YTBEPKJIEHBI

Pemiennem CoBera
EBpa3zuiickoi 5KOHOMHUYECKOH
KOMHCCUU

oT 20 r. Ne

IMMPABUJA
PerucTpanyu M IKCIepPTH3bI 0€30IACHOCTH, KA4eCTBA
1 3P (PeKTHBHOCTH METUIIMHCKUX HU3/1eTuil

|. O0uMe nonoxeHus

1. Hacrosimue IlpaBuna peructpanvii M 3KCHEPTH3bl O€30MacCHOCTH,
KauectBa U A(OPEKTUBHOCTH MEIUIMHCKUX wu3fenuil (maimee — [IpaBuia)
pa3paboTaHbl B COOTBETCTBHM ¢ IIyHKTOM 2 crtatbu 31 JloroBopa o
EBpa3uiickom skoHOMHYECKOM coro3e oT 29 mas 2014 ropa, myHKTOM 2
ctatbu 4 CornameHuss O €AUHBIX NPUHLUNAX W MpaBUjax oOpalieHus
MEIUIMHCKUX  M3Jeaud  (M31eUid  MEAUIMHCKOTO  Ha3HA4YeHUs U
MEJIMIIMHCKON TEXHHUKH) B pamMkax EBpa3uiiCKOro 3KOHOMHYECKOIO COHO3a
or 23 nexabps 2014 roma W yCTaHAaBIWBAIOT €IWHBIE TPEOOBaHUSA K
MPOBEACHUIO PETUCTPAIMM M OKCHEPTU3bl 0O€30MacHOCTH, KayecTBa U
3()PEKTUBHOCTH  MEAUIMHCKUX  HW3JCJIMM, BHECEHUIO W3MEHEHUU B
pPErucCTpallMOHHOE  JOChe,  Bblgaue  AyOJMKATOB  PErUCTPAllMOHHBIX
YAOCTOBEPEHU, a TaKX€ OCHOBAaHMS Uil OTKa3a B PErUCTpalNU
MEJIUIIMHCKOTO W3IeTusl, MPUOCTAHOBICHUS M OT3bIBA PETUCTPALMOHHOIO
YIOCTOBEpEHUSI B  paMKax EBpasuiicCKOro 53KOHOMHYECKOTO  COHO3a
(manee — Coros).

2. B mepexomHbll TEpUOI 1O BHIOOPY 3asBUTENSI DJKCIEpPTH3a U
perucTpanus MEAMIIMHCKUX W3JEIUN OCYIIECTBISETCS B COOTBETCTBUU C
HallMOHAJIBHBIM 3aKOHOJATENIbCTBOM TrocyaapctBa — wieHa Corosa, 7100

B COOTBETCTBHHU C HACTOAIIIUMHAU HpaBI/IHaMH.
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3. B mnactrosimux IlpaBuiax HMCHONB3YIOTCA CIEAYIOIIME OCHOBHBIC
MTOHSITHUSA:

«0€30MaCHOCTh METUIIMHCKUX U3JICNIUI» — OTCYTCTBUE HEAOMYCTUMOIO
pUCKa, CBSA3aHHOTO C MNPUYMHEHUEM BpENA >KU3HU, 3J0POBBIO0 YEIOBEKA,
OKPYIKarOIIEH CPELE;

«BaMUJAUUs» — TMOJATBEPKICHUE IMOCPEICTBOM  MPEICTABICHUS
OOBEKTUBHBIX CBUJACTEIBCTB TOTO, YTO TPEOOBAaHMS, MpPEIHA3HAUCHHBIC IS
KOHKPETHOTO MCITOJIb30BaHUS WA IPUMEHEHUSI, BBITIOJIHEHBI,

«BepuuKanus» — TOATBEPXKJICHUE HAa OCHOBE IMPEJCTaBICHUS

00BEKTUBHBIX CBUIACTCIIbCTB TOI'O, YTO YCTAHOBJICHHBLIC TpC6OBaHI/I$I OBLIN

BBITIOJTHEHBI;
«rOCyJ1apCTBO IPU3HAHUS — BBIOpaHHOE 3asIBUTEIIEM
rocygapctBo — wieH Coro3a, yIOJTHOMOYEHHBIM oOpraH (dKCHepTHas

OpraHuzanus) KOTOPOrO  OCYIIECTBJISIET  IPOLEAYypPY  COIVIACOBaHUS
HKCIIEPTHOTO 3aKII0ueHUs peepeHTHOTO roCyIapCTBa,;

«EnuHBIA  peecTp MEAUUMHCKUX W3JEIIUM, 3apEeruCTPUPOBAHHBIX
B pamkax Coro3a» — dJeKTpoHHas 0a3a JaHHBIX MEAMIIMHCKUX W3ACIIUM,
3apPETUCTPUPOBAHHBIX W PA3pCIICHHBIX K MEAUIHUHCKOMY IMPUMEHEHUIO B

pamkax Coro3a;

«3asBUTCIIb» — IIPONU3BOAUTCIIb, HBHHEMHﬁCH PE3NACHTOM
rocygapcrBa — 4JICHaA C0}03a, NI ynOJ’IHOMO‘-IGHHBIfI IpCACTaBUTCIIb
IIPOU3BOJIUTECIIA,

«KaQ4eCTBO MCAULMHCKOIro M3ACIUA» — CTCIICHb COOTBCTCTBHUA

COBOKYITHOCTM CBOMCTB M  XapaKTEPUCTHUK MEIUIIMHCKOIO  U3JENus,
BJIMSIIONINX HA UX CIIOCOOHOCTH JE€HCTBOBAThH IO HA3HAUCHHUIO;
«knaccupuKas ~MEAUIMHCKOTO HM3JCIUS B  3aBUCHMOCTH  OT

INOTCHLHHAJIBHOI'O PpHCKAa IIPHUMCHCHHUA» — OTHCCCHHC MWK OIIPCACIICHUC
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NPUHAICKHOCTH  MEAUIIMHCKOTO HM3ACNHs K OJHOMY W3  KJIAcCOB
MOTEHITUATBLHOTO PUCKA TPUMEHEHHUS B MEAUITUHCKIX LIETISAX;

CKOMIUICKTYIONEE K MEAWIMHCKAM U3JICTUsAM» — U3JeIue, He
SBIIIOIIEECS  MEIWIIMHCKAM  HW3JIeJIMEeM WIW TPUHAMICKHOCTBIO K
MEIUITMHCKOMY H3JCIIUI0, B TOM YHCJIe OJIOKH, YacTH, dJIEMEHTHI H3JICIIus,
MaTepuaibl, 3alacHble YacTH, IpeAHA3HAYCHHBIC IPOU3BOJIHUTEIIEM
MEIUITMHCKOTO U3JIeAusl JUIsi TNPUMEHEHUS B COCTAaBe WM COBMECTHO
C MEIUIMHCKUM U3EIIHEM;

«vomuukanus ~— MEIUIMHCKOTO  W3ACHHs» —  Pa3HOBHIHOCTH
MEJIUIIMHCKOTO H3JCNHs, HMEIoIas oOIMe KOHCTPYKTHBHBIEC IPU3HAKH,
pa3paboTaHHbIe Ha 0a3¢ OCHOBHOTO M3/IEIHS C IIeJbI0 YCOBEPIIICHCTBOBAHMS,
pacImpeHusi MO0 CIeIUaTN3allid MPUMEHECHHS B MEAUITMHCKUX IEJIAX;

«MEOUIIMHCKUE W3AENUsT JUII OUArHOCTUKHU In  Vitro» — JIIOObIE
WHCTPYMEHTBHI, allliapaThl, MPUOOPHI, 000pyI0BaHNE, MAaTEPHANIBI, PEareHTHl U
poYre W3JCUs, MPUMEHSIEMbIE B MEIUIIMHCKUX IEISIX OTACIbHO WIH
B COYECTAaHWU APYr C JPyroM, a TakKe BMECTe C MNPHHAIIC)KHOCTIMU,
HEOOXOIMMBIMH IS HCIIOJIL30BAHMS DOTUX H3JEIMM 10 Ha3HAYECHUIO
(BKJTFOUAs CHEIUaIbHOE MPOrpaMMHOE OOECIedeHHUe), U MpeaHa3HauYCHHbBIC
MPOU3BOAUTENIEM JJIsl TPUMEHEHUSI TIPU HCCIEIOBAHUSAX 1n Vitro 00pasiios,
B3SATBIX W3 TeJla YeJIOBeKa ISl IMOJIyYeHHs HHGOPMAIMM OTHOCHUTEIBHO
(U3UONOTUYECKOTO WM IMAaTOJIOTMYECKOTO  COCTOSIHHS,  BPOXKJICHHOM
MaTOJOTHH, TIPEAPACIIONOKEHHOCTH K OMNPEACICHHOMY KIMHUYECKOMY
COCTOSIHUIO WM OOJE3HH, COBMECTUMOCTH TKaHEH C IIOTEHIIHAILHBIM
PEIMIIMEHTOM,  INPOTHO3MPOBAaHMSI  PEAKIMA  HAa  TEPaleBTUYCCKUC
BO3JICHCTBHS, BEIOOpA TEPAIEBTUUSCKUX CPEACTB U (MJIM) KOHTPOJIS JICUCHUS,

«HA00p (KOMIUICKT) MEIUITUHCKUX H3ICITUN» — MEIUIIMHCKOE U3JIeIIne,
SIBJISIIONIEECS. COBOKYITHOCTBIO H3ACIHI, MMEIONIUX CIWHOC Ha3HAUYCHUE H

MapKHUPOBKY, C YKa3aHUEM UX MEPEUHS;
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(IPUHANIICKHOCTY — HW3JACIUe, HE SBISIONICECS MEIUITMHCKAM
U3JIeINeM, TpEAHA3HAYCHHOE €ro MPOU3BOJUTENIEM CIELUUAIbHO IS
COBMECTHOTO TIPUMEHEHHUS C OJHHM WIW HECKOJbKUMHU MEIUITMHCKIMHU
U3ICTUSIMHA  JJIS  TOTO, 4YTOOBI OHHM MOTJIM OBITh  HCIOJIH30BAHBI
B COOTBETCTBHHU C UX Ha3HAUYCHUEM;

«IIPOM3BOUTENH> METUITUHCKOTO HM3CIHUs» — IOPUANYECKOES JUI0 HIIN
bU3HYeCcCKOoe JHUI0, 3apEeTUCTPUPOBAHHOE B KauyeCTBE WHIWBHIYaIbHOTO
IpeANpUHUMATENS, OTBETCTBEHHOE 3a pa3pabOTKy ©  H3TOTOBJICHUE
MEUITMHCKOTO M3CINS, U JIEeTAI0IIee €ro JOCTYIHBIM JJIs UCIIOIb30BaHUS
OT CBOETO MMEHH, HE3aBUCUMO OT TOTO, pa3pabOTaHO W (WMJIM) U3TOTOBIEHO
MEIUIIMHCKOE HW3JeNIe 3THUM JIMIOM HWJIM OT €ro MMEHHM IPYTUM JIUIIOM
(fTuiaMu), ¥ Hecyllee OTBETCTBEHHOCTh 3a €ro 0e30MacHOCTh, KaueCTBO U
3 PEKTUBHOCTD;

«MPOU3BOJICTBEHHAS IUIOMIAJKa» — TEPPUTOPUATHLHO 000COOICHHBIN
KOMIUIEKC, TpEJHA3HAUYCHHBIA JJI1  BBINIOJIHEHHMs  BCEro  Ipolecca
MIPOU3BOICTBA MEIUIIMHCKOTO U3IETUS UJIU €r0 ONPEICTICHHBIX CTaInM;

«pPETUCTpaIisi MEAMIIMHCKOTO U3JETus» — TMpoleaypa BbIIaud
YIOJIHOMOYCHHBIM OPTaHOM pa3pelicHUs Ha MEAWIMHCKOE NPUMEHEHHE
METUITMHCKOTO U3/ICIHS;

«pacXOJHBIA MaTepHall K MEAWIMHCKAM U3JETUsIM» — H3IEHUS U
MaTepHuaibl, PAacXOAyeMble NPH HCIOIB30BAaHUU MEAUIIMHCKUX HW3ICIUH,
oOecreunBaroIie MPOBEACHUE  MAHUIYJISIMA B  COOTBETCTBHU  C
(GyHKIIMOHAILHBIM Ha3HAYCHUEM MEIUITUHCKOTO W3CIIHS;

«PETHCTPAIMOHHOE JIOChE» — KOMIUIEKT JOKYMEHTOB W MaTe€pUaloOB,
YCTaHOBJICHHOMW CTPYKTYPHI, PEICTABIIIEMbBIN 3aBUTEIIEM IIPH PETUCTPAIIAN
MEJUITMHCKOTO HW3/ENWs, BHECEHUH W3MEHEHUH B PETHCTPAMOHHOE TOCHE

MCIUITUHCKOT'O n3ACIHuAd, a TaKXKE KOIINH pemeHHﬁ, IIPHUHATBIX
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YIOJHOMOYEHHBIM OPraHoM (SKCHEPTHOW OpraHu3anueil) B OTHOILLIEHUU
KOHKPETHOI'O MEIMLIMHCKOTO U3/EIINs;

«PETUCTPALIMOHHOE YAOCTOBEPEHUE» — JIOKYMEHT €IWHOM (HOPMBI,
NOATBEPKIAIOIINN (PaKT PErUCTpallMi MEIULIMHCKOTO U3/1EINs;

«PEruCTPAllMOHHBI HOMEP» — KOJIOBOE 0003HAUEHUE, MPHUCBAUBAEMOE
MEIULMHCKUM U3JEIUSAM IIPU UX PETUCTPALUU, IO KOTOPBIM OHU BHOCSTCS
B EnnHBIN peecTp MEIUIMHCKUX U3AEIUA U COXPAHIEMOE HEU3MEHHBIM IIpU
oOpallleHH MEJUIIMHCKOTO U3JIeNIUs B paMKaX rocyaapctB — wieHoB Coro3a;

«pedepeHTHOEe roCy1apCTBO» — BEIOPAHHOE 3asBUTENIEM IOCYIapCTBO —
wieH (Coro3a, YINOJHOMOYEHHBIA OpPraH KOTOPOIO  OCYLIECTBIISET
PErUCTPALMIO MEJULIUHCKOTO U3IETIH;

«YTOJIHOMOYEHHBII MPEACTaBUTENb MPOU3BOAUTENS» — IOPUIAYECKOE
JUIO0  WIM  (pU3MYEeCKoe JIMLO, 3apeTUCTPUPOBAHHOE B  KayecTBE
VHMBUTyaJIbHOTO npeAnpUHUMATENS, ABJISIFOLIIEECS PE3UIEHTOM
rocygapctBa — wieHa (Coro3a, yHOOJHOMOYEHHOE  JTOBEPEHHOCTBIO
IPOU3BOAUTENST MEIULHUHCKOTO H3IENHS IPEACTABIATh €r0 WHTEPEChl H
HECTH OTBETCTBEHHOCTH IO BOMpPOCaM OOpalIeHUs] MEIUIIMHCKOTO U3/eNus B
pamkax Coro3a U ucnojgHeHus oO0s3aTenbHbIX TpedoBanuii  Coro3a,
IPEABSIBISIEMbIX K MEAUIIUHCKUM U3JEIUSM;

«BepudUKaIMs  OPOrpaMMHOTO  oOecmedyeHus»  —  Tpolece
NOATBEPKICHHUS COOTBETCTBUS IPOrpaMMHOI0 oOecrnieyeHus
YCTAaHOBJICHHBIM TpeOoBaHWsM (B TOM YHCIE, TEXHUYECKOTO 3aJaHWs,
cnenuduKanuu, AeMCTBYIOIUX OTPACIEBbIX CTAHIaPTOB);

«BaTMAALMS IPOTPAMMHOI0 00€CTIeUEeHUs» — MPOLIECC MOATBEPKIACHUS
OPUTOJHOCTH MPOTPAaMMHOIO OOecnedeHus: Uil pEelIeHUusT KOHKPETHBIX
NPUKJIAIHBIX 3a/1a4;

«MYJIFTULICHTPOBOE MCCIIEIOBAHHE IPOrPAMMHOIO OOECHEUECHHS» —

OJHOBPCMCHHOC TCCTUPOBAHUEC ITPOTPAMMHOIO oOecrieueHus B YCIOBUAX €TO



IJIAHUPYEMOTO0  NPUMEHEHHSI Ha  HECKOJIbKUX  AKCIEePUMEHTAIbHBIX
IUIOMIAKAX, HAXOAAIINXCS BHE MPEANPHUITHA-Pa3pabOTIYnKa IPOrpaMMHOTO
oOecrieueHus,

«MICHTU(PUKAMSI W MapPKAPOBKA OIMEPANMOHHONW CHCTEMBD» —
uHpopmalMss O HCIOJB30BAaHHOW TMpU  pa3pabOTKe MPOrPaMMHOIO
oOecrieyeHUsT OIEPAIMOHHOM CHCTEME C IIeJIbI0 OIEHKH BO3MOXKHOCTEH
3aIATHI TPOTrPAMMHOTO 00€CTICUeHHsI OT HECAHKITMOHUPOBAHHOTO JOCTYTIA.

4. Peructpanuss MEIUIIMHCKOTO W3JETUS SBIACTCS 005S3aTeIbHBIM
YCIIOBHEM €T0 BBIITyCKa B oOparieHne B pamkax Coro3a W OCYIIECTBIISETCS
YIOJTHOMOYECHHBIM OpraHoM pedeperTHOTO rocyJapcTBa. [Tpu
OCYILIECTBICHUN PETUCTPAIlMU TPEABSIBISIOTCS OIWHAKOBBIE TpeOOBaHUSA K
MEIUITMHCKUM U3JIeTUsIM, TPOW3BEICHHBIM Ha Tepputopun Coros3a u
BBE3CHHBIM Ha TaMOXEHHYIO TeppuTopuio Coro3a U3 TPEThbUX rOCYIapCTB.

5. [lo mopauu B yNOJTHOMOYEHHBIH OpraH peepeHTHOro rocyaapcraa
3aSBJICHUS HA OKCIEPTH3Y M PETHCTPAIMI0O MEIUIMHCKOTO  H3ICIIHs
3asBUTENIb  OCYIIECTBISCT cOOp  JOKa3aTelbCTB  O€30MacHOCTH |
3 PEeKTUBHOCTH MEIUIIMHCKOTO W3JICIINS, TOTOBHUT JTOKYMEHTBI
PETHCTPAIIMOHHOTO JIOChE.

B meproa moAroToBKM PeTUCTPAIIMOHHOTO J0ChE 3asIBUTEIb !

— TOJTy4YaeT MpeaBapUTeIIbHBIC KOHCYIbTANK (IIPH HEOOXOAMMOCTH H
0 JKCJIAaHUIO 3asBUTENISA) 10 BCEM BOIPOCAM PETHUCTPALMM M IKCIIEPTU3BI OT
AKCIEPTHOW OpraHU3aIlny;

— MPOBOJIUT TEXHUYECKHE MCIBITAHUS W UCIBITaHUS (MCCIIEIOBAHUS) C
[IEJIBI0O OILIEHKH OHOJIOTMYECKOTO AECHCTBHA MEIUIMHCKUX W3IEIUNA I
MOATBEPKIASHUS COOTBETCTBUSI OOmMM TpeOOBaHUSAM OC30IMACHOCTH H
3O PEKTUBHOCTH MEIUIMHCKUX HW3ACIMH B BBIOPAHHBIX 3asBUTEIICM
VUPESKICHUSAX, OpraHM3alMusIX ¢ Ha MPSANPUATHAX, HMEIOMMX IMPaBO

MMpOBOANUTL HCCIICOAOBAHUA (I/ICHBITaHI/IH) MCEAUITUHCKHUX H3I[€JIPII>1 B LCIAX
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perucTpanuvy, BKIKOYEHHBIX B  E€IWHBIM  PEECTP  YIIOJHOMOYEHHBIX
opranuzanuii Coro3a,

— IPOBOAUT KJIMHUYECKUE UCTIBITAHUS (MCCIICI0OBAHUS) B COOTBETCTBUU
c IlpaBuiamu mnpoBeAEHUS] KIMHUYECKUX UCIHBITAHUN (MCCIIeI0BaHUMN)
MEIUIIMHCKUX M3JENUM B BBHIOPAHHBIX 3asBUTENEM VUPEKICHUAX U
OpraHu3alysX, BKJIIOYEHHBIX YIIOJHOMOYEHHBIMU OpraHaMyd B €IUHBIN
peecTp YNOJHOMOYEHHBIX OpraHu3aluid, WMEIOIIUX MPaBO MNPOBOIAUTH
UCCIEOBaHUsl  (UCHBITAHUSA) MEIUUMHCKUX U3ACIUM B  LEMIX HX
peructpanuu (J1ajee — yrnoJIHOMOYEHHbIE OpPTraHU3alvu) JU0O0 BKIIIOYAET B
PETUCTPALMOHHOE JOChE UMEOIIUECS KIIMHUYECKNE TAHHBIC;

6. B mensx perucrpanuu METUIIMHCKOTO W3AENUSA IJisi oOpaleHus B
pamkax Cor3a MNpOBOIUTCS HIKCHEpTH3a O€30MaCHOCTH, KadecTBa W
3(OPEKTUBHOCTH MEIUIMHCKUX M3JIEUA  DKCIEPTHOM  OpraHu3aluei,
ONPEAEICHHON YIIOJTHOMOYEHHBIM OpPTaHOM rocyaapctsa — wieHa Coro3a.

[ Ilpou3BoauTenbs MEAUUMHCKUAX W3AEIUN, MNPEAHA3HAYEHHBIX IS
oOpamenusi B pamkax Coroza, oOecleurMBaeT BHEAPCHHE U TOJJICPKAHUE
CUCTEMBI MEHE/DKMEHTA Kaue€CTBA MEIUIIMHCKUX HU3IEJIUM B COOTBETCTBHUM C
TpeboBaHusAsMU K BHEIPEHUIO, TMOJJECPKAHUID U  OLEHKE CHUCTEeMBbI
MEHEKMEHTAa KAauyeCTBAa MEAMIMUHCKUX W3 B 3aBUCUMOCTH OT
MMOTCHIMAJIBHOTO PUCKA IPUMEHEHUS.

8.Ilpu perucrtpaium ®  OKCIEPTHU3E  MEAUIMHCKUX  HM3ICITUI
YIOJIHOMOYEHHBIE OpraHbl rocyaapcTB — wieHoB Cor03a B3aMMHO MPU3HAIOT
pEe3yIbTaThl TEXHUYECKUX UCIIBITAHUM, UCCIIeIOBAHUN (MCTIBITAHUI) C TIEJIBIO
OIICHKH OMOJIOTUYECKOTO JACHCTBUS, KIMHUYECKUX UCIIBITAHUM, UCTIBITAHUHN B
LEJSIX YTBEPXKACHUS TUIIA CPEACTB MU3MEPEHUM (B OTHOIIEHUN MEIUIIMHCKUX
W3JIeTTUiH, OTHOCSIINXCS K CPEICTBAM U3MEPEHHM B cepe rocyaapCTBEHHOTO
peryJiupoBaHusi OOECIEUEHUsS] €AMHCTBA HU3MEPEHUH, MEpPEeYEHb KOTOPHIX

yTBepkaaercs: EBpa3uiickoil 3KOHOMHYECKOM KoMmMuccuen (manee —



8

Komuccus)) mnpu yclioBUM, UYTO OHHU BBIMOJHEHBI B COOTBETCTBUU C
TpeOOBaHUSAMH U TIpaBUJIaMH, yCTaHOBJICHHBIME KoMuccurei.

9. Peructparuss  meguimmHckoro  m3aenus B pamkax — Corosa
OCYIIIECTBIsICTCA pPedEepPEeHTHBIM TOCY/IapCTBOM Ha OCHOBAHWHU 3KCIEPTHU3BI
KadecTBa, S(PGEKTUBHOCTH W O€30MACHOCTH MEAMIIMHCKUX W3JCIUNA H
COTJIaCOBAHUS AKCIIEPTHOTO 3aKIIFOUEHHUSI TOCYIapCTBAMU MPU3HAHUA.

