PeweHue CoBeTta EBpa3urickon akoHoMuyeckomn kommccum ot 12 cpeBpans 2016 roga Ne 30
06 yTBepxaeHun NMopsiaka chopMmupoBaHns U BeaeHus MHOpMaLMOHHOM cucTeMbl B cdepe obpalleHuns
MeAULMHCKUX U3[enun
(r. MockBa)

B cootBeTcTBMM C nyHKTOM 2 cTaTtbu 31 [loroBopa o EBpa3suiickoMm akoHoMmn4yeckom cotose ot 29 masa 2014 roaa,
cratbert 9 CornalwleHnss O eauHbIX MpUHUMNax W npaBunax obpalleHus MeOUUMHCKUX u3genuin (13genun
MELMLMHCKOrO HasHayeHuss 1 MeAULMHCKOW TeXHWKU) B pamkax EBpasmMmckoro aKoHOMMYECKOro cotsa ot 23
aekabpa 2014 roga, nyHktom 112 npunoxeHnsa Ne 1 k PernameHTy paboTbl EBpasmMnckor 3kKoHOMUYECKON KOMUCCUN,
yTBepxaeHHoMy PelweHnem Beicluero EBpasuiickoro akoHomuueckoro coseta oT 23 gekabpst 2014 r. Ne 98, n
Pelwennem Bebicwero EBpasuickoro akoHomuudeckoro coseta oT 23 pgekabps 2014 r. Ne 109 «O peanusauun
CornalweHmss 0 eguHbIX NpuHUMNaxX M npasBunax obpalleHns MeLVUMHCKMX W3Aenui (M3genvun MeguuMHCKOro
HasHayYeHUss N MeOWLMHCKON TEXHWKU) B pamkax EBpasuiickoro akoHomudeckoro coto3a» CoBeT EBpaswuiickoi
SKOHOMUYECKON KOMUCCUN peLLnn:

1. YTBepautb npunaraembii [lopagok dopmupoBaHMa M BeOeHUA WHMOPMaLUOHHOW cucTeMbl B cdepe
obpalleHnsa MeanUmMHCKUX N3aenun.

2. Hactosiwee PelweHve BcTynaet B cuny no uctedeHun 10 kaneHgapHbIX AHEW ¢ AaTbl BCTYNMAEHUS B CUNy
MpoTtokona, nognucaHHoro 2 paekabps 2015 roga, o npucoeamHeHun Pecnybnuku Apmenus k CornaileHuio o
€OUHbIX MpUHUMNax W npaBunax obpalleHus MeOUUMHCKUX W3Aenuii (M34enuii MeQULMHCKOrO Ha3HavyeHus wu
MeOMLIMHCKON TEXHWKN) B pamkax EBpasuniickoro akoHoMmn4eckoro coto3a oT 23 aekabps 2014 roga, HO He paHee Yem
no ncreyveHun 10 kaneHgapHbIX AHEN ¢ AaTbl ouLManbHOro onyonnkoBaHma HacTosiwero Peluerus.

YneHbl CoBeTa EBpa3sMmnckomn 3IKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nukn Ot Pecny6nukn Ot Pecny6nukn OT Kblprbizckom OT Poccuitckon
ApmeHus Benapycb KasaxcTaH Pecny6nuku denepauuun

B. MabpuensH B. MaTiowweBCcKum B. CaruHTaeB O. NaHkpaToB U. lWysanos



YTBEP>XXOEH

Pewennem CoBeTta

EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 12 cpeBpana 2016 r. Ne 30

norPAOOK
¢opmumpoBaHusa u BeaeHUs1 MHOPMaLMOHHOW CUCTEMBI
B cchpepe obpalleHUss MeaULIMHCKUX u3aenumn

|. O6LwKMe nonoxeHus

1. Hactoawwuin lMopspok paspabotaH B cooTBeTCTBUM C nNyHKTOM 2 cratbu 31 [loroBopa o EBpasuiickom
3KOHOMUYeckom coto3e oT 29 masa 2014 ropga u cratber 9 CornaweHus O efuHblX MpUHUMNax U npa.Bunax
obpalleHnsa MeguUUHCKMX u3genuii (M34enuin MeAMUMHCKOro HasHayeHuss U MeAMLMHCKOW TEXHUKM) B pamkax
EBpa3sniickoro akoHoMm4eckoro cotosa ot 23 aekabpsa 2014 roga.

2. NHdopmauuoHHas cuctema B cdpepe obpalleHuss MeauuMHCKMX M3genvin (ganee - mHdopmauMoHHast
cuctema) npedHasHadeHa [ANns co3jaHvs ycrnosuii no obecneyeHunio obpalwleHns B pamkax EBpaswuiickoro
3KOHOMMUYECKOTo coto3a (Aanee - Coto3) 6e30nacHbIX, Ka4eCTBEHHbIX U 3MEKTUBHBIX MEANLIMHCKUX N3AENVA.

3. NHdopmaumoHHas cuctema ABNSeTCs YacTbio UHTErpMPOBaHHOW MHAOPMaLMOoHHOW cucTembl Cotosa (ganee
- HTEerpMpoBaHHasa cucTema) 1 BKnioyaeT B ceba cnegyoLme nHpopmMaumoHHbIE pecypcehbl:

a) eAVHBIN peecTp MEANLMHCKNX U3OEenvi, 3aperncTpMpoBaHHbiX B pamkax Coto3a;

6) eanHbIN peecTp YNOMHOMOYEHHbIX OpraHu3auni, MMeLMX NpaBo NPOBOAUTbL UCCReaoBaHUA (MCMbITaHUS)
MEeOMLIMHCKNX U3AENUA B LIENAX X perncTpauuu;

B) eauHas wuHgopmMaunoHHas 6a3a [aHHbIX MOHMTOPWHra GesonacHocT, kadecTBa M 3pdEKTUBHOCTM
MeANLMHCKUX N3aenui.

