EBPA3UNCKAS SJKOHOMHUYECKASI KOMUCCUS
COBET

PEIMEHUE

«16» mas 2016 . Ne 38 r. Mocksa

06 yrBep:xkaenun IIpaBua nposenenust uccae10BaHuii
(McnBITaHUH) ¢ HeJbI0 ONEHKH OHOJIOrHYecKOoro AelicTBHS
MeIHIMHCKHX U3/eJIHi

B coorBerctBum co crateeir 31 JloroBopa o Espasuiickom
SKOHOMHYECKOM coro3e oT 29 mag 2014 rona, mynkramu 4 u 5 crareu 4
Cornamenus o eIUHbIX NPUHIUIIAX U [IPaBUIaxX OOpaIleHUs MEIUIMHCKHX
U3eNui (M31eNui MEeJMIMHCKOTO Ha3HaYeHHs W MEAUIMHCKOH TEeXHHKH)
B pamMKax EBpa3zuiickoro skOHOMHYecKoro coro3a ot 23 jekabps 2014 rona,
nmynkramu 105 u 106 npunoxenus Ne 1 k Pernmamenty pa6otsl EBpasuiickoi
OKOHOMHYECKOM  KOMHCCHM, yTBepXKIeHHOMY PemenweMm Bolcmero
EBpasuiickoro skoHoMHYecKkoro cosera oT 23 nekabpst 2014 r. No 98,
U B IesaxX ucnojnenust Pemenus Briciero EBpa3uiickoro sKOHOMHUYECKOTO
copeta oT 23 nexabpsa 2014 r. Ne 109 «O peamusauuu Cornamenus
O €IMHBIX MPHHLMIIAX M IpaBWIax oOpalleHHus MEIUUUHCKUX H3IEHil
(M3eui MeJMLMHCKOrO Ha3HAUYeHHs W MEeIUIHHCKOW TEXHHMKH) B paMKax
EBpasuiickoro SKOHOMHUYECKOTO COHO3a» Coset EBpazuiickoii

9KOHOMHYECKOU KOMUCCHUH P € LI U JI:
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1. VrBepaute mnpunaraemsle IlpaBuna mnpoBefeHHs HCCIEIOBAHNAN
(MCIIBITAaHUI) C LENbI0 OLIEHKH OHMOJIOrHMYECKOro AeMCTBHMS MeIULIMHCKHUX
U3JICITUN.

2. Hacrosmee Pemenne BcTymaer B CHAY [0 HCTEYEHHUU
10 KanenpapHbIX JHEH C JaTel  BCTyIUleHHst B cuiny IIpotokona,
noanucannoro 2 gexabps 2015 r., o npucoenunenuu PecrnyGnuku ApMmenus
kK CornamieHui0o 0 €IMHBIX TMPHHLMIAX W TNpaBWwiax oOpalieHus
MEIULUHCKUX U3J1eJTUN (u3menuii MEJULUHCKOTO Ha3HaA4YeHUs
U MEJIUUMHCKON TEXHUKHU) B pamMKax EBpa3zuiicKoro sKOHOMHYECKOro CO3a
oT 23 nexabps 2014 rona, HO He paHee YeM Mo HcTedeHHH 10 KaJleHJapHbIX

JHeH ¢ f1aThl 0(ULIHATBEHOTO OIyOJIMKOBAHHMS HACTOSAIIErO Perenus.

Yaenwl Cosera EBpasuiickoii 5)KOHOMHYECKOH KOMHCCHH:
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YTBEPX/EHbI

Pemenuem Cosera
EBpasuiickoil 3KOHOMUYECKOH KOMUCCHU
oT 16 masg 2016 r. Ne 38

IIPABUJA
NpoBeAeHHs UcCIeJOBAHHMN (MCIBITAHUI) ¢ HeIbI0 OEHKH
OHOJIOTHYECKOI'0 AeHCTBHS MEAHIMHCKIX U3AeIuil

I. O0ume nonoxeHus

1. Hacrosmue IlpaBuna pa3paboTaHbl B COOTBETCTBMH CO crarheil 31
Horosopa o EBpasulickoM sKoHOMHUUYecKOM coroze oT 29 mas 2014 ropa,
nynkTamMd 4 u 5 crateu 4 CornameHusl O €AUHBIX NPUHIMNAX M IpaBHIIaxX
oOpallieHns] MeJJUIIMHCKUX M3JeNui (M3IeNnuil MeAUIMHCKOr0 Ha3HAYeHHs U
MEJMIIMHCKON TEXHHMKHM) B paMKkax EBpasuiickoro 3KOHOMHYECKOrO COI03a
oT 23 pexabps 2014 roma u ycraHaBIMBalOT B paMkax EBpaswuiickoro
HKOHOMMYECKOIO COI03a MOPANOK IIPOBEACHUS UCCIeIOBaHUN (MCIIBITAHHI)
C LEIBI0 OIEHKH OMOJIOTHYECKOro IEHCTBHMS MEIMIIMHCKUX HW3LEJHH s
perucTpanuy, TpeOOBaHHs K YIOJIHOMOYEHHBIM OPraHU3allisiM, HMEIOIIUM
IIpaBO  INPOBOAUTH  HCCIENOBAaHUS  (MCOBITAHHUS) C LGB  OIEHKH
OHOJIOTHYECKOTO NefCcTBUS MEIUIUHCKUX 563 (S 07071 (manee —
YIIOJJTHOMOYEHHBIE OPraHu3alliM), a TaKKe MOPSAOK OLEHKH COOTBETCTBHS
YIIOJJHOMOYEHHBIX OpraHu3alkid 3TUM TpeOOBaHUSIM.

