COBET EBPA3MINCKOWM 3KOHOMNYECKOW KOMACCUUA

PELWLEHNE

ot 16 masa 2016 roga N 38

O6 yTtBepxaeHun [lpaBun npoBefeHUsT UCCNeaoBaHUM (MUCMbITAHWA) C  LESbio
OL|eHKN Bronorn4eckoro AencTBus MeauLMHCKUX n3aenum

B cootBetctBMM co cTatben 31 [oroBopa 0 EBpPasMMCKOM 3KOHOMUYECKOM
cor3e o1 29 mag 2014 roga, nyHkTamm 4 n 5 ctatbn 4 CormawieHmsa 0 eduHblX
NPpUHUMNAX W npaBunax __ obpalleHuss  MEeOULUMHCKUX — u3genvn  (usgenvm
MEOULIMHCKOrO Ha3HaYeHUs U MEOULIMHCKOW TEeXHUKU) B pamkax EBpasnmckoro
9KOHOMMYECKOro coto3a oT 23 paekabpa 2014 roga, nyHkTtamm 105 w1 106
npunoxenus N 1 k PernameHty paboTtbl EBpPa3ninckom 3KOHOMUYECKOW KOMUCCUN,
yTBEepxaeHHoMy PelieHnem Bebicuwero EBpasmnmnckoro 3KOHOMUYECKOro coseTa OT
23 pnekabpa 2014 roga N 98, n B uensax wucnonHenus Pellenna Bebicluero
EBpasumnckoro 3akoHomuyeckoro coseta oT 23 aekabpsa 2014 roga N 109 "O
peanm3auun _CornallieHmsa 0 eduHblX  NpuHLUMNax WU npaBuiiax__obpalleHus
MEAULIMHCKNX n3aenun  (M3aenui MeauLMHCKOrO Ha3HaYeHUs U MedULIMHCKOWN
TexHVKM) B pamMkax EBpasmnmnckoro skoHomuuveckoro cotosa” CoBeT EBpasmmckon
3KOHOMMNYECKON KOMUCCUMN

peLumn:

1. YTBepauTb Npunaraemble Npasuna npoBeaeHnst nccrnegoBaHuin (UCnbiTaHNI)
C LerbHo oL EeHKM BMOMOrM4eckoro 4encTBnA MeguUNHCKNX U3aesni.

2. Hactosawee PeleHne BcTynaet B cuny no uctedeHun 10 kaneHgapHbIX gHen
C AaTbl BCTynneHua B cuny [NpoTokona, noanucaHHoro 2 aekabps 2015 roga, o
npucoeanHeHnn Pecnybnukn Apmenus K CornalieHuio 0 eauvHbIX MPUHLIKMNax W
npaBunax _ obpalieHns  MeauLMHCKUX — u3genui  (u3genvun  MeauLMHCKOro
Ha3Ha4YeHNss U MEeOMLIMHCKOW TEXHUKW) B pamkax EBpasmMrUCcKOro SKOHOMWUYECKOro
coto3a ot 23 gekabps 2014 roga, HO He paHee 4YeM no ucteveHmn 10 kaneHgapHbIX
AHewn ¢ gatbl odmumnanbHoOro onybnmkoBaHus HacTosiwero PelleHus.

UneHbl CoBeTa EBpasumnckomn
3KOHOMUYECKON KOMUCCUN:

OT Pecny6nvku
ApmeHns
B.[abpwuensH
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Ot Pecny6nmku
Benapycb
B.MaTiowesckui

OT Pecnybnuvku
KasaxcTtaH
B.CarnHtaes

OT Kblprbi3ckon
Pecny6nunku
O.lMaHkpaTtos

OT Poccuickomn
denepaumnu
A.WWysanos

MpaBuna npoBegeHUs nccnegoBaHun
(vcnbiTaHUK) C LEeNbIO OLEHKU
Onornornyeckoro oenMcTBUA MeaULUNHCKUX
nsgenuu

YTBEP>XOEHbI

PewweHnem CoBeTa

EBpasninckon 3KOHOMUYECKON KOMUCCUN
ot 16 masa 2016 roga N 38

. OOWwmMe nonoxeHus

1. HacTtosiwpe MNMpaBuna paspaboTaHbl B COOTBETCTBUM CO cTaTben 31 [loroBopa
o EBpasnmnckom skoHOMMYECcKOM coto3de oT 29 maa 2014 ropa, nyHkTamm 4 mnS
cTatbm 4 CornallieHnsi 0 eAnHbIX NPUHLIMNAX U NpaBuniax obpalleHns MeanLIMHCKMUX
nsgenuin (M3aenmm MeauLMHCKOro HasHa4YeHnsa 1 MeaULIMHCKOW TEXHUKW) B paMKax
EBpa3umnckoro 9KoHOMMYeCcKoro cotoda ot 23 gekabpsa 2014 roga n ycTaHaBnMBaroT
B pamkax EBpasuMinckoro 3KOHOMWMYECKOrO COk3a MOpPsSAoK  MpoBedeHus
nccnegoBaHuMM (MCNbITaHWA) C  UEnblo  OUEHKM 6uonornyeckoro OencTBusd
MEeOUUNHCKNX u3genui nns  peructpaumu, TpeboBaHWst K YNOSIHOMOYEHHbIM
opraHu3aumsim, UMeoLLWMM NpaBo NPOBOAUTL UCCIieaoBaHUs (UCMNbITaHUA) C LieSbio
OLEHKM  OuonorM4yeckoro AencTBust  MeOMUMHCKUX  m3genun  (ganee -
YMNOSTHOMOYEHHbIE OpraHM3auummM), a Takke MopsgoK OLEHKNM COOTBETCTBUSA
YMOSTHOMOYEHHbIX OpraHM3aunmn aTum TpedoBaHMaM.



