EBPA3UMCKASI DKOHOMUYECKAS KOMUCCHUS
COBET

PEINEHMWE

«17» mapra 2022 . Ne 26 r. Mocksa

O BHecennu usmeHenmii B [IpaBuia npoBegenus ucciaeqoBanuii
(uecnbITaHU) € HEIbI0 OLEHKH 0HOJIOTHYECcKOro JelicTBUA
MEJHIUHCKHUX H3JeJTUM

B coorBerctBuM ¢ myHkToM 2 crtatbu 31 JloroBopa o EBpasuiickom
SKOHOMHYECKOM coro3e oT 29 mas 2014 roga, nmyHktamu 4 U 5 craTbu 4
CornaiieHnus 0 eIUHBIX IPUHIUNAX U MpaBUiIax oOpallieHus MeIUIUHCKUX
u3enuit (M31eauii MeIWLIMHCKOTO HAa3HA4YeHWs] U MEIUIIMHCKON TEeXHUKHU)
B pamkax EBpasuiickoro skoHoMHueckoro corsa ot 23 nekabpst 2014 rona,
nyakTamu 105 u 106 npunoxenust Ne 1 k Pernamenty pabotsl EBpazutickoi
HDKOHOMUYECKOW KOMHUCCHM, yTBepxkAeHHoMy Pemenuem  Beiciero
EBpasuiickoro skoHOMHYecKoro coera oT 23 gnekabps 2014 .
Ne 98, CoBet EBpaszuiickoil 5KOHOMUYECKON KOMUCCUU P € LI ¥ JI:

1. Buectu B IlpaBwia mnpoBeAeHMs] MCCIENOBAHUN (MCIBITAHUN)
C LeJbI0 OLEHKH OHOJIOTUYECKOTO [EeHCTBUS MEIULMHCKUX W3ICIIUH,
yTBepeHHble Pemienuem CoBera EBpa3suiickoil 5JKOHOMUYECKOW KOMUCCHUU
or 16 mas 2016 r. Ne 38 (nmamee — I[lpaBusia), U3MEHEHHs COIJIACHO

IMPUIIOXKCHHULO.



2. YCTaHOBUTb, YTO:

NpOBEAEHUE  MCCIENOBaHMM  (MCOBITAaHUR) C  LEJBK  OIEHKH
OMOJIOTMYECKOTO  JEWCTBHS MEAMIMHCKUX H3JeJMd B COOTBETCTBHUH
C IpakJAaHCKO-IIPAaBOBBIM JOTOBOPOM, 3aKJIFOYEHHBIM C YIOJHOMOYEHHOI
opraHu3alueid, WMerlleld MpaBO NPOBOAUTHL TaKWe  HUCCIIeJOBAHMS
(ucmeITaHMs), OO JAHS BCTYIUIEHHMs] HacTosuero PemeHuss B cuiy,
OCYIIECTBJISIETCS] B COOTBETCTBUU ¢ [IpaBuiiamMu B peiakiiuu, JeficTBOBaBILICH
Ha MOMEHT 3aKJIF0YEHHS 3TOr0 J0r0BOpa;

[POTOKOJIBI  HCCIIENOBaHUN  (MCHBITAHWUK) C  IEJBI0  OLEHKH
OMOIOTUYECKOro NEeHCTBUS MEIULMHCKUAX H3AEIHi, BhIaHHBEIE 10 (GopmMe,
IIpelyCMOTpPEHHOM MpuiiokeHueM K IIpaBunam B penakuuu, nefcTBOBaBINEH
Ha MOMEHT 3aKJIFOYEHMs! IPakIaHCKO-IPaBOBOrO JOTOBOPA, MPUHHMAIOTCS
JUIE  PETMCTpAallMM  MEAMLMHCKHMX H3JleNuid B pamkax EBpasuiickoro
HKOHOMHUYECKOTO CO03a.

3. Hacrosmee Pemenue BcTymaeT B CHIY 110  HCTEYEHHH

180 kaneHgapHbIX JHEH C AaThl €ro OQPUUUAIBHOTO OMyOJIMKOBaHHUS.

Ynensl CoBera EBpa3uiickoii 3K0HOMHYECKOH KOMHCCHH:

\1:;

Al
D
\!—.““.




ITPUJIOXXEHUE

K Pemienuro CoBera
EBpasuiickoli 5SKOHOMHUYECKON KOMUCCUU
ot 17 mapta 2022 r. Ne 26

U3MEHEHMUM/SI,
BHOcHMbIe B [IpaBuia nposeenus necieoBanuii (MCbLITAHMIA)
C HeJIbI0 ONEHKH OHOJIOrHYecKOoro NeiicTBHSI MeIHIIHHCKHUX H3ae uii

IIpaBuna U310KUTE B CIeyIONIEH pelaKkinu:

«YTBEPXJIEHBI

Pemenuem CoBera
EBpasuiickoli 5KOHOMHYECKOH KOMUCCHH
ot 16 mast 2016 1. Ne 38
(B penakuun Pemenust Cosera
EBpasuiickoil 5KOHOMHUYeCKOH KOMUCCHU
ot 17 mapta 2022 r. Ne 26)

IMPABUJIA
NPOBEICHHST HCCIeN0BAHNN (MCIIBLITAHUIT) ¢ HeJIbI0 OLEHKH
OHMOJIOrHYecKOro AefCTBHS MeHIHMHCKAX U3/ eTHii

I. O0mwe nmosoxxeHus

1. Hactosipe [lpaBuna ycramaBiuBaroT B pamkax EBpasuiickoro
DKOHOMHYECKOro coro3a (mamee — Coro3) NOPSAOK — MPOBEJEHHS
MCCIIEOBAHNI (MCIIBITAaHUH) € 1IeNBbI0 OLEHKH OMONOTHUECKOTrO MeifCTBUS
MEIUIUHCKUX HM3IENUN JUlsl  perucTpauud (najee — HCCIeIOBAHUS
(MCTIBITAHKs)), BKJIHOYAs TPeOOBAHHUSI K YIOJHOMOYECHHBIM OPTaHU3AIMsIM,

MMEIOUIMM TpaBO TPOBOAWTE MCCIENOBAaHUS (MCIbITaHUs) (mamee —

YIIOJIHOMOYEHHbIE OpPraHM3alkH).
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2. Jlnst neneit nacrosmmx TIpaBUiT HCMOJIB3YIOTCS HOHATHS, KOTOPBIE
O3HAYaloT CJIeYIOIIEe:

«KaTeropus MEAMIMHCKOIO U3JIEHsI» — KIAcCU(UKALMOHHBIN TPU3HAK
MEIMIUHCKOIO W3MeNHs, ONpENeNsieMblii TpH BBEIOOpE METOJOB OLECHKH
OMONIOrMYecKoro JeWCTBHS MEIULMHCKOTO H3JENHS B 3aBUCHMOCTH OT
TPYNIIEL, BUJA ¥ NPOJIO/DKHTEIbHOCTH KOHTAKTa MEAUITMHCKOTO U3JICITHS;

«MaTepua — CHHTETHYECKUH MIM IPUPOAHBIA MOJMMEp, MeTall,
CIUIaB, K€paMUKa WM JPYrodl HEXU3HECIIOCOOHBIH MaTepuan, BKIIOYAs
HEKM3HECTIOCOOHYIO0 OHOJIOrMYecKyI0 TKaHb (He MMEIOLIYIO TOTeHIHaa 1is
MeTaboNIN3Ma Ul Pa3MHOXKEHUS ), TIPHMEHsIEMBIE B KAUECTBE MeIHIUHCKOrO
U3JIeNs UK eT0 YacTH;

