YTBEPJKJIEHDbI

Pemmenuem CoBera
EBpa3suiickoii 5KOHOMUYECKOW KOMHCCUHU
oT 20 1. Ne

IMPABUJIA
NpoBeeHUs HeCJIeA0BaAHUI (MCIBITAHHUI) € IeJIbIO OIleHKH
O0HO0JIOTHYECKOTO JeHCTBHS MeAHIIHHCKHX H3euii, TpeboBaHuS
K YIIOJTHOMOYEeHHBIM OPraHu3alusaM, HMEIOUUM NPABO NPOBOAUTh
uccaeloBaHus (MCIBITAHNA) ¢ HeJIbI0 OIeHKH OHOJIOTHYeCKOro
AeiicTBHS MeTHUIIHHCKHX H3/1e/IMil, a TAK/Ke NOPSII0K OIleHKH
COOTBETCTBHS YNOJHOMOYEHHBIX OPraHU3aluii 3THM TPeOOBAHHAM

1. O0mre monoxkeHus

1. Hactosimiue IlpaBuna pazpaboTaHbel B COOTBETCTBUM C MYHKTOM 2
cratbu 31 JloroBopa o EBpazuiicKoM SKOHOMHYECKOM cOro3e OT 29 Mad
2014 roxa, nynkramu 4 u 5 crateu 4 CornailieHusi 0 eIMHBIX MPUHIMNAX U
npaBuiax oOpalleHuss MEOULUHCKUX W3JeNuil (M37enuil MeauIuHCKOro
HazHA4YeHWs] M MEJUIMHCKOM TeXHUKH) B paMkax EBpaszutickoro
PKOHOMMYECKOro coroza oT 23 nekabps 2014 roga W yCTaHABIMBAIOT
B pamkax EBpa3uiickoro sKoHOMHYecKOro corosa (nanee — Coro3) mopsiiok
[IPOBEJICHUS UCCIICOBAHUMI (MCIBITAHUI) € LEJIBK OLEHKH OHMOJIOTHYECKOro
JEMCTBUS MEIUUMHCKUX M3 B LEJNAX PErucTpaluu, TpeOoBaHHUS K
YIOJIHOMOYEHHBIM  OpraHu3aliysM,  HMEIOIIMM  IpaBO  MPOBOJUTH
uccileloBaHusl (MCIBITAHUS) C LEIbI0 OLEHKH OUONOrM4ecKoro JedcTBHS
MEAUIMHCKUX HW3JCJIHH, a Takke TMOpSJ0K OIEHKH COOTBETCTBHUS
YIOJIHOMOUYEHHBIX OpraHU3aliil 3TUM TpeOOBaHUSIM.

2. Ina neneit Hactosiux lIpaBunm MCmonb3yloTcsl MOHSTHS, KOTOPbIE

03HaYaroT CIICAYIOHIIcc:
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«HUCCIIeOBaHUS Ha T€MOCOBMECTUMOCTE ) N BBISIBJICHUE
OTpULIATENbHBIX OHONOTHYEeCKHX 3(PGEKTOB MpH KOHTAKTE MEIULHHCKOTO
U3JIEJIAS C KPOBBIO YEJIOBEKA;

«HUCCJIEIOBAHMs Ha MHMPOrEHHOCTh» — IMPOBEPKAa OTCYTCTBUS B
MEAMIMHCKUX W3ENUsIX IPOAYKTOB MeTaboiau3Ma MHUKPOOPIaHHW3MOB H
JIDYTHUX BEILECTB, BBI3BIBAIOIINX Y UEIOBEKA IOBLILIIEHUE TEMIIEPATYPHI TEJIa;

«HCCJIENOBAHHS Ha  CTEPWIBHOCTB» — TpOBEpKa  OTCYTCTBHUS
KU3HECTIOCOOHBIX MHKPOOPTaHU3MOB M HMX CIOpP B CTEPHUIM30BAHHBIX
MEUIIMHCKUX U3JETUsX;

«MaTepuan» — 00N CHHTETHYECKUH WU MPUPOTHBEINA IOJIMMED,
METallll, CIUIaB, KepamMHKa WIM Jpyroll HeKHU3HECTOCOOHBIM MaTepual,
BKJIFOYAsl HEXKU3HECNMOCOOHYH0 OMOJIOTHYECKYI0 TKaHb, NPUMEHSEMBIH B
KauecTBe MEJUIIMHCKOrO U3/IENUsI HITH €r0 YacTH;

«OCTpasi CHUCTEMHasi TOKCHYHOCTBY» — HeOJaronpusiTHeIn 3(QexT,
BO3ZHUKAIOIUM B JI000O€ BpeMsl [I0C/ie BBEICHHS OJHOKPATHOW KM
MHOI'OKPATHBIX 103 UCCIIEAYEMOM MpoOkl B TeUeHHe 24 JacoB.