10. JoxymeHTOM, NOATBEPKAAIOIINM (dakr perucrpannuu
MEIUITMHCKOTO W3JIEeTHUs, SBIISCTCS PETUCTPAIMOHHOE YyIOCTOBEPEHUE
MEJIUIIMHCKOTO U3eNus (Jlajiee — perucTpallMOHHOE yA0CTOBEpeHue), popma
¥ TIpaBWjIa 3aloOJHEHUS KOTOPOTO OmpeneieHbl mnpuiokeHrneM Ne 8 u
npuioxenueM Ne 13 k Hacrosiimm [TpaBuiiam.

PerucrpanmonHoe y1ocToBepeHue BbIIaeTCsa O€CCPOUHO U ACHCTBYET B
pamkax Coro3a.

11. 3apeructpupoBaHHOE MEIULMHCKOE W3JeNIMe, HaxoJslleecs B
obpamennn B pamkax Coro3a, JOKHO COOTBETCTBOBaTh OOmIUM
TpeboBaHUSIM 0€30MacHOCTH U A(PPEKTUBHOCTH MEAUIMHCKUX HU3CIIUN.
OTBETCTBEHHOCTh 32 COOTBETCTBUE MEIUIMHCKUX wu3nenudt  OO0mmum
TpeOoBaHUSIM 0€30MacHOCTH U A(PGHEKTUBHOCTH MEIUIIMHCKUX U3JCIIHM
HECET MPOU3BOIUTEND HIIA €T0 YITOJTHOMOYEHHBIN TIPEICTaBUTENb.

12. Pacxofpl 32 perucTpaiuio, SKCIepTu3y 0€30MacHOCTH, KauyecTBa U
3G (PEKTUBHOCTH MEIUIIMHCKUX W3JIEIUNA HECET 3asBUTENIb B COOTBETCTBUU C
3aKOHOJIaTeITLCTBOM rocyaapcTB — ujieHoB Coro3a.

13.Ilpu ycrnoBUM OJHOBPEMEHHOW TMOJAa4yd HAa PETUCTPALUIO
HECKOJBKMX MOAU(PUKAIMN MEIUIIMHCKOTO U3JCIUs, OTHOCAIIUXCA K
OJTHOMY BHIY MEAHUIIMHCKOTO W3NS B COOTBETCTBHUH ¢ TpuHITON B Coro3e
HOMEHKJIATYPOU, U3TOTOBJICHHBIX OJIHUM IMPOU3BOIUTEIEM, OTIUYAIOITUXCS
Ipyr OT Jpyra HW3MEHEHUSMH KOMIUICKTAlMU W (WIM) TEXHUYECKUX

mapamMCcTpoB, HC BIWAIOIMINX HaA J[IPUHIINUII pa6OTBI, (bYHKHHOHaHBHOG
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HAa3HAYEHUE W OTHOCATCA K OJHOMY KJAacCy TIOTEHIIMAIbHOTO pHCKa
MPUMEHCHUS, 3asABUTENIb NPEACTABISCT OJHO 3adBJICHHE W  OJHO
pErucTpaloHHOE Joche. B cilyyae eciu mnpencTaBieHHbIE MOJU(UKAIIIU
OyJlyT OTHOCUTBHCS K pa3HbIM BUJIaM MEIUIIMHCKOTO U3JIeNIUs B COOTBETCTBUU
c npuHsATod B CoOr3e HOMEHKJIATypoM, Kaxkaas MoAuduKamus JoJKHA
pETUCTPUPOBATHCS OT/ICIIFHO c MPEI0CTaBICHUEM OTJICJIBHOTO
PETUCTPAIMOHHOTO JTOCHE.

14. Ilpu nojxave NPOU3BOJIUTENIEM MEIMIIMHCKOTO W3JEIUs WIM €ro
YIOJHOMOUYEHHBIM  MPEJICTABUTENIEM Ha PETUCTPAIUI0 MEIUIIMHCKOTO
W3Eus, 3apETUCTPUPOBAHHOTO B COOTBETCTBUU ¢ HacTosimumu [IpaBuiiamu,
B rocynapctBax — wieHax (Coro3a, HE YKa3aHHBIX 3asBUTEJIEM paHee B
Ka4yeCTBE TOCYJapCTB MPU3HAHUS, & TAKXKE B CTpaHaxX, MPUCOCAMHUBIINXCS K
Cowozy, 1o mnpoueaypa perucTpaluvid MOPOBOAUTCS HA  OCHOBAHUU
OKCIEPTHOTO  3aKJIIOYEHHUS  YMOJHOMOYEHHOTO oOpraHa  (dKCHEepTHOU
OpraHu3allln) pedepeHTHOTO rocyaapcrna. B ITOM ciy4dae
YIIOJTHOMOYEHHBIN opraH pedeperTHOTO rocyaapcTBa BBIJIACT

PETUCTPALMOHHOE YIOCTOBEPEHUE C YKA3aHUEM BCEX TOCYAAPCTB IMPU3HAHUS.
II. IIpouenypsl peructpaunu U SKCIEPTU3bI MEIUIIUHCKOTO U3IETUS

15. B mensx perucTpanuu MEIUIMHCKOro m3aenus B pamkax Corosza
3asBUTEIb BEIOMPAET pepepeHTHOE rocyJapCTBO U TOCYIapCTBa MPU3HAHMSL.

3asBUTENb MPENOCTABISAET B YNOJHOMOYEHHBIM OpraH (3KCIIEPTHYIO
OpraHu3alio) peepeHTHOro rocyjapcTa:

—3adBJICHHE IO YCTAHOBJEHHON ¢opMe C YyKazaHHEeM TOCyAapCTB
OpU3HAaHUS HAa OYMa)XXHOM U BJEKTPOHHOM  HOCHUTENSX, COIJIACHO
npuioxeHuto Ne 1 u npunoxenuto Ne 2 k Hacrosimum [IpaBunam;

— PETUCTPAlMOHHOE  J10Cb€ Ha  JJIGKTPOHHOM  Hocutene  (Ipu

HEOOXOAMMOCTH MO TPEOOBAHUIO YIOJIHOMOYEHHOTO OpraHa (IKCIEepTHOMN
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opraHuzanuu) pedepeHTHOTo TocyaapcTBa Ha OyMaXHOM HOCHTEINE),
colepkaliee CBEISCHHWS ¢ JOKYMEHTHI COTJIaCHO TPWIIOKEHUI0 Ne3,
K HacroswuMm [IpaBuimam. JIOKyMEHTBI  PErHCTPALIMOHHOTO  JIOCHE,
MPEJICTABIICHHBIE HA WHOCTPAHHOM SI3bIKE, JOJKHBI MMETh 3aBEPEHHBIN B
YCTAaHOBJIEHHOM MOPSIJKE ayTEHTUYHBIN MIEPEBOJ HA PYCCKUU SI3BIK;

— KONUHU JOKYMEHTOB MOATBEPKIAIOIINX OIUIATy OSKCHEPTHU3bl U
peructpainuu B pe)epeHTHOM rocyaapCTBe.

16. PeructpanimoHHOE J0CHhE TOJDKHO COOTBETCTBOBATH TPEOOBAHMIM
HacTtosiux [IpaBuit Mo COIEpKaAHUIO U KOMIUIEKTHOCTH.

B Teuenme 5 paboumx pgHEW CO JHS TIOCTYIUICHUS 3asBJICHUS
O PErucTpalvyd W PETUCTPALMOHHOTO JOChE, YIIOJHOMOYEHHBIM OpraH
(3KcHepTHas opraHu3aisi) peepeHTHOI0O TOCYIapCTBa MPOBOJNUT IPOBEPKY
MOJTHOTHl U JIOCTOBEPHOCTH COAEPM AIIMXCS B HUX CBEJICHUN, MPUHUMAECT
pElICHUE O Hayaje MPOUEAYypPbl PETUCTPALMA U IKCIEPTU3bI MEAUIIMHCKOTO
M3JCIUS W Pa3MEIIacT 3asBICHUE W PETUCTPALIMOHHOE JOChE B CBOEH
nHopmarmonHoi cucreme. Ilocie npunHsATHS pedepeHTHBIM TOCYIapCTBOM
peIIEHUsT O Haydalie MNPOUEAYpbl SKCIEPTU3bl W PETUCTPALlMU 3asABUTEIb
NPEOCTABIAECT B YIOJHOMOYEHHBIH oOpraH pedepeHTHOro TocyJapcTBa
KOIMHUHU JJOKYMEHTOB 00 OIUIaTe AKCHEPTU3bl U PETUCTPAIMHU B TOCYAapCTBAX
npuszHaHusg. MadopManms o MEAUIIMHCKUX U3ACIHAX, B OTHOIIIEHUH KOTOPBIX
MPOBOAUTCSL TPOLEAYpa IKCIEPTU3bI U PETUCTPALIMUA, & TAKKE MaTepHUasbl
PETUCTPALMOHHOTO JIOChE HA 3apPErMCTPUPOBAHHOE MEIUIMHCKOE W3IEIHE,
KpPOME€ WHCTPYKIIMU [0 MPUMEHEHUIO MEIUIIMHCKOTO U3 U 00pa3lioB
MapKUPOBKH, OTHOCSTCS K KOH(UICHIMAIBHON WHGOPMAUK U JOCTYIHBI
TOJBKO 3aWHTEPECOBAHHBIM YIIOJHOMOYEHHBIM OpraHam (9KCIEPTHHIM
OpraHu3alusIM) rocyapcTB — wieHoB Coro3a.

B cmygae, ecnu 3asBieHne 0 peructpanu o(popMIICHO ¢ HapyIICHUEM

TpeOOBaHMI, YCTAHOBJICHHBIX HacTosuuMmu [lpaBunamu, u (uaud) B
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3asBJICHUM  YyKa3aHbl HEJOCTOBEPHBIC CBEIECHUS, JHMOO JTOKYMEHTbI
PErHCTPAlMOHHOTO  JIOChE, TMpPEACTaBICHbl HE B IOJHOM 0OBEME,
YIIOJTHOMOUYEHHBI  OpraH (dKCIIEpPTHAs oOpraHuzamusi) pedepeHTHOTro
rocyJapcrBa BpydYaeT 3asBUTENIO YBEJOMIICHHME O HEOOXOIUMOCTHU
yCTpaHEHUs] B CPOK, He mpeBblmaromuii 30 paboumx JHEH C MOMEHTa
pa3MeleHus yBeIOMJICHUSI B HUHPOPMAITMOHHON CUCTEME YIOTHOMOYEHHOTO
opraHa  (SKCHEpPTHOW  opraHu3aluu)  pedepeHTHOro  rocyJapcTBa,
BBISIBICHHBIX HapymeHWd W (WIHM) TPEACTaBICHUS JTOKYMEHTOB, KOTOPHIE
OTCYTCTBYIOT, JIUOO HampaBisieT TaKO€ YBEIOMJICHUE 3aKa3HbIM MOUYTOBBIM
OTIIPaBJICHUEM C YBEJOMIIEHUEM O BPYYEHHH WU B (POpME 3JIEKTPOHHOIO
JOKYMEHTa, MOJAMNUCAHHOTO 3JIEKTPOHHOW MOANUCHIO, TUOO B 3JIEKTPOHHON
dbopMe 1o TeTEKOMMYHHUKAITMOHHBIM KaHajlaM CBSI3H.

B Teuenue 3 paGoumx JHEH cO AHS NPEACTABIEHUS HaJICKalUM
o0pa3zomM 0GOPMIIEHHOIO 3asBJICHUS O PETUCTpaAllUd U B TOJHOM OOBEME
JOKYMEHTOB  PETUCTPALIMOHHOTO  JIOChE,  YIOJHOMOYEHHBIM  OpraH
(9KCrIepTHAs OpraHU3aIlysl) MPUHUMAET PEIICHUE O Havyalle MPOIEAyPHI.

Y1o/lIHOMOYEHHBIE OpraHbl (IKCIEPTHBIE OPraHU3alliK) TOCYyAapCTB
NpU3HAHUS BIpPaBE O3HAKOMHUTBCS C XOJOM OKCHEPTHHIX padoT B
pedepeHTOM TOoCyAapCcTBEe, B TOM YHUCJE C TEPENUCKONl C 3asBUTENEM IO
3aMEUaHMsIM  YIOJHOMOYEHHOTO OpraHa (SKCHEPTHOW OpraHu3aIluu);
C JOKyMEHTaMH, MPEACTABICHHBIMH 3asiBUTEIIEM B YIIOJHOMOYEHHBIN OpraH
(9KCHEepTHYI0 OpraHu3alvil) pedepeHTHOro TrocynapcTBa B Ipollecce
AKCIIEPTHU3BI U PETUCTPALIMH METUITUHCKUX U3JICITHIA.

17. OTBETCTBEHHOCTh 3a JOCTOBEPHOCTh MPEIOCTABICHHBIX JaHHBIX
PErUCTPALIMOHHOIO IOChE HECET 3asIBUTEIIb.

18. [Ipy HEOOXOAMMOCTH YIIOJTHOMOYCHHBIH opraH (9KcHepTHas
OpraHu3aiusi), TPUBICKAET B COCTaB KOMHCCHU OKCIIEPTOB, JIHIl, HE

paboTaImuUX B YIOJTHOMOYEHHOM OpraHe (PKCIEPTHOW OpraHH3alliH), €CIIU
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WX CIeUaIbHble 3HAHUS HEOOXOJMMBI JUIS TPOBEACHHUS OSKCIIEPTHU3BI,
Y TaKUe HKCIEPTHI OTCYTCTBYIOT B IAHHBIX YUPEIKICHUSX.

[IpencraBurenu OpraHu3alui, POBOAUBIIIUX TEXHUYECKHUE
HCTIBITAHUSI, UCCICAO0BAaHUS (MCIBITAHUS) C 10 OIEHKH OMOJIOTHYECKOTO
JNEUCTBUSA W KJIMHUYECKHE  WCTIBITAHUA  MEIUIMHCKOTO  W3JCIHS,
MIPEJCTABIICHHOTO Ha D3KCIEPTU3y, HE MOTYT OBITh BKJIIOUCHBI B COCTaB
KOMMCCHHU SKCIIEPTOB.

IIpy mnpoBeaeHUM SKCHEPTU3BI IKCHEPT HE MOXKET HAXOJUTHCS B
KaKOM-TM0O 3aBUCMMOCTH OT OpraHa WIM JIMIa, Ha3HA4YMBIIETO JTY
AKCIIEPTU3Y, MHPOUZBOAUTENS MEAUIMHCKOTO H3ACIHSA, YHOJHOMOYEHHOTO
NPEJICTAaBUTENS]  NPOMZBOJUTENS WM  JAPYTMX 3aWHTEPECOBAHHBIX B
pe3yabTaTax SKCIEPTU3HI JIHII.

B ciydae eciu skcniepTy M3BECTHBI OOCTOSITENHCTBA, MPENSTCTBYIOLINE
€ro MPUBJICYCHUIO K MPOBEJACHUIO AKCIEPTHU3bI JIMOO HE MO3BOJISIONINE EMY
coOJIroAaTh TMPHUHIIUIBI €€ MPOBEACHUS, AKCIEPT CcO0OIaeT o0 yKa3aHHOM
O0OCTOSITENNILCTBE PYKOBOJIUTEIO YIOJTHOMOYEHHOTO oOpraHa (3KCIEpTHOM
OopraHM3alnm) peepeHTHOrO rocyaapCTBa.

19. YnonnomoueHHbIN oprax (axcniepTHas OpraHu3aIus)
pedepeHTHOTO rocyaapcTBa MPOBOJUT IKCHEPTU3Y 0E30MaCHOCTH, KauyecTBa
u 3G()EKTUBHOCTH MEIUIMHCKOTO W3JSIUS B CPOK, HE MPEBBIIMIAIOIIANA
60 pabounx mgHEeH, W 0GOPMIISIET DKCIEPTHOE 3aKIYeHHe Mo Gopme
corlacHo npuioxkenuro Ne 4  k HacrosmuMm IlpaBunam. BeIBOEI,
COJICPIKAIIIUECS B DKCIIEPTHOM 3aKJIIOUCHUH, JOJDKHBI ObITh OJTHO3HAYHBIMU U
TTOHSTHBIMH.

20. YIIOTHOMOYCHHBI OpraH WM OpTaHW3alus, OIpeaciICHHAS
YIOJTHOMOYECHHBIM OpraHoM (SKCIEPTHOM oOpraHu3aiueii) pedepeHTHOTro
rocyaapcTBa, MPOBOJIUT MHCIEKIIUIO MPOU3BOACTBA MEAUIIMHCKUX HU3CTUN B

COOTBCTCTBHUU C Tpe6OBaHI/I$IMI/I, YCTAHOBJICHHBIMHA Komuccueii. HHCHCKHI/ISI
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MPOU3BOJACTBA TMPOBOAUTCS  YINOJHOMOYEHHBIM OpraHoM (3KCHEpTHOU
opraHuzanuei) pepepeHTHOro rocyaapcTBa A0 MOJATOTOBKH SKCIEPTHOIO
3aKIJIIOUEHHUS, CPOKHM IPOBEACHUS HE BXOJAT B OOIIME CPOKH SKCIIEPTU3BI
(ocTaHOBKA 4acoB), 001Iee KOJIMYECTBO THEW Ha OPraHU3aLMIO U IPOBEIACHUE
HE JOJDKHO mpeBblmiaTh 90 paboumx gHed. PesynbTaThl NpoOBeIeHHOU
WHCIIEKIIUU TTPOU3BOJICTBA PACIIPOCTPAHAIOTCS HA BBIITYCKAEMYIO TTPOTYKIIHIO
HA MOMEHT WHCIIEKTUPOBAHUSI.

21. Dkcneptu3a  0Oe30MacHOCTH, KadecTBa U 3(PGHEKTUBHOCTHU
MEAUIIMHCKOTO U3JETHS M0 JAaHHBIM PETUCTPAIMOHHOTO JIOChE MPOBOIUTCS
JUTSI MEIUITMHCKUX M3JIeTTUN 1 BKJIFOYAET B CeOsl:

— aHaIM3 JOKYMEHTOB W MaTEpHUaJOB, ONPEACISIIONUX 0e30MacHOCTb,
3¢(HEeKTUBHOCT M KAdyeCTBO MEIUIIMHCKOTO W3JEIUs, B TOM YHCIE
PacXOJHBIX MATEPUAIOB U KOMIUICKTYIOIINX;

—aHaNIM3 JaHHBIX O pa3paboOTKe U TPOU3BOACTBE MEAUIIMHCKOIO
u3nenust  (CXeMbl — TMPOIECCOB  NPOU3BOJCTBA,  OCHOBHBIX  CTauil
MIPOU3BOJICTBA, YMAKOBKHU, MCHBITAHUN M MPOIEAYPHl BHIMTYCKAa KOHEYHOTO
MPOAYKTA);

—aHaJIM3 MCHOJIb3yEeMbIX CTaHAAPTOB, KOTOPBIM COOTBETCTBYET
MEUIIMHCKOE U3/ENHE;

—aHaNMM3 TPOTOKOJIOB TEXHWYECKHX HWCHIBITAHUA Ha  TOJHOTY
MPOBEACHUS M KOMIIETEHTHOCTh MCIIBITATEIHLHON Ta00OpaTOpuu U MPU3HAHUE
pe3yIbTaTOB UCIIBITAHUI HAa OCHOBE 9TOT0 aHAJN3a,

— aHaJIM3 OTYETOB MHCIIEKIIMU MPOU3BOJICTBA, POBEICHHOM B MpOIIECCEe
peructpaiuu B pamkax Coro3a;

— aHaNiU3 OTYETOB IO OIICHKE OMOJOTHYECKOrOo ACUCTBHS C TOYKU
3peHUs MOJHOTHI U Ka4eCTBA MPOBEACHHBIX UCCIEAOBAHUN. AHAIU3 OLICHKU
OMOJIOTUYECKOTO JCHCTBHA Ha COOTBETCTBHE TpeOoBanusMm I[lpaBun

IPOBEACHUSI HCCIENOBAHUM (MCHBITAHUM) MO OIEHKE OHOJIOTrHYEeCKOTO
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JNEUCTBUSI MEIUIIMHCKUX M3JEINN U MPU3HAHUE PE3YyJbTATOB UCCIEIOBAHUN
(ucribITaHMi) HA OCHOBE ATOTO aHAJIU3a.

—aHaM3 ¥ OIIEHKAa KIWHUYECKUX JAaHHBIX MO JOKyMEHTaM W
MaTepuagaM Ha COOTBETCTBHE KIMHUYECKUX wuccheaoBanuii I[IpaBunam
MPOBEACHUS KIMHUYECKUX HCIBITAHUNA MEIULIMHCKUX W3JEINi, MOJHOTHI
MPOBEACHHBIX HCCIIEIOBAHUM, JTOCTOBEPHOCTH pPE3yJIbTaTOB, CpPaBHEHUE
KJIMHUYECKUX JJAHHBIX ¢ UMEIONTMMHUCS aHAJIOTAMH U TIPU3HAHUE PE3yJIbTaTOB
UCCIIEIOBAaHUI Ha OCHOBE 3TOTO aHAJIN3a;

—aHalIu3 pHUCKOB (C yKa3aHWEM WJICHTU(PUIUPOBAHHBIX PHUCKOB,
OOOOIIEHHBIX JaHHBIX 10 BalWJallUd ¢ BepUUKAIMU HUCIIBITAHUH,
7a00paTOPHBIX  TECTOB, JACMOHCTPUPYIOUIUX BBIIIOJHUMOCTh HACH B
KOHEYHOM MPOYKTE, TUTEPATyPHBIE TaHHBIE 110 aHAJIOTaM);

— OLIGHKY  COOTBETCTBHSl ~ yKa3aHHOTO  3asBUTENEM  Kjacca
NOTCHIIMATLHOTO  PHCKAa  MPUMEHEHUS  MEOUIIMHCKOTO  M3JeNus B
cooTBeTcTBUU C IlpaBunamu kinaccuukanuv MEIUIMHCKUX U3JETUN B
3aBUCUMOCTH OT MOTEHIIUATBFHOTO PUCKA IPUMEHEHHS,

— aHaau3 MPaBUILHOCTH ompeeeHus HOMEHKJIATypHOU
MPUHAJICKHOCTH MEIUIIMHCKOTO W3Jeiusi, coriacHo mpuHsaToil B Coro3e
HOMEHKJIATYPE MEIUIIMHCKUX U3/IEIHIA;

— aHanu3 0e3omacHoCcTy U 3PHEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA B
COCTaBE MEIUIIMHCKOTO W3JENNs, €ro BIUSHUS Ha (QPYHKIHOHAIHLHOCTH
MEAUIMHCKOTO H3/ENusl, COBMECTUMOCTH JIEKaPCTBEHHOTO CpEACTBa C
MEAUIIMHCKUM H3JeTUEM (32 HUCKIIOYCHHEM MEAMIIMHCKUX W3JEIUM s in-
Vitro  nmuarHoctwku).  JlekapCTBEHHOE  CPEICTBO  JO/DKHO  OBITh
3apEruCTPUPOBAHHBIM " paspenieHHbIM K MPUMEHEHUIO B
CTpaHe — MPOU3BOAUTEIE JIEKAPCTBEHHOT'O CPEJICTBA;

— a”Hayu3 OMOJIOTMYECKOW 0e30MacHOCTH MEIUIIMHCKOTO HM3JEiHs Ha

OCHOBC aHaJIn3a CIIMCKa BCCX MATCPUAJIOB KMUBOTHOI'O HWJIM YCIOBCYCCKOIO
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MIPOMCXOXKJICHUS, BXOJAIIUX B W3JENINE, a Takke MH(popMmaiuu o moadope
UCTOYHUKOB (JIOHOPOB), 00 OTOOpEe MaTepwala, MPOIECCUHIEe, XPaHCHUH,
TECTUPOBAHWHU, BalUJallMd TIPOILEIYpP TECTUPOBAHUS W OOpaIlIeHUS C
TKaHSAMH, KIETKaMH, CyOCTaHIIUSIMH JKMBOTHOTO WJIM YEJIOBEYECKOTO
MIPOUCXOXKJICHUS, KyJIbTYypaMU MUKPOOPTaHU3MOB U BUPYCOB;