«o0pasel]  MEIULMHCKOTO  W3NENUs» — W3JAENHe WAM  ero
PENpe3eHTAaTHBHAS YaCTh, HETIOCPEACTBEHHO MOJ[BEpraeMble HCCIIETOBAHUIO
(MCIBITAHHIO);

«THIIOBOW 00paser MEIMUMHCKOTO H3/eus» — obpasell, BHIGPaHHbIH
U3 TPYNNbl MEIMLMHCKUX H3IeNUi, OTHOCAIIMXCS K OJHOW KaTeropuw,
IIPOMU3BEJIEHHbIX OJHMM IPOU3BOJUTENEM 110 €IMHOM TeXHUYECKOM
JAOKYMEHTALUY W HMEIOIIMX OJIMHAKOBBIE cocTaB (Marepuai), obnacTh u
yciosus npuMeHeHus. Ilpn aToM BbIGOpKa THUIOBHIX 0OPA3lOB 110 COCTABY
MEIMUMHCKUX H3JCIUH JO/DKHA OTPaKaTh BCIO COBOKYIIHOCTH TPYIIITHI
OJTHOPOJTHBIX MEJIMIMHCKUX M3IENMH C ydeToM pasiduyuii B CBOWCTBAx
MEIMLIMHCKUX U3ICNIUH OTAENbHBIX Mojieiel (MapoK) B TaHHOM IpyIIe.

Vinbie  moOHsSTHS,  MCIONb3yeMble B HACTOsmMX  IlpaBmiax,
MPUMEHAIOTCS B 3HAUEHUSIX, ONpPeeIeHHbIX akTaMu opraHoB Corosa B chepe
0OpalleHus] MeIUIIMHCKUX H3EIHIA.

3. Uccnenopanust (MCIBITAHUS) MPOBOAATCS B LENAX YCTAHOBIIEHHUS
COOTBETCTBUS MEAMIIMHCKOrO uzgenus OOmuM TpeboBaHusM 6e30acHOCTH

1 5P OEKTUBHOCTH MEMIMHCKHUX H3/eNHil, TpeGOBAHUSIM K MX MAPKUPOBKE U
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OKCIUIyaTalMOHHOW JOKYMEHTAllUd Ha HWX, YTBEPXKIEHHBIM PereHueM
Coseta Espasuiickolf skoHoMHuueckoil komuccuu ot 12 despans 2016 r.
Ne 27 (nanee — O6mue Tpebopanmus).

4.1lpy mpoBeneHMH MCCIENOBAaHUN  (MCHBITAHMH) —[IPHMEHSIOTCS
TpeOOBaHKsl ~ CTAHIAPTOB, BKJIIOYEHHBIX B  [€PEYeHb  CTAHIAPTOB,
B pesysibTaTe MPUMEHEHHUs] KOTOPLIX Ha JOOPOBOJIBHONW OCHOBE MOJHOCTBIO
WM YaCTUYHO 0OecreynBaeTcsi COONIOMEHHE COOTBETCTBHUSI MEIULIMHCKUX
uznenuid O0muM TpeboBaHKsM, a TaKXKe METOIBI (METOIMKHI) HCCieI0BaHMI
(McrbITaHui), aTTeCTOBAHHBIC (BAIMAMPOBAHHbIE) M YTBEPIKACHHBIE B
COOTBETCTBMHU C 3aKOHOAATENBCTBOM rocyaapcersa — wierna Corosa (manee —
roCyJapCcTBO-UJIeH).

5. McenenoBanust (MCHbITaHKS) IPOBOASATCS B BHIOPAHHBIX 3asBUTEIEM
MCTIBITATENIBHBIX J1ab0opaTopusX (LleHTpaX), CBEJEHUSI O KOTOPHIX BKIIFOYEHEI
B €IUHBIH DPEeCTp YIOJHOMOYEHHBIX OpraHH3alWi, HMMEIONHUX IIPaBo
IIPOBOJUTE HCCIIENOBaHUs (MCTIBITAHMS) MEAUIIMHCKUX M3MEUM B IEIAX HX
PEerucTpaluu (Aaee — peecTp ynoTHOMOYCHHBIX OpraHu3aLuif).

DopmMupoBaHUE U BEJIEHHE PEECTpa YIONHOMOYEHHBIX OpraHH3alluii
OCYMIECTBATCS  EBpasuiickoll 5KOHOMHYECKOH KoMuccued (mamee —
Komucens) B coorBercTBHm ¢ IlopsikoM (OPMHEpOBaHHS M BeneHHs
MHPOPMalUOHHON cucTembl B cdepe oOpalleHus MeIMIMHCKHX H3/IeNHil,
yTBepikaeHHbIM Pemenuem CoBera EBpasuiickol SKOHOMHUECKON KOMUCCHU
or 12 despans 2016 r. Ne 30, Ha OCHOBe CBeIEHHIl, [IpeACTaBIIsIEMBIX
opraHamu rocynapcTBEeHHOI BJIACTH roCyIapCTB-UJICHOB,
YHOJIHOMOYEHHBIMH ~ Ha  OCYLIECTBIeHHEe M (WIH)  KOOPAMHAIMIO
JIEATENIBHOCTH B cepe oOpalleHHs MEIUIMHCKAX W3eIui (namee —

YIIOJITHOMOYEHHBIE OPraHbl), C MCIOJIL30BAHHEM CPEJICTB MHTEIPUPOBAHHON

nH(OpMaLKOHHOH cucTembl Coro3a.
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6. MccnenoBanust  (MCTIBITAHUS)  IPOBOASITCS B OTHOLIEHUHU
MEIMLUMHCKAX W3AENUH W (WIM) IPUHAAJISKHOCTEH K HUM, MPSMO WK
OIIOCPE/IOBAHHO KOHTAaKTHPYIOIIUX C I[OBEPXHOCTBIO TeNla 4YeJOBEKa, €ro
CIIU3UCTBEIMU 000JIOUKAMH, BHYTPEHHUMH CpelaMy OpraHu3ma, JUisi KOTOPLIX
yKa3aHHOE B3auUMOJIelcTBUE (KOHTAaKT) SBJIETCS HEOOXOMUMBIM ISt
BBITIOJIHEHHS MX (DYHKIUU.

7. PesysbTaThl UCCIIeIOBAHUM (MCTIBITAaHU ) CUUTAOTCS
OTpHLIATE]LHBIMU B Cllyyae, €CIM IpelcTaBleHHBle oOpa3ipl (0bpasern)
MEIULMHCKOTO U3JIEIHS HE COOTBETCTBYIOT TpeOOBaHMSIM O€30I1aCHOCTH.

8. YIonHOMOYeHHas OpraHu3alus, KOTopas MPOBOJMUT MCCIIENOBAHUS
(McnbpITaHMsI), a TaKKe CIELHAIUCTBl ATOM OpraHu3alMu, IIPOBO/ISIINE
MCCIIEZIOBaHMsl (UCIBITAHUS), HE MOTYT HAXOMHUTBCS C IIPOM3BOAUTEIEM
MEJUIHUHCKOIO M3Je/Ms, €ro YNOJIHOMOYEHHBIM MIpeJCTaBUTEIEM HIIH
JAPYIMMH 3aMHTEPECOBAHHBIMU B pE3yJIbTaTaX UCCIICJOBaHMM (MCIIBITAHUI)
JIMLIAMH B OTHOIIEHHUSIX, BIUSIONINX HA UX OECIIPUCTPACTHOCTb.