«crneurukanus» — JOKYMEHT, BBITMIOJHEHHBIH B BHAE TaOMUILI H
OIPEJEISIOINNA COCTaB MEAMIIMHCKOTO M3IENHs, 0003HAYCHHUS U OITHCaHHE
€ro COCTaBHBIX YacTeH, IPUHAIJIEKHOCTEH W PacXOJHBIX MAaTEpUallOB ¢
yKa3aHWeM HAaUMEHOBAaHUW U KOJIMYECTBA;

«YIOJITHOMOYEHHBIH MPENCTAaBUTENb IPOU3BOAUTENS) — IOPUIUIECKOE
MMIO WA (U3MYECKOe JIMIO, 3aperCTPUPOBAHHOC B KAYECTBE
UHJIUBUYAJIBHOTO [peIpuHUMAaTels, ABJISFOLEECS pE3UIEHTOM
rocygapcra — wieHa Coro3a, U UMeRLIee JOBEPEHHOCTh OT MPOU3BOAUTEIS
M (WIM) 3aKJIIOYMBLICE JOTOBOP C MPOM3BOJIUTEICM, YIIOJHOMOUYEHHOE
JAEUCTBOBaTL M HECTH OTBETCTBEHHOCTb OT €ro HMEHH 110 BOIpocam
oOpalleHnuss MeAULIMHCKOTO u3jenus B pamkax Coro3a, HA MM KOTOPOIO

MOXKET BbIAaBaTbCA PETHCTPAlMOHHOE YJIOCTOBEPEHHME HA MCEIUIHMHCKOEC



u3Jesue.

3. UccneioBanust (MCOBITaHUSA) C IEIBIO OICHKH OHOJIOIHYECKOTO
JNEHCTBUSI MEAULUMHCKUX U3/IeNUH (afnee — UCIIBITaHUs) IIPOBOASITCS B LIENISIX
OIPENENICHHSA COOTBETCTBHS MEAMUMHCKUX M37enuil OO0mum TpedoBaHUIM
6e3onacHocTH U 3(GGEKTUBHOCTH MEAMIIMHCKUX H3AETH, TpeOOBaHHAM K UX
MapKUpOBKE U 3KCIUTyaTallMOHHONH JOKyMeHTauuu Ha Hux (nanee — OOrue
TpeboBaHUs).

HcnpiTanus NPOBOJUTCS B COOTBETCTBUM € HacTosmuMu [IpaBuiamu.
ITpy mnpoBeleHWM UCHIBITAHMM MOTYT HCIOJIB30BAaThCS  CTaHAAPTHI,
BKJIIOYEHHBIE B IIE€PEYCHBb CTAaHAAPTOB, B pe3yjbTaTe MPUMEHEHUS KOTOPBIX
Ha JOOpOBOJILHOH OCHOBE TOJHOCTRIO HJIM YacTHYHO OOeCIIeUUBAETCS
COOJIIO/IEHNE COOTBETCTBUS MeOUIMHCKOro u3nenus OOmmM TpeGoBaHUSIM
(manee — mepedeHb CTaH/AAPTOB), a TaKKe TEXHUUYECKas JOKYMEHTAIHsI
MIPOU3BOAUTEINS] MEAUITUHCKOTO H3/IEITHS.

B cny4ae OTCyTCTBHS CTaHIapTOB, BKIIOYEHHBIX B MEPEUYCHb
CTAHJAaPTOB, C LEJbIO NIPOBEAEHUSI UCTIBITAHUH MOTYT MPUMEHSITHCS METO/IEI
(METOAMKM)  HCIBITAHWM,  aTTeCTOBaHHBIE  (BAIMIUPOBAHHBIE) |
YTBEPIKICHHBIE B COOTBETCTBUU C 3aKOHOAATEILCTBOM IOCyJapcTBa — YjieHa
Coro3a.

4. ViciplTaHWsl ~ TPOBOJATCS MO 3asBJICHUIO  MPOHU3BOIUTEIS
MEIAUIIMHCKOTO U3/ENIUs UK €0 YIIOJIHOMOUYEHHOIO MPeICTaBUTENS (Janee —
3asBUTENb) B YUPEXKIECHUIX, OPraHU3aNUIX U MPEANPUSTHSIX, BHECEHHBIX B
€IMHBIH peecTp YIOJIHOMOYEHHBIX OpraHHM3aluil, HMEILIMX IIPaBo
IIPOBOAUTH MCCIIENOBAHUS (UCIIBITAHMS) MEJIUIIMHCKUX M3ETHI B IEIIX HX
perucTpanum) (Janee COOTBETCTBEHHO — €JMHBIA PeecTp YIMOJIHOMOYEHHBIX
OpraHu3alki, YIIOJTHOMOYEHHbIE OpraHU3alllH), KOTOPHIH pa3Melactcs B
uHpopmarnonnoit cucreme Coroza B cdepe oOpaleHUs MeTUITHHCKUX

ugenuit  Ha - ouuuanbHoM  caiite  Coroza B MHPOPMAILMOHHO-
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TeIeKOMMYHUKAlIMOHHOU ceTu «HTepHeTY.

5. C menpio MOJY4YEHHs JJOKa3aTelbCTB COOTBETCTBUS MEIMUIIMHCKOIO
mznenust  OOmuM  TpeOOBaHUSM  3asBUTENIb  BIPaBe CAMOCTOSITENHHO
oOpaiiarbcs B YIIOJIHOMOYEHHBIE OpTaHU3alliH 3a MMPOBEICHHEM HCIbITAHHH
Ha COOTBETCTBHE KOHKPETHBIM CTAHJApTaM B MOJHOM 00beMe MU YaCTHUHO
u  (WIiM) aTTecTOBaHHBIM (BAIMIMPOBAHHBEIM) MeTOAaM  (METOIUKaM)
UCHBITAHMH, TOJTBEPXKIAIONIAM COOTBETCTBHE MEIUIIUHCKOIO H3JIEIIHS

O6muM TpeOOBaHUSIM.

