YTBEPXJIEH

Pemennem Cosera
EBpa3zuiickoi 53KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

HOPAAOK
(popmupoBanus 1 BegeHUsI HHPOPMAUOHHON CHCTEMBI
B cepe oOpameHuss MEAMIUHCKUX U3AeTUM

|. O01ue monoxeHus

1. Hactosimmit [lopsimox pa3paboTaH B COOTBETCTBHUU C IIYHKTOM 2
ctatbu 31 [loroBopa o EBpasmiickoM 3KOHOMHUYECKOM cOI03¢ OT 29 mas
2014 roma m crarbert 9 CornameHuss O €IMHBIX MPUHLMIAX W IpaBUIIAX
oOpareHus: MeIUIIMHCKUX U3eTui (M31eIuii MEeIUIIMHCKOTO HA3HAYCHUS U
MEJIUIIMHCKOW TEXHUKH) B paMKax EBpa3zuiickoro 3JKOHOMHUYECKOTO COK03a OT
23 nexabps 2014 rona.

2. Uupopmanimonnas cuctema B cdepe oOpamieHuss MEIUIMHCKUAX
uzaenui (nanee — nuHpopmalmoHHasi CucTeMa) peHa3HaueHa JIJIsi CO3aHusI
ycioBui 1o oOecrneueHuio oOpaileHus B paMkax — EBpasmiickoro
IKOHOMHUYECKOTO coto3a (mamee — Coro3) 0e30macHbIX, Ka4eCTBEHHBIX U
() PEKTUBHBIX METUITMHCKUX U3CTHH.

3. Unpopmanmonnasi cucrema SBISETCS YacTbl0 WHTETPUPOBAHHOU
uHopmarmonHoi cucrembl Coro3a (najgee — MHTErPUPOBAHHAST CUCTEMA) U
BKJIIOYAET B ce0s clielyIolre HH(POPMaLIMOHHBIE PECYPCHI:

CAVHBIA peecTp MEIWIMHCKUX UW3JCTUN, 3aperuCTPUPOBAHHBIX
B pamkax Coro3za;

CAVHBIA PEECTp YIMOTHOMOYEHHBIX OpTraHU3alNi, WMEIOIINX TPaBO

MMPpOBOAUTDL UCCICIOBAHUA (I/ICHBITaHI/IH) MCEAUITUHCKHUX I/ISILCJII/Iﬁ B ICIIAX UX



pPETHCTpAINH;

eauHy0 HHGOPMALIMOHHYIO 0a3y JAHHBIX MOHUTOPUHTa 0€30MacHOCTH,
KadecTBa U 3(PHEKTUBHOCTH METUITMHCKUX U3CITHI.

4. O0mue uH(bOpPMAMOHHBIE pecypchl HHGOPMAIMOHHON CHCTEMBI
(manee — oOmwue uHGOPMAIIMOHHBIE PECypchl) (HOPMHUPYIOTCS HAa OCHOBE
MH(OPMALIMOHHOTO B3aMMOJIEUCTBUS rocynapcTB — wieHoB Coro3a (nanee —
rocyaapcTBa-uieHbl) M EBpa3uiickoli 3KOHOMHYECKON KOMHCCHHU (Iajiee —
Komuccus).

5. VnoiaHoMoueHHBIH ~ opraH  (dKCHepTHas  OpraHu3aius)  C
WCIIOJIb30BAHUEM UHTETPUPOBAHHON CUCTEMBI.

npeactaBiasier B Komuccuio — cBeleHHS, HEOOXOIWMBIE A
(dbopMupoBaHUs U BEAEHUS MH(POPMALIMOHHON CUCTEMBI;

MOJJIEPKUBAET B aKTyaJIbHOM COCTOSIHUM MH(OPMAIIHIO, MEPEIaHHYIO
UM B HH(POPMAIIMOHHYIO CUCTEMY JJISI BHECEHUs B 00IMe HHPOPMAIIMOHHbBIE
pecypcsr;

OCYLIECTBIISIET uH(}OpMaLIMOHHOE B3aMMOJICHCTBUE C
YIOJIHOMOYCHHBIMM OpTraHaMH (IKCIEPTHBIMUA OpTaHU3AMUAMHU) JPYTHX
3aMHTEPECOBAHHBIX TOCYAApCTB-WIEHOB 110 BOIMPOCAM OCYIIECTBICHUS
poIenyp, YCTaHOBIEHHBIX [IpaBuimamMu perucTpanmvi M IKCIEPTU3BI
6e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH MEAUIIMHCKUX U3EIUN (1anee —
[IpaBuiia perucTpanviv MEIUIMHCKUX U3JETU ).

6. Komuccust ocymiecTBisieT myOJIMKaIU0 CBEACHUNW OTKPHITON 4acTu
uHpopmamoHHoM cucteMbl Ha wuHopMarmoHHoM moptaie Coro3a B
nH()OPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON ceTn «MHTepHeT» (manee — ceThb
HNurtepuer).

7. NHpopManimOHHOE B3aMMOJCUCTBHE MEXIY YITOJTHOMOYEHHBIMHU
opraHaMi  (OKCIIEPTHBIMH  OpraHU3alMsIMH), a  TaKKe  MCEKIY

YIIOJIJHOMOYCHHBIMHA OopraHaMu1 (E)KCHepTHBIMI/I OpPaHH3aHHHMI/I) n
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Komuccueir B nporecce opMUpPOBaHUS, BEJCHUS M HCIOJIb30BaHUS OOIIMX
WH()OPMAIIMOHHBIX PECYpPCOB, OCYIIECTBIACTCS IyTEM peaTu3alud OOIIMX
npoiieccoB B pamkax Coro3a cpeicTBaMu HHTETPUPOBAHHON CHCTEMBI.