KomMmepueckoe, (¢uHaHCOBOE WIM HWHOE JaBJIEHHWE, CTaBsllee
OecnpuCTpacTHOCTh  YHNOJHOMOYEHHOM — OopraHwu3auuu,  [pOBOIAIIEH

uccieoBanysl (MCIBITaHusl), IO yTPo3y, He JIOMyCcKaeTcsl.

I1. Ilopsok mpoBeaeHus ucciielOBaHUN (MCTIBbITAHM)

9. UccenenoBanust (MCIIBITAaHUS ) BKITFOYAROT B ceOsl:

a) oNpee/ieHHe CAaHUTAPHO-XUMHUECKUX ITOKa3aTeei;

0) oLleHKy OMOJIOTMYECKOT0 JeHCTBUSI B YCIOBHSX in Vitro W in vivo.
Onenke moyiesxar BUABI OMOJIOTMYECKOIO JEHCTBUSI UCXOJIST U3 KATErOpHH
MEJULUHCKOTO U3JIeIIHS;

B) MUKPOOMOJIOTMYECKHE UCCIIeIOBAHMS (MCIIBITAHMS).
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10. ins nposefeHust vcciaenoBaHuil (MCIBITAHHN) 3asBUTENb MOIAET
B YIOJIHOMOYEHHYIO OpPraHH3allMi0 3asBKy, COJAEPIKALIYIO CJIELYIOLIYIO
UH(OpMALHIO:

a) HaUMEHOBaHUE MEIUIHHCKOIO U3/IeNUs;

0) HaMMeHOBaHWE  3asfBMTENS, €ro MeCTO HaxXOXJeHus (ampec
IOPUIMYECKOTO JIMI@) — JUIsl IOPUAMYECKOro JIMNA Wi (paMUIIHs, HMS,
OTYECTBO (TPU HAJIMYHMHK), MECTO JKMTENbCTBA — s (PU3MUECKOro JIHIA,
3apETUCTPUPOBAHHOTO B KAuyecTBE HMHAMBUIYaIBHOTO IIpeIIIPUHAMATEIIS,
CBELCHUS O TOCYNapCTBEHHOM pErucTpalvy OPUIAYECKOTO LA WIH
(bE3HYeCKOro JMma B KayecTBe HHIMBHYAJIHHOTO IpPEApPHHAMATENTS,
a TaKKe KOHTaKTHbIC JaHHbIE 3asBUTENs (HOMep TeneoHa, ajpec
DJIEKTPOHHOMU [TOYTHI);

B) HAUMCHOBAaHME TIPOU3BOJMUTENS, €r0 MECTO HaXOXKAEHHs (ampec
IOPUINYECKOrO JIMIA) — JUls IOPUAMYECKOro Jiuna Wid (QaMuaus, Mms,
OTYECTBO (TPU HAIMYMHU), MECTO JKUTENbCTBA — I (PU3MYECKOTro JIHIa,
3apEeruCTPUPOBAHHOIO B KAUECTBE MHAMBUIYAILHOTO MPeIPUHUMATES,

I) CBEJeHUs] O IIPOU3BOJCTBEHHONM mIIomanKe (IPOU3BOACTBEHHBIX
IUIOLIA/IKaX) — HAMMEHOBAHME IOPUIMYECKOrO JIMIA WIM (DAMIIIHS, WMS,
OTYeCTBO (MpU HanmM4yuy) (H3UYECKOTO JIMIA, 3apETHCTPHPOBAHHOTO B
KaueCcTBE WHIMBH/IYaJIbHOTO MpPEANPUHUMATENs, a TakXe ajpec MecTa
OCYLLIECTBJICHHUS JIEITENLHOCTH;

1) WACHTU(QUKALMOHHBIE TPU3HAKK 00pasla MeIUIHHCKOTO H3IeNus
(Mapka, Mojienb, Macca, 06beM, JaTa NPOM3BOACTBA (U3rOTOBIEHHS), CPOK
FOJIHOCTH (CPOK CilyxObl), KaTaloXHbIf HOMep, 3aBOJCKOH (cepHitHblil)
HOMEp (HOMED CepuM, mapTuu (JIota)) u Jap. (eCam MPUMEHHMO));

€) KJIacc NOTEHUMALHOTO PUCKa IPUMEHEHHS MEAULIMHCKOTO H3/IEIHS,
onpefiessleMbl B cOOTBeTCTBMM ¢ [IpaBunmamu  kiaccupukanuu

MEIMUMHCKUX H3JEJIMA B 3aBUCUMOCTH OT IHOTCHUHAJIBHOT'O  pHCKa
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NpUMEHeHHUs, yTBepxkJeHHbIMU  Pemenunem  Kosernun — EBpasuiickoit
OSKOHOMMYECKON Komucceuu oT 22 nexadbps 2015 r. Ne 173;

’K) Ha3HaYeHue 1 001acTh MPUMEHEHHUS MEAMIIMHCKOTO U3IEITHSI.

11. K 3asiBke npunaraiotes clieAyroliue J0KyMEHTHI:

OKCITyaTal[MOHHass JIOKYMEHTallMUsd M TeXHWuYecKas IOKyMeHTAaIlUs
(TexHuueckuid (ailn) Ha MEIULUHCKOE H3/eiHe, B TOM 4ucie pabouue
4EPTEXKH, TAONUIBI U CXEMBl, HEOOXOAUMEBIE IS ITPOBENECHUS HCCIIeN0BAHMI
(ucnpitanuit). TpebGoBaHus K CcoIepXaHHIO TeXHWYecKoro (aiina Ha
MEIULMHCKOEe u3/leie ycTaHoBJeHbl mnpunoxeHueM Ne 3 k [lpaBunam
IPOBENECHUS  KIMHMYECKMX W KIMHUKO-A0OPaTOPHBIX  MCIBITAHUMN
(MccrenoBaHUM) METMIIMHCKUX U3/ICIIHi, yTBepKAeHHEIM Perennem Coseta
EBpasuiickoil skoHOMHYecKOW Komuccun oT 12 ¢espans 2016 r. Ne 29,
Ha MEIMUMHCKOE H3JeNiue Ui AMAarHOCTUKHU in vitro — mnpunoxenuem Ne 5
K TpeOoBaHUSAM K BHEJPEHHIO, TMOJEPIKAHUIO M OILEHKE CHUCTEMBI
MEHE/DKMEHTa  KayecTBa  MEOUUUHCKMX  U3JIeJUHd B 3aBUCHMOCTH
OT MOTEHIHAIBHOTO PHUCKA HMX HNpPHUMEHEHHS, YTBEP)KIAEHHBIM PeleHuem
Coseta EBpasuiickoil skoHoMHYeckod komuccuu oT 10 HOsOpa 2017 r.
Ne 106;

AOKYMEHTBI, COAEpXKallue [aHHble O MAapKHpPOBKE M YIIAKOBKE
MEIMIIMHCKOTO U3/ENHUsl (IIOJTHOLBETHBIE MAaKeThl YITAaKOBOK U 3THKETOK);

IepeYeHb CTaHJapTOB, KOTOPHIM  COOTBETCTBYET  MEIMIIMHCKOE
U3Meliie, a TakXkKe MeTONOB (METOAMK) MWCCIe/J0BaHui (MCHbITaHuiA),
aTTECTOBAHHBIX (BAJMAMPOBAHHBIX) W YTBEPXKIEHHBIX B COOTBETCTBHUU C
3aKOHOZATENILCTBOM TOCYJapCTBa-uJIeHa,;