II. ITpaBuna npoBeeHNS UCIIBLITAHUN
MEIULMHCKUX U3ACITHNA

6. VcnplTanus OpOBOASITCS B OTHOIIEHWM MEAMIUHCKUX H3ACIHH H
(W) DpUHAMIEKHOCTEH K MEIULMHCKAM H3JIETUsIM, KOHTAKTHPYIOIIHX C
[IOBEPXHOCTBIO TeJla YeJIOBEKa, €ro CIU3UCTBIMU 000JI0UKaMH, BHYTPEHHHMU
cpelaMK OpraHus3ma.

7. VicnipiTanus BKIIOYAIOT B ce0sl TPOBEPKY:

a) QU3UKO-XUMHUYECKHX ToKazareiaed (B 4YacTH (U3MUECKOM XHUMHH
MaTepPUaAJIOB, U3 KOTOPBIX H3TOTOBJIEHBl MEIWIIMHCKOE W3Jeaue u (WIIH)
NPUHAAJICIKHOCTH K METULIIMHCKOMY H3JIEJTHIO);

0) caHUTapPHO-XMMUYECKHX MOKa3aTesei;

B) OMOJIOrMUECKHX TToKa3aTesiel B yCIIOBHUSX in Vitro u in vivo.

8. Jlnsi mpoBefeHUs MCMBITAHUH MEIUITMHCKOTO H3IENUs 3asBHTEIIb
[IPEACTABIISET B YIIOJHOMOUEHHYIO OpraHU3allii0 3asBIEHHE O IMPOBEICHUU
UCIIBITAaHUH, coJlepKalliee CleayIonIyo HHPOPMAIHIO:

a) HAMMEHOBaHHE MEIUIIMHCKOTO U3/IEIIHS;

0) opranM3alMoOHHO-IIpaBoBasi  Gopma  3asABUTEIST  MCJIUTTHHCKOTO
M3JIeusl, IOJIHOE M COKpauleHHoe (Ipd HaJIMYKMK) HAUMEHOBAHMSI

HOPpUAHYCCKOIo JIMia, MECTO HaXOXKIACHMS ((I)&MI/LHHSI, UMs U IIpH HaJIMUUH
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OTYECTBO, MECTO JKHUTEJIbCTBA (PU3MUYECKOTrO JIMIA, 3aperHCTPHPOBAHHOTO
B KayeCcTBC MHJMBUJYaJbHOIO MpeANpUHUMATENs1), IOYTOBBIM ajapec,
CBEJEHUs O TOCYHApCTBEHHOM perucTpanuud OPHAHIECKOTO JIHIA W
(pU3HUECKOro JHIa, 3aperiCTPHPOBAHHOIO B KAa4yecTBE MHIAMBHIYAILHOTO
NIpeANpUHUMATEIS;

B) OpraHM3alMOHHO-TIpaBoBasi (popma MPOU3BOAMUTENS MEIULIMHCKOTO
u3Jenusi, TOJHOE M CoKpamleHHoe (MpH HAIWYMKM) HauMEHOBAHHS
IOPUAUYECKOTO JIMIA, MECTO HaxoxieHus (damunus, UM U MPH HATHYUH
OTYECTBO, MECTO KUTENBbCTBA (PU3MUECKOTO JIUIA, 3aPETHCTPUPOBAHHOTO B
KaueCcTBe UHAUBUAYAIBHOIO MPEANPUHUMATES ), TOYTOBBIM aipec, CBEACHUS
O TOCYJAapCTBEHHOH pErucTpaluy FOPUAMYECKOTO JIMIA WA (HH3HIECKOTOo
JMLa, 3aperucTpUPOBAHHOTO B KauecTBe WUHIUBUYAIILHOTO
HIpeAIpUHUMATEIS;

') UJeHTUPUKAIIMOHHbBIE MPHU3HAKHA MEIHITHHCKOTO H3Jeausi (MOJeNb,
macca, 00beM, J1aTa U3TOTOBJIEHHUS, CEPHUsl, CPOKH TOJHOCTH (CPOKHU CITYKOKI)
(pu HAJTUYHH);

9. Bmecte ¢ 3asgBiaeHuUEM 3asBUTENb IPEACTABISET CJIeAYIOLIHI
KOMILJIEKT JIOKYMEHTOB:

a) crieu(pUKAaI|IO TPOU3BOIUTEIS HA MEIUIIMHCKOE U3JICIIHE;

0) TEXHUUECKYIO " AKCIUTYaTAl[HOHHYIO JIOKYMEHTAIIHIO
IPOU3BOAUTEIIS;

B) CBEJICHMs]I O HOPMAaTHUBHOM JOKYMEHTAllUd Ha MaTepuaibl, W3
KOTOPBIX M3rOTOBJIEHBl MEIMLIMHCKOE H3/eNue U (WIH) MPUHAUICKHOCTH K
MEIUIMHCKOMY HU3JEIHI0, KOHTAKTHUPYIOIIME C TOBEPXHOCTBIO Tela
Ye/loBEKa, €ro  CIM3MCTBIMU  000JIOUKAMHM, BHYTPEHHWMH CpelaMu
OpraHu3Ma;