2. Ina nenel Hacrosgmux IIpaBui MCHONB3yIOTCS TIOHSTHS, KOTOPEIE
03HAYaloT clle/lyroLee:

«UCCIIeI0BAaHUS Ha IeéMOCOBMECTHUMOCTBY — BBISIBIICHHE
OTPHMLIATENBHBIX OHosorndecknx >((EKTOB MPH KOHTAKTE METUIIHHCKOIO

H3€JIMs C KPOBBIO UCIIOBCKA HJIH TIO0BIM M3 €€ KOMIIOHEHTOB,



)

«UCCIIEOBAaHUsT Ha NHMPOreHHOCTh» — TIPOBEpKa OTCYTCTBUS B
MEIUIMHCKUX W3JCJIMAX XHMHMUYECKHMX areHTOB WM JPYTUX BeIIecTB,
CIIOCOOHBIX BBI3BAaTh JIMXOPAJOYHYK) OTBETHYIO pEakIHio (IOBBIIEHNE
TeMIIEpaTyphl TeJla YeI0BeKa);

«UCCIICJOBAHUA HAa CTEPUJIBHOCTB» — TMPOBEpKA HAIMYUS HIIK
OTCYTCTBHUs JKU3HECTIOCOOHBIX MUKPOOPTaHU3MOB B MEJUIIMHCKOM H3/IENINH;

«Marepuan» — JI000H CHUHTETMYECKUH WM TIPUPOAHBIA TMOJHMED,
METaJlJI, CIUIaB, Ke€pamMuKa MM APYrod HEXU3HECHOCOOHBIM MaTepuan,
BKJIFOYast HEXU3HECHNOCOOHYI0 OMOJIOrMUYeCKyl0 TKaHb, IPUMEHSEMBIA B
Ka4eCcTBE MEAULIMHCKOTO U3/IeJIMsl UIIM €r0 YacTH;

«ocTpas CHCTEMHas TOKCHYHOCTB» — HeOnaronpusitHelii sddext,
BO3HUKAIOIIMA B Jr000€ BpeMsl IIOCie BBEACHUS OJIHOKPATHOM WM
MHOTOKpaTHBIX J103 UCCIeIyeMoii MPoOkl B TeUeHHE 24 4acoB;

«pasapaxkaroliee ACHUCTBUE» — JIOKAJIM30BaHHAs BOCHAJMTENIbHAS
peakuMs OpraHuM3ma 4eJIOBeKa Ha OJHOKpaTHOE, TOBTOPHOE WU
NPOJIOJDKUATENIEHOE BO3LEHCTBHE HCCIIELYEMOro maTepuaia 0e3 BOBICUEHHS
MMMYHHOTO MEXaHHU3Ma;

«cnenuuKanus» — JOKYMEHT, BBINOJHEHHBIH B BuUAe TaGIUIEI,
ONpENENSIONMA  COCTaB  MEJUIMHCKOIO  U3JeNUs U COAep Kallui
0003Ha4YeHUs] U OINHKCAaHHE ero COCTABHBIX 4YacTell, NMPHUHAMIEKHOCTEH W
PacxoHBIX MaTepUasIoB ¢ YKa3aHHEM HaUMEHOBaHUN U KOJIMYECTBA;

«CTaHNApTHBIM  oOpazen» — Marepual C  YCTAHOBJIEHHBIMHU
[I0Ka3aTesIMU TOYHOCTH U3MEPEHUH " METPOJIOIMYECKOM
[IPOCJIEXKUBAEMOCTBIO,  JOCTAaTOYHO  OJHOPOAHLIA M  CTAaOMIBHBIA B
OTHOIICHHMH OIPEIENIEHHBIX CBOUCTB, AJIsl TOTO YTOOBI UCIONB30BATE €0 IPU
U3MEPEHHHU WU IIPH OLICHUBAHUM KAQUECTBEHHBIX CBOMCTB B COOTBETCTBUU C

IMpEaIoJIara€MbelM Ha3HaA4YCHUEM,
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«yTIOJIHOMOYEHHBIN IMpe/ICTABUTENIb TPOU3BOIUTEISY — IOPHIUUYECKOE
A0 WM (QU3KMYecKOoe  JIMIO, 3aperHCTPUPOBAHHOE B KAuecTBE
MHIUBUAYAJIbHOTO  NPEANPUHUMATENS,  SBJSIOIIUECS  pe3uIeHTaMu
rocyjapctea — 4ieHa EBpa3suiCKOro  SKOHOMHMYECKOIO  €OM03a U
YIIOJIHOMOYEHHBIE B COOTBETCTBHM C J[OBEPEHHOCTBIO IPOM3BOIMTEINS
MEIULMHCKOTO  M3A€NMsl INPEeNCTaBlsATh ero  HMHTEpechl ©  HEeCTH
OTBETCTBEHHOCTb B YaCTH OOpAILEHHs MEJUIMHCKOTO M3IeNUsl B paMKax
EBpa3suicKOro 5KOHOMHMYECKOTO COK3a M HCIHOJHEHHS 00sS3aTeNbHBIX
TpeOOBaHUM, NPEABSIBIIEMBIX K METHITHHCKHM H3IEHIM;

«LIUTOTOKCHYHOCTBY — CIOCOOHOCTh XUMUYECKHMX BEIECTB, BXOIALINX
B COCTaB MarepHuala, BBI3bIBATh MATOJOIHYECKHE H3MEHEHHUS! B KIIETKAX
OpraHu3Ma YesIoBeKa.

3. MccnenoBanus (MCHBITaHUS) C IENBIO OLIEHKH OHOJIOrHYECKOro
NEeUCTBUS MEIUIMHCKUX U3AEIUN (fajee — UCTIBITaHUs) IIPOBOJSATCS B IIENISIX
ONpeJIeNIEeHns] COOTBETCTBUS MEAMLMHCKUX H3Zeui oOmuM TpeboBaHMIM
OezonacHOCTH U 3P PEKTUBHOCTH MEAUIMHCKHUX U3AENHIA, TPeOOBAHUAM K X
MapKUpPOBKE M DKCIUTyaTalMOHHOH JIOKYMEHTAaI[WM Ha HHX (maee — obiiue
TpeboBaHus).