— aHallU3 TMPOLEAYpPhl U METOJOB CTEPUIM3AIUU MEIUIIMHCKOTO
U3JIeNus, MaTepuaioB, OOOCHOBBIBAIOIIUX  CIOCO0  CTEpUIM3AlIUM,
IpeaiaraeMbIX METOJOB KOHTPOJII KadecTBa M OMNPEACICHUS OCTaTKOB
CTCPWIM3YIOIIETO BeIIeCTBa NPH NPHUMEHEHUHW XUMHUYECKOTo crocoba
CTEPHIIN3AIINY;

— M3yYCHHE BAIMJHOCTH IIPOTPAMMHOTO OOECIICUCHHS Ha OCHOBE
aHaiMM3a JaHHBIX O ero BepuHWKaMW MW BaTWJAllMA, B TOM YHCIE
uH(OpPMAIIUU O ero pa3padoTKe U TECTUPOBAHUU BHYTPHU MPEINPHUATHS U TIPU
MYJBTHIICHTPOBBIX ~ HMCCICIOBAHUAX, JAaHHBIX 00 WAeHTHU(PUKAIUK U
MapKHPOBKE OIEPAIIMOHHON CUCTEMBI;

—aHajW3 oOT4eTa O CTAOWJIBHOCTH  MEIMIIMHCKOIO  H3JICIIHS,
000CHOBaHHOCTH 3asBJICHHOTO CPOKa XPaHCHUS,

— aHaM3 IJ1aHa cOopa M aHaiM3a JIaHHBIX IO O€30MacHOCTH H
3 PEKTUBHOCTH MEAUITMHCKOTO U3/IEIUS Ha MOCTIPOIAXKHOM JTarle;

— aHanm3 uHpopMaIy 0 MapKeTHHTe (MCTOPUHN U3/SIUS Ha PIHKE TIPH
YCIOBHH €ro oOpaiieHus 6oJiee IByX JeT) (pu HATUYHHN);

— aHaJI3 TPEACTAaBICHHOW MHOOPMAMK O HAJTUYUH WX OTCYTCTBUH
COOOIIICHUI O HECUACTHBIX CIIy4asX M OT3bIBaX C pPhIHKA MEIUIIMHCKHAX
U3JICTTUH O HEXENAaTeNIbHBIX COOBITHSIX W (WJIM) HECYACTHBIX CIydasiX,
CBS3aHHBIX C  HCIOJb30BAaHMEM  M3JCIUSA, aHAIM3  yBEIOMIICHHMA
1Mo 0€30MacHOCTH MEIUIIMHCKOTO M3ACNHS, IMOaX0Aa K PACCMOTPECHHIO 3THX
po0JIeM W WX PEIICHUS TPOM3BOJHUTEIIIMH B KaXKJIOM M3 TaKHX CIIy4acs;

OINMCaHWe aHAM3a U (WIK) KOPPEKTUPYIOIIUX JICHCTBHIA, TPEANPUHATHIX B
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OTBET Ha IIEPEUYHUCJICHHBIC BBIIIE CIydan. AHAJIU3 COOTHOIIEHUS YPOBHS
MPOJaX K KOJIMUECTBY HECUACTHBIX CIy4aeB U OT3bIBOB;

— aHaJIM3 TPEJACTABICHHOTO TMPOU3BOAUTEIEM KOHTPOJIBHOTO TMEPEUHS
COOTBETCTBHSI MEAUITMHCKOTO m3aenus OOmmum TpedoBaHusIM 0€301acHOCTH
1 3(OPEKTUBHOCTH MEAUITMHCKUX W3ICIIHH,

— OLIEHKY PYKOBOJCTBAa JUIsi NOTpeOuTenss (IpOeKTa HWHCTPYKIUU
10 MEIMIIMHCKOMY TNPUMEHEHHUIO) MEIUIMHCKOTO H3JCIHS, B TOM YHCIIEC
pacXodHBIX MaTEepUAIOB W KOMIUIEKTYIOIIMX W  OAKCILTyaTallMOHHOTO
JTOKYMEHTA;

— OLIEHKY MapKHUPOBKH MEAUIMHCKOTO WU3EIHS.

22.1lpy  TpoBeAEHMH  JKCIEPTU3bl  OE30MACHOCTH,  KadyecTBa
1 3P(HEKTUBHOCTH MEAUIIMHCKOTO U3JENUS B CIydae HEIOCTaTOYHOCTU IS
MOATOTOBKHA  3KCHEPTHOTO  3aKIIOUYEHUS  MAaTepHalioB UM CBEJCHHI,
COIEpKAIIMUXCS B  3asBJICHMM O  PETUCTpallMM W JOKYMEHTax
PETUCTPAlMOHHOTO  JOChE,  YIOJIHOMOYEHHBI  OpraHn  (dKCIepTHas
OpraHM3alis) HampaBlseT  3asgBUTCIIO  3alIpoC O  TNPEIACTaBICHHH
HEOOXOJIMMBIX CBEJICHUM C yKa3aHMEM XapakKTepa 3aMeuaHHuil U crocoda ux
yCTpaHEHHS.

VYka3zaHHBIN 3aMpOC HAMPABIAETCS OJTHOKPATHO U MOXET OBITh TIEpeiaH
YIOJIHOMOYEHHOMY TPEJACTABUTENI0 3asBUTENS JIMYHO TIOJ PACIHUCKY,
HaIpaBJICH MO IOYTE 3aKa3HbIM MHUChbMOM WM TEepelaH B BJIECKTPOHHOU
dbopMe 1O TEIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBsi3u JOo B (dopme
ANEKTPOHHOIO IOKYMEHTA, TOAMUCAHHOTO 3JIEKTPOHHON MOANUCHIO.

3asBUTENb 00513aH MPEICTABUTH OTBET HA 3aMpOC YIOJIHOMOYEHHOIO
opraHa (dKCIIEpTHOH OpraHu3alii) B CPOK, HE IpeBbIIIAroNpi 60 padboumnx
JHEW CcO JHS TMOJydeHHUs 3TOro 3ampoca. B ciyuae HempeacTaBieHUs IO
uctedyeHun 60 paboumx JAHEHl 3asBUTENEM OTBETAa HAa  3amMpoc

YIOJHOMOYCHHOTO  opraHa  (dKCIIEPTHOW  OpraHM3allif),  PeIICHUE
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NPUHUMAETCS YITOJIHOMOYCHHBIM OPTraHOM (IKCIIEPTHOW OpraHM3anueil) Ha
OCHOBaHUU JOKYMEHTOB, UMEIOIINXCS B €€ PACIOPSKCHHH.

Bpemst co nHsS HampaBlieHHsI 3ampoca yHOJHOMOYEHHOTO OpraHa
(oKkcmepTHOM OpraHM3au) A0 JHSA IOJIYYCHHS OTBETa Ha 3alpoc WM
YBEJOMJICHHSI O HETPEJCTABICHWH OTBETA Ha 3alpoC HE YUWUTHIBACTCS MpHU
HCYHUCJICHUN CpPOKa TMPOBEIACHUS IKCIEPTU3bl KauecTBa, d3(OPEKTUBHOCTH U
0€30MaCHOCTH MEAUIIMHCKOTO U3/EIIHS.

OcHoBaHMSIMM 11 BBIHECEHUS  yMOJHOMOYEHHBIM  OpPraHOM
(3KCIIEpTHOM oOpraHu3anueil) 3akioueHuss o0 OTKa3e B pErucTpaluu
MEUITMHCKOTO U3JENHS SIBISIOTCS:

—KkauectBO W (unu) dPdekTuBHOCT, W (Wau) 0e30MacCHOCTh
PETUCTPUPYEMOTO MEAWIIMHCKOTO  W3JIeNHsl ~ HE  TOATBEPKICHBI
MIPEICTABICHHBIMH B PETUCTPAIIMOHHOM JI0ChE JTaHHBIMU;

— PUCK TIPUYMHEHUS BpeJa 3J0POBBIO TPaXKIaH M MEIUITUMHCKHUX
paOOTHUKOB BCJICJICTBHE MPUMEHEHUS MEIUIIMHCKOTO W3ICNHS MPEBBIMIACT
3¢ PEKTUBHOCTD €T0 TPUMCHECHUS;

— HE yCTpaHEHUE BBISBIICHHBIX HAPYIICHUN U (WJIM) HE TIPEICTABICHHE
OTCYTCTBYIOIIHUX JOKYMEHTOB.

23. Ilpy HEOOXOAUMOCTH YIOJIHOMOYEHHBIE OpraHbl (IKCIEPTHHIE
OpraHu3alKM) TOCYAApCTB MPHU3HAHUS MOTYT C HCIOJB30BAaHUEM CPEICTB
WHTErPUPOBAHHON crcTeMbl COI03a HAMPABISTH B YIIOJTHOMOUYECHHBIC OPTaHbI
(9KCTIepTHBIE OpraHu3aIi) pedepeHTHOTO TOCyAapCTBa CBOM 3aMEUYaHUs U
npeuiokeHus: 10 O0GOPMIICHUS YIOJHOMOYEHHBIM OpPraHoM (IKCHEPTHOU
opranu3zaiueit) peepeHTHOro rocy1apcTBa AKCIEPTHOTO 3aKITIOUEHUS.

B xone cormacoBaHusi 3KCHEPTHOTO 3aKIIOYEHHUS YMOJIHOMOYEHHBIE
opranbl rocyaapctB — ujeHoB (Coro3a MOTyT B3aMMOJEHCTBOBAThH IS
peryaupoBaHusl  BO3HUKAIONIMX BOMPOCOB B  (opmare TMEpenucKH,

BUJICOKOH(DEPEHIINH, OYHON BCTPEUH.
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24. Tlocne odopmiIeHUs] PKCIIEPTHOIO 3aKIIOUYEHUS YIOTHOMOYEHHBIN
opral (KcIepTHas OpraHu3anusa) peepeHTHOro rocy1apcTa pa3MeniaeT B
cBoeld MHGOPMALIMOHHOM CUCTEME 3KCIEPTHOE 3akitodyeHue. ['ocymapcTBa
IIpU3HAHUA B CpPOK, He npeBblmaromui 30 KaJICHIApHBIX JHEW IIOCHE
pa3MeIIeHHs] YIOJHOMOYEHHBIM OpPraHoM (SKCHEPTHOW OpraHu3alueil)
pedepeHTHOTO rocymapcTBa B CBOEH  HMH(POPMAIMOHHOW  CHCTEME
DKCHEPTHOTO  3AKJIIOYEHUWs, HAIPaBISIIOT B  YIOJIHOMOYEHHBIM OpraH
(3KCMEPTHYIO OpraHu3aiuil) pedepeHTHOTo TocyJapcTBa 0OOCHOBAHHOE
MOATBEPKJICHUE COTJIACOBAHUSI (HECOTJIACOBAHMS) SKCIIEPTHOTO 3aKIIFOUEHUS
no ¢opme cornmacHo mpuwiokeHuto Ne 12 k wHacrosumm [IpaBumam ¢
UCIIOJIb30BAaHUEM CPEJICTB MHTEIPUPOBAHHOM cucTteMbl Coro3a, B TOM 4YHCIIE
MOATBEPKIAOT MPABUIBHOCTh IE€PEBOJA PYKOBOJCTBA IMOJI30BATEIIA
(MHCTPYKIIMM 1O  MEIMIIMHCKOMY  TNPUMEHEHHIO), MapKUPOBKH Ha
rOCYyJapCTBEHHBIE  A3BIKM B COOTBETCTBUM  C  TpeOOBAHUSMHU
3aKOHOJIaTEJIbCTBA FOCY1apCcTB — WieHOB Coro3a.

B caywae  HempenocTaBieHMA ~— TOCYJAapCTBaMH  NPU3HAHUA
MOATBEPKICHUE COrIaCOBaHMS (HECOTIIACOBAHUS) SKCIIEPTHOIO 3aKIFOYEHUS
3ameyaHuid B TeyeHne 30 KaJeHOApHBIX MHEH, DKCHEPTHOE 3aKIIOYCHHE
pedepeHTHOTO TocyAapcTBa SBISETCSA COIIACOBAHHBIM.

B Tteuenne 10 paboumx AHEH TMOCIE COTIACOBAHHUS HKCIEPTHOTO
3aKIIFOYEHHUS] TOCYyAapCTBaMM NPU3HAHHS  YIIOJHOMOYEHHBIM  OPraHOM
pedepeHTHOTO ToCcyJapcTBa NPUHUMAET PEIICHHE O  PErucTpaluu
MEIULMHCKOTO M3JeNus W pa3MellaeT B EIMHOM peecTpe MEIULMHCKHUX
U3JICNINN, 3aperuCcTpUPOBaHHbBIX B paMmkax Cotro3a (nanee — Equnbiii Peectp),
CBEICHUS O MEAMUMHCKOM  W3JCIIHNM, PYKOBOJACTBO  IIOJIb30BATEI
(MHCTPYKLIMIO 1O MEAMIMHCKOMY TIPUMEHEHHUI0) H  YTBEPXKIACHHYIO
MapKUPOBKY  MEIMLMHCKOIO  HW3JAETus, COOTBeTcTBytomme  OOumm

TpeOOoBaHUAM 0€30MacHOCTH U A(HPEKTUBHOCTH MEAUITUHCKUX U3ICIIHM.
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25. YIIOJITHOMOYEHHBI OpraH peepeHTHOro rocyaapcTBa B TE€UEHHUE
10 pabouux ngHEl oOQOpMIIIET PErUCTPAllMOHHOE YJIOCTOBEPEHUE IO
YCTAaHOBJICHHOW  QopMe ©  TPWIOKEHHE K  PETUCTPAIMOHHOMY
yJA0CTOBEpPEHNI0, O(OPMIICHHBIE B COOTBETCTBHH ¢ TpuiokeHuem Ne 8 u
npuioxenueM Ne 9 k Hacrosium [IpaBunam a1ub0 yBeToMIIsIET 3asiBUTENS 00
OTKa3e B PErUCTpallMd MEIUIMHCKOTO U3JEIUs IO TMOoYTe 3aKa3HbIM
MUCHMOM, Ha PYKH IO JOBEPEHHOCTH WM B DJJIGKTPOHHOH ¢opme 10

TCIICKOMMYHHUKAIIMOHHBIM KaHaJlaM CBA3U.

I11. TIpouenypa coryiacoBaHus SKCIIEPTHOTO 3aKIFOUCHUS

26. Ilpy mpoBeAeHWH COTJACOBAHMS OAKCIEPTHOTO  3aKIIOUCHUS
rocyapctBa TPHU3HAHMUS TIPOBOJAT OIEHKY OSKCHEPTHOTO 3aKIIOYCHUS
pedepeHTHOTO TOCYAapCTBA HA TIPEAMET TOJHOTHI M IOCTATOYHOCTH JAaHHBIX,
JIOKa3bIBAOIIUX 0€30MacHOCTh U 3 (PEKTUBHOCTh MEAUIIUHCKOTO U3CIHS.

27. CoriacoBaHuE€ S3KCIEPTHOTO 3aKJIIOUCHUS SIBISETCS OCHOBAHUEM
JUTSL IPUHSTUS PEUIEHUs O PETUCTPAIlM MEIUIIMHCKOTO M3JeNus B paMKax
Coro3a.

28. OcHOBaHMEM MJIS HECOTJIACOBAHUSI OKCHEPTHOTO 3aKITIOYCHUS
pedEepEeHTHOTO TOCYIapCTBa SBISIOTCS:

— HAQJIMYKUE CBUJIETENICTB O TOM, 4TO 3(PQGEKTUBHOCT, MU (WUJIN)
0€30MacHOCTh PErUCTPUPYEMOTO MEAUIIMHCKOTO U3ACIUS HE TTOATBEPIKICHBI
MPEACTABICHHBIMH B PETUCTPAIIMOHHOM JI0ChE TAHHBIMU;

— HQJIMYWUE CBUJETEIBCTB O TOM, YTO PHUCK TMPUYMHEHUS Bpenaa
3JI0POBBIO TPAKJIAH W MEIUIMHCKUX PaOOTHUKOB BCIICJICTBHE NMPUMCHCHUS
METUITMHCKOTO U3JIEHS TIPEBhIMaeT 3(PPEKTUBHOCT €r0 TPUMEHEHHSI.

29.1lpm  OTCYTCTBMM KOHCEHCyCa MEXIy TOCYJapCTBaMH  IIO
COTJIACOBAHHUIO JKCIIEPTHOTO 3aKIIOUCHUsI YperyJupOBaHWE pa3HOTIACHi

OCYILECTBISICTCS CpOK, He mnpeBblmarommii 30 paboumx JHEW IyTem
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oOpallleHusl B KOHCYJIbTaTUBHBII KOMUTET MO MEAMLIMHCKUM HU3JIEIUSIM IPU
Komneruun Komuccuu (nanee — KOHCynbTaTUBHBIA KOMUTET).

YIIONTHOMOYEHHBII OpraH (3KCHEepTHas opraHu3anusi) pedepeHTHOro
rocyaapctBa HampabiiieT B KOHCyJIbTaTUBHBIA KOMHUTET 3asBJICHHE Ha
OJlaHKEe  yIOJIHOMOYEHHOTO OpraHa (9KCIEPTHOM  OpTraHu3aluu) o
HEOOXOJIMMOCTH PAaCCMOTPEHUS PAa3HOTJIACUI C yKa3aHWEM OOLIUX CBEICHUI
O MpeIMEeTe pa3HorIacuil U CBeICHHI 00 UTOrax MpOBEICHUS IEPETOBOPOB U
KoHcynbTalui. K 3asgBieHnio MOryT mpuwiaraTtbCi JHOObIE MaTepualbl,
OOOCHOBBIBAIOIINE TO3UIHUI0  YIOJHOMOYEHHOTO oOpraHa (3KCIEepTHON
opranusaium) peepeHTHOro rocy1apcTBa Mo MPEAMETY Pa3HOTIACHIA.

[locne monydeHust 3asBICHHS OT  YIOJHOMOYEHHOIO  OpraHa
(3KcmepTHOM opranuszanuu) pedepeHTHoro rocyaapctsa KoHcynbTaTUBHBIN
KOMHUTET TMPUHUMAET 3adBJICHHME U  I[pWilaraeéMble MaTepHalbl K
PAaCCMOTPEHMIO M 3allpalllMBacT y YINOJHOMOYEHHBIX OPraHoB (3KCIEPTHBIX
OpraHu3alMii) roCyJapCTB NPHU3HAHWSA MaTepuaibl, NOATBEPKIAIOIIAE HX
NO3ULIHIO TI0 PEAMETY Pa3HOIIACUH.

Ilocne momydeHus MarepuaioB OT YIOJIHOMOYEHHBIX OPraHOB
(3kcniepTHBIX opranuzanui) KoOHCyJIbTaTUBHBIM KOMHUTET HampaBisieT
YBEJOMJICHHS] O MPOBEACHUHU 3aCENaHusl M0 YPEryJIUpPOBAHUIO pa3HOrIaCUi
YIOJIHOMOYEHHBIM OpraHaM (3KCIEPTHBIM OPTaHU3ALUSAM).

KoHCynbTaTUBHBIH ~ KOMHTET  OOECIIEUMBAET  OPraHU3alUI0 U
NPOBEACHUE 3acelaHusl MO YpEryJMpOBaHUIO paszHoriacuil. B 3acepanum
OPUHUMAIOT  Yy4YacTUE€  MPEACTaBUTEIM  YINOJHOMOYEHHBIX  OpPraHOB
(3KCIEpPTHBIX OpraHu3aluil) peQepeHTHOro rocyAapcTBa M TOCYAapCTB
IPU3HAHMUSL.

[lo wroram 3acemaHusi NPUHUMAETCS PEIICHUE, KOTOPOE HOCHUT

PEKOMEHAATEIIbHBIN XapaKkTep.
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30. HecormnacoBanue 53KCHEPTHOTO 3aKIIOYEHUS pedEepeHTHOro
rocyJlapcTBa B OJJHOM U3 TOCYAapCTB MPU3HAHUS SIBJSICTCS OCHOBAHUEM JIJISI
OTKa3a B OOpallleHUU MEIAUIMHCKOIO U3JCNUsl Ha TEPPUTOPUM JAHHOTO

rocyJapcTBa npu3HaHHUs.

[V. DkcnepTusa npu BHECEHUU U3MEHEHUHN B PETUCTPALIMOHHOE JOCHE
MEIULIMHCKOTO U3IEIIHs

31. DkcnepT3a BHOCHMBIX HW3MEHEHHH B PETHCTPALIMOHHOE J0CHE
MEIUIIMHCKOTO  M3ACIHS  MPOBOAWTCS  YIOJHOMOYEHHBIM  OPTaHOM
(3KCIIepTHOM opraHu3anueil) pe)epeHTHOro rocyJapcTBa U BKIIIOYAET B ce0s
OIICHKY TIOJHOTBHI, KOMIUIGKTHOCTH W TPABWIBHOCTH  O(OPMIICHUS
JIOKYMEHTOB, OIICHKY BJIUSHUS BHOCHUMBIX H3MEHEHHWW Ha O0€30MacHOCTb,
3¢ (PEeKTUBHOCTh U KAue€CTBO MEIWIIMHCKUX H3JCIHM, IMyTeM MPOBEIACHUS
IKCIIEPTU3BI JOKYMEHTOB.

[Ipou3BoguTeIr B TEUYCHUE JBYX MECSIEB C MOMEHTAa BHECEHUS
W3MCHEHUN 0053aH WHUIMUPOBATH TMPOICAYPY BHECEHHS H3MCHCHHH B
PErUCTPAILMOHHOE 0ChE.

B cnydae HeoOXOaUMOCTH BHECEHHS] M3MEHEHHU B PETUCTPAIMOHHOE
J0CbE€ MEIMIIMHCKOTO W3JIENHs, 3aBUTENIb HAMPABISET B YIOTHOMOYCHHBIN
opraH (3KCIEPTHYIO OpraHu3aiuio) peepeHTHOro rocyaapcTBa 3asBiICHUE O
BHECEHUU M3MEHEHHH B PETMCTPAIIMOHHOE JOChE HAa MEIUIIMHCKOE W3/IETHUE
nmo ¢opme corimacHo mpuiaoxkeHuto Ne 5 k HactosmuMm IlpaBumam ¢
MPEACTABICHUEM JIOKYMEHTOB, MOATBEPKIAIOIMIUX TaKWe HW3MEHEHHS, IO
dbopme corytacHo npuiioxkenuto Ne 6 k Hactosiium [IpaBunam.

32. 3asBreHMe O BHECEHWW HW3MEHEHHH B PETHCTPAIMOHHOE J0CHE
MEAUIIMHCKOTO U3/ETHUS C IPEICTABICHUEM JTIOKYMEHTOB, TTOITBEPKIAFOIINX
TaKue M3MEHEHHs, Pa3MEIIaloTCS YIOJHOMOYEHHBIM OPraHOM (IKCHEPTHOU

opraHm3anuei) pedepeHTHOTO TOoCcyJaapcTBa B CBOeH HHGOPMAIMOHHOM
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CUCTEME U JOCTYIIHBI TOJIBKO 3aWMHTEPECOBAHHBIM YIIOJIHOMOYEHHBIM
opraHam (3KCIEPTHBIM OpraHu3aIusM) rocyaapcTB — wieHoB Coro3a.

Ilepeyenp W3MEHEHUN, B OTHOLICHUM KOTOPBIX OCYIIECTBISACTCS
DKCIIEPTH3a TMPHU BHECEHUH H3MEHCHUNM B PETUCTPALMOHHOE JIOChE,
ornpe/eseHbl B mpuiiokeHu Ne 6 k HactosuuM [IpaBunam.

YOJIHOMOYEHHBIE OpTaHbI (9KCTIepTHBIE OpraHHU3allHN )
rocyJlapcTB — npu3HaHus B TeueHue 30 pabouux JHEW co JHS pa3MenieHUs
YIOJIHOMOYEHHBIM OpPraHoM (PKCIIEPTHOM oOpraHuzanuen) pedepeHTHOro
rocyJlapctBa B CBO€H HH(POPMAIMOHHON CHUCTEME 3asBJICHUSI O BHECEHUHU
U3MEHEHUW B PETUCTPAlMOHHOE JOChE Ha MEIUIMHCKOE HU3JIEIue
C IIPEICTABICHUEM JOKYMEHTOB, MOATBEPKIAKOIINX TaKUE W3MECHEHHS,
MOTYyT C HCHOJIb30BAHUEM CPEACTB HHTErPUPOBAHHOM cucTteMbl (Corosa
HAlpaBUTh B YIOJHOMOYCHHBIM OpraH (SKCIEPTHYIO OPIraHHU3AIHIo)
pedepeHTHOTO TroCcy/1IapCcTBa CBOM 3aMEUaHusl U IPEAJIOKEHUS O TOATOTOBKHU
YIOJHOMOYEHHBIM OpPraHoM (PKCIEPTHOM opraHuzaiuen) pedepeHTHOTro
rocyJapcTBa dKCIEPTHOTO 3aKIIOYEHHUs, OPOPMIIEHHOTO MO YCTaHOBIICHHOU
dbopme cormacHo npuioxkennro Ne 7 k HactosmuM [IpaBuam.

