PeweHune CoBeta EBpa3nmckon akoHomm4eckon kommccum ot 16 mas 2016 roga Ne 38
06 yTBepxaeHun NpaBun npoBeaeHUsi UCCNefoBaHUN (MCNbITaHUA) C LeNbIO OLIeHKU BMONOrnyeckoro
AeNCTBUA MeANLUHCKUX usgenum
(r. MockBa)

B cootBetcTBUMM co crtatben 31 [oroBopa o EBpasuickoM akoHoMuyeckom cotose oT 29 mas 2014 ropa,
nyHktamn 4 n 5 cratbn 4 CornaweHus o eAuHbIX NpuHUMnax M npasunax obpalleHuss MeaULMHCKUX U3genui
(n3genun mMeguumMHCKOro HasHadyeHus 1 MeOMLUHCKOM TEXHUKN) B pamkax EBpasmMmnckoro akoHOMMYEeCKOro cotosa ot
23 pekabpsa 2014 roga, nyHkramu 105 n 106 npunoxenns Ne 1 k PernameHTy paboTel EBpa3sniickont 3koHOMUYECKON
KoMuccuu, yteepxaeHHoMy PelieHnem Boicliero EBpasniickoro akoHomuyeckoro coseta ot 23 gekabps 2014 r. Ne
98, 1 B Lensax ncnonHeHns PeleHuns Bricliero EBpasuninckoro akoHoMmyeckoro coeta oT 23 gekadbps 2014 r. Ne 109
«O peanusaumu CornalwieHvss 0 eguHbIX NpuHUMNax M npasunax obpalleHnss MeAVMUMHCKUX uagenun (m3genui
MEeOMLMHCKOrO HasHa4YeHUs M MeOWLMHCKOM TexHWKWM) B pamkax EBpasuiickoro akoHommyeckoro cotosa» Coset
EBpasuninckon 3KOHOMUYECKON KOMUCCUW PELLNST:

1. YTtBepautb npunaraemble [IpaBuna npoBedeHWs WCCNeAoBaHWN (MCMbITAHWA) C  LEnbl  OLEHKN
Ornonorn4yeckoro 4ENCTBMA MEANLNHCKNX N3OENUA.

2. Hactosiwee PelweHve BcTynaet B cuny no uctedeHun 10 kaneHgapHbIX AHEW ¢ AaTbl BCTYNMAEHUS B CUNy
MpoTtokona, nognucaHHoro 2 aekabpsa 2015 r., o npucoeamHeHun Pecnybnvkn Apmerusa k CornallueHnio o eanHbIX
npyHUMNax n npasunax obpaleHns MeAMLUHCKUX U3Lenui (M34enuii MEAMUMHCKOrO HasHa4YeHUs U MeMLMHCKON
TEeXHVKN) B pamkax EBpasuiickoro akoHommnyeckoro cotosa ot 23 aekabps 2014 roga, HO He paHee YeMm Mo UCTeYEHUN
10 kaneHgapHbIX AHen ¢ gaTbl omumanbHOro onybnnkoBaHusa HacToswero PelleHus.

YneHbl CoBeTa EBpa3sMmnckomn 3IKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6nukn Ot Pecny6nukn OT Kbiprbisckon Ot Poccuiickon
ApmeHusa Benapycb KasaxcTaH Pecny6nukn denepauum
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NMPABUNA
npoBeAeHUA uccneaoBaHuin (MCNbITaHUM) C LeNbI OLEHKN
Ononornyeckoro AeMcTBUA MeAULUUHCKUX usgenum

|. O6LKre nonoxeHus

1. Hacrtoswue [pasuna paspabotaHbl B cooTBeTcTBMM co cratben 31 [orosBopa o EBpasuiickom
3KOHOMMYeckom cotode oT 29 masa 2014 ropa, nyHkTamu 4 n 5 ctatbn 4 CornalieHnst 0 eauHbIX NpUHUMNax u
npasunax obpalleHuss MeOUUMHCKUX U3enun (u3genuii MeguUMHCKOro HasHayeHWst M MeOUUUHCKON TEeXHWKM) B
pamkax EBpasuiickoro akoHommnyeckoro cotosa ot 23 gekabps 2014 roga u ycraHaBnmBaloT B paMmkax EBpasunckoro
3KOHOMMWYECKOrO COto3a MOPSIAOK MPOBEAEHWUS UCCRenoBaHUA (UCMbITaHUA) C LEenblo OLUEHKM Guonornyeckoro
OENCTBMSA MEeAVLMHCKUX U3Oenui Ans peructpauuy, TpeboBaHWs K YMONMHOMOYEHHBIM OpraHu3auusM, MMeLum
npaBo NPOBOAMTb UCCNEAOBaHNS (MCMbITaHWSA) C LENbio OLEHKN Bronormyeckoro AeNCTBUA MEAUMLMHCKUX N3enui
(manee - ynonHOMO4YeHHbIE OpraHM3aumm), a Takke NopsAoK OLEHKN COOTBETCTBUS YMONTHOMOYEHHbIX OpraHu3auni
3TMM TpeboBaHUAM.

