBaeTcs oOLIMiI BHIBOJ, € YKa3aHHEM NPHYHH B CITy4ac BHIHECCHHS
3aKJIIOYEHHS O HEBO3MOKHOCTH IOCYAapPCTBEHHOH PerHcTpaliy MEAWIMHCKOTO M31€TTHs)

[IpuioxeHHe: MHEHHE OKCIIepTa, HECOrJacHOrO C BBIBOJAMM JKCIEPTU3Bl Ka4eCTBa,
3} eKTUBHOCTH ¥ 6€30MaCHOCTH MEJUIIMHCKUX M3eNHH (IpH HATHYHH)

Komuccus IKCIIEPTOB B COCTABE!
nmpenceaareilib KOMHCCHHA SKCIIEPTOB

(dpamunms, UMA U OTYECTBO (MPH HAJIMYKMH)) (TIOLIIHCH)
OTBETCTBEHHBIN CCKpETaphb

(damunus, ums 1 oTYECTBO (MPH HATMIMK)) (TIOIHCH)
SKCIIEPTHI

(dpamwms, UMA ¥ OTYECTBO (IPH HANTUYMK)) (TIOIIHCE)
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K [lopsaxy opraHd3anuu 1 IpOBEACHHS
SKCIEPTU3BI Ka4ecTBa, 3PpPeKTHBHOCTH
¥ 0€30I1aCHOCTH MEIUIIMHCKUX H3JIeJIUM,
YTBEPXKJICHHOMY IIPHKa30M
MuHucTEepCTBa 3paBOOXPAHEHHUS
Poccuiickoii Oenepauun
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®opma

(HauMEHOBaHHE HKCIIEPTHOT'O YUPEIKACHH)

VTBEPXJAIO

(PYKOBOAMTEIH HITH HHOH YTIOJIHOMOYEHHBIMH
COTPYAHHK SKCMEPTHOTO YUPEXKACHM,
Gbamwius, KM U OT4ECTBO (NMPH HATHYMH) MOMKCH, TIe4aTh)

« » 20 r

3akjioueHHe MO pe3y/ibTaTaM IKCIePTH3bI KauecTBa,
3¢deKTHBHOCTH H 6e30NaCHOCTH MEIMIHHCKOr0 H3/1e/IHsl ¢ HH3KOH CTeneHbIo
HOTEHIHAJBHOI0 PHCKA ero NIPHMEHeHNsl, B OTHOLICHHH KOTOPOro yCTaHOBJICHBI
0CO0EHHOCTH rocyJapcTBeHHOl perucTpanni, o NepevHIo COrjacHo NPHJIOKEHHIO
k IIpaBH/iaM rocyaapcTBeHHOH perncTpanii MeAHIHHCKHX H3JeJIHi,
yTBepKAeHHBIM nocTaHoBJeHHeM IlpaBuTesncTBa Poccniickoii ®enepannu
ot 27 nexabps 2012 r. Ne 1416

Ne OT «__» 20 r.

1. HavmeHoBaHHe MEAMIHMHCKOTO U3aenus (C YKa3aHHMEM IpPUHAAJICKHOCTEH,
HEOOXOMMMBIX  JUIA OpPUMEHEHHS MEOUIMHCKOTO HM3JAenHs [0  Ha3HA4EHHUIO,
a TaK)Ke TOBapHOrO 3HaKa ¥ MHBIX CPElICTB WHAMBHAYAIM3ALUH MEOULHHCKOTO M3JENH
B ClIy4ae MX HaHeCeHHs Ha yIaKOBKY MEJHUIIMHCKOTO H3/eIHs)

2. ITpousBoauTens (M3rOTOBUTEINH) MEANLITHCKOTO H3AETIHS
(nosiHOE U (B ciTy4ae, €CJId HMeeTCs)

COKpaleHHO¢ HAaUMCHOBAHHE, B TOM YHCJIC q)“pMBHHOC HaWMEHOBAHHUE, OpraHU3allMOHHO-TIpaBOBas (bopma
IOPHUAAYECKOro JIKIa, aapec €ro MeCTa HaXOXACHH WIH (])ammpm, HMS U OTYECTBO (l'[pPI HaIlPl‘{HPI), ajapec mMecra
JKMTECJIbCTBA HHAUBHAYAJIBHOI'O npezmpuﬂnma'rena)

3. 3agBUTEID

(monHoE U (B Cilyyae, eCild MMeeTcs) COKpaIeHHOe HAWMEHOBaHKE, B TOM YHciie GUpMEHHOE
HaHMEHOBaHHe, OpraHW3aLMOHHO-TIPaBOBas (hOpMa IOPHAMYECKOTO LA, aAPEC ero MecTa
HAXOXKAEHHS WM GaMWIHA, MM U OT4eCTBO (NPH HAIMYHH), aipeC MECTa KHUTEITbCTBA
WHIMBHIYTBHOTO MPeANPHHAMATE]ISA)




4. PexBU3HUTHI 3aJaHUSL PETUCTPUPYIOLLETO OpraHa
5. Ceenenus 06 3kcmepTax ((haMHIHA MMS ¥ OTYECTBO (IIPH HAJIMYUH), CIIELHAIBHOCTE,
yuyeHasd cTeleHb (3Bade) (UPA HAIMYMM), MeECTO pabOTEl M JOJDKHOCTB)

