EBPA3UVMCKAA DKOHOMUYECKAI KOMUCCUA
COBET
PENTEHUE
«12» pepansa 2016 . Ne46 r. Mocksa

O IlpaBuiax perucTpanyy ¥ SKCIepTH3bL 6€301aCHOCTH, Ka4eCTBa U
3¢ deKTUBHOCTU METUIIMHCKUX U3TETUH

B coorBercTBuu ¢ myHkToM 2 cratbu 31 JloroBopa o EBpasuiickoM sKOHOMHYECKOM
cotose ot 29 mas 2014 roga, nyakramu 2 u 4 crarbu 4 CornameHus 0 e AMHBIX IPUHITAIIAX
U TIpaBWIaX oOpalleHus MeAUIMHCKUAX U3Zenuil (MU3enuil MeAUIMHCKOTO Ha3HAYeHUA U
MeJULIMHCKON TeXHUKM) B paMkax EBpa3uiicCKOro sKOHOMHUYECKOTO COI03a OT 23 meKabps
2014 ropma, myuktoMm 92 mpunoxenus N°e 1 x Perimamentry paGortsr EBpasumiickoii
9KOHOMHYECKOIl KOMHCCHUM, yTBepkAeHHoMy Pemenuem Bsicuero EBpasuiickoro
dKOHOMMYecKoro coseta oT 23 mekabps 2014 r. Ne 98, u B uenax ucnonHenus Pemenus
Bricurero EBpasuiickoro skoHoMuueckoro cosera or 23 gekabps 2014 r. Ne 109 «O
peannsanyuy CoryameHus O eUHBIX NMPUHIMIAX U IIPABHJIAX OOpalleHUs MeIUIMHCKUX
u3genuil (M3genuii MeZUIIMHCKOTO Ha3HAYEeHWSI W MeJULIMHCKON TeXHWKU) B PaMKax
EBpasniickoro sKoHOMHYeCcKOTo coio3a» CoBeT EBpa3uiickoil 5KOHOMHUYECKOH KOMUCCHH
pennwn:

1. YrBepmuts npumaraemsie [IpaBusia perucTpanuu M SKCIEPTU3BI G€30IIACHOCTH,
KauecTBa ¥ 93QPeKTUBHOCTH MeJULIIMHCKUX u3ziennii (manee - [Ipasua).

2. YCTaHOBUTH, YTO:
a) B mepexomHsIi nepuoz 1o 31 gexabps 2021 r.:

peTruCcTpanysa MeZUIIMHCKOTO M3[eIud IO BBIOOPY IIPOM3BOAUTENS MeIUIMHCKOTO
n3genus (ero yIIoJTHOMOYEHHOTO IIPeCTaBUTENIA) MOXKET OCYIECTBIATHCSA B COOTBETCTBUH
¢ IlpaBunmamu nu60 B COOTBETCTBMM C 3aKOHOZATEIBCTBOM TOCYZAapCTBA - YjeHa
EBpasuiickoro sKOHOMHUYECKOTO CO032 (Zjajee - TOCYJapCTBa-UIEHBI);

MEeITUIIMHCKNE U3NEINA, 3daPETUCTPUPOBAHHBIE B COOTBETCTBHUH C 3dKOHOAATEIbCTBOM
ToCyZapCTBa-41JI€HA, o6pama10Tc;I Ha TEpPpUTOPHUH STOI'O I'OCyAdPpCTBA-1JI€HA;

0) IOKYMEHTHI, NOATBep)KAatourue (GaKkT PerucTpaluy MeAUIMHCKUX H3JeNIui U
BBIJJAHHbIE YIIOJTHOMOYEHHBIM OPTaHOM T'OCyAapCTBa-WiIeHa B 00JIaCTH 34PaBOOXPAHEHU B
COOTBETCTBUHM C 3aKOHOJATEIBCTBOM STOTO TOCYJApCTBAa-UIe€HAa, HeHCTBUTEIBHBI [0
OKOHYAHM CPOKA UX AeHCTBUA, HO He nmo3znHee 31 mexabps 2021 r.

3. T'ocymapcrBam-wrenam 1o 31 nexa6ps 2016 r.:

a) YTBepAWUTb pasMep cOOpoB (WONIIMH) WJIM WHBIX OO0S3aTENbHBIX ILIATEXEH,
IIpesyCMOTPeHHBIX [IpaBuiraMu, ¢ y4eToM CIOXKHOCTHU IIPOLeLyp U 00beMa BBIIIOTHAEMBIX
paboT, MpOBOAUMEIX B pedepeHTHOM TOCyJapCTBe M TOCYZAPCTBaX IPU3HAHUA, B TOM



quCiIe Mpu:
perucTpanuy MeJUIIMHCKOTO U3JeJIN;
9KCIlepTH3e 6e30IIacHOCTH, KauecTBa U 3(PPeKTUBHOCTH MEIUIIMHCKOTO U3ZeIHs;
BHECEeHUM U3MeHEeHUU B PeruCTpalliOHHOe JOChe MeIUIIUHCKOTO U3ZeIN;
BbIlaYe TyOIMKAaTOB PETUCTPALMOHHBIX yIOCTOBEPeHMUI;

6) ompezmenuTh OpraHbl (OpraHU3allM), OTBETCTBEHHBIE 32 OCYILIECTBIEHUE
peruCTpaluy, BHeCeHHe H3MEHEHUH B PEeTrMCTPAIOHHOE AOChe U WHbIe CBS3aHHBIE C
perucTpanyieii MeAVIIMHCKUAX H3JeNUi IpOIeAypbl, IpesycMorpenHble [IpaBuimamu, u
npouHpopMupoBaTs 06 3ToM EBpasuiicKyo SKOHOMUYECKYI0 KOMICCHIO.

4. Hacrosmee Pemenue BcTymaer B cuiny no ucredeHuu 10 KajeHZAapHBIX THEH C
IaTel BCTyIUleHMsa B cuiay IIporokosa, mommumcamnoro 2 gexabpa 2015 roma, o
npucoenuHennn Pecnybmukm Apmenusa k CoryameHWIo O eZWHBIX IPHHIUIAX WU
ImpaBwiIax oOpalleHus MeIUIIMHCKUX M3Aenuil (M3fenuil MeZUIIMHCKOTO Ha3HA4YeHUd U
MeAUIIMHCKOW TeXHUKU) B paMKax EBpa3uiickoro sSKOHOMUYECKOTO CO032a OT 23 eKabps
2014 roza, HO He paHee 4yeM IIO ucTedeHUH 10 KaJleHAAPHBIX AHeH ¢ JaThl OQUITUATEHOTO
OIyOJIMKOBAaHMA HAacToAIero Pemenns.

Ynersr CoBera EBpa3uiickoil 5SKOHOMUYECKOH KOMMCCHH:

Ot Pectry6muku Ot Peciy6iauku =~ Ot Pecmy6nmuxu Ot Keipremsckoit Ot Poccumiickoit
Apmenus Bemapycs Kazaxcran PecnyGuxu ®enepanyn

B.Tabpuemasa  B. MariomeBckuii b. Carunraes O. ITarkparos H. Illysamos



YTBEPX/EHBI

Pemenuem Cosera EBpasuiickoit
SKOHOMHUYECKOM KOMUCCUHI

ot 12 ¢peBpans 2016 r. Ne 46

ITPABUJIA

PETUCTPaLUH M SKCIEPTHU3EI 6€30IIaCHOCTH, KavecTBa 1
3¢ ¢eKTUBHOCTU METUIIMHCKUX U3TeTUH

I. O6imue nmonxoxeHus

1. Hacrosmue IIpaBmia paspaboTaHBI B COOTBETCTBHU C IIYyHKTOM 2 craThu 31
oroBopa o EBpasuiickom skoHOMuYeckoMm corose ot 29 mas 2014 roma u myHKTOM 2
cratbu 4 CoryameHus O eJUWHBIX NPUHIUIAX U IIPaBWIAX OOpalleHHs MeIUIIMHCKHUX
n3genuil (M3genuii MeZUIIMHCKOTO Ha3HAYeHWSI W MeJULIMHCKON TeXHWUKH) B PaMKax
EBpasuiickoro skoHommueckoro coi3a or 23 nexabps 2014 roma m ycTaHaBIMBAIOT
HMOPANOK TIIPOBEJeHWS PETuCTpallu¥ U OKCIIEPTH3Bl 0Ee30IIaCHOCTH, KadecTBa W
3bGeKTUBHOCTH MEIUIIMHCKUX U3Jeauil (Jamee - perucrpanus U OKCIIEPTU3A
MEeJIULWHCKOTO U3ZeNus), BHECEHHsI U3MEHEHMIl B  PETUCTPAllMOHHOE  JOChe
MeJULMHCKOTO H3JeNusd, BBIAAYM IyOJIMKATOB PETHCTPAlMOHHBIX YAOCTOBEPEHHIl, a
TaKXXe OTKa3a B PerucTpaluiy MeJUIMHCKOTO H3JleIHfA, IPHUOCTAHOBIEHUS U OTMEHBI
IefCcTBUA (QHHYIMPOBAHUA) PETUCTPALIMOHHOTO yAOCTOBEPEHUS MEIUIITHCKOTO U3ZeTHs
B pamkax EBpasuiickoro skoHoMuueckoro coosa (zanee - Coios).

Tpe6oBanusa Hactoamux IlpaBun He NPUMEHSAIOTCA B OTHOLIEHUW MeIUITMHCKUX
M3[leTNi, MOTPEeOHOCTh B KOTOPBIX BO3HMKAET B YPE3BBIYANHBIX CUTYaUMAX VIM JJIA
IVAaTHOCTUKYA HOBBIX, IIPUPOJHO-OYATOBBIX IJIM OCOOO OHNACHBIX WHGEKIMOHHBIX
3aboseBaHMil, OOpalleHWe KOTOPBIX PpeTyJIUPYeTcsd 3aKOHOJATEIbCTBOM TIOCYAApCTB-
YJIeHOB.

2. B mepexonHBIi IEpPHUOJ, IO BHIOOPY IPOM3BOLUTENI MEAUIMHCKUX M3JeIuil (ero
YIIOJTHOMOYEHHOTO IIpefCTAaBUTEIA) DKCIEPTHU3a M PETUCTpalua MeAUIMHCKUX H3ZeTHil
OCYIIECTBIAIOTCA B COOTBETCTBUM C 3aKOHOJATEIBCTBOM rocyzapcrsa - wieHa Corosa
(manee - rocyZmapcTBO- WIEH) WUIM C HacToAmuMu [Ipasuramu.

3. Ilonarus, ucrnons3yemsle B Hacroauux [IpaBuiax, o3HavaroT ciregyromiee:

«0e30MacHOCTh MEIUIMHCKUX U3TeNUil» - OTCYTCTBHE HeJOIYCTUMOTO PpHCKa,
CBA3AHHOTO C IpUYMHEHNeM BpeZia )KU3HHU, 340POBBIO YesIoBeKa, OKpYyXKamlell cpefe;

«BaTUZALUA» - TIOATBEPXKAEHHE IIOCPEACTBOM IIPeJCTaBIe€HUS OOBEKTUBHBIX
CBUJIETEIBCTB  BBIIIOJIHEHUS TpeOOBaHWil, TIpeJHAa3HAYEHHBIX /IS KOHKPETHOTO
HCIIOJIb30BaHUA UJIN IPUMEHEeHN ;

«BaJIUJALMA IPOTPAMMHOTO 00eCIeYeH!sI» - IIPOIECC MO TBEPXKIeHUA IIPUTOSHOCTH



IIPOrPaMMHOTO 00eCIIeYeHN I pellleHUsA KOHKPETHbIX IIPUKIAJTHBIX 331a4;

«BepI/I(i)I/IKElHI/IH» - IIOATBEPXIEHHNE Ha OCHOBE IIPpE€ACTABIE€HMI OOBEKTUBHBIX
CBHETEJIbCTB BbIIIOJIHEHHN I YCTAHOBIEHHBIX TPE6OBaHHﬁ;

«BepudUKaysg HIPOrPpaMMHOTO oObecledyeHUs» - IIPOLEeCC IOATBEPXKIEHUI
COOTBETCTBUSA IIPOTPAMMHOTO OOeclieyeHUs yCTAaHOBJIEHHBIM TPeOOBaHUAM (B TOM YHCIIE
COOTBETCTBYIOIEMY TEXHUYECKOMY 3aJaHHIO, CIIeIIN(PUKAIINH, OTPACIeBbIM CTAHAAPTAM);

«TOCyJapCTBO IPU3HAaHHA» - TOCYJapCTBO-YJeH, YIIOJIHOMOYEHHBIN OpraH
(3KcmepTHasg  OpraHM3aluA) KOTOPOTO  OCYLIECTBJIAET IIPOIEAypPy  COTJIaCOBAaHUA
9KCIIePTHOTIO 3aKJII04eHNsA peepeHTHOIo rocy/1apCTBa;

«eVHBIA peecTp MeAWIMHCKUX W3JeIUH, 3aperHCTPUPOBAaHHBIX B paMKax
EBpasuiickoro >KOHOMHYECKOTO COI03a» - DJIEKTpPOHHAasd 0a3a [JAaHHBIX MEeIUIIMHCKUX
M3[IeTNH, 3aperMCTPUPOBAHHBIX M Pa3pelleHHbIX K MeJUIIMHCKOMY IIPHUMEHEHHIO Ha
tepputopuu Coro3a;

«3dABUTEIb» - IIPOU3BOAUTEIID, HBJI)IIO].LLHfICH pPe3uaAEHTOM TOCyAapCTBa-4jI€Ha, MIN
ero YHOJIHOMO‘IEHHBIﬁ IIpeACTaBUTEIIb;

«upeHTU(PUKAIMA 1 MapKUPOBKA OIEPallMOHHON CHCTeMbI» - aHaJIU3 MHGOpMalUu
006 HCIIONB30BAaHHOM IIpH pa3paboTKe IIPOTPaMMHOrO obecIiedyeHUs OIlepallMOHHOM
CuCTeMe C IIeJbI0 OLEHKM BO3MOXKHOCTEH 3alIUTHI IIPOTPAMMHOIO OOecIedYeHus OT
HeCaHKIIMOHHPOBAHHOTO JOCTYIIA;

«Ka9e€CTBO MEAUITNHCKOTIO M3Ne/JINA» - CTEIIEHD COOTBETCTBHUA COBOKYIITHOCTH CBOMCTB
1 XdPpaKTEPUCTHUK MEAUITMHCKOTO U3€IH IEJIAAM €ro IIP€AHA3HAY€HHOTO HNCIIOJIb30BAHMI;