2. Ons yenen HacTosAwmx MpaBun NCNONb3yTCS NOHATUA, KOTOPbIE 03HAYaloT cneayLlee:

«UccrnefoBaHUsA Ha reMOCOBMECTUMOCTb» - BbISIBNIEHME OTpuuaTenbHbiX Guonornyecknx 3ddekTtos npu
KOHTaKTe MEeLMLUHCKOro U3aenus ¢ KpOBblo YenoBeka unm niobdbiM U3 ee KOMMNOHEHTOB;

«WUCCNeLoBaHNSA Ha MUPOTrEHHOCTb» - NPOBEPKA OTCYTCTBUS B MEAMNLMHCKUX U3OENNSAX XMMUYECKUX areHToB Unm
OPpYrMx BeLLecTB, CMOCOOHbLIX BbI3BaTb JfMXOPaAOYHYH OTBETHYK peakuuio (MOBbILLEHME TemnepaTypbl Tena
Yyenoseka);

«WUCCMNEeLOBaHNA Ha CTEPUIIBHOCTbY - MPOBEPKA HANUYUsi NN OTCYTCTBUSI XKU3HECTTOCOBHBLIX MUKPOOPraHN3MOB B
MEeLMLIMHCKOM N3fenuu;

«martepvany - Nobon CUHTETUYECKUA WM MPUPOAHBLIN NOnMMep, MeTann, Cnna.s, Kepamuka wnv Opyrow
HEXWM3HECNOCOOHbIN MaTepuan, BKNOYas HEXU3HECNOCOOHY0 OMONornyeckylo TkaHb, MPUMEHSIEMbIN B KayecTBe
MELMLIMHCKOro U3gennst unu ero 4actu;

«OCTpasi CMCTEMHAs TOKCMYHOCTb» - HebnaronpusiTHbli 3adpchekT, Bo3HMKawowmii B noboe Bpemsa nocne
BBEEHUS1 OQHOKPATHOW M MHOTOKPaTHBIX 403 Uccneayemon npobbl B Te4eHne 24 4acos;

«pasgpaxarllee [OeWCTBME» - JOKanu3oBaHHas BOCManuTenbHasi peakuusl opraHuama 4YenoBeka Ha
OOHOKpaTHOe, MOBTOPHOE WNM MNPOJOSHKMTENBbHOE BO3OENCTBME Wccreqyemoro MaTepuana 6e3 BoBneyeHus
WMMYHHOIO MeXaH13ma;

«cneumdukaumay - OKYMEHT, BbINOMHEHHbIV B BUAE Tabnuubl, onpeaensiowmin COCTaB MeanLUMHCKOro u3genus
N copepxalimi 0603Ha4YeHMs U ONMMCaHUE ero COCTaBHbIX YacTeW, MPUHAANEXHOCTEN U pacxodHbIX MaTtepuarnos ¢
yKasaHMeM HauMeHOBaHWI 1 KONMYECTBA;

«CTaHgapTHbl obpasey» - maTepuan C YCTAHOBIMEHHbIMM MOKa3aTensiMM  TOYHOCTM U3MEPEHUN W
METPOJSIOrMYECKON MPOCIEXNBAEMOCTbIO, AOCTAaTOMHO OAHOPOAHbLIA U CTabUNbHBIA B OTHOLUEHWM ONpeaeneHHbIX
CBOWICTB, ANS TOro 4ToObl MCNONb3oBaTb €ro Npu U3MEPEHUW UIMU MpU OLEHMBAHUWM Ka4YeCTBEHHbIX CBOWCTB B
COOTBETCTBUW C NpejnonaraemMbiM Ha3Ha4YeHeM;

«YMONTHOMOYEHHbIV  MpeAcTaBuUTENb NPOM3BOAUTENS» - OPUAMYECKOE NWLO uNu  uanyeckoe nuuo,
3aperMcTpMpoBaHHOE B KA4YeCcTBe MHOVBMAYANbHOrO NpeanpuHUMaTens, SBnsaowmecs pe3ngeHTaMm rocygapcrea -
uneHa EBpasniickoro 9SKOHOMMYECKOrO COH3a W YMNOMMHOMOYEHHble B COOTBETCTBMM C  [JOBEPEHHOCTLIO
Npov3BOANTENS MEAWLMHCKOrO W3Aenvs npeacTaBnsaTb €ro UHTEepPecbl U HECTUM OTBETCTBEHHOCTb B 4acTu
obpalleHnsa MeguLMHCKOro n3genvs B pamkax EBpasniickoro SkOHOMMYECKOro Co3a M UCMOSTHEHUS 06a3aTenbHbIX
TpeboBaHuii, NpeabABNAEMbIX K MEOULIMHCKUM U3AENUSAM;

«UMTOTOKCUYHOCTb» - CMOCOBHOCTb XMMMUYECKMX BELLECTB, BXOOSALMX B COCTaB Martepuana, Bbl3blBaTb
naTonorn4yeckne N3MeHeHus B KrneTkax opraHuama yeroBeka.

3. ViccnepoBanust (UCMbITaHNsA) C LIENblO OLEHKU BGUOoNornyeckoro AenNCTBUSA MEAULMHCKUX M3denun (oanee -
UCMNbITAHNS) NPOBOOATCA B LENsX OonpeaerieHnsi COOTBETCTBUS MEOUUUHCKMX u3genvin obwum TpeboBaHusiM
6e3onacHOCT 1 3MEKTUBHOCTM MEOUUMHCKUX U3Aenni, TpeboBaHUSM K MX MapKMpPOBKE W 3JKCMMyaTauMOHHOW
OOKyMeHTaumn Ha Hux (ganee - obwme TpeboBaHus).