6. O6 OTBETCTBEHHOCTH .3a JOCTOBEPHOCTh CBEAEHHUH, U3JIOKEHHBIX B 3aKIIOYCHHH,

peayIpexaeH:
Ipencenarens KOMHCCHH SKCIIEPTOB

(pamunus, ums ¥ oTHECTBO (MPH HATHYHH)) (TTOIIIHCE)
OTBeTCTBEHHBI! CEKpeTaph

(bamunus, ums 1 oTyecTBO (IPH HATMYMH)) (TIOATIHCE)
OKCIepThI

(dpamunus, ums u oTyecTBO (MPH HATMYKH)) (TOIIHCE)
7. CopnepxaHue NPEICTaBICHHBIX Ha SKCIEPTH3y NOKYMEHTOB (M3JIaraloTCsi OCHOBHEIC
HOJIOXKEHHUS MIPEACTaBIeHHON JOKYMEHTalUH):
7.1. Wnentuduxamymss JOKyMEHTOB, TMPEACTAaBIEHHBIX B LEIIX  TNPOBEICHUS
AKCIIEPTHU3bL:
7.2. MecTo npoHU3BOACTBa MEAULIMHCKOIO U3AEIH:
7.3. Bun MeQUIMHCKOro M3/€NMsS B COOTBETCTBHHM C HOMEHKIATYpHOH KiacCU(pUKaLUei
METHLMHCKUX U3AETIUM:
7.4. Kitacc OT€HIMAILHOTO PHUCKa MPUMEHEHHU MEIULMHCKOIO U3 B COOTBETCTBHH
¢ HOMEHKIIATYPHO# KiaccuuKanyeil MeULMHCKHX U3/ICIIHI:
7.5. Kox O6mepoccuiickoro kiaccupukaTopa NPOAYKIMH IO BHAaM 3KOHOMHYECKOH
JIeATEJIbHOCTH
7.6. HasnaueHnwe, 00J1acCTh NpPHUMEHEHHS W MPUHLMIN JOCHCTBHA MEIHUIMHCKOIO
U3/eIHA:
7.7. TlepedeHp MOKa3aHWH K MPHUMEHEHUIO, IPOTHBOIOKA3aHUM, BO3MOXHBIX MOOOYHBIX
JEeHCTBHI METULMHCKOTO U3JEIIU:
7.8. YcnoBus npuMeHEeHHS MEAULIMHCKOTO H3E/IH:
7.9. CBeieHHs O HOPMaTHUBHOM JOKYMEHTAIlUY Ha METMIIMHCKOE M3JCIIHE:!
7.10. Jlauusie 0 pa3paboTKe U NPOU3BOACTBE MEAUIMHCKOIO H3/IEIHA:
7.11. OcHoBHbIe PYHKIIHOHAIbHEIE XapaKTEepUCTHKU (B TOM YHCIIE OCHOBHBIE IIapaMeTpPhI
¥ XapaKTEepUCTHKH, OIIMCAHHE METOa CTEPUIIN3ALINH):
8. OKcrmepTHas OIEHKAa IIPEACTaBIICHHBIX Ha OSKCIEPTH3Y AOKYMEHTOB, OSKCICpPTH3a
IIOJTHOTEI ¥ Pe3y/IBTaTOB IIPOBEACHHBIX HCIIBITAHUH U MCCIIEIOBAHMII:
8.1. OueHka TMOIHOTHl  MpPEACTaBIEHHBIX  JOKYMEHTOB (IO  OTHOIICHMIO
K OIIHCH):
8.2. OneHKa 3asBJIEHUS 0 FOCYyAapCTBEHHON PETHCTPaLMM MEAHIMHCKOTO H3ICTTHs:
8.2.1. O1eHKka HaHMEHOBaHHA MEJUILUHCKOTO U3IEIUs:
8.2.2. OneHka NPHHAIJIEXHOCTH 3asABIEMBIX H3ENUHA K ofHOMY (00mEMY) MOJEILHOMY
H/WIHA TUTIOpa3MEPHOMY DALY MEAULIMHCKOIO U3IENHS:
8.2.3. OrieHKa COOTBETCTBHA 3asBIIIEMBIX PUHAJIEKHOCTEM:
8.2.4. OTHeceuye K MEIHIUMHCKUM HM3JEIUIM:
8.2.5. OueHka crelUGUIHOCTY Ha3HAYEHUs] MEIUIMHCKOro H3JIeNHs, yCTaHOBJIEHHOI'O
IpOM3BOAUTENEM (M3rOTOBHTENIEM) M YKa3aHHOTO B 3aiBJICHMH O TIOCYIapCTBEHHOM
pErucTpauyy MeJULUHCKOTO H3/IENHs, a TAK)XKE €ro COOTBETCTBUA JaHHBIM TEXHHIECKOU U
SKCIUTyaTallHOHHOM JOKYMEHTALUH IPOU3BOJUTENS (M3rOTOBUTEI):