4. O6wmre WHDOPMALMOHHbIE pecypcbl  WMH(OPMAaUMOHHOM CcUCTEMbl  (DOPMUPYIOTCS Ha  OCHOBE
MHOPMaLMOHHOIO B3anMOAENCTBNA rocyaapcTs - YneHoB Coto3a 1 EBpasniickon a3koHOMUYeCKon komuceun (ganee
COOTBETCTBEHHO - rocygapcTea-yuneHbl, Komuceus).

5. Insa uenen HacTosero MNopsagka MCnonb3yTca NOHATUS, KOTOPbIE 03HAYaloT crieayloLlee:

«pedepeHTHOE rocyaapcTBo» - BbibpaHHOE 3asBUTENEM rocy4apCTBO-YreH, YNONHOMOYEHHbIA OpraH KoTOporo
OCYLLECTBASET perMcTpaumio MeaMLMHCKOro n3genvs;

«YNOMHOMOYEHHbIA OpraH» - OpraH rocy4apCTBEHHOW BRacTW roCyAapCTBa-yneHa, YMONMHOMOYEHHbIN Ha
OCyLLEeCTBMEeHME 1 (UNN) KOOPAMHALMIO AeATeNbHOCTM B cdepe obpalleHns MeaMUMHCKUX U3AeNnin Ha TeppuTopum
3TOro rocygapcTBa-yneHa;

«3KCMepTHasa opraHnsaums» - lopuanyeckoe NuULO rocyaapcTBa-vneHa, KOTOPOMYy YNOSTHOMOYEHHbIM OpraHoM
AenernposaHbl OTAeNbHbIe YHKUMKN B cdepe obpalleHns MeQuUUHCKUX U3Oenuii, a Takke NpefocTaBneHo npaso
Ha nonyyeHne JOCTyna K CBeAEHNsIM, cogepXKaliumcs B MIHpOpMaLMOHHON cucteme.

6. YNOMHOMOYEHHBIN OpraH ¢ NCMoNb30BaHMEM CPeACTB UHTENPUPOBAHHOW CUCTEMbI:

a) npeacrtasnseT B Komuccuio ceBepeHns, Heobxoammble Ans hOpMUPOBaHUS U BedeHUs MHEOPMaLMOHHON
CUCTEMBI;

6) nopdepkmBaeT B aKTyanbHOM COCTOSIHUM MHAOpPMaumio, nepedaHHylo UM Ans BHeceHus B obline
MHOPMaLMOHHblE pecypcbl MH(POPMAaLIMOHHON CUCTEMBI;

B) oOcCylecTBnseT WHMOPMALMOHHOE  B3aMMOAENCTBME C  YMOMHOMOYEHHbIMW  OpraHamu  Apyrux
3aMHTEPECOBaHHbIX FOCYAAPCTB-YIIEHOB MO BOMPOCaM OCYLLECTBREHUs Mpoueayp, YCTaHOBMeHHbIXx [paBunamm
perucTpauum n akcneptu3bl 6e3onacHoCTH, KadecTBa U apdPEeKTUBHOCTN MeOULMHCKMX uaenuin (ganee - MNpasuna
perncTpauumn MeanumMHCKUX n3genui).

7. Komwuccus ocyuwectBnsetr nybnvkauuilo CBEAEHWA OTKPbITOM 4YacTu MH(OPMALMOHHOW CUCTEMbI Ha
uHdpopmMauuoHHom mnopTtane Coto3a B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHONW ceTu  «MHTepHeT» (Oanee
COOTBETCTBEHHO - MHOpPMaLMOHHbIN nopTan Cotosa, ceTb MIHTepHeT).

8. MiHdopmaunoHHoe B3ammogencTsme Mexay YnonHOMOYEHHbIMU OpraHamu (3KCNepTHbIMU OpraHM3aumnamm),
a Takke Mexay YMNOfIHOMOYEHHbIMW oOpraHamu (3KcnepTHbIMM opraHusaumamu) n Komuccuein B npouecce
hopMVpOBaHNSA, BeAEeHWA W UCMOMb30BaHMSA OOWMX MHEOPMALMOHHBIX PECypCoB OCYLLECTBMASETCA NyTem
peanun3auun obLmx npoueccos B pamkax Cotoda cpeacTBamMy UHTENPUPOBAHHOW CUCTEMBI.

9. TexHomornyeckne OOKYMEHTbI, pernaMmeHTvpylowmne nHPopmMauMoHHOE B3avMOAEWNCTBME, peanusyemoe B
pamMkax OOLKMX nNpoLeccoB CPeaCTBaMM WHTErPUPOBAHHOM CUCTEMbI, BKMovad TpeboBaHus K dopmataMm u
CTPYKTYpPaM UCMOrb3yeMbIX MPU TaKOM B3aMMOLENCTBMMN AMEKTPOHHBIX JOKYMEHTOB U CBeAeHWI, pa3pabaTbiBaloTca
n ytBepxgatotca Komnccuen.

10. [HdocTtyn Kk noanexawmm oOnybruKoBaHWIO cCBeAeHVAM OOWMUX WHAOPMALMOHHBIX PecypcoB  Ans
3aMHTEPECOBaHHbIX NUL, OCYLLECTBNAETCS Yepe3 MHOPMaLUMOoHHbIN nopTan Coto3a Ha 6e3B03Me3aHON OCHOBE.