B Tteuenue 5 pabouux gHEW €O JHA TOCTYIUICHHS 3asBJICHUS O
BHECEHUU U3MEHECHUH B PETUCTPALIMOHHOE 10CHE HA MEIUIIUHCKOE U3JICIHE C
MPEJICTABICHUEM JOKYMEHTOB, TNOATBEPKAAIOIMINX TAKUE W3MEHEHMUS,
YIIOJTHOMOYEHHBIH ~ OpraH  (9KCIEpPTHas  oOpraHusaius) pedepeHTHOro
rocyiapcTea  NPOBOJUT  NPOBEPKY  NOJHOTBI W JOCTOBEPHOCTHU
COJEPIKAIIMXCS B HUX CBEJICHUM.

B cinyuae ecnu 3asBjieHUE O BHECEHUU U3MEHEHUN B PETUCTPAIMOHHOE
J0OChE Ha MEIUIMHCKOE Hu3aenne o(hOopMIICHO C HapylleHHeM TpeOOBaHWUIA,
YCTAaHOBJICHHBIX HacTosmuMmu [IpaBunamu, m (Uinv) B 3adBJICHUU YKa3aHbI
HEJIOCTOBEPHBIEC CBENICHMsI, JIMOO JOKYMEHTHI, TIOJITBEPKIAIONINE BHECECHUE

U3MCHCHUM B PETUCTPALIMOHHOC  JOChC, MPCACTABIICHBI 3asBUTCICM
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HE B MOJHOM 00beMe, YIOJHOMOYEHHBIM OpraH (SKCIEpTHas OpraHu3aIus)
pedepenTHOoro rocynapcra He mo3zaHee 30 pabouwx JHEW BpydaeT
3asBUTEII0 YBEIOMJICHHE O HEOOXOJWMOCTH YCTPAHEHHUS BBISBICHHBIX
HapylmIeHWH W (WJIW) TPEICTaBICHUS JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT,
aM00 HampaBisIeT TaKO€ YBEAOMIIEHHE 3aKa3HBIM MOUYTOBBIM OTIIPABICHUEM
C YBEIOMJICHHEM O BpYYEHHHM WIU B (OpME IJIEKTPOHHOTO JTOKYMEHTA,
MOJNMCAHHOTO AJIEKTPOHHOW MOJIMNUCHIO, MO0 B AJIEKTPOHHOU (popme Mo
TEJICKOMMYHHUKAITMOHHBIM KaHajaM CBS3H.

B Teuenme 3 pabGoumx mHEH CO AHSA MPEACTABICHUS HaICKANAM
obpazoMm  0oGOPMIICHHOTO 3asBJICHHS O BHECCHMHM HW3MCHCHUH B
PErUCTPAIIMOHHOE JOChE MEAUIIMHCKOTO W3NS W B TIOJHOM O0OBbeMe
JOKYMEHTOB, TOATBEPKIAIOIMNX TaKUE H3MEHEHHUS, a TaKXkKe B Clydae
YCTpAaHCHHWS  BBISIBICHHBIX  HapylmieHWd ©W  (WiIM)  TPEACTaBICHUS
OTCYTCTBYIOIIUX JIOKYMEHTOB, YIIOJTHOMOYEHHBI oOpraH (9KCHepTHas
opranuzanusi) pedepeHTHOro ToCcyAapcTBa MPUHHUMAET PEIICHHE O Haudaje
MpOIIeyPhl BHECEHUS] N3MEHEHUN B PETUCTPAIMOHHOE JOChE MEIUIIMHCKOTO
U3JIETIHSI.

3asBUTEIL 0053aH MPEACTABUTHL OTBET Ha 3alpoC YIOJHOMOYEHHOTO
opraHa (PKCHEPTHOM opraHu3aluyM) B CPOK, HE MpeBbimarommi 60
KaJIEHJApHBIX JHEW CO [JHS TNOJY4YEeHMs OJTOro 3ampoca. B caydae
HEMpeACTaBICHUS 10 UCTeueHUH 60 KalleHJapHBIX THEW 3asBUTEJIEM OTBETa
Ha 3aMpoc yMOJHOMOYEHHOTO opraHa (dKCIEePTHON OpraHU3allNH), PEIIeHUE
NPUHUMACTCS YIIOJTHOMOYCHHBIM OPraHOM (KCIIEPTHOW OpraHu3amueil) Ha
OCHOBaHHWH JJOKYMEHTOB, HMEIOIIUXCS B €r0 PaCIOPsHKCHUH.

Bpemst co nmHsS HampaBiieHHsI 3ampoca yMOJHOMOYEHHOTO OpraHa
(9KCTIepTHOM oOpraHu3au) 10 AHS TOJy4YeHUsS OTBETAa Ha 3ampoc WU

YBCAOMIICHHA O HCIPCACTABIICHHH OTBCTA HaA 3alIpOC HC YUYUTBLIBACTCA IIPpHU
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UCYHUCIICHUN CpOKa MPOBEACHUS KCIEPTU3bl KauecTBa, 3((HEKTUBHOCTU U
0€30IMacCHOCTH MEUIIMHCKOTO U3JIEIHS.

BHeceHne wu3MEHEHMII B PETHCTPAIMOHHOE JOChE MEAUIMHCKOTO
U3JIeNINs IPOBOJIUTCSI HA OCHOBAHUU PE3YJIbTATOB AKCIEPTU3bI BOZMOXKHOCTH
(HEBO3MOXXHOCTH) BHECEHHS M3MEHEHHM B PEruCTPAlMOHHOE JOChE
MEJUIIMHCKOTO U3/IEINs B CPOK, HE MpeBbimaroimuii 30 pabouunx THEH.

OcHoBaHUSIMM  JUIsl  BBIHECEHUS  YNOJHOMOYEHHBIM  OpPraHOM
(okcmepTHOM oOpraHu3aiueil) pePepeHTHOr0 TrocyIapcTBa 3aKIIOYCHHS O
HEBO3MOXXHOCTH BHECEHHUsSI M3MEHEHHWW B  PETUCTPAIMOHHOE JIO0ChE
MEJIULIMHCKOTO U3/IEIIUSl SIBIISFOTCS:

— HEJIOCTOBEPHOCTh TPEACTABICHHBIX CBEIACHUN, OOOCHOBBIBAIOIIUX
BHECCHUE U3MCHCHUM;

— OTCYTCTBHUE CBEJICHUH, MOTBEPIKIAIOIINX HEU3MEHHOCTh
(YHKIIMOHAJILHOTO Ha3HAYCHUS U (WJIM) MIPUHIIMIA JACHCTBUS MEAUIIMHCKOTO
U3JIeTUs, B CBSI3U C BHOCUMBIMU U3MEHEHUSMH B JOKYMEHTAIIHUIO;

— HEYCTPAHECHUE BBISBICHHBIX HApyIICHUN W (WJIM) HEMPEACTABJICHHE
OTCYTCTBYIOIIUX JOKYMEHTOB.

YTONMHOMOYEHHBIN opraH (3KcHepTHas opraHu3anus) pedepeHTHOro
rocyjapctBa B TedeHHe 2 pabouux pgHed odopMIsieT 3aKIOUYEHUE O
BO3MOXHOCTH (HEBO3MO>XHOCTH) BHECEHHS] U3MEHEHUI B PETrMCTPALIMOHHOE
JIOChE MEIUIIMHCKOTO U3ICIIHS.

33. DKCriepTHOE ~ 3aKJIIOYEHWEe W PYKOBOACTBO  IOJH30BATENsA
(MHCTPYKIUS TO MEIUIIMHCKOMY TPUMEHEHHI0), MaKeT YITAKOBKH HWJIU
TUKETKH MEAUIIMHCKOTO U3JICJIUS Ha PYCCKOM sI3bIKE (IMPU HEOOXOAMMOCTH)
pa3MenalTcs YIMOJTHOMOYCHHBIM OpPraHOM (IKCIEPTHOH OpraHMU3aIuei)
pedeperTHOrO rocyapcTBa B CBOeH MHPOPMAITMOHHONW CHCTEME U JIOCTYITHBI
TOJIBKO 3aUHTEPECOBAHHBIM YMOJHOMOYEHHBIM OpraHaMm (3KCIEPTHBIM

opraHu3zaiusaM) rocyaapcts — wieHoB Coro3a.
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34. T'ocynapctBa npuszHaHusi B TeueHue 10 pabouyux gHEH ¢ MOMEHTa
pa3MeIIeHNs] YIOJHOMOYEHHBIM OpPraHOM (PKCHEPTHOM OpraHu3alueit)
pedepeHTHOTO TrocyAapcTBa B CBO€M  HMH(POPMAILMOHHOW  CHUCTEME
DKCIEPTHOTO 3aKJIIOYEHHS] BIPABE HAIPAaBUTh B YIOJHOMOYEHHBIM OpPraH
(3KCMEPTHYIO OpraHW3alnio) pedepeHTHOro rocyaapcTBa OOOCHOBAHHBIC
3aMEeYaHus U NPEIJIOKEHHUS .

35. B ciyyasix, koria BHOCUMbIE M3MEHEHMsI KacaloTCsi M3MEHEHUN B
PErHCTPAIMOHHOM yIOCTOBEPEHUH, YIIOJHOMOYEHHBI Opral peepeHTHOIro
roCcyJlapCTBa BBIJAET HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHE IO MTPEKHUM
HOMEPOM C YKa3aHHUEM JaTbl BHECEHHS U3MEHECHHS.

36. YIolHOMOYEHHBIM  opraH  pedepeHTHOTO  TrocyJapcTBa  Ha
OCHOBAaHUH MPHUHATOrO pelleHus B TeueHue 10 paboumnx nHei:

— opopMJISIET PETUCTPALMOHHOE YIOCTOBEPEHUE MO (POpME COTrIacCHO
npwioxkeHuto Ne 8 k HactosmmMm IIpaBunamM u©  [OpUIIOKEHHE K
PErUCTPALIMOHHOMY YJOCTOBEPEHHUIO, COIJacHO mHpwiokeHuto Ne 9 k
HactossuM [IpaBunam;

— BHOCHT CBEJCHUS O BHECEHHM NU3MEHEHUMN B PETUCTPALMOHHOE J10CHE
Ha MEIULMHCKOE u3aenue B Enuneii Peectp, B opsake, npeayCMOTPEHHOM
Komuccuein, a Takxe pa3sMellaeT CKAHUPOBAHHBIE KOMHWH JOKYMEHTOB, B
KOTOPBIEC BHECEHBI N3MECHEHUS;

— YBEIOMJIIET 00 OTKa3€ BO BHECEHUH M3MEHEHHI B PETUCTPALIMOHHOE
JIOCE€ HA MEIULMHCKOE M3JEIUE 3asBUTENA IO IOYTE 3aKa3HBIM IMHUCHMOM

WM B 3JIEKTPOHHOU (hopMe N0 TeIEKOMMYHHUKAIIMOHHBIM KaHallaM CBSI3U.

V. Ilopsa10K IPUOCTAHOBJICHUS WJIM OTMEHBI ICUCTBUS
(aHHYJIMPOBAHUS) PETUCTPAITUOHHOTO YAOCTOBEPEHUS MEIUITUHCKOTO
1563 (176
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37. IlpuocTaHoBIeHHE ACHCTBUSA PETUCTPAIMOHHOTO YAOCTOBEPEHUS
OCYUIECTBIISICTCA YIOJIHOMOYEHHBIM OPraHoM pepEepeHTHOro rocyapcrsa B
CIEAYIOIINX CIIyYasX:

—II0 pe3yiabTaTaM MOHUTOPUHIAa 34 MEAULMHCKUMU W3IEIUSIMU
B NOCTPETMCTPALMOHHBIM IIE€PUOJ MPU  BBISIBICHUM IOTECHUHAIBHO
CEPbE3HOT0 PUCKA JIJIs1 00IIECTBEHHOTO 3/I0POBbS;

— 0 pe3yJbTaTaM TOCYJapCTBEHHOTO KOHTPOJISI 3a OOpallleHueM
MEIULMHCKUX U3JEINI HA OCHOBaHUM CBEICHUM, MOATBEPKAAIOIINX (PaKThI
U O0OCTOATENbCTBA, CO3JAIOIIME Yrpo3y KU3HU M 3J0POBbIO0 TpPaKJaH M
MEJUIIMHCKUX PAOOTHUKOB IIPU MPUMEHEHUU U HKCIUTyaTalliid MEIUIIMHCKUAX
U3ICIUN.

Pemienne 0  NPUOCTAHOBIEHUM  JIEMCTBUS ~ PETUCTPALMOHHOIO
YAOCTOBEPEHUsI C YKa3aHUEM IIPUYMH, JaThl, U CpPOKa IPUOCTAHOBIICHUSA
IPUHUMAETCA YIOJTHOMOYEHHBIM OpraHoM pe(epeHTHOro rocyaapcrsa B
COOTBETCTBUU C 3aKOHOJIATEIbCTBOM rocyaapcTsa — wieHa Coro3a.

Cpok NMprOCTaHOBJIEHUS JAEHUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHUS
HE MOJXKET MpeBbIIaTh 6 MECSLEB, NPU 3TOM pean3alus U NPUMEHEHUE
TaKUX MEIULIHMHCKHUX U3AeNui B paMkax Coro3a He IOIyCKaeTcs.

Y 0JIHOMOYEHHBIN opraH pedepeHTHOTO rocyzapcraa
HE3aMeUIMTENIbHO WH(OPMUPYET YIOJHOMOYEHHBIE OpraHbl TOCYJapCTB
[IPU3HAHUSA, MPOU3BOJUTENS WIM €r0 YIOJIHOMOYEHHOIO IPEACTABUTENA U
Komuccnio 0 NOpPUOCTAaHOBIEHHM  PErMCTPALMOHHOTO  YAOCTOBEPEHUS
MEIULMHCKOTO U3AEIUS.

3asBUTEIbL B TEUEHHUE YCTAHOBJIEHHOTO CpOKa oOO0s3aH YCTPaHUTH
OOCTOSITENCTBA, IIOBJICKIIINE IIPUOCTAHOBIICHUE JNEUCTBUSA
PETUCTPAIMOHHOTO YJOCTOBEPEHUS M MHCHbMEHHO YBEJAOMHUTH 00 3TOM
YIOJIHOMOYEHHBI ~ OpraH  peQepeHTHOro  roCylapcTBa,  IPHIOKUB

IIMCHbMCHHBIC AOKAa3aTCJIbCTBA. ITo pe3yiibTaTaM paCCMOTPCHUA ITNCBbMCHHBIX
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JIOKa3aTelIbCTB  YIMOJIHOMOYEHHBI Opran pedepeHTHOTr0 TrocCy/1apcTBa
MPUHUMAET PEUICHUE O BO3OOHOBJICHUU JIEUCTBUS JIMOO 00 OTMEHE JICUCTBUS
(aHHYJIMPOBAHUM) PETUCTPALUOHHOTO YAOCTOBEPEHHUSI C YKA3aHUEM JaThl €T0
BO300HOBJICHUS WJIM OTMEHBI (aHHYJIUPOBAHHUS).

YOMHOMOYEHHBI oOpraH peQepeHTHOro TocyAapcTBa MUCHMEHHO
YBEIOMJISIET 3asiBUTEST O BO30OOHOBJIECHUU JIEUCTBHUSI PETHMCTPALIMOHHOIO
YAOCTOBEPEHUs B TEUEHHE O pabOuyux JHEH CO JHS MPUHATHS TaKoro
perieHusl.

Pemienne 0  BO30OHOBJIEHHMHM  JCHCTBUA  PETMCTPALIMOHHOIO
YAOCTOBEPEHUS TPUHUMAETCSI B COOTBETCTBMU C 3aKOHOJATEIbCTBOM
pedepeHTHoro rocygapcrsa — wieHa Coro3a U BCTYIAeT B CUJIYy CO JHS €ro
NPUHATHS.

B cnyuae HeycTpaHeHHs 3asBUTEIEM OOCTOSITENBCTB, IOBJIEKIIMX
IPUOCTAHOBJICHUE JENCTBUS PErUCTPALIMOHHOTO yIOCTOBEPEHUS
YIOJHOMOYEHHBIM Opran pedepeHTHOTO TocyAapcTBa MPUHUMAET PEIICHUE
00 OTMEHE ero AeicTBUs (aHHYJIUPOBAaHUH) C YKa3aHWEM MPUYHH.

YOJIHOMOYEHHBIN opraH pedepeHTHOTO rocyzapcraa
HE3aMeJIJTUTEIbHO YBEAOMIISIET 3asBUTENST 00 OTMEHE (aHHYJHUPOBAHUM)
JEUCTBUSI PErHCTPALIMOHHOIO YJIOCTOBEPEHMS] B MUCbMEHHON (opme uiu
HaIlpaBJISIET 3aKa3HbIM MOYTOBBIM  OTHPABJIECHUEM C  YBEIOMJIEHUEM
O Bpy4YeHHUU JUOO0 B (OpMe DIEKTPOHHOTO TOKYMEHTa, MOAMHCAHHOTO
QJIEKTPOHHOW  TMOANHUCHIO, WJIM B DJEKTPOHHOW  QopmMe 1O
TEJIEKOMMYHHUKAIIMOHHBIM KaHajlaM CBSI3H.

Pemenue 006 oTMeHe (aHHYJIMPOBAHUM) ACHCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHUS MNPUHUMAETCS YIOJIHOMOYEHHBIM OpraHoMm (3KCHEPTHOM
opranmzaiueii) pedepeHTHOro TOCyJapcTBa TaKXke B clydae IOoJa4yu

IMPOU3BOAUTCIICM HWJIK CI'0O YIIOJITHOMOUYCHHBIM IIPCACTABUTCIICM 3asBJICHUA 00
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OTMEHE PETUCTPALMOHHOIO  YAOCTOBEPECHUS  MEIUIUHCKOTO  U3AECIHUS
corsacHO npuitokeHuto Ne 11 k macrosmum [IpaBunam.

O mpUOCTaHOBJICHUU U OTMEHE (QaHHYJHMPOBAHUH) PETUCTPALIMOHHOTO
YAOCTOBEPEHUS YIIOJTHOMOYEHHBI oOpraH pedepeHTHOro TrocyjapcrBa
BHOCHUT COOTBETCTBYIOILIUE CBEJICHUS B EAMHBIN peecTp.

38. OcHOBaHUSIMU IS TIPUHSATHS ~ YIIOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO rocyaapcTBa pelIeHus 00 OTMCHE e CTBUS
(aHHYMPOBAHUU)  PETUCTPAIMOHHOIO  YJOCTOBEPEHUS]  MEIUIMHCKOIO
U3JICIINS SIBISIIOTCS .

— MOCTYIJICHUE 3asiBJICHUS OT MIPOU3BOAUTEIS 158101 ero
YIOJTHOMOYEHHOTO TPEJACTAaBUTENISI 00 OTMEHE JCHCTBUS (QaHHYJIHUPOBAHMS)
PETUCTPAIMOHHOTO YAOCTOBEPEHUSA MEAUILIMHCKOTO U3/IEIIUS;

— BBISIBJICHUE CIy4a€B NPEJCTABICHUS 3aiABUTEIIEM HEIOCTOBEPHBIX
CBEJICHMI, KOTOPbIE HE MOTJIM OBITh YCTAHOBJICHBI IIPU PETUCTpPAIIUH;

— BCTYIIMBIIEE B 3aKOHHYIO CHJIy PEIICHUE CyJla TOCyIapCcTBa — WICHA
Coro3a;

— MPEACTABICHUE YIOJHOMOYEHHBIM OpPTaHOM TOCyAapCTBa — 4JICHA
Coro3a 110 pe3ysbTataMm OCyHIECTBISIEMOTO UM FOCYAAPCTBEHHOTO KOHTPOJIS
3a oOpalieHueM MEIUIMHCKUX W3JeIUi, CBEICHUH, MOATBEPKIAIOIINX
(haKThl 1 00CTOATENBCTBA, CO3/IAIOIINE YIPO3Y KU3HH H 3JJOPOBBIO TPaXKIaH 1
MEIUIMHCKUX PAOOTHUKOB MIPU MPUMEHEHUH W SKCILTyaTallui MEIUIIMHCKUX
U3JEINH,

— BBISIBJICHUE CJIy4aeB, KOT/Ia B CBA3U C BHECEHUEM U3MEHEHUN B MPABO

Coro3a 3aperucTpupoBaHHOE U3AENUE YTPAYUBAET CTATYC MEAULMHCKOTO.
VI. Ilpouenypa Beigaun QyOIrKaTa peruCTPAIMOHHOTO yI0CTOBEPEHUS

39. B ciywyae yTparhl PErHCTPAIOHHOTO YJIOCTOBEPEHUS WU €r0

MOpYM  3asABUTENIb BIpPaBe OOpPATUTHCS B  YIOJHOMOYEHHBIM OpraH
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pedepeHTHOrO rocygapcTBa ¢ 3asBieHHEM 00 odopmieHuu ayOiauKara
PErUCTPAllMOHHOTO YJOCTOBEPEHHUsI (Jlajiee — 3asBJICHUE O MPEIOCTABICHUN
Ty0JIMKaTa).

40. B ciygae mopuu perucTpariiOHHOTO yJIOCTOBEPEHUS K 3asIBICHUIO
00 odopmieHnn ayOiauMKaTa MpHUJIAracTcs HCIOPUYEHHOE PErHCTPAllMOHHOE
y0CTOBEpPEHUE.

41. B Tteuenuwe 7 pabouux JHEW CO AHS TMOJIyYEHUS 3asBJICHUSI O
NPEOCTaBICHUM JyOiuKaTa corjacHo mnpuioxkeHuto Ne 10 k HacTosimum
[IpaBwiam yroaIHOMOYEHHBIN OopraH peepeHTHOro rocyiapcTBa opopmiisieT
QyONMUKaT PEruCcCTPAllMOHHOTO yIOCTOBEPEHUS Ha OJaHKE PErHMCTPALIMOHHOTO
YJAOCTOBEPEHHUS C MOMETKAMU «IyONIUKaT» U «OPUTUHAI PErHUCTPAIIMOHHOTO
YAOCTOBEPEHUS MPU3HAETCS HEACHCTBYIONIMMY» U Bpy4aeT Takoil ayOiaukar
3aSBUTENII0 WJIM HANpaBJs€T €ro 3aKa3HbIM IOYTOBBIM OTIIPABJICHUEM C

YBEJOMJICHHEM O BPYUYEHUH.