8.2.6. OueHka COOTBETCTBUS BHJAa MEIUIMHCKONO U3JeNusd B COOTBETCTBUHU
¢ HOMEHKJIaTYPHO# KiaccupuKauueii MeIMIUHCKUX U3AEHI:
8.2.7. OrneHKa COOTBETCTBHA KJlacca MOTEHI[MAJILHOTO PUCKa PUMEHEHHS MEIULIMHCKOIO
M3JenHd B COOTBETCTBHH C HOMEHKJIATypHOH Kiaccupuxamveid MeIULHMHCKUX
731 (14078
8.2.8. Omenka cootBercTBHA Kkoma OOmepoccuiickoro Kiaccupukaropa IpOAYKIUU
I10 BH/IaM 3KOHOMHYECKOH AeATEIbHOCTH:
8.3. Dkcmeprm3a [JOKyMEHTOB, yKka3aHHbIX B IyHkre 10 IIpaBui rocypapcreeHHON
pErHCTpali MeIUIMHCKUX H3IeNUd, YTBEp)KICHHBIX MocTaHoBneHueM IIpaBurtenscTpa
Poccuiickoit @enepanuu ot 27 nexabpsa 2012 r. Ne 1416:

8.3.1. OmeHka COOTBETCTBHS  IIPUMEHIEMOHM  HOPMaTHBHOM  JOKyMEHTallUH
Ha MEAMLHHCKOE H3JeiHe LesiaM obecliedeHus KadyecTBa U 0€30acHOCTH MEAHLUHCKOrO
u3ends (B TOM YHCIIe JOIIyCTUMOCTH OCTATOYHBIX PHCKOB):
8.3.2. OneHka COOTBETCTBHSA  TEXHHYECKOM  JOKYMEHTALlMM  IPOU3BOAMUTEIS
(usroroBuTENsA) LenAM obecreyeHHs KadecTBa, 3(@deKTHBHOCTH H 0e30MacHOCTH
MEIUIIMHCKOTO U3/IEHA:
8.3.3. Omnenka COOTBETCTBHSA JKCILUTyaTallAOHHONW JOKYMEHTalUMH IIPOU3BOAUTEIS
(usroroBuTeNs) LeNAM obOecnedeHHss KadecTBa, 3(dekTuBHOocTH H Ge3omacHoOCTH
MEIUIIMHCKOTO U3ENIHA:
8.3.4. Ouenka ¢dotorpapuyeckux H300pakeHH# 0O0IIero BHAa MEIUIMHCKOIO H3JENUSL
BMECTE ¢ MPHUHAIIEXHOCTAMH, HEOOXOAUMBIMH JJI1 MPUMEHEHHUS MEAULIMHCKOTO H3/IENUs
10 Ha3Ha4YeHMIO:

8.3.5. OreHKa MOJHOTH U PE3yJHTATOB NMPOBEACHHBIX TEXHUYECKUX HCIBITaHUH (B TOM
yipcle C yKasaHHeM CBeAeHHH 00 ucnbITaTenbHON nabopaTopuH, Mecte U (opme
IPOBEJEHHUA MWCIBITaHWH, [IPEe[CTaBIEHHEM KpaTKOH XapaKTepUCTHKM 00pa3LoB,
OpEeACTaBICHHBIX IS TPOBENCHHSA HCIBITAHWM, CBEAEHHH O HALHWOHAIBHBIX
(MeXIyHapoOHBIX) CTaHAapTax W HOPMAaTUBHOM JOKyMEHTAalliM, Ha COOTBETCTBHE
KOTOPHIM OBUIHM TIPOBEAEHBI MCIIBITAHUSA, a TaK)Ke OILEHKAa pe3ylbTaToB NpeNCTaBICHHBIX
UCITBITAHUN):
8.3.6. OneHka MOJTHOTH M pe3yNbTaTOB IIPOBEICHHBIX TOKCUKOIOTHYECKUX HUCCIIEOBAaHUN
(B TOM 4HClIe C YyKa3aHHEM CBeleHHH 00 MCIBITaTeNbHONH JabopaTopuu, MecTe
[POBEEHUS HCCIICAOBAaHWM, IIPEICTABIICHHEM KpaTKOH XapaKTepHCTUKU 00pasloB,
IpeACTaBJICHHBIX [UIS NpPOBEIEHUS HCCIEAOBAaHMMA, CBEJEHHMA O HalUOHAIBHBIX
(MeXayHapoOHBIX) CTaHAApTax M HOPMATUBHOW JIOKYMEHTAllUH, Ha COOTBETCTBHE
KOTOPBIM OBUIM TMpOBEJEHbl HCCIeNOBaHWA, MHpOpMalMM O MaTepualiaX, U3 KOTOPHIX
OpoM3BeNeHbl (M3rOTOBJIEHBI) MENUIMHCKUE M3AeNuA U (WIH) I[PUHAAIEKHOCTH
K MEIUIMHCKOMY H3JEeJIMI0, WIM O PELENTypHOM COCTaBe H3JENHs, a TaK)Ke OLEHKa
pe3yIbTaTOB NPeACTaBIEHHBIX UCIIBITAHHMN):
8.3.7. OueHka IONHOTHI M pe3yJIbTATOB MPOBEACHHBIX HCIBITAHUA MEIUIMHCKOIO
H37ETUA B LENIX YTBEPKACHUA THIA CPEACTB M3MEPEeHHI (B OTHOIIEHHWH MeIHIMHCKHX
U3ZeNTHil, OTHOCSIMXCA K CpeIcTBaM U3MepeHHid B cdepe rocyaapcTBEHHOrO
perynupoBaHus oOecIieueHHs eIUHCTBA HW3MepeHHH, nmepedeHb KOTOPHIX YTBEpXKAaeTcs
MunucrepcTBoM 3apaBooxpaHeHus Poccuiickoit @enepanun):
8.3.8. OueHka NpeACTaBICHHBIX CBEJEHHH O BBIJAHHBIX PETHCTPUPYIOIIMM OpPraHOM
paspelIeHHsX Ha BBO3 MEJUIMHCKUX U3JENUI C LENbIO X FOCY1apCTBEHHON perucTpalum
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(s METUIMHCKHMX W31 MTHOCTPaHHOTO IIPOU3BOJCTBA):
8.3.9. Ouenka cBefeHHil, TOOTBEPXKIAIONIMX KadeCTBO JIEKAPCTBEHHOIO IIpenapara,
¢dapmalieBTHUECKON cyOcTaHIMM, OHONOrMYeCKOro MaTepHala M HHOIO BEHIECTBa,
C HCIIOJIb30BaHHEM KOTOPBIX IPOMU3BEACHO MEOULMHCKOE WU3JEJIHEe HUIH KOTOPBIE BXOJAAT
B €ro COCTaB H KOTOpHIE MpeAHa3Ha4YeHbl AJIS IPUMEHEHHs TOJBKO C yY€TOM Ha3HaYeHMs
MEIULMHCKOro H3JIENNs, ONPeIeICHHOTO MPOU3BOJUTENIEM, U BbIJaHHBIX B COOTBETCTBHU
C 3aKOHOJATEIhCTBOM CTpaHbl IPOMCXOXJEHHSA  JIEKAapCTBEHHOIO  IIpenapara,
¢dapmarieBTHUeckoii  cybcraHumMu, ~— OHomorMdyeckoro - MarepHana M HMHOIO
BelleCTBA:
8.4. O1rieHKa NOJHOTHI M Pe3yJIbTATOB IIPOBEIEHHBIX KIMHUYECKUX UCIIBITAHUM:

8.4.1. HamMmeHOBaHMe OpraHu3ald, NPOBOAMBIICH HCIBITAHMS, C YKa3aHMEM MeCTa
TIPOBEICHUS UCIIBITaHUI:
84.2. CpemeHus o0 TOJHOMOYHSAX OpraHW3allid Ha IIPOBEACHUE HCIIBITAHUM
C YKa3aHHeM JINLECH3IH:
8.4.3. Ilepuoa npoBeeHUS UCTIBITAHHIA:
8.4.4. ®opMa npoBeieHUs UCTIBITaHUM:
8.4.5. IlepeyeHr HOKYMEHTOB, JaHHBIX, O0pa3lOB, NPEACTAaBICHHBIX I IPOBEACHUS
HCIIBITAHUH:

8.4.6. OueHka npeacTaBI€eHHON JOKYMEHTALVN:
8.4.7. Jlna MeqUIIMHCKUX W3Mennid 1 Ki1acca MOTEHIMAIBHOTO pUCKa IPUMEHEHU:

- OILIEHKAa TpeJACTaBleHHBIX CBEIEHH O B3aWMO3aMEHAEMBIX MEJULHHCKHUX
H3IETTHIX
- CBeJleHHsd O HapaboTKe MEIUIMHCKOTOo H3JeNHs B 4Yacax B TeYeHHE KIMHHYECKUX
HCIIBITAHMH, KOJIHYECTBE H3MEPEHUH, LIMKIIOB CTEpUIH3aLUH:
8.4.8. OneHka (QYHKIUOHAIBHBIX  XapaKTEPUCTUK  MEAMIMHCKOIO  H3Jeiud,
3(p(pEeKTHBHOCTH €ro NpUMEHEeHMs, INOKa3aHMi M NPOTHUBONOKA3aHUH K €ro
IIPUMEHEHHUIO:
8.4.9. OneHka OKCIUTyaTallAOHHBIX Ka4veCTB MEIHUIIMHCKOTO W3JeNus, BO3MOXXHOCTHU
ynpaBieHus M ynobcTBa oOpalieHHs € HHUM, TEXHHYECKON 3CTETHMKH MEIULIMHCKOTO
U3IeNHA, ero 0QOpMIIEHH, YCTOHIMBOCTH K Ae3UHGEKIUH, CTEPHIIA3ALNH:
8.4.10. Undopmauus o0 oOHapyKeHHBIX B IIpOLECCe KIMHUYECKUX MCIIBITAHUN
HEIOCTATKaX KOHCTPYKLIMM W KayecTBa MEIUIMHCKOTO u3Jenus (IpU HAIM4uH),
0COOCHHOCTH paboThI C HUM B IIPOLIECCe KCILTyaTalliu:
8.4.11. Kpatkoe n3no)keHHe pe3yIbTaTOB KTHHUYECKUX UCTIBITAHMIA:
8.4.12. Ornenka pe3yJIbTaTOB KIIMHIYECKHUX UCTIBITaHH AKCIIEPTHHIM
y4pexxIeHHeM:
8.4.13. Pe3ynbTaThl MOHUTOPHHIa 6€30MaCHOCTH MEAULIMHCKOIO H3HEIIHA:
9. Pe3ynbTaThl SKCHIEPTU3HI:

(YKa3bIBalOTCA BBIBOJIBI KXK/IOTO U3 3KCIEPTOB, BXOAALIETO
B COCTaB KOMHCCHH JKCIIEPTOB)

10. BeiBox:

(yxassiBaeTcs OGIIHit BEHIBOJ, C yKa3aHHEM MPHYHH B CITyJae BBIHECEHHA
3aKJIIOYEHHS O HEBO3MOXKHOCTH MOATBEP/KASHHS rOCy AapCTBEHHOM PErHCTPALIMM MEIHLMHCKOTO U3ENHA)




IpunoxeHne: MHEHHE 3KCIIEpTa, HECOITIACHOTO C BBIBOJAMH SKCIEPTU3BI KAdeCTBa,
3¢ deKTHBHOCTH U 6e30MacCHOCTH MEAUIIMHCKUX U3/enuil (IpH HaJTMIHH)

Komuccus 3KCIICPTOB B COCTABE:
npeacenareiip KOMHUCCHUH OKCIIEPTOB

(dammnust, ums u oTdecTBO (IpU HasTM4YKK)) (TIOATIHUCS)
OTBETCTBEHHBII CEKpETaph

(damunus, UMA ¥ 0TUECTBO (TIPH HATHYHHK)) (TIOAIKCEH)
3KCIECPThI

(dpammwHs, MM ¥ OTYECTBO (NIPU HANTM4YMK)) (TIOIMUCE)



ITpunoxenue Ne 5
k Ilopsaaxy opraHu3aiiiy ¥ NpoBeAeHUS
9KCIIepTH3bI KauecTBa, 3 PeKTHBHOCTH
¥ 6e30MacHOCTH MEQULIMHCKHUX H3IENHH,
YTBEPKACHHOMY IPUKa30M
MuHHICTEpPCTBA 3APaBOOXPaHEHHUS
Poccuiickoit @enepaiuu

o« effizz 2020 T. Ne LLEH

®opma

(HanMeHOBaHME HKCTIEPTHOTO YUPEKIECHHU)

YTBEPXIAIO

(pPYKOBOOUTEND WM HHOHM YIOTHOMOYEHHBIH
COTPYAHUK 3KCIEPTHOTO YUPEIKACHNUA,
(bamMuHs, IMA B OTYECTBO (NPH HATHYHH), OJNHCH, [1€4YaTh)

«_» 20 r

3aki0ueHue 0 BO3MOKHOCTH (HEBO3MOXHOCTH)
BHECEHHS H3MEHEHHH B J0KYMEHTHI, coiep KallHecs B PeriCTPAallHOHHOM A0Che
Ha MeQHLHHCKOe H3/leHe

Ne OT «__» 20 r

1. HauMeHoBaHME MEIUUIMHCKOrO HU3Aenus (C YKa3aHWEM MpHHAIJIeXHOCTel,
HEeOOXOMUMBIX  JJi1 TNpPUMEHEeHHs MEeIULMHCKOrO W3JAeIus 1[I0 Ha3HauYeHHIo,
a TaK)Ke€ TOBapHOIO 3HAaKa M WHBIX CPEICTB MHAWBHAyaTH3alMd MEIULMHCKOTO H3AEIHs
B CiIy4ae HX HaHECEHH Ha YIIaKOBKY MEQULIHHCKOro
H3JIEIIH)

2. [IpousBoauTens (M3roOTOBUTENH) MEAULIMHCKOTO H3AEITUS
(nonHoe U (B ciTy4yae, eclid HMeeTcs)

COKpaliCHHOC HAUMEHOBAHUE, B TOM YHCJIC ('prMeHHOC HauUMCHOBAHHC, OPraHU3allJMOHHO-IIPABOBAas cbopMa
OpHANYECKOro JIMLA, aApec ero MeCTa HaXOXKACHUS UIIH Cl)aMPLllPDl, HMA H OTUECTBO (l'IpH HaJ'IPI‘lPIH), aJpec MeCTa
KHUTENBCTBA HHAUBUAYAJIBHOI'O npennpuHuMaTenx)

3. 3asBuTeib

(mosHOe | (B ciiydyae, eciid UMeeTcs) COKpalliecHHOe HAMMEHOBaHHe, B TOM YHcIe pupMeHHOe
HaNMeHOBaHHe, OpraHH3alMOHHO-TIpaBoBas (JopMa FOPUINYECKOTO JIHIIA, aJIPec ero MecTa
HaxOoXKIeHHA WK GaMuus, UM B 0T4ecTBO (MPH HAJIMYHH), a[ipec MeCTa )KHUTe/IbCTBA
MHIUBH/TYaJILHOTO MpenpUHIMATEIIA)