Mpy nNpoBedeHMU MCMbITAHMI MOTYT UCMONb30BATLCA CTAHAAPTbI, BKMOYEHHblE B MepeyeHb CTaHAapToB, B
pesynbTate MNPUMEHEHNsI KOTOpbIX Ha [J0OPOBOMbHOM OCHOBE MOMHOCTLID UMM YacTu4HO obecnevmBaeTcst
cobniogeHne COOTBETCTBUSI MEAMLMHCKOrO u3genus obwum TpeboBaHusM (OQanee - MepedYeHb CTaHOapToB),
TexHu4eckass AOKyMeHTauus npoussoguTens MeOUUUHCKOro u3genus, a takke meTtodbl (MeToavKu) UChblTaHuM,
aTTecToBaHHble (BanuaMpoOBaHHbIE) N yTBEPXKAEHHbIE B COOTBETCTBUM C 3aKOHOAATENbCTBOM rocydapcTBa - ureHa
EBpasninckoro 3KOHOMMYECKOrO CO3a (Aanee COOTBETCTBEHHO - rocyfapcTea-yneHsl, Cotos).

4. VicnblTaHWs NPOBOAATCA MO 3asABMIEHUIO NPOU3BOAUTENS MEANLIMHCKOrO U3Aennst Unn ero YnosIHOMOYEeHHOro
npeacTaButens (ganee - 3asBUTENb) B YYPEXOEHUsIX, OPraHM3aumsax M Ha Npeanpusatusix, KOTopble BHECEHbI B
€[IMHbIN peecTp YNOMHOMOYEHHbIX OpraHusauun. EAvHbLIA peecTp YNONHOMOYEHHbIX OpraHusauuin pasmMellaeTtcs
EBpasniickoit 3KOHOMMYECKON KOMUCCUEN B MHGpopMaLMOHHON cucTteme Coto3a B cepe obpalleHns MeanumHCKmx
nsgenui Ha ocpuumansHom cante Coto3a B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn «HTepHeT».

5. C uenbio nony4vyeHns JokasaTenbCTB COOTBETCTBUS MEQULIMHCKOIO n3genus obwmm TpeboBaHnsam 3asaBuTeNb
BrpaBe CaMOCTOATENbHO oObpawartbcss B YMNOMHOMOYEHHbIE OpraHuM3auuMn [Ans MNpPOBEAEHUs UCMbITaHUA Ha




COOTBETCTBME KOHKPEeTHbIM cTaHgapTaMm (B MOMHOM O6beMe MNM  YacTUYHO) U (MNK) aTTecToBaHHbLIM
(BanuanMpoBaHHbIM) MeTogaMm (MeToAuKam), MOATBEPXKAANLUMM COOTBETCTBUE MEAMUMHCKOrO M3genusi obLium
TpeboBaHUsAM.

Il. Mopsaok npoBegeHUs UCNbITaHUNA

6. UcnblTaHua npoBOOATCA B OTHOLUEHUU MEAMUMHCKUX U3aenvi n (Mnu) npuHagnexHocTen K MeanuMHCKUM
U3aenusaM, KOHTakTMPYIOLUMX C MOBEPXHOCTbIO Tena 4ernoBeka, ero Cnuva3ncTbiMy 06onoyvkamun, BHYTPEHHUMU
cpedamu opraHusma.

7. VicnbiTaHna BkoyaloT B cebs npoBepky:

a) (PU3MKO-XMMUYECKMX MnokasaTenen (B 4actu U3NYECKON XMMWUM MaTepuarnos, U3 KOTOPbIX M3rOTOBIEHbI
MeaVLMHCKOe u3genue 1 (Unv) NpUHaaIeXHoOCTN K MEAULIMHCKOMY U3AEenuio);

0) caHUTapHO-XUMUYECKUX NoKasaTenen;

B) Bruonornyecknx nokasaTtenen B ycrnosmsXx in vitro u in vivo.

8. Ana npoBefeHVs MCNblTaHWWA 3asBUTENb NpeacTaBnsaeT B YNOMHOMOYEHHYIO OpraHvM3auuio 3asiBfieHne o
NpOBEAEHUIN UCTIbITAHWI, CoAepXallee creayoLlyto MHhopMauuio:

a) HaMMeHoBaHVe MeaNLIMHCKOro N3enus;

6) opraHusauMoHHO-NpaBoBas opma 3asBUTENs, MOMHOE W COKPAaLleHHoe (Npu HamM4umn) HavMeHOBaHWS
IOPUOMNYECKOTO NWLA, MEeCTO HaxoxaeHus (damunusa, ums, OTY4ECTBO (NMpU HamMuuu), MECTO XMTenbCcTBa
dur3nyecKkoro nvua, 3aperyucTpMpoBaHHOrO B KavyecTBe MHAMBMAYaNbHOroO npeanpuvHUMaTtens), NouYTOBbIA aapec,
CBeJeHUss O TrOCyAapCTBEHHON perucTpauum puaudeckoro nuua unu  duanyeckoro nvua B KadvecTBe
WHAMBMAYanNbHOro npegnpuHumarens (B cnyvae ecnv 3asBuTeneM SBMASETCS YNOMHOMOYEHHbIN npeacTaBuTenb
npoussBoanTens, NPeACTaBnsAlTCA TakkKe YyKa3aHHble CBEAEeHWs B OTHOLUEHWM MpOoM3BOAUTENSA MEeAULMHCKOro
nsgenus);

B) WAEHTUMVKALMOHHBIE MPU3HAKW MEOMLUMHCKOrO M3fenus: Modenb, macca, obbem, Aata M3roTOBREHMS,
cepusi, CPOK roAHOCTU (CPOK Cny»Bbl) (Mpu Hanuuun).