8. TexHomornueckue JIOKYMEHTHI, periiaMeHTUPYIOIIHe
nHPOpMAITMOHHOE B3aUMOJICHCTBUE, pEATM3yeMO€ B paMKax OOIIMX
MIPOIIECCOB CPEICTBAMU MHTETPUPOBAHHON CHCTEMBI, BKIIFOYask TPEOOBAHUS K
dbopmaTaM H CTPYKTypaM HCHOJB3yeMbIX TPH TaKOM B3aWMOJICHCTBUHU
AJIEKTPOHHBIX JIOKYMEHTOB U CBEJICHU, pa3padaThIBAIOTCS U YTBEPIKAAIOTCS
Komuccuen.

9. Hoctynm K mojieXamuM ONMyOJWKOBAaHUIO CBEJACHUSAM OOIIUX
WH()OPMAIIMOHHBIX PECYPCOB ISl 3aMHTEPECOBAHHBIX JIMI] OCYIIICCTBIISACTCS
yepe3 nHhopmamoHHbI nopran Coro3a Ha 0€3BO3ME3HON OCHOBE.

10. YnonHoMouYeHHBI oOpraH (9KCIepTHash OpraHu3anus) BIpPaBe
UCIIOJIb30BATh BO3MO>KHOCTH WHTETPUPOBAHHOU CUCTEMBI TUTST
UH()OPMAIIMOHHOTO B3aWMOJIEHCTBUSI C  YIOJIHOMOYEHHBIMH OpraHamu
(3KCTIEPTHBIMHU OPTaHU3AIUSAMHA) IPYTUX TOCyaapcTB-uieHOB U KoMuccuei B
CITyJasx:

MOCTyTUIeHUs nHPopManuu 0 GakTax U 0OCTOSATEIHCTBAX, CO3IAFOIINX
yIpo3y KU3HU WM 3I0POBBIO JIIOJCH MpH NPUMEHEHUU MEIUIIMHCKOTO
U3JICTIUS;

BBISIBJICHUS B XOJIe¢ peai3allid MEPOIPHUATHH TI0 KOHTPOIIO 3a
oOpameHueM MEIUIIMHCKUX M3JeIUd W  TPOBEACHHS MOHHTOPHHTA
Oe3ormacHocTH, KadectBa H  A(PPEKTUBHOCTH MEIUIMHCKUX  U3JCIIHM
HECOOTBETCTBUS MEAUIIMHCKUX U3ACIIUNA OOIIMM TpeOOBaHHUSAM O€30MaCHOCTH
u 3 PEKTUBHOCTH MEIUIIMHCKUX HU31CIINH, HEOOOCHOBAHHOT'O
WCITOJIb30BAaHUS KaKUM-JINOO MPOU3BOJUTENIEM WM €r0 YITOJTHOMOYEHHBIM
NPEACTABUTEIICM MApPKHPOBKH MEIUIIMHCKOTO U3JENUsS  CIeIHaTbHBIM

3HAKOM OOpaIieHuss MEAUIMHCKUX u3Aeauii Ha pbiHKe Coro3a, a TakkKe
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BBISIBJICHUS (paKTOB oOOpallleHHuss Ha TEPPUTOPUH TroCydapcTBa-djcHa
HEJOOPOKAYECTBEHHBIX, KOHTpAaakTHbIX WKW  (hadbCUuPUIMPOBAHHBIX
MEIUIIMHCKUX U3JCINM;

peav3aly Mep MO NPUOCTAHOBIICHUIO U (WMJIM) 3aIpPETy NPUMEHEHHUS
(U3BATHIO W3  OOpalleHus1) MEAULIMHCKOTO M3AeNus C  yKa3aHHEM
HEOOXOAMMBIX OCHOBAaHMUM, JIMOO Mep IO YBEIOMIICHHIO IMPOU3BOJUTENS
MEIUIUHCKOTO HW3JACNUSd WIM €ro IOJHOMOYHOTO MpPEACTaBUTENS O
HEOOXOJIMMOCTH TPOBEACHUS JOMOIHUTEIBHON 3KCHEPTU3bl MEAUIIMHCKOTO
U3JIETINS;

UHQOPMHUPOBAHUS O Hayajle MpoLEeaypbl OTMEHbl  JIEHCTBUSA
(aHHYJIMpOBaHUS, OT3bIBA) PErUCTPALIMOHHOTO YAOCTOBEPEHUS
MEIUIMHCKOTO U3JENHs C YKa3aHHEM HEOOXOAMMBbIX OCHOBaHU;

UHBIX  CIOy4yasiX, CBfA3aHHBIX C pEryJupoBaHHEM  oOOpalleHus

MEIUIIMHCKUX U3/1euil B pamkax Coro3a.

I1. ®opmupoBanue 1 BeACHUE €AMHOTO peecTpa

MEJIUIIMHCKUX U3JISTUH, 3apeTUCTPUPOBaHHBIX B pamkax Coro3a

11. Equnbiii peectp MEIUIMHCKUX HW3ACIUN, 3aperuCTPUPOBAHHBIX
B pamkax Coro3a (majee — €AUHBIA peecTp), COJEPKUT CBEACHUS O
MEIUIIMHCKUX HW3AENUAX, HAXOAAIIMXCS B oOpalieHuu Ha OOIIeM pBhIHKE
MEJUIIMHCKUX u3ieauii B pamkax Coroza.

12. ®opmupoBaHUE€ U BEACHUE EIUHOTO pEecTpa OCYIIECTBIICTCS
Komuccueir Ha OCHOBE CBEIECHHUH, MPEIOCTABISIEMbBIX YIOJIHOMOYEHHBIMU
opraHamMu  (3KCHEPTHBIMU  OpraHU3alUsIMU)  TOCYAapCTB-UJIEHOB  C
UCIIOJIb30BaHUEM UHTErPUPOBaHHOM cucTeMbl Coro3a.