http://docs.cntd.ru/document/420205962
http://docs.cntd.ru/document/420307203
http://docs.cntd.ru/document/420307203

2. [Ina uenen HacToAwmx lMpaBun MCNOMb3YKTCA NOHATUS, KOTOPbIE O3HaYatoT
cregywoulee:

"MccnegoBaHMst Ha rEMOCOBMECTMMOCTL" -  BbISIBiEHME OTpuLaTerbHbIX
Grnonornyeckmnx 9ddEKTOB MNP KOHTAKTE MEOULIMHCKOro Wu3genMsi C KpPOBbHO
yenoseka uUnu ndbIM U3 ee KOMMNOHEHTOB;

"MccnegoBaHUs Ha MUPOrEHHOCTL" - NMpoBepKa OTCYTCTBMS B MeOULMHCKUX
N30eNNsX XMMUYECKUX areHToB WM ApyrMx BELLUECTB, CMNOCOOHbLIX BbI3BaATb
NIMXOPafoYHYH0 OTBETHYIO peaKkLuio (MOBbILLEHNE TeMNEpPaTypbl TeNa Yesnoseka);

"MccnenoBaHUA Ha CTEPUBHOCTL" - MpOBEpKa HanMyuus Wnm OTCYTCTBUS
YKM3HECMOCOOHbBIX MUKPOOPraHM3MOB B MEAULMHCKOM U3LENUN;

"MaTtepuan" - Mobon CUHTETUYMECKUIA NN NPUPOAHLIA NONMMEP, MeTann, cnnas,
Kepamuka nnm Apyrou HEXU3HECNOCOOHbIN mMarepuan, BKIO4ast
HEXM3HECNOCOOHY0  OMOMOrMYEcKyr0  TKaHb, MNPUMEHAEMbIA B  Ka4yecTBe
MeOULUHCKOro N3aennmsa unm ero 4acTu;

"ocTpas cUCTeMHasi TOKCUYHOCTL" - HeBMaronpuUSATHbBIN 3ddeKT, BO3HUKAOLLMIA
B mnmoboe Bpemsi nocre BBEOEHUA OOHOKPaTHOM WM  MHOFOKPaTHbIX 403
nccnegyemom Npobbl B TeyeHne 24 4acos;

"pasgpaxaroliee OencTeme" - rokanusoBaHHasi BoOcMNanuTernbHas peakuuns
opraHMamMa 4ernoBeka Ha OOHOKpaTHOe, MOBTOPHOE WM NPOAOITKUTENBHOE
BO34EeNCTBMNE Uccrieqyemoro Mmatepunana 6e3 BoBre4YeHnss UMMYHHOro MEXaHU3Ma;

"cneundmkauma” - 4OKYMEHT, BbIMOSHEHHbIN B BMAE Tabnuubl, onpeaensowmii
COCTaB MEOMUMHCKOro u3genus v coaepxawmm obo3HayeHust n onucaHue ero
COCTaBHbIX YacTen, NPUHAONEXHOCTEN U pacxXxodHblX MaTepuarioB C YyKasaHWEM
HaMMeHOBaHWW N KONMYECTBA;

"cTaHOQapTHbIN obpasey” - matepuan C YCTaAHOBMEHHbIMW MOKasaTensMm
TOYHOCTU WU3MEPEHUA N METPONOMMYECKON MPOCNEXMBAEMOCTbBIO, OO0CTaTO4YHO
OOHOPOAHbLIN N CTabUNbHbLIA B OTHOLWIEHMM ONPeAEneHHbIX CBOWCTB, Afsi TOro
4TOObI MCNOMb30BaTb €ro MNpU M3MEPEHUN WUNN MPU OLEHUBAHUN KavyeCTBEHHbIX
CBOWCTB B COOTBETCTBMM C npeanonaraeMbiM Ha3Ha4YeHneM;

"YyNOSTHOMOYEHHbIW NMpeacTaBuUTENb NpousBoanTensa” - pugndeckoe nmuo nnm
dm3nyeckoe MUO, 3aperMcTpMpoBaHHOE B KayecTBe  MHAMBWUOYaNbHOro
npeanpuHuMaTtens,  sSBnsloWMecs  pesngeHTamm  rocydgapcTBa - 4fieHa
EBpa3nnckoro 9KOHOMMYECKOro coko3a U YNOSIHOMOYEHHblIE B COOTBETCTBUMM C
AOBEPEHHOCTLIO MNPOU3BOAUTENA MEOULMHCKOro Wu3genust npeactaBfdTb  €ro
MHTEPECHI N HECTW OTBETCTBEHHOCTb B YacTu obpalleHns MeAULMHCKOro u3genus
B pamkax EBpasninckoro 3KOHOMWYECKOro cok3a U UCMONHEHUs 06s3aTenbHbIX
TpeboBaHUN, NpeabABSEMbIX K MEAULNHCKUM U3OENNAM,;

"LUMTOTOKCUYHOCTL" - CNOCOBHOCTb XMMUYECKNX BELLECTB, BXOOSALMX B COCTaB
mMatepuana, BbI3blBaTb NaTOMNOIMMYECKME U3MEHEHMUSI B KrfeTKax opraHusma
yenoseka.