«kymaccupUKanusg MEeIUIIMHCKOTO H3JeMUsS B 3aBUCHUMOCTH OT IIOTEHIIMAJIBHOTO
pUCKa IIpUMeHEeHUusd» - OTHEeCeHHe WU OllpefiesleHre IPUHAJIeKHOCTU MeIUIMHCKOTO
u3fenua K OJHOMY M3 KJAaCCOB IIOTEHIMAJIbHOTO PHCKA IPUMEHEHUA B MEeIHUIIMHCKUX
meIax;

«KOMILZIEKTyIOllee K MEeJULIMHCKHUM W3JIeIuAM» - WU3Jelne, He ABIFoLleecs
MEJULIVMHCKUM H3ZeIHeM WIA IPUHAIEKHOCTBIO K MEIULMHCKOMY H3JAEIUIO, B TOM
yuciae  OJIOKM, YacTW, DOSJEMEHTHl  W3Jejus, MaTepuajsl, 3allacHble  YacTH,
IpefHa3HAauYeHHbIe IPOU3BOJUTEIeM MeAULMHCKOTO U3/lend [JIS IPUMeHeHUA B COCTaBe
MeIUITNHCKOTO U3IeINUA UM COBMECTHO C MEITUITMHCKUM U3JeTHEM;

«MeIVIIMHCKYE W34eNus g AMArHOCTHKU In Vitro» - iio0ble HHCTPYMEHTSHI,
ammnaparsl, IpuOOpPHI, 060PYJOBaHYE, MaTepUaIbl, peareHTsl, KaIUnOpaTophl, KOHTPOJIbHBIE
MaTepuasbl U IpodYue U3ZeIud, IpUMeHseMble B MEAUIMHCKUAX IIe/IX OTAENbHO WU B
COYeTaHUU MeXZy coboif, a Takke BMeCTe C IIPUHAAIEKHOCTAMHU, HEOOXOAUMBIMU IS
IIpUMEeHEeHUsI YKa3aHHbIX U3ZeNUi 110 HasHAYeHUIO (BKIIOYas CIeIHalbHOe IIPOrpaMMHOe
obecreyeHue), ¥ INpefHA3HAUeHHbIe IIPOM3BOAMTENEM [Jig INPUMEHEHHUI IIpU
MCCIeOBAHMAX In Vitro o6pasioB GHOIOTMYEeCKUX MaTepHUaIOB YeJIOoBeKa I IOMydeHUs
MHGOPMALIMM OTHOCUTETIBHO (PU3HOIOTMYECKOTO MJIM IIATOJIOTMYECKOTO COCTOSHIS,
BPOX/IEHHOW IIaTOJIOTHH, IIPEAPACIONIOKEHHOCTH K OIpefeleHHOMY KINHUYECKOMY
COCTOSIHUIO WIX OOJIe3HH, COBMECTHMOCTH TKaHeH C IIOTeHIIMAJbHBIM PeIUIINeHTOM,



IIPOTHO3UPOBAHUS PEaKLUil Ha TepaleBTUYeCKHe BO3JEeHCTBIA, BEIOOpAa TePalleBTUIECKUX
cpencTB U (MJIM) KOHTPOJIA JIeYEHNUS;

«MopubUKanysg MEIUIIMHCKOTO U3ZeIUsI» - PASHOBUAHOCTH MEIUIIMHCKOTO U3Zeus,
“Melomas oOIlye C OCHOBHBIM MEIWIIMHCKUM H37e/IMeM KOHCTPYKTHBHBIE ITPU3HAKH,
paspaboTaHHBIe Ha 0a3e OCHOBHOTO U3JleTMA C IeJIbI0 €r0 YCOBEpIIEHCTBOBAHUA,
pacurupeHus 60 CIeUantu3aluy IpUMeHeHU B MeIUITUHCKUX IIeJIIX;

«MYJIBTULIEHTPOBOE HCCIEZOBaHKE IIPOTPaMMHOTO obecreyeHus» - OZHOBpEMEHHOE
TECTHPOBaHME IIPOTPAMMHOTO O0eCIeYeHNUsA B yCIIOBUAX €T0 IIAHUPYEMOTO NIPUMEHEeHU
Ha HECKOJBKMX BHEIIHUX OKCIIEpUMEHTAJIBHBIX IUIOIAZKAX (BHE NPENIPUATHA -
paspaboTYMKa TaKOTO IIPOrPaMMHOI0 O0ecIeyeHu);

«Habop (KOMILJIEKT) MEeIUIIMHCKUX U3JENUi» - COBOKYIHOCTh METUIIMHCKUX
W3JeNINM, HMEIIIMX eJAWHOe Ha3Ha4YeHWe M MapKHPOBKy, C YyKasaHMeM IepedHsd
YKa3aHHBIX MeIUIIMHCKUX U3JeINi;

«IIpUHAJJIEKHOCTb» - U3ZeaHe, He ABIdolleecd MeIUIUHCKUM H3JeIneM,
IpeHa3HAaUeHHOe IIPOM3BOAUTENeM [Ji COBMECTHOTO IIPUMEHeHUSI C OJZHUM WU
HECKOJBKUMHU MEIUIIMHCKUMU M3TEeTUIMHU IJIA KCIOJb30BaHUA B COOTBETCTBUU C UX
HasHaYeHUEM;

«IIPOU3BOJUTENh MEJUIIMHCKOTO U3Jeus» - IOPUAUIECKOe JTUI0 WIN (pUusmudecKoe
JINLO, 3aperucTPUpOBAaHHOE B KadyecTBe HWHAWBUIYAJIBHOTO IpeAIPHUHUMATEN,
OTBETCTBEHHBIE 32 Pa3paboTKy M M3TOTOBIEHWE MEIUIIMHCKOTO M3JeNIHsd, [eIaloliye ero
IDOCTYIIHBIM [JIl MCIIOJIB30BAHUS OT CBOETO MMEHM HE3aBHUCHMO OT TOTO, paspaboTaHO U
(unn) M3rOTOBIEHO MENULMHCKOE H3Ze/lHe DTUM JIMIOM WIM OT ero MMeHH APYyTUM
aunoM (IMIaMM), ¥ HeCylhe OTBETCTBEHHOCTh 33 0e30IIaCHOCTh, KadeCcTBO U
3 beKTUBHOCTS METUITMHCKOTO U3JIe/IHS;

«IIPOM3BOZCTBEHHAsA IIJIOWAAKA» - TEPPUTOPUAIBHO OOOCOOIEHHBIN KOMIIJIEKC,
IIpeHa3SHAUeHHBIN [Jid BBIIOJHEHHA BCEro IIpoljecca IIPOM3BOJCTBA MeTUIIMHCKOTO
W3fenus WU ero ollpe/leIeHHbBIX CTaUii;

«paCXO,Z[HIJIﬁ MaTeprual K MEIUNVMHCKUM HW3NETUAM» - H3NEJIUd W MAaTepHaJIbI,
pacxonyeMble IIpu HCITIOJIB30BAHHNHU MeIUIINHCKHUX 1/13,1:|;e111/11?1, o6ecneq1/IBa101u;1/Ie
IIpoBeneHMne MaHI/IHYJI}ILI;I/IfI B COOTBETCTBHH C Q)YHKHI/IOHEUILHBIM Hd3HAYEHHNEM
MEAMIIMHCKOI'O U3OeJINA;

«PETUCTPAallMOHHOE JOChe» - KOMIUIEKT JOKYMEHTOB M MaTePHajIOB YCTaHOBICHHOM
CTPYKTYPBI, IPEACTaBIAEMBIN 3aABUTEJEM IIPH PEruCTpallMy MeJMIMHCKOIO H3Jesnsd,
BHECEHUM HM3MeHeHHH B PeTHCTPallMOHHOe yJOCTOBepeHMe, a TaKXKe KONHU pelleHuw,
IPUHATBIX YIOJHOMOYEHHBIM OPTraHOM (9KCIIEpTHOH OpraHu3amueii) B OTHOIIEHUU
KOHKPETHOTO MeJUIIMHCKOTO U3JeINs;

«PEeTHCTPALIOHHBIA HOMeP» - KOJJ0BOe 0003HaYeHNe, IPUCBAaNBaeMOe MeJUIITHCKIM
MU3JEeNUAM IIPU HMX PerucTpalluy, IIOJ, KOTOPBIM OHH BHOCATCA B €JWUHBIM peecTp
MeJUIIUHCKUX U3JeNuii, 3aperuCTpPUpPOBaHHBIX B paMkax Coro3a, M coxpaHAeMoe
HEU3MEeHHBIM IIPU 00palieHNY MeIUIIMHCKOTO n3fenust B pamkax Coro3a;



«perucTpalioHHOe YZOCTOBEpEHUEe» - IOKYMEeHT e IMHOMI dbopmeL,
MOATBEPXKAAIOMUH PaKT perUuCTpaluy MeIUIIUHCKOTO U3ZeHs;

«perHCTpaHHH MeINIINHCKOIO H3Ae/Iud» - npon;e,u;ypa BbIIa49HN YHOJIHOMO‘—IGHHBIM
OPI‘aHOM paspemeHI/m Had MeIJHUIITMTHCKOEe HPI/IMEHeHl/Ie MEeIUIINMHCKOI'O HU34e/INd B PaMKaX
Coro3a;

«pedepeHTHOe TOCYZAapCTBO» - BBIOPaHHOE 3afBUTENIEM TOCYyAApCTBO- WIEH,
YIIOJTHOMOYE€HHBIM OpraH KOTOPOTO OCYIIEeCTBIAET PETUCTPALIMIO MEJUIIMHCKOTO U3eINT;

«YIIOJTHOMOYEeHHBIN Ipe/CTaBUTeNb IIPOU3BOAUTENA» - IOpUAMYECKOe IHI0 WIU
dusmyeckoe JIUIIO, 3aperucTpUpOBaHHOE B KaJyecTBe WHIVUBHUYaTbHOIO
IpeJNIpUHUMAaTeIA, ABIAOIecs pe3uieHTaMU TOCyJapCTBa-4eHa 1 yIIOJTHOMOYeHHBIe B
COOTBETCTBHM C JOBEPEHHOCTBIO IIPOM3BOAUTENA MEJUIMHCKOTO H3JENHUA IPe/CTaBIATh
€ro MHTepeChl U HeCTU OTBETCTBEHHOCTHh B YaCTH OOpAIleHHA MeTUIIMHCKOTO H3ZelHsI B
pamkax Coro3a ¥ HCHOJMHEHUA 00A3aTeNbHBIX TpeOOBAaHUM, IPeIBABIAEMBIX K
MeIUIIMHCKUM U3JeIAIM.

4. Peructpauus u 5KCIIepTH3a MEIUIIMHCKOTO M3JEeTUA SABJIAIOTCI 00A3aTeTbHBIMU
YCJIIOBHSMU €ro BBITyCKa B oOpamenuwe B pamkax Coioza U OCYyLIECTBIIAIOTCS
YIIOJIHOMOYEHHBIM OpraHoM pedepeHTHOro rocygapcrsa. llpu sToM npeabABIAIOTCA
OJIMHAKOBble TPeOOBAaHWA B OTHOUIEHWM MEIWIIMHCKUX H3ZeTUl, IPOU3BEJEeHHBIX Ha
tepputopun Col03a M BBe3eHHBIX HA TaMOXEHHYI0 TeppuTtopuio Coioza U3 TpeThbHUX
roCyZapCTB.

5. [lo noja4u B yIOJIHOMOYEHHBIH OpraH peepeHTHOIO roCy/JapCcTBa 3asgBJIeHUA Ha
PETUCTPALIMIO U JKCIEPTU3y MeAUIMHCKOTO H3ZeNud 3agBUTENb OCYIIeCTBIAeT cOOp
ZOKa3aTeJIbCTB 0e30IacHOCTH M 3hGEeKTUBHOCTH MEeJUIIMHCKOTO H3/eIuA M IOATOTOBKY
COOTBETCTBYIOIIETO PErUCTPAllMOHHOTO JOChE.

6.B Imeiax IIOATOTOBKY PETUCTPAIOHHOT'O JOCHE 3aABUTEIIb:

a) IOJy4yaeT IpeABapUTeIbHbIe KOHCYJIBTAIIMM OSKCIIEPTHON OpraHU3aLUH IO
BOIIPOCAM PETHCTPALlUU U SKCIIEPTHU3BI MeJUIIMHCKOTO U3enus (IIpU HeoOX0LUMOCTH);

6) IpPOBOSUT TeXHUYECKHE WCIBITAHUA, WCIBITAaHUA (MCCIeZOBAaHUA) C LEJIBI0
OILIEHKMA OMOJIOTUYECKOTO IeMCTBUA MEAUIIMHCKOTO W3ZEeANA, MWCIBITAHUS B I[IIX
YTBEPXKZEHHUS THUIlA CPeACTB H3MepeHW# (B OTHOLIEHHMM MEAMIMHCKAX H3JeIui,
OTHECEHHBIX K CPeJiCTBAM M3MepPeHU, epedeHb KOTOPHIX yTBepxxaaercsa Komuccueit) ais
HOZTBEPXKIEHNS COOTBETCTBUA OOIIMM TpeOOBaHUAM 06e30macHOCTH U 3(PGEKTUBHOCTH
MEeIUUVHCKUX U3Jenuii, TpeOGOBaHWIM K UX MapKUPOBKe U OKCIUIyaTalliOHHOM
NOKyMEHTalli¥ Ha HUX B BBHIOPAHHBIX 3asgBUTEEM VUIPEXAEHUAX U OpraHH3aLusiX,
MMeIOUINX IIPaBO NPOBOJSUTH Takue (HCIIBITAHUS) HUCCIEZOBAHUA B Ie/ISIX PEruCTPaliuu
MEeIUUVHCKUX W3LeNMil U BKIIOYEHHBIX B eJUHBIH peecTp yIIOTHOMOYEHHBIX
opranusanuii Corosa (manee - yIOJIHOMOYEHHbIe OPTaHU3AIUN);

B) TPOBOJUT KIMHWYECKHME WCIBITAHUSA (UCCIIeOBaHUSI) B COOTBETCTBUM C
[paBUJaMU IIPOBEJEHUs KIMHUYECKUX HCIBITAHMN (MCCIeOBaHUN) MEeTUIIUHCKUX
M3Jlennii B BHIOPAaHHBIX 3asBUTEEM YIIOJHOMOYEHHBIX OPraHMU3aIUAX MO0 BKJIIOYAEeT B



PeTrUCTPAaIlMOHHOE OChe MMeIolecs KINHUYeCKre JaHHEbIe.

7. B omesiaxX Pperucrtpaiyy MEIUIHHCKOIO H3AeInsa IIPOBOAUTCA SKCIIEPTH3d
MEIUIITMHCKOTO M3IOEINA BKCHePTHOfI opraHnsauHeﬁ, OHPe,I[eHeHHOfI YIIOTHOMOY€HHBIM
OPT'aHOM Ir'oCyapCTBd-41JI€Hd (,ILaJIee - OKCIIepTHaA OPI‘HHI/IBHU;I/IH).