KOIIMK  IIPOTOKOJIOB HCCIEAOBAHMM (MCHBITAHUH) MEIMIMHCKOTO
H3fenus U (MIM) MaTepuanoB, U3 KOTOPBIX H3rOTOBJIEHBl MEAUIIMHCKOE
M3genue W (MiIM) TNPUHAIJIEKHOCTH K HeMy, TPOBENEHHLIX B MHBIX

YHOJIHOMOYCHHBIX  OpraHu3alludaX W [HOATBEPKAAIOINUX COOTBETCTBUE
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MeIUIMHCKOro wu3nenus OOwmmM TpeboBaHUsIM, W (WJIK) MPOTOKOJIOB
COOCTBEHHBIX HCCIIENOBaHUH (MCIBITAHMIT) MEIMIMHCKOrO M3/enus (Ipu
HAJIMYHH );

JAOKYMEHTBI, COJCpIKAIlMe CBEJIEHHs O JIEKApPCTBEHHBIX CPENCTBAX B
cocTaBe MEAMIMHCKOIO U3JEIns], X COCTaBe, KOJIMYECTBE, O COBMECTHMOCTH
JICKApCTBEHHOTO CPEACTBA C MEAMUMHCKUM u3feinueM (Npd HAIMYUH B
COCTaBe MEJTUIIMHCKOIO M3/IEIIHsl JIEKAPCTBEHHBIX CPEJICTB);

JOKYMEHTBI, COAEpIKallie CBENEHHs O MarepHwanaxX (B TOM YHUCIE O
COCTaBe, MapKax M IPOU3BOJUTEINAX MaTEpHAIOB, HAIMYUH Ie3UH(EKTAHTOB,
OMOJIOTMYECKH ~ aKTMBHBIX  BEIIECTB,  OMOKJIETOYHBIX  IIPOJYKTOB,
HaHOMATEPUAIIOB), U3 KOTOPBIX M3TOTOBJIEHBI MEAUIMHCKOE U3Menue 1 (HIH)
NPUHAIJISKHOCTH K HEMY, a TaKXkKe JOKYMEHTBI, MOATBEPIKIAIOIINAE WX
COOTBETCTBHE 3as1BJICHHBIM XapaKTePHUCTUKAM;

UHBIC JTOKYMEHTEI, IIOATBEPXKAAIOIINE COOTBETCTBHE MEIUIIMHCKOrO
usjenns O0umm TpeOoBaHusIM (IPH HATHYUKH).

B ciyuae ecnu TOKyMEHTBI COCTaBIIEHbI HA HHOCTPAHHOM SI3BIKE, K HUM
MpUIIAaraeTCs TepeBOJ] Ha PpYCCKUM A3bIK, 3aBEpEHHLIH B  IOpsJKe,
YCTaHOBJIEHHOM 3aKOHOZATE/bCTBOM TI'OCY/JapCTBa-4IeHa, Ha TEPPUTOPUM
KOTOPOTO MPOBOAATCS UCCIENOBAHUSI (MCTTBITAHMUS).

12. YnonnomouenHast opranusaruss B Teuenne 10 paGoumx muHel c
JaTel IIOJa4M 3asBKH, YyKa3aHHOW B nyHkre 10 macrosiuux [Ipasun,
IIPOBOAUT aHAIM3 3TOM 3asBKM M IpPHIAraéMbelX K Hell JIOKyMEHTOB M
IPUHUMAET PEIICHHe O BO3MOXXHOCTH (HEBO3MOXKHOCTH) IIPOBEAEHMUS
MCClleIOBaHUM (MCIIBITAHMUI).

13.B ciyyae mNpUHATHS pEIIEHHS O BO3MOKHOCTH IIPOBEICHHS

MCCIICIOBaHMA (UCIIBITAHUH) YMONHOMOYEHHAs OpraHu3alusl 3aKiIioyaeT ¢

3asBUTEJIEM COOTBETCTBYIOLIMIA JIOTOBOP.
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14.B ciyyae OpuHSTHS pEIIEHHS O HEBO3MOXKHOCTH IPOBEICHUS
MCCIIE/IOBAHMN (MCTIBITAHMH) YIIONIHOMOYEHHAs OpPraHM3allisl YBEIOMIISET B
MUCbMEHHOH (opMe 3asBUTENs 00 OTKase B ITIPOBEACHHH MCCIIeTOBAHMIA
(McnbiTanuii) (C yKasaHWEM NPUUHMH), a TaKKe BO3BpAIaeT 3asBUTEITIO
OpPUT'MHAJIBI JIOKYMEHTOB, IIPHIaracMble K 3asiBKe.

15. B Xone npoBenenns uccnenoBanuii (MCIbITaHMH) YIIOJTHOMOYEHHAas!
OpraHM3alsi COTPY/IHMYACT C 3asIBUTEJIEM B CBSA3M C BBINOJIHSIEMO paboTOil.,

16. Ilpy  sakiroueHMH [oroBopa Ha TNPOBENCHHE HCCIENOBAHMI
(McnBITaHMIA):

a) OIpeJIesIIeTCsl KaTErOPHUst MeIULHUHCKOTO H3/ICIIHs;

0) paspabaThIBaeTCsl YIOJIHOMOYEHHOH OpPraHM3alMell COBMECTHO
3asBUTEJIEM NTPOrPaMMa UCCIle0BaHUN (MCIIBITaHuIA);

B) COMNIACYETC C  3asfBMTENEM M YTBEPXKJAeTCs DPYKOBOJHTENCM
YIOJTHOMOYEHHON OpraHU3alyy IporpaMMa Uccie10BaHmii (McTBITAHMIA).

17. Uccnenopanyst  (MChibITaHMS) — MPOBOISATCS — HAa oOpasiiax
MEOULWHCKOIO M3JIeHs, IpPENCTABICHHBIX 3asgBUTEEM B COOTBETCTBUU
C IIPOrpaMMOM MCCIIENOBaHUN (HCTIBITAHMIA ).

OT6op  00pasLoOB  MENMUMHCKOTO — M3AeiMsi  JUIs [IPOBEACHUS
MCCIIE/IOBAHNH (MCIIBITAHMI) OCYIIECTBIISICTCS B COOTBETCTBHH C IIPABUJIAMH,
ONPE/C/ICHHBIMU  CTAHAAPTAMM HIJIH aTTECTOBAHHBIMH (BAIIMAMPOBAHHEIMH)
MeToJaMu (METOJMKAMU) HCCIEI0BaHUMN (MCIIBITAHMIT).

18. OtOop 00pasloB MEIULIMHCKOTO — W3Meius OCYILLECTBIISETCS
3ajBUTENIEM WM IO €ro MOPYYEHWIO YIIOJHOMOYEHHOW OpraHu3anuei B
NPUCYTCTBUU 3aBUTEJIS.

B ciaysae ecmm  ot6op  06pasnoB  MEIMIMHCKOrO — M3meNHs
OCYLIECTBJISACTCS 3asgBUTENIEM, PE3yJbTaThl 0TOOpa OGOPMISIOTCS aKTOM

npuema-mepenadn o0pasloB METHIIMHCKOTO W3J1ETHSI.
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B cmyuae ecam  oTOop  00pasioB  MEAMLIMHCKOTO  W3JIEJHS
OCYILECTBJISICTCS.  YIMOJTHOMOYEHHOH — OpraHuMsaludedl Mo  MOpy4YeHHIO
3asBUTEIIs, Pe3yJbTaThl 0TOOpa O(OPMIIIOTCS akToM oTOopa 06pasIoB
MEJIMLIMHCKOTO U3/IeNTusl,

19. Ha Bcex sramax XpaHeHHs, TPAHCIOPTHPOBAHUS U TOATOTOBKU K
UCCIIeJOBaHUsIM  (MCIIBITAHUSIM) OTOOpPAHHBIX O0pa3loB  MEIUIMHCKOTO
U3eNUsT  HOJDKHBL  coOmofaTthess  TpeOOBaHHMS,  YCTAHOBJIEHHBIE B
OKCINTyaTallMOHHBIX JJOKYMEHTaX Ha MEIUIMHCKOE U3/eIue.