) JaHHBIE O JIEKAPCTBEHHBIX CPEACTBAX B COCTABE MEHIIMHCKOTO

N3CJIHsA, COCTaB, KOJIMYECTBO, HAHHLIE O COBMECTUMOCTH JICKAPCTBEHHOI'O



CpelcTBa C MEAUIUHCKUM U3/ICJIHEM;
1) JOKYMEHTBI, XapaKTepU3YIOIIHe COCTaB MaTEepPHayoB, U3 KOTOPBIX
HU3TOTOBJIEHBl MEOULMHCKOE u3Aeaue W (WIHM) TNPUHAMISKHOCTH K
MEIUIMHCKOMY H3ENINI0, KOHTAKTHPYIOIIME C TIOBEPXHOCTBIO Teja
YeJloBeKa, ero CIM3UCTBIMU 000JI0YKaMHi, BHYTPEHHHUMH CpeIaMH OpraHu3Ma;
€) KOIIUM IPOTOKOJIOB MCHBITAHUM MEIUIIMHCKUX H3AETUd U (MIIn)
NPUHAIIEKHOCTEH K MEIUIUHCKOMY H3JCIUI0 W (WJIM) MaTepuasoB, H3
KOTOPBIX HM3TOTOBJIEHBl MEJULUHCKOE U3Jeine W (WJIu) NMPUHAJIEKHOCTH K
MEIULUHCKOMY U3[EII1I0, Ha OMOCOBMECTUMOCTE (IIPH HAJTHIHH);

K) CTaHIapTHBle  oOpa3ubl,  pedepeHc-CTaHAAPTHl  (€CIH  3TO
IIPEyCMOTPEHO METOAaMU CAHUTAPHO-XUMHUYECKUX UCCIIE0BAHMUI).

B ciydae eciau OpuruHaibl JOKYMEHTOB COCTABICHBI Ha HHOCTPAHHOM
A3BbIKE, KOIWM OPUIMHAJIOB JIOKYMEHTOB IMPEICTaBIISIOTCS C 3aBEPEHHBIM
IIPOU3BOAUTEIIEM HIIA €r0 YIOJHOMOYEHHBIM MPEACTABUTENIEM IIEPEBOIOM Ha
PYCCKMH S3BIK W TIPH HAIMYUM COOTBETCTBYIOIMX TpeOOBaHMiT B
3aKOHOJATENILCTBE FOCYAapcTB — uieHOB Coro3a Ha rocy/1apCTBEHHOM SI3BIKE
(rocynapcTBeHHBIX f3bIKax) rocypapcrBa — uieHa Corosza, Ha TEpPUTOPUH
KOTOPOI'O MPOBOASTCS UCIIBITAHMUS.

10. B Teyenue He Oomnee 10 kameHTapHBIX AHEH CO OHS IOJA4M
3asBJICHUS YIOJIHOMOYEHHAs OpraHu3alus [IPOBOJUT aHaJu3
TIpeCTaBICHHBIX 3asBUTENIEM 3asBICHUS M KOMIUIEKTa JJOKYMEHTOB K HEMY,
U YBEJOMJISICT 3asiBUTEISI O MPUHSITOM PEIICHHH.

B ciyyae npuHATMS YNOJHOMOYEHHOW oOpraHuzaluedl penieHus o
IIPOBE/ICHUHU UCTIBITAHUI 3aKITIOUAETCS COOTBETCTBYIOIIHMH JIOTOBOP.

B ciyuae oTpUIaTeNbHOrO peLIeHUs] YIIOJIHOMOYEHHAs! OpraHu3alius B
IUCLMEeHHOM (opme ypernomisier 3asiBuTenss o0 OTKaze B MPOBEAEHHU

VCTIBITAaHUH ¢ YKa3aHUeM IIPHYNH.
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11. IIporpamma ucnbslTaHU MeIUIIMHCKOTO U3JIEHs pa3padaThIBaeTCs
YIOJHOMOYCHHOM Oprann3aiiueii COBMECTHO C 3asBHUTEIIEM M YTBEPIKIACTCS
PYKOBOJIUTENIEM YIIOJITHOMOYEHHON OpraHu3aliiH.

12. O160p 00pa3uoB (1pod) MEJULUMHCKUX HU3JIeIUH (MaTepruaIoB) A
UCIIBITAHUM  OCYILECTBJISIETCS ~ YIOJHOMOYEHHOW  opraHusamued B
COOTBETCTBUU C NTPaBUIIAMH, YCTAHOBJIEHHBIMH B CTaHAApTaX, BKJIIOUEHHBIX B
NIepeyYeHb CTaHIAPTOB, U (MJIM) aTTECTOBAHHBIX (BAJIMIMPOBAHHEBIX) METOIOB
(MeTonMK) HCHBITaHWH W odopmisiercs akToM oTOOpa 00pasnoB (mpobd)
MEIULMHCKIX U3ACNHI (MaTeprasoB) 1J1sl UCITBITAHUH.

13. B ucKIIOUUTENBHBIX CIIy4asX B OTHOIIEHWHM 00pasioB (mpob),
TPaHCIOPTUPOBKA  KOTOPBIX B YIOJHOMOYEHHYH)  OpPraHH3aIHIO
[pEACTaB/IsieT  3aTpyJHEHHEe, JOMYCKaeTCsl IIPOBEICHHE  HCIBITAHUI
CHEeLHaJMCTaMHd  YIOJHOMOYEHHOM  OpraHu3alid y  MPOH3BOJUTEIS
MEIUIUHCKOTO M3JIENHS.

