EBPA3UVMCKAA DKOHOMUYECKAI KOMUCCUA
COBET

PEITEHUE
«16» magz 2016 . Ne38 r. Mocksa

O6 yrBepxkaernuu [IpaBui npoBefieHUA UCCIIE[OBAHIIT
(ucmsITaHMit) C IEIBIO OIEHKH GHMOJIOTrHIECKOrO JEHCTBUI
MEeIUIIMHCKUX N3N

B coorBercTBuu co crarseir 31 [loroBopa o EBpasuiickoM 5KOHOMHYECKOM COIO3€ OT
29 maa 2014 roga, mynkramu 4 u 5 cratsu 4 CorsameHus O eJWHBIX NPUHIUINAX U
IIpaBUIaX OOpallleHUs MeZUIIMHCKUX H3JeIuil (U34eIuil MeJUIIMHCKOTO Ha3HAYeHHI U
MeJULIMHCKON TeXHUKM) B paMKax EBpa3uiIcCKOro SKOHOMMYECKOTO CO03a OT 23 mekabps
2014 roga, nyukramu 105 u 106 npunoxenus Ne 1 x Persmamenty pabotsr EBpasuiickoit
SKOHOMHUYECKOH KOMHUCCHUM, YTBepxkAeHHOMY Pemenuem Bricmero Espasuiickoro
SKOHOMHUYecKoro coseta oT 23 zmekabps 2014 r. Ne 98, u B menax ucnonuenus Pemenus
Bricurero EBpasuiickoro skoHoMmdueckoro cosera or 23 mekabpsa 2014 r. Ne 109 «O
peanusanyuu CoryameHus O eIWHBIX NPUHIUIAX U IIPaBHIAX OOpalleHUs MeJUIMHCKIX
n3genuil (M3genuii MeJUIIMHCKOTO HasHAYeHUA U MEAMIIMHCKONW TEeXHUKM) B paMKax
EBpasuiickoro skoHoMudeckoro corosa» Coser EBpasuiickoil sKOHOMMYeCKONH KOMHCCHH
PeImI:

1. YrBepmuts nmpumaraemsie [IpaBuia mmpoBefeHUsS HCCIeZOBAHWM (MCIBITAaHUIH) C
I[eJIBIO OIleHKM OMOJIOTMYeCKOTO AeHCTBUSI MeJUIMHCKAX U3/eINH.

2. Hacrosamee Pemenme BcTymaeT B cuiry mo ucredeHnu 10 KanmeHZApHBIX THeH C
IaThl BCTyIUleHus B cuiay llporokona, moamucanHoro 2 pgekabps 2015 r., o
npucoenuuenuu Pecnybiauku Apmenus kK CoriameHHI0 O eJUWHBIX IPUHIUIAX U
IpaBwIax oOpalleHus MeIUIIMHCKUX H3ZeNuil (M3menuil MeIUIIMHCKOTO HAa3HAYeHUsS U
MeAUIIMHCKOW TeXHWKH) B paMKax EBpasuiickoro sKOHOMHUYECKOTO co103a OT 23 mekabps
2014 rogma, HO He paHee yeM 10 ucreueHuH 10 KanmeHJApHBIX JHeH ¢ JaThl 0GUITUAIBHOTO
OIyOJIMKOBAaHMA HAacTOAIero Pemenns.

Ynenst CoBera EBpasuiickoii 5KOHOMUYECKOH KOMMCCUH:

Ot Pectry6muxu =~ Ot Peciy6iauku =~ Ot Pecmy6nmuxu Ot Keipremsckoit Ot Poccumiickoit
Apmenus bemapycs Kasaxcrau Pecniy6muxu ®enepanyu

B.Tabpuemasa  B. MariomeBckuii b. Carunraes O. ITarkparos H. Illysamos



YTBEPXK/IEHBI

Pemenuem Cosera EBpasutickoit
SKOHOMHUYECKOM KOMUCCUHI

or 16 mag 2016 . Ne3 8

ITPABUJIA

IIPOBEJIEHNA UCCIeN0BaHN (MCIBITaHUI) C IEIBIO OLEHKU
6HOJIOTMYECKOTO AEHCTBUA MEAUITUHCKIUX U3He I

I. O6uine monoxeHus

1. Hacrosmue IlpaBmia paspaboransl B coorBeTcTBUU cO cTarbeir 31 JloroBopa o
EBpasuiickom skoHOMu4YeckoM corode oT 29 mas 2014 roza, mynkramu 4 u 5 cratsu 4
CornameHus o eJWHBIX NPUHUMIAX U IpaBWIaXx OOpalleHUs MeZUIIMHCKUX W3JeNui
(u3mennit MeJUUIMHCKOTO HasHAYeHUA U MeJUIIMHCKON TeXHUKU) B paMKax EBpasuiickoro
SKOHOMHYeCKOro corsa oT 23 gexkabpa 2014 roma m ycTaHaBIMBAalOT B paMKax
EBpa3sniickoro sSKOHOMHUYECKOT0 COI03a ITOPAZOK IPOBeIeHUS NCCIeNOBaHU M (MCIIBITaHMIN)
C ILIeJIBI0 OLIEHKU OMOJIOTHYeCKOTO AeHCTBUSA MEeZUIIMHCKUX H3JeIUN IJIs PEeruCTPaLuHy,
TpeOOBaHMA K YIOJHOMOYEHHBIM OpPTaHHU3AIUAM, WMEIONIMM IIpaBO IIPOBOJUTH
nccaenoBaHus (MCIBITAHUA) C LEJIbI0 OIEHKHM OHMOJOTHYECKOrO AEeMCTBUSA MEIUIIMHCKUX
n3menuil  (Janee YIOJTHOMOYEHHBIe OpPraHM3AIMM), a TaKXe IOPIZOK OIEeHKHU
COOTBETCTBUS YIIOJITHOMOYEHHBIX OPTaHU3ALNIl STUM TPeOOBAHUIM.