3. WccnepoBaHns (UChbiTaHMs) C Lenbl OLEHKM OMONOrM4eckoro LENCTBUS
MEOULUNHCKNX U3Oenui (ganee - UCnbiTaHus) NPoOBOAATCSA B LENsiX onpeaerieHns
COOTBETCTBUSA MeOULMHCKMX wu3genuin obumm TpeboBaHnaM ©e30nacHoOCTU U
9(dEKTMBHOCTN MEOUUMHCKUX um3genuin, TpeboBaHMsaM K WX MapKUPOBKE U
aKcnsyaTauMoOHHON AOKYMEHTaL MM Ha HUX (aaree - obuwme TpebosaHus).

Mpn npoBeAeHNN UCNbITaHWIA MOMYT UCMOSb30BaTbCA CTAaHOAPTbI, BKIOYEHHbIE
B nepeveHb CTaHOapTOB, B pe3ynbTare NPUMEHEHUs] KOTOPbIX Ha A00pPOBONbHOM
OCHOBE MOSNHOCTbIO UMM YacTUYHO obecnevmBaeTcs cobrniogeHne COOTBETCTBUS
MeOULUNHCKOro msgenua obumm TpeboBaHusM (Oanee - nepevyeHb CTaHO4ApPTOB),
TexHM4Yeckad AOOKYMeHTauust npousBoauTeNnd MeOUUMHCKOro M3fenud, a Takxke
meToabl (METOQWMKW)  WUCMbITAHWKW, aTTECTOBaHHble (BanMaupOBaHHbIE) U
YyTBEPXOEHHbIE B COOTBETCTBUM C 3aKOHOAATENbCTBOM rocydapcTtBa - ufeHa
EBpa3nnckoro aKOHOMMYECKOro coro3a (fanee COOTBETCTBEHHO - rocydapcTBa-
yneHbl, Coto3).

4. NcnblTaHna nNpoBOOSATCSA MO 3asBfIEHUO NPou3BoOAUTENA MeOULMHCKOro
n3gennss UnNn ero ynorHOMOYEHHOro npeacTaBuTens (ganee - 3asBUTENb) B
yYpEeXOEeHNax, opraHM3aumnax 1 Ha npegnpusTUsix, KOTopble BHECEHbl B €4uHbIN
peecTp YMOSHOMOYEHHbIX opraHusaunn. EOuHbIN peecTp  YNOSTHOMOYEHHbIX
opraHu3aumn pasmewaetcd EBpasunMcKo  9KOHOMMYECKOW KOMUCCUEN B
NMHpopmMaLnoHHon cucteme Cotosa B ccepe 06 palleHmst MeguLMHCKMX U30ennin Ha
odmumanbHom canTe Coto3a B MHGOPMaLMOHHO-TENEKOMMYHUKALLMOHHOM CETU
"MHTepHeT".

5. C uenbto nonyyeHnsa gokasaTenbCTB COOTBETCTBUS MEOULMHCKOINO U3genus
obumm TpeboBaHMAM 3asiBUTENb BMNpaBe CaMOCTOATENbHO obpawartbcs B
YMNONMHOMOYEHHbIE OpraHusaumm A9 NPoBeAEHUA WCMbITaHUA Ha COOTBETCTBUE
KOHKPETHbIM CcTaHgapTam (B NOMHOM oO6bemMe WM 4acTuU4HO) ©n  (uUnwm)
aTTecToBaHHbIM (BanuauMpoBaHHbIM) MeTodaM (MeToaukam), MOATBEepPXOatoLLmm
COOTBETCTBME MEONLMHCKOro nsgenmst owmm TpebosaHusm.

Il. Mopsaaok npoBeaeHUA UCNbITaHUN

6. WcnbiTaHua nNpoBOAATCS B OTHOLIEHUM MELULMHCKUX msgermin u (1nm)
NPVHALNEXHOCTEN K MEAULMHCKUM U30ENNAM, KOHTaKTUPYIOLLMX C NOBEPXHOCTbLIO
Tena vyenoseka, ero CrM3ncTbiMmM 060ro4YKamMm, BHyTPEHHUMN CcpefaMn opraHnsma.

7. AcnbiTaHus BKtoYaroT B ce0A NPoBEPKY:

a) M3NKO-XMMUYECKMX NoKasaTenen (B 4acTu m3n4eckon Xmummm MaTepmaros,
N3 KOTOPbIX W3rOTOBSIEHbI MeAWUMHCKoe wusgenve u (Mnuv) NpUHaaneXxXHoCTU K
MeOULNHCKOMY U30enunio);

0) caHUTapHO-XUMUYECKNX NOKa3aTenen;

B) Buonornyeckumx nokasatesien B yCroBusix in vitro u in vivo.



8. Ons nposeaeHnd NCNbITAHNA 3a9BUTESNb npeacrtasideT B yNOJIHOMOYEHHYIO
opraHn3auunto 3asdBlieHne O nposegeHun NCNbITaHUA, cojepxallee crieyroLlyto

NMHJpopMaLLUIO:
a) HaMMeHoBaHNe MeAULMHCKOro N3aenns;

6) opraHu3aLUVoHHO-NpaBoBasi hopma 3asBUTENS, NOSHOE U COoKpaLleHHoe (npu
HanM4umn) HaMMeHOBaHMWS KPUONYECKOro N, MECTO HaxoXOeHus (damunms, nms,
oTyecTBO  (MpWM  HaMuyuMKM), MecTO  XuTenbcTBa  dmanyeckoro  nmua,
3aperMcTpMpoBaHHOrO B KayecTBe WHAMBMAOYaNbHOro  NpeanpuHMMaTtens),
NOYTOBLIN aApec, CBeAeHWs1 0 rocy4apCTBEHHOM percTpan M pnandeckoro nua
UM M3MYECKOro nuua B KadecTBe WHOMBMAYanbHOrO npegnpuHumartens (B
criydyae ecnm  3asiBUTENeM  SIBMSIeTCSl  YNOMHOMOYEHHbI  npeacTaBUTENb
npousBoAuTENs, MNPeACTaBNAOTCA Takke YyKasaHHble CBEeAEHUS B OTHOLLEHWM
npou3BoAMTENS MeaULMHCKOro n3aenus);

B) WOEHTU(MKALMOHHbIE MPU3HAKM MELUUMHCKOrO M3Lenus: mogesnb, Macca,
o6beM, gata N3roToBIIEHNs], CEPUsi, CPOK MOAHOCTM (CPOK CRYXObl) (NpY HanM4um).