4. PeKBU3UTHI 3aJIaHUS PETUCTPUPYIOLIETO OpraHa
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5. Ceenmenusa o6 skcmeprax (paMuIHg UM U OTYECTBO (TIPU HAIMYMHU), CIIELHANBHOCTb,
ydeHas CTemneHb (3BaHMe) (IpM HAJIMYMH), MecTO paboThl ¥  JOJDKHOCTB)

6. OO0 OTBETCTBEHHOCTH 3a AOCTOBCPHOCTD CBCJJ;CHI/IFI, H3JIOKCHHBIX B 3aKIIIOUCHHUU,

IpeaynpexaeH:
Ipencenarens KOMUCCUH SKCIIEPTOB

(bamunms, uMa 1 0THECTBO (MPH HANTMYMK)) (MOLIHCH)
OTBeTCTBEeHHBIH CEKpeTaph

(damunmst, umMa ¥ 0T4eCTBO (NPH HATMYKMHK)) (TIOAIHKCH)
OKCIepThl

(bamums, UMA U OTYECTBO (NpH HaJIMUMK)) (TIOATHCH)

7. CopepxaHre IpeICTaBIEHHBIX Ha DKCIEPTHU3Y AOKYMEHTOB (HM3JIAaratoTcs OCHOBHBIC
I10JI0XK€EHHUS IPEACTABICHHOM JOKYMEHTAIMH ):

7.1. Hpentudukauus AOKYMEHTOB, IMpPEACTABIEHHBIX B ILEIX IPOBEJCHHA
AKCIIEPTHU3BI:
7.2. Knacc noTeHIMalbHOTO PUCKa MPUMEHEHUS MEIUIIMHCKOTO U3IE€JIUs B COOTBETCTBUH
C HOMEHKJIaTYPHO#M Kilaccu(pHKaieit MeqUIIMHCKIX U3/IeIHHI:
7.3. Kox OGmepoccuiickoro kiaccupukaTopa NPOAYKLUMH [0 BHAAM 3KOHOMHYECKOH
JeATEJIbHOCTH:
7.4. HasHauenne, o0jacTb IPUMEHEHHS Y NPUHUMI ACHCTBHA MEIMLIMHCKOIO
156691 (S1) 176
7.5 TlepeveHb mMoKa3aHW K HNPUMEHEHHIO, IPOTHBOIIOKA3aHHM, BO3MOXHBIX MMOOOYHBIX
JEHCTBHHN METHUIHHCKOTO U3IEIIHA:
7.6. YcnoBus IpUMEHEHUS MEAVLMHCKOTO U3EIIHA:
7.7. OcHOBHBIE (PYHKIIMOHAIbHBIE XapaKTEPUCTHKH (B TOM YHCIIE OCHOBHBIE NapaMETpBI
M XapaKTEPHCTHKH, OMHCAaHHE METOJa CTepWIM3aluH, HHGOpMaLus O IPOrPaMMHOM
obecrieueHuH, HCTOJIB3YEMOM B perucTpUpyEMOM MEJIMIIMHCKOM
15631 (01717 8
8. OkcmepTHas OLlEHKa MPEACTaBIEHHBIX Ha OJKCIIEPTU3Y [TOKYMEHTOB, JKCIIEpPTH3A
TIOJIHOTHI M pe3yJIETaTOB NMPOBENEHHBIX UCIBITAHUH U HCCIENOBaHMH (MOSHTUQHKALUSI
BCeX M3MEHEHHUH, BHOCUMBIX B JIOKYMEHTHI, COJEp)KalllueCs B PErHCTPAllMOHHOM OOCHE
Ha MEeJUILUHCKOE H3JEeIHe, a TakKe apryMeHTHpPOBaHHOEe O0OCHOBaHHE O BO3MOXKHOCTHU
(HEeBO3MOXXHOCTH ) BHECEHHUA KaXKA0T0 U3 U3MEHEHH):
9. Pe3ynbTaThl 3KCIIEPTH3BI:

(yKaSBIBaIOTCH BbBIBO/IbI KOKI0ro U3 BKCl'lepTOB, BXOJALICTO B COCTaB
KOMMCCHH 3KCTIEPTOB)
10. BriBon;:
(0 BO3MOXXHOCTH (HCBO3MODKHOCTH) BHECEHHUS U3MEHEHHUH B JAOKYMCHTBI, COACPIKaLLUEC
B PETHCTPALIUOHHOM JOCHE Ha MCIULHHCKOEC U31C/INC

(C YKa3zaHUEM IIPUYHH B CITy4Yac HEBO3MOXKHOCTH BHECECHHA H3MEHEHHH
B TOKYMECHTBI, COACPKALINECA B pETHCTPALIMOHHOM J0CHE Ha MEAULIMHCKOE usnenne)

[IpunoxeHue: MHEHHE 3JKCIIEPTa, HECOMIACHOIO C BBIBOJAMU 3KCIEPTHU3bl Ka4yeCTBa,
3¢ PeKTUBHOCTH M 6€30M1aCHOCTH MEAMIIMHCKUX U3Aenuil (IpH HAJINYHH)