[TPMJIOXKEHUE Ne 1

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3ACTUI

dopma
B ynonHOMOYeHHBIM ~ Opras
(okcrepTHYIO OpTraHM3aIHUIO)
rocy/1apcTBa — 4jieHa
EBpa3uickoro 3KOHOMHYECKOIO
CO103a

Pedepentnoe rocynapcTpo
I'ocynapcTBa npu3HaHus

3asBIICHHE
Ha MPOBEJCHUE DKCIIEPTU3bI MEAULIUHCKOTO U3EIIHS
B paMKax EBpa3suiicKOro 3KOHOMHAYECKOTO COK03a

OpraHmaum{, OT UMCHHU KOTOpOﬁ TIPOU3BOAUTCS pErucTpanust (HpOI/I3BOIU/ITe.TH> HJIK €Tro yT[O.TIHOMO‘{eHHBIﬁ TIpEACTaBUTEIb (ITOJ'[HOC n (B cirydae,
ecim HMeeTCH) COKpameHHOC HAaUMEHOBAaHHUE, B TOM YUCIIE (i)HpMeHHOe HaMMEHOBAHHUE, OpraHU3allMOHHO-IIpaBOBasd Q)opMa IOpUANIECKOTO J'[I/II_Ia)

HaCTOAIMMUM IIPOCHUT IIPOHU3BCCTHU OKCIICPTHU3Y MCIAUMIMHCKOI'O MH3ACIHUA B

KauecTBe pepepeHTHOro rocyaapcTpa (rocyaapcrna MpuU3HaHus):

HaumeHoBaHue MCIUIIMHCKOI'O U3ACTIHA

Haznauenue

O6nacTe NIPUMEHEHUS

AW N

Kracc moreHmanpHOTO pricKa MPUMEHEHUS
MEJUIIMTHCKOTO U3/IeNIUs

5 Kon Bunma Mmeaunmackoro uznenus (CorjaacHo
npuHsaToi B Coro3e HOMEHKJIAType)

6 B cocTaBe MeIUIIMHCKOTO U3IEINSI UMEETCS o Ja
JIEKapCTBEHHOE CPELICTBO o Her

7 KoMmiekramust MEIUIIMHCKOTO HU3JIEIINS

Ne | HammenoBanne ‘ Monens [TponsBoauTeNh Crpana




1 OcHoBHO¥ 610K
(npu HANMYUN)
2 Komnnekryromnue
(pu HaNMMYUN)
3 Pacxonnsblie
MaTepHUabl
(pu HaNMMYUN)
4 [IpunamiexxHocTr
(pu HANTMYMN)
8 Cpox xpanenus /I"apaHTUHHBII
CPOK IKCILTyaTaIruu
9 YcnoBus xpaneHus
10 | Perucrpanus B CTpaHEe-MPOU3BOANTENIC U JPYTUX CTPAHAX
1. | Ha3Banue cTpaHsI No peructpanuonHoro | [lara Beimaun | Cpok aeicTBHs
yIIOCTOBEepeHUS (YKa3bIBaeTCs
MIPY HAJTMYHH )
2.
11 | IIpousBoacTBo ITonmHOCTBIO HA JTAHHOM ITPOU3BOJICTBE
YacTUYHO HA TaHHOM MPOU3BOJICTBE
[ToTHOCTBIO HA IPYTOM IIPOU3BOJICTBE
12 | CeneHus 0 MpOU3BOIUTETIC
No | HaumenoBa | Ne, nmata wu| FOpumu | ®aktuy | Tenedon, | @.1.0., ®.N.0.,
HHE, CTpaHa | CPOK yeckuil | eckuii | pakc, JIOIKHOCTD JIOJDKHOCTD
JeiCcTBUS azapec azapec e-mail PYKOBOIMTENS | KOHTAKTHOTO
paszpemu- una
TEIHHOTO
JIOKYMEHTA
13 | Cenenus 0 mpOU3BOJACTBEHHOM(BIX) MIIOIAAKE(aX )
Ne | Haumenosa | Ne, nata u cpok| @axtuueckuii | Tenedon, | ®.1.0., ®.1.0.,
HUE, CTpaHa | JCHCTBHS aapec bakc, JTOJIKHOCTh JOJKHOCTh
paszpemiu- e-mail PYKOBOIUTENS | KOHTAKTHOTO
TEIBHOTO auna
JOKyMeHTa (IIpH
HaJIMYUN)
14 | Cenenus 00 yHoJTHOMOYEHHOM MPEICTABUTEINE
Ne | HaumenoBa | Ne, mata u = Tenedon, | ®.1.0., ®.1.0.,
HUE, CTpaHa | CPOK & = bakc, JTOJIKHOCTh JOJKHOCTh
JeicTBUS S § e-mail PYKOBOIMTENS | KOHTAKTHOTO
pasperniu- E{ 9 E o uIa
TEIHHOTO §~ = =D
JIOKYMEHTa © S =
15 | PexkBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO OIIIATY 32 MIPOBEICHUE IKCIIEPTU3BI

MCIHUIIMHCKOI'O U3ACITUA

[TpousBoauTens (YIOTHOMOYCHHBIH MTPEICTABUTENbD):

lapaHTupyl0 JOCTOBEPHOCTb M HACHTUYHOCTb HH(pOpMAIHH,
PETUCTPALIMOHHOM JIOChE U 3asIBJICHUU.

colepKallencs B




[ara
d.N.0O. ¥ 10KHOCTS, OTBETCTBEHHOI'O JIHIIA

POM3BOAUTEIS (YITOJTHOMOYEHHOTO
IPEICTABUTEIIN)

Iloamnmce, mevaTh
* B COOTBETCTBHUH C 3aKOHOJATEIHLCTBOM IrOCy1apcTB — wieHoB Coro3a



[MTPMJIOXEHUE Ne 2

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

B YIIOJTHOMOYEHHBIN opraH
rocyaapcrsa — wieHa EBpasuiickoro
HKOHOMHUYECKOIO COI03a

PedepentHoe rocynapctBo
I'ocynapcTBa npu3HaHus

3asBIICHHE
Ha MPOBEJCHUE PETUCTPALIMU MEAULUHCKOTO U3EIIS
B paMKax EBpa3suiiCcKOro 3KOHOMHAYECKOTO COK03a

Opranusaliys, 0T UMEHU KOTOPO MPOU3BOJUTCS perucTpanyst (IPOU3BOIUTEND MM €r0 YIOIHOMOUEHHBIH IpecTaBUTeNb (II0JHOE U (B ClIydae,
€CIIM HIMEeTCsI) COKpallleHHOe HaMMEHOBaHHe, B TOM 4ucie GHpMeHHOe HaHMEHOBAaHHe, OpraHU3allHOHHO-IIpaBoBasi GopMa IOPHANUECKOTO JIULA)

HaCTOAIMMUM IIPOCHUT IIPOU3BCCTH PCIrUCTPpAIUIO MCIAUMIMWMHCKOI'O H3ACINA

B KauecTBE peepEeHTHOT0 rocyaapcTBa (rocyIapcTBa MPU3HAHMUS):

1 HauMmeHnoBaHne Me TUIIMHCKOTO U3IEINS

2 Hazuauenue

3 OO6nacte IpUMEHEHUS

4 Kitace moreHnmanpHOro pucka npuMeHeHus
MEIULUHCKOTO U3EIUs

5 HomenxknarypHsblit HoMep (KOA) MEAUIIMHCKOTO U3/1EHS
(cormacHo npuHsATON B COI03€ HOMEHKJIIATYPE)

6 B cocraBe MEIMIIMHCKOTO U3IENUSA UMEETCS o [Ha
JIEKAPCTBEHHOE CPEJICTBO o Her

7 [lepeyeHb KOMIUIEKTYIOIINX

8 Ceenenus o mpou3BoauTENe (HAMMEHOBaHHUE, CTPaHa; HOMEP, /1aTa U CPOK JICUCTBUS

pa3pelMTeNbHOTO TOKYMEHTA; IOpUINYEeCKUi ajipec; hakTuyeckuil aapec; TenedoH, paxc,




2

azpec aneKTpoHHOH mouThl; ®.1.0., 10KHOCTE PYKOBOIUTENS U KOHTAKTHOTO JIMIIA)
No | HaumenoBanue, | Ne, mara wu| lOpummu | ®@aktuu | Tenedon, | ®.N.0O., ®.1N.0.,
CTpaHa CpPOK yeckuil | eckuii | ¢akc, JIOJKHOCTB | TOJKHOCTh
JeicTBUs azapec azapec e-mail PYKOBOJUT | KOHTAaKTHOTO
paszpermu- eIt auna
TEIHHOTO
JIOKYMEHTA
9 CBeneHus 0 MPOM3BOICTBEHHOM (BIX) TUIOIAAKE(aX)
Ne | HammenoBanwme, | No, mara u| DaxkTHyeCKHH Tenedo | ©.1.0., ®.1N.0.,
CTpaHa CPOK azapec H, (aKc,| JOKHOCTh | IOJDKHOCTD
JeHCTBUS e-mail | pykoBoJuTE | KOHTAKTHOTO
paspemiu- s auna
TEIHHOTO
JIOKYMEHTa
10 | Cexenus 06 ymoJIHOMOYEHHOM MPEICTaBUTENE
Ne | HaumenoBanue, | No, mara wu| FOpumu | @akrtuu | Tenedon, | ©.M1.0., ®.1N.0.,
CTpaHa CPOK yeckuil | eckuih | dakc, JOJIKHOCTBD | TOJIKHOCTh
NercTBUS aapec | agpec | e-mail PYKOBOJUT | KOHTAKTHOTO
pasperu- ens auna
TEIHHOTO
JIOKYMEHTa
11 | PexkBU3UTHI JOKYMEHTA, TOATBEPKIAIOIIETO OIIaTy TOCYIapCTBEHHOMN MOLUIUHEI 32
MIPOBEJICHUE PETHCTPAIIH METUITUHCKOTO M3CITUs

[IpowusBoauTens (YIOJIHOMOYEHHBIN MPEICTABUTEND):

FapaHTHPYH) JOCTOBCPHOCTL W HACHTHUYHOCTDL
PEruCTpaiiOHHOM JOCHE U 3asABJICHUM.

uHdopmanuu,

cojiepKaienca B

Hara

@®.1.0. 1 10IKHOCTb OTBETCTBEHHOTO JINLA
MIPOU3BOUTENA (YIIOJIHOMOYEHHOTO

HpeﬂCTaBHTeﬂﬂ)

Iloamnmce, medaTh




[MTPJIOXEHUE Ne 3

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MACHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

ITEPEYEHBb JOKYMEHTOB,
HEOOXOIUMBIX ISl PETUCTPAIIUU MEIUITUHCKUX U3ICTTUN
B COOTBETCTBUM C KJIACCOM IMOTEHIMAIIBHOTO PUCKA TPUMEHECHUS

Ne HanmenoBanue nokymeHnra Memununckoe | Meaunusckoe
n/ o U3JEIUe U3EIUe IS
JHAArHOCTHUKHU [Ipumeuanue
in vitro
. N: % < (HE3aBHCUMO OT
g 2] 9 g KJlacca
2 S| S 2 | moTeHIHATBHOTO
pHUCKa
PUMCHCHHS)
1 2 314 5 |6 7 8
1. BagBienue +(+| + |+ + [To yrBEepKIeHHOMI
(hopMme (pusoxeHne
Ne 2 HACTOSIIUX
[IpaBwn)
2. JloBepeHHOCTh OT pou3BoAuTens |+ |+ | + |+ + B cooTBeTcTBUM C
Ha IIPaBO MPEICTaBICHUS MEKTYHAPOIHBIMU
MHTEPECOB MPHU PETUCTpAUU (TIPU HOPMaMH 3aBEPEHUS WU
HE00X0IMMOCTH) HOpPMaMU 3aBEPEHUS
[YCTaHOBJICHHBIMU B
rocyzapcrBax — 4WICHax
Coro3a
3. [Komust pa3penmrensHOro +|+| + |+ + B cooTBeTcTBHM C
JIOKYMEHTa Ha IIPaBo MEKTYHapOAHBIMU
IIPOU3BOJICTBA B CTpaHe- HOPMaMH 3aBEPEHHUsI WIIN
npousBouTeNe (Mpy HATUYUH) C HOPMaMH 3aBEPEHUS
MIPUIIOKEHUEM YCTaHOBJICHHBIMU B
rOCyJ1apCTBax — YiIEHax
Coro3a
4. [Komuu ceprudukaroB Ha cuctemy |+ |+ | + |+ + B cooTBeTcTBUM C
MEHE/PKMEHTA KaueCTBa MEKTYHAPOIHBIMU
MIPOU3BOAUTEISI MEAULIMHCKUX HOPMaMH 3aBEPEHUS WIIH




m3nenuit (MCO 13485 nubo
COOTBETCTBYIOIUN PETMOHAIIBHBIN
WA HallUOHAJIbHBIN CTaHAAPT)
(npu HAIMYMM)

HOPMaMH 3aBEPCHUS
YCTaHOBHGHHBIMI/I B
rocyIapcTBax — YWieHax
Coro3a

Jlexnapanus o COOTBETCTBUU
TpeOOBaHUSM 0E30MIACHOCTH U
P PEKTUBHOCTH METUITUHCKUX
W31 WIIK SKBUBAJICHTHBIN
ITOKYMEHT (ITPY HAJTMYHH )

Komus perucrpaumoOHHOIO
VAOCTOBEPEHUS U/WIH
CepTtudukara cBOOOTHON IPOIAKHU
u/nmun Ceprudukara Ha SKCIOPT (3a
VCKITFOYCHUEM MEIUIIMHCKUX
M3IENIUN, BIIEPBBIE TIPOU3BEICHHBIX
B rocynapcrBax-aieHax Corosa),
BbIIAHHBIX B CTPaHe-
[pOU3BOAUTENE (IIPU HATMYHMH) C
AyTeHTUYHBIM [IEPEBOJOM Ha
[PYCCKHI1 SI3BIK

B cOOTBETCTBHH C
MEXTyHAPOTHBIMU
HOpMaMI/I 3aBepeHI/m NI
HOPMaMH 3aBEpEHUS
YCTaHOBJICHHBIMI/I B
rocynapcTBax — 4ieHax
Coro3a

Komnust TokyMeHTa,
YIOCTOBEPSIOIIETO PETUCTPALIHIO B
MpYTUX cTpaHax (IIpU HATUYUH)

3aBepsieTcs
MPOU3BOUTEIIEM UITN
€ro yroJIHOMOYEHHBIM
MpPEJICTABUTEIIEM

CrpaBka Ha MEIUITTHCKOE
W3Ie]INE C ONMUCAHUEM 00IacTH
MpUMEHEHHUS, Ha3HAYEHUS,

3aBepsieTcs
MPOU3BOIUTENEM HIIN
CTO YIIOJTHOMOYCHHBIM

KpaTKoi XapaKTepUCTHKU MpEeICTAaBUTENIEM.
MEUITMHCKOTO HU3]ICIIHS,
BapHaHTAMU UCTIOTHEHUS U
KOMIUIEKTYIOIUMH (110 hopme)
9. [laHHbBIE O MAPKUPOBKE U YIIAaKOBKE 3aBepsieTcs

(HOJ’IHOIIBGTHI)IG MAaKCThI YIIAKOBOK
M OTUKCTOK, TCKCT MAPKUPOBKU HaA

MPOU3BOAUTCIIEM HUJIN
CTO YIIOJIHOMOYCHHBIM

[PYCCKOM H A3BIKAX MpEACTABUTCIIEM
rocynapctB—unaeHoB Coro3a)
10/Mudopmanmst o pazpaboTke U 3aBepsiercs

[IPOU3BOJCTBE: CXEMBI IPOLIECCOB
MPOU3BOACTBA, OCHOBHBIX CTaJIUI

IMPOU3BOAUTCIIEM NI
CTO0 YIIOJTHOMOYCHHBIM

[IPOU3BOJICTBA, YIIAKOBKH, [pEICTaBUTENEM
VICIIBITAHUH U IPOLEYPHI BBIITYCKA
KOHEYHOI'O IPOAYKTa

11/CBenenust o mpou3BOJUTENE: 3aBepsieTcs

HAaHMEHOBAHKE, BU ICATEILHOCTH,
IOpUIUYeCcKuid aapec, popma
COOCTBEHHOCTH, COCTaB
PYKOBOJICTBA, IEPEUYCHD

MPOU3BOAUTCIICM HUJIN
€TO0 YIIOJTHOMOYCHHBIM
MpCACTABUTCIICM




MOoJpa3/IeICHU U JOUYEPHUX
KOMITAHUM C YKa3aHUEM HX
cTaryca u MOJHOMOYUI

12[Mudopmanyist 0 MApKETHHTE + 3aBepsiercs
(MCTOpHS M3/IeNHs HA PhIHKE TIPU (kpome 1 1 2a  [POU3BOAUTEICM WIIH
YCIIOBUU €ro oOpaieHus ooee KJ1acca) €ro yrnoJHOMOYEHHbBIM
MBYX JIeT) (MU HAJTUYIUH ) MpPEJICTaBUTEIIEM
13|Coo011eHnsa 0 HECUYACTHBIX + 3aBepsieTcs

CIIy4asix ¥ OT3bIBaX: CIIMCOK
He)KeNaTeNIbHbIX
COOBITHII/HECYACTHBIX CITy4aeB,
CBSI3aHHBIX C UCIIOJIb30BAHUEM
W3/1eNUs, U yKa3aHHue repuojaa
BPEMEHHU, Ha POTSHKEHUN
KOTOPOT'O BCE 3TO MPOUCXOJIUIIO;
€CJIM HEeXKeNaTeIbHBIX COOBITHIA
CIMIIIKOM MHOI'0, HEOOXOAUMO
MPEIOCTaBUTh KPaTKUE 0030PHI 1O
KaKJIOMY U3 THUIIOB COOBITHI U
yKa3aTh o0l1ee KOJTU4eCTBO
COOBITHM Ka)KA0TO THIIA, O
KOTOPBIX MOCTYIAIN OTYETHI;
CITMCOK OT3BIBOB C PHIHKA
MEAUIIMHCKUX U3JIETHHA U/ UIN
MOSICHUTEIbHBIX YBEIOMIICHUN U
OMHCaHNE MOIX0a K
[PACCMOTPEHHMIO ITHX MPOOJIEM U UX
pelIeHus TPOU3BOIUTENSIMU B
Ka)KJIOM U3 TaKHX CITy4aes;
OTMCaHNE aHAJIU3a U/UITN
KOPPEKTUPYIOIIMX JEHCTBHM,
MPEIPUHSTHIX B OTBET Ha
MepPEUYHCIICHHBIE BBIIIE CITyYaH.
(uHOpMaIHs HE IPEIOCTaBISIETCS
17151 BHOBb pa3pa0OTaHHBIX U
CIIPOEKTUPOBAHHBIX MEIUIIMHCKUX
V3CIHIA).

( xpome 1 knacca)

MPOU3BOAUTCIICM HUJIN
€T0 YIIOJTHOMOYCHHBIM
MpCACTABUTCIICM

14,

IlepedyeHb CTaHAAPTOB, KOTOPHIM

COOTBETCTBYET MEAUIIMHCKOE

n3enue (C ykazaHueM
€KBH3UTOB).

3aBepsieTcs
MPOU3BOIUTENEM HIIN
€ro YIOJIHOMOYCHHBIM
MpeCTaBUTeNIeM

15

[KOHTpONBHBIN ITEpedYeHb

cooTBeTcTBUS OOIUM
TpeOOBaHUSIM OE30MTACHOCTH 1
A (HEKTUBHOCTH MEIUIIMHCKUX
N3 0eIINH

3aBepsercs
[MPOU3BOIUTEIEM HIIH
€ro yrmoJIHOMOYE€HHBIM
MpeACTaBUTEIEM

16

JIOKyMEHT, yCTaHaBIMBAIOIIUN

TpC6OBaHI/I$I K TCXHHUYCCKHUM
XapaKTEPUCTUKAM MEAUIIMHCKOT'O
N3 0CTINA

3aBepsercs
[POU3BOIUTEIEM HIIH
€TO0 YIIOJTHOMOYCHHBIM

MpCACTABUTCIICM




17[[TpoTOKOJBI TEXHUYECKHUX +
MCIIBITAHUH, IIPOBEICHHBIX B IENSIX (32 UCKITIOYEHUEM
TOKa3aTeNbCTBA COOTBETCTBUS peareHToB,
OO61mM TpeOoBaHUAM HabopoB
0e30macHOCTH M 3PHEKTHBHOCTH pEearcHToB)
MEIUIIUHCKUX U3JIEIAN
18[[TpoTokoab! HCccaea0BaHUI -
(MCTIBITaHUI ) TIO OLIEHKE
OHOJOTUYECKOrO JeHCTBHS
MEIUIIUHCKOTO U3JIEIHS,
[POBEJICHHBIX B LIETISAX
TOKa3aTeIbCTBa COOTBETCTBUS
OO6mMM TpeOoBaHUSIM
Oe3o0macHOCTH U 3(pPeKTUBHOCTH
MEAUIIMHCKUX U3JIEIHH
19)/]anHbIe 0 KITMHUYECKUX (KIIMHUKO- + 3aBepsieTcs
1abopaTOPHBIX) UCTIBITAHUSIX (xpome MPOU3BOIUTENEM HIIN
(MccnenoBaHusAX) ¢ AyTEHTUYHBIM 1 kiacca) €ro yIOJHOMOYEHHBIM
MEePEeBOJIOM Ha PYCCKUHN S3BIK MpeICTaBUTeNIeM
PE3yIbTATOB U BHIBOJIOB
MCIIBITAHUHN WM UMEIOIIHECS
KJIMHUYECKHE JAaHHbIC
20/0T4et 1o aHaNKU3y PUCKOB + 3aBepsieTcs
( kpome MPOM3BOIUTENIEM HIIH
1 kiacca) €ro yroJIHOMOYEHHBIM
peaCcTaBUTENIEM
21|JTaHHbIE O JIEKAPCTBEHHBIX - 3aBepsieTcs
CpEACTBaxX B COCTaBE MPOM3BOIUTENIEM HIIH
MEMIIUHCKOTO U3/IeTHsl (COCTaB €ro yroJIHOMOYEHHBIM
IIeKapCTBEHHOTO CPEJICTBA, MpECTaBUTEIEM
KOJINYECTBO, JAHHBIE O
COBMECTHUMOCTH JICKQpPCTBEHHOTO
CpeACTBa C METUIIMHCKUM
M3IeITNEM, O PETUCTPAIIH
IIeKapCTBEHHOT'O CPEJICTBA B
CTpaHe-ITPOU3BOJIUTEIIE)
22|JTaHHbIe 0 OUOIOTHYECKOM + 3aBepsieTcs
0€30MacHOCTH (TPU HATTUYHH ). [MPOU3BOAUTEIEM WU
€ro yIOJIHOMOYEHHBIM
MpeCTaBUTEIEM
23/* JlaHHBIE O IpoLeype + 3aBepsieTcs

CTEPIIIN3AIINHU, BKIIFOYAst
MHGOPMAIIHIO O BAIUJAINH
rporecca, pe3yabTaThl
TECTUPOBAHUS HA COJIEpKAHUE
MUKPOOPTaHU3MOB (CTETICHb
OMOJOTUYECKON HATPY3KH),
MAPOTEHHOCTH, CTEPUITLHOCTH (TIpH
HEO0OXOIUMOCTH) C YKa3aHHEM
METO/IOB MPOBEACHUS UCTIBITAHUHN 1

[JAaHHBIC O BaJIMJAAIINN YITAKOBKH.

( kpome 1 kmnacca)

MPOU3BOAUTCIIEM HUJIN
CTO YIIOJITHOMOYCHHBIM
MpEACTAaBUTCIIEM
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Nudopmanus o crienuaibHOM
MPOrpaMMHOM OOecTieYeHUH (TIpu
ero HAJIMYMH): TaHHBIC

3aBepsercs
MPOU3BOJAUTCIICM HUJINU
€ro yroJIHOMOYEHHBIM

MPOU3BOAUTCIIA O BaIMJAllUN MpCACTABUTCIICM
POrpaMMHOT0 00eCIICUCHHSI
25/0T4et 00 uCClIeJOBaHUSIX 3aBepsieTcs

CTAaOMIBLHOCTH JUIS1 M3JEIINMH,
MMEIOIINX CPOK XpaHEHUs, C

IMPONU3BOAUTCIIEM UIIU
CTO YIIOJITHOMOYCHHBIM

QyTEHTUYHBIM I1€PEBOJIOM Ha [peaCcTaBUTeNeM
PYCCKUU SA3BIK PE3YJIbTATOB U
BbIBOJIOB HCIIBITAHUI

26{JKcIuTyaTalliOHHBINA JOKYMEHT WU 3aBepsiercs

HMHCTPYKIUA 110 IPUMCHCHHUIO
MCIUIMHCKOI'O U3ACIUA Ha

MMPONU3BOAUTCIIEM WU
CTO YIIOJITHOMOYCHHBIM

rOCYJapCTBEHHOM SI3BIKAX NpeCTaBUTEIIEM
rocyiapcTB NpU3HaHUS ( IpU
HEO0OXOIUMOCTH) B PYCCKOM
SI3BIKAX
27|PyKOoBOJCTBO 110 CEPBUCHOMY 3aBepsieTcs

00CTyKUBaHUIO (B 4aCTH
KOMILIEKTYIOLIMX MEIUIMHCKOTO
W3/ENIUs) B CIIly4ae OTCYTCTBHUSA
NTAHHBIX B 3KCILTyaTallMOHHOMN
[TOKYMEHTaluu (Ipy HATMYHN)

IMPOU3BOANTCIIEM UJINU
CTO YIIOJIHOMOYCHHBIM
MMPECACTAaBUTCIICM

28

IOTueT 00 HHCHEKIINHU

[IPOM3BOJICTBA (IIPH HAJTUUUH)

29

[[Tnan c6opa u aHamM3a JaHHBIX

1o 6e30MacHOCTH U

A (PEKTUBHOCTH METUITMHCKUX
M3/1eIMi Ha TOCTIPOAAKHOM
HTamne

3aBepsieTcs
MPOU3BOIUTENEM HIIN
€ro YIOJIHOMOYCHHBIM
MpeICTaBUTeNeM

IIpumeuanue:

Z[OKYMGHTBI MMPEACTaBIAKOTCA C 00s13aTeNbHBIM NEepeBOAOM Ha pyCCKI/Iﬁ A3BIK.