2. Jna umeneit Hacroamux [IpaBua MCIONB3YIOTCA NMOHATHA, KOTOpBIe O3HAYAIOT
cilepylolee:

«HCCIeOBAaHUSA HA  I'eMOCOBMECTHMMOCTB» -  BBIABJIEHHWE  OTPHUIATEIBHBIX
6uosormyeckux 3¢(PeKToB IpU KOHTAKTE MEIUIIMHCKOTO H3JeIHs C KPOBBIO UeoBeKa
WJIH JIIOOBIM M3 €€ KOMIIOHEHTOB;

«HCCI€A0OBaHMA Ha IIHPOT€HHOCTb» - IIPOBEPKA OTCYTCTBHA B MEIMIUHCKUX
n3ageIinAax XHMMHYECKHUX dT'€HTOB nin ApyTux BelecTs, CIIOCOOHBIX BBI3BATH
JINXOPaZI0OIHYIO OTBETHYIO PE€AKIIUIO (HOBBI]J.[eHI/Ie TEMIIEPATYPHI T€JId ‘—IeJIOBeKa);

«HCCJI€JOBaHMSI Hd CTE€pHJIbHOCTb» - TIIPOBEPKA HAIUYHUA HWJIHN OTCYTCTBUA
JKHM3HEeCIIOCOOHBIX MUKPOOPTaHU3MOB B MEAUITUHCKOM M3IE€JINH;

«MaTepuan» - MI000H CHHTETUYECKUH WM IPUPOAHBIA IOJTHUMEp, METas, CIIIaB,
KepaMHUKa MIM JAPYTrod HEXU3HEeCIOCOOHBIM MaTepHas, BKIIOYAas HEXH3HECIIOCOOHYIO
OGHOJIOTUYECKYIO TKaHb, NPUMEHSEMbINl B KayeCTBE MEIUIIMHCKOTO H3ZIENHUsI WIU €ro
4acTy;

«OCTpast CHUCTEMHAs TOKCHUYHOCTb» - HeOJarompuATHBIM 3G(eKT, BO3HUKAIOWUI B
m000e BpeMs IIOCIe BBeIeHUs ONHOKPAaTHOM MM MHOTOKPATHBIX /03 HCCIeZyeMOH
IpoOBI B TeyeHUe 24 4acoB;



«pasfpaxarolee IelicTBUe» - JIOKATN30BaHHAA BOCIAJIUTEIbHAA peaKIusa OpraHu3Ma
yeJoBeKa Ha OJHOKpaTHOe, IIOBTOPHOe MWJIM IIPOAOJDKUTENbHOe BO3JelcTBHe
HCCIIeZIyeMoro MaTepuasa 6e3 BOBIe4eHN UMMYHHOTO MeXaHU3Ma;

«crenu@uUKanyua» - AOKYMEHT, BBIIIOJTHEHHBINH B BHZE TAaOJIHUIBI, ONpemeISIouuii
COCTaB MeIUIIMHCKOTO U3JIeTNA U COZepXKalluil 0003HAUeHU U OIIMCAHUE eTO COCTABHBIX
JacTell, NMPUHAAJIEXHOCTeH M PACXOAHBIX MaTepHaJoOB C yKa3aHMeM HAaMMEHOBAaHUUN H
KOJIM4eCTBa;

«CTaH,I[apTHLIﬁ O6PEIBEH» - MaTe€pHaJl C YCTAHOBJIEHHBIMH IIOKA3dTE€JIMU TOYHOCTH
I/IBMEPEHI/Iﬁ nu METPOHOFH‘IECKOﬁ IIPOCIIEXKNBAE€MOCTBIO, AOCTATOYHO O,Z[HOPO,I[HBIﬁ n
CTaOMIBHBII B OTHOLIEHUU onpeneslIeHHbIX CBOfICTB, AJId TOTO YTOOBI MCIIOJIB30BATh €r0
IIpy W3MEpEeHNN WJIN IIpY OLUEHHWBAHUHN Ka9I€CTBEHHBIX CBOMCTB B COOTBETCTBUM C
IIpeaIojsara€MbIM Ha3HAYEHUIEM,

«YIIOJJHOMOYEHHBIN IIPeJCTaBUTENIb IIPOM3BOAUTENIA» - IOPUAUYECKOe JIHI0 WIN
dbusngeckoe JIUILIO, 3aperuCTpUpPOBaHHOE B KayecTBe WHAMBUyaJIbHOTO
IpeJNpUHUMAaTeNA, ABIAOIMeCcS pe3uJeHTaMH TrocyZapcTBa - dYieHa EBpasuiickoro
SKOHOMHYECKOTO (CO0l03a M YIIOJHOMOYEHHBIe B COOTBETCTBUM C [JOBEPEHHOCTHIO
IMPOM3BOJUTEN MEIUIIMHCKOTO MW3Jeausd IpefCTaBlIATh €ero HHTepechl M HeCTH
OTBETCTBEHHOCTh B YaCTH OOpallleHWs MeIUIMHCKOTO M3Jenusd B paMkKax EBpasuiickoro
SKOHOMHYECKOTO COI03a M MCIIOJIHEHMS O0sg3aTeIbHBIX TPeOOBaHUI, NpeAbABIIEMbBIX K
MeJULIMHCKUM U3/eIHAM;

«ITUTOTOKCHUYIHOCTBb» - CIIOCOOHOCTh XUMUYECKUX BeIlleCTB, BXOAALUIMX B COCTAaB
MaTepHajid, BhI3bIBATH IIATOJIOTMIECKNE N3MEHEHN I B KJIETKAX OPTaHM3Mad Y€JIOBEKA.

3. WUccnemoBanus (MCIBITAHUSA) C IEABIO0 OIEHKH OHOJOTHYECKOTO [IeHCTBUS
MEeAUIIMHCKUX W3Zenuil (Janee - WCHBITAaHWS) IMPOBOAATCS B IEIAX OIpeerIeHUs
COOTBETCTBUS MEJUIIMHCKHUX HW3Jenuii o0muM TpeOGOBaHMAM  0e€30MaCHOCTH U
3pGeKTUBHOCTH MEIUIIMHCKUX U3JeNuil, TpeOOBaHWAM K UX MapKUPOBKE U
9KCILTyaTallMOHHOM JOKyMeHTaIluy Ha HUX (Zaee - obuiye TpeGOBaHMA).