Ilpu npoBeneHMM HCOBITAHUH MOTYT MCIOJB30BaThCS CTAHIAPTHI,
BK/IFOUEHHEBIE B IIepedeHb CTaHJapTOB, B pe3yibTare MPUMEHECHHUS! KOTOPhIX
Ha JOOpPOBOJBHOW OCHOBE TMOJHOCTBIO MJIM YaCTHYHO 0OecreuynBaeTcs
cOONIOZIEHNE COOTBETCTBHUSI MEAMIIMHCKOTO H3MeNus OOIUM TpeGoBaHUAM
(mamee  —  nepeyeHb  CTAHAAPTOB),  TeXHHYECKas  JOKYMEHTAIHs
[POU3BOJMTENS MEIULIUHCKOTO M3JEIMs, a TaKXke MeTOABl (METOIUKH)
VICIIBITAHUH, aTTEeCTOBaHHble (BaJIWAMPOBAaHHBIE) U YTBEPKAEHHBIE B
COOTBETCTBHHM C 3aKOHOJATENbCTBOM TIOCYJapcTBa — wieHa EBpasuiicKoro

ODKOHOMHYCCKOI'O CORO3a ()Ianee COOTBETCTBEHHO — TIOCylIapCTBa-4JICHBI,

Coroz).



4. McnplTanusi  NPOBOASTCS MO 3asBIEHHIO  IIPOU3BOIUTEINS
MEIHULUHCKOTO M3IEIHs MM €ro YIIOJHOMOUEHHOTO Mpe/IcTaBuTels (anee —
3asBUTENIb) B YUPEKIEHUSAX, OPraHM3aLUsIX U Ha TPEINPUATHSAX, KOTOPHIE
BHECEHBI B CIUHBIN peecTp yIMOJHOMOYCHHBIX opranusanuii. Enuneiii peectp
YIIOJIHOMOYEHHEIX OpraHu3anuil pazmeniaetcs EBpasuiickoii 9KoHOMUYECKOH
Komuccuerd B uHpopManuoHHOI cucreme Coroza B chepe obpaieHus
MEIUIUHCKHX M3/1enuil Ha ouuuansHoM caiite Coro3a B HH(GOPMALIMOHHO-
TEJICKOMMYHUKAIIMOHHOH ceTu «HTepHeT».

5. C 1enbro MONMyYeHUs! J0Ka3aTeNbCTB COOTBETCTBHS MEAMIIMHCKOTO
u3aeaus  o0IMM  TpeOOBaHWsIM  3asBUTENb BIPABE CaAMOCTOSATENIHLHO
oOpamarbcs B yIOJTHOMOUYEHHbIE OPraHU3aIldy JUTst TIPOBEICHUS UCIIBITAaHUI
Ha COOTBETCTBHE KOHKPETHBIM CTaHAapTaM (B TMOJHOM OOBEME WM
YacTUYHO) M (MAM) aTTeCTOBAHHBIM  (BIMAMPOBAHHLIM)  METOJaM

(M@TOHHK&M), MNOATBECPAAOIHM COOTBCTCTBHE MEAUIIHUHCKOI'0O HW3AEIUS

001UM TpeOOBaHUSIM.

I1. Ilopsinok npoBeeH s MCTTBITAHH

6. McneiTanust poBOASITCS B OTHOIIEHUH METULMHCKUX M3IEIHH U
(MIM) NMPUHAIUIEKHOCTEH K MEIHIIMHCKUM HU3ICIHSAM, KOHTAKTHPYIOIIUX C
MOBEPXHOCTBIO TeJIa YEJIOBEKA, ET0 CIU3UCTBIMU 000JI0UKAMHU, BHY TPEHHUMHE
cpeJaMH opraHusma.

7. cniblTaHus BKIIIOYAIOT B ce0sl IIPOBEPKY:

a) QU3MKO-XUMHYECKUX ToKa3aTenaedl (B 4YacTH (DU3UUECKOH XHMHHU
MaTepHaioB, M3 KOTOPBIX M3TOTOBIEHBI MEIUIMHCKOE H3Aenue M (W)
IIPHUHAJIEXKHOCTH K METUITTHCKOMY H3IEJIHIO);

0) caHUTapHO-XUMUYCCKUX MOKa3aTelel;

B) OMOIOTHYeCKUX MoKa3aTeliel B yCIOBUSX in vitro u in vivo.



8./lng mpoBeneHWs  UCHBITAHUN  3asBUTENb  IPEACTABISET B
YIIOJIHOMOUYEHHYIO OpraHU3alUI0 3asBICHHE O IPOBENECHMM WCIBITAHHIM,
cojiepaKalliee CleayIoNyo HHPOpMAaLHIO:

a) HalIMEHOBaHUE MEIMIIUHCKOTO U3IEIIHS;

0) opranM3allMOHHO-TIpaBoBasi  ¢Gopma  3asBUTENd, IOJHOE H
COKpallleHHOe (IIpH HAJIMYMK) HAUMEHOBaHHUS IOPUAMYECKOrO JIMLA, MECTO
HaxOXJeHHs ((paMunus, UMsl, OTUECTBO (IPU HAIMYKMM), MECTO JKUTEIILCTBA
(pusryeckoro nuIa, 3aperHCTPHPOBAHHOIO B KAYECTBE HMHIMBHJLYalIbHOTO
NpenpruHUMaTesst), I[OYTOBBIH aapec, CBeJEHHS O TOCYAapCTBEHHOI
PETHCTpAIMi IOPUAUYECKOr0 JIMLAa WM (PU3HYECKOro JMIa B KayecTBE
UHIMBUAYAIBHOIO NpeAllpUHUMATENs (B ClIydae eClId 3asiBUTENIEM SIBIISETCS
YTIOJIHOMOYEHHBIM MpeACTaBUTENb TIPOU3BOJUTEIIS, MPEACTABISIOTCS TAKKE
yKa3aHHBIE CBEJEHHS B OTHOIIEHWH IPOU3BOJUTENST MEIUIIMHCKOrO
U3JIEIN);