20. Ilpy HamMuMM TpyNNbl  OJHOPOAHBIX MEIUIMHCKUX H3IeIHi,
yKa3aHHBIX B TIpOrpaMMe€ HMCCIIeIOBaHUN (MCHBITAHWI), JOIyCcKaeTcs
IPOBE/ICHUE  UCCIICOBAaHWM  (MCNBITAHWI) Ha  THIOBBIX  oOpasmax
MEIUIMHCKHUX U3CIIUN.

B ciayyae nposeneHusi uccrnefoBaHuii (HUCIBITAHMNA) Ha THUIIOBBIX
oOpasiax B  NPOTOKOJE  HCCIAEAOBaHMM  (MCHbITaHMiT)  nemaercst
COOTBETCTBYIOIIAS 3aITHCE.

21. MccnenoBanus (MCTIBITaHMs) BKIIKOYAIOT B CEOS CIIELYIOIHE JTAIIbI;

a) aHaJIM3 IOKYMEHTOB, YKa3aHHbIX B MyHKTe 11 Hacrosumx [Ipasu;

0) KOPpeKTMpOBKA NpOrpaMMbl HCCIefoBaHul (McnbITanuil) (mpu
HEOOXOTUMOCTH);

B) TIOJIy4CHKE CTaHAPTHEIX 00pa3ioB (pu HEOOXOAUMOCTH);

r) orbop WM TONydeHHe OOpasioB MEIMIMHCKOIO H3JeNHs U UX
MIeHTU(UKALMS HA OCHOBE TIPEJICTABJICHHBIX 3asBUTENIEM AAHHBIX;

1) IpOBEJIEHUe UCCIEeOBAaHMiI (MCIIBLITAaHUI) MeJULIHCKOTO W3J1eHs,
IpeyCMOTPEHHEIX IIPOIPaMMOM HcclleIoBaHM (MCTBITaHM );

e) opopMmileHHe U BBIAYa 3asBUTENIO IIPOTOKOJIA HCCIeIOBAHMIA

(ucnpiTanmi) 1o (QopMe  COrNaCHO MPHIOKEHUIO M IIPOrpaMMbl

UCCIIEIOBAaHUH (UCTIBITAHUT).
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22. VccnenoBanus  (HCIBITAHWS))  HPOBOJAATCS  YIIOJTHOMOYEHHOM
opranusanueii B reuenue 30 paboumx mHel ¢ narel MOCTYIUIEHUSI 00pa3IoB
MEJIMIMHCKUX U3/CJIMH B YIIOJTHOMOUEHHYIO OPraHM3aliio B COOTBETCTBUH C
IpOTPaMMOM KCCIeTOBaHUN (MCIIBITAHUM) IIPH YCIOBUH OIUIATHI 3asiBUTENIEM
padoT, BBIMONHAEMbIX YIOIHOMOUYEHHOM OpraHu3alieii B COOTBETCTBHH ¢
3aKIIIOYCHHBIM J10roBOpoM. CpoK MpOBEIeHUsT HCCIeOBAHMM (MCIIBITAHMIA)
MOXET OBITh NPOJJIEH B CIydYasX, Koraa Goliee Hpo0KHUTEbHBIN CpOK
pelyCMOTPEH METOIOM (METOAMKOM) HccejoBaHuil (MCIBLITAHuUH).

23. Pe3ynbTaThl KaX[I0TO MCCNEJOBaHUS (UCTILITAHUS) WM CepHH
UCCIIe0BaHU N (MCTIBITAHMI ), IIPOBEIEHHBIX YIOJIHOMOYEHHOI
OpraHM3allied,  JOJDKHBI ~ ObITh  cOPMYNHPOBaHBl  TOYHO,  YETKO,
HEJ[BYCMBICJIIEHHO U 0OBEKTHUBHO.

24. B npotokoJie uccneoBaHnii (MCIBITAHUM) TPUBOISTCS CBENEHHS O
MeTofax  (METOQMKax) HCCIeNOBaHWM  (MCHBITAaHHHM) Uil KaKIoro
OTIPEENAEMOro MNOKa3aTeNsi ¢ yKa3’aHHEM PEKBH3UTOB COOTBETCTBYIOIIUX
JIOKyMEHTOB (W11 MeTOAOB (METOAMK) HCCle OBaHuit (ucneITaHui),

OIIMCAaHHBIX B CTaHdapTaX, YKa3bIBalOTCH COOTBCTCTBYIOIIIME ITYHKTBI

CTaHIapTOB).
25. JIoKyMeHTEI, Kacaroluecs [IPOBEACHUSI HCCIIeJOBAaHUH
(McnbITaHUiL), XpaHsTCs YIIOJTHOMOYEHHOM opraHu3anuen B

CHCTCMATHU3UPOBAHHOM BHIIC B TCUHCHHUEC CpoOKa, YCTAHOBJICHHOTI'O

3aKOHOIATEIILCTBOM IrocyjapcTBa-yjieHa.

III. TpeboBanns K yIoJIHOMOYEHHBIM OpPraHU3aLKsAM U OPSIIOK
OLEHKH MX COOTBETCTBUS YKA3aHHBIM TPeOOBaHMAM
26. Bkmouenue MCMBITAaTeNbHON J1aboparopun  (LeHTpa) B peectp
YTIOJIHOMOYCHHBIX OpraHHM3alMi OCYIIECTBISETCS IPH €€ COOTBETCTBHH

CJICAYIOIINUM KPUTEPUSIM:



11

a) HAIMYMe PErMCTpallil MCIBITATeIbHON nabopatopun (IeHTpa) WM
OpraHu3allii, B COCTaB KOTOPOH BXOAMT MCIbITATeIbHAs J1abopaTopHs
(ueHTp), B KaueCTBe IOPUAMUECKOr0 JINLA HA TEPPUTOPHH TOCY[apCTBA-U/IeHa
B COOTBETCTBHHU C €I'0 3aKOHOJATEILCTBOM;

0) Hanmuuue JEUCTBYIOIICH aKKpeIuTalnuu UCTIBITATEJILHO
naboparopuu  (UEHTpa) B  HAUMOHAILHOH  CHCTEME  AKKDEIUTALMH
rocyzapcrBa-4jieHa,

B) HaJlMyKe B OOJIACTH aKKPEIMTALMH HCIIBITATENBHON nabopaTopun
(LeHTpa) MEIMLMHCKUX U3eMUH ¥ (WIM) IPYNN OQHOPOAHBIX MeAUIMHCKIAX
U3/IJIMH, a TAKKe BUJIOB U METOJIOB MCCIIEIOBaHU# (MCIILITAHMI);

) HAIMYME CHUCTEMBl MEHEDKMEHTa KadecTBa M COOJIOIEHHE
WCTIBITaTeNIbHOM  jabopatopueil  (meHTpoM) — TpeOGOBaHHI  CHCTEMBI
MCHEIDKMEHTA Ka4eCTBA, YCTAHOBJIEHHBIX B PYKOBOJACTBE [0 KAyecTBY
HCIIBITATENBHOM TabopaTopuu (eHTpa);