ITpu mpoBeseHHM HCIBITAaHWI MOTYT HCIIOJIB30BATHCSA CTAHJAAPTHI, BKIIOUYEHHBIE B
IepevyeHb CTAHJAPTOB, B pe3yJbTaTe IPUMeHEHUs KOTOPBIX Ha JOOPOBOJIBHON OCHOBE
MTOJTHOCTBIO MJIM YaCTUYHO OOECIIeYMBAETCS COOJIOIEHNE COOTBETCTBUS MEIUITMHCKOTO
u3menus oOuuM TpeboBaHHAM (Zasee - II€pevYeHb CTAHAAPTOB), TEXHUYECKas
NOKYMEHTAIs IIPOM3BOAUTENA MEJULMHCKOTO M3JeIud, a TaKXKe MeTOAbl (METONUKM)
WCIIBITAaHW, aTTeCTOBaHHbIE (BAJIMAMPOBAHHBIE) U YTBEPXKJEHHbIE B COOTBETCTBHHU C
3aKOHOJIATeIbCTBOM T'OCYAapCTBa - WieHa EBpa3uilcKOro SKOHOMHYECKOTO COlo3a (fajee
COOTBETCTBEHHO - TOCyAapcTBa-uieHsl, Coio3).

4. MlcriplTaHUA IIPOBOAATCA IIO 3aABJIEHUIO IIPOU3BOJLUTENIA MEIUIIMHCKOTO U3/e/ NI
WIN €ero YIOJIHOMOYEHHOTO IIpeICTaBUTeNs (ZJanee - 3agBUTENb) B YUPeXIEHUAX,
OpraHM3allMAX MW Ha IPeJIPUATHAX, KOTOpble BHECEeHBI B eIHWHBIM peecTp
YIOJIHOMOYEHHBIX OpraHu3auuil. EQuWHBIA peecTp YIOJIHOMOYEHHBIX OpraHU3alMi
pasmemaercs EBpasuiickoif 5KOHOMHUYECKOH KoMmMuccueil B MH(OpPMAIMOHHOU cHCTeMe
Coroza B cepe obpameHHs MeJUIMHCKUX M3Jenuii Ha opunuansHoM caiite Corosa B



MHPOPMAIMOHHO- TeJIeKOMMYHHUKAIIMOHHOH ceTn «/IHTepHeT».

5. C menpi0 MONy4YeHWs JOKA3aTeIbCTB COOTBETCTBUS MEIULMHCKOTO W3JesHs
06LIMM TPeGOBaHUAM 3aIBUTENIb BIIPaBe CAMOCTOSATENIBHO 00PAIIaThCSA B YIIOSIHOMOYEHHBIE
OpTraHM3AIUH JAJI IPOBeZeHMUs UCIBITAHUI Ha COOTBETCTBME KOHKPETHBIM CTaHapTaM (B
IIOJIHOM O0BeMe WIM YaCTUYHO) U (MJIM) aTTeCTOBAaHHBIM (BaJHJUPOBAHHBIM) METOZAM
(MeTomvKaM), TOATBEPXXAAIOIIMM COOTBETCTBHE MEAMIIMHCKOTO H3JeIusi OOIuM
TpeGOBaHUSIM.

II. Ilopagox mpoBeieHUA UCIIBITAHUHI

6. McmslTaHWsa DIPOBOJATCA B OTHOUIEHWM MENWUIIMHCKUX W3ZeNuil u (UIu)
IIpAHAJJIeKHOCTEH K MEJUIMHCKAM H3JeMUAM, KOHTAKTUPYIOIIUX C IIOBEPXHOCTBIO Tesa
yeJI0BeKa, ero CIM3UCTBIMU O0O0JI0OYKAMY, BHYyTPEHHUMH CpeflaMy OpTraHu3Ma.

7. VicupiTaHus BKJIIOYAIOT B ceOs IPOBEPKY:

a) PUBMKO-XUMHUYIECKUX ITOKasareseil (B 4acTu QU3NIeCKON XUMHU MaTepHaIOB, U3
KOTOPBIX H3TOTOBJIEHBl MEJUIIMHCKOe u3fZienve ¥ (WIM) IPUHAIJIEXHOCTH K
MeAUIIMHCKOMY HU3JeJINIO);

0) cCaHUTAapHO-XMMHUYECKUX ITOKa3aTeIek;
B) OMOJIOTMYECKUX ITOKa3aTesIel B yCIOBUAX in Vitro u in vivo.

8. [lna mpoBejeHus WCHBITAHUI 3agBUTeNTb IIPeJCTaBIgeT B YIOJHOMOYEHHYIO
OpraHM3allMIO 3afBJeHHEe O TIIPOBeJleHMM MWCIBITaHUH, cojepXallee CIeAYIOILyIo
nHpOpMaLHIO:

El) HAVMMEHOBAHNE MEIUIITNMHCKOI'O U30E/IA;

6) OpraHM3aIlMOHHO-TIPaBOBasg ¢opMa 3asgBUTENA, IIOJHOE M COKpalleHHOe (Ipu
HAJTUYUY) HAaWMEHOBAHUSA IOPHUIUYECKOTO JIHIA, MECTO HaXOXzZeHus (daMuaus, umid,
0T4YeCTBO (TIPX HAJTUYNU), MECTO JKUTEIBCTBA (HPU3MIECKOTO UL, 3aPeTUCTPUPOBAHHOTO B
KayecTBe WHAMBUAYAJIBHOTO TIPeAIPUHUMATeNs), IIOYTOBBIH ajpec, CBeJeHUA O
TOCY/apCTBEHHOH PEeTUCTPAIUU IOPUAUIECKOTO UL MIN (GU3UIECKOro JIMIA B Ka4eCTBe
VHIWBUAYQIBHOTO IIpeJUpHHUMATens (B ClIydae ecaIu 3adBUTENEeM  SABJIAETCS
YIIOJTHOMOYEHHBIN IIpeJiCTaBUTeNb IPOM3BOJUTENA, IPEeACTABIAIOTCA TaKXe YKa3aHHEIe
CBeZleHUs B OTHOLIEHUH IIPOU3BOJUTEN MEJUIIMHCKOTO U3/eINA);

B) U eHTU(PUKAIMOHHBIE IIPU3HAKH MEIUIIMHCKOTO U3Je/INA: MOJeNIb, Macca, 00BeM,
ZlaTa U3TOTOBJIEHUs, CEepUs, CPOK TOTHOCTH (CPOK CIY>KObI) (IIpy HATUYNH).