B) UIEHTU(DHUKAIIMOHHBIC MPU3HAKA MEIHIIMHCKOIO M3IEIHS: MOJEIb,
Macca, 00beM, JaTa M3rOTOBJICHHUS, CEpPHsl, CPOK T'OJHOCTH (CPOK CIryKObI)
(Mpu HAJIMYMH),

9. BMmecTe ¢ 3asBIeHHEM IIPE/ICTABIISIIOTCSL:

a) crienu(pUKaLKs TPOU3BOIUTENS Ha MEUIIMHCKOE U3/IENUE;

0) TexHUYecKkass U SKCIUTyaTal[MOHHAS JOKYMEHTaIlMsl IIPOU3BOUTENS
Ha MEUIIUHCKOE U3JIeIINeE;

B) JOKYMEHTBI, COAEPIKAIMe CBEJCHHSI O HOPMATUBHOM JOKYMECHTALUK
Ha MaTepuasbl, U3 KOTOPLIX HM3rOTOBJIEHbl MEIUIIMHCKOE H3jeiare U (M)
NPUHAIEKHOCTH K  MEJUIMHCKOMY H3JENHIO, KOHTAKTHPYIOIHE ¢
TIOBEPXHOCTBIO T€Na YEJIOBEKA, €ro CIIM3UCTBIMU 000JI0YKaMH, BHYTPEHHUMHM
cpeJamMM OpraHuszMa (Jajlee — Marepuaibl, U3 KOTOPBIX W3rOTOBJICHEI

MEIULMHCKOE M3JeNde M (MIM) TNPUHAJISOKHOCTH K MEAULHHCKOMY

U3JICJIHIO);
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I') JOKyMEHTEI, COAEpXKaIlue JaHHBbIE O JIEKAPCTBEHHLIX CPEJCTBAX B
COCTaBe MEIULMHCKOIO M3JENIs, COCTaB, KOJMYECTBO, JaHHBIE O
COBMECTUMOCTH JICKAPCTBEHHOI'O CPEJICTBA ¢ MEAULMHCKUM H3fenueM (Ipu
HaJIMYMH B COCTaBE MEIULMHCKOIO H3/IeNUs JISKAPCTBEHHBIX CPEJICTB);

1) IOKYMEHTBI, COJepIKalllie CBENCHHS O COCTaBe MaTEpHAJIOB, W3
KOTOPBIX MU3IOTOBJECHBI MEIUIMHCKOE U3JeNue U (WIH) MPUHAUIEKHOCTH K
MEIULIUHCKOMY U3EJIHIO;

€) KOIIMK IPOTOKOJIOB HCIBITAHMH MEIUIMHCKOrO H3Jenus u (WMin)
MaTepHaaoB, M3 KOTOPBIX M3TOTOBJIEHBl MEIULMHCKOE H3Ielue U (UiIn)
MPUHAUIEKHOCTH K MEJIUIMHCKOMY H3JIENUI0, Ha OHOCOBMECTUMOCTDH (Ipu
HaJTUIHH );

’K) CTaHAApPTHBIE 00paslbl (eclM 3TO MPEeIyCMOTPEHO METOJaMHU
(METOJMKAMK) CAHUTAPHO-XHMHYECKUX UCCIIEN0BAHMMN).

10. B cimy4ae ecnm JOKyMEHTHI, yKa3aHHBIE B MYHKTe 9 HacTOAIUX
IlpaBum, cocraBieHbl Ha  HMHOCTPaHHOM  si3bIKe, [IPM  HAJIMYMU
COOTBETCTBYIOIIMX TPeOOBaHUN B 3aKOHOJATEIBbCTBE I'OCYAApCTBa-ujleHa
IPEJICTABIIAETCS 3aBEPEHHBIA 3asBUTENIEM IIEPEBOJ| HTHX JOKYMEHTOB Ha
rOCYZIapCTBEHHBIN SA3bIK (rOCYAapCTBEHHBIE S3BIKH) IOCYAapcTBa-wieHa, Ha
TEPPUTOPUU KOTOPOTO MPOBOAATCS UCIILITAHMS.

11. YnonHomoueHHass  opraHuzanuss B TeYeHHe He  Oosee
10 xamenpapHbIX JHEW €O JAHS MOJAYU 3asBJEHHs IIPOBOAMUT aHAIIU3
IPC/CTAB/IEHHBIX 3asABJEHUS M IPUIAraeMbIX K HEMY JOKYMEHTOB U
CTaHJapPTHBIX 00Pa3LOB U YBEJOMIISET 3asIBUTEIIS O IPHHSITOM PELIEHHH.

B ciiyyae npuHATHS YIOIHOMOYEHHOW OpraHu3aiyedl pelueHus o
MPOBE/IEHNH UCIIBITAHUH 3aKIII0YAeTCsl COOTBETCTBYIOIIMH JOTOBOD.

B ciydae orpuuaresbHOro peleHus ynoJIHOMOYEHHAsl OpraHu3alus B

MMCbEMEHHOM (bopMe YBCIOMIJIACT 3asiBUTEIIA 00 oOTKaze B IIPOBCACHHUH
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UCIIBITAHUK ¢ yKa3aHHEM IIPUYMH U BO3BPALIAET eMy CTaHIapTHBIE 00pa3iibl,
YKa3aHHBIE B MOJAIIYHKTE «K» IIYHKTa 9 HacTosmux [1paBui.

B ciyyae Hecormacus ¢ 0TKa30M B POBEJEHUN UCIBITAHUI 3asBUTEIND
BIIpaBe 00XKalloBaTh OTKa3 B MOPSIIKE, YCTAHOBIEHHOM 3aKOHOIATEILCTBOM
rocyfapcTBa-uieHa, YIOJIHOMOYEHHAsl OpraHu3alus KOTOpOro oTKaszajia B
[POBEJIEHUN UCIIBITAHUM.