*TonapKo ISl CTEpUITBHBIX U3AETTAN




dopma
CrnpaBka Ha MEJULIMHCKOE U3IEITUE
Haumenosa IIpoussonurens KommuiekTHOCTB Obnactb Kpatkas
CTpaHa IIPUMCHCHUA, XapaKTCpuCTuKa
HUC ™ HaumenoBanue - - < P p p
= = T Ha3HAa4YCHUC MCIHUIIMHCKOI'O
COCTaBHBIX f:)( 8 a
I o = = nU3aCIus
qacTeu 2 E( &)
[=a)
™
=
o
o
=

1. OcHOBHEIE
0J10KM (4acTH)
MEIUITHHCKOTO
1531 (170

2. [Tpunayex
HOCTHU (TIpU
HaJTUYHH )

3. Pacxonusie
MaTepHabl
(mpu HAJIMYMK)

4. KoMmIuiekry
IolIMe
(mpu HAJIMYMK)




[MTPJIOXXEHUE Ne 4

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MACHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

OKCIIEPTHOE 3AKJIFOUEHUE
0 OIleHKe 0e30macHOCTH, 3()PEKTUBHOCTH M KaueCTBa MEUIIMHCKUX
W3JCIIAM TIPU PETUCTPALIAU

1. Cnenudukaius Ha MEAUIUHCKOE U3JICIIHE.

Haumenosanue.

IIponusBoaurens, crpaHa.

[IpousBoaCTBEHHAs MIIOIIAAKA, CTpaHa.

OO6nacTh MPpUMEHEHUS ¥ HA3HAYCHUE.

Bua meauiuHckoro uszenvs B COOTBETCTBUU C mpuHsAToM B Corose
HOMEHKJIATYPOU.

Kitacc noteHuanbHOro pucka NpuMEHEeHUSI METUIIMHCKOTO U3/1eIIUS .

Onucanyre KOMIUIEKTYIOIMX U PACXOJHBIX MAaTePHUaJIOB.

Omnmcanue WIM TONMHBIA CIHUCOK MOAU(UKAUi METUIIMHCKOTO
W3JICeITHS.

CocTaB METUIIMHCKOT'O U3JICIU.

Marepuaiibl, U3 KOTOPBIX U3TOTOBJICHO MEIUITUHCKOE U3JIEIHE.

OCHOBHBIEC TEXHUYECKHE XapPAKTEPUCTHUKH.

2. JlaHHBIC O cepTU(PUKAIIMN CHCTEMbI MCHEPKMECHTA KaueCTRBa.

CucteMa MEHEIKMEHTa KadyecTBa MPOU3BOAMUTENS CEpPTUHUIIMPOBAHA

Ha COOTBCTCTBHC Tpe60BaHI/I$IM:

Ilepeuncienne cepTUPUKATOB C OMUCAHUEM MACHTH(GUKAIMOHHBIX JaHHBIX: HOMEpA, 1aThl BBIAAYH, CPOKA ASHCTBUS, HAMMEHOBaHUS
oprasa o cepTuQuKanun



3. Pa3paboTtka 1 mpou3BOACTBO.

OreHka TpPEACTAaBICHHBIX 3asBHUTENIEM JaHHBIX O pa3paboTKe
U TPOU3BOJICTBE, BKJIIOUAs aHAJM3 OTYETa MHCIIEKTHPOBAHMS MPOU3BOJICTBA
(mpu  HaAIWYUR). 3aKiIfO4eHue o COOTBETCTBUU  pPa3paboOTKw,
TEXHOJIOTHYECKOTO TIporecca M KOHTPOJII KadecTBa  IMPOU3BOJICTBY
0e301acHO ¥ KaYECTBEHHOW MPOAYKIIMH.

4. Vlcnonb3yeMble CTaHIapTHhl.

CrangapTbl, KOTOpHIE IPUMEHSIOT TIPOM3BOJUTEIIM MEIUITMHCKUX
U3JICNINM, B TOM 4YHCJIE HAa MaTepHUalibl M3TOTOBJICHHS, KOMIUICKTYIOIIHE,
pacxoJiHbIe MaTepualbl, METO/IbI TECTUPOBAHUS, CTaHJapThI,
WCITOJIb30BAaHHBIE TTPY MPOBEICHUH TEXHUUECKUX UCIBITAHUH, NCCIEAOBAaHUN
(uctipITaHUM) IO OILIGHKE OMOJIOTUYECKOrOo JACHCTBHUS, KIMHHUYCCKUX
WCIIBITAHUN METUIIMHCKOTO M3]ICIIHS.

OO0ocHOBaHHOE  3aKJIIOYEHHE O COOTBETCTBUHM  HCIIOJIb3YyEMBIX
ctangapToB OOmmuM TpeboBaHusM Oe3omacHOCTH W 3G (PEKTHBHOCTH
MEIUIMHCKUX U3CIINM.

5. JIokyMeHT, yCTaHaBIMBAIOUIUK TpeOOBaHUS K TEXHUYCCKUM
XapaKTePUCTUKAM MEIUIIMHCKOTO U3ICIIHS.

AHamm3  JOKyMeHTa Ha cooTBercTBHe OOmumM  TpeOoBaHUSAM
oe3omacHoCTH U 3G(PEKTUBHOCTH MEIUIMHCKUX H3ACIHA. 3aKIIOYCHUE O
COOTBETCTBUHU TEXHUYCCKUX XaPAKTEPUCTUK MEAUIIMHCKOTO u3aeinus O0nmm
TpeOoBaHUSIM 0€30MacHOCTH U A(HPEKTUBHOCTU MEAUITUHCKUX U3ICIIUM.

6. OlleHKa TEXHUYECKUX HCIBITAHUN W UCCIENOBAaHUN (MCIBITAHHI) C
IEJIBI0 OTIIEHKH OMOJIOTHYECKOTO JIEHCTBHS.

AHami3 MOPOTOKOJIOB TEXHUYECKUX HWCIBITAHUM W HUCCIEI0BaHUM
(MCTIBITAaHMI) C TENBI0 OIICHKH OHMOJIOTHYECKOTO JCHCTBUS C TOYKH 3PCHUS

IMOJIHOTBI M JOCTOBCPHOCTU IIPOBCIACHUA UCIBITAHUN B CpaBHCHUU C
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TpeOOBaHUSIMU cHEUPUKAIIUN MPOU3BOAUTENS WM TEXHUYECKUX YCIOBUM
(mpu Hanmuyuu). 3aKIIOYEHHE O TOJHOTE W JOCTOBEPHOCTH IPOBEIACHHBIX
TEXHHUYECKHMX HCIBITAHUA M HCCIICJOBAaHUIN (MCIBITAHUN) C IEIBbIO OICHKU
OMOJIOTUYECKOTO JACHCTBUS.

7. AHanM3 pe3yJIbTaTOB KIIMHUYECKUX UCIBITAHUN (UCCIIeI0BaHUI) UITH
KIIMHUYECKHUX JIAaHHBIX.

AHanu3 COOTBETCTBUS KIMHUYECKHUX HCHBITAHUN (MCCIIEeI0BaHUMN )
TpeOOBaHUSIM [IpaBun IPOBEACHUS KJIIMHUYECKUX UCTIBITAaHUIN
(uccnenoBaHUl) MEAUIMHCKUX HW3ACIUN, TOJHOTHI M JIOCTOBEPHOCTH
pEe3yJIbTaTOB MPOBEACHHBIX MCIBITAHUNA. 3aKJIIOYEHUE O COOTBETCTBUU
KIMHUYECKUX  HUCHOBbITaHUN  (ucciaegoBaHuil)  TpeboBanusiMm  [lpaBuin
NPOBEJCHHUS KJIMHAYECKUX HCOBITAaHUW (MCCIENOBAHUM), TMOJHOTHI H
JIOCTOBEPHOCTH WX Pe3yJbTaTOB, 000CHOBAHHOCTH BBHIBOJIOB.

8. AHanu3 pUCKOB.

3aKkio4eHUe O TMOJHOTE U JOCTOBEPHOCTH IPOBEJACHHOTO aHaIM3a
PHUCKOB.

9. MenunuHcKue U3eus, CoIepKaIIHe JICKapCTBEHHBIE CPEICTBA.

3akmtoueHue o Oe3omacHOCTH U AOPEKTUBHOCTH MEAUITUHCKOTO
U3JICNINsI,  COJEpXkKaIero  JIEKapCTBEHHOE  CPEICTBO, O  BIIMUSHUHU
JIEKQPCTBEHHOT'O CPEJCTBAa HAa (PYHKIIMOHAIBHOCTHh MEIMIIMHCKOTO HW3ACNHUS,
O COBMECTUMOCTH JICKAPCTBEHHOT'O CPEJICTBA C MEUIIMHCKUM U3JICIIUEM.

10. buonornueckast 6€30maCHOCTh MEIUIIMHCKOTO U3ACIINA.

3aKJIr0YeHuEe 0 OMOJIOTMYECKON 0€30MaCHOCTH MEIUIIMHCKOTO U3IEIIHS
Ha OCHOBE aHajiu3a TMEpPEeYHs BCEX MaTEepUaAIOB KUBOTHOTO WIH
YeJIOBEYECKOTO MIPOUCXOXKJICHHUS, a TaKke HAHOYACTHII,
T€HHO-MOAUDUITUPOBAHHBIX OPTaHU3MOB M JPYTUX BHOBb pa3padaThiBaEMbIX
MaTepHaoB, BKIIOYEHHBIX B U3JIeINe, HHPOPMAIMN O TIOJI00PE MCTOYHUKOB

(moHopoB), orOopa Marepuajia, IPOILECCHHIa, XpPaHCHHS, TECTHPOBAHMS,
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BAJIUJIAIINKU TIPOLIETYP TECTUPOBAHUS M OOpallleHUsI C TKaHSMH, KIETKaMH,
CyOCTaHIIMSIMU ~ KMBOTHOTO  WJIM  YEJOBEYECKOTO  MPOUCXOXKICHUS,
KyJbTypaMl MUKPOOPTaHU3MOB U BUPYCOB.

11. Crepunuszanus.

AHalu3 Tpoueaypbl CTEPWIM3AlMM HA OCHOBE M3YYEHHUSI JaHHBIX O
pa3pabOTKe METOJOB CTEPUIIM3ALUMM PACCMATPUBAEMOTO MEIUIIMHCKOTO
U3JIeNUsl W MarepuangoB, OOOCHOBBIBAIOIIUX CIIOCOOBI CTEPWIIM3ALINU,
IpeasiaraeMbIX METOJOB KOHTPOJIA KayecTBa M OMNPENENICHUS OCTaTKOB
CTEPUJIM3YIOIIETO BEIIECTBA MPU MPUMEHEHUH CI0OCO0a CTEPUIIU3ALINH.

12. MenuuuHCKHUE U3ACNs, BKIIOYAIOIIME CIICIUATIBHOE TPOrPaMMHOE
oOecrieueHue.

3aKO4YeHUE O  BAJIMAHOCTH  CHENUAIBHOrO  MPOrPAMMHOIO
oOecrieueHrs Ha OCHOBE aHAJIW3a JIAHHBIX O €ro Bepu(UKaIluy 1 BaluIaIuy,
B TOM uucie HUHQOpMaluM O €ro pa3padoTKe, TECTUPOBAHUU BHYTPHU
OpPEANPUATUS W TPU  KIMHUYECKUX MYJIBTUIEHTPOBBIX HUCCIEIOBAHUSIX,
JAHHBIX 00 UACHTU(UKAIIMY U MAPKUPOBKE OMEPALIMOHHOM CUCTEMBI.

13. Ananu3 1 3aKII0YCHUE 1O JAHHBIM O CTA0MIBHOCTH METUIIMHCKOTO
U3JICIIHSL.

14. Ananu3 miaHa cOopa W aHajgu3a JAHHBIX MO OE30MAaCHOCTH U
3 PEKTUBHOCTH MEAUIIMHCKOTO U3/ Ha MOCTIPOIAXKHOM dTarle

15. AHanu3 uadopmMaluy 1 3aKIOUYCHUE 0 MAPKETUHTE MEIUIIUHCKOTO
u3enus (MCTOPUH U3JCIUs Ha phiHKe) (MPU HAJTUYKN).

16. Ananmu3 cooOmieHnid O HEeCYaCTHBIX CIydasX W OT3bIBaX O
HEKENIATEIbHBIX ~ COOBITHSAX  (HECUACTHBIX  CIydasx), CBSI3aHHBIX C
UCIIOJIb30BAHUEM  MEIUIIMHCKOTO M3JCIMS; aHall3 CIIy4aeB HU3BATHUS
MEAMIMHCKUX ~ HM3JACIMA W3  oOpamieHus W (WIM) TMOSCHUTEIBHBIX
YBEJIOMJICHHUM, MUCbMEHHBIE JOKa3aTEIbCTBA 00 YCTPAHEHUU OOCTOSITENHCTB

U3BSITUHN MEIUIUTHCKAX )5 €31 (S0%0% 1 3 oOpareHus; ONHUCAHUSA
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KOPPEKTUPYIOIIUX JEHCTBUHM, MPEANPUHSITHIX MPOU3BOJUTEIIEM B OTBET HA
NIEPEUYMCIICHHBIE BBIIIE CITy4ar, COOTHOIIEHHUSI YPOBHS MPOAAXK K KOJIMYECTBY
HECYACTHBIX CIy4aeB M OT3bIBOB (MH(pOpMAIMS HE MPEIOCTABISAETCS IS
BHOBb pa3paOOTaHHBIX U CIIPOCKTUPOBAHHBIX MEIUIIMHCKUX U3/EIHI).

17. AHanu3  TIPENCTaBJICHHOTO  IPOM3BOJUTEIEM  KOHTPOJBHOTO
nepeuHss Ha coorBeTcTBUe OOmmUM TpeboBaHUsIM 0€30MaCHOCTH U
3 PEeKTUBHOCTU MEAUIIUHCKUX U3/ICIIHUM.

3aKa0YeHue 0 MPaBUJIBHOCTHM  ONpenaesieHus  TpeOOBaHHUIA,
OTHOCSIIIUXCSL K  JIAHHOMY  MEIUIMHCKOMY  HU3JEIUI0, IOJHOTE U
JIOCTOBEPHOCTH  JOKa3aTeIbCTB  COOTBETCTBUs OOmmM  TpeboBaHUAM
6e30macHOCTH ¥ 9PHEKTUBHOCTH MEAUITUHCKUX U3CIIUL.

18. Obmiee 3akitoueHHE O TMOATBEPKACHUH (HE TOITBEPIKICHUN)
0e30macHOCTH, KadecTBa U A(OPEKTUBHOCTH MEIUIMHCKOTO M3JIENus,
pEeKOMEHJaluss O  BO3MOXHOCTU  (HEBO3MOXHOCTH)  pPETHUCTpalUU
MEJIULIMHCKOTO U3/IEIHS.
®.N.0O., J0KHOCTb, y4Y€Has CTENeHb, 3BAaHUE U TOJIMNUCH DKCIEPTOB

MIPOBOAMBIINX SKCIEPTUIY

JlaTa cocTaBlICHUS OTYETa

[Toanuce pyKOBOIUTENS SKCIEPTHOM OPraHU3alUN

[IeuaTs SKCIIEPTHOM OpraHU3alUA




3ASBIJIEHUE

[TPMJIOKEHUE Ne 5

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

B ynosilHOMO4EeHHBIN OpraH
rocyaapcraa — 4jieHa
EBpazurickoro
HKOHOMHUYECKOIO COI03a

Pedepentnoe rocynapctBo
I'ocynapcTBa npu3HaHus

O BHECEHUH U3MEHEHUN B PETUCTPALIMOHHOE JI0CHE MEIUIIMHCKOTO U3
B paMKax EBpa3suiicKOro 3KOHOMHAYECKOTO COK03a

Opra=u3arysi, OT IMEHH KOTOPOil IPOM3BOUTCSI BHECCHHE H3MEHEHHH (TIPOU3BOIHUTEND WX YIOIHOMOYEHHOE JHIO (TT0JTHOE ¥ (B Cllydae, eciu
HMeeTcs) COKpalieHHOe HauMEHOBaHUe, B TOM YHclie (HpMEHHOe HauMEHOBaHUe, OPTaHU3a[MOHHO-TIPaBOBas (opMa IOPUIHMIECKOTro JIUIa)

HanMenoBanue MEQUIIMHCKOTO U30CIU.

[IponsBoauTeENb:

Crpana:

YHOJIHOMOYEHHBIN [PEACTABUTEIND IPOU3BOAUTEIIS:

HomMmep 1 nata Bbllaun pErucTpalluOHHOTO Y/IOCTOBEPEHMUS:

Knacc IMOTCHIMAJIPHOI'O PUCKA IPUMCHCHUS MECAUIITHMHCKOT'O U3JICIINAA.

HomenknatypHsbiit

HOMED

(xon)

MCIUITUHCKOT'O n3acians

(B cooTBeTCTBUU C MpUHATOH B COr03¢ HOMEHKIATYPOH):

HaCTOHH_II/IM IMPpOCHUM IIPOU3BCCTU BHCCCHUC U3MEHEHUH B PETUCTPALINOHHOC

JOCHhEC MCAUIIMHCKOI'O M3ACJIHA B CBA3H CO CICAYIONIMMH U3MCHCHUSIMM.
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Ne | I3meHeHHsi, BHOCHMBIE B pEruCTpalliOHHOE J0che (yKa3aThb THUIBI BHOCHUMBIX
W3MEHEHMI, PEAAKIIMIO IO BHECCHUS U BHOCUMBIC M3MCHCHUS)

1 N3Menenue cBeaeHU O 3asgBUTENE, BKJIIOYas CBEICHUS O PEOpPraHu3aluu
IOPUANYECKOTO JTUIa, 00 M3MEHEHUH €r0 HAaMMEHOBAHUS, U3MEHECHUU (paMIIINU, UMEHH,
ajJipeca MecTa KUTENIbCTBA MHANBUAYAIBHOTO TTPENPUHAMATEIS

Penakiiug no BHeceHU U3MEHEHUN BHocuMble n3MeHeHNUA

2 H3MmeHeHne HanMEHOBaHUS MEIUIIMHCKOI'O U3ACIUA

Penakiug no BHeceHU U3MEHEHU BHocuMble n3MeHeHNUA

3 W3meHeHme coctaBa MPUHAMICKHOCTEH M (MJIM) KOMIUICKTYIOMIMX M (MJIM) PaCXOIHBIX
MaTepUajoB

Penakiiug no BHeceHU U3MEHEHU BHocuMble n3MeHeHNUA

4 | U3MeHeHne TMOKa3aHWH MO NMPHUMEHEHHUIO; O0JIACTH MPUMEHEHHS; MPOTHBOIOKA3aHUH;
o00YHBIX AP (HEKTOB

Penakuus 10 BHECEHUS W3MCHEHH I Bnocumble naMeHeHus

5) N3Menenue cBeieHUi 0 TPOU3BOJAUTENIE MEAUIUHCKOTO U3ETUs

Penakuus 10 BHeCEHUS U3MEHEHUM Bnocumble naMeHeHus

6 N3meHeHne B TEXHUYECKON U (MJIM) SKCIUTYyaTallMOHHOM JTOKYMEHTAlluu MEIAUIIMHCKOIO
U3JeIus

Penakuus 10 BHECEHUS W3MCHEHH I Bnocumble naMeHeHus

BHuecenue u3aMeHeHUH B pEeTUCTPAIIMOHHOE JJOChE HE BJICUET U3MEHECHUS
CBOMCTB M XapaKTEPHUCTHK, BIMIIOMMX Ha O0€30MacHOCTh, KadyeCTBO H

3 PEKTUBHOCTh MEIUIIMHCKOTO U3/ICITH.

[IpousBoauTeIL/ YIIOTHOMOUYEHHBIN TPEACTABUTED!

["apaHTHPYIO JOCTOBEPHOCTH MPEACTABICHHON HHPOPMAITUH.

["apaHTHpyIO0 COXpaHEHHE 3asBICHHBIX XapaKTEPUCTHUK OE30MaCHOCTH H
3¢ ()EKTUBHOCTU METUITMHCKOTO M3JENHS B T€UEHHUE BCETO CPOKA CIIYKOBI, TIPH
COOJIOJICHUH YCJIOBHM SKCIUTyaTallud, TPAHCIOPTUPOBAHUS W XPAaHCHHS B
COOTBETCTBUU C TpeOOBaHUSAMHU
3aBOJ1a-TIPOU3BOTUTEIIS.