9. Bmecre ¢ 3asgBIeHHEM IIpeCTaBIIIOTC:
a) cuenudUKanys IPOU3BOSUTENSI Ha MESUIIMHCKOE U3JeIHe;

6) TexHWYeCcKas M OKCIUIyaTallMUOHHAs JOKYMEHTAaIus IIPOU3BOZUTENS Ha
MeIUITMHCKOE U3TTeNTre;

B) [JOKyMEHTHI, COJepXXalllie CBeJeHUd O HOPMAaTHBHON [JOKyMEHTaLMM Ha
MaTepuasbl, U3 KOTOPHIX U3TOTOBIE€HBI MEeJULIIMHCKOe U3Jere U (MIN) IPUHAIEKHOCTH



K MeIUIMHCKOMY H3LeNUI0, KOHTAKTHPYIOUIYe C IIOBEPXHOCTHIO Teja 4YelOBeKa, €ro
CIM3UCTHIMU OGOJIOYKAaMH, BHYTPEHHUMH CpeflaMy OpraHusMa (zajnee - MaTepHasbl, U3
KOTOPBIX HW3TOTOBJAEHBI MENUIIMHCKOe wu3Zenve U (WIM) TPUHANIEKHOCTH K
MeAUIITHCKOMY HU3JeJINIO);

T) [OOKYMEHTHI, COfepXallye IaHHble O JIeKapCTBEHHBIX CPEACTBaX B COCTaBe
MeJUIMHCKOTO H3Je/Insd, COCTaB, KOJTUIEeCTBO, JaHHBIe O COBMECTUMOCTHU JI€KapPCTBEHHOTO
CpeICcTBa C MEUIIMHCKUM H3fenneM (IIPHM HAJIMYUU B COCTaBe MEAMIIMHCKOTO H3ZeNIUs
JIEKapCTBEHHBIX CPEJICTB);

I) MAOKYMEHTHI, COJepKallye CBeJeHHsA O COCTaBe MaTepuajloB, M3 KOTOPBIX
M3TOTOBJIEHBI MEIUIMHCKOe wu3zenue M (WIM) IPUHAIJIEKHOCTH K MeAUIMHCKOMY
U3IETHIO;

€) KOIIMY IIPOTOKOJIOB UCIIBITAHUI MEIUIIMHCKOTO M3Zenusa U (WIK) MaTepuajos, U3
KOTOPBIX H3TOTOBJIEHBl MEJUIMHCKOe u3fenve ¥ (WIN) IPUHAIJIEXHOCTH K
MeAUIINHCKOMY U3/eINI0, HA 6GMOCOBMECTUMOCTS (IIPY HAIMYHN);

) CTaHZApTHBIe 0Opaslpl (ecau 5TO IPeLyCMOTPEHO MeTojaMu (MeTOJMKAaMM)
CaHUTAPHO-XUMHYECKUX HCCIIeJOBAHMIT).

10. B cryyae eciu mOKyMeHTHI, yKa3aHHble B IyHKTe 9 Hacrogmux I[Ipasui,
COCTaB/I€Hbl HA WHOCTPAaHHOM S3BIKEe, IIPY HAJIUYUK COOTBETCTBYIOIIMX TpPeOOBAaHUI B
3aKOHOZATEIbCTBE TOCYJapCTBa-WIeHA IIPeZCTaBIAeTCS 3aBepPEeHHBIH 3aABUTEIEM IIePEBOJ
3TUX JOKYMEHTOB Ha T'OCYJApCTBEHHBIN A3BIK (TOCyAapCTBEeHHBIE A3BIKM) I'OCYZAapCTBa-
YJIeHa, HA TEPPUTOPUHU KOTOPOTO IIPOBOAATCS UCIIBITAHUA.

11. YmonrHoMoOueHHas opraHusanusg B TedeHue He Oosee 10 KajeHJapHBIX IHEH CO
IHS TI0/IaYy 3asIBJIeHUS IIPOBOJUT aHAIN3 IIPe/ICTaBIeHHbIX 3aABJIeHUA U IIpHIaraeMbIX K
HeMy JOKYMEHTOB M CTAaHJAPTHBIX OOpPa3L0OB M yBeAOMJIAET 3agBUTENS O IPUHATOM
pelleHun.

B cnydyae mpuHATHA YIOIHOMOYEHHOI OpraHusanuell pelleHHUA O IIPOBeJleHUH
KCIIBITAHUY 3aKJII0YAEeTCA COOTBETCTBYIOUIUN JOTOBOP.

B ciyyae oTpumarenbHOro pelleHUs yIOJTHOMOYeHHAs OpraHMU3aluA B IHCbMEHHOM
dbopme yBemoMiIgeT 3aABUTENA 00 OTKa3e B IIPOBEEHUH UCIBITAHUH C YKa3aHUeM IIPUYUH
¥ BO3BpalllaeT €My CTaHAApPTHBIe OOpa3Lbl, yKa3aHHBIE B IIOAIYHKTE «K» ITyHKTa 9
Hacrogmux IIpaBur.

B crydae Hecorimacusa ¢ OTKasoM B IIPOBeleHUM WCIIBITAaHWH 3aABUTETh BIIpPaBe
00’XKaJI0BaTh OTKa3 B NOPAJKe, YCTAaHOBJIEHHOM 3aKOHOZATEIbCTBOM TIOCYJapCTBa-dJIEHa,
YIIOJITHOMOYEeHHas OpTaHU3alisd KOTOPOTO OTKAa3ajla B IIPOBeIeHUU UCIIBITAHUH.