9. BmecTe c 3aaBreHnem npeacraBniaoTCS:
a) crneyndmkaumna NpomsBognTens Ha MeguUNHCKOe U3aenve;

6) TexHuMdeckass W SKCMyaTauMoHHas [OOKYMEHTaLus npou3BoAUTENs Ha
MeOULMHCKOE U3aenve;

B) OOKYMEHTbI, coAepxalme CBEAEHUA O HOPMaTMBHOW AOKyMEHTauuM Ha
mMaTepuanbl, W3 KOTOPbIX M3roTOBMEHbI MeAUUUHCKOoe usgenve u  (unn)
NPVHaAANEXHOCTN K MEAULMHCKOMY M3OEnni0, KOHTaKTUPYHOLUME C MOBEPXHOCTLHO
Terna 4erioBeka, ero Cnm3nMcTbiMn 000oYkammn, BHYTPEHHUMU cpedamMm opraHM3ma
(nanee - martepuarnbl, U3 KOTOPbIX WU3rOTOBSEHblI MeauUUHCKOE msgernve u (unn)
NPUHAANIEXHOCTU K MEQULIMHCKOMY U34EMNNt0);

) OKYMEHTbI, coepXalme OaHHble O NeKapCTBEHHbIX CpeAcTBax B COCTaBe
MeOULIMHCKOrOo U3genus, CcocTaB, KONMMYeCcTBO, [aHHble O COBMECTMMOCTMU
NEKapCTBEHHOIO CpeacTBa C MeAMLMHCKUM u3genvem (Npyv Hanmumium B cocTaBe
MEANLMHCKOro U3aenus NekapCTBEHHbIX CPeACTB);

D,) AOOKYMEHTbI, codepXxawpme cBeeHnd O COCTaBe MartepumarioB, U3 KOTOPbIX
M3roToBJieHbl MeanUMHCKOE usgerie un (VIJ'II/I) npnHaanexHocTtn K MmeamunHCKoMy
n3aesimio,;

€) KOMuu NpOoTOKOSIOB UCMbITaHWU MeQULMHCKOro usgenvs u (Mnv) matepuarnos,
N3 KOTOPbIX W3rOTOBMEHbI MeOUUMHCKOE wu3genve u (Mnn) nNpuHagnexHocTu K
MeOUWLMHCKOMY N3aenuio, Ha 6MOCOBMECTUMOCTb (MPU HanNN4YnK);

X) cTaHOapTHble obpa3subl (eCnv 3TO NpeaycMOTPeHo MeTodamu (MeToamKamm)
CaHUTapPHO-XUMNYECKUX UCCIIEq0BaHNIA).



10. B cnyyae ecnm OOKYMEHTbI, yKadaHHble B MyHKTe 9 Hactosumx [lpaswun,
COCTaBJieHbl HA UHOCTPAHHOM S3bIKe, NPY HanmM4ymMn COOTBETCTBYIOLLMX TpeboBaHMI
B  3aKoHodaTernbCTBe rocydapCTBa-dfieHa nMpencTaBnseTca  3aBepeHHbIN
3asBuTeneM rnepeBod OTUX  JOKYMEHTOB Ha  rOCYLApCTBEHHbIN  A3blK
(rocyoapCTBeHHble  A3blKM)  rOCyAapcTBa-yfieHa, Ha TeppuTopuuM  KOTOPOro
NPOBOASATCS UCMNbITAHUS.

11. YnonHomo4eHHasa opraHusaumna B TedeHne He bonee 10 kaneHOapHbIX AHEN
CO [OHS nogadn 3asiBfieHus1 MpPOBOAWUT aHanuM3 npeacTaBrfieHHbIX 3asiBIIEHUA U
npunaraeMblX K HeMy OOKYMEHTOB W CTaHOapTHbIX obpas3uoB M yBeaoOMMsiET
3a8BUTENST O NPUHSATOM peLLEHUN.

B cnydae npyHATUA yNOMHOMOYEHHOW OpraHusaumen pelleHus 0 NpoBeaeHUu
MCMbITaHWUN 3aKto4YaeTCsl COOTBETCTBYIOLLMIA 4OrOBOP.

B cnyyae oTpuuaTenbHOro peLlleHnsa  YnosIHOMOYEHHas opraHuv3auus B
NMCbMEHHON hopme yBeooMIIAET 3asaBuTena ob oTkase B NpoOBEeAEHMM UCMbITAHWN
C yKasaHveM NpuYMH U BO3BpaLL@eT eMy CTaHgapTHble obpa3subl, ykasdaHHble B
noanyHkTe "X"' nyHkTa 9 HacToAwwmx [Npaswun.

B cny4yae Hecornacusi ¢ oTKasom B NPOBEAEHUN UCTbITAHUA 3asiBUTENb BrpaBe
ob>kanoBaTb OTKa3 B Nopsiaike, yCTaHOBIIEHHOM 3aKoHO4AaTeNbCTBOM rocyaapcTBa-
yrfieHa, YMNOSfIHOMOYEHHast oOpraHu3auus KOTOpPOro OTKasana B NpoBedeHun
NCMbITaHUA.