11. WHTerpnpoBaHHasa cucTema Ans WH(OPMaLMOHHONO B3aMMOAEWCTBUS C YNONHOMOYEHHBIMWU OpraHamm
(9kcnepTHbIMKU OpraHM3aumaMn) Opyrmx rocyaapcTB-4neHoB u Komuccren ncnonb3yeTcs ynonHOMOYEHHbIM OpraHoM
(3KCnepTHOW opraHM3aument) B Creayowmnx Lensx:

a) nonyyeHve un nepejaya MHdopMaumm o0 dakTax M 0BCTOATENbCTBAX, CO3AANLWMUX YrPO3y KU3HUM UK
300pOBbI0 MoAEeV NpY NPUMEHEHUN MEANLIMHCKOTO N3AENus;

6) BbisIBNIeHWe B xo4e peanu3auuum MeponpusTUA MO KOHTPOMO 3a obpalleHneM MeAUUMHCKUX U3Zenui u
npoBefAeHUs MOHUTOpPWHra 6e3onacHoCTW, kadecTBa M 3(PEPEKTUBHOCTM MEAULMHCKMX W3AENWN HecooTBETCTBMUSA
MEeAVLUMHCKUX un3genuin  obmm TpeboBaHusM 6e3onacHoCcTM U 3hdeKTUBHOCTM  MEOMLMHCKUX  M3Oenun,
HeobOCHOBaHHOMO WCMOMb30BaHNA KakuM-NMbo Mpou3BOAUTENIEM WM €ro YMNofIHOMOYEHHbIM MpeAcTaBuUTenem




MapKMPOBKN MEeAULIMHCKOTO M3genus cneuymanbHbiM 3HakoM obpalleHns MegUUMHCKUX n3genuii Ha peiHke Cotosa, a
Takke BblsiBieHVe hakToB obpalleHnsa Ha TeppuTopun rocyaapcrea-yreHa HegobpokayecTBEHHbIX, KOHTpadakTHbIX
unu hanbcndULMPOBAHHBIX MEAVNLIMHCKMNX U3OENWIA;

B) peanu3auuMs Mep Mo MNPUOCTAHOBMEHUIO W (MNKU) 3anpeTy MpUMEHeHUs (M3bATMIO U3  obpalyeHus)
MeauuMHCKOro m3gennsa nmbo Mep no  YBEAOMIEHVIO MPOM3BOAWUTENS MEAMUMHCKOrO MW3Jenus unu  ero
YNOMMHOMOYEHHOro npeacTaBuTenss 0 HeobxoAMMOCTM MPOBEAEHWUsI AOMOMHUTENbHON 3KCMEepTU3bl MEAMLMHCKOro
n3genuvs;

r) Bo3Gy>xaeHus npoueaypbl OTMEHbl AENCTBUA (aHHYNUPOBaHWS, OT3biBa) PErMCTPaLMOHHOIO yOOCTOBEPEHUS
MeAMLMHCKOTro n3genusi;

A) VHble criyyan, CBA3aHHble C perynvpoBaHnem obpalleHns MeamuHCKUX n3genvin B pamkax Corosa.

Il. dopmupoBaHue n BeaeHue eaNHOro peecTtpa
MeAWLMHCKUX U30enun, 3aperucTpupoBaHHbIX B paMmkax Corosa

12. EAMHBIN peecTp MeOMUMHCKUX M3Oenvn, 3apernctpupoBaHHbiX B pamkax Cotosa (Oanee B HacToswweM
pasgene un pasgene lll - eavHbIn peecTp), COOEPXUT CBEAEHUS O MELMLMUHCKUX M3OEenusaX, HaxoOsLMXCS B
obpalleHnn B pamkax Cotosa.

13. dopmwupoBaHne W BefeHVWe eAMHOro peecTpa ocyllecTBnsiTcs Komuccrnen Ha OCHOBe CBeAeHWw,
npeacTaBnaeMbIX YNOTHOMOYEHHBIMW OpraHaMm C UCMOIb30BaHUEM CPEACTB UHTErPUPOBAHHON CUCTEMBI.

14. EQVHBIN peecTp coaepXuT crnegyowme ceegeHuns:

a) HanMeHoBaHWe MegULMHCKOro n3genvs;

0) HaMMeHoBaHUA MoAUMUKALMIA MEOULMHCKOTO 3enus (Npy Hanuumn);

B) HAMMEHOBAHMWS KOMMMEKTYIOLWMX K MEOULIMHCKOMY M3aenuio (Mpu Hanuuum);

r) HAUMEHOBaHWS NPUHAANEXHOCTEN K MEQULMHCKOMY U3aenuio (Mpu Hannyum);

[) HaMMEHOBaHWUsi PacXoAHbIX MaTEPUAroB K MEAULMHCKOMY M3Aenuio (Mpu Hanuuum);

€) AaTa permcTpauum MeguumMHCKOro u3genvs;

) HOMEep PerncTpaLmMoHHOro ya0CTOBEPEHMS MEAULMHCKOTO U3OENNS;

3) HanMeHoBaHWe pedepeHTHOro rocyaapcTBa;

1) HaUMEHOBaHWS rOCYAapCTB MPU3HAHUA, Ha TEPPUTOPUAX KOTOPbIX paspeLleHo obpalleHne MeguUMHCKOro
n3aenus B COOTBETCTBUM C €r0 PErMcTpaLmoHHbIM yAOCTOBEPEHUEM (danee - rocyaapcTsa NpuU3HaHus);

K) CTaTyC perncTpaumMoHHOro yaoCTOBEPEHMA MEONLIMHCKOrO U3aenus (AencTeyeT, AeNCTBUE NPUOCTaHOBIEHO,
AeNCcTBME OTMEHEHO, aHHYNMPOBaHO, 0TO3BaHO NGO BbINYCK MEAMLIMHCKOTO M3AEeNUsA NpekpaLleH);

n) gaTa M3MEHEHWs cTaTyca PervcTpaLMoHHOro YAOCTOBEPEHUS MEeAWMLMHCKOro u3genusi (3amnonHseTcs npu
HeobxoaMMocTw);

M) faTa BHECEHUSA U3MEHEHUI B PEMMCTPaLMOHHOE A0ChbE MEAWLIMHCKOrO U3aenus (aanee - perucrpaumoHHoe
[ocbe);

H) KOO W HavMeHOBaHWE BMAA MEeOUUMHCKOrO W3Jenust B COOTBETCTBUM C HOMEHKNATYpON MEeLULMHCKUX
nsagenuin, npumeHsiemon B Cotose;