J1) HATMYKMe HOPMATUBHBIX MPABOBHIX aKTOB, JOKYMEHTOB B OBGNACTH
CTaHIapPTU3AINH, IIPABUII U METOJOB (METOIMK) UCCIIE0BAHUM (MCIIBITAHMIA)
M HU3MEPEHMH, B TOM YMCIe IpaBui oTOopa oOpasioB (pob), W HHBIX
JIOKyMEHTOB B 00/IacTH aKKpEeAMTALMK HCIBITATENbHON 1abopaTopun
(LeHTpa), a Take COOMOACHHE UCHIBITATENLHON NabopaTopHeil (ueHTpom)
TpeOOBaHUH JJAHHBIX [OKYMEHTOB;

¢) HaIMYKE Yy  COenuamucra  (CIENUANMCTOB)  HCIIBITATEIbLHOIN
naboparopuy  (II€HTpa), HEMOCPEACTBEHHO BBINOJHSIOMEr0 paGoThl MO
HCCIIEIOBAHUSAM (UCTIBITAHUSIM ):

BBICLICTO  00pasoBaHus, JHOO  CpeiHero  mpodeccHOHATBHOrO
obpasoBanusi, OO JOTNOTHUTENLHOTO PO(ECCHOHATLHOTO 06PA30BAHHUS 110

HpO(I)HJHO, COOTBETCTBYHOIIEMY obnacTu AKKpCAUTalluH,
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OmbITa pabOTHI, CBA3AHHOH ¢ MCCIeTOBaHUAMM (MCIBITAHHIMHM),
W3MEPEHMAMH B OONACTH  aKKpeIWTallu, yKa3aHHOW B  peecrpe
aKKpeIMTOBAaHHbIX JIMI], HE MeHee 2 JIeT.

27. Vcnibiratenbhas nabopatopus (UEHTpP) MOAACT B YIIOJHOMOYEHHDII
OpraH 3asBKYy O BKJIFOUCHUH B PEECTP YHOJIHOMOYEHHBIX OpraHH3aIHii.

K 3asiBKke mpuiaraiorcs HOKyMEHTBI, OATBEPKIAMOIIIE COOTBETCTRUE
MCIIBITAaTeNbHOIT JTabopaTopuu (LeHTpa) KPUTEPUSIM, YKA3aHHBIM B TIYHKTE 26
Hactosmux [Ipasuo.

B 3asBKe ykaspiBaeTcsi MHGOPMALUs 0 MEAUIMHCKHX W3IETHSIX U (nmm)
OJTHOPOIHBIX IPYNNaxX MENUUMHCKUX M3AETMH, a TakiKe O BUIAX M METOIax
MCCIENOBAaHUN  (MCIIBITaHWi), KOTOphle BKJIOYEHBI B  00JacTh ee
AKKPCANTAMA M B OTHOLICHHH KOTOPBIX MCIBITaTeNbHas JabopaTopus
(LleHTp) Mo/IaeT 3asBKy.

28. YmonHOMOYeHHBIH opraH B Tedenwe 10 paboumx aHedl ¢ maThl
MOJIyYEHHsl OT UCIBITATEIbHOM JJabopaTopuu (IIeHTpa) 3asBKH O BKIIIOUEHUH
B peecTp YMOJHOMOYEHHBIX OPraHU3alUil pacCMaTPHBAET YKa3aHHYIO 3asBKY
1 COODIIAET UCIIBITATEIBHON JTabopaTopuu (LIEHTPY) O IPHHATOM peleHun B
NUCbMEHHOH (opMe IMyTeM nepefaul yBeAOMIICHHS JIMYHO TI0J POCIIHCE €€
PEICTABUTEIIO, OO HANPABIISET €ro 3aKa3HBIM [OYTOBBIM OTIIPABJICHUEM
C YBEIOMJIEHHEM O BpYYEHHH, JIMOO IepelaeT ero B SJIEKTPOHHOM BHJIE I10
TCIEKOMMYHHKALMOHHBIM KaHalaM CBS3M MM B (HOPME 3JIeKTPOHHOTO
JAOKYMEHTa, MOIIMCAHHOTO DJIEKTPOHHON IKU(POBOH MOANUCHIO.

29.B cilyyae TNPUHATHS YHNOIHOMOYEHHBIM OPraHOM peIleHHs] O
BKIIIOUCHWM  MCIBITATElbHOM  jlabopatopuu  (IleHTpa) B peecTp
YHMOJIHOMOUYEHHBIX OpraHu3aluii CBeeHUs 00 MCTBITATENILHON J1abopaTopHu
(uenTpe) wHanpapmsioress B KoMHCCHIO ¢ HCHOJIB30BaHHEM CPEJICTB
MHTErpUpOBaHHON WH(OpManMOHHONW cucrteMbl Coro3a JUIST BHECEHUS B

peecTp YHIOJIHOMOYECHHDLIX OpFaHHBaHHﬁ, d TAKXKXC MOTYT pasMelarhbCcs Ha
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opuIHATEHOM  caiiTe  YNOJIHOMOYEHHOro opraHa B HMH(OPMAIMOHHO-
TENIeKOMMYHHKAIMOHHOU ceTn «HTepHEeT.

30. B cityuae HECOOTBETCTBHSI HCIIBITATENLHOM abopaTopun (ueHTpa)
OAHOMY M3 KPUTEPHMEB, YKa3aHHbIX B MyHKTe 20 Hacrosmux IlpaBun, u
NPUHATHS pelieHns 00 OTKase BO BKJIIOUEHHH HCIBITATEbHON JlaGopaTopun
(LIleHTpa) B PEECTp YIOJIHOMOYEHHBIX OPraHU3aMH YITOMIHOMOYEHHbIH opras
YBEAOMIISET HCHBITATEIBHYIO JlabopaTopuio (LIeHTP) O NPUYHMHAX OTKA3a B
MHCbMEHHOH (opMe MyTeM Nepenadn yBeJOMIEHHs JIMYHO TOJ POCIHCH ee
MPENCTaBUTENIO, THO0 HANPABJIAET €ro 3aKa3HbIM MOYTOBEIM OTIIPABIEHHEM
C YBEJOMIICHHEM O BPYYEHHH, MO0 IepeaaeT ero B 3JeKTPOHHOM BHJIE I10
TEJICKOMMYHUKAMOHHLIM KaHalaM CBS3d WIM B (OpPME 3JIEKTPOHHOTO
JAOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOH NU(POBOI MOMITUCHIO.

31. ObxanoBanue pelieHus YIIOJTHOMOYEHHOTO opraHa
OCYIIECTBIISAETCS B COOTBETCTBUH C 3aKOHOATEILCTBOM IOCY1apCTBa-4JICHA.

32. XpaHeHue, cucTeMaTH3alWs W W3MeHeHMe HHOPMALUH 06
YIOJIHOMOYEHHBIX OpraHu3aIusX, a TaKXe 3aluTa oT
HECAaHKIIMOHUPOBAHHOTO JIOCTYyTIa K Hel obecrieunBaloTCs
YIOJIHOMOYEHHBIMH OpraHaMH.

33.Peectp  ynoONHOMOYEHHBIX — OpraHuzanuii  nybimkyercss Ha
nH(popmaronHom nopraine Corosa.