12. MNporpamma mcnbiTaHU paspabaTbiBaeTca YNnosTHOMOYEHHOW OpraHu3aumen
COBMECTHO C 3asiBUTerneM U1 YTBEepXOaeTCd pPYyKOBOOMUTENEM YNOSIHOMOYEHHOW
opraHusauun.

13. OT160p 0bpasyos (Npobd) MeaUUNHCKNX nU3genun (maTepmarnos, U3 KOTOPbIX
N3rOTOBIIEHO MEAULMHCKOE usgenve v (Mnm) nNpUHagnexHocTn K MeguLUHCKOMY
n30enuio) And MCNbITaHUA OCYLUECTBIIAETCS YNOSIHOMOYEHHOW OpraHu3auunen B
COOTBETCTBMM C MpaBuiiaMn, YCTAHOBIIEHHbIMW B CTaHAapTaX, BKIMOYEHHbLIX B
nepeyeHb CTaHOapToB, M (MM) aTTecToBaHHbIMKU (BanManpoBaHHbIMKU) METOA4aMM
(MeTOOMKaMM) UCNbITAHUN U OPOPMISIETCS COOTBETCTBYHOLLMM aKTOM.

14. B WCKMOYMTENbHBIX Cny4asx B  OTHOWeHun obpasuyoB (npob),
TPaHCMOPTMPOBKA KOTOPbIX B  YNOSIHOMOYEHHYK OpraHMsauuio  3aTpygHeHa,
AOMnycKkaeTca  npoBedeHWe  UCNbITaHMKM  chneyuanMctamm  YnosIHOMOYEHHOM
opraHusauum Ha TEpPPUTOPUM MPOU3BOAUTENS.

15. VicnbiTaHns BkNoYatoT B cebsa cneayrowme atanbi:

a) aHanM3 OOKYMEHTOB, yKa3aHHbIX B noanyHkTax "a" - "e" nyHkTa 9 HacToAwmx
[Mpasun;

06) otbop obpasyoB (Npob) n uaeHTUMKaUNA MEeOUUMHCKOro u3genus
(MaTepuanoB, Wn3 KOTOPbIX W3rOTOBMIEHO MeguuMHCKOe wu3dgenme un  (unn)
NPVHAANEXHOCTN K MEOULMHCKOMY N3OENNI0);



B) onpeaeneHne annTesibHOCT1 KOHTakKTa MeOAUULWMHCKOro umsgernna u (VIJ'II/I)
HpVIHaD,ﬂe)KHOCTeVI K MeOULUUHCKOMY n3aesimio C NOBEPXHOCTbLIO TeJa YerioBeka, ero
CNM3UCTbIMK 0B onoYKamu, BHYTPEHHMU CpelaMn OpraHn3mMa,;

) NnpoBedeHne UCMbITaHUA MEOULMHCKOrO u3genus (matepuanoB, U3 KOTOPbIX
N3roTOBSIEHO MeAULMHCKOe usgenve n (Mnn) NpuHagnexHoCcTu K MeguUUHCKOMY
N3Lennio), NPeaycMOTPEHHbBIX NPOrPaAMMON UCTIbITaHUI;

A) odhopmrieHne 1 Bblgady 3asiBUTENO NPOTOKOSA Mo pesyribTatamM MCMNbITaHui
Nno ¢popme CorfiacHO NPUIOXKEHWIO.

16. MeguuMHCKME W3OENUsi OOHOPA30BOr0 MPUMEHEHUs, BblMyCKaeMble B
obpalleHe B CTepurbHOM Buae, TOABEPrawTCs  UCCReaoBaHUsIM — Ha
CTEPUNBHOCTb.

MeOouuMHCKME WU3OEenusl, KOHTaKTMPYIOLME C KPOBbH YeroBeka WU ee
KOMMOHEHTaMW, UMMNNaHTUpyeMble MEAULIMHCKUE U3OENnUs, a Takke MeauLMHCKMe
n3genus, npeaHasHadeHHble AOns UHBEKLWOHHONO BBEAEHUS NeKapCTBEHHbIX
cpencTs, noanexaTr obs3aTenbHbIM WCCMeaoBaHUsIM MO MokasaTensM OCTPOn
CUCTEMHON TOKCUYHOCTW, LIMTOTOKCUYHOCTW, pasfpaxalrollero AeucTBusl, Ha
MUPOreHHOCTb, FEMOCOBMECTUMOCTb, coaepXaHne bakTepuanbHbIX 9HAO0TOKCUHOB.

Bbibop MeToOoB OLEeHKU BUonormyeckoro AencTBUS MEAULMHCKUX U3OENvn
OCHOBbIBAETCH Ha KaTeropum MeauLMHCKOro U3genust B 3aBUCMMOCTU OT Buaa U
ANMTENBbHOCTU KOHTaKTa C opraHM3MoM YeroBeka.