Jlara



3

®.1N.0. 1 JOIKHOCTH OTBETCTBEHHOIO JIHIIA
3asaBuTEIs (YIIOJTHOMOYEHHOTO
IIPEICTABUTEIS)
IToanucek, meyaThb




[MTPJIOXXEHMUE Ne 6

K [IpaBuiiam perucrpanuu u
AKCIIEPTU3bI OE30MaCHOCTH,
KadecTBa M 3 (HEKTUBHOCTU

N3MEHEHNUA,

MEIUIUHCKUX U3ICTUN

BHOCHUMBIE B PETUCTPALIMOHHOE JOCHE MEIUIIUHCKOTO U3AEIHS B IIEPUO/T
JNEWCTBUS PETUCTPAIIMOHHOTO YJIOCTOBEPECHHS U HE TPEOYIOIIE HOBOM

perucrpauuu
N3menenune YcnoBusi/3amedanus [IepeyeHp JOKYMEHTOB H
MaTepuaioB, HEOOXOIUMBIX
JUUISI BHECEHHS] N3MEHEHHI
1 2 3

1. I3meHenue cBeneHuit o Buecenune n3MeHeHmii B 1. Konust nokymeHra,
3asiBUTEIIE, BKIIIOYAs pErucTpaloOHHOE HOJITBEP K IAIOLLETO
CBEJICHUA O PEOPTaHM3ALMU | YIOCTOBEPEHHUE HE BIMIET HA | IIOJTHOMOYHUS
IOPUINYECKOTO JIUIa, 00 3¢ (HEKTUBHOCTH U YIOJIHOMOYEHHOTO

U3MEHEHUU €ro
HAaWMEHOBAHMUsI, U3MEHEHUH
dbamunuu, UMEHH, aapeca
MeCTa KUTEJIbCTBA
WHIUBUTyaJIbHOTO
peITpUHUMATENS

0€30I1aCHOCTh MEIUIIMHCKOTO
U3/EIHUS B COOTBETCTBUH C
0o0muMH TpeOOBaAHUSAMU
0€e30IacHOCTH,

3¢ (HEKTUBHOCTH M KAUECTBY

MMPpCACTABUTCIIS ITPOU3BOAUTCIIA

2. Homep peructpannoHHOTO
J0Che

3. JlokyMeHTHI,
O/ITBEPIKAAIOIIIE H3MECHCHHS;

4. Onuck JOKYMEHTOB

2. Usmeuneunue
HAUMEHOBAHUSA
MEIULIMHCKOTO U3IEIIUs

MoTuBrUpOBaHHOE
000CHOBaHHE HEOOXOUMOCTH
W3MCHCHUS HAMMEHOBAHUS
MEIUIIMHCKOTO M3JICIIHS, HE
BIIMSIIONIETO HA
(GyHKIHOHATBHBIE U
TEXHUYECKUE XapaKTEPUCTUKU

1. 3asBenne Ha  BHECEHHE
W3MEHEHUN I10 YTBEPXKICHHOMN

dhopme

2. JlokymeHT,
YAOCTOBEPAIOIINI
perucTpanmo MeIUIuHCKOTO
U3JIeNUs B CTpaHe
npousBoutene (exnaparus
COOTBETCTBHS;
perucTpanoHHOe
ynocrosepenue, Ceprugukar
CBOOOJTHOM TIPOJIAXKH,
Ceprtu¢ukar Ha HKCHOPT U T.1.)
C BHECEHHBIMH M3MEHEHHSIMH C
ayTEeHTUYHBIM I1€PEBOJOM Ha
PYCCKUH A3bIK, 3aBEPEHHBIN
HOTapHaJIbHO

3. Komust perucTpaimoHHOTO
yIIOCTOBEpEHUS,
0(OPMIIEHHOTO TI0 €TMHON




(hopme cormacHO MPUII0KEHUTO
Ne 8 x HacTosmum [IpaBunam

4. [TucbMO MPOU3BOAUTES,
coJieprKariee MOTHBUPOBAHHOE
000CHOBaHKE HEOOXOIUMOCTHU
W3MEHEHUSI HAMMCHOBAHMS
MEIUIIMHCKOTO U3IENIHs, HE
BIIMSIIOIIMX HA
(byHKIIMOHATILHBIC U
TEXHUUYECKUE XaPAKTEPUCTUKH

5. [IpoeKThI HHCTPYKIIHIA 11O
MIPUMEHEHHIO / PyKOBOJICTBO
M0JIb30BATENsI HA MEAUIIMHCKOE
u3zienue

6. MakeT MapKUpOBKHU

7. JlokymeHT,
yCTaHaBJIMBAIOUINNA TPeOOBaHU
K TEXHUYECKUM
XapaKTepUCTHKaM
MEAMLIMHCKOTO U3JIENHNs,
KOTOPBIM COOTBETCTBYET
MEIULUHCKOE U3/EIHE,
IPUBECHHBIE B COOTBETCTBHE C
HOBBIM HAaUMEHOBAHHEM
MEIUIIUHCKOTO U3/

8. DkcruryarannoHHas
JOKYMEHTAIHSI TPOM3BOAUTEIS
Ha MEJMIIMHCKOE U3/ICITUE, B
TOM YHCJIe HHCTPYKIIUS 10
MPUMEHCHHIO WJIH PYKOBOJICTBO
TI0 DKCIUTyaTaIiu
MEIUIIUHCKOTO HU3/ICITHS,
NIPUBE/ICHHAS! B COOTBETCTBHE C
HOBBIM HAHMEHOBaHHEM
MEIUITUHCKOTO U3JICITUS

9. ®otorpaduueckue
n300pakeHus 0011ero Buaa
MEJIUIIMHCKOTO U3/IENTUSI BMECTE
C MPUHAICKHOCTAMU,
HEOOXOIUMBIMH IS
NPUMEHEHHUS MEAUIIMHCKOTO
W3JIENNS TI0 HA3HAYCHHIO
(pa3smepom He meHee 18 x 24
CaHTHMETpa)

10. Onuck JOKYMEHTOB

3. 3meHeHue cocraBa
MIPUHAJJIEKHOCTEH U (MITN)
KOMILIEKTYIOLTUX U (WIJIN)
pPacXoJHBIX MaTEpUajIOB

OtcyTCcTBUE BIUSHUS HA
(GyHKINOHATIbHBIE
XapaKTEPUCTUKU
MEIUIIMHCKOT0 N3N

1. 3asBieHue Ha BHECEHUE
W3MEHEHUN IO YTBEPKACHHOU

dhopme

2. Konust perucTpaiimoOHHOTO
yIIOCTOBEPEHHUS




0(OPMIIEHHOTO 110 €TMHON
(dhopMe, yTBEPKIEHHOM
Komuccueit

3. IlucbMo mpou3BOAMTEINA,
cozieprKaliee MOTHBHPOBAHHOE
000CHOBaHNE HEOOXOTUMOCTH
M3MEHEHHSI B COCTaBE
KOMIUIEKTYIOIUX U YKa3aHUEM
HOBOTO TIEpEeYHS
KOMILJICKTYFOIIHX,
HOATBEPKIAIOIINX OTCYTCTBHUE
BJIMSIHUS HA (QYHKIIMOHAIBHBIC
XapaKTEePUCTHKH
MEJIULUHCKOTO U3JIeITHS

4. TIpoeKThl HHCTPYKITUH 11O
PUMEHEHUIO / PYKOBOJICTBO
MOJIb30BAaTEINsI Ha
roCyJIapCTBEHHOM M PYCCKOM
SI3BIKE

5. O6HOBNIEHHAs
crienuQuKanus ¢ ykazaHueM
HIepEeYHs KOMILICKTYIOIUX
PACXO/HBIX MaTEPHUAIOB I10
YTBEP)KJICHHOH popme

6. Onucer TOKyMEHTOB

7. B ciryqae nobGaBieHUsS
KOMILIEKTYIOLIETO,
SIBJISTFOIIIETOCS MEANIIHHCKUM
u3zieneM, — 0opasisl (B ciydae
CTEPUIILHOTO TTPEIOCTABIISCTCS
BECh KOMILIEKT) U
HOPMAaTHBHAs JJOKYMEHTAITHSI.

4. I3MeHeHue oKa3aHui
10 MPUMEHEHHIO; 00J1acTH
MIPUMEHEHUS;
MIPOTUBOIIOKA3aHU;
000YHBIX 3P (PEKTOB

be3onacHocTh NpUMEHEHHS
MEJMITTHCKOTO H3JIeIUS
JTOJIKHA COXPAHATHCS U
MOATBEPKIATHCS TAHHBIMU
HCCIICIOBAHUM, KIMHUYECKON
0e30IaCHOCTY U KauyecTBa

1. 3asBieHue Ha BHECEHUE
W3MEHEHUN 110 YTBEPKACHHOU

dhopme.

2. Komust perucTpainoHHOTO
yIIOCTOBEPEHMUS,
0(OPMIIEHHOTO 1O €AMHOI
(dhopMme, yTBEpKIEHHOM
Kowmuccueil.

3. IluceMo MpoOM3BOAMTEIS,
coJiepkalliee MOTUBUPOBAHHOE
00ocHOBaHKE HEOOXOIUMOCTH
M3MEHEHHsI TOKa3aHUi 1o
MIPUMEHEHHIO.

4. ITpoeKTsl HHCTPYKIUI/
PYKOBOJICTBO TOJIB30BATENS MO
MPUMEHEHHUIO MEAULIUMHCKOTO
W3JITIHSL.

5. Panee yrBepkieHHas




WHCTPYKITHs/ PYKOBOJICTBO
M0JIH30BATENS IO MPUMEHEHUIO
MEIUIIMHCKOIO U3IEIIN.

6. IlomHOIIBETHBIE MAKETHI
YIaKOBOK, STUKETOK, CTUKEPOB
(mpu HeoOXoaMMOCTH) (Ha
3neKTpoHHOM HocuTene CD B
dopmare JPEG)

7. Pe3ynpTaThl  KIMHUYECKUX
(MEAUITUHCKHX) HUCITBITAaHHH,
OTpakarolue BHECEHHBIE
H3MEHEHMUS.

8. Onuch TOKYMEHTOB

5. 3smenenue cBeneHmii o
MIPOU3BOIUTEIIC
MEIULIMHCKOTO U3IEIIU

Hert usmenenuii B
IIPOU3BOJICTBEHHOM IIpOIIecce
WM cTienr (hUKAIHSIX,

BKJIFO4Yas1 MCTOObI UCIIBITaAHUA.

1. 3asgBneHue Ha BHECEHUE
M3MEHEHUH 10 YTBEPKICHHOM

dhopme

2. JlokymeHT,
YAOCTOBEPSIOIINI
PETUCTPALIUIO METUITUHCKOTO
U3JIeNUS B CTpaHe
IPOU3BOIUTENE
(peructpaimoHHoe
ynoctoBepenue, Ceptudukar
CBOOOTHOM TPOJIaXKH,
CepTtudukar Ha SKCIOPT U T.1I.)
C BHECCHHBIMU U3MEHEHUSIMHU C
ayTEHTUYHBIM IIEPEBOIOM Ha
PYCCKUU A3bIK, 3aBEPEHHBIN
HOTapUAIIbHO

3. JlokymeHT
MOJTBEPKIAFOIIMNI BHECEHHE
U3MEHEHUH (C yKa3aHueM JaThl
BHECEHHUSI UBMEHEHHUS C
AyTEHTUYHBIM [1IEPEBOJIOM Ha
PYCCKUU SA3BIK

4. JIOKyMEHT,
MTOATBEPKIAFOIIHI
COOTBETCTBHUE YCIOBUUI
IIPOU3BO/ICTBA HALIMOHAIBHBIM
U/WIIN MEXAYHAPOTHBIM
craugapram, (GMP; ISO EN) ¢
ayTEHTUYHBIM IIEPEBOIOM Ha
PYCCKUH A3bIK, 3aBEPEHHBIN
HOTAapUAJILHO

5. JIOKyMeHT,

MIOJITBEPK IO
COOTBETCTBUE MEIUIIMHCKOTO
U3JeNnsl HallMOHAIBHBIM WIIN
MEXTyHAPOTHBIM
HOPMAaTHUBHBIM JJOKYMEHTaM,




KJIaCC MOTEHIMAILHOTO pUCKa
(Hdexmnapanust COOTBETCTBHS;
Ceprudukat COOTBETCTBHS) C
ayTEeHTHUYHBIM NIEPEBOIOM Ha
PYCCKUH A3bIK, 3aBEPECHHBIN
HOTapHaAJIbHO

6. Korust peructpaiiioHHOTO
yIIOCTOBEpPEHUS,
0(OPMIIEHHOTO T10 €TMHON
(hopMe corTacHO MPUITOKEHUTIO
No 8 x Hactosiium [IpaBunam

7. ITucpmMo pou3BOIUTENS,
YIOCTOBEPSIOLIEE, UYTO
IIPOU3BOJICTBEHHBIN IIPOLIECC U
KOHTPOJIb 3a Ka4eCTBOM H
0€30I1aCHOCTBIO TOTOBOTO
IpOYKTa ocTaroTcs 0e3
U3MEHEHUH, C yKa3aHUEM JaThl
BHECEHUS] N3MEHEHUI

8. IIpoeKThI HHCTPYKIHIL 11O
IPUMEHEHHIO U3/1EIUI
/pYKOBOJZICTBO II0JIb30BATEIIS HA
MEMIIMHCKOE M3/IeNINe

9. MakeT MapKHPOBKH

10. Onuck JOKYMEHTOB

6. 3meHeHue
crienuuranumn
MIPOU3BOTUTEIIS UITH
TEXHUUYECKUX YCIOBUHN
(mpu HAJIMYKMH), KOTOPBIM
COOTBETCTBYET
MEMIIMHCKOE U3JIeNHe, U
(unm) SKCTUTyaTallnOHHON
JIOKyMEHTAITU!
MEIUIIMHCKOTO W3ICTTHS

Het usmenenuii B
IIPOU3BOJICTBEHHOM IIPOLIECCe
WM cTienr (hUKAIHSIX,

BKJIFOYas MCTOAbI UCIIBITAHU .

1. 3asBiieHUE HA BHECEHHUE
VU3MEHEHUH 110 YTBEPKICHHON

dhopme

2. Komust perucTpaimoOHHOTO
yJIOCTOBEpEHMUS,
0(OPMIIEHHOTO TI0 €TMHOMN
(dhopme, yTBEpKIEHHOM
Komuccueit

3. [TuceMo0-000CcHOBaHME
HpOPI?;BOJII/ITCJ'IS[ O BHOCUMBIX
A3MEHEHUAX

4. TIpu HEOOXOTUMOCTH
JaHHBIE TI0 CTaOUIBbHOCTH (TSt
MEUIIMHCKOTO U3/IENHs) HE
MEHEE YeM Ha 3-X CepHsiX)
(oTueT 000CHOBBIBAIOLITUIN CPOK
TOJTHOCTH)

5. [Ipoekt nncTpyKunn
(pyKOBO/ICTBA TOJIb30BATEIIs)
O MTPUMEHEHHIO
MEAULMHCKOTO U3enus (Ipu
HEOOXOMMOCTH )

6. I[lomHOIIBETHBIE MAKETHI
YITAKOBOK, STUKETOK, CTHKEPOB
(Tipy HEOOXOMMOCTH)

/. HopmaTuBHas




JOKYMEHTaIUs C BHECEHHBIMU
HU3MCHCHHUAMU,
peraaMeHTHPYIOIas KaueCcTBO
KOHEUYHOT'O IIPOJIYKTAa,
cepTU(UKAT aHAIN3A U
MCTOAWKU KOHTPOJIA KOHCYHOI'O
IPOAYKTA C ayTEHTUYHBIM
[IEPEBOJOM HA PYCCKUU A3BIK,
3aBEpPEHHbIE HOTAPUAIBHO (IIPU
HE0OXO0IMMOCTH)

8. IIpoToxkou TEXHUYESCKUX
HUCIBITAHUN/UCIIBITAHUH
(uccnenoBaHuin) C LEIIBIO
OIICHKU OHOJIOTUYECKOTO
JEUCTBHSI C YYETOM BHECEHHBIX
U3MEHEHUH B HOPMATHUBHBIN
JOKYMEHT (npu
HE00XO0JMMOCTH)

9. Onuce TOKyMEHTOB

[Ipumeyanue:

JIOKyMEHTBI TIPEACTABIIAIOTCS C 00s3aTEIbHBIM MEPEBOJOM Ha PYCCKUU
SI3BIK.

3asBUTEIb HECET OTBETCTBEHHOCTh 3a JIOCTOBEPHOCTh CBEJCHUM,

CoACPIKAIMUXCA B ITPCACTABIIICMBIX TOKYMCHTAX.




[MTPMJIOXEHUE Ne 7

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3 (HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

OKCITEPTHOE 3AKJIFOYEHUE
0 BO3MOKHOCTH (HEBO3MO>KHOCTH ) BHECEHUSI U3MEHEHUM
B PETHCTPALIMOHHOE JOChE HA MEIUIIMHCKOE U3JIETTNe

1. HaumeHOBaHME MEUIIMHCKOTO U3IEIIHS.

2. [Ipou3BoauTenb, CTpaHa.

3. [IpousBoicTBEHHAs MIIOLIAKA, CTPAHA.

4. O06nacTh MPUMEHEHUS U Ha3HAYCHUE.

5. Bua MenMIMHCKOTo U3JEeIusl B COOTBETCTBUU ¢ MpUHATON B Coro3e
HOMEHKJIATYPOU.

6. Kimacc noTeHUMaJIbHOTO pHUCKAa NPUMEHEHHUS  MEIUIIMHCKOTO
U3JICIIHSL.

/. Homep peructpaiiOHHOTO yI0CTOBEPEHUSI.

8. Jlara BEIgAYM.

9. BHOCHUMBIE U3MEHEHMS.

Tumn BHOCUMOTO U3MEHEHUS Janusie, Brocumsie O6ocHoBaHMe
BHECEHHBIC B W3MEHEHUs | 3asBUTENs AJs
JI0Che TIPU BHECCHUS
perucTpainuu M3MEHEHUHN

1. UsMmenenne Ha3BaHUs
OpTraHU3AIUU-TIPOU3BOAUTENS U/ UITU
W3MEHEHUE MecTa (MECT) MPOU3BOJICTBA
IUIS 9aCTH W/UIINA BCETO
MIPOU3BOJICTBEHHOTO Tpoliecca

2. N3MeHeHre HAaMMEHOBaHUS
MCEIUIIMHCKOT'O U3 ACTIUA

3. U3menenue cocraBa
MIPUHAJIC)KHOCTEN U (WITN)
KOMIUIEKTYIOIUX U (WJIH) PaCXOTHBIX




MaTepHaJioB

4, V3MeHeHne NoKa3aHUH 110
MIPUMEHEHHUI0; 00JIaCTH MPUMCHCHHS;
MIPOTUBOMOKA3AHUH; TOOOYHBIX
s dexToB

5. N3MeneHue cBEIEHMI O
MIPOM3BOUTENIC METUIIMHCKOTO U3

6. VM3meHnenue B crienuQuKanum
IIPOU3BOAUTENS WIIM TEXHUUYECKUX
yCIIOBUH (TIpU HATMYKMH ), KOTOPBIM
COOTBETCTBYET MEIULMHCKOE U3/EIHE, U
(um) 3KCIUTyaTalluOHHON
JIOKYMEHTAIUU MEUIMHCKOTO U3J1eNIns

10. Agaimu3 ¥ OI€HKAa JaHHBIX OOOCHOBBIBAIOIIMX 3asABIISIEMEBIE
BHECEHUS U3MEHCHMH.

11. AHanu3 pUCKOB IPU BHECEHUU U3MEHECHUM.

3aKJIF0OYECHHE O BO3MOKHBIX PUCKaX MPU BHECEHUU U3MEHECHUM.

12. 3akmodueHue O PEKOMEHJAIMU WIM OTKa3e B PEKOMEHJIAINU

K perucTpaii BHOCUMBIX W3MCHCHHUI.

®.N.0O., A0KHOCTb, Yy4d€Has CTENEeHb, 3BaHUE W TMOAINUCH HSKCIEPTOB

MPOBOJAMBIINX SKCIEPTUIY

JlaTa cocTaBlICHUS OTYETa

[Toanuce pyKOBOIUTENS SKCIEPTHOM OPraHU3alUN

[IedaTs SKCIIEpTHON OpraHU3alUH




[MTPMJIOKEHUE Ne 8

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

OMo6nema EBpasuiickoro skoHoMu4eckoro coro3a (1)

EBpaswuiickuii 5KOHOMUYECKHi co103 (2)

HanMeHoBaHME YyIIOJTHOMOUYEHHOIO Opraia pe)epeHTHOI0 rocyapcTBa

PETMICTPALITMOHHOE YIOCTOBEPEHUME

MU-XX-Ne 3)

B coorBeTcTBHU C

(pexBU3KTHI IPHKa3a YIIOIHOMOYEHHOTO OpraHa ped)epeHTHOro rocyiapcrsa)

HACTOSIIEE PETUCTPANMOHHOE YIOCTOBEPEHHUE BBIIAHO: 4)

()

(HarMeHOBaHHe U CTpaHa MPOU3BOIUTEIIS, BKITIOYAsk IOPHIAMYECKUN U (paKTHYECKHH aJpeca)

(HaMMEHOBaHKE YIIOMHOMOYEHHOTO MPEICTABUTENS IPOU3BOUTENS HA TEPPUTOPUH rocyaapcTB-uieHoB COr03a, BKI0YAs IOPUINIECKAN
u (akTuueckuii aapeca)

(HaHMeHOBaHHﬂ TIPOU3BOJACTBCHHBIX IUIOIIAI0K, BKIIIOYAsA }OpI/II[I/I‘{eCKI/Iﬁ n (baKTPI‘IeCKHﬁ a;[peca)

B TOM, YTO (8)

(HaMMEHOBaHHE MEIUIIMHCKOTO U3/IEIIHs)

KJIaCC IIOTCHIOHUAIIBHOI'O pUCKa IIPUMCHCHUA MCIAULIMHCKOI'O I/I3I[6J'H/I$I:_(9)
B MCOIUIITMHCKOI'O N34CJIUA B COOTBETCTBUU C HpHHHTOﬁ B Coroze

HOMEHKJIATY PO (10)




2

3apETUCTPUPOBAHO U PA3PEIICHO K BHIITYCKY B oOpaiiienne B paMmkax Coro3a

(11)

(rocynapctsa — uneHs! Coro3a)

[lepeyeHb  KOMIUICKTYIOIIUX, HPHHAUICKHOCTEH M PACXOJHBIX
MaTepUaioB K MOAW(MUKAIUKA MEIUIMHCKOrO HM3aeaus B IIpuinokeHHn K
JaHHOMY PETHCTPAlMOHHOMY yIOCTOBEPEHHUIO HA L. (12)

[Ipunoxenue  ABIAETCI  HEOTHEMIIEMOM  YacThbKO  HACTOSAIIETO
PETHCTPAIMOHHOIO YIOCTOBEPEHUS (13)

Cpok JeHCTBHS pErHCTPAIMOHHOIO yI0CTOBepeHus: oeccpounoe (14)

Jlata perucrpanuu « » 20 T (15)
JlaTa BHECEHUSI UBMEHEHUN « » 20 T (16)
®.1.0. PYKOBOIUTEIIS YIIOJJHOMOYEHHOT'O oprana (nm

YIIOJTHOMOYEHHOTO JINIIA)

[Toxmuch M.II. (mecto meuaru) (17)

Ne 6manka (18)



[TPMJIOXEHUE Ne 9

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

[MTPUJIOXKEHUE K PETUCTPALIMOHHOMY Y JOCTOBEPEHHNIO

MMH-XX-Ne
Ne | HanmenoBanue HanmenoBanue Mognens | IlpousBogutens | Crpana
n/n | MoauQUKaIMA KOMIUIEKTYIOLIUX,

HpHHaHHeH(HOCTeﬁ u
PACXOJHBIX MAaTCPUAIOB
K MCAULIUHCKOMY
ZKEP1(SA105030)

@.1.0. pyKOBOIUTEISA YIIOJTHOMOYEHHOTO OpraHa

(WM YIIOTHOMOYEHHOE JIULIO)

IHonnuce

« » 20 r M.II. (MecTo 115 TIeUaTH)




Ha 61anke opranuzanuu

I[MPHUJIOXXEHMUE Ne 10

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3 (HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

B ynosHOMOYeHHBIN Oprad peepeHTHOro rocy1apcTaa

3ASABJIEHUE

O BbIJIa4e AyOJIMKATa PETUCTPAIIMOHHOTO yIOCTOBEPEHHUS Ha METUIIMHCKOE

HA31eIe

Ne i/t

HanMmeHoBaH#re MEIUIIMHCKOTO U3IETHS (C
yKa3aHHEM MPUHAICKHOCTEH, HEOOXOMMBIX
JUTSL IPUMEHEHHSI METUITTHCKOTO H3IEITHUS TI0
Ha3HAYCHHIO) <**>

B otHOmEeHuun MMPOU3BOJUTCIIAA MCAUITMHCKOI'O U3J1CJINU:

OpraHu3annoHHO-IIPaBoOBas (JOpMa U MOJIHOE
HAaMMEHOBAHME IOPUANYECKOTO JINLA

1.2

COKpaHIGHHOe HAaMMCHOBAHUC IOPUINUYICCKOTO
JIM1a (B cj1ydac, CCJIn I/IMeeTCH)

1.3 | ®upmMeHHOE HAUMEHOBAHHE IOPHINIECKOTO
una (B ciaydae, eciii UMeeTcs)

1.4 | Anpec (MecTO HaX0X/I€HUS) IOPUANYECKOTO
Tuna

1.5 | Howmepa tenedonon

1.6 | Anpec >1eKTpOHHOM MOYTHI FOPUANYECKOTO
nuna (B ciryvae, €Clii UMEeTCs )

1.7 Nnentudukanuonubiii HOMep
HAJIOTOIJIaTeIIbIINKA

2. B oTHOMIEHNH YITOJIHOMOYEHHOTO PEACTABUTEISI IPOU3BOTUTEIIS:

2.1 | OpraHu3anvoHHO-TIpaBoOBas GopMa U MOITHOE
HAaNMEHOBAHHE IOPHIMYECKOTO JIUIIA

2.2 | CokpalleHHOe HAUMEHOBaHHE IOPHINYECKOTO
nuna (B cirydae, €Clid UMEETCs )

2.3 | dupMeHHOE HAaUMEHOBaHHE IOPUIUYECKOTO JIUIA
(B cirydae, €Clii UMEETCs )

2.4 | Anpec (MecTO HaXOXJICHUS) IOPUAUYECKOTO JTUTA

2.5 | Howmepa TenedoHoB

2.6 | Anpec dIeKTpOHHOW TOYTHI FOPUAMYECKOTO JIAIA

(B ciydae, eciiu IMeeTcs)




2.7 | UnenTudukannnoHHBIN HOMEP
HaJIoroIriaTeJabIIuKa

w

Mecto IIPONU3BOJACTBA MEANIIUMHCKOI'O N3 ACIINA

4. | Ha3znayeHnue MEIUIIMHCKOIO U3JIENH,
YCTaHOBJICHHOE IMPOU3BOUTEIIEM

5. | Buag meaMuuHCKOro u3enus B COOTBETCTBUU C
npuHATON B CO03€ HOMEHKJIATYpOU

6. Knacc noTeHuHabHOr0 pyUcKa NPUMEHECHUS
MEIUIIMHCKOTO M3EHs KiIacCupuKaIuen
MEIUIUHCKUX U3IEIINN

7. | Cnoco6 nmomyueHust ”HpOpPMaIIUH, CBI3aHHOM C
MPOLIEYPON PETUCTPAIIUN MEIUIIMHCKOTO

W3J1eIus
8. | Cnocob momy4deHus perucTpaimoHHOTO <*> Ha OyMa)KHOM HOCHUTEJIE JINYHO
YIOCTOBEPECHHU HA MEIUIIUMHCKOEC U3JIETIHNE <*> Ha OyMa)KHOM HOCHUTEJIC
HAIPAaBUTh 3aKA3HBIM MOYTOBBIM
OTIIPaBJICHUEM C YBEAOMIICHUEM O
BpY4YEHUH
<*> B (hopme 37eKTPOHHOTO
JIOKyMEHTa
<*> Nnoe
9. [Tpuunna Beiaun nyOaukara
10. | Ceenenus o0 oruiare rocy1apcTBEHHON

MOLUINHBI <***>
(maTa ¥ HOMEp IJIATSKHOTO MOPYUCHHSI )

<*>HyXHoe yKa3aTh.