14. TlpoBeienne UCHBITAHUNH MEIMIIMHCKMX HM3ACIHH  BKJIIOYAET
CJIeIYIOIIHE ATallbI:

aHaJIU3 [PEACTABICHHON TOKYMEHTAIIMY Ha MEIUIIMHCKOE U3JIETIHE;

orbop obpasuoB (pob) U UAeHTHOHUKAIMS METUIIHHCKOTO H3IeNIHs
(MaTrepuanaoB, M3 KOTOPBIX H3rOTOBJICHO MEIUIIUHCKOE H3eNue U (HIIK)
NPUHAJIEKHOCTH K METULIMHCKOMY U3JIEITHIO);

OTIpe/ie/iCHHe JITENTFHOCTH KOHTaKTa MEIHUIMHCKOIO HU3EIusd C
[IOBEPXHOCTBIO TeJIa YeJIOBEKa, €r0 CIAM3UCTBIMH 000JI0UKaMH, BHYTPEHHUMH
cpellaMH OpraHu3Ma;

IPOBEJCHUE HCIBITAaHUH MEOUIIMHCKOrO H3ACTusl (MarepuaiioB, U3
KOTOPBIX M3TOTOBJIEHO MEIMIMHCKOE u3jeine W (WiIKM) NMPUHAJTEXXHOCTH K
METUITUHCKOMY U3/ICITHIO);

oopmneHre © BbAAua (BpydeHHE WJIM HAIpaBJIEHHE 3aKA3HBIM

IIOYTOBBIM  OTIIpABJICHHMEM C YBCAOMIJICHHEM O prquHH) 3asIBUTECJIIO
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IIPOTOKOJIA N0 Pe3ysIbTaTaM HCIBITaHUN 10 (POpMe COrIacHO MPHIIOKEHHIO K
HacTosAmmM | IpaBunam.

15. MenuuuHck#e H3Aenust OAHOPA30BOI0 MPUMEHEHUS], BBITYCKaeMBIe
B oOpallleHHe B CTEpPWIbHOM BH[E, IIOJBEPraloT HUCCIICJIOBAHUSIM Ha
CTEPHJIBHOCTb.

16. MeguuuHCcKHe W3JeNUsl, KOHTAKTUPYIOIIUE C KPOBBIO UYeIOBEKA
U ee KOMIIOHCHTAMM, UMIUIAHTHpPyEeMble MEAMIMHCKHUE H3ACNUs, a TaKxKe
MEAULUHCKUE M3JENNs, NMpeJHA3HauYeHHbIE [JI WHBEKIHOHHOI'O BBEIEHUS
JIEKapCTBEHHBIX CPEACTB, IOJUIekKAT OO0SA3aTeJIbHBIM HCCIENOBAHUSIM TI0
[I0KA3aTeNIssM  OCTPOHM  CHUCTEMHOM  TOKCHMYHOCTH, ITUTOTOKCHYHOCTH,
IUPOr€HHOCTH, TE€MOCOBMECTUMOCTH, pa3[Jpakaioliero JAeWCTBHs, Ha
coJiepkaHue DaKTeprualbHBIX SHAOTOKCHHOB.

17.B Xonme HCHBITAHUH MEIUIUHCKOIO W3JCJIUS YIOJHOMOUYEHHAS
OpraHu3alus ONpeeseT:

a) COOTBETCTBHE MEIULMHCKOrO H3Jlenus (MaTepualoB, H3 KOTOPEIX
M3rOTOBJIEHO MEIULMHCKOE u3lenue U (WIM) NPUHALICKHOCTH K
MEIMIMHCKOMY H3JeIuI0) TpeOOoBaHUSM CTAaHAApTOB, TEXHUYECKOH U
SKCIUTYaTAllMOHHON JOKYMEHTAUH POU3BOIUTEIIS;

0) COOTBETCTBHE  MpEACTABICHHON  3asBUTENEM  JOKYMEHTAIlUu
TpeOOBaHKSIM MPUMEHEHHBIX CTAaHIAPTOB Ha MEIUIIMHCKOE U3/ICIIHE;

B) MOJHOTY W OOBEKTHBHOCTH YCTAHOBJICHHBIX TEXHUYECKOM M
OKCIUIyaTallMOHHOW  JIOKYMEHTallued  MPOW3BOAMUTENS  XapaKTEepPUCTHK,
MOJJIEXKAIIMX KOHTPOJIIO IIPU UCIBITAHUSX MEIULIMHCKOTO M3JIENHS, 8 TAKKe
MCIOJIb30BAHHBIX METOJJOB UCTIBITAHH;

') COOTBETCTBHE (HECOOTBCTCTBUE) MPEACTABICHHBIX 00pasiios (mpob)
MEIMLMHCKOrO  W3/leaust  (MarepuajioB, W3  KOTOPbIX  HM3IOTOBJIEHO

MEIMLMHCKOE u3fende W (WIKM) [PUHAAISKHOCTH K MEAMIIMHCKOMY
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uzenuro) OOumm  TpeOoBaHusiM  Oe3omacHOCTH W d(PPeKTUBHOCTH
MEJULMHCKUX M3JeJIMM M (WM) cTaHIapTaM M3 IMepedHs CTaHAapToB, Ha
COOTBETCTBHE KOTOPBIM MPOBOAUIUCE UCIIBLITAHMSI.

18. McneiTanus MEIUIUHCKOTO H3ICIIHS OCYIIEeCTBISIOTCS
YIOJTHOMOYEHHOM OpraHu3alued B CpOK, He mpesbluaromuii 30 pabouux
IHEW co JHA 3aKIIOYEHHsA JOroBopa C 3asgBUTENEM H 3aBepIleHus oTOopa
00pa3loB (mpob) MENUIUHCKOTO W3[esins (MaTephalioB), yKa3aHHBEIX B
nyHkte 12 nacrosux Ipasu.