0) Knacc noTeHuManbHOro pucka MpUMEHEHUA MEeOWMLMHCKOTO W34enus B COOTBETCTBUM C MPUMEHSEMON B
Coto3e knaccudukaumen MeauLMHCKNX N3Aennin B 3aBUCMMOCTH OT NOTEHLUMANbHOIO pyUcka NPUMEHEHNS;

M) opraHv3auMOHHO-NpaBoBasi hopmMa NpPou3BoAMTENs MEOWMLIMHCKOrO M3AEenus, NornHoe M cokpalleHHoe (mpwu
HanM4yMn) HaMMeHOBaHWUS LPUANYECKOTO NKLA, MECTO HaxoxaeHust ((bamunums, UMsi, OTYECTBO (NPU HaNM4MKn), MeCTo
XuTenbcTBa OM3NYECKOTrO nNula, 3aperMcTpupoBaHHONO B KavyecTBe WHAMBWAYanbHOrO MpeanpuHumarens),
NnoyToOBLIN afapec, HoMmepa TenedoHa U dakca, agpeca INEeKTPOHHOW Mo4YTbl U carTa B ceTn WHTepHeT (npu
Hanm4um);

p) oOpraHusauMoHHO-NpaBoBasi opmMa YMNONHOMOYEHHOrO MpeacTaBuUTeNs NpousBoAuUTENs MeOULMHCKOro
u3genus, MONHOe M COKpalleHHoe (MpU HannyuM) HaMMEHOBaHWUS pUAMYECKOro nuua, MeCTO HaxOoXOeHus
(dbamnnus, Mmsa, OTHECTBO (NPU HanMM4YMKn), MECTO XUTENbCTBa (HN3NYECKOro N1La, 3apermcTpUpOBaHHOIO B Ka4ecTBe
WHAMBWAYaNbHOro NpeanpuHumaTens), NoYToBbIN agpec, HoMepa TenedoHa u dakca, agpeca dNeKTPOHHON NoYThl
n carita B ceTn VIHTepHeT (Npu Hanu4yun);

C) MeCTO HaxOXOeHusl U1 MOo4YTOBbIA agpec (MO4YTOBble ajpeca) NPOM3BOACTBEHHOW  MIOLWAAKM
(Npor3BOACTBEHHbIX NMOLWAA0K);

T) MIHCTPYKUMS MO NPUMEHEHWIO MEANLMHCKOrO U34enus (B aNeKTPOHHOM BUAE);

y) nsobpaxeHne MapkMpoBK/M MEAMULIMHCKOrO usaenusi (B 9NeKTPOHHOM BUAE);

&) cBeaeHns o Bblgadve aybnvkarta perncTpaumMoHHOro yaoCTOBEPEHNA MEAULIMHCKOrO U3genus.

lll. UnpopmaumoHHOe B3aumoaencTBME YNONTHOMOYEHHbIX OPraHOB (3KCNepPTHbIX opraHu3auun)
B xoae oOpMMpPOBaHUsA U BeAEHUSA eAMHOro peecTpa

15. CBefeHna 0 MeaULMHCKUX U3AENUSX, B OTHOLLEHNM KOTOPBIX MPOBOAMTCA NpoLeAypa peructpauun, a Takke
MaTepuarnbl PerncTpaLmoHHbIX A0Cbe, KPOME WHCTPYKLUI NO MNPUMEHEHWUIO 3aperncTpypoBaHHbIX MEeAMLMHCKUX
U3Oenuini U un300paxeHnn KX MapKMpPOBKM, OTHOCATCA K KOHdumaeHumanbHOM WHOpMauuW, pasmellanTca B
VMH(OPMAaLMOHHBIX CUCTEMAaX YMONTHOMOYEHHbIX OpPraHoB (3KCMEPTHbIX OpraHm3auuii) M AOCTYMHbl TOMbKO OPYriM
3aMHTEpPEeCOBaHHbIM YNOMHOMOYEHHbBIM OpraHaM (3KCNEPTHLIM OpraHu3aLusamMm).

[ocTyn  ynornHOMOYEHHbIX OpraHoB  (SKCMEPTHbIX — OpraHusauun) K CBEAeHuAM, cogepxalimmcs B
WH(OPMAaLMOHHON CUCTEME APYroro YrorTHOMOYEHHOIo opraHa (3KCNepTHON opraHunsaumm), ocyLLecTBRASETCa nyTeM
obpalieHuss K MHPOPMALUMOHHLIM CUCTEMAM  YMOSIHOMOYEHHbIX OPraHoB  (9KCMEPTHbIX OpraHusauui) ¢
UCMNOMb30BaHWEM CPEACTB MHTENPUPOBAHHOW CUCTEMBI.



16. Mocne NpuHATUA 3asBNEHUS O perncTpaumy Unu 3asiBlieHust 0 BHECEHUM U3MEHEHMWI B PErMCTPaLMOHHOE
[OCbe  YMOMHOMOYEHHbI  oOpraH  pedpepeHTHOro  rocyaapctBa  npucBavBaeT  OaHHOMY  3asiBIIEHMIO
MOEHTUUKALMOHHBIN HOMED.

NOoeHTnrKaLMOHHBIN HOMEp 3asdBneHus ykasbiBaeTcs OykBeHHO-UMEPOBBIM CMOCOOOM WM COCTOUT M3 2-
3HayHoro GyKBEHHOro koAa pedepeHTHOro rocygapcTBa, MOpsAKOBOrO HOMepa W AaTbl MPUHATMS 3asiBNEHWUst O
permcTpauum unn 3asBrieHns 0 BHECEHUN M3MEHEHUI B permcTpaumMoHHoe Aocke (B hopmate A4.MM.ITTT).