Komuccus 3KCIIEPTOB B COCTABE:

npeaceaaTresb

OTBETCTBEHHBII1 CEKpeTaph

(bammnus, uMsa ¥ oTHeCTBO (MIPU HATMYKK)) (MOAIKCH)

OKCHepTHI

(hammnus, uMs u oTHeCTBO (TIPU HATMYKK)) (HOANKCH)

(pamris, UMA M OTYECTBO (IIPH HAIMYKM)) (TIOAIMCE)




[Ipunoxenue Ne 6
K [Topsiaxy opranu3auuy U NpoBeAeHus
3KCIEPTH3BI Ka4eCTBa, 3P (HEKTHBHOCTH
¥ 6€30IMaCHOCTH MEIULIMHCKUX H3JIeNUH,
YTBEPXKJIEHHOMY MPHUKa30M
MiuHucTepCTBa 3ApaBOOXPAHEHHS
Poccuiickoit @enepannu
ot «e vz 2020 . Ne EH

®opma

(HauMeHOBaHHME SKCNIEPTHOTO YUPEXICHHA)

YTBEPXJIAIO

(PYKOBOAHTEH WM HHOM YIIONTHOMOYEHHBIH
COTPYJHHK 3KCIIEPTHOTO YUPEXKICHHS,
baMums, UM U OTYECTBO (IIPH HATHYHMH), ITIOAITHCH, NIEYaTh)

« » 20 r.

3ax10ueHHE 0 TOM, YTO CO/IEPKAINHECH B rocyJapcTBEHHOM peecTpe MeJHIHHCKHX
H31eJinii U oprann3anuii (MHANBHAYAJLHBIX NpeANpHHAMAaTEeii),
OCYIIECTBJIAIOINX MPOU3BOJACTBO H H3rOTOBJICHHE MEAHIIHHCKHAX H3/1e/IHH,
HHCTPYMEHT, annapar, npu6op, 06opy1oBanHe, MaTepHaJj | NpovHe H3eJHus Mo
cBoeMY QYHKIHMOHATbHOMY HA3HAYEHHIO H (HJIM) NPHHIHNY JeHCTBHS He MOTYT
NPUMEHATHCA B MEIUIUHCKHX eJISIX H He ABJIAIOTCH MeAMIHHCKHMH H3eJHsAMH

Ne OT« » 20 r.

1. HaumeHoBaHHMe WHCTpyYMEHTa, ammapara, nmpubopa, obopyxoBaHMs, MaTepHaia
¥ TpoYero usenus, CBEACHHUS O KOTOpoM cohepxarci B ['ocymapcTBeHHOM peectpe
MEAMIUHCKUX W30eNUid W OpraHu3auuii (MHOAMBHUAYAJNBHBIX NpeANpUHUMATENEt),
OCYLIECTBISAIOMIMX MPOU3BOJCTBO U U3rOTOBICHHE MEAULIMHCKUX U3JIeui (C yKa3aHHEM

TPUHAJIE)KHOCTEH, HeoOXOAMMBIX s IpUMEHEeHHs JaHHOTO U3Jenus
0 Ha3HA4YEHHUIO):

2. PexBU3UTEHI pEerucTpalioHHOTO yIOCTOBEPEHHS Ha METULMHCKOe
u3Jenue:

3. IlpouzBoauTens (U3rOTOBHUTENH) MEAULIMHCKOTO H3AENUs
(nonaOE M (B CTy4ae, ecild HMEETCs)

COKpatieHHOC HAUMEHOBAHUE, B TOM YUCJIE (prMeHHOC HauUMEHOBAHUE, OpraHUu3allHOHHO-IIpaBOBadg (bopMa
IOpUAHUYECKOrO JIULA, aApeC €ro MeCTa HaXOXACHHUS UITH (bamwmx, HUMS U OTYECTBO (I'lpH HaJIPI‘{PIPI), ajpec Mecta
KHUTCIABCTBA MHAHMBHAYAJIBHOIO npezmpuﬂuMaTem)
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4. YI0OTHOMOYEHHBIH [IPeACTaBUTEIb IIPOU3BOIUTENS (B ClIydae, eCIId IMEeTcs)

(nosnHoe M (B Ciiyuae, eciid HIMEeTCs) COKpallleHHOE HAMMEHOBAHHE, B TOM YHCIIE QMPMEHHOE HAMMEHOBAHHE,
OpraHH3aLHOHHO-TIPaBOBas (OPMa IOPHAMUECKOrO JIMIIA, aJPEC €70 MECTA HAXOXKACHHS MM GaMHIIHA, UM H
OT4YeCTBO (MPH HATHYMH), APEC MECTa XKUTETHCTBA HHAMBHIYAIBHOTO NPEANPUHAMATENS)

5. PexBH3HUTEHI 3alaHUsl pErUCTPUPYIOLLIETO OpraHa
6. Ceezmenus 00 3kcmeprax ((paMuInsA UM U OTYECTBO (IIPH HAJIMYHH), CHELHAIBHOCTH,
ydeHas CTeleHp (3BaHWe) (IPH HAIMYMH), MeCTO paboTel H  JOJDKHOCTD)