17. B xoge vcnblTaHumn YNoJsIHOMO4YEeHHaA opraHn3auna onpenendeT.

a) COOTBETCTBME MeOMLMHCKOro u3genus (MaTepuanoB, W3  KOTOPbIX
N3roTOBMNEHO MeauuMHCKoe magenue un (Unn) NpUHaanexHoOCTU K MeaulMHCKOMY
nsgennio) TpeboBaHMAM CTaHOAPTOB, BKIMOYEHHbIX B MNepeyvYeHb CTaHOapToB,
TEXHUYECKOW 1 SKCNyaTalMOHHOM OKYMEHTaL N NPON3BOANTENS;

©) cooTBeTCTBME NpeacTaBfeHHOW  3asiBUTENEeM  OOKyMeHTauunm Ha
MeauLMHCKoe u3genve TpeboBaHUsSIM CTaHOapTOB, BKIMOYEHHbIX B MNepeveHb
CTaHOapTOB;

B) MOMHOTY M OOBEKTUBHOCTb  YCTAHOBMEHHbIX  TEXHUYECKOW "
9KCMslyaTauMOHHON LOKYMEHTauMen Npon3BoaUTENA XapakTEPUCTUK, noanexalumx
KOHTPOSMIO MNPU UCNbITAHUSAX, a TakKXe MWCMOMb30BaHHbIX METOo4O0B (MEeToauK)
NCNbITAHUN;

r) cooTBeTCTBME (HECOOTBETCTBME) MpencTaBrfieHHbIX obpasyos (Npob)
MEeOULUWHCKOro usgenust (matepuarnoB, M3 KOTOPbIX WM3rOTOBIIEHO MeAULMHCKOE
nsgene wn  (UnNn) NPUHAONEXHOCTU K  MEOUUMHCKOMY M3genuio) obuwm
TpeboBaHUAM.



18. cnblTaHna OCYLLECTBATCA YNOSIHOMOYEHHOW OpraHu3auuen B CPOK He
6onee 30 paboumx [gHen co [OHA 3aBepweHus otbopa obpasuyoB (npob)
MeONUMHCKOro u3genusa (MatepuarnoB, U3 KOTOPbIX M3rOTOBIIEHO MeAULMHCKOE
nsgenve n (Unn) NPUHAONEXHOCTU K MEeOULMHCKOMY W3OENu0), yKa3aHHbIX B
nyHkTe 13 Hactosumx [lpaBun, 3a WCKMOMEHMEeM criydaeB, Korga 6Gornee
NPOOOIKUTENBHbLIN CPOK NPenyCMOTPEH METOAOM (METOANKOW) UCMbITAHUA.

19. PesynbraTbl MCNbITAHUA CYMTAKOTCH OTpuULaTENbHLIMA B Crlydyae, ecrm
NpeacTaBneHHble Ha UCnbiTaHua obpasubl (Npobbl) MeaWLMHCKOrO U3genus
(MaTepuanbl, K3 KOTOPbIX W3rOTOBMIEHbl MeauuMHCKoe usgenve u  (unn)
NPUHAOIEXHOCTU K  MEeOWUWHCKOMY W3Jennio) He COOTBETCTBYHOT  obWwmM
TpeboBaHUAM.

20. lNo pesynbTataMm UCMbITAHUA MEOMULMHCKOrO M3Oenud, MpoBedeHHbIX B
Lensx OueHKM ero 6MoriorMyeckoro LEeNCTBUS, YNONHOMOYEHHOW opraHu3aumen
odhopmIISeTCSA NPOTOKOM No dopme, NPEAYCMOTPEHHON NPUNOXKEHUEM K HACTOSLLMM
[Mpasnnam.

21. [OKyMEeHTbl MO NPOBELEHMIO UCMNbITAHUA XPaHATCA B YNOHOMOYEHHOM
opraHmsaumm B cucteMatnsnpoBaHHoOM Buae He meHee 10 NeT co OHA 3aBepLueHus
UcnbiTaHUN.

lll. TpeboBaHUA K yNONMHOMOY€EHHbIM OpraHu3aLusm u
NOpPSAAOK OLLeHKM UX COOTBETCTBUSA YKa3aHHbIM
TpeboBaHUAM

22. B egouvHbln peecTp YMOMHOMOYEHHbLIX OpraHu3auun BKIKOYAOTCA
ncnblTatenbHble nabopatopum (LEHTPbI) B COOTBETCTBMM CO CreayHoLMMM
KpUTEPUAMM:

a) perucTtpauma ucnbiTaTenbHoM nabopatopum (LEHTpa) B  KayecTBe
IOPUANYECKOro N B COOTBETCTBUM C 3aKOHOAATENbCTBOM rocyapCTBa-4reHa;

0) Hann4me y ucnelTatensHon fabopaTtopumn (LLEHTpA) AEUCTBYIOLLEro aTTecTaTa
aKKkpeautTauum B HaLWOHanNbHOM cUcTeMe akkpeauTauum rocyaapcTBa-yreHa;

B) Hannyme B 0BracTu akkpeguTauum mcnbiTaTenbHon nabopatopun (LeHTpa)
MEOULNHCKNX N30enuin n (Mnm) rpynn 0gHOPOAHBIX MEAULMHCKMX U3AENNIA, a TaKxkKe
BMOOB N METOOOB UCMbITAHUI;

) HanmuMumMe  yOOBMETBOPUTENbHBIX  pe3ynbTaTtoB  MexnabopaTopHbIX
CpaBHUTENMbHbIX UCMbITAHWI (MEXNabopaTOPHbIX CIIMYEHUIA);

[1) HanMM4ne cUCTEeMbl MEHe)KMeHTa KayecTBa U cobnogeHne B AeATENbHOCTU
ncnblTaTenbHo nabopatopum (LeHTpa) TpeGoBaHWA CUCTEMbI MEHEMXKMEHTa
KayecTBa, YCTAHOBMNEHHbIX B PYKOBOACTBE MO KayecTBy;



€) HanmuMume HOpMaTUBHbIX MPaBOBbIX akTOB, [OOKYMEHTOB B obnacTu
CTaHgapTM3auum, npasun N METOAOB (MeToAMK) UCMbITaHUN U U3MEPEHUIA, B TOM
yucne npasun otbopa obpasyos (Npob), M MHbIX OOKYMEHTOB B obnacTu
akkpeguTauum ucnbiTaTenbHonM nabopatopun (UeHTpa), a Takxke cobnogeHue
ncnblTatensHon nadoparopmen (LeHTpom) TpeboBaHUM LaHHbIX JOKYMEHTOB;