13. EaunbIii peecTp COACPKUT CIICAYIOIIUE CBEICHUS:

a) HAMMEHOBAHUE MEIUIIMHCKOTO U3JIEITHS;

0) HauMeHOBaHUsT ~MOAUGUKALMKA  MEAMIMHCKOro wu3fenus (upu



HAJIMYUN);

B) HAUMEHOBAHUSl KOMIUIEKTYIOIIUX K MEIUIMHCKOMY  HU3JCIHIO
(c yKa3aHHeM MPOU3BOAUTEIIS U CTPAHBI-IIPOU3BOAUTEN) (IIPU HATMYNN);

I') HAMMCHOBAHUS TPUHAIICKHOCTEH K MEIUIIMHCKOMY H3CIHIO
(c yKazaHHeM MPOU3BOAUTEIIS U CTPAHBI-IIPOU3BOAUTEN) (IIPU HATMYNN);

1) HAMMEHOBAHUSI PACXOJIHBIX MaTEPUATIOB K MEIUIIMHCKOMY H3JECIHIO
(c yKazaHHeM MPOU3BOAUTEIIS U CTPAHBI-IIPOU3BOAUTENA) (TIPU HATMYWN);

¢) JaTa perucTpaluyd MEIUIIUMHCKOTO U3/ICIIHS;

’K) HOMEP PErHCTPAI[HOHHOIO yIOCTOBEPEHUS;

3) pedepeHTHOE rOCYaapCTBO;

1) rocyJapcTBa MPU3HAHKS, Ha TCPPUTOPUN KOTOPBIX B COOTBETCTBHH C
PETUCTPAIMOHHBIM yJAOCTOBEPEHUEM HA MEAULIMHCKOE W3AECIUE Pa3peuieHo
oOpallleHre YKa3aHHOTO MEAUITMHCKOTO U3CIHS;

K) CTaTyC PErucTPalliOHHOrO YAOCTOBEpEHHUs (IEeHCTBYET, ACHCTBUE
MIPUOCTAHOBIICHO, JCHCTBHE OTMEHEHO (aHHYJIMPOBAHO, OTO3BAHO JIHMOO
BBIIYCK MEIUIIMHCKOTO U3JICIUS TPEKPAIIEH));

J) 1aTa HM3MEHEHHUS CTaTyca pPErucTPAaIMOHHOTO  YIOCTOBEPCHHMS
(3amoJTHsIETCS] TIPU HEOOXOIMMOCTH );

M) J1aTa BHECEHUS U3MEHEHUU B PETUCTPAIL[HOHHOE I0CKE,;

H) KOO BUAa  MCAMIMHCKOTO H3AEAHMS B  COOTBETCTBUU  C
HOMEHKJIATYpOU MEIUIIMHCKUX U3JeNuid, npuHATON B Cor03¢;

0) KJIacC MOTCHIIMAIIBHOTO PHUCKA MPUMCHEHHSI METUITMHCKOTO M3CIIHs
B COOTBETCTBUH C KJacCUPUKAIMEH MEIUIMHCKUX U3JIEJUA B 3aBUCUMOCTH
OT MOTEHIMAJIBHOTO PUCKA MPUMEHECHU, TPUHATON B COI03€;

I1) OpraHu3alMOHHO-TIpaBoBas (popMa MPOM3BOIUTEIIS MEIMIIMHCKOIO
U3JIeNus, TIOJHOE W COKpalleHHOe (ecld HMeeTcs) HauMEHOBaHUE
IOPUJIMYECKOTO JIMIIA, MECTO HaxXOoXXJeHus (dhamuius, uMs, OTYeCTBO (eciu

I/IMCGTCH) n MCCTO KUTCJIBCTBA (I)I/ISI/ILIGCKOFO Juna, 3aperuCcTpupoOBaAHHOIO
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B KQUECTBE WHIUBUAYAILHOTO MPEANPUHUMATES), IOUYTOBBIA aipec, HOMEp
tenedona, (dakca, aapeca PIEKTPOHHOW TMOYTHI M caiita B cetu MHTepHeT
(Tpu HATMYMH);

p) OpraHU3aIMOHHO-TIPABOBAs dbopma YIOJIHOMOYEHHOTO
NPEACTaBUTENS MPOU3BOJUTENS MEAUIIMHCKOTO U3JIeNusl, T[OJHOE U
COKpAIlICHHOE (€CIIM HMMEETCs]) HAMMEHOBAHHUE HOPUAMYECKOTO JUIA, MECTO
HaxoXxaeHus (paMuivsi, UMs, OTYECTBO (€CIIM UMEETCSI) U MECTO JKUTEJIbCTBA
(bU3MYEeCcKOTo JMIa, 3apErMCTPUPOBAHHOIO B KayeCTBE WHIMBUIYATbHOTO
npeAnpUHUMATENsI), TIOUYTOBBIA ajapec, HoMmep TenedoHa, (akca, ampeca
AJIEKTPOHHOM MOYTHI U caiiTa B ceTd MIHTepHEeT (Mpyu HATUYHH ),

C) MECTO HAXOXICHHS W IOYTOBBIN ajpec(a) MPOU3BOJCTBEHHOM(BIX)
TJTOIIAKHU(OK);

T) MHCTPYKIMIO TI0 TPUMEHCHHIO  MEIUIIMHCKOIO  M3JCIUS B
ANEKTPOHHOM BUJE;

y) U300pakeHUEe MapKUPOBKH MEIUIIMHCKOTO HM3JCIHS B SJICKTPOHHOM
BUJIE;

¢) cBeneHus 0 BbIIaye TyOJuKaTa PEruCTPAlMOHHOTO YI0CTOBEPEHHUS.