8. IlpouwsBogurens MeIWIIMHCKOTO H3Jeaud oOOeclledWBaeT BHeJpeHHEe U
nmojJep>KaHue CHUCTEeMbl MeHEePKMEHTa KadeCTBa OTOIO M3AEeIHUA B COOTBETCTBUH C
yTBep)XJaeMbiMu EBpasmiickoit skKoHOMuueckoil komuccueii (zmanee - Komwmccus)
TpeGOBaHUAMY K BHEJPEHUIO, TOAIEP’KAaHUIO U OlleHKEe CHCTEMBI MeHe)KMeHTa KadecTBa
MeJULVWHCKUX U3/eIUI B 3aBUCUMOCTH OT ITIOT€HIIMAJIbHOTO PHUCKA IPUMEHeHHUH.

9. Ilpu perucrpanuu M SKCIEpPTH3e MeIULIMHCKUX H3JeIuil YIOJTHOMOYeHHBIe
OpraHbl B3aMMHO IIPU3HAIOT PE3YJIbTATHl TEeXHWYECKUX MCIBITAHUMN, MCCIeJOBaHUN
(ucmBITAaHUIA) C 1IEJIBIO OLEHKM OHOJIOTMYeCKOTO HefCTBUA STUX MeAUIIMHCKUX U3JeNTni,
KJIMHUYECKUX MCIBITAHUM, UCIBITAHUN B IeJIAX YTBEPXKAEHUA TUIIA CPEACTB M3MEPEeHUU
(B OTHOLIEHHYM MeAMIIMHCKUX H3JeIUi, OTHOCAIIUXCA K CPeJCTBaM M3MepeHuil B chepe
TOCYJaPCTBEHHOTO PperyJIUpOBaHUA O0eclleyeHHs eAUHCTBA U3MepeHUi, IepedeHb
KOTOPBIX yTBepkjaerca KoMuccueil) mpu yCIOBUH, YTO OHU BBIIIOJHEHBI B COOTBETCTBUH
¢ TpeOOBaHUAMU U IIPaBUJIAMU, YCTaHOBIeHHbIMU Komuccueit.

10. Permcrpamusa MeIWIMHCKOTO WU3JeIUA OCYLIeCTBIAeTCI PpedepeHTHBIM
TOCYyJapCTBOM HAa OCHOBAHUM Pe3yJBTaTOB OSKCIIEPTU3Bl MEAMIIMHCKOTO W3ZeNIud U
COTJIACOBAHHUA SKCIIEPTHOTO 3aKII0YEHU TOCYJapCTBAMU IPU3HAHHUA.

11. lokyMeHTOM, IOATBepKAAomUM (aKT perucTpaliuy MeIUIIMHCKOTO H3Jesusd,
ABJIAETCA PeruCTPALMOHHOE YIOCTOBepeHue, opMa M IIpaBUJA 3aIIOJHEHUS KOTOPOTO
oIpezieIeHbI COTJIACHO IprIoKeHuio Ne 1.

PerucrpanuonHoe yAocToBepeHHe BBIJAeTCI 0ECCPOYHO M HefCTByeT B paMKax
Corosa.

12. 3aperucTpupoBaHHOE MeIUIIMHCKOE U3[eINe JODKHO COOTBETCTBOBATH OOLIMM
TpeGoBaHUAM 6e30macHOCTH U d(PPEKTUBHOCTH MEAUIIMHCKUX U3JeNNi, TPeOOBaHUAM K
UX MapKHpOBKE U OSKCIUIyaTAUMIOHHOM JOKyMeHTal[uW Ha HHUX, YTBEPXAaeMbIM
Komuccueit. OTBeTCTBEHHOCTH 32 COOTBETCTBHE MEAMIIMHCKUX H3JENUH YKa3aHHBIM
o6muM  TpeGOBaHUAM  HeCeT  IPOU3BOLUTENb  MENUIMHCKOTO  u3zenus  (ero
YIIOJTHOMOYEeHHBIH IIPeJCTaBUTEb).

13. Pacxomsl Ha perucTpamuio M SKCIEPTU3y MENULMHCKOTO W3ZeTus HeceT
3agABUTEJIb B COOTBETCTBUY C 3aKOHOJIaTeILCTBOM IOCYJapCTBa-4JIeHa.

14. Ilpu omHOBpeMeHHOH IOjade HAa PETUCTPALIMIO HECKOJIBKUX MOoAupuKamui
MeJUIITMHCKOTO H3JleJIUd, OTHOCAIIUXCA K OJHOMY BUAY MeIUIIMHCKOTO W3Zenusd B
COOTBETCTBUHM C IpuMeHsgeMoii B (Colo3e HOMEHKJIATypOH MeIUIIMHCKUX H3Je/ui,
M3TOTOBJICHHBIX OZHHUM IIPOM3BOAMWTENIEM, OTIMYAIOIINXCA APYT OT Jpyra M3MeHEeHUAMH
KOMILUIEKTAIluY U (MJIM) TEXHUYECKUX IIapaMeTPOB, He BIUAIOIIMMU Ha MPUHIIUI PaGOTHI
1 QyHKIIMOHAJIBHOE HasHa4YeHHe, OTHOCAIINXCA K OJJHOMY KJIACCY ITOTeHIIMaJIBHOTO PUCKA
IIpUMeHeHUs, 3adBUTeNb IIpeJCTaBasgeT 1 3agBleHMe M 1 perucrpamuoHHOe nocke. B



clly4ae eC/lH IIpeAcTaBIeHHble MOAM(HUKAUU OYyZyT OTHOCHTBCA K PasHBIM BHJAM
MEeJUIITMHCKOTO U3JeJud B COOTBETCTBUM C YKa3aHHOM HOMEHKJIATypoH, Kaxkzad
MoAUGUKAIUA  PEeTUCTpUpYyeTCa  OTAEJbHO €  IpefloCTaBleHueM  OTZeJIbHOTO
PerucTpallMOHHOTO JOChe.

15. B crygae eciu MeguIIMHCKOe H3fesHe, 3aperHCTPHPOBAaHHOE B COOTBETCTBUU C
Hacrogmumu IlpaBunamu, sagBigeTcs A peruCTpallud B TOCYyJapCcTBax-dlIeHaX, He
YKazaHHBIX 3asdBUTeJIeM paHee B KadeCTBe TOCYZApCTB TIPU3HAHHA, a TakKke B
rocyfapcrBax, nmpucoesuHusuuxca k Corosy, npolenypa perucTpalyy IIPOBOAUTCA Ha
OCHOBAHUHU DOKCIIEPTHOTO 3aKJIIOYeHHSI YIOJHOMOYEHHOTO OpraHa (9KCIIepTHOH
opraHmusanuu) pedepeHTHOTO TOCyZapcTBa. llpu 3TOM YIIOJTHOMOYEHHBIM OpPraHOM
pedepeHTHOrO TroCyAapCTBa BBIJAETCSA PEruCTPallMOHHOE YJOCTOBepeHHe C yKa3aHueM
BCeX TOCYJapCTB IPU3HAHHUA.

II. Ilpouesyphl peTUCTPAalliU U SKCIIEPTU3BI
MeJULIMHCKOTO U3/e/ NI

16. [lna perucrpanyu MeJUIIMHCKOTO W3JeNus 3asgBUTENIh BbIOMpaeT pedepeHTHOE
rOCyZilapCTBO U FOCYJapCTBa IPU3HAHHUA.

17. 3asgBuTenb IpeACTaBAieT B  YIOJIHOMOYEHHBIH OpraH (9KCIIEPTHYIO
OpraHu3aluIo) peepeHTHOTO rOCYAapCTBa CIefyolye JOKYMEHTHL:

a) 3agBJIEHHEe Ha IIPOBeJileHUe SKCIIEPTU3BI Y PErHCTPALUY METUIMHCKOTO U3 eI
(Ha 6yMaXHOM U (MJIM) 3IEKTPOHHOM HOCHUTEJAX) 10 GOopMe COTJIacHO ImpuaoxeHusm Ne 2
u 3 (maymee B HACTOAILIEM paszesie - 3asgBJIeHUe);

6) PETUCTPALIIOHHOE N0ChE Ha 2JIEKTPOHHOM HOCHUTEIE, COLEPKalllee

TOKYMEHThI II0 IIepeYHI0 COrJacHO mpuiaoxenuto N° 4. B cirywae ecian
3aKOHOJATeJbCTBOM TOCy/IapCTBa-WwiIeHa He INpeAyCMOTPeHa BO3MOXXHOCTh O(OpMJIeHHUA
YKa3aHHBIX JOKYMEHTOB B 3JIEKTPOHHOM BHe, YIOJTHOMOYEHHEIH OpraH (dKCIIepTHas
opraHmu3anusa) pedepeHTHOrO TOCYZAapCTBa BIIpaBe 3alPOCUTh TaKue JOKYMEHTHI (MX
Konmuu) Ha OyMaxHOM Hocurene. Ilpu 5TOM [JOKyMeHTHI, IIpe/iCTaBJIeHHBIE Ha
MHOCTPaHHOM fA3bIKe, JOJ/DKHBI MMeTh 3aBepeHHBIN B yCTaHOBJIEHHOM 3aKOHOZATeIbECTBOM
rocyJapcTBa-4JeHa IOpAJKe ayTeHTUYHBIH IIepeBo/] Ha PyCCKUM A3bIK;

B) KOIMHU JOKYyMEHTOB, IIOATBEPXAAIOIUX OIIATy OKCIEPTU3bl U PETHUCTPALUU
MeJUIIHCKOTO U3/leIN B pepepeHTHOM roCyAapCTBe.

18. VYmomHOMO4YEHHBIM OpraHoOM (9KCIEPTHOIl oOpraHu3anueil) pedepeHTHOTO
rocyJapcTBa B TedyeHHe 5 pabouux [AHell cO [OHA TOCTYIIEHUS 3aABIE€HUS U
PETUCTPALIIOHHOTO  ZOChe IIPOBOJUTCA TPOBEPKAa IOJHOTBI M JOCTOBEPHOCTH
COZepXKalIUXCA B HHUX CBeJEeHWI, IPHUHUMAETCI pelleHHe O Hayajge IpoLeLypsl
PETUCTpPallyl ¥ OKCIIEPTH3Bl MEAWIIVHCKOTO W3feNHUs W Pa3MellaeTcs 3afBIeHue U
perucTpaniioHHOe Jocke B cBoeit wuHpopmanuoHHOH cucreme. Wnubopmanua o
MeIULIMHCKUX U3JeIUAX, B OTHOIIEHUN KOTOPHIX IPOBOJUTCA IIPOLeNypa SKCIEPTHU3BI U
pETUCTpally, XU JOKYMEHTHI, COZepXKalluecsi B PETUCTPALMIOHHOM [JOChe, KpoMe



WHCTPYKIMU IO IPUMEHEHHUIO MEeJUIIMHCKOIO H3ZeNus U MapKUPOBKH MeIUIIMHCKOTO
U3lenusa, OTHOCATCA K KOHPHUIAeHUWaJIbHOM WHGOPMALIUMU U JOCTYIHBI TOJIBKO
3aMHTEPECOBAHHBIM  yIOJHOMOYEHHBIM  OpraHaM  (3KCIEPTHBIM  OPTraHU3AIUAM)
rOCyZapCTB-4JIEHOB.

B crywae ecim 3agBleHMe IIpeACTaBIeHO C HapylleHHWeM TpeOOBaHUIM,
YCTQaHOBJIEHHBIX HAcTOAIUMK IlpaBuiaMu, B 3agBJIeHHH YKasaHBl HeJOCTOBEPHBIE
CBeJleHUA MJIM PEerHCTPAallUOHHOe [OChe IIPeJCTaBJIeHO He B IIOJHOM OOBeMe,
YIOJIHOMOYEHHBIHI OpraH (9KCIlepTHas oOpraHusanus) pedepeHTHOrO TOCyJapcTBa B
TeyeHue 5 paboumx gHEH CO AHS NOCTYIUIEHUSA TaKUX 3asgBJI€HHUSA M PETUCTPALHOHHOIO
ZOChe yBeJOMJISET 3aSBUTENII O HeOOXOZMMOCTY YCTPAaHEHUs BBIABIEHHBIX HapYLIEHUN U
(mnm) mpexncTaBIeHUA OTCYTCTBYIOIIMX [OKYMEHTOB B CpOK, He mpeBbrmaromuii 30
pabounmx mHeHT CO [OHA  Ppa3MeleHWsA COOTBETCTBYIONIETO  yBEeJOMJIEHHSI B
MH(OPMAIIIOHHON CHCTeMe YIIOJTHOMOYEHHOTO OpraHa (9KCIIEpTHOH OpraHU3alviu)
pedepeHTHOTO TroCyZapcTBa, IyTeM IlepeJadyd YBeJZOMJIEHUS 3agBUTENIIO JIMYHO IIOJ,
pacnucky, ju0O0 HaIpaBiIeHWs YBEeJOMJEHMS 3aKa3HBIM IIOYTOBBIM OTIIPAaBIEHUEM C
yBelOMJIEHIEM O BpydeHHWW, JHOO Ilepefadd B DIEKTPOHHOH ¢opMme IIO
TeJIeKOMMYHUKAIIMOHHBIM KaHajJaM CBSI3M MWIN B ¢GopMe DJIeKTPOHHOTO [JOKyMEeHTa,
MOJNIMCAaHHOTO DJIEKTPOHHON ITOAIIHCHIO.

B Teuenue 3 pabouux mHei CO AHA IpeICTaBIeHUS 3aABIeHUA U PETUCTPALIOHHOTO
ZOChe, COOTBETCTBYIOIIMX TPeOOBAHMAM HACTOAMUX IIpaBuiI, yIIOIHOMOYEHHBIH OpraH
(oxcmepTHas opraHM3anuA) pedepeHTHOTO IOCYJAapCTBa NPUHHUMAeT pellleHue O Hayae
Ipoleyphl KCIIEPTU3BI U PETUCTPALIMYA MeAULIMHCKOTO U3/e/IH.

19. YmonrHOMOYeHHBIE OpPraHbI (9KCIIepPTHbIE OPTraHMU3AIlUM) FOCYJAPCTB IPU3HAHUS
BIIpaBe O3HAKOMHUTHCA C XOJOM IIPOBefleHUA OKCIEPTHBIX PpaboT B pedepeHTOM
rocyJapcTBe, B TOM 4HCJIe C II€PeIIMCKOI 3afgBUTENd MU YIIOJTHOMOYEHHOTO OpraHa
(9KCIepTHOM OpraHM3allMM) II0 BOIPOCAM YCTPAaHEHMA 3aMEeYaHWil M C JOKyMeHTaMH,
IIpe/ICTaBJIeHHBIMH 3asBUTEIEM B IIPOIleCcCe SKCIIEPTHU3BI M PETMCTPAllMU MEeTUIIMHCKUX
U3ITe .