17. B pamkax npouenypbl permctpaumm MeguuuHCKUX M3genuin Ansg YNoNHOMOYEHHbIX OPraHoB (3KCMEepPTHbIX
opraHvsauun) ¢ MUCMNonb30BaHMEM CPELCTB WHTErpupoOBaHHOW cucTeMbl obecneuvvBaeTcsi OOCTYN K CreayloLimnm
CBeOEeHUsIM U JOKYMEHTaM:

a) MAEHTUMKALNOHHBIN HOMED 3asiBNEHNS O PErMCTPaLUN;

6) 3asiBNeHue o pernctpaumm (B aNeKTPOHHOM BUAE);

B) perMcTpaumMoHHOE [JOChE;

) 3KCnepTHble 3aKrYeHus, MOArOTOBMEHHbIE B COOTBETCTBUM C [lpaBunamu peructpaumm MeguLMHCKMX
n3genui, BkMnoyas NPOTOKOSbI UCCNEeAO0BaHUN (MCMbITaHUR);

[) 3anpockl 0 NpegocTaBneHun 3asBMTeNeM AOMNOMHUTENBbHbBIX CBEAEHNUI U OTBETLI HA HUX;

€) 3anpochbl, 3aMevYaHns n NPeanoXeHs YNONHOMOYEHHbIX OPraHoB (3KCMEPTHbIX OpraHusauui) rocynapcTs
NpU3HaHWs, HanpaefeHHble B YNONHOMOYEHHbIN OpraH (3KCMEepTHYIO opraHv3aumio) pedepeHTHOro rocyaapcerea, u
OTBEThI Ha HUX;

) AOKYMEHTBI (BKIOYast OTYEThI) 06 MHCMEKUMAX NPOM3BOACTBA MEANLUMHCKUX U3AENUA, NPOBEAEHHbBIX B XOA4€e
3KCMepTHbIX paboT;

3) MHbopmaLumsa 06 aTanax pacCMOTPEHMS PETMCTPALIMOHHOIO 4OChHE.

18. lNpu BHECEHUM U3MEHEHUN B PErmcTpauMoHHOE [OCbe YMNOMIHOMOYEHHbIE OpraHbl C MCMOMb30BaHUEM
CpeacTB UHTErPUPOBAHHON CUCTEMbI OCYLLIECTBASIOT OOMEH criedyloWwmnmmn CBeAeHNAIMN 1 JOKYMEHTaMu:

a) MAEHTUMKALNOHHBIN HOMEP 3asBMNEHNSI O BHECEHNMN U3MEHEHWUI B PErNCTPaLMOHHOE AOCLE;

6) 3asiBNeHne 0 BHECEHNW N3MEHEHWUI B PErMCTPaLMOHHOE AOCHE;

B) KOMMMEKT JOKYMEHTOB B COOTBETCTBUM C MpaBunamu peructpauum MeguUmMHCKUX N3Lenuii;

r) 3anpocbl, 3aMevYaHnst U NpearioXkeHNs YNONHOMOYEHHBIX OPraHoB (3KCMEPTHbIX OpraHu3auuii) rocyaapcTs
NPU3HaHWSA, HanpaBrieHHblE B YMONHOMOYEHHbIV OpraH (3KCMepTHYIO opraHv3aumio) peepeHTHOro rocygapcrea, U
OTBEThI Ha HUX;

A) nHdopmaums o6 aTanax pacCMOTPEHUS 3asiBNEHNS O BHECEHUN U3MEHEHWI B PErMCTPaLMOHHOE AOCHE.

19. B uenax obecneyeHuss nony4YeHUss BCEMWU 3aMHTEPECOBAHHLIMU  YMOSIHOMOYEHHBIMU OpraHamu
(3KCNepTHbIMM  OpraHvM3auusiMyM) rocydapcTB MpPU3HAHMSA  CBedeHur, Heobxoaumbix AnNs  OCyLlecTBMeHus
CBOEBpPEMEHHOro obmMeHa MHopmaume B pamkax NpoBeAeHUs npouenyp peructpaunv MeguumHCKUX U3genui u
BHECEHMSI W3MEHEHUA B pPErMcTpaLMoOHHble [0Cbe, YMONHOMOYEHHbI oOpraH pedepeHTHOro rocygapctea
npeactaenger B Komuccnio € MCMonNb3oBaHWMEM  CPEACTB  MHTEIPUMPOBAHHOW  CUCTEMbl  CBeAeHust 00
VOEHTUMUKALUMOHHBIX HOMEpaxX 3asiBMEHWA O perncrpaumMm MeOuLMHCKUX WU3Oenuid U 3asiBMeHWA O BHECEHWUU
W3MEHEHWUI B PErMCTpaLMOHHbIE LOCHE.

20. BszaumopgencTtBue 3asBUTENS C YNOMHOMOYEHHbIM OpPraHoOM (3KCMEPTHOW oOpraHusauuen) B pamkax
npoBeAeHVsa npoueayp perucTpaumm MegumumHCKOro M3genvs U BHECEHWUS U3MEHEHWIN B PermcTpauvoHHoe AoCbe
OCYLLIECTBNSAETCS C UCMOMb30BaHMEM PECYPCOB UH(POPMALMOHHOW CUCTEMBI YNOMHOMOYEHHOIO OopraHa (3KCnepTHOW
opraHusauun) pecbepeHTHOro rocyaapcTaa.

21. B cnyyae npuvHATMA peleHua O permcTpauum MeAVMLMHCKOrO W3Aenus YNOMHOMOYEHHbIN opraH
pedepeHTHOro rocyaapcTaa B TedeHne 1 paboyero aHN:

a) nomny4yaeT C MCNOMb30BaHNEM CPEACTB MHTErPUPOBAHHOW CUCTEMbI MOPSAKOBLIA HOMEP PErUCTPaLMOHHOIO
YAOCTOBEPEHNS MEANLMHCKOTO U3AENUsi B €0UHOM PeecTpe;

6) BHOCUT B €MHbIN peecTp CBeAEHNs B COOTBETCTBUM C MyHKTOM 14 HacTosiwero MNopsaaka;

B) YyBeOOMMSeT C WCMONb30BaHWEM CPEACTB WHTErpMPOBAHHOW CUCTEMbl  YMONTHOMOYEHHbIE  OpraHbl
(akcnepTHbIE opraHM3aumn) rocygapcTs NPU3HaHMA O perncTpaumum MeguUMHCKOro U3Aennst U BHECEHUN CBEAEHNN O
HEM 1 COOTBETCTBYHOLLMX JOKYMEHTOB B €UHBIN peecTp.