I11. UadopManmorHOE B3aMMOACHCTBHIE YIIOJJTHOMOUYCHHBIX OPTaHOB
(3KCMEPTHBIX OpPraHu3alnii) roCyAapCTB-YJIEHOB B pAMKax
MPOLIEAYPHl PETUCTPALIMN MEAUIIMHCKUX U3ACTUN

14. CBeneHust 0 MEIMIIMHCKUX M3JIENUSIX, B OTHOILICHUH KOTOPBIX
MPOBOAUTCS nporeaypa perucrpanuu, a TaKKe MaTepuabl
PETUCTPAIlMOHHBIX  JI0OChE€  MEAULMHCKUX  W3JEIWi, He  MOoJJIeKaT
onyOJUKOBAaHMIO H  pa3MEmaloTcsl B WH(DOPMAIIMOHHBIX  CHCTEMax
YIIOJTHOMOYEHHBIX OPraHOB (IKCHEPTHBIX OpraHU3allvii) rocyJapCTB-4JICHOB
U JOCTYNHBI TOJBKO 3aWHTEPECOBAHHBIM YIOJHOMOYEHHBIM OpraHam

(3KCMEPTHBIM OpPraHU3aIUsIM) TOCyAapCTB-UJICHOB.
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JlocTyll yHOJIHOMOYEHHBIX OpPraHOB (PKCIEPTHBIX OpraHu3anui) K
uH(popManuu, coaepKalencs B UH(OPMAMOHHOM CUCTEME
YIOJHOMOYEHHOTO0 OpraHa (PKCHEPTHOM OpraHu3aluu), OCYILIECTBISETCS
nyreM oOpamieHuss K HH()OPMAIMOHHBIM CHCTEMaM YINOJHOMOYEHHBIX
OpPraHoB (PKCHEPTHBIX OpPTraHM3alMii) rOCYJapCTB-UJIECHOB C UCIIOJIb30BAaHUEM
CpEIICTB MHTETpUPOBaHHOM cuctembl Coro3a.

NudopManvst 0 MEOUUMHCKUX H3JCNHSIX, B OTHOIIEHUH KOTOPBIX
OPOBOAUTCS  MpoLeaypa  perucrpauud, a  TakkKe  MaTepualbl
PErUCTPALMOHHOIO JI0ChE€ Ha 3apErMCTPUPOBAHHOE MEAMIIMHCKOE H3ICIIHE,
KpOME MHCTPYKLUHUU MO MPUMEHEHUI0 MEIUWLMHCKOIO M3AeNnus U o0pa3LoB
MapKHUPOBKH, OTHOCATCS K KOH(QUIECHINATBbHON NH(OpMALIUH.

15. Ilocne TOpuUHATUS  YHOJHOMOYEHHBIM OPraHoM  (3KCIEPTHOM
opranusanueil) peepeHTHOTO rocyJapcTBa 3asiBICHUSI O PETUCTPAIUU WU
3asBJIEHUS O BHECEHMM M3MEHEHUMH B  PETUCTPAMOHHOE  JIOChE
MEIUIMHCKOrO  H3ACNIHsS  YIOJHOMOYEHHBIM  OpraH  (3KcrepTHas
opraHuzanus) peQepeHTHOro TroCyJapCcTBa  NPHUCBAMBAET  JTAaHHOMY
3asIBJICHUIO WJEHTU()UKALMOHHBIN HOMED.

16. UnenTudukaimoHHblii HOMEp 3asBICHUS YKa3bIBaeTCsl OYKBEHHO-
IU(PPOBBIM CMIOCOOOM M COCTOMT U3 OYKBEHHOTO Kojia pehepeHTHOTrO
rocylapcTBa, MOPSAKOBOTO HOMEpPAa W JAaThl MPUHATHA 3asBJICHUS O
pErucTpalui WM 3asiBJICHUS O BHECEHWU M3MEHEHUM B PETUCTPALIMOHHOE
JIOChE MEIUITUHCKOTO n3Aenus (B GopMare 1. MM.ITIT).

17. B pamkax mnpoueaypbl perucTpauudd MEIULUMUHCKUX W3ACNUNA IS
YIIOJTHOMOUYEHHBIX OPTaHOB (IKCIIEPTHBIX OPTaHU3aIlfii) TOCYAapCTB-UICHOB
C  HWCIOJb30BAaHMEM CpEJICTB  MHTErpupoBaHHOM  cuctembl  Corosa
oOecreunBaeTcs 10CTYN K CIAEAYIOIINUM CBEJICHUSM

a) UICHTU(PUKALIMOHHBIA HOMEp 3asBJICHMS], YKa3aHHBIM B MyHKTax 15

u 16 nacrosimero [lopsinka;
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0) 3asBJICHUE O PETUCTPAIIUU B DJICKTPOHHOM BHJIE;

B) PETUCTPAIlMOHHOE  JI0Cbe, O(QOPMIIEHHOE B  COOTBETCTBUU
¢ [IpaBunamMu peructpauuy MEJUIUMHCKUX U3ICIINM;

I') OKCIIEPTHBIC 3aKIIOUCHUS YIOJTHOMOUYEHHBIX OpPraHOB (IKCHEPTHBIX
OpraHu3aluii) TroCyJapCTB-WICHOB, IMOJTOTOBJIECHHBIE B COOTBETCTBUU
c IIpaBusiamu peructTpaniu MEIUIMHCKUX W3JEIUN, BKJIIOYAs MPOTOKOJIBI
HcclieIoBaHMM (MCIIBITAaHUMN);

1) 3aIIPOCHI 3asIBUTEIIO O MPEIOCTABICHUHN JTOMOJHUTEIbHBIX CBEICHUN
Y OTBETHI HA HUX;

€) 3alpocChl, 3aMEUYaHUs] W MNPEIJIOKEHUS YINOJTHOMOUYEHHBIX OpPraHOB
(9KCHEepTHBIX OpraHM3alMii) TOCYIApPCTB MPU3HAHMS, HANpPABICHHBIC B
YIOJTHOMOUYEHHBIM OpraH (SKCHEPTHYIO OpraHu3ainui) pedepeHTHOro
rocyJlapcTBa, U OTBEThHI HA HUX;

) TOKYMEHTBI (BKJtOUass OTYEThl) OO0 WHCIEKIUSAX MPOU3BOJICTBA
METUIIMHCKUX U3CINM, IPOBEICHHBIX B XO/€ KCIEPTHBIX PaboT;

3) uHdopmalusi 00 ITanax PacCMOTPEHHUS] PETUCTPALIMOHHOTO JI0ChE
MEJIUIIMHCKOTO U3/IEIHS.