20. OTBeTCTBEHHOCTh 3a [JOCTOBEPHOCTb IIPEJOCTABI€HHOTO B YIIOJHOMOYEHHBIH
OpraH (9KCIEePTHYIO OPTaHU3ALHIO) PETUCTPAIIOHHOTO OChe HeCeT 3aABUTEIb.

21. Ilpm HeoOGXOZUMOCTH YIIOJHOMOYEHHBIN OpraH (dKCIepTHAas OpraHU3alluf)
IpUBJIEKAaeT K Y4YacCTHUIO B DOKCIIEPTH3e DOSKCIIEPTOB, JIML, He paboTaloIuXx B
YIIOJTHOMOYEHHOM OpraHe (9KCIEPTHOM OpraHM3alluH), €CIH WX CIIelHaabHble 3HAHUA
HeOOXOAVIMBI JJIS IPOBEJEHUS DKCIIEPTU3BL.

Hpe,I[CTaBI/ITe.TII/I YIIOTHOMOYE€HHBIX oprannaaunﬁ, IIPOBOAMBIINX TEXHUYIECKHE
HCIIBITAHUA, NCCIIeJ0BAHUA (I/ICHBITHHI/IH) C IIe€JIBbIO OIL€HKHN GMOJIOTUYECKOTO ,I[efICTBI/I}I u
KIMHUYECKHE MCIIBITAHNA MEIUIITMHCKOTO M3eaNd, IIPEACTaBI€HHOTO Ha SKCIIEPTHU3Y, He
MOTYT IIPMBJIEKATHCA K YIdCTHIO B DKCIIEPTH3E.

Ilpy mnpoBemeHMM BKCIEPTU3BI SKCIIEPT He MOXET HAXOJUThCA B KaKOM-1HO0
3aBUCHUMOCTU OT OpraHa WM JIMIA, HA3HAUYUBIIETrO STy SKCIEPTHU3Yy, IPOU3BOAUTENI
MEeIULMHCKOTO U3feJHdA, ero YIOJIHOMOYEHHOTO IIPeJACTaBUTeNA WIM JAPyTHUX



3aMHTEPECOBAHHBIX B Pe3yJIbTaTaX SKCI€PTU3BI JIUII,

B ciayuae ecam SKcIepTy M3BECTHBI OOCTOATENBCTBA, IIPEIATCTBYIOUIME €To
IpPUBIEYEHUIO K IIPOBEJEHUIO DKCIEepPTU3Bl MO0 He II03BOJIAIONINE eMy COOJIIONATh
IPUHIUIIBL ee IIPpOBeJeHUs, OH [JO/DKEH COOOIUTh 00 OSTOM PYKOBOIUTEIIO
YIIOJTHOMOYEHHOTO OpraHa (9KCIIePTHOII OpraHusanuy) peepeHTHOTO TOCyAapCTBa.

22. YmONHOMOYEHHBI oOpraH (9KCIIepTHas oOpraHusainud) pedepeHTHOro
TOCyZapCTBa IIPOBOJUT SKCIEPTU3Y MEIUIIMHCKOTO W3JeINA U OPOPMIIAET SKCIIEPTHOE
3aKJTIOYeHMe COIJIACHO IpuIoxkeHuio N 5 B cpok, He mpeBbrmaromuii 60 pabounx gHei co
IOHA TPUHATAA KM pelleHHs O Hadaje IpOLEeLyphl PETUCTPAllUy M OKCIIEPTU3BI
MeIUITTHCKOTO U3/eIHA.

Br1BozipI, cozepikalyecs B 9KCIIEPTHOM 3aKIIOYEHUH, JODKHBI OBITh OJHO3HAYHBIMHU
¥ TIOHATHBIMH.

B ciyuae eciu BBIBOZBI SKCIIEPTHOTO 3aKIIOYEHUsS OTHOCUTEIBHO BO3MOXHOCTHU
perucTpanuy MeAWLUHCKOTO U3fenus B pedepeHTHOM TOCyAapCTBe — SBIIAIOTCI
IIOJIOXKUTENBHBIMHU, YIIOJTHOMOYEHHEIH OpraH pedepeHTHOro ToCyZapcTBa B TeueHue 5
pabouux mHeil co AHSI 0QOPMIIEHUS SKCIEPTHOTO 3aKIIOYEHUSA yBeJOMJISEeT 3aABUTEINT O
HEOOXOJUMOCTH IIPeJCTAaBIeHUS KOIMUN [JOKYMEHTOB 00 oOIulaTe OSKCIIePTH3Bl U
PEruCTpalMy B TOCYAApPCTBAX IPU3HAHUSA B CPOK, He mpeBsimaiomuii 10 pabounx mHeit co
IHS pasMelleHHs COOTBETCTBYIOLIETO YBeJOMJIEHHsS B WH(DOPMAIMOHHON cCHCTeMe
YIIOJTHOMOYEHHOTO OpraHa (3KCIEePTHOIH OpraHu3anuiu) pedpepeHTHOrO ToCyZapcTBa Iubo
CO IHS ITOJNyYeHUs YBeLOMJIEHUsS 3asBUTeIeM JTUYHO II0J, PACIIUCKY, 3aKa3HbIM IIOYTOBBIM
OTIIpaBlIeHNeM C yBeJIOMJEHHEeM O BpydYeHWM, B D3JeKTPOHHOW ¢opme 10
TeJIEKOMMYHUKAaIlMOHHBIM KaHajJaM CBS3M WIX B (opMe 3JIeKTPOHHOIO [OKYMEHTa,
MO IIMCAHHOTO JIeKTPOHHOM IOIUCHIO.

23. YNOTHOMOYEeHHBIH OpraH (9KCIepTHAas OpraHM3alKsg) WM OpTaHU3allud,
oInpesieJieHHas yIOJTHOMOYEHHBIM OPTaHOM (3KCIEPTHOM opraHusanueil) pedepeHTHOro
TOCyZapCTBa, IIPOBOAMUT HHCIEKIUIO IIPOM3BOACTBA MENUIIMHCKUX M3JeIUH B
COOTBETCTBUHU C TPeOOBaHUAMY, YCTaHOBIeHHbIMU Komuccueii. Hcneknusa mpon3BoacTBa
MEeAUIIVMHCKUX W3JIeIUll IIPOBOAUTCA OO IOATOTOBKM DKCIIEPTHOTO 3akutoueHus. Cpok
OpraHM3AalMM U IPOBeJeHUA WHCIEKIWH He BXOZUT B OOIUHA CPOK IIPOBeJeHUS
SKCIIEPTU3HI U He J0JDKeH B COBOKYITHOCTH IIpeBbrmath 90 pabounx mHeH.

24. IIpoBeneHye SKCIIEPTU3BI MEIUITMHCKOTO H3ZeIHs BKIIOYAeT B cebs:

a) aHaIM3 JOKYMEHTOB M  MaTepHajoB, OIpemeldloluX 6e30IacHOCTS,
3b(}PeKTUBHOCTD M KaUeCTBO MEJULIMHCKOTO U3/le/IU, B TOM YHCIIe

PaCXOLHbBIX MaTepHAIOB ¥ KOMILIEKTYIOWINX K MESUIIUHCKOMY H3ZeJIHIO;
6) aHaIM3 ZAHHBIX O pa3pabOTKe U IPOU3BOJCTBE MEAUIIMHCKOTO

u3genus (CxeMbl IIPOLIECCOB IIPOM3BOJCTBA, OCHOBHBIX CTaZWil IIPOM3BOJCTBA,
YIIaKOBKHY, UCIIBITAHUH U IIPOIeAYPhI BBITYCKAa KOHEYHOTO IPOAYKTA);

B) QHAJIM3 CTAHZAPTOB, KOTOPHIM COOTBETCTBYET MeJULIHCKOE U3/eIINE;



I') dHaJIN3 IIPOTOKOJIOB TEXHUIECKUX VCHOBITaHUH (B 9aCTH IIOJIHOTBHI IIPOBEAEHUA 1
KOMIIETEHTHOCTU HCHBITaTeIbHOMN na60paTopI/m), d TadKXXe IIpHM3HdaHHNE Pe3yJIbTdTOB
MICITBITAaHUWM Ha OCHOBe STOTO aHaJIM3a;

I) aHamW3 OTYETOB IIO Ppe3ysJIbTaTaM WMHCIEKIWN IIPOU3BOACTBA MEIUIIMHCKOTO
M3IeJINA;

€) aHaJIM3 OTYETOB II0 OLlEHKEe OMOJIOTUYECKOTO JeMCTBUSA MEIUITMHCKOTO uszmeus (B
YaCcTH IIOJTHOTBI U KadyecTBa IIPOBeJEeHHBIX MCCIeJOBaHHUI, Ha COOTBETCTBUE IIPaBHJIaM
IpOBeZeHUs WCIBITAHUN (MCCIeJOBaHUII) IO OIleHKe OMOJIOTHYECKOTO HAeiCTBUS
MeAUIMHCKUX U3JeNuil, yrBepxxaaeMsiM KoMuccueii), a Takke IpU3HaHUE Pe3yIbTAaTOB
WUCIBITAaHUM (MCCIeTOBaHU ) Ha OCHOBE DTOTO aHAJIM3a;

) aHAIM3 ¥ OlleHKAa KJIMHUYECKUX [AHHBIX, COJEPXKAIIUXCI B OTYETE O
KJIMHUYECKOM [TOKa3aTelbCTBe d(PPEeKTUBHOCTH U GE30ImaCHOCTH MEIUIIMHCKOTO U3JeIusd,
B TOM 4YHCJIE HAa COOTBETCTBHE KIMHUYECKUX MCCIAeNOBaHUI IIpaBMJIAM IIPOBEJEHUA
KJIMHUYEeCKUX UCIBITAHUN MeJUIIMHCKUX U3ZeTuil, yrBepxaaeMsiM Komuccreii, MoIHOTHI
IIpOBeZleHHBIX MCCIeZ0OBaHUM, OCTOBEPHOCTU Pe3yJIbTaTOB, CpaBHeHHE KIMHUYECKUX
JAHHBIX C UMEIOIIMMHUCS aHAJIOTaMH U NPU3HAHKE Pe3yIbTaTOB MCCIeJOBaHUI Ha OCHOBE
9TOT'O aHaJIN3a;

3) aHaIM3 PHUCKOB (C yKasaHWeM WJeHTHU(PHUIUPOBAHHBIX PHUCKOB, 00OOIEHHBIX
DAaHHBIX 10 BaIWJAIUM ¥ BepUUKAIUK HCIBITaHWP, JabOOpaTOPHBIX TECTOB,
MIOATBEPXKAAIOUUX BO3MOXXHOCTh peaau3alluyd Hay4YHO-TeXHUYECKUX HJell B KOHEeYHOM
IIPOJYKTe, JaHHbIe HAyYHOMH JTUTEPaTypHI IT0 aHAJIOTaM);

M) OIIeHKAa COOTBETCTBUA YKAa3aHHOTO 3agBHUTe/NeM KJIacca IOTeHIMAJTbHOTO PHCKa
IpUMeHeHUA MeJUIIMHCKOTO H3/leJIMA B COOTBETCTBHH C IIPaBHJIAMM KJIACCUGUKAUU
MeJUIMHCKUX U3JeMUi B 3aBUCHMOCTH OT IIOTeHIIMAJbHOTO PHCKa IpUMeHeHMH,
yTBepxkaaemsiMu Komuccueit

K) aHajau3 IIPaBUIBPHOCTH OIpefieIeHUs HOMEHKJIATYPHOH IIPUHAIJIeXHOCTH
MeAHIINHCKOTO U3/eNNs COIJIACHO HOMEHKJIaType MeJUIMHCKUX U3JeIuil, IPUMeHAeMO
B Corose;

J) aHanu3 6e30mMacHOCTH U 3(PPEeKTUBHOCTH JE€KaPCTBEHHOTO CPeJCTBA B COCTaBe
MeJULIMHCKOTO U3JeNs, ero BIAUAHUA Ha (PYHKIMOHAJIBHOCTh MEIUIIMHCKOTO H3JeINd,
COBMECTMMOCTH JIEKAPCTBEHHOTO CPEJCTBA C MEAUIIMHCKUM H3ZenreM (32 UCKIIOUYeHHeM
MeAUIMHCKUX W3AeIui [JI1 OUATHOCTHKU in vitro). JlekapcTBeHHOe CpPenCTBO JOJDKHO
OBITH 3apETHCTPUPOBAHHBIM M pa3pelleHHbIM K IPUMEHEHWIO B TOCYZapCTBe -
IIPOU3BOJUTE e JIeKAPCTBEHHOT'O CPe/ICTBa;

M) aHajau3 OMOJOrMYecKOoll 6e30IaCHOCTM MeNUIIMHCKOTO H3JelHusd Ha OCHOBE
aHa/IN3a BCEX MATEPHUAJIOB XXKMBOTHOTO MM YeJIOBEYECKOTO IIPOUCXOXKEHUS, BXOAAIIUX B
MeJULIMHCKOEe U3JeNne, a TakKe HHGOPMALMH O TOA00pe UCTOYHUKOB (JOHOPOB), 0TOOpe
MaTepuana, IPOLECCHHTe, XpaHEeHWW, TeCTHPOBAHUU, BIUJAUHUHM  IIPOIERYP
TECTUPOBAHMA, a TaKXe OOpallleHHs C TKAaHAMH, KIeTKaMHU, CYyOCTaHIIMAMY >XMBOTHOTO
VIV 4eJI0BEYeCKOTO IIPOUCXOXKIEHUS, KYJIbTYyPaMU MUKPOOPTaHU3MOB U BUPYCOB;



H) aHaJIu3 MpOLEAYPHl Y METOJOB CTEPHIM3ALUN MEIUIIMHCKOTO W3Jennsd,
MaTepuaIoB, 0OOCHOBBIBAIOUINX CIIOCO0 CTEPHIIM3AINY, IIPeIaraeMbIX METOL0B KOHTPOJIS
KadecTBa M OIpeJleIeHUd OCTaTKOB CTEPUIMU3YIOIEro BelleCcTBa IIPU IPHMeHeHHHU
XUMHUYECKOTO CITI0CO0a CTePUIN3aALINY;

0) u3y4eHHe BAIUJHOCTU IIPOrPaMMHOr0 obeclieueHUs Ha OCHOBE aHAINW3a JAHHBIX
0 ero BepudUKAIUM M BAIUJAIMY, B TOM YHCIe MHPOPMALNU O €ro pa3paboTKe U
TEeCTUPOBAHUY Ha NPeAIPUATHUU U IPU MYJIBTUIEHTPOBBIX MCCIEeJOBAHUAX, JAHHBIX 00
UIeHTU(GUKAIUN U MapKUPOBKe OIePallMIOHHON CUCTEMBI;