9. BmecTe ¢ 3asBneHnem NpeacTaBnstoTCs:

a) cneundrKaumna NPOM3BOAUTENS HA MeAULIMHCKOe U3denue;

6) TexHn4eckas 1 akcnnyataumoHHasa AOKyMeHTaumsa NponM3BoanTENS Ha MeAULIMHCKOe N3fenve;

B) [AOKYMEHTbl, codepXaliue CBeAeHWS O HOpPMaTMBHOW [OKYMEHTauuMum Ha wmartepuanbl, U3 KOTOpbIX
W3roToBMEHbl MeAuMUMHCKOe un3genve u (Mnu) NpUHaanexHoCTV K MeAULMHCKOMY W3Aenuio, KOHTakTupyloLwue ¢
NMOBEPXHOCTLIO Terna 4YernoBeka, ero Crnm3ncTbiMy o6onoykamu, BHYTPEHHWMW cpejamu opraHu3ma (panee -
mMaTtepuanbl, 3 KOTOPbIX N3roTOBIEHbI MEAWLMHCKOE n3fenve n (Unu) NpuHaaneXxXHoCcTn K MeAULIMHCKOMY U3Aenuio);

r) AOKYMEHTbI, cogepaline gaHHble O NekapCTBEHHbIX CPeACTBax B COCTaBe MeAMLUMHCKOrO U3Aenus, cocTas,
KONMYeCTBO, AaHHble O COBMECTMMOCTW NEeKapCTBEHHOr0 CpeAcTBa C MeAWUUMHCKMM u3genuem (Mpy Hanuyum B
cocTaBe MeAMLIMHCKOro N3aenus nekapcTBEHHbIX CPeacTB);

A) AOKYMEHTbI, CoAepXaline CBeAeHUss O COCTaBe MaTepuanoB, U3 KOTOPbIX M3rOTOBMEHbl MeAULMHCKOoe
nsagenue n (Mnu) NPUHaANEXHOCTN K MEANLMHCKOMY U3OENWIo;

€) Konuu MNpPOTOKOMOB WCMbITAHUA MEAWLMHCKOrO mn3genus v (Mnv) matepuanos, M3 KOTOPbIX W3roTOBMEHbI
MeOMUMHCKOe n3genve n (Mnu) NPUHaANEeXHOCTU K MEANLIMHCKOMY U3AENno, Ha GMOCOBMECTUMOCTL (MPU Hann4uum);

X) cTaHgapTHble obpasubl (ecnu 3TO NPefycCMOTPeHO MeTojamu (MeToaukamu) CaHUTapHO-XUMUYECKUX
uccrneaoBaHuii).

10. B cnyyae ecnv AOKyMeEHTbI, yKa3aHHble B NyHKTe 9 HacTosawwmx [Npasun, cocTtaBreHbl Ha WHOCTPaAHHOM
A3blke, MPU HanmUuMM COOTBETCTBYIOLMX TpeboBaHWi B 3akoHO4ATENbCTBE rocyAapcTBa-yneHa npedcraBrnsieTcs
3aBepeHHbIi 3adBWTENeM NepeBOod 3TUX AOKYMEHTOB Ha roCy4apCTBEHHbIM $3blK (rOCyO4apCTBEHHble S3blKM)
rocyaapcTBa-yneHa, Ha TeppuTopun KOTOPOro NPOBOAATCH UCTbITaHUS.

11. YnonHoMo4eHHasi opraH13aumnsi B Te4eHme He bornee

10 kanmeHgapHbIX OHEN CO [OHA nodayv 3asiBfeHus NpoBOOAMUT aHanu3 MPeACTaBreHHbIX 3asBNEHUs U
npunaraembix K HeMy JOKYMEHTOB U CTaHO4APTHbIX 06pasLoB 1 yBeOOMISET 3ad9BUTENS O MPUHATOM PELUEHNN.

B cnyyae npuHATMA YNOMHOMOYEHHOW OpraHv3aumMen pelleHVUs O MPOBEAEHUM UCMbITaHUIA 3aknovaeTcs
COOTBETCTBYHIOLLMIA JOrOBOP.

B cnyyae oTpuuatenbHOro pelueHus YNONHOMOYEHHasi opraHu3aums B MUCbMEHHON dopMe yBeAoMMseT
3anBuTens ob oTkase B NPOBEAEHUM UCMbITAHUIA C yKa3aHWEeM NPUYMH 1M BO3BpaLlaeT emy cTaHgapTHble obpasupbl,
yKa3aHHble B MOANYHKTE «xk» nNyHKTa 9 HacToswmx Mpasun.

B cnyyae Hecornacusa ¢ oTka3oM B NMPOBEOEHUMN UCTbITaHUIA 3asBUTENb BNpaBe 0bXanoBaTb OTKa3 B Nopsake,
YCTaHOBINEHHOM 3aKOHOA4ATENbCTBOM rOCy4apCTBa-YneHa, YNonHOMOYEHHAasi OpraHmsaums KOTOporo oTtkasana B
npoBeAeHNnN NCMbITaHUN.

12. MNporpamMmMa ucnbITaHW paspabaTbiBaeTcs yNOrHOMOYEHHOW OpraHv3aunen COBMECTHO C 3asiBUTenem u
yTBEpXOaeTCcsi PyKOBOAUTENEM YNONTHOMOYEHHON OpraHM3aunm.