X) HanMune y cneuvanucToB UcnblTatenbHoM nabopatopumn (LeHTpa),
HenocpenCTBEHHO BbIMOMHAOLLMX paboTbl MO UCMbITAHUSAM:

BblCLLUEro obpasoBaHnsa NMbo cpeaHero NpodeccroHanbHOro obpasoBaHNa Unu
AOMONHUTENBLHOIO npodxeCcCcmoHarbHOro obpasoBaHug no npodourto,
COOTBETCTBYOLLEMY 0611aCTN akKkpeauTauum;

onbiTa paboTbl MO UCMbLITAHUAM W U3MEPEHUAM B 0BfacTM akkpeguTauuwm,
yKaszaHHOW B 3asiBfieHUn 06 akkpeauTauum unn B peecTpe akKkpeauTOBaHHbIX ML,
He MeHee 3 rerT.

23. YNOrMHOMOYEHHbIE OpraHbl paccMaTpuMBalOT 3adBKU  UCMbITATENbHbIX
nabopatopuit (LLEHTPOB) O BKIOYEHUN B NepeYeHb YNOHOMOYEHHbIX OpraHn3aLumn
n coobwaT ucnbiTatensHon nabopatopun (LEHTPY) O MNPUHATOM peLleHUU B
nMcbMeHHoN dpopme He no3gHee 10 kaneHaapHbIX AHEN CO OHA nogayvn 3asiBKW.

BmecTe c 3asBKoW nNpeacTaBnAlTCA Takxke AOKYMEHTbl, noaTeepXaatoLume
COOTBETCTBME ncnblTaTenbHON nabopatopumn (ueHTpa) KpUTepuam,
YCTaHOBMNEHHbLIM NMYHKTOM 22 HacToAwmX Npasun.

B 3asBke O BKMOYEHUM uUcnbIiTaTenbHONW nabopaTtopun (LeHTpa) B nepeyeHb
YMNOMHOMOYEHHbIX OpraHM3auun ykasblBaeTcs WHGoOpMauna O MeaULMHCKUX
n3genuax u (Unn) OQHOPOAHbLIX rpynnax MeAULMHCKUX U3OENUA, a Takxe Buaax U
MeToAax MCNbITaHWA, BKIKOYEHHbIX B OOnacTb ee akkpegutauum, B OTHOLLEHWUU
KOTOpPbIX UCTbITaTeNbHasa nabopatopus (LEeHTP) NO4aeT 3asBKYy.

B cnyyae npuHATUA YNOMHOMOYEHHbIM OPraHOM MONOXUTENBLHOIO pPeLleHnd
ncnoiTatenbHas nabopatopus (LEHTP) BKIOYAETCA B NepevyeHb YNOrHOMOYEHHbIX
opraHu3auun.

B cnydyae HecoOTBETCTBUA MUCMbITaTENbHON NadopaTopun (LLeHTpa) KpUTEpPUAM
M OTpULATErNbHOIMO peLleHUs YMNOSIHOMOYEHHbIM OopraH B MUCbMEHHOW dhopme
yBEeAOMSIAET UCMbITaTeNbHYO SlabopaToputo (LLEHTP) O NpUYMHaX OTKasa.

NcnbiTatenbHble nabopatopun (LEHTPbl), BKIIOYMEHHbIE B €4WHbIA peecTp
opraHoB MO oueHke cooTeBeTcTBMA Colo3a U uMmeroume npaBo MNPOBOAUTb
MUCMbITAaHUSA,  BK/OYAKOTCA  YMNOMHOMOYEHHbIMM  OpraHaMu B NepeyeHb
YMNOSIHOMOYEHHbLIX OpraHuM3aumim no 3asBKaM  YyKasaHHbIX  UCMbITaTeslbHbIX
nabopartopun (UEHTPOB), B KOTOPbIX AopkHA OblTb YyKaszaHa ux obnacTb
akkpegutauum.

24. Ob6xanoBaHue peLlleHnst YNONIHOMOYEHHOro oOpraHa OCYLECTBMSIETCA B
COOTBETCTBMM C 3aKOHOAATENbCTBOM FOCY4apCTB-4SIEHOB.

25. BHeceHne cBedeHun 06 wucnbiTaTtenbHbIX fabopaTtopusix (LeHTpax) B
€OWHbIN peecTp YMOSNHOMOYEHHbIX OpraHu3auun ocyllecTerseTca EBpasumnckon
9KOHOMNYECKON KOMWUCCUEN B COOTBETCTBUM C MNEPEYHSAMU YNONHOMOYEHHbIX
opraHusauuin, onpegensaemMbiMn YNosTHOMOYEHHBIMIN OpraHamMu.



26. YNONMHOMOYEHHbIE OpraHbl OBecnevYnBaloT XpaHeHwe, cucTemaTusauuio,
akTyanusaumio U n3ameHeHne uHdopmauum o6 ynonHOMOYEHHbIX OpraHu3auusx, a
TaKkxXe 3amMTy OT HECaHKLMOHNPOBAHHOIO 4OCTYNa K HEN.

[MepedeHb YNOMHOMOYEHHbIX OpraHu3auunM pasMellaeTca Ha odomumarnbHbIX
canTax YMNoSIHOMOYEHHbIX OpraHoB B MHGOPMAaLMOHHO-TENEKOMMYHUKALMOHHON
cetn "MIHTepHET" n B OTKPbITON YacTu nHgopmarmoHHon cuctemol Coto3a B cdepe
obpalLeHNa MeauLMHCKUX N3aenuvn.