34.B cnyyae M3MEHEHUS CBEIEHUM, COJCPIKAIINXCH B peectpe
YTOJIHOMOYEHHBIX OpraHHu3alui, YIOJIHOMOUYEHHAs OpPraHu3alys B TeUCHHUE
30 xamenpapHbIX JgHeW (B cilydae M3MEHEHHsS] CBEIEHHMH O cratyce
aKKpEeIUTAIMK YIIOJHOMOYEHHOW OpraHu3alMi B HALUMOHAIBHON cucTeMe
AKKPeNUTAlMK  TOCYNapcTBa-yleHa — B TedeHue 15 paboumx namHeil)
NPENCTABJISET B YIMOJHOMOYEHHBIH OpraH 3asBKy O BHECEHUM WM3MEHEHMI B
yKa3aHHBIC CBEJICHMS, a TaKKe IOKYMEHTBI, IOJTBEPXKIAIOIE aHHbIe

HU3MECHCHU .
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35. YronHoMoueHHBIH oprad B Tedenue 10 paGoumx aueil ¢ maThi
IIPEACTABICHUST YNOJHOMOYCHHON OpraHusanueil 3asBKM O BHECEHUU
M3MEHEHHH B CBEICHUs, COJEPKALIUECsi B PEECTPe YITOIHOMOUEHHBIX
OpraHu3aIHM:

a) paccMaTpUBAET NPeJICTABIICHHBIE 3asBKY U JOKYMEHTbI, YKa3aHHbIE B
nyHkre 34 nactosux Ilpasui;

0) HalpaBJIsIET COOTBETCTBYIOIIYIO HH(pOpMANMIO B KOMHCCHIO ¢
HCIIOJb30BAHUEM CPE/ICTB HUHTEIPUPOBAHHON HMH(MOPMAIMOHHON CUCTEMBI
Coroza (B cilyyae NpPHHATHS YIIOJHOMOYEHHBIM OpPTraHOM peleHus: o
BHECCHUM H3MCHEHHH), a Takke MOXKET pasMelaTh ee Ha CBOeM
opuupaneHOM caiite B HH(MOPMAIUOHHO-TETEKOMMYHHUKALMOHHON —CeTH
«UHTepHeT;

B) COOOIIAET YNOJIHOMOYEHHOI OpraHM3aliyi O IPUHATOM PELIEHHH B
MACBMCHHOM BHJIE IyTEM Iepe/ayu yBEIOMJIEHUS JIMYHO TI0[ POCIHCH ee
PE/ICTABUTENNO, JTMOO HANIPABISET €0 3aKa3HBIM IIOYTOBBIM OTIIPABICHHEM
C YBEIOMIICHHEM O BPYYEHHMH, JTMOO IepeaeT ero B 3JeKTPOHHOM BHJE IO
TEIICKOMMYHUKAIIMOHHBIM ~ KaHAllaM CBSI3U MM B (OPME BIEKTPOHHOIO
AOKYMEHTA, TIOANUCAHHOTO 3JIEKTPOHHON HU(PPOBOHA MOAMHUCHIO.

36. Mckmovenue  cBefieHHl M3 peecTpa  YHOJHOMOYEHHBIX
OpraHu3alui OCYIIECTBIISETCS B CIACAYIOIINX CIyYasx:

a) Iojlaya 3asBIEHUS 00 UCKIIFOUEHMH W3 PEeecTpa YIOIHOMOUEHHbIX
OpraHu3alui, IO CAaHHOTO PYKOBOAMTEJIEM YIIOJIHOMOYEHHOM
OpraHU3alliH;

0) MMKBMJALMS  WCHBITATENBHON  nabopaTopus  (LeHTpa) WK
OpraHM3ailii, B COCTaB KOTOPOW BXOAMT MCIBITaTebHAs JabopaTopus
(enTp), B KauecTBe IOPWJMYECKOTO JIMIA B  COOTBETCTBHH  C

3aKOHOHAATEJIbCTBOM  TOCYIapcTBa-ujeHa MM IIpEeKpalicHue JIEUCTBUS
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aAKKpeUTalu1 yINOJHOMOYEHHONM OpraHu3allid B HALMOHATBHON CHCTEME
aKKpeIuTaluu rocyjapcTBa-uieHa;

B) BbISBJEHHE HapyLICHHI MOpsaKa TNPOBENCHUS  HMCCIEIOBAHMI
(MCTIBITaHUM) ~ OpPraHOM,  YIIOJHOMOYEHHBIM B COOTBETCTBHH ¢
3aKOHOMATE/ILCTBOM IOCYAapCTBa-YJIeHa, IO Pe3yJibTaTaM OCYILECTBIISIEMOTO
MM TOCY/IapCTBEHHOTO KOHTPOJIS (Haa30pa);

I') HECBOEBPEMEHHOE NPECTABIICHNE WIH HEeNPECTABIEHNE CBEICHHU
1 IOKYMEHTOB, MPEN1yCMOTPEHHBIX IyHKTOM 34 HacTosmwx [IpaBus.

37. YHOJHOMOYEeHHBI OpraH B TedeHue 3 paGouMx HHEHW C JaThl
NPUHATHS PEIICHUS 00 UCKIIOUEHHH CBEICHUH U3 PEECTPA YITOTHOMOUEHHBIX
OpraHu3anui obecrieynBaeT IIpe/ICTaBICHHE COOTBETCTRYIOLIEH
uHdopmanuu B KOMHCCHIO ¢ MCIIONB30BAHHEM CPECTB HHTErPUPOBAHHOM
MH(OpPMaIMOHHOMK crucTeMbl Coro3a.

38. Komuccust B Teuenue 1 paGodero jHs ¢ gaThl IOJIyYeHUSsI
COOTBETCTBYIOIIEH HH(popMaluy obecreunBaeT aKTyalu3aluio peecTpa
YIIOJJHOMOYEHHBIX OpraHnu3aiiui.

39. Ilpenocrasienne 1o 3apocaM 3aHHTEPECOBAHHBIX JIMI CBEICHHIT
00 YIOIIHOMOYEHHBIX OPraHM3aLUsIX OCYIIECCTBIAETCA YIIOIHOMOYEHHBIMH

OpraHaMu B COOTBETCTBHHU C 3aKOHOIATEJILCTBOM rocyaapCTB-4JICHOB.
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ITPUJIOXEHUE

K IIpaBunam riposeeHus
UCCIIEN0BaHUN (MCTIBITAHMI )
C LEJIbIO OLIEHKH OMOJIOrMUecKoro
JIEHCTBUSI MEJIMLITHCKUX U3IEITHA

DOPMA
MPOTOKOJIA UCCIeI0BAHHN (MCIBITAHMIA) ¢ HeJbIO OLeHKH
OHOJIOTHYECKOro JefiCTBHSI MeJHIUHCKOTO W3/e/IHs

(HaMMEHOBAHHUE HCIIBITATENLHON 1a60PATOPHH (uenTpa))

(cBezieHHs 00 aKKPETHTAIIMH HCIBITATENLHOM Ta60paTOpuy (menTpa):
HOMED, CPOK JACHCTBHsI aKKPEINUTAIMH (aTTECTATa AKKPEIUTALH))

(ampec 1 HOMep TenedOHa HCTIBITATENBEHOM JladopaTopHH (IIeHTpa))

YTBEPXJIAIO
PykoBoauTeNs HCIIBITATENBHOM
naboparopuu (LeHTpa)

(moamuck) (bamumnst, HHUIMATIED)
« » 20
(nara)
MLIL
ITPOTOKOJI

HCCJICIOBaHMH (MCTIBITAHUN) ¢ LENIBIO OIIEHKH

OMONOrHYecKOro AEHCTBYIS MEULIMHCKOTO M3 IeNUs
No

CBeleHUs 0 MEIUIIMHCKOM U3/ICTUHN

(HaMMeHOBaHME, MapKa, MOJENb, KATATOKH I HOMeEp (TIpU HAJTHYHH),
Ha3Ha4YCHHE U 00JIaCTh NPUMEHEHHUS)