H) aHAJIM3 OTYeTa O CTAOMIBHOCTH MEIUIIMHCKOIO HW3OeJInd, 060CHOBAaHHOCTH
3dABJIEHHOTO CPOKd XpaHEHMUA;

p) aHa/IK3 IIaHa c60pa ZAaHHBIX IO 6e30IIaCHOCTU U 9P (HEKTUBHOCTU MeAULIMHCKOTO
M3/eIns Ha IOCTIIPOJAaXHOM 3Talle;

) aHanu3 uHGOPMAIUU O MapKeTHHTe (eCIM MeAUIIMHCKOe H3/iee HAaXOLUTCSA B
obpaiieHuy Ha peIHKe 6osee 2 jeT) (Ipy HATUYUH);

T) aHaJIu3 IPEeACTaBJIeHHBIX IIPOM3BOJUTENEM CBEeJeHMI O HaINYMU WIX 00
OTCYTCTBHU COOOLIEHUH O HECYACTHBIX CJIydYasX K OT3BIBAX C PBIHKA MeJUIIMHCKOTO
M3[eIuA, O HeXXeJATEeJbHBIX COOBITMAX M (WJIM) HECYACTHBIX CJIy4asX, CBA3AHHBIX C
WCIIOJNIB30BAaHHEM  MEAMIIMHCKOTO  W3feNus, yBeZOMJIeHMH 10  0e30IIacCHOCTH
MEeAUIIMHCKOTO W3JeNus, MOAXOJAa K PACCMOTPEHHIO OTUX NpOoOIeM M UX pelleHUs
IIPOM3BOJUTENIAMU B KOKJOM U3 TaKUX CJIy4daeB, OIMCAHUA KOPPeKTHUPYIOIIUX JelCTBUH,
IpeJNPUHATHIX B OTBeT Ha yKasaHHBIe CIydaH, a TAKXKe COOTHOLIEHUS YPOBHS IPOJAXK U
KOJIMYEeCTBA HECUACTHBIX CTy4YaeB U OT3BIBOB MeAMIIMHCKOIO H3ZeNINs U3 00paleHus;

y) aHajmM3 IpPeACTaBJIeHHBIX IIPOM3BOAUTENEM CBeJIEHHII O COOTBETCTBUHU
MEeJULIMHCKOTO W3Aenus oOmuM TpeOoBaHMAM 06e30macHOCTH U 3h(EeKTUBHOCTU
MEeIUIIUHCKUX W3fennii, TpeOOBaHMAM K HX MapKHUPOBKe U OKCILTyaTal[MOHHOM
TOKYMEHTAIlMX Ha HUX;

¢) omeHKa PYKOBOACTBA IIOJNb30BaTend (MHCTPYKIIMM IO MEAMIIMHCKOMY
IPUMEHEHUIO) U SKCIUTYaTallMOHHOMN JOKYMEHTAIUH;

X) OLl€HKd MAPKHPOBKH ME€IUIIMHCKOTI'O U3EeJI1;

I) aHaJINU3 JOKYMEHTOB, IIOJTBEP)KJAIONUINX Pe3yIbTaThl UCIBITAHUN MeTUIIMHCKUX
U3Ze Ui B LIEJIAX YTBEPXKAEHUS THUIIA CPEJCTB M3MepeHU (B OTHOIIEHWU MEeTUIIMHCKUX
W3JleNInii, OTHECEHHBIX K CPeJCTBAaM W3MEPEHWi, IlepeYeHb KOTOPBIX YTBEPXKZAeTCs
Komuccueii).

25. Ilpu 1npoBeeHMM OKCIEPTHU3bl MEIUIMHCKOTO M3JLENIHSI B  CIydae
HEeZOCTaTOYHOCTH [JIs ITOATOTOBKY DKCIIEPTHOTO 3aKJIIOYEeHMs MaTepHaIOB U CBeIeHM,
COZep)KaIIUXCsS B 3aABJI€HUH O PETUCTPAlUM U JNOKYMEHTaX PEeTrHUCTPAIIOHHOTO JLOChE,
YIOTHOMOYEHHBIH  oOpraH (dKCIepTHas OpraHM3alldsd) HANpaBiadeT  3aIBUTEIIO
COOTBETCTBYIONIUI 3alIPOC C YKazaHUEeM XapaKTepa 3aMeYaHU# U crocoba MX yCTpaHEHUS
(manee - zampoc). 3ampoc HaIpaBIAeTCS OJHOKPATHO M MOXET OBITh IlepeJjaH 3asIBUTEIO
JINYHO IIOJ, PAcIKCKy, HalpaBleH II0 IIOYTe 3aKa3HbIM IIOYTOBBIM OTIIPaBI€HUEM C



yBeJOMJIEHHEM O BpydeHMHM JMOO TIlepeflaH B DJIEKTPOHHOH  ¢opme 1o
TeJIeKOMMYHUKAIIUOHHBIM KaHajJaM CBA3M MWIH B (opMe 5IeKTPOHHOIO MJOKYMEHTa,
MOAIIMCAaHHOTO 3JIeKTPOHHOM IOANUCHIO.

3agBUTeNb O0f3aH INPEACTABUTH OTBET HA 3aIPOC B CPOK, He IpeBsImaromuii 60
pabounx mHell cO OHA IONyYeHHS 3alpoca. B ciyyae HempezCTaBlIeHUS YKa3aHHOTO
OTBeTa B CPOK YIIOJIHOMOYEHHBIH OpraH (9KCIepTHAas OpraHU3allysg) MIPUHUMAeT pelleHHe
Ha OCHOBAaHMU JJOKYMEHTOB, HIMEIOIIMXCA B €r0 PACIIOPIKEHUH.

26. Ilepuon co AHA HamIpaBlIeHHUA 3aIpoca [0 AHA MOJy4eHUd YIOTHOMOYEHHBIM
opraHoM (9KCIIEPTHOI OpraHu3aluell) orBeTa Ha 3aIpoOC He YYUTHIBAETCA IIPH
MCYHCIeHUHU CPOKA IPOBEJEHU A SKCIePTU3bI MEJUIIMHCKOTO U3/eIHs.

27. OCHOBaHMAMM [JI BBIHECEHUA YIIOJIHOMOYEHHBIM OpPIaHOM (9KCIIEPTHOI
opraHumsaiueil) 3aKIIOUYeHHUs OO0 OTKa3e B PErUCTPALMM MEIUIIMHCKOTO U3ZeIUs
ABJIAIOTCA:

a) HeIOATBEpXZEHHEe COOTBETCTBYIOI[UMHU MaTephaJaMU U  CBeJeHHUIMH,
COZIEPKAIMMHUCA B PETUCTPALIMOHHOM ZOChe, KauecTBa, U (nan) 3¢GeKTUBHOCTH, U (MIH)
6e30T1aCHOCTH MeIUIIMHCKOTO U3JeJINS;

6) mpeBbIlIeHMEe PUCKAa IIPUYMHEHWSI BpeJa 3[0POBBIO TPAXKAAH U MeIUIIUHCKUX
PabOTHUKOB BCJIEICTBHE IIPUMEHEHUA MeAUIIMHCKOTO U3zAenusa HaZ 3G(eKTUBHOCTHIO €T
IIpUMEHeHUS;

B) HeyCTpaHeHVe BBISBIEHHBIX HapyLUIeHUI U (UIK) HeIpeCTaBIeHNe JOKYMEHTOB
IIO 3aIpocy.

28. IIpu HeoOXOAMMOCTH YIOJHOMOYEHHBIE OPTaHbl (9KCIEPTHBIE OPTaHMU3aI[UH)
TOCyapCTB IPU3HAHUA MOTYT HAIIpaBJIATh C UCIIOIb30BaHUEM CPe/ICTB UHTeTPUPOBAHHOM
cucrems! Coro3a B yIOJTHOMOYEHHBIH OpraH (9KCIEPTHYIO OpPraHU3aluIio) pedepeHTHOro
TOCyZapCTBa CBOM 3aMeYaHUs M IPeIOXKeHUS A0 OQOPMIEHUSI STUM yIOIHOMOYEHHbBIM
OpraHOM (3KCIIEPTHO# OpraHM3aliKell) SKCIIEPTHOTO 3aKII0YeHHUS.

B X0Z€e COrjaCOBaHMA OKCIIEPTHOIO 3dK/JIIOYE€HHA YIIOJIHOMOYEHHBIE OPTaHBbI
(BKCHepTHLIe OPI‘aHI/IBHHI/II/I) TOCyAapCTB-4JI€HOB MOTYT BBHHMO,I[efICTBOBaTL ApyT € Ipyrom
AJIA YperyjInpOBdHNA BOSHHUKAIOIINX BOIIPOCOB.

29. Ilocme odopMiIeHHS OKCIEPTHOTO 3aKJII0YeHUs YIIOJIHOMOYEHHBINI oOpraH
(okcmepTHas  opraHusanuA) pedepeHTHOrO TOCyAapcTBa  pa3MellaeT B CBOeH
MH(OPMAIIMOHHON CHUCTeMe JKCIEepTHOe 3aKJlo4yeHHue. YIIOJHOMOYEHHBIE OpTaHbI
(9KcIepTHBIe OpraHU3allMHM) TOCYJApCTB IIPU3HAHUA B CPOK, He mpesbrmaoomuii 30
KaJeHJApHBIX JHEH CO [AHSA pasMelleHWs YIOJHOMOYEHHBIM OpPraHOM (9KCIIepTHOM
opraHusanueii) pepepeHTHOrO TOCyAapCTBA SKCIIEPTHOTO 3aKJIIOYeHHd, HAIIPABIAOT B
YIIOJTHOMOYEeHHBIH OpraH (9KCIepTHYIO OpraHH3aluio) pedepeHTHOro ToCyZapcTBa
HOJTBEpP)KJeHUe COIJIacoBaHMsA (HECOTIaCOBAaHUA) OKCIIEPTHOTO 3aKIOYeHHs  (C
ob6ocHOBaHMEM) IO GOpMe COIJIAaCHO INPUIOXKEeHHIO N° 6 ¢ HCIOJIB30BAaHHEM CPEJCTB
MHTETPUPOBAaHHOH cucTeMsl Coi03a, B TOM YHUC/Ie IIPaBUJIBHOCTHU II€PEeBOJA PYKOBOZCTBA
IOJIb30BaTeNs  (MHCTPYKUMH IO  MEJULUMHCKOMY IIPUMEHEHWIO), MapKUPOBKHU



MEIUIIMHCKOI'O M3Ae/HINA Ha TOCYAAapCTBEHHBIE A3BIKHM B COOTBETCTBHU C Tpe6OBaHI/I${MI/I
3dKOHOJATeJIbCTBd T'OCYAdPCTB-IJIEHOB.

B cnyuae HempesncTraBieHus ToCyZapCTBaMU —IIPU3HAHUA  IOATBEPXKIeHUSL
COrJIacOBaHMA (HEeCOTIacOBaHMA) SKCIEPTHOTO 3aKalodeHHd B TedeHHe 30 KaleHIAPHBIX
oHe#l cO OHA pasMelleHWs YIOJHOMOYEHHBIM OpraHOM (dKCIEpTHOM oOpraHu3aiueii)
pedepeHTHOTO TrocyZapcTBa OKCIIEPTHOTO 3aKJII04eHUA OKCIIepTHOe 3aKjIIodeHue
CYMTAETCA COIIACOBAHHBIM.

B rewyenme 10 paboumx mHe#l CO OHA COITACOBAaHUA SKCIIEPTHOTO 3aKIIOUEHUS
rocyJapcTBaMM TIIpU3HAHHUA YIIOJTHOMOYEHHBIH opraH pedepeHTHOTO ToOCy/JapCcTBa
IPUHMMAaeT pelleHHe O PeTHCTPalMu MeAMIIMHCKOTO M3Jeus M pasMelllaeT B e€JUHOM
peecTpe MeIUIMHCKUX H3JeIW, 3aperncTpupoBaHHBIX B pamkax Coroza, cBefeHHA O
MeJUIMHCKOM H3/IeIHH, PYKOBOACTBO IIOJIb30BaTeNd (MHCTPYKIIUIO II0 MeAMIIMHCKOMY
IIPUMEHEHHUIO) ¥ U300paXKeHNe YTBEPKIeHHON MApKUPOBKHU MEIUITUHCKOTO U3/e/IHS.

30. YnonHoMoOueHHbIH opraH pedepeHTHOTO TocyzapcTBa B TedeHue 10 paboumx
OHEeH CO NHSA NPUHATHA PelleHUs O PeruCTpPaluyd MeTUIIMHCKOTO W3fenus opopMIieT
PeruCTpPallIOHHOe yIOCTOBEPEeHNe U IIPIIOKeHNe K HeMy 00 yBeJJOMJIAeT 3aABUTeA 00
OTKa3e B PETUCTPAllMM MEAUIIUMHCKOTO H3ZTeNUs JIUYHO IO PACIUCKy, HAIpaBfeT
yBeIOMJIEHHEe IIO IIOYTe 3aKa3HBIM IIOYTOBBIM OTIIpaBJIEHHEM C YBeZOMJIEHUEM O
Bpy4YeHUH J1Iu0O IlepefiaeT €ro B 3JIEKTPOHHOH (opMe IO TeIeKOMMYHHMKAIIMOHHBIM
KaHaJaM CBS3M WIXM B GOpMe 3JIeKTPOHHOTO AOKYMEHTA, IIOAIMCAHHOTO 3JIEKTPOHHOM
MO IHCHIO.

I1I. ITpouenypa cormacoBaHmusA SKCIIEPTHOIO 3aKJII0OUeHUA

31. Ilpum mpoBemeHMU COIJIACOBAaHHUA OKCIIEPTHOTO 3aKIIOUYEHHSA TOCYyZapCTBa
IPU3HAHUSA IIPOBOJAT OLEHKY SKCIEPTHOTO 3aKJIIOUeHUs pedepeHTHOrO roCyJapcTBa Ha
IIpeiMeT ITOJHOTHL U JOCTAaTOYHOCTH JAHHBIX, IOJTBEPXKAAIOMMX 6€3011aCHOCTh, Ka4eCTBO
1 3P deKTUBHOCTh MEIUIIMTHCKOTO U3/IeIHA.

32. CorylacoBaHue 3KCIIEPTHOTO 3aKJIIOYEHUs ABIAETCA OCHOBAaHUEM JJIA IIPUHATUAL
pelIeHusA O PETUCTPALY MeTULIMHCKOTO U3/IeTHs.