12. TIporpamma  ucHbITaHHH — pa3pabarbiBaeTcsi  YIOIHOMOYEHHOMH
OpraHu3alyeil COBMECTHO C 3asBUTEIEM M YTBEPXKAAETCS PYKOBOIHUTEIEM
YIOJTHOMOYEHHON OpraHU3aLKHu.

13. Otbop ob6pasnoB (mpod) MeAUIMHCKUX M3 (MaTepuaIoB, U3
KOTOPBIX HM3rOTOBJIEHO MEAMLMHCKOE H3enue U (WJIK) NPUHAJIEKHOCTH K
MEUIIHHCKOMY U3JIENHNIO) TSI UCIIBITAHUH OCYIIECTBIISIETCSI
YIOJHOMOYEHHOM  OpraHusaldedl B COOTBETCTBUM C  IpaBHJIAMH,
YCTAQHOBJICHHBIMU B CTaHJapTax, BK/IIOYEHHBIX B TEpPeYeHb CTaHAapTOB, H
(Mi1M) aTTECTOBAHHBEIMU  (BaJIMIUPOBAHHBIMH) METOAaMH (METOJAUKAMH)
HCIIBITaHUH U 0(POPMIISETCS COOTBETCTBYIOILUM AKTOM.

14. B MCKIIOYMTENBHEIX CllydasixX B OTHOIUGHHH 00pas3uoB (mpod),
TPAHCIIOPTUPOBKA KOTOPBIX B YIIOJHOMOYEHHYI OpPraHH3allMio 3aTpyIHEHa,
JIOTIYCKaeTCsl IPOBEACHUE HWCIHBITAHUNA CHENHAUCTAaMH  YIOJHOMOYEHHOM
OpraHU3alliy HA TEPPUTOPUH MTPOUIBOIUTEIIS.

15. McnbiTanust BKIIOYAKOT B ¢e0s1 CIIEAYIONIUE DTallbL:

a) aHaJIu3 JIOKYMEHTOB, YKa3aHHbIX B HOJITYHKTaX «a» — «e» IyHKTa 9
Hactosmux [IpaBum;

0) otOop 06pasuoB (1Mpod) U HaAeHTH(HUKAIMSA MEAULUHCKOTO U3ENUs
(MaTepuasioB, M3 KOTOPBIX H3TOTOBJICHO MEIMIMHCKOE H3JeNe u (WIH)
IPHUHAJUIEKHOCTH K METULIUHCKOMY HM3EITHIO);

B) ONpe/ielIeHNe JIUTEILHOCTH KOHTAKTa MEAMIMHCKOrO H3/eNus U

(M1) IPUHAIIEKHOCTEH K MEAMIIMHCKOMY H3MIENHIO ¢ OBEPXHOCTBIO Teia
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4ejloBeKa, €ro  CIM3UCTBIMH  00OJIOYKaMM, BHYTPEHHUMH  CpelaMu
OpraHu3Mma;

I') IPOBEIEHHE HCIBLITAHUH MEAMLMHCKOTO W3Zenus (MaTepuasioB, U3
KOTOPBIX M3TOTOBJIEHO MEIULMHCKOE H3fenre W (WIM) MPHHAIEKHOCTH
K MEIMLUHCKOMY H3/EIHI0), [IPEelyCMOTPEHHBIX MPOrPaMMOM MCIILITAHMI;

1) opopMIIeHHE M BblJauy 3asBUTENI0 IMPOTOKOJA IO pe3yabTaTam
MCIIBITAHUH 0 (POPME COTNIACHO MPHITOKEHHIO.

16. MenunuHcKue U31eNus OJHOPA30BOTO MPUMEHEHH S, BEIITYCKAECMBIE
B oOpallleHHe B CTEPHJILHOM BHJIE, TOABEPrarOTCsS HCCIEJOBAHUAM Ha
CTEPHJIBHOCTb.

MenuuuHcKkie u3aenusi, KOHTaKTUPYIOIIHE ¢ KPOBBIO YEIOBEKa U ee
KOMIIOHEHTaMH, WMIUIAHTUPYEeMble MEIUIIMHCKHE W3JC/IMsl, a TaKxKe
MEQULMHCKUE M3JEeNus], NpeJHa3sHaueHHbIe JIsi UHBEKIHOHHOTO BBEIEHHUS
JIEKapCTBEHHBIX CPEACTB, IOJUIeKAT O00A3aTeNbHBIM HMCCIEIOBAHUAM 110
[OKas3aTellssM  OCTPOH  CUCTEMHOHM  TOKCHYHOCTH, [HMTOTOKCHYHOCTH,
paszipaxarouiero JelWcTBUs, Ha IHUPOTEHHOCTb, TI'€MOCOBMECTHMOCTD,
cojJiepanue OaKkTepruaIbHBIX SHJOTOKCHHOB.

BriObop MeTOM0B OLIEHKH OHOJIOTHYECKOrO0 JEHCTBUSA MEIULIMHCKUX
M3[IeNIU  OCHOBBIBAETCS Ha KAaTerOpud MEAMIIMHCKOI'O0 HU3JEIHsl B
3aBMCUMOCTH OT BUJIA M ITIUTEIBHOCTH KOHTAKTa C OPraHU3MOM YeIOBEKA.