Marepuasnbl MEAMIMHCKOTO W3JENUs M IPUHAUIEKHOCTEH K Hemy (mpu
HaJIMYMHM ), KOHTAKTUPYIOMIKE ¢ OpralHu3MOM YeOBEeKa:
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Ceenenus o0 o6pasiie (00pasiax) MeAULMHCKOTO H3IENUS:

(KON9IeCTBO, MACHTU(DUKAIMOHHBIE IIPU3HAKK (MApKa, MOJIeITh, Macca, O0heM, 1aTa
IIPOU3BOJICTBA (M3TOTOBICHNS), CPOK TOIHOCTH (CPOK CITYXKOBI), KATATOKHBIH HOMED, 3aBOJICKOLH
(cepuitnbrii) Homep (HOMep cepuu, mapTuu (j10Ta)) 1 ap. (eciu [IPUMEHHMO))

O6pasen (0Opasibl) MEAUIMHCKOTO H3EIUS SBISIETCS TUIIOBBIM o0pazmoMm:
hit HeT

CBenenus o 3assBUTeEJIE:

(HaMMEHOBAHIE, MECTO HAXOXKICHH (a/[pec IOPUINYECKOTO JTHIA) — JUTS FOPHANYECKOr0 JTHIA
I GAMUIINS, UMSl, OTUECTBO (TIPH HATHYHK), MECTO KHTEILCTBA — IS (PH3UYECKOTO JIHIIA,
3aPErUCTPUPOBAHHOTO B KAYECTBE HHAUBHIYAIBHOIO IPESANPHHAMATENS )

(KOHTAKTHBIE JIAHHBIE 3asBUTENIs (HOMEp Tenedona, aapec MK TPOHHOH [IOYTHI))

CBeﬂeHHH O IMPOU3BOJHUTEIIC:

(HaHMEHOBAHWE, MECTO HAXOM/ICHHS (a(PEC IOPUAUYECKOTO JIIA) — JUIS IOPHIHYECKOro JIHIA
WITH (paMUIIASL, UMSI, OTYECTBO (TIPH HATHYHK), MECTO KUTETBCTBA — TSl (PH3HUECKOro AL,
3aPErHCTPUPOBAHHOIO B KAYECTBE MH/IMBUYAIBHOTO ITPe/NIPHHAMATES)

CBelleHust 0  NPOM3BOJCTBEHHONM  Tomanke  (MPOU3BOJCTBEHHBIX
IUIOIIAIKAX ):

(HanMeHOBaHKE — 7T IOPHAMYECKOTO JIMIA MK (BaMUITHS, UM, OTYECTBO (pu HATHYHK) — IS
(husnaeckoro nuIa, 3apernCTPUPOBAHHONO B KAYECTBE HH/UBHAYAILHOTO IpeAnpUHUMATE]I,
afpec MecTa OCYLIECTBICHUS ACATCITBHOCTH)

OcHoBaHue IS POBEIEHUS UCClIEA0BAHUE (ucnbITaHMi ):

Ceenenus o6 orGope obpasua (00pasLoB) MEJUIMHCKOTO U3eNTHsl,
Jlata mojryuenust oopasua (00pasioB) MEAMIUHCKOTO U3/ IEITHUS:

CrangapTel, Ha COOTBETCTBHE KOTOPBIM MPOBENCHBI  HCCIIE[OBAHHS
(MCIIbITaHHS):

MeToBI (METOAMKY) UCCIIEIOBAHMI (MCIIBITAHMI):
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Mecrto nposeieHus uccnenoBanuii (MCIBITAHMH):

Hlara Hauasa npoBe/IeHus HCcie0BaHuil (MCIbITaHIH):

«

20 r.

Jlara OkOHYaHMs IPOBEJCHUS UCCIe[OBaHUM (MCIILITAHMH):;

«

20 P

BriBoj: nnpefcraBieHHbie 00pasibl MeIUIMHCKOTO W3IENUSI

(COOTBETCTBYIOT, HE COOTBETCTBYIOT TPeOOBaHMAM — yKA3aTh HYKHOE)

HpeﬂCTaBHeHHHC JOKYMECHTBI:

(HB.HMGHOB&HHB, KOIIHA HIIH IIOMJIHHHUK JOKYMEHTA — YKa3aTh HYKHOE, KOJIHYECTBO CTpaHHH)

PGByHBTaTBI, ITIOJIYUYCHHBIC oT 3asBHTECIIA, HHBIX YIIOJTHOMOYCHHEIX
OpI"aHI/IBaHHﬁ MJIM BHEIITHUX IMOCTABIIIUKOB:
HepequL HCTIOJIB3YEMBIX CpEACTB HU3MEPCHHA, HCIIBITATEIBHOTO
obopynoBaHus:
PesynbTaThl HcCIenOBaHUM (MCIIEITAHUH):
Tabnuna No
Ne | loxyment, na | HaumeHnosanue Meton Pesynpratht VYenosus Brigox
T/l | COOTBETCTBHE | TMOKA3ATENs | HCCIIECOBAHMS | MCCIIEIOBAHMS | TIPOBEACHUS
KOTOPOMY i (WJTH) (ucmbrTanus) | (Mcnertanus)’ | weenegoBanus
IIPOBEACHO TpeOoBaHHUS (ucTbITaHus)
UCCIIEIOBAaHKE |  JIOKYMEHTa (ecnm
(ucrbITanue) NIPEMEHUMO )
(IMMyHKT
JOKYMEHTA)
1 2 3 4 5 6 7
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'C ykasaHmeM emuHUIBI M3MEPEHHUSA, a TakKe HEONPENeICHHOCTH W3MEpeHuH (eciu
MPUMEHHMO). Pe3yibTarsl TOMKHBI OJHO3HAYHO COOTHOCHTBCSH C OOPA3’OM MEIMITHHCKOTO
U3JIEJIHS, I KOTOPOTO OHH MOJYYEHbI.

2 Temmepatypa, BIaKHOCTD, armMocepHOE JaBICHHE H JI.

Crenpauct ueneITaTenpHoM 1aboparopuu (LeHTpa)

(moanuce) (hamuTist, HHMUIMAIIB)

Ipunoxenne. Pororpaduyeckue wn3obpaxkenns o6MEro Buga 06Pa3IOB
MEIHULIUHCKOTO U3enust C IIPAHAIEXHOCTSIMH,
HEOOXOIMMBIMH JJIsi €r0 MPHMEHEHHs! 10 HA3HAYEHMIO (IIpH
HaJIMYUH), ¥ UX MAPKHUPOBKU.

Ilpumeuanus: 1. Ha mociemsem ImcTe IPOTOKONA JIOKHA OBITH yKasaHa CIleayroas
UH(pOpMALIHS:
«PesynbTaThl MCCIEIOBAHUH (MCIIBITAHHI) OTHOCATCS TOJNBKO K obpasiam
MEIUIMHCKOTO H3/EIHs, POIIEIIITHM UCIILITAHNS.
Iommass wmm  yacTHyHAs TeperieyaTka HACTOSINETO MPOTOKONA Ge3
Pa3pPELICHHA HCTIBITATENBHON TabopaTopuH (LieHTpa) 3aIIpeIaeTcs. .

2B KOJIOHTHTYJIE uH(popMaIus,
o0ecreunBaroImas IIPOTOKOIA,
MPOC/IEKABAEMOCTD €TO COCTABJISIK @H;‘{aﬁne IIPOTOKOJIA.».

gna

; w10}
YME HTOB )