33. OcHoBaHueM [ HeCOrJacOBaHUA SKCIIEPTHOTO 3aKII04eHUs pedepeHTHOTo
TOCyZapCTBa SBIAETCS HAJIUYHe CBUIETEIBCTB O TOM, 4TO 3(pdeKTHBHOCTD U (MIn)
6e30IIaCHOCTh  MEJUIIMHCKOTO U3Jenna He IIOATBEPXKAEHBI CBeZIeHUAMHU,
IIpeiCTaBIeHHBIMU B PETMCTPAallMOHHOM J0Che, UK O TOM, YTO PUCK IPUYMHEHU Bpeja
3IOPOBBIO  TPOXZAH W  MEJUIMHCKUX pAOOTHUKOB  BCJIEACTBHE  IIPUMEHEHUS
MeJULIMHCKOTO U3/le/ I IpeBsinraeT 3¢ (PeKTUBHOCTD eT0 IIPUMeHeHH.

34. Ilpu oTcyTcTBMM KOHCEHCyCa IIO COIJIACOBAaHMIO SKCIIEPTHOTO 3aKII0YeHH
yperyJIvpoBaHHe PpasHOTJIACHI OCYyIIeCTBIAETCA ITyTeM OOpalleHus YIIOJTHOMOYEHHOTO
opraHa pe@epeHTHOTO TOCYJapCTBa B KOHCYJIbTaTUBHBIN KOMUTET IO MeZUIIMHCKUM
magenuam npu Kosmnernu Komuccuu (manee - KOHCYIbTaTUBHBINA KOMUTET).

YIIOTHOMOYeHHBIH OpraH (dKCIepTHasd OpraHu3anug) pedepeHTHOTO TOoCyAapCTBa



HAIpaBigeT B KOHCYJBTATUBHBIM KOMHUTET 3asdBJIeHHe Ha OJaHKe YIIOJIHOMOYEHHOTO
OopraHa (9KCIIEpTHOM OpraHM3aIMM) O HEeOOXOZMMOCTH PACCMOTPEHHUsS pPa3HOIJIACHUH C
yKazaHMeM OOIIMX CBeJeHWIl O IIpeaMeTe pasHOIJIACHMM M CBeleHHIl 00 wurorax
IIpOBeZleHUs IIePeroBOPOB U KOHCynbTanwil. K 3adBIeHHI0O MOTYT IpUIaraTbCa JIIOObIE
MaTepuasasl, OOOCHOBBIBAIONIME IIO3ULMIO YIIOJIHOMOYEHHOTO OpraHa (9KCIepTHOH
opraHusaiuu) pegepeHTHOrO roCyJapCTBa 110 IpeAMeTY PasHOTIACHIA.

ITocme mosmydeHusa 3adgBleHHMA U IpUIaraeMbIX K HeMy MaTepuajoB OT
YIIOJTHOMOYEHHOTO OpraHa (dKCIepTHOW OpraHusanuy) pedepeHTHOTO TOoCyZapCcTBa
KOHCYJIPTATUBHBIM KOMHUTET 3aIllpallliBaeT Yy YIIOTHOMOYEHHBIX OPTaHOB (SKCIIEPTHBIX
OpraHM3aIMil) TOCYJAapCTB IPU3HAHWA MaTepUajbl, IIOATBEPXKAAIONINE WX IIO3UIUIO IIO
IIpeMeTy PasHOTIaCHUH.

Iloce mony4eHWs MaTepPHAJOB OT YIIOJIHOMOYEHHBIX OPraHOB (9KCIEPTHBIX
OpraHM3aluii) KOHCYJIbTATUBHBIM KOMUTET HAIIpaBieT yBeJOMJIEHUA O IPOBeJEeHUU
3aceZlaHMA II0 YPETyJHMPOBAHHUIO PAa3HOIJIACUN YIOTHOMOYEHHBIM OpraHaM (SKCIIEPTHBIM
OpTraHU3ALUAM).

KoHcynpTaTUBHEIN KOMHUTET 00eCIeYrBaeT OPraHU3ALMIO U IIPOBeJeHNe 3aCelaHuI
II0 yperyJIMpPOBaHUIO pasHoIJacuil. B 3acemaHnyu NpUHUMAIOT y4yacTHe IIpefCTaBUTEIN
YIIOJTHOMOYEHHBIX OPraHOB (9KCIIEPTHBIX OpraHU3aluii) pedepeHTHOTO TOCyZapcTBa U
rOCyZapCTB IIPU3HAHHUA.

ITo nroram 3acefaHusa IPUHUMAeTCA pellleHNe, KOTOpoe HOCUT PeKOMeH jaTeIbHbII
XapakxTep.

Cpox yperynupoBaHUs Pa3HOITIACHH B OTHOLIEHWHM COTJIACOBAaHUA SKCIIEPTHOTO
oTuyeTa He JOJDKeH mpeBbimarh 30 paboyux AHeH CO AHA HAIpaBJIeHHUA YIOTHOMOYEHHbBIM
OpraHoM (3KCIepTHOM oOpraHusauueil) pedepeHTHOrO TOCYJZapCTBa COOTBETCTBYIOIIETO
3asABJI€HHUA B KOHCYJIbTaTUBHBIM KOMUTET.

35. HecoracoBaHue 5KCIIepTHOTO 3aK/II0UYeHUs pepepeHTHOTO roCy[apCcTBa B OZHOM
U3 TOCYZApCTB NPU3HAHWUA ABAAETCA OCHOBaHHEM Ui OTKasa B OOpaleHuH
MeJULIMHCKOTO U3/le/INA Ha TePPUTOPUU STOTO TOCYAapCTBa.

IV. DxcniepTusa u3MeHeHUH, BHOCUMBIX B
PETUCTPAIMOHHOE J0Che

36. DkcrepTr3a U3MEHEHUH, BHOCUMBIX B PETUCTPALIIOHHOE 0Che, OCYIeCTBIIAETCS
YIIOJTHOMOYEHHBIM OPraHOM (9KCIIEpTHOMH OpraHu3sanueil) pedepeHTHOrO ToCyJapcTBa U
BKJIIOYaeT B ce0sf OIIEHKY IIOJIHOTHI, KOMIJIEKTHOCTM W IIPaBUJIBHOCTH O(OpPMIIEHUS
NOKYMEHTOB, BJIUSHUA BHOCUMBIX U3MEHEHMII Ha 0e30IIaCHOCTh, Ka4eCTBO U
3bdeKTUBHOCTS MEUIIMHCKUX U3/EINH.

37. [IpousBomuTens B TedeHre 2 MeCAIEB CO SHSA BHECEHUA U3MEeHEHU B

JOKYMEHTBI IIpeJICTABJIEHHOTO B PAaMKaX perucTpalliyd MeJUIIMHCKOIO H3JeIH
PETUCTPALIIOHHOTO ZOChe O00S3aH WHUIMHUPOBATH IIPOIEAYPY BHECEHUS H3MEHEHWIl B
PETUCTPALIOHHOE JOChe ITyTeM HAIlpaBJE€HUS B YIOJHOMOYEHHBINI OpraH (9KCIEpTHYIO



OpraHM3aluI0) pedepeHTHOrO TOCYAApCTBa COOTBETCTBYIOIIETO 3asBIEHUS IO QopMe
COIJIacHO IpuioxeHUIo N° 7 (majee B HACTOSIEM paszelie - 3asiBI€HUE) C IPWIOXKEHUEM
IOKyMEHTOB, IIOATBEePKAAIOIIUX U3MeHeHHA II0 IIePeYHIO COIJIACHO IpuIoxeHuio Ne 8.

38. 3agBireHHe U [JOKYMEHTHI, IIOATBep)KJalollyie M3MeHEHHUd, pasMelaloTCsa
YIIOJTHOMOYEHHBIM OpPTaHOM (9KCIEPTHOM opraHusaiueil) pedepeHTHOrO TOCyJapcTBa B
cBoeil MHGOpPMAaLMOHHOII cHCTeMe M  JOCTyIHBI TOJBKO 3aWHTEPeCOBAHHBIM
YIIOJTHOMOYEHHBIM OpraHaM (9KCIIEPTHBIM OpPTaHU3AIUAM) FOCYZAPCTB-YIEHOB.

39. YmosHOMOYeHHBIE OpraHbl (SKCIIePTHbIE OPraHMU3AIUK) TOCYAAapPCTB IIPU3HAHUA
B TeyeHue 30 paboymx pmHe#l cO [AHA pasMelleHHs YIOJHOMOYEHHBIM OpPraHOM
(3xcmepTHOM opraHusanueil) pedepeHTHOrO TOCYAapcTBA B CBOeH WHQPOPMAIMOHHON
cucTeMe 3agBIeHUA M JOKyMEHTOB, IIOATBEP)KJAIONIMX M3MeHeHHd, MOTYT C
WCIIONB30BAaHNEM  CpeJACTB HHTerpupoBaHHOM cucrembl (Coroza  HampaBuTh B
YIIOJTHOMOYEHHBIH OpraH (SKCIEPTHYIO OPraHU3alNIo) pedepeHTHOTO TOCYZapCTBa CBOU
3aMeYaHUA M IIPeJJIOKeHH [0 TIOATOTOBKY 3THM OPraHOM (OpraHM3alueii) SKCIIepTHOTO
3aKJIIOYEeHUA 110 hopMe COTIaCHO IpuIoXeHuo N° 9.

B Teuyenme 5 paboymx mHeH CO AHA IOCTYIUIEHHS 3aABIeHUA U IOKYMEHTOB,
HMOATBEPKIAIONUX W3MEHEHU, YIOJHOMOYEHHBINI OpraH (9KCIlepTHasf OpraHM3aLMA)
pedepeHTHOTO TOCyJapcTBa IIPOBOJMUT IIPOBEPKY IIOJHOTHI U JOCTOBEPHOCTHU
cozepKallyXcs B HUX CBeJeHUM.

B ciyuae ecu 3asBieHre 0pOpMIIEHO C HapylleHWeM TpeOOBaHUIA, yCTaHOBIEHHBIX
HacrosmuMu [IpaBwiamu, u (Min) B 3aABII€HUY yKa3aHbl HEJOCTOBEPHBIE CBeIeHUs 100
NOKYMEHTHI, TOATBEPXKJAIOI[e W3MeHeHUd, IIPEeJCTaBJIeHbl 3aiBUTEEM HE B IIOJIHOM
ob6BeMe, YIIOTHOMOYEHHBII OpraH (3KCIIeEPTHAS OpraHU3anya) pedepeHTHOTO roCyAapCcTBa
He mosgHee 30 paGoumx gHeH CO AHA NOCTYIUIEHUA TAaKUX 3agBJI€HHSI M JOKYMEHTOB
yBeOMJIIeT 3asIBUTE/II O HEOOXOJUMOCTH yCTPAaHEHUs BBIABIEHHBIX HApyUIeHUH U (MIn)
IIpe/ICTaBII€HUs OTCYTCTBYIOIIUX AOKYMEHTOB ITyTeM Ilepefadl yBeJOMJIEHHUS 3aSBUTEIIO
JIMYHO TIOZ, PpacIuCKy, Jaub6O HampaBlIeHWs YBeJOMJIEHUS 3aKa3HBIM IIOYTOBBIM
OTIIpaBJIeHUEM C YBeZOMJIEHUEM O Bpy4YeHUH, JHUOO0 Iepenadu B 3JIEKTPOHHOM (opme 1o
TeJIeKOMMYHUKAIIMOHHBIM KaHajJaM CBSA3M MIN B (GopMe DJIeKTPOHHOTO [JOKyMEeHTa,
IIOAIIMCAHHOTO 3JIEKTPOHHO IOANUCHIO.

B Teyenme 3 pabounx AHeH CO AHA IpeACTaBIeHUS 3agBJI€HHA U JOKYMEHTOB,
IOATBEPXKAAIOINX U3MeHeHU, O(OPMJIEHHBIX HAJJIeXXalM 00pa3oM, YIIOJTHOMOYEHHBIH
opraH (9KCIepTHas OpraHu3alus) pedepeHTHOTO TOCYJapCTBa IPUHUMAET peIleHHe O
Havajle pollelyphl BHeCeHUA U3MeHEHUI B PerUCTPAIlMOHHOe JOChe.

40. 3agBuUTenb IpeACTaBiAfeT OTBeT HA 3aIpoC YIIOJTHOMOYEHHOTO OpraHa
(9KCIIepTHOM OpraHM3allUM) B CPOK, He IpeBbImaromuil 60 KareHZApHBIX AHEH CO HA
IIOJIy4YeHHsA STOrO 3ampoca. B ciaydae HempezicTaBieHHsA OTBeTa B YKa3aHHBIN CpOK
YIIOJTHOMOYEeHHBIH OpraH (IKCIIepTHASA OPTaHMU3ALNA) IPUHUMAeT pellleHre Ha OCHOBAaHUH
JTOKyMEHTOB, UMEIOUIUXCA B €0 PacIOpsKeHHHN.

41. Hepno,u CO [OHA HAIIpABJI€HNSA YIIOTHOMOYEHHBIM OPTdHOM (BKCHEPTHOﬁ
OpraHHSHHHeﬁ) 3alrpocCa 40 AHA IIOJNYY€HHA OTBE€Td Hd4 3dIIPOC HE YYHUTBIBAETCA IIPH



HNCYHNCIEHNN CPOKa IIpOBEeAEHHNA SKCIIEPTU3BI MEAVTTMMHCKOTO U3 €T,

42. BneceHue U3MeHEHMII B PETrHCTpPAlUOHHOE [OChe OCYIIEeCTBIAeTCA Ha
OCHOBAaHHMHU Pe3YyJbTAaTOB JKCIIEPTU3Bl 3THUX M3MeHEeHUI B Cpok, He mpeBslmaromuit 30
pabounx OHEH CO IHA IPeJCTaBIeHUs 3aABJIeHUA U JOKYMEHTOB, IIOJTBEPKAAOIINX
M3MeHeHUs, 0QOPMJIEHHBIX HaZJIeXXKallM 00pa3oM.

43. OcHOBaHUAMHU [ IOATOTOBKM YIIOJIHOMOYEHHBIM OpTaHOM (9KCIIEPTHOI
opraHusaueii) peepeHTHOTO roCyZapCcTBa SKCIEPTHOTO 3aKIIOYEHUA O HEBO3ZMOXHOCTH
BHECEHHA U3MeHEeHUH B PeruCTPaLIOHHOe OChe SABJIAIOTCA:

a) HeJOCTOBEPHOCTh IIPE/ICTABIEHHBIX CBeJEHWI, OOOCHOBBIBAIOIIUX BHECEHUE
H3MeHeHWH;

6) OTCYTCTBHME CBeIeHMil, IOJTBEP)XJAIOUINX HEU3MEHHOCTh (YyHKIMOHAIBHOTO
HasHa4YeHUs U (WIHM) IPUHIUIA JeHCTBUSI MeIUIIMHCKOTO U3ZeNNI B CBA3U C BHOCHMBIMU
N3MEHEeHUSIMU;

B) HeyCTpaHeHWe BBIABIEHHBIX HapyluleHu# U (Wau) HeIpeJCcTaBiIeHue
OTCYTCTBYIOIIUX JOKYMEHTOB.