12. IlporpaMma HCHBITaHWH pa3pabaThIBaeTCsA YIOTHOMOYEHHOH opraHusamuei
COBMECTHO C 3agBUTeJeM MU YTBEPXJAeTCad PYKOBOJUTEJIEM YIIOJHOMOYEHHOM’
OpraHu3al}u.

13. Ot6op 06pasioB (Ipob) MeFULMHCKUX W3AeNIHil (MaTepuanoB, M3 KOTOPBIX
M3TOTOBJIEHO MEJUIIMHCKOe wu3fenuve U (WIM) NPUHAAJEKHOCTH K MeIULMHCKOMY
M3[eIUIO) I WCHBITAaHWI OCYLIECTBIAETCS YIIOJHOMOYEHHOH OpraHu3alueil B



COOTBETCTBUM C IIPaBUJIAMH, YCTAaHOBJIEHHBIMU B CTaHZAPTaX, BKIIOYEHHBIX B Il€pEUYeHb
CTaHJAPTOB, M (WJIM) aTTECTOBAHHBIMHU (BAIMAMPOBAHHBIMM) MeTOJAaMH (MeTOAMKaMM)
VICIIBITAaHWH ¥ 0OPMIIIETCS COOTBETCTBYIOMIMM aKTOM.

14. B ucKIIOYNTEIBHBIX CIy4YasX B OTHOIIEHUH 0Opa3uoB (Ipob), TPaHCIIOPTUPOBKA
KOTOPBIX B YIIOTHOMOYEHHYIO OpPraHU3aIlUIO 3aTPyAHEHA, IOIyCKaeTCsa IIpOBeleHUe
WCIBITAaHWH  CHeNUaINUCTaMHA  YIIOJTHOMOYEHHOHW OpTraHM3alMM HAa  TEePPUTOPUH
IIPOU3BOJUTEIA.

15. VicnipITaHuA BKIIIOYAIOT B Ce0s ClIefyIONIMe STAIIbL:

a) aHWIN3 JOKYMEHTOB, YKa3aHHBIX B IIOANYHKTaX «a» - «e» IyHKTa 9 HACTOALIUX
IIpaBu;

6) oT60p 06pasioB (1Ipob) u naeHTUGUKAIIUI MeIUIIUHCKOTO U3eTusa (MaTepHraios,
M3 KOTOPBIX W3TOTOBJIEHO MEAMIMHCKOoe wu3fenue u (WiIM) IIPUHALJIEKHOCTH K
MeIULMHCKOMY U3JIeNINIO);

B) OIlpefieleHHe MJIUTEIPHOCTH KOHTAaKTa MEeNULIMHCKOTO wu3fenus u (WiIn)
IpUHAJIEXHOCTEH K MeIUIMHCKOMY H3ZENHI0 C ITOBEPXHOCTHIO Teja YeslOBeKa, €ero
CIM3UCTHIMU 000I0YKAaM¥, BHYTPEHHUMHU CpeJlaMU OpTaHU3Ma;

I) IIpOBeJleHMEe HCIBITAHUM MeAUIIMHCKOTO Hu3Jenus (MaTepuasoB, U3 KOTOPBIX
M3TOTOBJIEHO MEJUIIMHCKOe wusfenue U (WIM) NPUHAAIEKHOCTH K MeIULMHCKOMY
W3[IeJTUIO), IIPeLyCMOTPEHHBIX IPOIPaMMOM UCITBITAHUI;

n) obopMIIeHHe M BbIJAYy 3afBUTENIO IIPOTOKOJA IIO Pe3yJbTaTaM HCIBITAHHI IIO
dbopme corysacHO IPUIOKEHHUIO.

16. MeguuuHcKre U3JeNUsd OJHOPAa3OBOTO IPUMEHEHUs, BBIITyCKaeMble B
oOpaleHye B CTEPUIBHOM BHE, TOABEPTAIOTCSI UCCIETOBAHUAM Ha CTEPUIBHOCTE.

MeguuuHckue u3fenud, KOHTAaKTUpylolle C KpOBbIO UejoBeKa M ee
KOMIIOHeHTaMH, MMIUIAaHTHpyeMble MeAUIIMHCKHe W3Jeaud, a Takke MeZUIIMHCKHe
usfenusd, IpefHa3HaueHHBbIe JJIf HNHBEKIIMOHHOTO BBeJeHHUA JIeKapCTBEeHHBIX CPeACTB,
HOJJIeXXaT O00s3aTebHBIM HCCIEOBAHUAM IIO IIOKA3aTeaAiM OCTPOHl  CHCTEMHOM
TOKCUYHOCTH, LIUTOTOKCUYHOCTH, Pa3APKAONEr0o MAeHCTBUA, HAa IHPOreHHOCTS,
reMOCOBMECTUMOCTE, COZlepKaHue GaKTepUaIbHbIX SHJOTOKCHHOB.

Be16op MeTOZOB OIIeHKM OWOJOTHYECKOTO [AefCTBUSA MeAUIMHCKUX U3JeNInil
OCHOBBIBA€TCS HAa KaTerOPUM MeNUIIMHCKOTO W3JedHs B 3aBUCUMOCTH OT BHJA U
JIJIATEIbHOCTH KOHTAKTa C OPTaHMU3MOM YeJIOBeKa.

17. B xoze ucnbITaHU YIIOTHOMOYEeHHAs OPTaHU3aIlUA OIIpeiesiieT:

a) COOTBETCTBME MEIUIIMHCKOTO M3Zeaus (MaTepHasoB, M3 KOTOPBIX H3TOTOBJIEHO
MEeJUIIMHCKOe wu3fenne U (MIKM) IPUHAIJIEKHOCTH K METUIIMHCKOMY H3/EeJIHIO)
TpeOOBaHUAM CTAaHJAPTOB, BKJIIOUYEHHBIX B II€peYeHb CTAaHJApPTOB, TEXHUYECKOH u
9KCILTyaTalliOHHOMN JOKYMEeHTAIluH IIPOU3BOAUTEIA;

6) COOTBETCTBHE IIPeICTaBIE€HHOH 3asgBUTEIEM MAOKyMEHTAllMM HA MeIHIMHCKOEe
n3genue TpeGOBaHUAM CTAHJAPTOB, BKIIOYEHHBIX B TI€peYeHb CTAHAAPTOB;