18.Ilpyu  BHeceHMM HM3MEHEHHW B  PETHCTPAIIMOHHOE  JOChE
MEIUIMHCKUX  W3ACIHA  YIOJTHOMOYEHHBIE  Opranbl  (3KCHEPTHBIE
OpraHu3aluy)  TOCyAapCTB-WIEHOB  C  HCIOJb30BAaHHEM  CPEACTB
UHTETPUPOBAHHOU cucTeMbl (Coro3a OCYIIECTBISIOT OOMEH CIEAYOUUMHU
CBEJICHUSIMU:

a) UICHTU(PUKALIMOHHBIA HOMEp 3asBJICHMS, YKa3aHHBIM B MyHKTax 15
u 16 macrosmero [lopsnka;

0) 3asBIIeHNE O BHECEHWU U3MEHEHUN B PETUCTPAITMOHHOE JTOCKE;

B) KOMIUIEKT IOKYMEHTOB B COOTBETCTBMHM C [IpaBmiiamu perucrpanuu
MEIUIIMHCKUX U3CIH,

T) 3allpOChI, 3aMCUYaHUA U MPCAJIOKCHUA YIHOJIHOMOYCHHBIX OPIraHOB
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(PKCTIepTHBIX OpraHW3aIyii) TOCYIapCTB TPU3HAHUS, HAMpaBICHHBIE B
YIOJIHOMOUYEHHBIM OpraH (SKCHEPTHYIO OpraHu3ainui) pedepeHTHOro
rocyJ1apcTBa, U OTBETHI HA HUX;

1) uaopmaisi 00 H3Tamax pPacCMOTPEHHUsI 3asBIICHUS O BHECEHUU
VU3MEHEHHI B PETUCTPALMOHHOE JOChE€ MEAUIIMHCKOTO U3IEIIHS.

19. B umensx oOecredyeHHs] TMOJYYEHHS] BCEMU 3aWHTEPECOBAHHBIMU
YIOJIHOMOYEHHBIMH OpPraHaMH (3KCHEPTHBIMU OpPraHU3alUsIMH) TOCYIapCTB
MPU3HAHMS CBEJICHUM, HEOOXOAUMBIX ISl OCYIIECTBICHUS CBOEBPEMEHHOTO
oOMeHa wuH(OpManMel B paMKax MPOBEIEHUS MPOLEAYp PETUCTPALUU
MEIUIMHCKUX U3JENHI, YITOJTHOMOYEHHBIN OpraH (3KCIepTHas OpraHu3aus)
pedepeHTHOTO TrocyaapcTBa mnpefocraBisier B Komuccuio cpeactBaMu
UHTETPUPOBAHHONW CHUCTEMBl CBEJCHHUS, YKa3aHHbIE B TMOJINYHKTaX «a»
nyHkToB 17 u 18 Hactosiero [lopska.

20. BzaumopeiictBue 3asBUTENS €  YHOJHOMOYEHHBIM  OPraHOM
(3KCIepTHOM  OpraHM3aluel) B  paMKax MPOBEACHUS  MPOUETYpPbI
perucrpanuu OCYUIECTBJISETCS C UCIOJIb30BaHUEM pecypcoB
MH()OPMALIMOHHON  CHCTEMBI  YIOJHOMOYEHHOTO OpraHa (3KCIepTHOH
opranusaim) peepeHTHOro rocyAapcTBa.

21. B ciny4yae NpUHATUS pELICHUS O PETrUCTpalUd METUIUHCKOTO
U3JIeNHsl YIIOJTHOMOYEHHBIN OpraH (3KCHepTHAsi Opranu3aiius) peepeHTHOro
rocyaapcTsa B TeueHue 1 pabouero 1Hs:

IIOJIy4aeT C UCIIOJIb30BaHUEM UHTEIPUPOBAHHOM CUCTEMBI MOPSAIKOBBIN
HOMEpP PErUCTPALMOHHOTO YJOCTOBEPEHMS] HA MEIMUIIMHCKOE U3JIeJIue B
€IMHOM pEeecTpeE;

BHOCUT B €JMHBIA pPEECTp CBEACHHS B COOTBETCTBUM C IMyHKTOM 13
Hacroswero [lopsaka,;

YBEJAOMJISIET C  HKCIOJb30BAHMEM  HMHTEIPUPOBAHHON  CUCTEMBI

YIIOJITHOMOYCHHBIC OpraHbl (BKCHepTHBIC OpPaHI/I3aHHI/I) rocyaapcTtB
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IIPU3HAHUSA O PErucTpalvy MEAULMHCKOTO M3JEAus U BHECEHHM €ro B
€UHBIA peecTp.

22. B cimydyae M3MEHEHHUs CTaTyca PErHCTPAMOHHOIO YJIO0CTOBEPEHUS
YIOJHOMOYEHHBIH OpraH (9KCHepTHas OpraHu3auusi) peQepeHTHOTro
rocy/apcTBa YBEIOMIISIET 00 3TOM YHOJHOMOYEHHBIE OpraHbl (IKCIEPTHBIE
OpraHu3alli) TOCYJapCTB TMpPU3HAHUSA C HCIOJIb30BAaHUEM  CPEACTB

WHTETPUPOBAHHOU CHUCTEMBI.