<**>VkazaHue NPUHAIICKHOCTEH, HEOOXOAUMBIX JJIi IPUMEHEHUS
MEIUITMHCKOTO W3JEHUs 10 Ha3HAYEHHI0, BO3MOKHO B BHJIC MPHIIOKEHUS K
3asIBJICHUIO, 3aBEPEHHOMY I1€YaThIO U MOJMHUCHI0 PYKOBOIUTEIIS.

<***>Vka3pIBacTCs 10 MHUIINATHUBE 3asIBUTEIS.

(®.1.0. pykoBOIUTENS FOPUIMUECKOTO JIMIA WX WHOTO JIMIIA, HMEIOIIETO MPaBo JACHCTBOBATh OT UMEHHU 3TOTO

IOPUIMYECKOTO JINIA)

«_» 20 1. M.IL [Tonnuce




I[MPHUJIOXXEHME Ne 11

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

Ha 61anke opranuzanuu

B ynonnoModeHHBIN opraH pegepeHTHOr0 rocyapcTBa

3ASBJIEHUE
00 oTMeHe (aHHYJIMPOBAHUHU) PETUCTPALIMOHHOTO yI0CTOBEPEHUS
MEIUIIMHCKOTO U3eIHs

(HanMeHOBaHHe 3asBUTEI (IIOJHOE U (B CIIydae, eCIIM HMEeTCsI) COKpaIleHHOe HauMEHOBaHuUE,
B TOM 4HcJie QHPMEHHOE HAMMEHOBAHHE, OPraHU3ALNOHHO-TIPaBoOBast (opMa IOPHANYECKOTO JIHIA))

IIPOCUT OTMCHHUTD PCTUCTPALNMOHHOC YAOCTOBCPCHUC MCANIINHCKOI'O

A31eIINS

(HaMMEHOBaHNE MEUIIMHCKOTO U3/IeNHus (C yKa3aHueM NPUHAUIEKHOCTEN, HEOOXOUMBIX JUISl IPUMEHEHHST MEAUIIMHCKOTO U3ENHs
10 HA3HAYCHHIO))

(naTa perucTpaluy MeJUIMHCKOTO H3/IeNHsl 1 HOMEP PErHCTPAlHOHHOTO YAOCTOBEPEHHSI)

B CBA3HU C

(yKa3BIBaeTC$I npmea)

(‘DI/IO PYKOBOAUTEIS FOPUAUICCKOTO JIMIIA WX HHOTO JIMIa, UMEIOLIEro IMpaBo JIeCTBOBATH OT UMCHH 3TOTO TOpUANYECKOro J'[I/II.Ia)

« » 20 . ML.IL (IToamuce)




I[MTPUJIOXXEHUE Ne 12

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

dopma

(HauMMEHOBaHHUE YIIOJIHOMOYEHHOI0 OpraHa (3KCIepTHON OpraHU3aliK) rocy1apcTBa MPU3HAHMU )

YTBEPXAIO

(pyKOBOJIUTEINb YIIOJTHOMOYEHHOTO OpraHa
(3KCTIepTHOW OpraHU3aIN)

®.1.0., moanucek, nevarp)

« » 20 1.

[ToaTBepkaeHMe coriacoBaHus (HECOrTIaCOBaHM) SKCIICPTHOIO 3aK/IFOUCHUS
pedepeHTHOTO rocy1apcTBa Mo pe3yiabTaTaM dKCIEePTU3bl 0€30MTaCHOCTH,
3 PEKTUBHOCTH U KaYECTBA MEIUIIMHCKUX U3JCTUN

N OT «__ » 20 r.

1. HaumenoBanue YIIOJTHOMOYEHHOTO oprana (3KCTepTHOM
opraHu3aiui) pedepeHTHOro0 TroCyaapcTBa, IMOATOTOBHUBIIETO SKCIECPTHOEC
3aKJTIOUCHHE.

2. Jlata pa3MmenieHus SKCIEPTHOIO 3aKJIIOUEeHUsT B MH(POpMaIMOHHOU
CUCTEME  YIIOJHOMOYEHHOIO  OpraHa  (3KCHEPTHOM  OpraHU3allHH)
pedepeHTHOrO rocymapcTaa.

3. Homep 3KcriepTHOTO 3aKIFOUCHUS.

4, HaumeHOBaHHE  MEIUIIMHCKOTO  wm3aenus (¢ yKa3aHueM
PUHAICKHOCTEH, HEOOXOIUMBIX ISl TPUMEHEHUS MEAUITMHCKOTO W3ICITHs

110 HA3HAYECHUIO).
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5. [IpousBoauTENh MEIUIIMHCKOTO U3/ENus (MOJIHOE U (B Cilyyae, €Ciu
UMEETCSl COKpAIleHHOC HaWMEHOBaHWE, OPTaHMU3AIMOHHO-TIpaBoBas (opma
IOPUAMYECKOTO JIUIA, aJpeC ero MecTa HaXOXIACHHS).

6. YomTHOMOYEHHBIN MTPEICTAaBUTEIh POU3BOUTEIIS.

7. 3asBUTEb.

8. Ceenenus 06 skcreprax (P.U1.0., cnennanbHOCTh, YUeHasi CTENEHb
(3BaHue) (IpU HAJTUYUH ), MECTO PAOOTHI U IOJKHOCTB ).

9. O06 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTb CBEICHHM, U3JI0KEHHBIX B

3aKJTIOUCHUH, TPEAYTPEKICH:

OKCIEPTHI:
(®.1.0.) (moamurCh)
10. Ananu3 IIPEJICTAaBICHHOTO YIIOJJTHOMOYEHHBIM OpraHoOM

(9KcmiepTHOM opranu3amuei) pedepeHTHOTO TOCyIapcTBa AKCIEPTHOTO
3aKJIIOUEHUS 110 0€30MacHOCTH, A(DPEKTUBHOCTU U KAYECTBY MEIUIIMHCKOTO
U3JIeNIUsT Ha MPEIMET MOJHOTHI, KAYeCTBA SKCIEPTU3BI IOKYMEHTOB, OLICHKU
o0beMa U TTOJTHOTHI ITPOBEJICHHBIX UCTIBITAHUHN U UCCIIECIOBAHUM.

11. Pe3ynbraThl 3KCOEPTU3bI (YKa3bIBAIOTCS BBIBOJABI MO OTAEIbHBIM
aCIeKTaM 3KCIEPTHOTO 3aKJIFOUEHUS).

12 .BriBoa (yka3bIBaeTCsl OOUTMNA BBIBOJ, C YKa3aHUEM MPUYMH B Clydae

BBIHCCCHHA OTpULIATCIILHOI'O 3aKJHO‘IeHI/I$I).

DKCIepThl

(©.1.0.) (moamnuch)




[MTPHUJIOXEHUE Ne 13

K [IpaBuiiam perucrpanuu u

AKCIIEPTU3bI OE30MaCHOCTH,

KadecTBa M 3(HEKTUBHOCTU
MEIUIMHCKUX U3

[MTPABUJIA ODOOPMIJIEHU S
PETUCTPAIIMOHHOTO YAOCTOBEPECHUS MEIUIIMHCKOTO U3/IC]IHS B paMKaX
Coro3a

1. PeructparnoHHoe ya0CTOBEpeHHE O0GQOPMIISIETCS YIIOJTHOMOYCHHBIM
opraHoM pedepeHTHOr0 TOCyAapCcTBa B COOTBETCTBHHM C HACTOSIIMMHU
[IpaBmnamu 1o eguHoM popme.

2. PerucrtpanmoHHO€ YJOCTOBEPEHHE 3aIlOIHSIETCS Ha PYCCKOM SI3BIKE
C HCTOJb30BaHUEM OHJICKTPOHHBIX TI€YATAIONIMX YCTPOWCTB M B CiIy4ae
HaJIM4Msl ~ COOTBETCTBYIOIIETO  TpeOOBaHMS B 3aKOHOJATEIIbCTBE
pedepeHTHOTO TOCyAapCTBa Ha TOCYIapCTBEHHOM SI3BIKE.

B cnydae 3amonmHeHUs PErHCTPAIMOHHOTO yAOCTOBEPEHUS HA PYCCKOM
S3BIKE W HAa TOCYIJApPCTBEHHOM SI3BIKE OJHOTO W3 TOCYIApPCTB MPU3HAHUSA
PErUCTPAIIMOHHOE YIOCTOBEPEHUE 3aMOHAETCS B COOTBETCTBUU C ITYHKTOM 4
HacTtosmmx  [lpaBum  Ha  pasHBIX  CTOPOHAX  PETHCTPAIMOHHOTO
yJI0CTOBEPEHUHI.

PerucrpammonHoe yaocToBepeHre OTHOCHUTCS K JOKYMEHTaM CTPOTOU
OTYETHOCTH, OJIAaHK JOJDKEH OBITh M3TOTOBJICH TUIIOTPA(PCKUM CITOCOOOM.

[Ipyu HEOOXOAUMOCTH HAWUMEHOBAaHUE MPOU3BOIUTENS, €ro MECTO
HaxoXJAeHUs (aapec MPUANYECKOro Juia), GakThuueckui azapec (Kpome
HAaMMEHOBAHMS TOCYapCTBa) M CBEJACHUS O MPOAYKIIUH (THI, MapKa, MOJICTIb,
apPTHUKYJI TIPOIYKIIMKM U Jp.) MOTYT OBITh YKa3aHBI C HCIIOJIb30BaHHEM OYKB

JATUHCKOTO ajipaBuTa.
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3.Bce monsg perucTpallMOHHOTO YIOCTOBEPEHHS JIOJDKHBI  OBITH
3aMojHEHbl (B OpPUTHMHAIE PETUCTPALMOHHOTO YIOCTOBEPEHHS HyMepalus
MOJIEH OTCYTCTBYET).

4. B peructpalilnOHHOM YJIOCTOBEPEHUH YKa3bIBAKOTCS:

a) B noje | —amoOnema EBpa3suiickoro 3kOHOMHUYECKOTO COH034;

0) B moje 2 — HAANUCH, BBINOJHEHHbIE B 3 CTPOKH B CIEAYyHOLIEH
MOCJIETIOBATEILHOCTH:

1-a crpoka — «EBpa3utiickuii DxoHoMu4eckuii Cor3»;

2-1 CTpOKa — TOJHOE HAMMEHOBAHHME YIIOJIHOMOYEHHOTO OpraHa
pedepeHTHOTO ToCyAapCTBa,

3-s cTpoka — «PerucTpalilioHHOE yJIOCTOBEPEHUEN

B)B IojJ€ 3 — PpErUCTPALMOHHBIA HOMEP U Jara BblJIayd
PETUCTPAIMOHHOTO YI0CTOBEpeHUs. PeructpanonHelii Homep popMupyercs
B CJIEAYIOIIEM MOPSJIKE:

MH(1)- X(2)X(3) - Noe XXXXXX(4)

rje:

(1) mo3urust «MU» — MEIUIIMHCKOE H3ICIIHE:

(2) mo3umust «X» — CcoOKpalieHHas aOOpeBuarypa pedepeHTHOrO
roCyJ1apCTBa,;
(3) mo3umust  «X» — cokpamieHHas aOOpeBWaTypa TOCYIapCTB

pU3HAHUS (YKa3bIBaroTCS BCE rocyaapcTaa MpU3HAHUSA,
MOJITBEPAUBIIINE COIJIAaCOBAHUE AKCIIEPTHOTO 3aKJIFOYCHMS
pedepeHTHOTO rocymapcTBa);

(4) no3umusa «Ne XXXXXX» — eIuHbIN IIeCTU3HAYHBIA MOPSIIKOBBIN
HOMED PETUCTPALTMOHHOTO yAOCTOBEPEHUS, MIPUCBOCHHBIM
YIOJTHOMOYEHHBIM OpraHomM pedepenTHorO rocyaapcTBa
(mpucBamMBaeTCsl aBTOMATHYECKH M3 €IWHOTO peecTpa MEIUIIMHCKUX

W3JICIHN, 3apEeTUCTPUPOBAHHBIX B paMkax Coro3a).



3

r) B nojie 4 — yKa3blBAIOTCSA PEKBU3HUTHI MPHUKA3a YIOIHOMOYEHHOIO
opraHa pedepeHTHOro TOoCyJapcTBa, OCYIIECTBUBIIEIO PETUCTPALIUIO
MEJIULIMHCKOTO U3JIEINS;

1) B II0JIE€ 5 — HAUMEHOBAHHUE MTPOU3BOIUTEINS], CTpaHA MPOU3BOJAUTEIA,
BKJIIOYAs IOpUIMYECKH W (QakTthueckuil aapeca. B mganHOM 1o
YKa3bIBa€TCS IOJHOE€ HAWMEHOBAHUE  MPOU3BOAMUTENA, €ro  MECTO
HaxOXJACHUs (agpec IOPUANYECKOro JnIa), (aKTHYSCKHH aapec — s
IOPUMYECKOTO JIIA U ero (UInaaoB, KOTOPbIE MPOU3ZBOAIT MPOAYKIIHIO,
Wik pamMunusi, UMsi, OTYECTBO, MECTO JKUTEIBCTBA — JIJIs1 (PU3UUECKOTO JINLIA,
3apEruCTPUPOBAHHOIO B KAYECTBE MHIMBUAYaJIbHOTO IPEANPUHUMATENS;

€) B 1oJie 6 — HAMMEHOBaHUE MPOU3BOJICTBEHHBIX TUIOUIAA0K, BKIIOYas
IOpUanYecKuil 1 (pakTUyeckuil aapeca. B maHHOM moJie yKa3bIiBaeTcs MOJIHOE
HAaMEHOBAHHE 3asBJICHHBIX MPOU3BOJCTBEHHBIX IJIONMIAJ0K BBITYCKAIOIINX
MEJIUIIMHCKOE H3JEINe, €ro/MX MECTOHAXOXJCHHS (aaApec HOPUANYECKOTro
nuna), ¢hakTUYecKui aapec — sl IPUAUYECKOro JiMila U ero (puiuasos,
KOTOpbI€ MPOU3BOJAT MNPOAYKIHMIO, WM (aMUius, UMs, OTUYECTBO, MECTO
KUTEIHCTBA — 711 (PU3UYECKOTO JIHIIA, 3apETUCTPUPOBAHHOTO B Ka4yECTBE
WHIUBUIYJIBHOTO MPEANPUHUMATES;

®) B moie 7 — HAWMMCHOBAHHE YIOJHOMOYCHHOTO TNPEJCTABUTEIIS
IPOU3BOAUTENS] Ha TEPPUTOPUM TrocylnapcTB — wieHoB (Coro3a, BKIOYas
opuauyeckuii u  ¢dakTudyeckuid aapeca. B naHHOM Tmone  ykasbIBaeTcs
HAaWMEHOBAaHHE YIMOJHOMOYEHHOTO PEACTABUTEINSI IPOU3BOJIUTENSI B PAMKax
rocyaapct — wieHoB Cor03a, ero MeCTO Hax0XICHHs (aApec IOPUANIECKOTO
auia), paKTUYecKud aapec — ISl IOPUIUYECKOro JHIa U ero (hUIualios,
KOTOpbI€ MPOU3BOJAT MNPOAYKIHMIO, WK (aMUius, UMs, OTUECTBO, MECTO
KUTEIbCTBA — Il (PU3UYECKOTO JIMIIA, 3apPETUCTPUPOBAHHOTO B KayeCTBE

HHAWBUAYAJIBHOI'O IIPCAIIPUHUMATCIIA,
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3) B MoJie 8 — HAMMEHOBAHUE MEAMUIIMHCKOTO W3JEusl. Y Ka3bIBaeTCA
MOJTHOE HAUMEHOBAHUE MEAUIMHCKOTO U3/IENNs, Ha3BaHWE MPOAYKUHUHU (TpH
HAJINYUN);

CBEJICHUSI O MPOAYKIMU, oOecrieunBaroe ee uaecHTuukanuio (Tur,
Mapka, MOJelib, APTUKYJ NPOAYKIMU W Jp.), HAUMEHOBAHUE JOJIKHO
COOTBETCTBOBAaTh HAMMEHOBAHUIO B SKCIIEPTHOM 3aKJIIOUEHUU pePEPEHTHOIO
rocyJ1apcTBa;

1) B ToJie 9 — yKa3bIBaeTCs KJ1acC MOTEHIIMAIBHOTO PUCKA TPUMEHEHUS,
MOATBEPKICHHBIA MPU IKCIEPTU3EC MEAUIMHCKOTO H3Jeus B pedepeHToM
rOCyJ1apCTBE;

K) B moje 10 — yka3plBaeTcss BHJ MEIUIMHCKOTO U3JACIUs, B
COOTBETCTBHUU C MPUHATON B COr03€ HOMEHKIIATYPOM;

n) B noine 11 — «3aperucTpupoBaHO M Pa3pelICHO K BBIMYCKY B
oOpanienue B pamkax Coro3a» — yKas3bIBalOTCs rocyaapcra — wieHbl Coro3a,
NEPBBIM yKa3bIBaeTCsl pedEepeHTHOE TOCYIapCTBO, Jajee YKa3bIBAKOTCS
rocyJlapcTBa TMPU3HAHMS, OCYIIECTBUBIIKME TMPOLEIYPY COIIACOBAHUS
HKCTIEPTHOTO 3aKII0UeHUs peepeHTHOTO TOCYIapCTBa,;

M) B mone 12 — «llepedyeHb KOMIUIEKTYIOIIUX, MPUHAIIECHKHOCTEU
U PACXOJHBIX MATEPHATOB K MOAU(PUKAIMA MEAUIIMHCKOTO U3JeNusl B
MPUJIOKEHUU K JAaHHOMY PETHCTPAIMOHHOMY YJAOCTOBEPEHHUIO HA  JL» —
YKa3bIBACTCS  KOJIMYECTBO JUCTOB NPUJIOKEHUH K JIAHHOMY
PETUCTPAIMOHHOMY  YJIOCTOBEPEHMIO.  3alojHAEeTCS  MpPU  HAJIUYUHU
MPUII0KECHUS;

H) B noyie 13 — «lIpunoxkeHue SBISETCS HEOTHEMIIEMON YaCThbIO
HACTOAIIETO PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUs». 3amoJIHICTCA MU
HAJIUYUU TIPUIIOKEHUS;

0) B nojie 14 — «Cpok IEeNCTBUSI PErUCTPALIMOHHOTO YJIOCTOBEPEHHUSI:

0eccpoyHOey;
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n) B noine 15 — «Jlata perucrtpanum» -  YKa3bIBa€TCAd CIOBECHO-
IM(PPOBBIM CITOCOOOM: YHCIIO — ABYMS apaOCkumu mudpaMu (B KaBbIUKaX),
MecAll — CIIOBOM, TOJl — YeThIpbMs apabckumu Ludpamu (¢ yKazaHUEM
COKpaIIEHHOT0 0003HAYCHUS roia «T.»;

p) B osie 16 — «/laTa BHECEHUSI UBMEHEHUIT» - YKA3bIBAETCS CIIOBECHO-
HU(POBBIM CIIOCOOOM: YMCIIO — BYMs apaOCKuMH IuppaMu (B KaBbIUKaX),
MecAll — CIIOBOM, TOJl — YeThIpbMs apabckumu Ludpamu (¢ yKazaHHUEM
COKpAIIICHHOT0 00O03HAa4YeHUsl roja «r.». JlaHHOe TMoje 3amojHseTCs Mpu
BHECEHUS HU3MEHEHHIl B PEruCTpPallMOHHOE JIOChe C BbIJa4eil HOBOTO
PErUCTPAIMOHHOTO YJIOCTOBEPEHUS MOJ[ MPEKHUM HOMEPOM C YyKa3zaHHUEM
JIaThl BHECCHUSI U3MEHECHMUS;

c) B moje 17 — HOKHOCTB, MOANKUCH, (PamMUIus, UMs, OTYECTBO
pykoBoautenss (YIOJIHOMOYEHHOrO JIMIIA) YIHOJHOMOYEHHOIO Oprasa,
BBIJIABIIIETO CBUJETEILCTBO, II€YaTh JTOTO YIOJHOMOYEHHOTO OpraHa.
Hcnonb3oBanue pakCUMMIIE BMECTO MOIMCH HE JIOMYCKAeTCs;

T)B nosie 18 — tunorpadckuii HoMep OJIaHKAa PETUCTPAIMOHHOTO
YAOCTOBEPEHUS, MPOCTABIISIEMBIN MTPU €0 U3rOTOBJICHUMU.

5. [Ipn Hammymu MoaMdUKaIUU, KOMIUICKTYIOIIHNX, MTPUHAIC)KHOCTEH
U PACXOJHBIX MaTEpPUATIOB K MEIMUIIMHCKOMY HU3JCIUI0 3aIlOJHSIETCS
MPUJIOKEHUE K PETHCTPAIMOHHOMY YJAOCTOBEpPEHHUIO 1O ¢dopme, COTJIACHO
npuiioxkeHuto Ne 9 k Hactositum IIpaBunam.

[Ipunoxenue SBIASETCS HEOTHEMJIEMOW YaCThIO PETHCTPAIMOHHOIO
YAOCTOBEPEHUS.

Kaxnprit nucT mpuiioXKeHUs OJDKEH OBITh MPOHYMEpPOBaH, Ha HEM
MIPOCTABJISIOTCS pEerucTpanvoOHHbIN HOMED PErUCTPaIlMOHHOTO
YAOCTOBEPEHUS, JOJDKHOCTh, TOAMUCH, (amMuaus, UMs, OTUYECTBO

pykoBojautenst  (yIOJHOMOYEHHOrO JIMIIA) YHOJHOMOYEHHOTO Oprasa,



BBIJIABIIETO PETMCTPALIMOHHOE YAOCTOBEPEHUE, 3aBEPSIETCA NEYaThIO JTOrO
YIIOJJHOMOYEHHOT'O OpraHa.

6. BHecenue B perucTpainoHHOE YA0CTOBEpEeHUE U (WIJIH) MPUIIOKEHNE
K HEMY CBEJICHUM, HE MPEAYCMOTPEHHBIX HacTosAmnMU [IpaBunamu, a Taxxke
COKpAIEHHE CJIOB M UCIIPABJICHUE TEKCTA HE JOITY CKAKOTCH.

/.B cnyyae yTpaThl, NOpYM PETUCTPALMOHHOIO YIOCTOBEPEHHUS U
(WIM) TPWIOKEHUS K HEMY YIOJHOMOYEHHBIM OpPraHOM  BBIJAETCS
COOTBETCTBYIOIIMI TyONUKAT PErMCTPAIMOHHOTO YJIOCTOBEPEHUS U (WJIN)
IIPUJIOKEHUS K HEMY.

[Ipu sTOM B mpaBOM BEpXHEM yriy AyOiuKaTa PEerucTparMOHHOrO
yAOCTOBEpEHUA M (WIM) NPUIIOKEHUS K HEMYy MPOU3BOJUTCA 3aIlUCh

«lyOnukar BbIIaH « _ » r.».