19. Pe3ynbrarsl MCHBITAHUH CUHTAIOTCS OTPHULIATENIEHEIMH B Cllydae,
€CJIU NPEeACTABJICHHBIE HA UCTIBITAHUS 00pa3libl METUITHHCKOTO U3/ICIIHS, HITH
IPUHAIIEKHOCTH K MEAULIMHCKOMY H3/EIINI0, UM MaTepUaNbl, B3 KOTOPBIX
WU3TOTOBJIEHBl MEAUUMHCKOE H3Aenue W (WIH) NOPUHAIJICKHOCTH K
MEIUIMHCKOMY H3JIEJIUIO, HE COOTBETCTBYIOT OO0IUM TpeOoBaHUIM H (HJIH)
CTaHjapraM M3 [epeyHs CTaHJapToOB, HA COOTBETCTBHE KOTOPHIM
IIPOBOJIUJIMCH UCIIBITAHUS,

20.Ilo pe3yJibTaram WCIIBITAHU I MEIULIMHCKOTO W3IEIIHA,
IIPOBEJIEHHBIX B  LEJSIX OILIEHKH ero OHOJIOTHYECKOTo  JICHCTBUS,
YIIOJITHOMOYEHHOM opranuzanueil oQopMiseTcss MPOTOKOJ HCCIIEIOBAHMM
(McriBITaHMi) MO OlleHKe OMOJOTHYECKOr0 AEHCTBHS MEAHIIMHCKOTO U3/IEIHS
COIJIaCHO MPUJIOKEHHIO K HacTosumM [IpaBuiam.

21. lIokyMeHTbl 1O MPOBEJCHUIO HCIBITAHHH MOJDKHBEI XPaHHTBLCS B
YIOJTHOMOYEHHONH OpraHu3allid B CHUCTEMATH3UPOBAHHOM BHJE€ HE MeHee

10 ser.
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I11. TpeboBanust k opraHu3aLusiM, UMEIOLIUM MMPABO MPOBOJUTH
ycClieJOBAaHUM (MCIBITAHMI) 110 OLIEHKE OUOJIOrHYECKOTO
JNEeHCTBUS MEIULIMHCKOTO U3/IEJIHsl, U TIOPSJIOK OIEHKH
UX COOTBETCTBUS 3TUM TPeOOBAHHAM

22. B enuHBll peecTp YHOJHOMOYEHHBIX OpPraHM3alMi BKIIIOUYAIOTCH,
UCIIBITaTeNbHbIE J1a0opaTopuu (LIEHTPBI) B COOTBETCTBHM CO CIIEAYIOLIHMHU
KPUTEPUSIMU:

perucTpanysi HCHOBITATENbHON JlabopaTopuu (LIGHTpa) B KadecTBe
IOPUAUYECKOrO JINLA B COOTBETCTBUU C 3aKOHOJATEILCTBOM TOCYIapcTBa —
yneHa Coro3za;

HallM4yKe MEHCTBYIOLIEr0 arTecTara akKpeJWTallid B HallMOHAJILHOM
cUCTeMe aKKpeIUTallly rocyaapersa — uieHa Corosa;

HaJIMYhe B 00JacTH aKKpeJuTalluM WCIBITaTeNIbHOM 1abopaTtopun
LeHTpa) MEIULMHCKUX W3 U (UIK) TPYNN OTHOPOIHBIX MEIHIIMHCKUX
U3JIEJIUH, & TaK)Ke BUAOB M METOJIOB UCCAEOBAHUM (HMCIIBITAHUH) MO OLICHKE
OMOIOTHYECKOr0 TeHCTBHSI MEIULIMHCKUX HU3IEIIHI;

HAJIMYUE  YIOBJIIETBOPUTEJIBHBIX  PE3yJbTaToOB  Mek1abopaTOPHEBIX
CPaBHUTEIBHBIX UCIBITAHUI;

HaJu4yhe CUCTeMbl MEHEKMEHTa W COONIOJIEHHE B AEATEIILHOCTH
UCIIBITATeIbHOM naboparopuu (uentpa)  TpeboBaHUI CHUCTEMBI
MEHE/[PKMEHTA, YCTAaHOBJIEHHBIX B PYKOBOJICTBE 110 KAYECTBY;

HaJM4yhe HOPMAaTUBHBIX IPABOBBIX aKTOB, JOKYMEHTOB B 00JacTu
CTaHJapTU3aluy, NpPaBUJl M METOJIOB MCCIIeNOBAaHHUN (MCIBITAHUN) M
U3MEpEHU, B TOM uYuciae mOpaBuil otdopa ob0paszuos (mpob), W HHBIX
JIOKyMEHTOB, yKa3aHHBIX B OOJacTH aKKpeAWTallMH, a Takxe coOJojeHue
MCIIBITATENBHOM — nmaboparopueit  (ueHTpoM) — TpeboBaHUN — JaHHBIX

JIOKYMEHTOR;
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HaIM4Yue y  coeuwandera  (CHeUMajvdcTOB) — HCHBITATEIbHOM
naboparopunl (LEHTpa), HEMOCPEICTBEHHO BBITIOJHSIOMUX paboThl IO
UCCIENOBAHUAM (MCIBITAHUSM) [0 OLEHKE OHOJOTMYECKOro JeHCTBHS
MEIMIMHCKUX  M3JeMuil  BeIcmero  oOpazoBaHus, JHOO  cpemHero
npodeccuoHaIbLHOTO o0OpazoBaHus WK JOTIOJIHUTETBFHOTO
npoQecCHOHAILHOTO  00pa3oBaHusi MO MPOGUII0, COOTBETCTBYIOIIEMY
00J1acTH aKKpeauTallid, ONbITa PadOTHI MO HCCIENOBAHUSIM (UCIBITAHUSM),
U3MEpPEeHUsIM B 00JIacTH aKKpeAWTallMM, yKa3aHHOW B 3asgBieHUH 00
aKKpeJUTallil UM B peecTpe aKKpeAUTOBAHHBIX JIULI, HE MEHEe TpeX JIeT.