44. DxcmepTHOe 3aKIIOYeHUME U PYKOBOICTBO IIONb30BaTeNs (MHCTPYKIHS IIO
MeAUIIMHCKOMY IPHUMEHEHUIO), M300pakeHne MapKUPOBKU MEIUIIMHCKOTO H3ZeNus Ha
PYCCKOM s3BIKE Pa3MelaloTCs yIIOTHOMOYEHHBIM OPraHOM (9KCIIEPTHOM OpraHu3anuei)
pedepeHTHOrO rocyzapcrsa B CBOeii MHGOPMALMOHHOM CHCTeMe M JOCTYIIHBI TOJBKO
3aMHTEPECOBAaHHBIM  YIOJTHOMOYEHHBIM  OpraHaM  (9KCIIEPTHBIM  OpPTraHU3AIUAM)
TOCYZapCTB- Y4JIEHOB.

45. TocymapctBa mpusHanHus B TedeHue 10 pabouymx nHeil cO OHA pasMelleHUs
YIIOJTHOMOYEHHbIM OPraHOM (9KCIIEpPTHOI opraHu3anueil) pedepeHTHOTO TOCyZapCcTBa B
cBoell HMHGOPMAIIMOHHON CHCTeMe DSKCIEPTHOTO 3aKJIIOYeHUs BIIpaBe HAINPaBUTh B
YIIOTHOMOYEHHBIH OpraH (9KCIEepTHYIO OpraHH3aluio) pedepeHTHOrO TIOoCyZapcTBa
3aMedYaHUs U peJjIoxKeHus (C 000CHOBAHUEM).

46. B ciry4yae ecsm BHOCHMBbIe M3MEHEHHUs KacCalOTCHA CBeJEHHH, COJEpXKalIUXCS B
PEeruCTPallMOHHOM YIOCTOBEPEHUH, YIIOJTHOMOYEHHBIH opraH pedepeHTHOrO ToCcyjapCcTBa
BBIJa€T HOBOE PErHCTPAI[MOHHOE YZOCTOBEpPEHHE C COXpaHEeHUeM IIpeXKHero Homepa (c
yKazaHUeM JaThl BHECEHUS COOTBETCTBYIOIINX U3MEHEHUH).

47. YmosHOMOYeHHBIH opraH pedepeHTHOro rocyzapcrBa B TedeHue 10 paboumx
ITHel co AHA IPUHATUA COOTBETCTBYIOIIETO PelleHH:

a) ohopMIILeT PerUCTPAllMOHHOE YIOCTOBEpEHUE;

0) pasMelaeT B eZMHOM peecTpe MeJULIMHCKUX H3ZeNUil, 3aperHCTPUPOBAHHBIX B
pamkax Corosa, CBefleHHS O BHECEHUU M3MeHeHMI B perMCTpallMOHHOe /loChe B IOpAJKe,
ycraHoBIeHHBIM Komuccueii, a Takke CKaHMpPOBaHHBIe KOIMU JOKYMEHTOB, B KOTODbHIe
BHECEHBI U3MEHEHHS;

B) yBeJOMJIAeT 3asBUTeNI 00 OTKa3e BO BHECEHWU M3MEHEHUH B PETHCTpPAIlMOHHOE
ZIOChe IIyTeM Ilepefayd yBeJOMJEHUA JIMYHO IIOJ, PACIUCKY, JTHOO HaIpaBleHUS



COOTBETCTBYIOIIETO YBELOMJIEHN I 3dKa3HBIM IIOYTOBBIM OTIIPABJIEHMEM C YBELOMJIEHHEM O
Bpy4Y€HUH, 6o Iiepenavun B BHeKTPOHHOfI (I)opMe II0 TeJIEKOMMYHUKAITNOHHBIM KdHd/IdM
CBA3U NN B (1)OPMe SJIEKTPOHHOI'O JOKYMEHTA, IIOAIINCAHHOI'O BHeKTPOHHOﬁ IIOAIINCBIO.

V. Ilopamox IIPHOCTaHOBIEHUA WIM OTMEHBI JAeHcTBUA (aHHYJIMPOBAHUA)
PerucTpallMiOHHOIO yAOCTOBEPEHUA

48. [TpuocranoBaeHue TefCcTBUA PeTrUCTpPallIOHHOTO YAOCTOBEpeHUA
OCYIIeCTBIIAETCS YIIOJHOMOYEHHBIM OpPraHOM pedepeHTHOTO TOCyZapCTBa B CJIeAyIOIUX
CIydasx:

a) IO pe3yibTaTaM MOHUTOPUHTAa O€30IIaCHOCTH, KadecTBa U d(PPeKTUBHOCTU
MeIUITMHCKUX U3le Ui B IIOCTPETUCTPALIMOHHBIN Ilepuof, - IpPH BBIABIEHUU
ITOTEHIIMAIBHOTO CEPBE3HOTO PUCKA /I OOLIECTBEHHOT'O 3Z0POBbS;

6) o pe3ynbTaTaM TOCYAAapCTBEHHOTO KOHTPOJA 32 OOpalleHueM MeAUIMHCKUX
U3feuil - IpU HAaIWYUU CBeJeHUil o (akTax U OOCTOATENTBCTBAX, CO3JAIOMUX YTPO3y
KU3HUM U 3J0POBBIO TPXJAH U MEJUIMHCKUX pPabOTHUKOB IIPU IIPUMEHEHUU U
SKCIUTyaTalluy MeJUIMHCKUX U3JeIn.

49. Pemenue o MpMOCTAaHOBIIEHUH AEHCTBUS PETHUCTPAIMOHHOTO yAOCTOBEpeHH (C
yKasaHMeM NIPUYHUH, JAaThl U CPOKA IIPHUOCTAHOBIEHUSA) IPUHUMAETCS YIIOJIHOMOYEHHBIM
opraHoM pedepeHTHOTO TOCyJapCTBa B COOTBETCTBUM C 3aKOHOJATEJIbCTBOM 3TOTO
rocyJapcTBa-4IeHa.

50. Cpox mpHroCTaHOBIEHUA AeHCTBUA PeTUCTPAllMOHHOTO yAOCTOBEPeHH I He MOXeT
IpeBBIIIATh 6 MecsAlleB, IPU 3TOM pealHusallus U ITPUMeHeHHe TaKUX MeJUIIMHCKUX
usnennii B pamkax Coro3a He JOITyCKaroTCA.

YnomHOMO4YeHHBI!T  OpraH  pedepeHTHOTO  TOCyJapCcTBa  He3aMeJJIUTeIbHO
MHPOPMUPYeT yIOJHOMOYEeHHbIe OpraHbl IOCYJapCTB IPU3HAHUA, IIPOM3BOAUTENA MIN
€ro YIIOJTHOMOYeHHOTO IpefcTaBuTens M Komuccuio o NpHOCTaHOBIEHUM HAeHCTBUA
PeruCTpallMOHHOIO YJOCTOBEPEHHA M BHOCHUT COOTBETCTBYIOIIME CBEJEHHUA B €IUHBIN
peecTp MeJUIMHCKUX U3/le/INi, 3aperuCTpUPOBaHHbBIX B paMKax Coro3a.

51. 3agBuTenp B TeYeHHe YCTAaHOBJIEHHOTO YIIOJTHOMOYEHHBIM OpPraHOM
pedepeHTHOrO TOCYJapCcTBa CpPOKa OO0S3aH YCTPAaHUTh OOCTOATENBCTBA, IIOBJIEKIIHe
IPUOCTAHOBJIEHHE IeHCTBUA PErMCTPAIlIOHHOTO yZOCTOBEpeHHS, YBeZOMUTh 06 5TOM B
IHCHMEHHO! (opMe STOT YIOTHOMOYEHHBIH OpraH (C MpHUIOKeHHEeM IHOATBEPXKAAIOMIUX
moxyMeHTOB). Ilo pe3yipTaTaM pacCMOTpeHHS IIpeZCTaBIeHHbBIX 3asgBUTEIEM JOKyMEHTOB
YIIOJIHOMOYEHHBIN OpraH pedepeHTHOTO TOCYZapCcTBa IPUHMMAeT pelleHue O
BO30OHOBJIEHNMU 10O 00 OTMeHe [eliCTBUA (AaHHYJIMPOBAHHY) PETUCTPAIMOHHOTO
yZOCTOBepeHHU (C yKasaHHeM JaThl BO30OHOBJIEHUS, OTMEHHI AeHCTBUA (AaHHYIUPOBAHUA)
PETHCTPAI[MOHHOTO YAOCTOBEPEHN).

52. YnorHOMO4YeHHEII OpraH pedepeHTHOrO TOCYZapCTBa yBeJOMIIAET 3aABUTENI O
BO30OHOBJIEHUU HeHCTBUA PETUCTPALIMIOHHOTO yAOCTOBEPEHH B TeUeHHe 5 pabouux AHeH
CO JHS NPUHATHUA TAKOTO PEIIeHUs JIMYHO IO, PACIIUCKY, IN0O0 HaNpaBiseT yBeJLOMIEHHE



3aKa3HBIM IIOYTOBBIM OTIIPAaBJIeHHEM C yBeJOMJIEHHEM O Bpy4eHMH, JHOO IlepejaeT B
3JIEKTPOHHOH ¢opMe IO TeJIeKOMMYHUKAIIMOHHBIM KaHajaM CBA3M UIU B QopMme
3JIeKTPOHHOTO JOKYMEHTa, MOAIINCAHHOTO 3JIeKTPOHHOM MOZIIHUCHIO.

Pemrenmne (6] BO300OHOBJIEHUH ﬂeﬁCTBI/I}I PETUCTPALTMOHHOTO  YAOCTOBEPEHU I
IIpPPHUMAETCI B COOTBETCTBHUU C 3aKOHOZATEIHBCTBOM pe(l)EPEHTHOI'O TrocyaapCTBa M
BCTyIaeT B CHJIY CO AHA €Tr0 IIPUHATHAI.

53. B cmyuae HeyCTpaHeHMs  3afBUTENEeM  OOCTOATENBCTB,  ITOBJIEKIIUX
IIPUOCTAaHOBJIEHNE JIeHCTBUA PErUCTPAIOHHOTO YAOCTOBEPEHHUSA YIIOTHOMOYEHHBIH
opraH pedepeHTHOTO TOCYJapCTBa NPUHHUMAeT pellleHuMe 00 OTMeHe ero AelcTBus (ero
aHHYJINPOBaHUH) (C 0OOCHOBAHUEM).

YnomHOMO4YeHHBI!I  OpraH  pedepeHTHOTO  TOCyJapCTBa  He3aMeJIUTeIbHO
yBeIOMJIAeT 3afBUTEeNs 00 OTMeHe JeiicTBuA (AaHHYJIMPOBAHWH) PETUCTPALIOHHOTO
YAOCTOBEpeHUA ITyTeM HAIpaBJIeHWA YBeJOMJICHHA 3adABUTENIO JWYHO IIOJ, PAaCIHCKY,
an00 HaNpaBIeHUA yBeJOMJIEHH 3aKa3HBIM IIOYTOBBIM OTIIPABIE€HUEM C yBeJOMJIEHHEM O
Bpy4eHHUH, 1160 Iepesadu B 3JIEKTPOHHOM (opMe IO TeIeKOMMYHUKAIMOHHBIM KaHaIaM
CBA3U WU B GOpMe 3JIeKTPOHHOTO JOKYMEeHTa, IOAIINCAHHOTO 3J1eKTPOHHOI OAIINCEIO, U
BHOCHUT COOTBETCTBYIOIIME CBeJleHHWA B eJWHBIN peecTp MeJUIMHCKUAX H3JeIni,
3aperuCTpUpOBaHHBIX B paMKax Coro3a.

Pemenune 06 ormMeHe  geiicTBuA  (aHHYJIMPOBaHHM)  PETHUCTPALIOHHOTO
yAOCTOBEpPEHU INPUHUMAETCSA YIIOJHOMOYEHHBIM OpPraHOM pedepeHTHOTrO TrocCyZapcTBa
TaKXe B CjIydae NOJAYM IIPOU3BOAUTENEM HJIM €ro yIOJIHOMOYEHHBIM IIpe/CTaBUTEIEM
3agBJIeHUd 00 OTMeHe JefiCTBUA PeruCTPALIMIOHHOTO yJOCTOBEPEeHUS IO GopMe COTIaCHO
npunoxxenuto Ne 10.

54. OcHoOBaHWAMH I IPUHATHA YIOIHOMOYEHHBIM OpPTaHOM pedepeHTHOTro
TOCyZapCcTBa pelleHHs 00 OTMeHe [eficTBUA (QaHHYJIMPOBAaHUU) PETUCTPAIMOHHOTO
YAOCTOBEPeHHUS SABJIAIOTCA:

a) 3asdBJIEHNE IIPOM3BOAUTEIIA VI €I'0 YIIOTHOMOYIE€HHOTO IIPEACTaBUTEIIA 006 oTMeHe
,I[efICTBPIH (aHHy.III/IpOBaHI/II/I) PETUCTPATUOHHOTO YOOCTOBEPEHM T,

6) BbIABJIEHHE CIHIy4de€B IIPpE€ACTABJI€HUA 3diABHUTEIEM HETOCTOBEPHBIX CBe,Z];eHI/II‘/JI,
KOTOpBbIE€ HE MOI'JIN OBITH YCTaHOBJIEHDI IIPKU PETUCTPAIH MEAUITMHCKOI'O M3E€JIH;

B) BCTYIIMBIIEe B 3aKOHHYIO CHIIY PellleHHe CyZa TOCyZapCTBa-dIeHa;

T) IpeZACTaBleHNe YIIOJHOMOYEHHBIM OPTraHOM TOCy/apCTBa-4yIeHa II0 pe3ysIbTaTaM
TOCYyZapCTBEHHOTO KOHTPOJIA 3a OOpaljeHueM MeJUIIMHCKUX U3ZIelIni CBefleHUil o (aKTax
U 0OCTOATENIBCTBAX, CO3JAIOUUX YIPO3Yy XXKU3HU U 3[JOPOBBIO TPAXIAH U MEITUIMHCKUX
PabOTHUKOB IIPU IPUMEHEHUN U SKCILTyaTalluy MeIUIIMHCKOTO U3/IeTH;

I) yTpaTta MeIWIIMHCKUM H3/elNeM CTaTyca MeJUIMHCKOTO B CBS3M C BHECEHHEM
M3MeHEeHWH B aKTHI, cocTaBisgiomye mpaBo Coro3a.