17. B xoz1e UCIBITAHUH yTIONHOMOYEHHASI OpraHU3allUs ONPEIENseT:

a) COOTBETCTBHE MENULUHCKOTO H3JeHsl (MaTepuanoB, M3 KOTOPLIX
U3rOTOBJICHO MEOUIUHCKOEe u3aenue U (WiIM) MpUHAMISKHOCTH K
MEIULUHCKOMY H3JENIUI0) TpebOBaHUSIM CTaHIAPTOB, BKIFOYEHHEIX B
[IEpeYeHb CTaHIApTOB, TEXHUYECKOH M 3KCIUIyaTallMOHHOM IOKYMEHTALMH

MPOU3BOJUTECIIA,
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0) COOTBETCTBHE IIPEACTABICHHONW 3asBUTENIeM JOKYMEHTal[ud Ha
MEIUIMHCKOE U3JIe/Iie TPeOOBAHUAM CTaHIapTOB, BKIIIOUEHHEBIX B MEpeYeHb
CTaHAapTOB;

B) IOJIHOTY M OOBEKTUBHOCTb YCTAHOBJIEHHBIX TEXHHYECKOW W
SKCIUIyaTallHOHHOM  JOKyMEHTalMed  MpOM3BOAUTENS  XapaKTEPUCTHK,
MOJJIEIKALUX KOHTPOJIIO TPU HCIBITAHUSIX, a TaKKe HCIOJIb30BAHHbIX
METO/10B (METOJUK) UCIIBITAHUH;

I') COOTBETCTBHE (HECOOTBETCTBUE) MPEACTABIEHHBIX 00pa3ioB (mpob)
MEIULUHCKOTO  M3AeNusl  (MaTepuayioB, M3 KOTOPBIX  M3TOTOBIIEHO
MEIUIUHCKOE u3Aeaue M (WIM) MPUHAAISKHOCTH K MEJUIHHCKOMY
M37EHI0) 00IKM TpeOOBaHHUSIM.

18. McniblTaHusl OCYIIECTBIISIOTCSl YIIOJIHOMOYEHHONH OpraHu3alueil B
cpok He Oonee 30 paboumx nHEH co JAHS 3aBepleHHs 0TOOpa 06GpasLoB
(mpo0®) MenuIMHCKOro u3Aeius (MaTepuanoB, M3 KOTOPBIX M3TOTOBJIEHO
MEIUIIMHCKOE u3Aenue M (WIM) NPUHAISKHOCTH K MEIAUIHHCKOMY
M3/IeNHI0), YKa3aHHBIX B MyHKTe 13 Hactosimux [IpaBuim, 3a McKiIroueHHMEM
Clly4yaeB, Korja Oosiee MPOMOJDKUTENBHBIH CPOK IMPEeAyCMOTPEH METOIOM
(METOIUKOM ) UCITBLITAHUH.

19. PesynbTaThl MCIBITAaHUH CUMTAIOTCS OTPHLATENLHBIMH B ClIydYae,
€CJIM TIPEJCTaBJICHHBIE HAa MCIBITaHUs 0Opasibl (MPoOBI) MEIUILMHCKOTO
M3Caus (MaTepuasbl, U3 KOTOPBIX W3TOTOBJICHBI MEIUIIMHCKOE M3IEIHe U
(M¥) OPUHANIEKHOCTH K MEAMLMHCKOMY H3JCIHI0) HE COOTBETCTBYIOT
00IIMM TpeOOBaHUSIM.

20.1lo  pe3synpTaTaM  HCHBITAHHH  MEOUIMHCKOIO  W3JEIU,
NPOBENEHHBIX B LEJIX OLEHKM ero OHOJIOTHYECKOTro  JeHCTBHS,
YIOJHOMOYEHHON opranusauueii opopmisercss NPOTOKON 1o  (opMe,

IpeayCMOTPEHHOMN PUIIOKEHHEM K HacTosuM I IpaBumam.
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21. lIokyMeHTBl 10  IpPOBEACHHUIO  HUCTBITAHHH  XpaHATCS B
YIOJIHOMOYEHHOM OpraHu3allid B CHCTEMaTU3MPOBAHHOM BHIE HE MeEHEe

10 5eT co nHs 3aBepIICHUS HCIIBITAHMH.

ITI. TpeboBaHust K yIOTHOMOYECHHBIM OPraHU3aIMSIM M OPSAI0K
OIIEHKH UX COOTBETCTBUS YKa3aHHBIM TPeOOBaHUIM

22.B enuHbli peecTp YNOJHOMOYEHHBIX OpraHM3aliii BKIIOYAIOTCS
HCIBITaTeNIbHbIE JTA0OPAaTOPHH (LEHTPBI) B COOTBETCTBHU CO CIIEAYIOLMMH
KPUTEPUSIMHU:

a) perucTpanusl MCHBITaTesIbHOM Jlabopartopuu (LIEHTpa) B KauecTBe
IOPUIMYECKOTO JIMLA B COOTBETCTBMM C 3aKOHOJATENILCTBOM TOCYAapCTBa-
4JIeHa;

0) HanuuKe y MCIBITaTEeNbHON TabopaTopuu (LEHTpa) AEHCTBYIOLIEro
arrecrara aKKpeIUTallMd B HALMOHANBHOM CHCTEME aKKpeaHuTalluy
rocyaapcTBa-usieHa;

B) HaJlu4Me B OOJIACTH aKKpeIMTALMH HCIBITATeNbHOM Jlaboparopuu
(LeHTpa) MEAUIMHCKUX U3JeNUi U (M) TPYII OJHOPOMHEIX MEAMIIMHCKUX
U3JIEIUH, a TAKXKE BUJIOB U METOJOB UCTIBITAHUM];

I') HaIM4¥e YJOBJIETBOPUTENBHBIX pPEe3yIbTaTOB MeEXIa00paTOpHBIX
CPaBHHUTENILHBIX UCIBITAaHUH (MEXITa00PATOPHBIX CIMYEHHUN);

1) HAJIM4YUME CHCTEMbl MEHEI)KMEHTa KauecTBa M COOJIONEHHE B
JESITEIbHOCTH UCTIBITATENBHOM TabopaTopun (LieHTpa) TpeOOBAHMM CHCTEMBI
MEHEPKMEHTa KaueCTBa, yCTaHOBJIEHHBIX B PYKOBOJICTBE IO KaYECTBY;

€) HaJIMYHe HOPMATHUBHBIX TPABOBBIX aKTOB, JOKYMEHTOB B 0OJIACTH
CTaHIAPTU3aLUH, IIPABUII U METOAOB (METOJUK) UCIBITAHUN U H3MEPEHUN, B
TOM 4HMCJIe NpaBHII 0TOOpa 06pa3uoB (pod), U HHEIX JOKYMEHTOB B 00JIaCTH

aKKpeIMTallMM  MCIBITAaTeNIbHONW  jaboparopuu  (MEHTpa), a  TaKkKe
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COOJII0/ICHNE UCTIFITATENbHON TabopaTopueil (IeHTpoM) TpebOBaHMI MaHHBIX
JIOKYMEHTOB;