B) IIOJIHOTY U OOBEKTHBHOCTH yCTAHOBJIEHHBIX TEXHUYECKOW M SKCILTyaTallHOHHOM
JOKyMeHTalieii IPOM3BOAUTENI XapaKTePUCTUK, IIOAJEXKAIUX KOHTPOJIIO IIpU
WCIIBITAaHUAX, 2 TAK)XXe HCIIOJIB30BAHHBIX METOOB (METOAMK) UCITBITAHUI;

I) COOTBETCTBHE (HECOOTBETCTBME)  IIPeJCTaBIEHHBIX  00pasuoB  (1Ipob)
MeAMIINHCKOTO nU3zesus (MaTepHaioB, U3 KOTOPhIX U3TOTOBIEHO MEJULIMTHCKOE U3ZeINe U
(nnm) IpUHAAIEXHOCTH K MeJUIIMHCKOMY U3ZeJINI0) OOIUM TpeOOBaHUAM.

18. VcpITaHus OCYIIeCTBISAIOTCS YIIOTHOMOYEHHOH OpraHu3aiueil B Cpok He 6oee
30 paboumx mHeil co AHS 3aBeplleHUs oTOOpa 00pasloB (IIP06) MEAUIIMHCKOTO U3[eTusd
(MaTepuaoB, M3 KOTOPHIX M3TOTOBIEHO MEAMIIMHCKOE U3fere U (MIH) IPUHAAIEKHOCTH
K MeJUIIMHCKOMY W3[eJHI0), YKa3aHHbIX B myHKTe 13 Hacrosmux [IpaBun, 3a
UCKJIIOYeHHeM CJIydaeB, Korja 6ojee IPOJOJDKUTENBHBIM CPOK IPeLyCMOTPEH METOAOM
(MeTOIUKOM) UCTIBITAHUIA.

19. Pe3ymbraThl WCHOBITAHUN CYUTAIOTCA OTPUIATENBHBIMM B CJIy4ae, eCiIu
IIpe/iCTaBI€HHbIE Ha UCIIBITAaHUA 00pasisl (IIpo0ObI) MeIUIIMHCKOTO U3Zenus (MaTepHasbl,
M3 KOTOPBIX H3TOTOBJIEHBl MEJUIMHCKOe wu3fenvie U (WIM) NPUHAIEKHOCTH K
MeJULIMHCKOMY HU3[Ie/INI0) He COOTBETCTBYIOT OOLIUM TPeGOBaHUAM.

20. Ilo pesysnbpTaTaM HCIBITAHUM MeAMIIMHCKOTO M3JeNusd, IPOBeJeHHBIX B Lesax
OLIEHKM er0 OHOJIOTUYeCKOTO HeICTBHSA, YIIOTHOMOYEHHOUM OpraHm3anueil ohopMIseTcs
IIPOTOKOJ 110 opMe, IIpesyCMOTPEHHOH IPUIOXKeHHeM K HacTosmuM [IpaBumam.

2]1. JIoKyMeHTHI IO TIPOBEJEHUIO WCIIBITAHWI XpaHATCA B YIOJIHOMOYEHHOM
OpraHM3alliM B CHUCTEMAaTU3UpPOBaHHOM Buze He MeHee 10 jer co AHA 3aBepuIeHUS
UCIIBITAHUM.

III. TpeboBaHMA K yIIOTHOMOYEHHBIM OPTaHU3AIUAM U
IOPATOK OLIEHKU WX COOTBETCTBHSA YKa3aHHBIM TPeOOBaHUAM

22. B enmuHBIE peeCcTp  YHOJHOMOYEHHBIX OpraHM3allU¥  BKJIIOYAIOTCA
UCIIBITaTeIbHbIEe 1TabopaTopuu (LLEeHTPHI) B COOTBETCTBUU CO CIIeAYIOUIMH KPUTEPHAMHU:

a) perucTpanys HCIBITaTeIbHOH raboparopuu (LIeHTpa) B KauecTBe IOPUILUIECKOTO
JIMIIa B COOTBETCTBUU C 3aKOHO/AaTeIbCTBOM I'OCYJapCTBa- YIEeHa;

6) HajuYMe y MCIIBITATEeIBHOM aboparopum (LleHTpa) AeHCTBYIOLIErO aTTecTaTa
aKKpeJUTAIlUX B HAITMOHAJIBHOMN CHCTeMe aKKpeJUTAIlu{ TOCYyJapCTBa-1IeHa;

B) Hajiuuue B OOJACTH aKKpeAUTALMH WCIBITaTeTbHON Jsaboparopuu (LeHTpa)
MeIUIMHCKUX U3ZAeNuil u (WIM) TPyNI OSHOPOAHBIX MEIUIMHCKUX W3JeNUM, a TakKe
BUZIOB ¥ METOZOB UCIIBITAaHUH;

T) HaJIu4ue yJOBJIETBOPUTEIBHBIX PE3YJIbTATOB MeXIa00PAaTOPHBIX CPAaBHUTEIBHBIX
VICIIBITAaHUH (MeXXJIab0PaTOPHBIX CIUYEHUH);

I) HajJW4yue CHCTeMbl MeHeIKMeHTa KadyecTBa U COONIOfEHUE B IesITeIbHOCTH
HCIIBITaTeTbHOM Jaboparopuu (LjeHTpa) TpeOOBAaHHUII CHUCTEMBI MEHEIDKMEHTa KauecTBa,
YCTaHOBJIEHHBIX B PYKOBOJICTBE II0 KA4eCTBY;



€) Hamuyhe HOPMAaTUBHBIX IIPaBOBBIX AaKTOB, JOKYMEHTOB B  00JacTu
CTAaHZAPTHU3aLUY, TPAaBUJI U METOZOB (METOLWK) MCIBITAHUN U W3MEPeHUi, B TOM YHCIIe
mpaBWwI OTOOpa 00pasuoB (mpo0), X HHBIX [JOKYMEHTOB B OOJACTH aKKpeAUTAIlUW
WCIIBITaTeIBHON Jlaboparopuu  (IeHTpa), a Takke COOJIOZeHMEe HCIIBITaTeIbHOM
naboparopueii (1eHTpOM) TpeGOBaHHI JaHHBIX JOKYMEHTOB;