13. Ot60p obpasuoB (Npob) MeaULMHCKMX M3Oenuin (MaTtepuanoB, U3 KOTOPbIX M3FOTOBIMEHO MEAMUMUHCKOE
usgenve n (Mnu) NPUHaANEXHOCTU K MeQULMHCKOMY U3Oennio) AN UCMbITaHUA OCYLLECTBNAETCS YNONHOMOYEHHON
opraHusaumMen B COOTBETCTBMM C MNpaBuriamu, YCTAHOBMEHHbIMW B CTaHOapTax, BKIOYEHHbIX B MepeyeHb
CTaHAapToB, W (MK) aTTeCcToBaHHbIMK (BanuanpoBaHHbIMW) MeToAaMu (MeToanKaMu) UCnbITaHuin 1 ohopmIaeTcs
COOTBETCTBYIOLLMM aKTOM.

14. B wvcknouuTenbHbIX CrlyyYyasx B OTHOWeHWM ob6pasuoB (npob), TpaHCNopTMpOBKa KOTOPbIX B
YNOSTHOMOYEHHYIO ~ OpraHuM3aumio  3aTpygHeHa, [JonyckaeTcsi MpOBeAeHUe  UCMbITaHWiA  cheuuanucTamm
YNOSTHOMOYEHHOW OpraH13auumn Ha TeppUTOpUM NPOM3BOAMTENS.

15. UcnbiTaHus BkntovatoT B cebs cnegytoLme atansi:

a) aHanM3 JOKYMEHTOB, YKa3aHHbIX B MOAMYHKTaX «ay - «e» nyHkTa 9 Hactosiwux MNpaeun;




6) oTbop 06pa3uoB (Npob) u naeHTUdUKaUNS MeANLUHCKOro U3genus (MaTepuanos, U3 KOTOPbIX U3rOTOBMEHO
MeLMLMHCKOoe usgenve u (Mnv) NpuHaanexXHocT K MeANLUMHCKOMY U3Oenuio);

B) onpefeneHne AnuTenbHOCTU KOHTaKTa MeAUUMHCKOTO u3genust u (unmn) NnpuHaanexxHocTen K MeauunuHCKoMy
W3[ENnuio C NOBEPXHOCTLIO TeNa YerioBeka, ero CNM3ncTeiMu 060no04kamu, BHyTPEHHUMU CpeAaMm OpraHnu3ma;

r) nNpoBefeHVe WCMbITaHUA MEeOMLMHCKOro u3genus (MatepuarnoB, M3 KOTOPbIX M3rOTOBMEHO MeOMLMHCKOE
nsagenue u (Mnu) NPUHaANEXHOCTN K MEANLMHCKOMY U3OENUI0), NpeayCMOTPEHHbIX NPOrpaMMOn UCMbITaHWNR;

A) odopmneHne u Bblgady 3asBMTENO MNPOTOKOMNa Mo pesynbTaTaMm WUCMbITAaHWW MO dopme CornacHo
NPUNOXEHWIO.

16. MeguuuHckne mM3genus OQHOPA30BOro MPUMEHEHUs!, BbiNyckaemble B obpalleHue B CTepunbHOM BuAe,
noABepratTcst UCCNeA0oBaHMAM Ha CTEPUITBHOCTD.

MeouumHcKkMe n3penus, KOHTaKTUPYHOLLME C KPOBbID YeroBeKka W ee KOMMOHEHTaMu, WMMIaHTUpyeMble
MEeLMLUMHCKME U3Oennsl, a Takke MeAUUMHCKME U3Oenus, npefHasHaveHHble AN MHBLEKLMOHHOro BBEAEHMS
NIEKapCTBEHHbIX CpeacTB, noanexar obsi3aTenbHbIM  UCCNeQoBaHUSAIM MO  MokasaTensiM  OCTPOM  CUCTEMHOM
TOKCUYHOCTU, LIMTOTOKCMYHOCTU, pasgpaarollero AenCcTBUsl, Ha NUPOreHHOCTb, reMOCOBMECTUMOCTb, COAepXKaHue
6akTepumarnbHbIX 9HOOTOKCMHOB.

Bbibop MeTogoB OUEHKM GMONornyeckoro AevCTBUS MEOMLMHCKUX W3OEeNuii OCHOBbLIBAETCS Ha KaTeropuu
MEeLMLIMHCKOro usgenns B 3aBUCUMOCTM OT BUAA U ONUTENbHOCTU KOHTaKTa C OpraHM3MoM YeroBeka.

17. B xoge ucnblTaHWin YNoNHOMOYEHHasa opraHnsaums onpegenser:

a) CoOTBETCTBUE MELMUMHCKOrO u3genust (matepuanoB, U3 KOTOPbIX WU3roTOBMEHO MEAWLMHCKOE WM3genve un
(M) nNpYHaONEeXHOCTM K MeOUUMHCKOMY u3genvio) TpeboBaHWAM CTaHO4apTOB, BKIMOYEHHbIX B NepedvYeHb
CTaHAapTOB, TEXHUYECKOM U IKCNIyaTauMoHHON AOKYyMEHTALIMN MPON3BOAUTENS;

0) cooTBETCTBME NpPEeACTaBlIEHHOW 3adBUTENeM [OKYMEHTauuum Ha MeauuMHCKoe wusgenve TpeboBaHusaM
CTaHOApTOB, BKIKOYEHHbIX B MEpeYeHb CTaHOAPTOB;