K) HJIMYHE y CIIELMAIICTOB HCHBITATeNBHOU JabGoparopun (LeHTpa),
HETIOCPEICTBEHHO BBIOIHSIOMUX PaOOTHI 1O UCITBITAHUSIM:

BBICIIETO  OoOpasoBaHus JuOO  cpemHero  npoecCHOHATBHOrO
00pa30BaHMs MM JOMNOJHUTENBEHOTO MPO(hecCHOHAIBHOTO0 0Opa3oBaHus MO
po( U0, COOTBETCTBYIOIIEMY 00JIaCTH aKKpPeAUTALUY;

onelTa pabOTBl MO WCHBITAHUSM W HM3MEPEHHAM B  00JACTH
aKKpeIWTallMy, YKa3aHHOW B 3asBJIEHUHM 00 aKKpeIUTAl[MM WIIH B PEECTpe
aKKpeIUTOBAHHBIX JIUII, HE MEHee 3 JIeT.

23. YIOJIHOMOYCHHBIE OpTraHbI paccMaTpUBaIOT 3as1BKU
HCIIBITATEIBHBIX  1a00paTopuil (LEHTPOB) O BKIKOYEHHH B IIEPEUEHE
YHOJHOMOYEHHBIX OPraHu3alyii ¥ cOOOIIAT UCIBITATENFHOM labopaTopun
(UeHTpy) © NpPUHATOM peLICHHWH B MHChMEHHON (GopMe He mno3aHee
10 xanengapHBIX HEH CO JIHS MOJAYX 3asBKH.

Bmecte ¢ 3adBKOH  NpeNCTaBNSIOTCS  TaKKe  JIOKYMEHTEI,
NOATBEPK/IAKOIIME COOTBETCTBHE HCMBITATENbHOM Naboparopuu (LeHTpA)
KPUTEPHSM, YCTAHOBJICHHEIM IIyHKTOM 22 Hactosammx [Ipasu.

B 3asBke 0 BKIIOUEHMH HCIBITaTENbHON Jlaboparopuu (1ieHTpa) B
MepeyYeHb YIOJHOMOUYEHHBIX OpraHu3aluil yKa3bIBaeTCs HHPOpPMAIHs O
MEIMIIMHCKUX M3JCIIUAX K (WJIM) OJHOPOAHBIX TPyIIax MEIUIIMHCKUX
M3JICIIAHI, a TaKXKe BUIAX U METOJlaX MCIBITAHUM, BKIIOUYEHHEIX B 00J1acTh ee
aKKpeJMTalldd, B OTHOLUCHMM KOTOPBIX MCIIBITaTeNlbHasl JabopaTopus
(LeHTp) MoaeT 3asiBKY.

B cinyyae npuMHATHSA YIOJIHOMOYEHHBIM OpPraHOM IOJIOKUTEILHOTO
pellieHus] UCMbITaTeNbHas jadoparopus (LIEHTP) BKIIOYAETCS B IEpeueHb

YIIOJIJHOMOYEHHBIX OpraHHu3al1i.



12

B ciayyae HecooTBeTCTBHSI HMCHBITaTeNbHOU aboparopuu (1leHTpa)
KPUTEPHUsIM M OTPUMUATEIbHOTO pEIEHUs YNOJHOMOYEHHBIH OpraH B
IIMCEMEHHON (OopMe yBeAOMIISIET HCIBITATeNbHYI0 JlabopaTtopuio (IEHTP)
0 MpUYKHAX 0TKa3a.

HcnpiTarenbHele abopaTopud (LEHTPBI), BKIIOUEHHBLIE B €IMHBIN
peecTp OpraHoB IO OleHKe cooTBeTcTBUs Coro3a M HMMEIOIIHE IPaBo
MPOBOAMTL HCIIBITAHUSA, BKIIOYAIOTCS YNOJHOMOYEHHBIMH OpraHaMu B
IepevYeHb YIOJHOMOYCHHBIX OpraHu3aliiif 1Mo 3asBKaM  yKa3aHHBIX
MCIIBITATENBHBIX JTa00opaTOpuil (LIEHTPOB), B KOTOPHIX JIOJKHA OBITH yKa3aHa
uX 00J1aCTh aKKpEeTUTAIHH.

24. ObxanopaHue pelIeHus YIOJIHOMOYEHHOTO opraHa
OCYILECTBIISIETCS. B COOTBETCTBUHU € 3aKOHOAATEIHCTBOM T'OCYAAPCTB-YJICHOB.

25. BHecenue cBelieHHH 00 HCHBITATENbHBIX Jab0paToOpusix (LEeHTpax)
B €IUHBIH peecTp YNOJHOMOYEHHBIX OpraHu3aliid  OCYIIECTBIISETCs
EBpasuiickod 5KOHOMHYECKOM KOMHCCHEH B COOTBETCTBHU C IEPEUHSIMM
YIOJHOMOYEHHBIX  OpraHu3auuii, ONpeJeNsieMBIMH  YIIOJHOMOYEHHBIMH
OpraHamHu.

26. YII0JIHOMOYEHHbIE OpraHsl o0ecreunBaroT XpaHEeHHUe,
CHCTEMATH3alMI0, AaKTyalu3alul0 W  HM3MeHeHWe uHbopManuud 06
YTIOJTHOMOYEHHBIX OpraHu3alusIX, a TaKxe 3alUTY oT
HECaHKIIMOHUPOBAHHOTO JOCTYTIA K HEH.