X) HaIWYMe Yy CIeNMaJuCTOB  MKCIBITATeIBHOM  Jjabopatopuu  (ILieHTpa),
HeTIOCPe/ICTBEHHO BBITIOIHAIOMUX PAOOTHI 0 UCIIBITAHUAM:

BBICIIETO OOpasoBaHusA aubGO cpefHero MpodecCHOHATHHOTO OOPa30OBAaHUS WU
IOIOIHUTEIBHOTO IPO(eCCHOHAIBFHOTO 00pa3oBaHUs 1O IPOGUIIO, COOTBETCTBYIOLIEMY
00J1aCTH aKKpeIUTaLNH;

ombITa pabOTBI IO MCHBITAaHUAM M U3MEPEeHUAM B OO0JACTH aKKpeAUTAIuH,
YKa3aHHOH B 3afABJI€HMM 00 aKKpeJWUTAllM{ VI B peecTpe aKKpPeJAUTOBAHHBIX JIHI], He
MeHee 3 JieT.

23. VYmonHOMOYeHHBIe OpPraHBI  pPAacCMaTPUBAIOT  3agBKU  HCIBITATEJIbHBIX
smabopaTopuii (IIeHTPOB) O BKJIIOYEHUU B II€PeYeHb YIIOTHOMOYEHHBIX OPTaHM3ALUN U
COOOIIAOT UCIIBITATEIBHOM Ta00paTOpUU (LIEHTPY) O MPUHATOM pelleHUH B ITUChMEHHOH
dbopme He mo3pHee 10 KayeHZAPHBIX JHEH CO JHA ITOJAYN 3aIBKU.

Bmecre ¢ 3agBKOH IIPeICTaBIAIOTCA TaKXe JOKYMEHTHI, IIOJTBEPXKIAOILIMe
COOTBETCTBHME WCIIBITATEIBHOM Jsabopatopuu (LeHTpa) KPUTEPHUAM, YCTAaHOBIEHHBIM
nmyHKTOM 22 Hacroamux [Ipasui.

B 3afBKe O BKJIIOYEHWM WCIBITaTeJIbHON Jaboparopuu (LleHTpa) B IepedyeHb
YIIOJTHOMOYEHHbIX OpPTaHM3allWil yKa3bIBaeTcsA MHMPOPMAIUSI O MEJULIMHCKUX U3AENUIX U
(wryu) OZHOPOAHBIX TIpPyIIaxX MEZWUIIMHCKUX H3TEeNWi, a TakkKe BHAAX M MeTOZAX
WCIIBITAaHWM, BKJIIOYEHHBIX B OOJACTh ee aKKpeJWUTAllu{, B OTHOUIEHMU KOTOPBIX
HCIIBITaTeIbHASA JTa00paTOpH (1IEHTP) TOAET 3aIBKY.

B cirydae mnpuHATHUA YIOJIHOMOYEHHBIM OPTaHOM IIOJIOKUTEJBHOTO peIleHUs
WCIBITaTeNIbHAs Jj1aboparopus (1leHTp) BKJIIOYAeTCH B IlepedYeHb YIIOTHOMOYEHHBIX
OpraHM3alUH.

B ciyyae HecOOTBETCTBUA HCIIBITaTeTBHOU jaabopaTopuu (LleHTpa) KPUTEPUAM U
OTPUIIATEIFHOTO pellleHUs YIIOJTHOMOYEHHBIH OpraH B IIMCBMEHHOH (opMe yBeZOMIIAET
HCIIBITaTeIbHYIO JJabopaTopuio (LIeHTpP) O IPUYMHAX OTKA3a.

VcnsiTaTenbHble 1abopaTopuy (1I€HTPHI), BKIOUEHHbIE B €UHBINH peecTp OpraHoOB
10 olleHKe cooTBeTcTBUsA Coi03a M MMeIolIye IIPaBO IIPOBOJUTH UCIIBITAHUS, BKIIOYAIOTCSI
YIIOJTHOMOYEHHBIMU OpPraHaM{ B IlepedeHb YIIOJHOMOYEHHBIX OPraHU3aIUY II0 3aABKaM
YKa3aHHBIX UCITBITaTeIbHBIX abopaTopuii (LLeHTPOB), B KOTOPHIX JO/DKHA OBITh YKa3aHa UX
00J1aCTh aKKpeJUTAIIUH.

24. O6xamoBaHHe pelleHUA YIIOJIHOMOYEHHOTO OpraHa OCYIIeCTBISeTCA B
COOTBETCTBHH C 3aKOHO/AaTeIECTBOM T'OCYy/JapCTB-4JIeHOB.

25. BHeceHue cBefeHUI 00 HCIBITaTeTbHBIX JabopaTopusx (LeHTpax) B eJUHBIH
peecTp YIIOJIHOMOYEHHBIX OPTaHU3aluil OCyIecTBseTcs EBpasniicKoil 9KOHOMMYeCKOi



KOMHMCCHEH B  COOTBeTCTBUM C TII€PeYHAMH  YIOJHOMOYEHHBIX OpraHU3alui,
ompezeaieMbIMH YIIOJHOMOYEHHBIMY OpraHaMU.

26. YmomHOMOYeHHble OpraHbl OO0EeCIeYMBAIOT XpaHEHHWe, CUCTEMATHU3AIUIO,
aKTyaJIn3alldio U U3MeHeHre HHGOpMAnuy 00 yIOJIHOMOYEHHbIX OPraHU3aIUgX, a TaKxKe
3aIIUTy OT HECAHKIIMOHMPOBAHHOIO JOCTYIIA K HEMH.

IlepeyeHb yIOJIHOMOYEHHBIX OpraHM3allMi pasMelaeTcsa Ha OQUIIMATbHBIX CaiiTax
YIIOJTHOMOYEHHBIX OpraHOB B HH(OPMAIlIOHHO- TeJeKOMMYHHUKAI[MOHHOH CeTH
«VlHTepHeT» U B OTKPBITOM yacT MHPOpManoHHo# cucreMsl Coroza B chepe obpaieHus
MeIUIIMHCKUX U3IeIUHA.