B) MONMHOTY W OOBLEKTMBHOCTb YCTAHOBMEHHbLIX TEXHUYECKOW W  3SKCMiyaTauuMOHHOW AOKyMeHTaumewn
NPOV3BOANTENS XapaKTEPUCTMK, MOAMNEXaLUMX KOHTPOMIO MPU UCMbITAHMAX, @ TaKKe WCMONb30BaHHbIX METOOO0B
(MeToauK) ucnbITaHui;

r) cooTBeTcTBME (HECOOTBETCTBUE) NpeacTaBreHHbIx 06pa3uoB (Mpob) MeanUMHCKOro n3genus (Matepuarnos,
M3 KOTOPbIX W3roTOBMIEHO MEOULMHCKOE M3genve v (Mnu) npuHagnexHoCcTM K MEeAMLMHCKOMY M3Aenuio) obLium
TpeboBaHUsIM.

18. VcnblTaHMsa OCYLLECTBAOTCS YNONIHOMOYEHHON opraHunsaumnen B cpok He 6onee 30 paboumx gHen co OHA
3aBepweHus otbopa o6pasuoB (npob) MeguuMHCKOro wusgenust (maTtepuanoB, M3 KOTOPbIX W3roTOBIEHO
MeLMLMHCKOe m3genue u (Mnv) NpuHagnexXHOCTN K MeQULMHCKOMY U3LENuI0), yKasaHHbIX B NyHKTe 13 HacToAwmx
MpaBun, 3a wcknioyeHnem cnyyaes, Korga 6onee NpoAoHKUTENbHBLIA CPOK NPegycMOTPEH METOAOM (METOAUKON)
ncnblTaHWUi.

19. Pe3ynbTaTbl UCMbITAHUA CUYATAIOTCA OTpULATENBbHBIMU B CryyYae, €cnu npeacTaBfieHHble Ha UCTbITaHuA
06pa3upl (Npobbl) MEAMUMHCKOro 1M3aenusa (MaTepuanbl, U3 KOTOPbIX M3rOTOBMEHbI MEAMLMHCKOE nsgenve u (unm)
NPVUHaANEXHOCTU K MEAVNLIMHCKOMY U3[ENNI0) HE COOTBETCTBYIOT 0OLLMM TpeboBaHUsSIM.

20. Mo pesynbTatam MCNbITaHUA MEAULMHCKOTO U3OENWS, NPOBEAEHHbIX B LIENAX OLEHKN ero 61uonornyeckoro
AEeNCTBMSA, YyNONHOMOYEHHON opraHm3aumen oopMnseTcs NnpoTokon no hopme, NpegyCcMOTPEHHOW MPUINOXEHNEM K
HacToswwum Mpasunam.

21. [okymMeHTbl MO MPOBEOEHUIO  WCMbITAHWMN  XPaHATCA B YMONIHOMOYEHHOW  opraHusauum B
CUCTEMATU3NPOBAHHOM Buae He MeHee 10 neT co OHsi 3aBepLUEHNST UCTIbITAHWUIA.

lll. Tpe60BaHUA K YNONTHOMOYEHHbIM OpPraHM3aLUAM U NOPSAOK OLIEHKA UX COOTBETCTBUA YKa3aHHbIM
Tpe6GoBaHNAM

22. B eavHbIN peecTp YMNOMHOMOYEHHbIX OpraHn3auni BKIIOYaTCA UCnbiTatensHole nabopaTopun (LEHTPbI) B
COOTBETCTBUM CO CrEAYHOLLMMUN KPUTEPUSMU:

a) peructpauusi ucnbiTatenbHon nabopatopum (UEHTpa) B KayeCcTBe HOPUAMYECKOro Nuua B COOTBETCTBUM C
3aKOHOLATENbLCTBOM roCy4apCTBa-4reHa;

6) Hanuume Yy wucnbiTatencHo nabopaTopum (UeHTpa) [eNCcTByHLWEro arrectata akkpeauTaumu B
HaLMOHanbHOW CUCTEME aKKpeauTauum rocyaapctea-yuneHa;

B) Hanuume B obnactu akkpeauTaumm ucnbiTaTenbHon nabopatopum (LeHTpa) MEAULMHCKUX U3enui n (Mnu)
rpynn o4HOPOAHBLIX MEANLMHCKUX U3OENWIA, a Takke BUAOB U METOAOB UCTbITaHWUN;

r) HanuMuve  yOOBNETBOPUTENbHbIX  pe3yrnbTaToB  MeXabopaTopHbIX  CPaBHUTEMbHbIX  WUCMbITAHUIA
(MexnabopaTopHbIX CINYEHUN);

[) HanuyMe cucteMbl MEHeQXKMEeHTa kayecTBa M cobniofeHve B OeATEeNbHOCTU UChbITaTeNbHOW nabopaTtopum
(ueHTpa) TpeboBaHWI cUCTEMbI MEHEI)KMEHTA KAYeCTBA, YCTAHOBMNEHHbLIX B PYKOBOACTBE MO Ka4ecTBY;

€) Hanuyne HOpMaTMBHbIX MPaBOBbLIX aKTOB, AOKYMEHTOB B 06nacTtv cTaHgapTusauuu, npasun M MeTOOOB
(MeToauK) UCNbITaHUIA U U3MEPEHUIA, B TOM Yucre npasun otbopa obpasuos (Npob), 1 NHbIX JOKYMEHTOB B 0bnactu
akkpeauTauuMmn ucnbiTatenbHo nabopaTopun (UeHTpa), a Takke cobniogeHwe ucnbiTaTensbHow nabopaTtopuen
(ueHTpom) TpeboBaHWIN AaHHbBIX JOKYMEHTOB;