Ilepeuenr  yIOJIHOMOUYEHHBIX  OpraHM3alluii  pa3Mellaercs  Ha
ohHULMANBHBIX CcalTaX YMNOJIHOMOYGHHBIX OpPraHOB B HH(MOPMAI[MOHHO-
TEIEKOMMYHUKALIUOHHOW ceTd «MHTepHET» W B  OTKPBITOH YacTu
nHdopmaonHoi cucrembl Corosza B chepe oOpalleHuss MEAMLUHCKIX
U3IEINH.

2’7. YIIOJIHOMOYEHHbIE OpraHbl B TeueHWe 3 pabouumx JHEH Imocie

BHECCHHA M3MEHEHHUH B CBCOCHUS, coJepKaluecs B IepcyHe
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YIOJTHOMOYEHHBIX OpraHHu3alui, o0ecrneynBaroT pa3MeleHue
COOTBETCTBYIOIIEH MH(pOpPMALMM HAa CBOUX OMHIMANIBHLIX CaWTax B
MH()OPMaIIMOHHO-TeJIeKOMMYHUKAIMOHHON ceTH «MHTepHET», a Takke ee
npeacraBjieHie B EBpasHilCKyl0  SKOHOMHYECKYIO  KOMHCCHIO  C
UCIIONIL30BaHUEM CPEJICTB HHTErPUPOBAHHON HH(DOPMAIMOHHON CHCTEMEI
Coroza.

EBpasniickas sKkoHOMHMUecKass KOMHCCUSI B TedeHue 1 pabouero jHs
obccrieynBaeT  aKkTyalu3alMlo  EJUHOr0  peecTpa  YIOJHOMOUYEHHBIX
OpraHu3alnil.

26. IlpenocTaBiienue 1o 3anpocaMm 3aMHTEPECOBAHHEBIX JIMI[ CBEIEHUH

00 YHOOJITHOMOYEHHBIX OpraHusalyiax OCYIIECTBIACTCA YIIOJHOMOYEHHBIMH




ITPUJIOXKEHHE

K [IpaBunam nporeaeHus Hcciea0BaHuN
(MCIBITaHUH) C 1IEIBIO OLIEHKH
OHMOJIOTHUECKOIO AEHCTBUS
MEIHIIMHCKHUX HU3IEIUH

POPMA
NPOTOKOJIA HMCC/IeJ0BAHNH (MCNBITAHUI) 110 OLIEHKE
OHOJIOrHYeCcKOro ielicTBUS MeTHIIMHCKOI0 H3/1eJ U

(HauMeHOBaHKe MCTILITATE IBHOM J1aGopaTopuu (LEHTpa), ajpec, HoMep TenedoHa)

VTBEPXIAIO

PyxkoBoauTens ucnbITaTeILHOM
nabopaTopuu (LeHTpa)

(roammMce) (®.H.0)

ML.IT.

ITPOTOKOJI
UCCIIEI0BaHUM (MCIIBITAHHH ) TT0 OLIEHKE
OMOIOrUYECKOro JeUCTBHS MEUIIUHCKOTO M3/
No OT «___ » 20 T

(HaMMEHOBaHHE MEAMLIMHCKOTO U3/IENTHSA)
CocranieH

(HaMMeHOBaHHe HCHBITATeNILHON abopaTopuu (1leHTpa)

(MecTo mpoBeneHus HCCAENOBaHUI (UCTIBITAHHIH))

ATTecTaT aKKpeuTall1 HCTIBITATeNbHOM J1abopaTopu (LeHTpa)

(HoMep,
JaTa BblAAYH, 00NIACTh aKKPEIUTALIMH)
JEUCTBUTEEH JIO « » 20 1,
1. B nepuonc «  » 20 r.mo« _ » 20 1.

(HaMMeHOBaHME MCIILITATENLHOI TabopaTopuH (LeHTpa))



2

[IPOBEACHBI UCCIIEN0BAHMS (MCIIBITAHHUSI) 110 OLICHKE OMOJIOrMYECKOr0 IeHCTBUSI

(HaHMeHOBaHI/le MEIHIIMHCKOTI O U3/1C]TH, HAUMCHOBaHHEC HPHHHHHG)KHOCTGFI K MEOHLIMHCKOMY U3JIENHIO,

HEOOXOAMMBIX JU1s NPMMEHEHHS MEJULMHCKOTO M3 10 HA3HAUEHHIO)

IIPOU3BOJICTBA

(HaMMEeHOBaHHE MPOU3BOIMTENS, CTPaHA NPOU3BOACTBA)

Cepusi, Jlata Cpok rogHoCcTH
NapTHUsl IIPOU3BOACTBA (cpox cityxOFb1)

KomnyectBo 00pasiion

2. Pe3ynbTaThl uccnenoBaHui (MCIBITAHM):

HaumenoBanue TpeboBanus DakTuyecKku Temmeparypa ("C)
1oKa3aTesns IIOJIYYEHHBIE PE3YJIbTATHl | M BIAXHOCTH (%)
1 2 3 4

3. 3aKiroueHue.

IIpencraBnenusie o6pasibl (poOkI)

(COOTBETCTBYIOT, HE COOTBETCTBYIOT

TpeOOBaHUAM — YKa3aTh HYIKHOE)
MeTtoauku

(BOCTIPOH3BOAATCS, HE BOCTIPOM3BOIATCS — YKA3ATh HYXKHOE)

Cnenuanuct ucneltaresbHol 1aboparopuu (lieHTpa)

(noanuce) (®.1.0.)
Cnenmanuct ucneiTaTeabHol nabopaTopuu (LieHTpa)

(rmoanuce) (©.1.0.)

HacTosmmii  mpoTOKOn — pacmpocTpaHsieTcsi TOJNBKO Ha  00Opasiibl
MEUIMHCKUX U3ENIUN, TOABEPIHYThIE HCCIIEIOBAaHUSM (HCIIBITAHHSM).

IlonHas wunm yacTHuHas IepeneyaTka HACTOSIIEr0 NPOTOKola 0Oe3
pa3pelIeHns UCIIBbITaTEIbHON JabopaTopun (LIeHTpa) 3amperieHa.