23. YIOTHOMOYeHHBIE OpraHsl paccMaTpUBaIOT 3aSIBKH
UCHBITATENBHBIX J1aboparopuil (LEHTPOB) O BKIIOYEHWH B MepeyeHb
OpraHu3aluil HMEILUX I[PaBO IPOBOJUTH HCCIENOBaHUS (UCIIBITAHHS)
MEIUIUHCKUX H3ACJIMA B  LEIIX WX PErucTpaldd W COOOIIAIOT
UCHBITATEIbHON  JlabopaTopuu (LEHTPY) O COOTBETCTBUM KPUTEPHIM U
[IPUHSTOM PELIEHUH B MUCbMEHHOM opme B TeueHue 10 KameHIapHBIX JHEH
CO JIHS OJA4H YKa3aHHOH 3asIBKH.

C 3asgBKOH B YIOJHOMOYEHHBIC OpraHbl IMPEACTABISETCS KOMILIEKT
JIOKYMEHTOB, HOJITBEPIKJAIOLINX COOTBETCTBHE UCTIBITAaTeNIbHOM
NabopaToOpUK KPUTEPUSM, YCTAHOBICHHBIM MyHKTOM 16 HacTosmux [IpaBuir.

B 3asBke wucnwiTatenbHas —JabopaTopus  (IEHTP)  YKa3bIBaeT
UHGOPMALMIO O MEOUIUHCKUX H3ACNUAX W (WIM) OJHOPOMHBIX IpPyIIax
MEIULUHCKUX W3JIeNIUi, a TakkKe BUJAaX U MEeTOoJlaX OLIEHKH OMOJIOTHYECKOTO
JNEHCTBUS MEAULIMHCKUX M3/1eJUH, BKIIIOUEHHBIX B 00JIaCTh €€ aKKpeIUTallkH,
B OTHOUIEHMM  KOTOpBIX  HCHOBITaTenbHas  jaboparopusi  (UeHTP)
3aMHTEpPECOBAHA BO BKJIIOUEHUH B IepedeHb OpraHu3alnil, UMEIOIIUX MpPaBo
NPOBOJIUTH MCCIIEIOBAHUS (MCTIBITAHUSI) MCAMITMHCKAX U3ACIHN B IENsIX HX

perucTpanmn.
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B cimyyae HECOOTBETCTBHS KPUTEPUSIM M OTPHUIATE]BLHOTO pPelIeHHUs
YIOJHOMOYEHHBI  OpraH B  [HCBMEHHOM  dopme  yBeAOMIISET
UCIBITATENIBHYIO JJabopaTopuio (LIEHTpP) O MPUYMHAX 0TKa3a.

WcnbiTaTensHble J1abopaTopuu (LIEHTPHI), BKIIOUEHHBEIE B €IMHBIN
peecTp OpraHoB MO OIeHKe cooTBeTcTBUsI Coro3a W HMEIONHE TPaBo
IPOBOJUTE HCCIIEOBaHUS (UCIIBITAHUS) IO OlEHKEe OHOJOTHYECKOTO
JICHCTBHAS ~ MEIMUUHCKUX  M3/JeJUH, BKIIOUYAIOTCA  YIOJHOMOUYEHHBIMU
OpraHaMyd B TI€peuYeHb OpraHu3aluil MMEIOUMX IMPaBo IPOBOJHUTH
uccienoBaHusl (UCOBITAHUS) MEJULMHCKUX H3ACTUH B IENdIX HX
pETrUCTpaly 110 3asBKE YKa3aHHBIX UCIBITATENLHEIX JTabopaTopuii (LEHTPOB)
C TIPUTIO’KEHHUEM HX 00JIaCTH aKKpPEeIUTAIHH.

24. O6xxanoBaHue pelLIeHus YIOJIHOMOYEHHOTO oprasa
OCYIIECTBIISIETCSI B COOTBETCTBHH C 3aKOHOIATENBCTBOM TOCYAapCTBa —
yiena Coroza.

25. BHeceHue cBelleHUI 00 UCTIBITATENBHBIX JIa00paTopuii (IIEHTPOB) B
€IMHBIA peecTp YIOJIHOMOYEHHBIX OpraHM3alliii OCYIIeCcTBISECTCS Ha
OCHOBAHMH IE€peuHed YUpe:KIeHWH, opraHu3aluil ¥ NpeAnpusTHii, B TOM
qypciie MEOMLIUHCKUX YUpPEeKIeHHH W opraHu3aluii, HUMEIOIMX TMpaBo
IIPOBOAUTE HCCIIEIOBaHUS (MCIBITAHUSA) MEJMIMHCKUX W3JIeNUd B IIEJIIX
perucrpauuu, GOpMUPYEMBIMH YITOJTHOMOYEHHBIMU OpraHaMH.

ITopsinok  OLIEHKM COOTBETCTBHSl HCIIBITATENILHBEIX — Naboparopuit
(ueHTpOB) TpeOoBaHUSM, IIPUBEJACHHEIM B IMyHKTe 22 HacTosuwmx [Ipasum, u
NpaBWja BHECEHHsS WX B T[epeUeHb YUYPEKJCHHWH, OpraHuszaiuil u
NPEeANPUATHI, B TOM YHCIIE MEUIIMHCKUX YUPEXKICHUNM W OpraHu3alui,
UMEIONINX TMpaBO TMPOBOAUTE HMCCAEAOBAHMS (UCIBITAHUS) MEIUIUHCKUX
M3MeUi B IeJIsIX  PETHCTPAllHH  YCTAHABIMBAIOTCS B COOTBETCTBHUL C

3dKOHOAATCNECTBOM IOCYJIapCTB — YJICHOB Coro3a.