22. B cnyyae wu3mMeHeHms cTatyca perucTpauuoHHOrO  yAOCTOBEPEHUS  MeOULUMHCKOro  M3genvs
YNOJNTHOMOYEHHbIA OpraH (3KcnepTHas opraHusauusi) pedepeHTHOro rocygapctesa yBegomnseT o6 3Tom
YNOJNTHOMOYEHHbIE OpraHbl (3KCMEpPTHble OpraHvM3auuu) rocyaapcTB MNPU3HaHWSA C  WCMOSb30BaHUEM CpeacTB
WHTErPUPOBAHHON CUCTEMbI.

IV. ®PopmupoBaHue u BegeHUe eAUHOro peecTpa yrnofTHOMOY€EHHbIX OpPraHM3auuin, UMeLLnX NpaBo
NpoBOAUTL UCCIeAoBaHUsA
(vcnbITaHNMA) MEQULIMHCKUX U3AENUIA B LeNnsX X permcrpauum

23. EQuHbI peecTp YNONMHOMOYEHHbIX OpraH13aLuii, UMELLMX NpaBo MPOBOANUTL UCCNEAOBAHUS (MCMbITaHUS)
MEOMUMHCKMX W3L4enuii B Uensx WX perncrpaumu (ganee - peecTp YNOMHOMOYEHHbIX OpraHusauuii), COAEpXUT
cBefeHusi 06 yupexaeHusx, opraHusauusx WM npeanpusitusix, B TOM YUCre O MEAULMHCKUX YYPEXOEHUSIX U
opraHunsaumsx, B COOTBETCTBUM C NMEPEYHAMU TaKuUX YYPEXAEHWI, OpraHM3auvin u npeanpusaTvi, onpeaenseMbiMm
YMONTHOMOY€EHHBLIMW OpraHamum.

24. ®opmMupoBaHMe U BedeHVWEe peecTpa YMONHOMOYEHHbIX OpraHusauui ocyuiecTBnaioTca Komuccuen Ha
OCHOBE CBeOEHUI, NMpeacTaBnsemMblX YNOMHOMOYEHHbIMU OpraHamMmmn C UCMONb30BaHMEM CPEACTB MHTErpUpOBaHHOW
CUCTEMBI.

25. PeecCTp ynonHOMOYEHHbIX OpraH1M3aunii COAePXUT:

a) nepeyeHb YUYpEeXOEeHWI, opraHuM3auuin u NpeanpusTuii (oanee - nepedeHb McnbiTaTenbHbIX nabopatopuii
(ueHTpoB)):



MMeloLMX NpaBo NPOBOAUTbL TEXHUYECKME UCMbITaHUA MeOUUMHCKUX U3OenuiAi U UccrneqoBaHust (MCNbiTaHust) ©
Lienbio OLEeHKM B1oNornyeckoro AencTBns MeauLMHCKUX U3Genmnin, akkpeamTOBaHHbIX B yCTaHOBMEHHOM MOPSIAKeE;

MMeoLLMX NPaBo NPOBOANTL UCMLITAHUSA B LENsAX YTBEPXKAEHUS TMNa CpeacTB U3MEPEHUN, akkpeanTOBaHHbIX B
YCTQHOBIEHHOM TOPSAKE WM YNONMHOMOYEHHbIX B YCTAHOBIIEHHOM MOpPsiAKe 3aKOHOAATeNnbCTBOM rocyAapcTea-
yneHa B obnactm obecneyeHuss eduHCTBA WM3MEPEHWNA (B OTHOLLUEHUW MEAWLMHCKUX W3Oenui, OTHECEHHbIX K
cpeacTBam U3MepeHui, nepeyeHb KOTopbixX yTBepxaaetcs Komuccuen);

6) nepeveHb MEOMLIMHCKMX OpraHv3auui, MMEeKLWMUX NpaBO OCYLECTBATb KIUMHUYECKME U (UNKN) KIUHWKO-
nabopaTopHble UCCNeaoBaHWs (MCMbITaHUA) MeOWUMHCKUX W3OenuMn C Uenblo OueHKM ux Ges3onacHocTn u
KNUHNYecKon acpdPekTUBHOCTY (Aanee - nepeyeHb MeQULIMHCKUX OpraHv3aLumin).

26. MNepeyeHb ncnbiTaTenbHbIX NabopaTopuin (LEHTPOB) COAEPXUT CReayoLmne CBeAeHNs:

a) opraHv3aLunoHHO-NpasoBas opmMa, NMonHoe 1 CoKpalleHHoe (MpU HanuyunM) HaMMEHOBAHWUS UCTIbITaTeNbHON
nabopatopuu (UeHTpa);

6) HoMep aTTecTaTta akkpeauMTaumnm Unm JOKYMeHTa YNomHOMOUYNBAHWUS;

B) AaTa Bblgayun atTectaTa akkpeautauuu;

r) 4aTa OKOHYaHUs AeCTBUA aTTecTaTa akkpeautTauuu;

[) cTatyc AencTBus aTtTecTaTa akkpeamTaummn unm OoKyMeHTa ynonHOMOYMBaHWS;

€) MecTo HaxoxaeHus (agpec) ucnbiTatenbHon nabopatopun (LeHTpa), Homepa TenedoHa n dakca, agpeca
3MEKTPOHHOW MOYThI U cawTa B ceTu IHTepHeT (Mpu Hamuunm);

X) bammnus, nMs, OTYECTBO (NPU HANMYMK), KOHTAKTHbIE AaHHbIE PYKOBOAUTENS UCMbITaTenbHoW nabopaTtopum
(ueHTpa);

3) onucaHune obnactu akkpeauTauum Unm JOKyMeHTa YNonHOMOYMBAHUS.