X) Hanuyve y CneumanuctoB WchbiTaTenbHoW nabopaTtopun (LeHTpa), HEenoCpPeACTBEHHO BbIMOSHSOLLMX
paboTbl MO UCMbITAHUSIM:

BbiCLLEro o6pa3oBaHus nubBo cpefdHero npodeccuMoHanbHOro obpasoBaHWs WU OOMOSHUTENBHOMO
npodeccroHanbHoro obpasoBaHusi No Npocumnio, COOTBETCTBYHOLLEMY 06NacTy akkpeanTaumm;

onbiTa paboTbl MO MCNbITAHUSM WM U3MEpPEHUsSIM B obnacTu akkpeauvTauuu, ykasaHHOW B 3asiBneHun o6
aKKpeauTaLuMmn Unu B peecTpe akkpeauToBaHHbIX 1L, He MeHee 3 neT.



23. YNonHOMOYeHHble OpraHbl paccMaTpMBaloT 3asiBKM UCMblTaTerNbHbIX nabopatopuii (LEHTPOB) O BKIOYEHUN
B MNepeyeHb YMOSIHOMOYEHHbIX OpraHuM3auui u cooblialT ucnbiTatenbHon nabopaTtopun (LEHTPY) O MPUHSATOM
peLueHnn B NCbMeHHou hopme He nosgHee 10 kaneHaapHbIX AHEN COo AHSA NoJayn 3asBKu.

BmecTe C 3asBKOM MpeAcTaBNSIOTCA Takke AOKYMEHTbl, MOATBEpXAatolimMe COOTBETCTBUME WCMbITaTeNbHON
nabopartopuu (LeHTpa) KpUTEPUSIM, YCTaHOBINEHHbLIM IYHKTOM 22 HacTosLwmx MNpasun.

B 3asdBke O BknoYeHUM ucnbiTatensHon nabopatopum (LeHTpa) B NepeyeHb YNOMHOMOYEHHBbIX OpraHusauui
yKasblBaeTCst UHopMaLuns 0 MeANLIMHCKUX N3Aenusax un (Mnm) OA4HOPOAHBIX rpynnax MeAMLMHCKUX U3Oenun, a Takke
BMAAX N MeToAax MCNbITaHWI, BKIIOYEHHbIX B 06nacTb ee akkpeautauuu, B OTHOLLUEHWM KOTOPbIX UCMblTaTensHas
nabopatopus (LeHTp) nogaeT 3asBKy.

B cnyyae npuHATVA YNOMMHOMOYEHHBIM OpraHOM MONIOXUTENBbHOMO PeLUeHUss UchbiTatenbHas nabopatopus
(ueHTp) BKNIOYaETCA B MepeyeHb YNONHOMOYEHHbIX OpraHn3aLnii.

B cnyyae HecooTBeTCTBMA WCMNblTaTenbHON nabopatopun (LUeHTpa) KpUTEpUsM U OTPULATENbHOMO peLLeHUst
YNOMHOMOYEHHBIN OpraH B MUCbMEHHON hopMe YBEAOMISET MChblTaTenbHylo nabopatoputo (LEeHTP) O MpuYMHax
oTKa3a.

UcnbiTaTenbHble nabopatopumn (LEHTPbI), BKIOYEHHbIE B €4MHbIN peecTp OpraHoB MO OLeHKE COOTBETCTBUA
Colo3a 1 umelolwmne npaBoO MPOBOAWUTL WCMbITAHWS, BKIHOYAOTCA YMNONMHOMOYEHHBIMWM OpraHamm B nNepeveHb
YMONHOMOYEHHbIX OpraHn3auui No 3asiBkaM YKasaHHbIX UCMbITaTenbHbIX nabopaTopuii (LEHTPOB), B KOTOPbIX
AomKHa BbITb ykasaHa nx obnacTb akkpeauTauuu.

24, OG6xanoBaHvWe peLlleHuss  YMOfIHOMOYEHHOro  OpraHa  OCYLIeCTBNSeTcs B COOTBETCTBUM  C
3aKoHOAaTenbCTBOM rOCYAapCTB-4IIEHOB.

25. BHeceHune cBefeHuii 06 ucnbiTaTenbHbIX nabopatopuax (LeHTpax) B e4uHbI peecTp YNONHOMOYEHHbIX
opraHusauum ocyuiectsnaetca EBpasuinckon 9KOHOMMYECKOM KOMWUCCUEW B COOTBETCTBUM C  MEPEYHAMMU
YMONHOMOY€EHHbIX OpraHn3auuii, onpegenseMbiMn YyNorIHOMOYEHHBIMW OpraHamu.

26. YnonHOMOYeHHble opraHbl 06ecnevvBaloT XpaHeHWe, CUcTeMaTu3aumio, akTyanusauuio U U3MEeHeHue
nHopMaLuum 06 yNnonHOMOYEHHbIX OpraHn3aumsx, a Takke 3aLmTy OT HECaHKLMOHUPOBAHHOIO A4OCTYNa K HeW.

MepeyeHb YNONMHOMOYEHHbIX OpraHM3aLuni pa3MeLlaeTcs Ha ouumanbHbIX canTax YNnoHOMOYEHHbIX OpraHoB
B MHOPMALIMOHHO-TENEKOMMYHUKALIMOHHON ceTn «VIHTepHeT» U B OTKPbITOW YacT MHAOPMALIMOHHON CUCTEMBI
Coto3a B cchepe obpaLleHnsi MeAULIMHCKUX N3Aenvi.