V. ®opmupoBaHue 1 BEAEHUE €IMHOTO PEECTPA YIIOJIHOMOYEHHBIX
OpraHu3alMi, UIMEIOIUX IPAaBO MPOBOJNUTH HUCCIIETOBAHUS
(MCTIBITaHUA ) MEIUIIUHCKUX U3JIENIUNA B UEISAX UX PETUCTPALINU

23. EnuHbIi peecTp YIOJIHOMOYEHHBIX OpraHu3aliuii, UMEIOUIUX MPaBo
IPOBOJIUTH MCCIIEIOBAHUS (MCHBITAHUS) MEAUIUMHCKUX U3JENHUN B LIENIAX UX
peructpaunu (nanee — PeecTp ynoOJIHOMOYEHHBIX OPraHM3aLUN) COAEPIKHUT
CBEICHMS 00 YUpPEXKACHUSIX, OPraHU3alUsAX U NPEINPUITHSAX, B TOM YHUCIIE O
MEIUILMHCKUX YUPEXKICHUIX U OPraHU3alnsIX, B COOTBETCTBUU C IIEPEUHSIMH,
onpeaesieMbIMU YIIOJTHOMOYEHHBIMH OPTaHAMU I'OCY1APCTB-UJICHOB.

24. ®opmupoBanue U BeaeHue  Peectpa  yHOJIHOMOYEHHBIX
opraHu3amui  ocymiectBisgercss KomMuccrner Ha  OCHOBE — CBEJICHHM,
IPENOCTABIIIEMBIX YIOJIHOMOYEHHBIMU opraHamu (3KCTIEpTHBIMU
OpraHu3alMsIMHU) TOCYJAPCTB-YIEHOB C HMCMOJb30BaHUEM HHTEIPUPOBAHHOMN
CUCTEMBI.

25. PeecTp yNOJIHOMOYEHHBIX OPraHU3aluid COIAEPIKUT:

MEPEUYCHb YUPECKACHUM, OPraHU3alud W NOPEANPUITHNA, HUMEIOLINX
IpaBO MPOBOJUTh TEXHUYECKUE MCHOBITAHUS MEIULUMHCKUX HW3JEIUH,
HCCIIeIOBaHMS (MCIIBITAHUSA) C IEIbI0O OLICHKHM OMOJIOTUYECKOTrO JIEHCTBUS
MEIUIMHCKUX M3ACJINMA, WCIBITAaHUS B LENSAX YTBEP)KICHHUS THIA CPEACTB

HSMGPGHHﬁ (B OTHOIICHHUU MEAUITUHCKUX I/ISIIGJII/Iﬁ, OTHCCCHHBIX K CPpEACTBAM
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U3MEpPECHUH, IIEPEYCHb KOTOPBIX YTBEPKIACTCS Komuccueit),
aKKpEJIUTOBAHHBIE B YCTAHOBJICHHOM TMOpsJKEe (Jajee — TepeyeHb
UCIBITATEIbHBIX JIAOOpaTOpHii (IICHTPOB));

NepeuYeHb  MEAUIMHCKUX  OpraHu3alui,  UMEIIIMX  IMPaBo
OCYUIECTBIISITh KJIMHUYECKUE U KIMHUKO-TA00paTOpHBIE HUCCIEAOBaAHUS
(UcnibITaHUsI) MEAUIIMHCKUX HM3JIEJIMNA C 1EJIbI0 OIIEHKU MX 0€30MacHOCTU U
KIUHUYECKOW  dA(deKkTuBHOCTH  (majee — TMEpedYeHb  MEIUIIMHCKUX
OpraHu3aluin).

26. IlepedyeHb HCHOBITATENBHBIX JIa0opaTopuii (LIEHTPOB) COACPIKUT
CJIEAYIOIUE CBECHUA:

a) opraHu3allMOHHO-TIpaBoBas (opMa, MOJHOE M COKpalleHHOe (ecnu
UMEETCS1)  HAaMMEHOBAaHUE  IOPUJAMYECKOrOo  Juia  (MCHBITaTeIbHOM
nabopaTopu (IIEHTPA));

0) HOMep aTTecTara aKKpEeAUTAIUH;

B) JaTa BbIJauu;

I) JaTa OKOHYaHUs JCHCTBHUS,

1) cTaTyc ISHCTBUS aTTeCTaTa aKKpeIUTaIlUH;

¢) IOPUJIMYCCKUN ¥ TOYTOBBIM aJpec HCHBITATeIbHONW 1abopaTopuu
(uentpa), HomMep TeiedoHa, aapeca IIEKTPOHHOW TMOYTHI M cailiTa B CETH
WuTepHeT (pH HATUYHUH);

K) baMmiInsi, UM U OTUYECTBO, KOHTAKTHBIC JAHHBIC PYKOBOIUTEIS
UCIIBITATEJILHOU JTabopaTopuu (IIEHTpA);

3) onucaHue 00JIACTH aKKPEIUTALIUH.

27.IlepeyeHb MEIMIIMHCKUX OPTAaHU3AIMN COJEPKUT CICTYIOIIUE
CBEJICHHUSI:

a) opraHu3allMOHHO-TIpaBoBas (opMa, MOJIHOE M COKpalleHHOe (eciu
MMEETCs) HAMMEHOBAHUE MEIUIIMHCKON OpraHu3aIluy;

0) IOpUIMYECKUH M TIOYTOBBIM aJpec MEIUIIMHCKONW OpraHu3alluy,
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HOMeEp TenedoHa, agpeca SJASKTPOHHOM IMOYTHI M calTta B ceTd MHTepHeT
(mpu HAJIMYMN);

B) pamMuIKsi, UM KU OTYECTBO, KOHTAKTHBIC IaHHBIC PYKOBOIUTEIIS
MEIULIMHCKOW OpTraHu3allny;

r) IepeUeHb BUOB JACITCIbHOCTH MEIUIIMHCKON OpraHU3alIiy;

1) PEKBU3UTHI  PACHOPSIUTEILHOTO JIOKYMEHTa, Ha OCHOBaHUU
KOTOPOTO MEIULIMHCKOW OPTraHU3alluy pa3pelieHO IPOBEACHUE KIMHUYECKUX

UCCIIeI0OBaHUH (MCIBITAHUI) MEIUIIUHCKHUX H3/ICITHI.