27. lNepeyeHb MeaMUMHCKNX OpraHn3aunii CogepXuT cneayroLlime cBeaeHus:

a) opraHvM3auuoHHO-NpaBoBas popmMa, NOMHOe M COKpalleHHoe (MpY HanMyunm) HauMEHOBaHUS MEOULUHCKON
opraHunsauuu;

0) MecToO HaxoxaeHus (agpec) MeauuUMHCKON opraHu3aumm, Homepa TenedoHa u gakca, agpeca 3NeKTPOHHOM
noYThbl 1 cavta B ceTn IHTepHeT (Mpu Hannmuun);

B) haMunums, uMs, OTY4eCTBO (MPW HANMUYNM), KOHTAKTHbIE AaHHbIE PYKOBOAUTENS MEeOQULMHCKON OpraHm3aumm;

r) BUAbl 4eATeNbHOCTU MeANLMHCKON opraHu3aumm;

A) PEeKBU3NTBI pacnopsaanTenbHOro JOKYMEHTa, Ha OCHOBaHUM KOTOPOro MeAMLIMHCKON OpraHm3aumm pa3peLleHo
NpoBeAeHNE KIMUHUYECKNX M (MNUN) KNMHUKO-NabopaTopHbIX NCCneaoBaHni (MCnbiTaHWn) MEeANLMHCKUX U3LENVN.

V. ®opmupoBaHue u BegeHue eguHon nHpopMaumMoHHON 6a3bl AaHHbIX MOHMTOPUHra 6e3onacHoOCTH,
kavyecTBa M 3pheKTUBHOCTM MEAULIMHCKUX U3AEeNUN

28. EguvHas uvHdopMaumoHHas 6asa gaHHbIX MOHUTOpMHra 6GesonacHocT, kadectBa U 3EEKTUBHOCTU
MeOMUMHCKMX usgenui (nanee - 6asa gaHHbIX) COAEPXUT CBEAEHNS O HEOGNaronpusiTHbIX CobbITUAX (MHUMAEHTaX),
CBSI3@HHbIX C MEOULMHCKMUW U3OENNSIMU, U KOPPEKTUPYHOLLMX AEACTBUAX NOo 6e30MacHOCTU MeANLMHCKOrO N3Aenus.

29. dopmupoBaHve n BefeHwe 0a3sbl AaHHbIX OCyLlecTBnsaTca Komuccmenl Ha OCHOBaHWMM CBeOEHWN,
NpeacTaBnsieMbiX  YNOMHOMOYEHHBIMW — OpraHaMuM B 3NIEKTPOHHOM  BuMAE C  UCMOMb30OBAaHWEM  CPeacTB
WHTErPUPOBAHHOWN CUCTEMBbI.

30. basa paHHbIX cooepXuUT cregyoLme CBeAeHUs:

a) HaMMeHOBaHWe MeAWLIMHCKOTO WU3LEenust C ykasaHWeM 3aBOACKOro (CEpUMHOro) Homepa v (unu) Homepa
napTuu;

6) PeKBM3NTbI PErMcTPauMOHHOIO YOOCTOBEPEHMS MeOMUMHCKOro usfenust (gata, HOMep, CpOK OeWcTBus,
HavMeHOBaHWe YNofIHOMOYEHHOro opraHa pedepeHTHOro rocyaapcTea);

r) KO4 M HaMMeHOBaHME BMAA MEOULMHCKOTO M3Lenusi B COOTBETCTBMU C HOMEHKNATYpOW MEeOULUHCKMX
nsgenuin, npumeHsiemon B Cotose;

) Knacc noTeHUMarnbHOro pucka NpUMEHEHUst MEeOULMHCKOrO M3Oenus B COOTBETCTBUM C NMPUMEHSIEMON B
Cotose knaccudukaumen MeaMUNHCKUX U30enuin B 3aBMCMMOCTM OT MOTEHLMANBHOIO pUCKa NPUMEHEHNS;

€) opraHusauuoHHo-NpaBoBas opMa MNpPou3BOAMTENS MEAWLIMHCKOTrO M3OEenus WAM ero YnosriHOMOYEHHOro
npencTaBUTENsl, MOMIHOE U COKpaLLeHHoe (Npy HanMynM) HaUMEHOBaHWS OPUAMYECKOrO Nuua, MECTO HaxXOoXOEHUS
(dbamunus, MMs, OTHECTBO (NPU HANM4YMKU), MECTO XUTENbCTBA (HN3NYECKOTO N1LA, 3apErMCTPUPOBAHHOIO B Ka4ecTBe
WHAOMBMAYaNbHOrO NpeanpuHumarens), NoYToBbIN agpec, HoMepa TenedoHa u dakca, agpeca 3NEKTPOHHON MNOoYThI
u cavita B ceTn VIHTepHeT (Npu Hanuuun);

3) cBeAeHMs O HebnaronpusATHbIX COOLITMAX (MHUMAEHTax): Aata HebraronpuaTHOro cobbITUS (MHUMAEHTa),
onucaHne HebnaronpuAaTHOro cobbiTMa (MHUMAEHTA), HOMep oT4yeTa O HebnaronpuAaTHOM COObLITUM (MHUMAEHTE)
MELMLMHCKOM OpraHn3aummn - nonb3oBaTenst (ecnv NpMMEHUMO), AaTa nofy4yeHus npovMsBoanTenemM nHgopmaumm o
HebGnaronpuaTHOM COGLITUN (MHUMAEHTE), KONMMYECTBO BOBMEYEHHbLIX MALMEHTOB (ECNMM W3BECTHO), KOMWYECTBO
BOBJIEYEHHbIX MEAULMHCKUX U3AENUA (ECNN N3BECTHO), TEKYLLIEE MECTO HaxoXAEeHUst MEAULMHCKOrO n3genus (ecnm
W3BECTHO), NONb30BaTENb MEAULIMHCKOIO U3AEeNUs B MOMEHT HEGNaAronpmuaTHOro cobbITUS (MHUMAEHTA), NPUMEHEHNE
MEeOMLIMHCKOTO M3aenus;

K) CBEOEHNSI O KOPPEKTUPYIOLLMX OENCTBUSAX:

B MepBOHaYaribHOM oOT4YeTe - obwWMe CBeOeHWss U MpuYMHa KOPPEKTUPYHLUMX LEWCTBUWA, OMUCaHue wu
0oboCcHOBaHWe OeCTBUA, peKOMeHAaL MU AN NOCTaBLUKOB (AMCTPUOBLIOTOPOB) U NoNb3oBaTenewn;

B MocneaynLemM otyeTe - obme cBeaeH s 1 NpuYrMHa KOPPEKTUPYHOLLMX 4ENCTBUIA, ONUCaHNe U 060CHOBaHME
OENCTBUIN, pekoMeHZauuMu Ans MNocTaBLUMKOB (OMCTPUOLIOTOPOB) M nonb3oBaTenen, npouecc peanusauum
KOPPEKTUPYIOLLUX AENCTBUIA, CPOKM peanusauum KOppeKTUpYOLWNX AENCTBUN;



B 3aKM4YMTENbHOM oOT4YeTe - oblue cBeAeHUs U MNpuUYMHA KOPPEKTUMPYIOLWUX OEWCTBUI, onucaHue W
obocHOBaHWEe [OEWCTBUIN, pPeKOMeHAauuMu [Ans MOCTaBLUMKOB (AMCTPMOBLIOTOPOB) M MOnb3oBaTenen, npouecc
peanunsaLmmn KOpPEKTUPYIOLLMX AEACTBUMA, CPOKM peanu3aumm KOpPeKTUPYHOLLMX AEACTBUN;

) CBeLeHMs O pesynbTaTax paccrnefoBaHns HebnaronpuAaTHOro cobbiTusa (MHUMAEHTA): pe3ynbTaTel aHanuaa,
NpoBeAEHHOro NPoM3BoANTENEM MEAMLMHCKOrO U3enusi, oLeHKka HebnaronpusTHoro cobbiTnst (MHUMAEHTa) (Koabl U
TEPMUHbI YpOBHEN 1 M 2 B COOTBETCTBMM C NpaBuiamu NpoBeAeHUsl MOHMTOpuHra 6e3onacHocTu, KadyecTtBa U
3hPEeKTMBHOCTY MEOMUUMHCKUX U3Aenuin), npeanpuHaTble AeNCTBUMA M CPOKUM WX peanu3auuu, 3aknioyuTerbHble
KOMMEHTapum npou3BOAMTENSA, OCBEOOMIEHHOCTb NPOM3BOAUTENS O MNOAOOHbLIX HebnaronpusATHbIX COBLITMAX
(MHUMOEeHTax), CBA3aHHbIX C OaHHbIM TUMNOM MEOULMHCKOrO W3AEenusi, CO CXOXeN NPUYMHON HebnaronpusaTHOro
cobbITUS (MHUMAEHTA) U UX KONIMYECTBO C yKasaHWeM CTpaH U HOMEepOoB HEBNAronpusATHbIX COObITUIN (MHUMOEHTOB),
CTpaHbl pacnpoCTpaHeHUs1 MeQULIMHCKUX U3OENNIA;

M) CBefeHuWs, MoryyYeHHble B paMkax otyeTa o 6e30nmacHOCTU U KNMHUYECKOW 3hPEKTUBHOCTU MELULMHCKMX
M3genuin kKnacca noTeHunanbHOro pyUcka NpPUMEHeHUs 3, a Takke MeAMUMHCKUX M3OeNnin Knacca noTeHumanbHoro
pucka npuMeHeHus 26, MMNMaHTUpPyeMbIX B OpraHu3Mm 4YernoBeka: nepeveHb UOEeHTUMULMPOBAHHBLIX OCTATOYHbIX
PUCKOB, CBA3aHHbIX C MEOWLMHCKMM u3genuem, Lenu, 3agadyM M cxema noCTperMcTpaumoHHOrO KIMHUYECKOro
MOHUTOPUHra, KNUHWYECKME OaHHble, MONyYeHHble 3a OTYETHbIN nepuos (C OUEHKaMW KIMHUYECKUX AaHHbIX 3a
OTYETHbIN Nepuoa U 3a BeCb Mepuop KIMHUYECKOro MOHUTOPWUHra), 3akrioyveHue o HeobxoaMMOCTU (OTCyTCTBUM
Heo6X0AMMOCTHN) KOPPEKTUPOBKN MrlaHa KIMMHUYECKOTO MOHUTOPWHIA, 3aKMm4veHne o HeobxooumocTu (OTCYyTCTBUM
Heo6X0AMMOCTH) BbINOMHEHUS KOPPEKTUPYHOLLMX AENCTBUI No 6e30MacHOCTU MeOUUMHCKOrO U3LAENnust 1 onucaHue
KOPPEKTUPYIOLUX OEeNCTBUWA, 3aknioyeHne (0BOCHOBaHWE) O KnnHu4Yeckon 6Oe3onacHocT u  adpeKTUBHOCTM
MEOMLMHCKOTO W3OEenusi, 3akriyeHve O HeobxooumocTn (OTCYTCTBUMM HeoGXOoAMMOCTU) MPOANEHns  LMKna
KIMMHUYECKOTO MOHUTOPUHSA;

H) KOnNus yBeOOMITEHUs1 NPOM3BOAUTENS MO 6e30NacHOCTV MeAMLMHCKOrO u3aenus no opmMme, yCTaHOBIEHHOM
[MpaBunamu npoBeaeHNst MOHUTOPUHra 6e30MnacHOCTU, kadecTBa U 3(PMEKTUBHOCTU MEOULIMHCKUX U3OENNNA.

31. CepdeHus, cogepxalumecss B nodnyHKTax «3» - «M» nyHkta 30 HacTosiwero [Mopsigka, oTHOCSTCS K
3aKpbITOM YacTW, He noanexart onyOerMKOBaHUIO M OOCTYMHbI TOMBbKO ANS YNOMHOMOYEHHbIX OPraHoB (3KCMEpPTHbIX
opraHusauui).