7. OO0 OTBETICTBEHHOCTH 3a JOCTOBEPHOCTH CBEJEHHH, H3JIO0KEHHLIX B 3aK/IIOYECHHH,
IpexyNpeXIeH:

HpeI[CCJIaTeJIB KOMHUCCHH 3KCIICPTOB

(damunus, ums 1 oT4ecTBO (IPH HasIMUMK)) (TIOAMKCE)
OTBeTCTBEHHBIH CeKpeTaph

(bammnus, ums u oraecTBO (TIPH HAIM4KK)) (TIOAIHKCH)

OKCHepTH

(bammius, uMs 1 0T4ecTBO (MIPH HaMYKH)) (TOIIHKCH)
8. Wpentndukanus AOKyMEHTOB, MNpPEACTaBICHHBIX B ILENAX IIPOBEACHUS
SKCIICPTHU3LL:

9. DKcrnepTHas OLleHKa NMPEACTABICHHBIX Ha 9KCIIEPTH3Y JOKYMEHTOB:

9.1. IlepeveHs W3MeNUi, BXOAAIMX B MOJEIBHBIA P U3IENHs (BapUaHThl MCIIOIHEHHS
U3JIENHA):
9.2. HasnHayenue u o00JacTh NpUMeHeHUs wu3aenus (yKasplBaeTcsi M KaXIOro
M3 H3OENUi, BXOINAIIMX B MOICIBHBIA psAA H34eaus (BapuaHTa MCIOJHEHHUA
H3IENHA):
9.3. IlepeueHp mMoka3aHHii K MPUMEHEHHUIO, MPOTHBOIIOKAa3aHHH, BO3MOXKHBIX NMOOOYHBIX
JEeHCTBHMA u3nenus (yKa3bIBaeTCs I KaKIOro U3 M3EIHi, BXOIAIMX B MOACIBHBIN P
uszennsd (BapuaHTa UCTIONHEHUS H3IeIUs):
9.4. YcnoBusa npuMeHeHUs1 u3aenus (yKaspBaeTcs I KaXAOTo M3 H3ACIHH, BXOIAIIUX
B MOJIEIIBHEIH pAA U3enus (BaprHaHTa UCIIOMHEHUS U3AeIHs):
9.5. OmneHka crnenu(PUUHOCTH HA3HAUEHUS U3JENNs, YKa3aHHOIO B JOKyMEHTax
pEeruCTpallMOHHOTO Joche (yKashlBaeTcsl MU KaXOOro M3 M3JENHH, BXOMAIIMX
B MOJENBHEIHN psAa U3eNus (BapHaHTa UCIIONHEHUS U3IeNus):
9.6. IlpuHuun neiicTBUA M3enus (yKasplBaeTcsl I KaKAOrO M3 M3JAEIHMH, BXOIAIIMX
B MOJIENIBHEIN psAJ U3eud (BapHaHTa UCTIOMHEHHUS U3IeNHs):
9.7. OcHoBHOe (YHKLMOHAJIFHOE Ha3HaYeHHe M3/enus M Crnocod ero peanusaluu
(yka3piBaeTcs U1 KOKAOTO U3 U3ENNi, BXOJAIINX B MOACIbHBIN Pl U3AeHs (BapHaHTa
MCIIOJIHEHVSI H3J1ENUA): ‘
10. Pe3ynbrarhl 3KCIIEPTU3HI:

(YKa3bIBaIOTCS BBIBOJBI KAXKIOI0O M3 SKCIIEPTOB, BXOAAIIETO B COCTaB
KOMMCCHH SKCTIEPTOB)



11. BriBOX:

(HanMeHOBaHME MHCTPYMEHTAa, anmnapara, Ipubopa, o6opy10BaHHs, MaTepHalIa H IIPOYEro H3/IEIIHS,
colepKaErocs B TOCYyAapCTBEHHOM PeecTpe MEAHILIMHCKUX H3AEUH M opraHu3alyii (MHAMBHIYaIbHbIX
npeAnprHUMAaTeNeii), OCyLIEeCTBIAIOUIMX POH3BOACTBO U H3TOTOBJIEHHE MEAHUMHCKHX M3/1€/Hi)

HE MOXET IPUMECHATLECA B MCIUITHHCKHUX HEJIIX

(o cBoeMy (PYHKIIHOHAIBHOMY Ha3HAYEHHIO U (WJTH) PUHLHITY AeHCTBHUS (YKa3aTh HY)KHOE)
H HE ABIACTCA MEAUIIUHCKHUM U3ACIIHUCM

[IpusnoxxeHHe: MHEHHE SKCIIepTa, HECOINIACHOTO C BBIBOJAMH 3KCHEPTH3Bl JOKYMEHTOB
PErMCTPALMOHHOTO KOChe (IIPU HAINYHH)

Komuccus JKCIICPTOB B COCTABE:

npeacegaTeylb KOMHCCHH IKCIIEPTOB
(hamunns, uMs U oTHeCTBO (NIpH HATHYMH)) (TIOAIHCH)

OTBETCTBEHHBIN CEKpeTaph

(bamunus, uMs ¥ OTYECTBO (IIPH HAJTMYKMK)) (TIOAIKCE)
BKCTepTHI

(pamunms, uMs 1 oTyecTBO (NpH HAJIM4KK)) (TOAMMNCE)