27. YNOnHOMOYEHHble oOpraHbl B TeuyeHve 3 pabounx [OHEeW nocrne BHECEHWS U3MEHEHWN B CBeAEHWs,
cofepxalumecs B MepeyHe YMNONMHOMOYEHHbIX opraHm3dauun, obecneymBaloT pasMeLleHne COOTBETCTBYHOLLEN
WHOpPMaLuM Ha CBOMX OodumumanbHbIX canTtax B WUHHOOPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTn «VHTepHeT», a
Takxke ee npeacrasneHve B EBpa3MincKyo SKOHOMUYECKYHD KOMUCCUIO C UCNOMNb30BaHNEM CPeaCTB UHTErpupoBaHHOWM
UHOpMaLnoHHON cnuctemsl Cotosa.

EBpasuickas aKoHoMuueckas KoMmuccusi B TeyeHne 1 pabouvero AHA obecneumBaeT akTyanusauutio efumHOro
peecTpa yNnorHOMOYEHHbIX OpraHu3aLmi.

26. MNpepocTaBneHne No 3anpocam 3auHTEepPecoBaHHbIX NUL, CBeAeHWn 06 YMONIHOMOYEHHbIX OpraHM3aumnsx
OCYLLECTBNAETCH YNOMHOMOYEHHBIMY OpraHammn B COOTBETCTBUW C 3aKOHOAATENbCTBOM rOCY4apCTB-4IIEHOB.

MPUNOXEHWE

k [paBunam npoBeaeHUst CCneaoBaHuin
(CcnbITaHMI) € LEeNbio OLIEHKM
Bronornyeckoro gencTeuns

MEeONLIMHCKNX N3aenui

®OPMA
NpoToKONa uccrneaoBaHun (MCNbITaHUM) MO OLEHKe
6uonornyeckoro ,qeﬁcnavm MeaUUUHCKOro nagenuvsa

(HanmeHoBaHuWe ncnbiTaTenbHoW nabopaTtopun (LeHTpa), agpec, Homep TenedoHa)

YTBEP>XOAIO
PykoBoauTens ncnbiTatensHo nabopaTtopum (LeHTpa)

(mognucs) (¢.1.0.)
M.IM.

NMPOTOKON
nccnenoBaHUN (MCNbITaHWIA) NO OLEHKe
ouonorn4yeckoro nencTBUA MeAULMHCKOro nsaenus
Ne oT«___ » 20_r.

(HanmeHoBaHWe MeLMLMHCKOTO N3aenus)
CocTtasneH

(HaMMeHoBaHue ucnbiTatTensHon nabopatopmm (LeHTpa)

(mecTo npoBeaeHNs uccnegoBaHuin (MCNbITaHWRA))



ATTecTaT akkpeauTaumm ncnbiTatensHom nabopatopun (LeHTpa)

(Homep,

fAara Bblgayu, obnacTb akkpeguTaumm)
JencTBUTENEH Ao « » 20 T

1.Bnepmogc«___ » 20 r.no«__ » 20T

(HaumeHoBaHWe ncnbITaTeNbHOW NabopaTopun (LeHTpa))
npoBeAeHbl UCCnefoBaHus (MCNbITaHWs) NO oueHke Bronornyeckoro AencTBus

(HaVIMeHOBaHVIe MeANLUNHCKOro U3genuns, HaMMeHoBaHWe NpUHaANEeXHOCTEN K MEAULMHCKOMY M3Lenunto,

Heo6XoaAMMbIX ANst NPUMEHEHNST MEANLMHCKOTO U3AENUs Mo HasHa4YeHUo)

npon3BoacTBa
(HanmeHoBaHWe Npon3BoaAMTENs, CTpaHa NPON3BOACTBA)

Cepus, Oarta Cpok rogHocTu (Cpok

naptus Npon3BOACTBA cnyx6bl)

KonuyecTtso o6pasLios

2. PesynbTaTthl nccnefoBaHui (MCNbiTaHUi):

HaumeHoBaHve TpeboBaHus dakTu4ecku Temnepatypa (°C)
nokasaTens
nony4YeHHble pe3ynbTaTbl 1 BraxHocTb (%)
1 2 3 4

3. 3aknoyeHue.

MpencraeneHHble 06pa3upl (NpPobbl)

(COOTBETCTByPOT, He COOTBETCTBYIOT

TpeboBaHUsIM - yka3aTb Hy)XHOE)
MeToaukn

(BOCMPON3BOAATCS, HE BOCNIPOU3BOASATCS - yKa3aTb HYXXHOE)

CneuwmanucT ucneitatensHon naboparopum (LeHTpa)

(nopnucsb) (©.1.0.)
CneuwuanucT ucnbiTatensHon nabopatopumn (LeHTpa)
(nopnucsb) (©.1.0.)

HacToswumin  MpoTOKON pacnpocTpaHAeTcA TONbKO Ha obpasubl MeOUUMHCKUX W3AENui, NOoABEprHyTbie
uccreaoBaHuaM (MCnbITaHWAM).

MonHasa nnn yacTuyHas nepenevyartka HacToAWwero NpoTokona 6e3 paspelueHnsa ucnbliTatensHoOn nabopartopun
(ueHTpa) 3anpeLlleHa.