[TPUJIOKEHHE

K [IpaBusiaMm nmpoBeeHus HCCIIe10BaAHM
(MCTIBITAHUH) C LEJIBIO OL[EHKH
OHOJIOTMYECKOI0 JEHCTBUS MEAULITHCKUX
u3JieNuid, TpeOOBaHUs K YIIOJITHOMOYEHHBIM
OpraHM3alusIM, UMEIOIHAM ITPaBo
IIPOBOJUTE UCCIICI0BAHMS (MCTIBITAHMSI)
C LIEJIBIO OIEHKH OMOJOrHYECKOro
JNECHCTBHUS MEIUIIMHCKUX U3EIN, a TaKKe
MOPSIIOK OI[EHKH COOTBETCTBHS
YIOJHOMOYEHHBIX OpraHU3allii 3THM
TpeOOBaHUAM

OOPMA
NPOTOKO/Ia Hee/iel0BaHmil (MCNBITAHMI) IO OleHKe
OHOIOrH4eCcKOro JeiicTBHS MeTHITHHCKOT0 H3/IeIHs

HaMMEHOBAHME HCIIBITaTeNIbHOMH J1labopaTopuH (LeHTpa), aapec, Tenedon

YTBEPKIAIO

PykoBoauTens nabopaTopun

MOJITHCh MHMLIMABL, (haMUITHs
MECTO JIJ1A TIEYHATH

I[TPOTOKOJI
10 pe3yjbTaTaM UCCIeI0BaHUM (MCIIBITAHUI) 110 OILICHKE
OMONOTHYECKOTOo IEHCTBUS MEJULIMHCKOIO U3 IeIIus
Ne OT«__ » 20 r.

HAHUMEHOBaAHHE MEAHILIMHCKOTO U3ACTTUAI
CocraBiieH

HAMMEHOBAHHE MCTIBITATENILHOM JJabopaTopyH (LeHTpa),

C YKa3aHHEM MeECTa MMPOBEJICHUA HUCTILITAHUH

ATTecTtat dKKpEauTalnuu HUCIBITATC/IBHON Opranu3aliu

HOMEP, JaTa BBIJAAYH,

ofJ1acTh aKKpeUTaluu
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JICHCTBUTENIEH 0 « » 20 1.

1. B nepuonc« _ » 20 . o« » 20 B

HauUMEHOBaAHHE OpTaHl’lBaHI’EH, nposonﬁmeﬁ HUCCIIe10BaHHs
IPOBEACHBI HCCIIe0BaHUs (UCTIBITAHMS) M0 OIeHKe OMOJIOrHYecKOro JIeHCTBUs
MEIUIIMHCKOI0 U3e s

HaWMEHOBaHHE MEIHULIMHCKOIO U3AEJIHs

(C YKasaHHUeM npuﬂaﬂnexcﬂom'eﬁ, H806X0,B,PIMLIX JUTSE TIPUMEHEHHA MENHUILIHHCKOIO U34EJ1HA MO0 HaSHaLIEHHEO)

MIPOU3BOJICTBA
HaUMEHOBAHHUEC NMPOU3IBOONUTEIA,
cTpaHa MPOHM3BOJACTRA
Cepus, Jlara Cpok rogHocTH
napTus IIPOM3BOJICTBA (cpoK ciTy>k0FEI)

Konuuectro odpasnos

Jlara Hadasa ¥ OKOHYaHUS HCCTieTIOBAHMM (MCITLITaHui )

2. Pe3ynbTaThl UcCiieOBaHUN (MCIIBITAHM)

Haumenosanue Tpeboranus dakTryecku Temmeparypa (’C)
nokazaresei II0JIyYEHHBIE PE3YJILTATHI | M BIAXHOCTH (%)

3. 3akmroueHue.

IIpeacrasiacHHble 00pasibl (IPOOLI) COOTBETCTBYIOT (HE COOTBETCTBYIOT)
OOmmM  TpeOGoBaHusiM OesomacHOCTH U 3()(PEKTHBHOCTH  MEIUIIMHCKUX
u3genui, yreepxaeHubM Pemenuem CoBera EBpasuiickoro 3KOHOMHYECKOM
KOMHCCHH OT Ne , metoaukm BOCIIPOU3BOJISITCS
(HEe BOCIIPOU3BOATCS) (HYKHOE TOAYEPKHYTH).

Crennanuct nabopatopuu

IOANMHCH HHHLHAJIbI, C]JaMPUlHH
Crienmanuct nmabopaTopuu

MIOAIUCH WHMLIHAJIBL, PaMUIIHS

ITporokon wuccnenoBaHuil (UCHBITAHWK) PacIpOCTPAHSIETCS TOJBKO Ha
0o0pa3lbl  MEIMIMHCKUX  HU3JENUi,  TMOABEPTHYTLIE  MCCIEJOBAHUSM
(MCTIBITaHUSIM).

IlonHas wnM 4vacTu4Has mepenevyatka IPOTOKojJa 06e3 paspelieHHs
HCIIBITATEIbHON JabopaTopuu (LIeHTpa) 3alpeleHa.