V. ®opMHpoOBaHKE U BEICHUE €AMHOU HHPOPMAIIMOHHON Oa3bl
JTAHHBIX MOHUTOPHUHTA 0€30MaCHOCTH, Ka4eCTBa
1 3 PEKTUBHOCTU MEAUITMHCKUX U3/ICIIHM

28. Enunass  uHdopmarmonHass ~ 0a3a  JaHHBIX ~ MOHHUTOPHUHIA
6e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH MEAUIIMHCKUX U3IEIUN (1anee —
baza [naHHBIX), COAEPKUT CBEIEHHUA O HEOJATONPHUATHBIX COOBITHUSIX
(MHIIUACHTaX) W  KOPPEKTHPYIOIIUX  JCUCTBUSAX MO  0OE30MacHOCTH
METUITMHCKOTO U3/ICITHS.

29. ®opMupoBaHHe ® BeJeHHWE ba3bl MaHHBIX OCYIIECTBIISICTCS
Komuccuen Ha OCHOBaHHUHU CBEICHUH, MPENOCTABISEMBIX
YIOJHOMOYEHHBIMH OpraHaMU B JJEKTPOHHOM BHJIE€ C HCIOJIb30BAHUEM
WHTETPUPOBAHHON CHCTEMBI.

30. baza maHHBIX COAECPKUT CIEAYIOIINE CBEACHUS:

a) HAMMEHOBAHHUE MEJUIIMHCKOTO M3JENHUsl C yKa3aHUEM 3aBOJICKOTO
(cepuitHoro) HomMepa u (WJIM) HOMepa MapTHH;

0) PEKBUBHUTHI PETUCTPAIMOHHOTO YIOCTOBEpEHHUsI (71aTa, HOMEp, CPOK
JICUCTBUSI, HAWMEHOBAaHHWE YIOJHOMOYEHHOTO oOpraHa pedepeHTHOro

roCy/1apCcTBa);
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T) KOJ U HaWMEHOBAaHUE BHUJIa MEIUITUHCKOTO M3JIENUS B COOTBETCTBUU
C HOMEHKJIATYpOU MEIMIIMHCKUX U3JIeJINN, TpUHATON B Coro3¢€;

1) KJIacC TOTEHITUAIBHOTO PUCKa MTPUMEHEHUS MEIUIIMHCKOTO U3JCITUS
B COOTBETCTBHUH C KJIacCHU(pUKAIIMEH MEIUIMHCKUX W3JAEIUNA B 3aBUCUMOCTU
OT MOTEHIIUATILHOTO PUCKA IPUMEHEHHS,

€) OpraHu3alMOHHO-TIpaBoBass (opMa MPOU3BOAUTENS MEAUIIMHCKOIO
U3JIeTUsl  WIM  €ro  yHOJHOMOYEHHOTO MPEJICTAaBUTENA, IIOJHOE U
COKpAIlleHHOE (eClM MMEETCs])) HAaMMEHOBAHHE IOPUIUYECKOro JIMIa, MECTO
HaxoxJeHus (pamMuins, UMs, OTYECTBO (€CIM UMEETCS) U MECTO KUTEIbCTBA
(GbU3UYECKOTO JMIIa, 3apErMCTPUPOBAHHOTO B KayeCTBE HWHIWBUIYATHHOTO
npeanpuHUMaTes), MOYTOBBIA aapec, HoMmep Tenedona, Qakca, aapeca
AJIEKTPOHHOM MOYTHI U caiiTa B cetu HTepHeT (IpU HAIUYUN);

3) moy4yeHHas uHoOpManuMsg O  HEOJArompUsATHBIX  COOBITHUSX
(MHIIMACHTAaX): JaTa WHIUMACHTA, ONHCAHWE WHIMJCHTA, HOMEp OT4yeTa 00
WHIUJICHTE MEAUIMHCKON OpraHu3alluu MOJb30BaTels (€CiIu MPUMEHUMO),
JaTa TOJIy4eHHUs MPOM3BOJAUTENEM MONy4Yusa1 HHGoOpManuu 00 HHIUACHTE,
KOJIMYECTBO BOBJICUEHHBIX MAIIMEHTOB (€CIM M3BECTHO), KOJIMYECTBO
BOBJICYEHHBIX ~ MEAULMHCKUX  M3J€IuMd (€cau  H3BECTHO), TEKYyIEee
MECTOHAXO0KJAECHNE MEAMIIMHCKOIO M3JENus (€CIu U3BECTHO), MOJIb30BATEIb
MEJIULIMHCKOTO M3JCNIHS B MOMEHT MHIIUJEHTA, MPUMEHEHHE MEIUIIMHCKOTO
U3JIEeTus;

K) HHGOpMAIIUSI O KOPPEKTHUPYIOIIUX JCHCTBUAX. B NEPBOHAYAIBHOM
otuere (001IMe CBeIEHNs U MPUYKMHA KOPPEKTUPYIOLIUX IEUCTBUH, OTIMCAHUE
u 000CHOBaHHE JNICUCTBUH, PEKOMEHIAIUN IS MOCTaBILUKOB
(IUCTpUOBIOTOPOB) M TOJIH30BATENEH); B MOCIEAyIOIIEM oTdere (oOuiue
CBEIICHUSI W TMpPUYMHA KOPPEKTUPYIOMMX JEHCTBUH, OMNUCAHUE U
000CHOBaHUE NENCTBUM, pEKOMEHIalluu LTSt MTOCTABIIIMKOB