27. YNONHOMOYEHHbIE OpraHbl B TevyeHne 3 paboyumx AHeW nocrie BHECEHUS
M3MEHEHMW B CBEOEHUd, cogepxawmecss B MNepedHe  YNorHOMOYEHHbIX
opraHusauun, obecnedmBaloT pasMelleHMe COOTBETCTBYIOLWIEN WMHGOpPMaUMM Ha
CBOMX oOdmuManbHbIX canTax B WHJOPMaLNOHHO-TENEKOMMYHUKALMOHHON CETH
"IHTepHeT", a Takxe ee npeacrtaeneHve B EBpasninckylo 9KOHOMUYECKYHO
KOMUCCUIO C WCMOMb30BaHMEM CpPeACTB WHTErpupoBaHHOM WHAPOPMaLMOHHOW
cuctembl Cotosa.

EBpasuiickas 9KoHOMMYecKast KomMuccusa B TedeHme 1 paboyero AHSA
obecnevnBaeT aKkTyanM3auno eanHOro peecTtpa yrnoTHOMOYEHHbLIX OpraHM3aLuii.

26. [pepocTtaBneHve MO 3anpocam 3avHTEpPecOoBaHHbIX IUL, cBegeHun o6
YMNONMHOMOYEHHbIX OpraHn3auUmusX OCyLIECTBNSETCS YNOHOMOYEHHLIMN OpraHamMun B
COOTBETCTBMM C 3aKOHOA4ATENbCTBOM rOCY4apCTB-4IIEHOB.

NMpunoxeHue. ®opma npoToKona
uccriegoBaHMM (MCNbITaHUU) NO OLIEHKE
ouonorn4yeckoro AecTBuUA MegULIMHCKOro
n3penus

[MpunoxeHve

K [NpaBunam npoBegeHns nccrnegoBaHum
(ncnbiTaHW) C LEeSbio OLEHKN
Ouonornyeckoro oencTeus
MeAULMHCKNX U3aenum

(HaMmeHoBaHMe wucnbiTaTensHoM nabopatopun (UeHTpa), agpec, HoMep
TenedoHa)



YTBEPXOAHO

Pykosoautenb McnNbliTaTeNbHON
nadoparopuu (LeHTpa)

(noanuce) (©.1.0.)

M.I.
NMPOTOKOIJI
ncernegoBaHuin (MCNbiTaHUn) NO OLEeHKe BUMONorM4eckoro AenNCTBUA MeAULMHCKOrO
nsgenvs

N oT" " 20 T.




(HaMmeHoBaHWEe MegULIMHCKOro u3aenus)

CocTaBrneH

(HaMmeHoBaHue ucnbiTaTensHon nabopatopun (LEHTpPA)

(MecTo npoBegeHusa nccrenoBaHUm (MCNbITaHW))

ATTecTaTr akkpegutauum ucnbiTaTensHoM naboparopum
(ueHTpa)

(Homep,

aarta Bblgayu, obnacTb akkpeautauum)

ANEencTBUTENEH " " 20 r.

no

1. B " " 20 r. no " "
nepuopg c

(HaMmeHoBaHWe ucnbiTaTeNbHOM NabopaTopun (LeHTpa))



NpoBeAeHbl UccrenoBaHnst (UCNbITaHKs) No oueHKke 6MONoOrMYeCcKoro A4encTeus

(HaI/IMeHOBaHVIe MeguunHCcKoro usgeriimd, HanMeHoBaHue I'Ipl/lH&,El,J'IG)KHOCTGIZ K
mMeanlunHCKoOMY n3gernuio,

HeobXxoAUMbIX ANs NPUMEHEHUSI MEAULIMHCKOTO U3AEenust No HasHauYeHuio)

Npon3BOACTBaA
(HanmeHoBaHVEe NPON3BOAUTENS, CTpaHa NPON3BOACTBA)

Cepus, Hata Cpok
FO4HOCTH

napTus npou3BoACTBa (cpok
CIyObl)

KonnyecTso

obpa3suoB

2. PesynbTaThl UccnegoBaHum (UCMbITaHUN):



HanmeHoBaHue TpeboBaHus dakTnyeckn Temnepatypa

nokasarens NOMyY€eHHble (°C) n
pe3ynbTathbl BnaxxHoCTb (%)

1 2 3 4

3. 3akno4yeHue.

MpenctaeneHHble obpasuybl

(Npobbl)

(COOTBETCTBYIOT, HE COOTBETCTBYHOT

TpeboBaHMAM - yka3aTb HYXHOE)

MeToguku

(BOCI'IpOM3BO,£I,FITCFI, HEe BOCMNpOon3BOOATCA - yKa3aTb Hy>|<Hoe)

CneuvanucT

ncnblTaTeNlbHOW

nabopatopun (LeHTpa)

(noanuchb)

(©.1.0.)




(noanucob) (©.1.0.)

HacToawmin npoTokon pacnpocTpaHseTcsl TONbKO Ha 0bpasubl MeguLMHCKUX
n3aenui, NoABEPrHyTbie NCCNegoBaHNAM (UCMbITAHUSIM).

MonHast nnn YacTuyHasa nepeneyaTka HacTosLWEro NpoTokona 6e3 paspelleHns
ncnblTatenbHon naboparopum (LeHTpa) 3anpeLleHa.

ONEKTPOHHbIN TEKCT LOKYMEHTA
nogrotoeneH AO "Kogekc" n ceepeH no:

odmumanbHbIN canT
EBpa3nnckoro 9KoHOMMYECKOro coko3a
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