27. YHNOTHOMOYeHHBIe OpraHBl B TedeHHe 3 PabOYMX MAHEH IIOCTe BHECEHUS
M3MeHeHUI B CBelleHUdA, cojepXKalueci B IIlepeyHe YIOJHOMOYEHHBIX OpraHU3alUi,
obecreynBaOT pa3MelleHHe COOTBETCTBYIOUIeH MHMOPMAIUM HAa CBOMX O(HUIIMATBHBIX
caiiTax B WMHGPOPMAIIMOHHO-TeJIeKOMMYHUKAIIMOHHOH ceTn «MHTepHeT», a Taxke ee
npezcTaBiaeHde B EBpasuiicKylo SKOHOMHYECKYI0 KOMUCCHIO C MCIIOJIb30BaHHEM CPe/CTB
MHTEeTPUPOBAaHHOM MH(OpManoHHON cucreMbl Coro3a.

EBPaBHfICKaﬂ SKOHOMHYECKasA KOMUCCHUS B TeueHue 1 pa6oqero OHA obecreuynBaeT
dKTYA/JIN3dIINI0 €THNHOTO peeCTpad YIIOITHOMOYE€HHBIX OPFHHHBHHHfI.

26. IlpemocTaBieHrMe IO 3allpocaM 3aWHTEPECOBAHHBIX JIMI, CBeJeHWH 00
YIIOJTHOMOYEHHBIX OpTaHU3AIUAX OCYILIECTBAAETCS YIOJTHOMOYEHHBIMU OpraHaMHU B
COOTBETCTBUH C 3aKOHOJATE€IBCTBOM T'OCY/JaPCTB-UJIEHOB.



ITPUJIOXXEHUE

k [IpaBuiam npoBeseHus
WCCJIeIOBaHUM (MCIIBITAHUI) C 1[€IBIO
OI[eHKU OMOJIOTUYECKOTO JeHCTBUS
MeIUITMHCKUX U3deaTni

®OPMA

IIPOTOKOJIA MCCIeNOBaHU (MCIIBITAHUI) IO OI[eHKe
OHOJIOTUYECKOTO AeHCTBUA MEAUIUHCKOTO U37eIUA

(HauMeHOBaHUeE UCIIBITaTeIbHOM TabopaTopuu (LeHTpa), afpec, HoMmep TenedoHa)

VTBEPXKIAIO

PykoBozuTenp uCIbITaTE TBHOMN
nabopartopuu (LeHTpa)

(mommucs) (®.1.0.)

M.IIL.

IMTPOTOKO/JI

KCCJIeIOBaHUM (MCITBITAHUI) TI0 OI[EHKE
OGUOJIOTUYECKOTO JEeMCTBUA MEAUIIMHCKOTO HU3IeTHs

Ne OT « » 20 r.

(HauMeHOBaHHE MEIUIIMHCKOTO U3ZEeJIHs)

Cocrasien

(HauMeHOBaHMeE UCIIBITATENIBHOI TaGopaTopun (LeHTpa)

(MecTo IpoBeZeHUS UCCIeN0BaHUHN (MCIIBITAHUI))

ArTecTar aKKpeAUTALIMN UCIIBITATEIBHOM TabopaTopuu (1ieHTpa)

(1omep,

JaTa BBIa4M, 061aCTh aKKpeJUTAIIH)

IeHCTBUTEIEH MO « » 20 1.

1. Bmepuozc«__ » 20 _r.mo«__» 20 I.

(HauMeHOBaHMeE UCIIBITATENBHOM TabopaTopuu (LeHTpa))



IIPOBeZIeHbI NCCIeIOBaHMA (MCIIBITAHM) 110 OlleHKe OHMOJIOTMYeCKOro JAefCTBUS

(HHI/IMeHOBaHI/Ie MEOIUIIMHCKOT'O U3aeJNA, HAUMEHOBAHUE HpHHaH}Ie)KHOCTefI K MEJUIIMHCKOMY H37eJIHIO,

HEO6XO,ZLI/IMI)IX AJI IPUMEHEHUA MEJUIMHCKOTO U3Ie/INs 110 HaSHa‘{eHI/IIO)

IIPOM3BOZICTBA
(HHI/IMeHOBaHI/Ie IIPpOMU3BOAUTEIII, CTpaHa HPOI/IBBO,D;CTBH)

Cepus, ata Cpoxk rogaOCTH

HMapTHIL IIPOU3BOZCTBA (cpox ciry>K05bI)

KonuyectBo 06pasios

2. Pe3ynbTaThl MCCIE€AOBAHUM (MCIBITAaHNH):

HaumenoBanue OQakruyecku nonrydennsie | Temmepatypa (°C) u
TpeboBanus 0
ITOKa3aTeJs pe3yJIbTaThI BaXHOCTH (%)
1 2 3 4

3. 3axkiIoueHue.

ITpencrasienHble 06pa3ibl (IIPOOHI)

(COOTBETCTByIOT, He COOTBETCTBYIOT

TpeOGOBaHUAM - YKa3aTh HY>KHOE)

MeTtoauku

(BocTpoM3BOAATCA, He BOCIIPOM3BOJATCS - YKa3aTh HYXKHOE)

CrenuaaucT UCIbITaTeTbHON TabopaTopuu (LeHTpa)

(mopmucse)

CrenuaaucT uCnbITaTeIbHON TabopaTopuu (LeHTpa)

(@.11.0.)

(mogmucs)

(@.11.0.)

Hacroamuii TpOTOKOJ pacIpoCTpaHAeTCAd TOJABKO HAa O0Opasmbl MeAHITMHCKUX

W3[eJTUi, TIOJBEPTHYThIE UCCIeA0BAaHUAM (MCIIBITAHUAM).

IlonHas mam yYacTUYHAsA IlepelleyaTKa HACTOSAIIETO IIPOTOKOJA 0e3 paspelleHus

HCIIBITAaTeIBHOMN JTabopaTopuu (LleHTpa) 3aIpelieHa.