(IUCTpUOBLIOTOPOB) u M0JIb30BATEIIEH, npolecc peanu3anuu
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KOPPEKTUPYIOIIMX  JEHUCTBUM, CPOKM peaju3alii  KOPPEKTHPYIOLINX
JNEUCTBUM); B 3aKIIOUUTEIBHOM oTueTre (0OIIMe CBEJACHUS M MPUYUHA
KOPPEKTUPYIOIUX JICUCTBUM, ONMHUCAaHWE M OOOCHOBAaHHE JICHCTBUM,
PEKOMEHIalluM JUIsl MOCTaBIIMKOB (IUCTPUOBIOTOPOB) W TMOJB30BaTEINICH,
MPOLECC peanu3ald KOPPEKTUPYIOIIMX JCHCTBHI, CPOKM pealh3aluu
KOPPEKTUPYIONIHNX JTCHCTBUH);

J) mOJy4YeHHass uHpopManusa O  pe3yjbTaTax  pacclieOBaHUs
HEOJarompusATHOrO  COOBITHS  (MHIMICHTA):  pe3y/bTaThl  aHAJIM3a
MPOU3BOAUTEIEM MEAUIMHCKOTO H3JENUs, OLICHKA HHIUJCHTA (TEPMHUH H
KoJabl ypoBHe 1 wm 2 B coorBerctBHM C [IpaBuiiamu mnpoBeneHUs
MOHUTOPUHra O€30MaCHOCTH, KadecTBa U 3P(EKTUBHOCTU MEIUIIMHCKUX
U3Jlenuil), MNpEeANnpUHSAThIE JCHCTBUA, CPOKH peaju3alliid YKa3aHHbBIX
MEpOIPUATHH, 3aKIIFOUHUTENbHBIE KOMMEHTApUH POU3BOIUTES,
OCBEJOMJICHHOCTh TIPOU3BOAMUTENSI O TMOJOOHBIX MHIIMACHTAX C JIaHHBIM
TUIIOM MEIMIIMHCKOTO M3JIeNIUd CO CXOXKEW MPUYMHOW WHUHJICHTAa U UX,
KOJMYECTBO C YKa3aHUEM CTpaH M HOMEpPOB HWHLHUJEHTOB, CTpaHbl
pacnpocTpaHEHUs MEIULIMHCKUX U3IETUI;

M) TIOJIy4eHHasi B paMKax oTdeTa O Oe30MacHOCTH W KIMHUYECKOU
3G (PEKTUBHOCTH MEIUIMHCKUX W3JCINM Kjacca MOTEHI[MAIBHOTO pPHCKa
NPUMEHEHUS 3, a TaKKe MEAUUMHCKUX HW3ACNIHI Kilacca MOTEHIMAIbHOIO
pUCKa NpUMEHEHUs1 20, UMIJITAHTUPYEMBIX B OpPraHU3M 4YeJIOBEKa: MEepeyeHb
UJIEHTU(PUIIUPOBAHHBIX OCTATOYHBIX PHUCKOB, CBS3AHHBIX C MEIUIIUHCKUM
U3JIeTMeM; LeJId, 3aJa4d M CXeMa MOCTPErHCTPAlMOHHOIO KIMHUYECKOTO
MOHUTOPHUHIA; KIIMHUYECKUE JAaHHbIC, TOJYYEHHbIE 32 OTUYETHBIN MEPUO/I, C
OLIEHKaMHU KJIMHUYECKUX JTAHHBIX 32 OTYETHBIM MEPHUOJ U 3a BECh NEPUOJ
KJIMHUYECKOTO MOHUTOPUHIA, 3aKJIIOUYEHHE O HEOOXOAMMOCTHU (OTCYTCTBUU
HEOOXOJMMOCTH) KOPPEKTHPOBKH IUIaHA KIWHUYECKOTO MOHHUTOPHHTA,

3aKJIIOYEHUE O HEOOXOJUMOCTU (OTCYTCTBUM HEOOXOIMMOCTH) BBITTOJIHEHUS
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KOPPEKTUPYIOMINX IEHCTBHN MO O€30MaCHOCTH MEIUIIMHCKOTO H3IEIUS U
ONKCAHUE KOPPEKTUPYIOIMIMX JEUCTBUM; 3aKitouyeHue (0OOOCHOBAHHE) O
KIIMHUYECKOW 0€30MacHOCTH U A(OPEKTUBHOCTH MEAUIIMHCKOTO H3JIEIHs);
3aKJTIOUCHHE O HEOOXOIUMOCTH (OTCYTCTBHH HEOOXOJMMOCTH) TPOJJICHHUS
[MKJIa KIMHUYE€CKOTO MOHUTOPHUHTA,

H) KOS  yBEAOMJICHHMsI ~ TMPOW3BOJAUTENS 1O  0O€30MacHOCTH
MEIUITMHCKOTO u3enus mo popme, yctaHoBiaeHHoOU [IpaBuiamu nmpoBeaeHus
MOHUTOpPUHTa 0€30MacHOCTH, KadecTBa M A(OPEKTUBHOCTH METUIIMHCKHUX
U3ICIUN.

31. CBenenusi, coaepkamuecss B TOAMYHKTaX «3», «K», «I», «M»
nynkta 30 Hactosimero Ilopsinka, He mojjexaT ONYOJMKOBAHUIO W
JOCTYITHBI ~ TOJIBKO  JUISI  YIOJHOMOYEHHBIX  OpPraHoB  (IKCIEPTHBIX

OpraHH3alnii) rOCyAapCTB-YJIEHOB.