VI. Ilponenypa Beigaun gyoauKarTa



PeTHUCTPAallMOHHOIO YJOCTOBepeHNUS

55. B cirydae yrpaTsl (IOpYM) PerucTpaliMOHHOTO YAOCTOBEPEHH 3aABUTEb BIIPaBe
OOpaTUTBCA B YIIOJIHOMOYEHHBIN OpraH pedepeHTHOTO TOCYAapCTBa C 3agBJI€HUEM O
BBIZIaUe AyOJIMKATa PeTHCTPAIMOHHOTO Y0CTOBepeHu M0 (popMe COTTIACHO NPUIOKEHUIO
Nell.

56. B crydyae mopun perucTpaniOHHOTO YZOCTOBEPeHUA K 3asBJIEHUIO O BBIZIAUe ero
my06JIMKaTa IpUIaraeTcs UCIIOPYeHHOe PETUCTPAIUOHHOE YAOCTOBEPEHHE.

57. B Teuenue 7 pabouyux AHeN CO ZHA MOJy4YeHUS 3aABJI€HUS O BBIAAde AyOIMKaTa
PerUCTPallMOHHOIO yAOCTOBEePeHH s YIIOJIHOMOYeHHbIl opraH pedepeHTHOIo rocyjapcTBa
odopmigeT myOIUKAT PerMCTPAllIOHHOIO yAOCTOBepeHH Ha 6JIaHKe PeruCTpalliOHHOIO
YAOCTOBEPEeHMS M BBIJAeT €ro 3agBUTENI0 WJIM HaIpaBideT ero 3aKa3HBIM ITOYTOBBIM
OTIIpaBI€HHEM C yBeJOMJIeHHEeM O Bpy4eHHUHN.



I[MTPUJIOKEHUWE Ne 1

k [IpaBuiam perucrpanuu 1 SKCIepPTU3BI
6e3omacHOCTH, KayecTBa U 3¢ HeKTUBHOCTU
MeIUIIMHCKUX U3eNuit

®OPMA

PeTUCTPallMOHHOTIO YZIOCTOBEPEHUA MeJUIITTHCKOTO
M3Jle]IUA U IIPaBUJIA €r0 0hOpMIeHUS

I. CDopMa PETUCTPATUOHHOI'O YAOCTOBEPEHM A MEAUINIMTHCKOT'O U3N €TINS

Ombirema EBpasuiickoro sakoHomudeckoro coiosa (1)

EBPA3UVCKNU DKOHOMUWYECKHVI COI03  (2)

(TosTHOE HAaVMeHOBAaHHUe YIIOJTHOMOYEHHOTO OpraHa pedepeHTHOro rocyjapcTBa) (3)
PETMICTPAIIMOHHOE YZIOCTOBEPEHUE (4)
MHU-XX-Ne (5)
B coorBetcTBUM C (6)

(HOMep U JaTa IPHKa3a YIOJIHOMOYEHHOIO OpraHa pedepeHTHOrO rocyAapcTBa)

HacCToAllee pETUCTPAIMOHHOE YAOCTOBEPEHME BbIIdHO!

@)

(HOJIHOE HanME€HOBaHHNE 1 CTpaHa IIPON3BOAUTEIIA, BKIIOYAA MECTO HAXOXAEHUA (a,ZLPEC) IOpUANYIEeCKOro JII/II.[a)

()

(mmoyTHBIE HAMMEHOBAHUS TPOU3BOCTBEHHBIX IIONIA0K, BKIIOYas MeCTO HaXOXKIeHH (aipec) IOPUANIECKOTO JINLIA)

)

(HaI/IMeHOBaHI/Ie YIIOJTHOMOYEHHOTIO IIPEeACTaBUTEJIA IIPON3BOAUTEIIA HA TEPPUTOPUAX ITOCYAAPCTB - YICHOB

EBPaBPIfICKOI‘O SKOHOMMNYECKOTI'O COI03a, BKJII0YaA MECTO HaXOXIeHUA (a,upec) IOpUANYIEeCcKoro )II/II.La)

B TOM, uTto (10)

(HOJ’IHOE HAaVMMEHOBaHHWE METUITNHCKOI'O I/IS,ZLeJII/IH)

KJIaCC MMOTeHIIMAIbHOTO PUCKA IPUMEHeHHU I MeJULIMHCKOTO U3JeIU: (11)

BUJ, MEIUIIMHCKOTO H3[eNHs B COOTBETCTBUHM C IIpuMeHseMoil B EBpasuiickom



SKOHOMMNYECKOM coro3e HOMEHKJIaTypOX MeIUIIMHCKUX usgeani

(12)

3aperuCTpPUPOBAHO U Pa3pellleHO K BBITYCKy B oOpalleHue B paMkax EBpaszuiickoro

SKOHOMHYECKOTO COI03a (13)
(moIHOe HaVMEHOBAHUE TOCYAAaPCTBa - WieHa EBpasuiickoro

SKOHOMMYECKOT'O CO03a)

[lepeyeHp KOMIUIEKTYIOWIVMX, IPUHAIJIEKHOCTEH U PACXOZHBIX MaTepHUajoB K
MOZUGUKALUY METUIIMHCKOTO WU3[e/INs IIpUBeZieH B MPUIOKEHUH K HACTOSILIEMY
PETUCTPALOHHOMY yAOCTOBEPEHUIO Ha 1. (14)

HPHJIO)KGHI/IE SBJSETCI HeOTheMJIeMOM YaCThIO HaCTOANIEro perucCTpaumoOHHOIO

YAOCTOBEpeHU (15)

Cpoxk [iefiCTBUSA PETUCTPAIIOHHOTO YAOCTOBEPEHUA: 6ECCPOYHO (16)
[laTa perucrpanum:« » 20 r. (17)

JlaTa BHeCeHUS U3MEHEHUI:«___ » 20__r. (18)

(¢. 1. O. pyxoBogures (YIOJIHOMOYEHHOTO JIAIIA) YIIOTHOMOYEHHOTO OpraHa)

MLII. (19)

(mogmucs)

Ne (20)



[TpunoxeHue K perucTpariOHHOMY YIOCTOBEPEHHUIO

MU-XX-Ne (1)

Ne HanmenoBaHnue cocTaBHBIX YacTeit MEeIUIIMHCKOI'O U3ae/I11A

1. |OcuoBHbIe 6;10KH (YaCTH) MEIUITUHCKOTO U3IEIUS

[TpuHamtexHOCTH (IpY HATUIUN)

2
3. [Pacxozuble MaTepuasbl (IIpK HATUYUH)
4

Komurekryomue (IIpy HaTHYHUN)

(¢. M. O. pyxoBoguTea (YIOJIHOMOYEHHOTO JIUIIA) YIIOJTHOMOUYEHHOTO OpPraHa)

M. TI. 3)

(mommucs)

(2)



II. IIpaBuna opopmIeHUS PETUCTPALIIOHHOTO
YZOCTOBEpeHMA MeJUIITHCKOTO U3/e/ TN

1. PerucrpamuoHHOe yZOCTOBepeHHe 3aIlOJHAeTCS YIIOJIHOMOYEHHBIM OpraHOM
rocyjapcrsa - WieHa EBpasuilcKOro 5KOHOMMYECKOTO COI033a, OCYIeCTBIIAIOIMM
PETUCTPAlMIO MEeIUIWHCKOTO W3feans, Ha PYCCKOM fA3BIKE C HCIIOJIb30BaHUEM
9JIEKTPOHHBIX IIeYaTaIOIUX YCTPOMCTB M B CiIydae HaJIN4YUA COOTBETCTBYIOLIETO
TpeOGOBaHUA B 3aKOHO/ATEIBCTBE pedepeHTHOrO rOCYJapCTBa Ha rOCYJapCTBEHHOM fA3BIKE
3TOTO TOCYAapCTBa.

2. 3amosHeHMe PeruCTPallUOHHOTO YZOCTOBEPeHHA Ha PYCCKOM fA3bIKe U
rOCy/JapCTBEHHOM A3BIKe TOCYyJapCTBa NPU3HAHMA OCYLIECTBIAETCA Ha Pa3HBIX CTOPOHAX
PerucTpalMOHHOTO yA0CTOBEPEHMUA.

3. PerucrpanmuoHHOe yZOCTOBepeHME OTHOCUTCE K MJOKyMEHTaM CTPOTOH
OTYETHOCTH, GIaHKW M3TOTABIUBAIOTCSI TUIIOTPAGCKUM CIIOCOO0M.

IIpu HeO6XOZWMOCTH HaWMEHOBaHHE IIPOU3BOJUTENSA, €r0 MECTO HaXOXAEeHUT
(ampec opumudeckoro nuia), GaKTUIeCKUi aspec (KpoMe HAaMMEHOBAaHUS TOCYapCTBa) U
CBeJIeHHSA O NPOAYKUMU (TUII, MapKa, MOJEeIb, apTUKYJI U [Ap.) MOTYT OBITH YKa3aHBI C
HICIIOJIB30BaHHEM OYKB JIATUHCKOTO ay(aBUTa.

4. Bce mons PperHCTPAlMOHHOTO YZOCTOBEPEHUSA MIOJDKHBI OBITH 3aIllOJHEHBI (B
OpUTHHAJIE PETUCTPALIOHHOTO yAOCTOBEPEHH A HyMepalus I0JIeil OTCyTCTBYeT).

5. B perucTtpaniioHHOM yZ0CTOBepeHUHU YKa3bIBAIOTCA:
a) B moste 1 - am6;1ema EBpasuiickoro sSKOHOMHYeCKOTO COI03a;
6) B moJie 2 - HAAIIUCH, BBIIOJTHEHHAA B 1 CTPOKY:

«EBPASUNCKNY DKOHOMUYECKUM COIO3»;

B) B II0Jle 3 - IIOJHOe HAaWMEHOBaHUE YIIOJHOMOYEHHOTO OpraHa pedepeHTHOro
roCyZapCTBa;

r) B mose 4 - HAANWUCH, BBIIOJHEHHAsd B OJHY CTPOKy «PerucrpaimuonHoe
YZ,0CTOBEpEHME;

,Z[) B mojie 5 - perHCTpaHHOHHBIﬁ HOMEP PETUCTPAIMIOHHOI'O YAOCTOBEPEHUSA U OdTd
€r'0 BbIJd49H.

PerucrpanuonHsIifi HOMep PperucTpalliOHHOTO YAOCTOBepeHU:A QopMUpyeTCa B
cilepymolleM IopAgKe:

MH - X X - XXXXXX
1 23 4

rme:
SJIEMEHT 1- MeIUIIMHCKOe U3MeIIHe;

DJIEMEHT 2 - 2-3HaYHBIA OYKBEHHBIH KO peepPeHTHOTO TOCYyAapCTBa B COOTBETCTBUU
¢ Ks1accuUKaTOpoM CTpaH MUpa;



9JIEMEeHT 3 - 2-3HaYHBIM OYKBEHHBIN KOJ IOCYZAapCTB IPU3HAHUA B COOTBETCTBHU C
KJIAcCCUPUKATOPOM CTpaH Mupa (yKas3pIBalOTCA KOJABI BCEX TOCYZApCTB IIPU3HAHUS,
IO TBEPAUBIINX COTJIACOBAHHE SKCIIEPTHOTO 3aKII0UeHUA pedepeHTHOTO roCyapCTBa);

ayeMeHT 4 - 6-3HAaYHBIM IOPAJKOBBIM HOMEp PETrHCTPAIlMOHHOTO Y OCTOBEpeHUS,
IIPUCBOEHHBIN YIIOJTHOMOYEHHBIM OPraHOM pedepeHTHOrO rOCyAapCTBa (IIPUCBAMBAETCA
aBTOMAaTHYeCKM M3 eJVHOTO peecTpa MeAUIIMHCKUX W3/eNui, 3aperuCTPUPOBAHHBIX B
pamkax EBpa3uiickoro 5KOHOMUYECKOTO COI03a);

e) B moje 6 - HOMep M JaTa IpPHKasa YIIOJHOMOYEHHOTO OpraHa pedepeHTHOro
TOCYyZlapCTBa;

K) B ITOJIe 7 - TTOJTHOe HaWMeHOBaHMe U CTPaHa IIPOU3BOJUTEIS, MECTO HAXOXJeHUA
(ampec ropuzpmdeckoro nuiia), GakTUIECKUH azpec - [Aaf IOPUAMIECKOTO JHIA M €ro
¢buaManoB, KOTOpBle IIPOM3BOJAT IPOAYKLIMIO, MIM (GaMUINA, UMsA, OTYECTBO (IIpH
HAJTUYUHN), MECTO JKUTEIBCTBA — AJIs (GU3UIECKOTO JIUIIA, 3aPETUCTPUPOBAHHOTO B KAYeCTBE
WHIWBUIYaTbHOTO IIpeIIpUHUMAaTe N,

3) B Ilojle 8 - HAaWMEHOBAHUA IIPOU3BOACTBEHHBIX IIIOMAZIOK, BBIITYCKAIOUIUX
MeAUMIINHCKOe U3[ejIre, MeCTO HaXOXJAeHHA (afpec IOpUIUIECKOTO JUIA), GaKTUIeCKU
azpec - Iy IOPUAUYECKOTO JUIA U ero (puiImanoB, KOTOpbIe IIPOU3BOAAT IIPOJYKIIHIO,
nnn paMunnsg, UMsg, OTYeCTBO (NIpHU HAJIWYWU), MECTO JKUTEIBCTBA - AJIS (PU3NIECKOTO
JINIIA, 3aPeTUCTPUPOBAHHOTO B Ka4eCTBe MHANBUIyaIbHOTO IIpeAIIpUHIMAaTeIs;

1) B 1tosle 9 - HauMeHOBaHNe YIIOJHOMOYEHHOTO IIPe/ICTABUTE A IIPOMU3BOAUTENIA Ha
TEePPUTOPUU TOCYJApCTBA-WIEHA, €0 MECTO HAaXOXJeHusA (aZpec IOPUAUYECKOTO JIUIIA),
dakTHUYecKuil agpec - AyA IOPUAUYECKOTO JIMIA U ero (pUIuaaoB, KOTOPbIe IIPOU3BOIAT
HIPOAYKIUIO, WX (aMUINA, UMs, OTYeCTBO (IIPM HAIUYMM), MECTO >XUTEIBCTBA - IJII
dusnyeckoro - JIUIA, 3apeTUCTPUPOBAaHHOTO B KadecTBe WHANBULYaTBHOTO
IIpeIIpUHUMATEI;

k) B mose 10 - mosHOe HaMMeHOBaHWE MEIUIIMHCKOTO U3JeJNs, KOTOPOe JOJIKHO
COOTBETCTBOBaTh  HAMMEHOBAaHWIO, yKa3saHHOMY B  OKCIIEPTHOM  3aKJIIOUYeHUU
YIOJIHOMOYEHHOTO  OpraHa  pedepeHTHOrO TIOCyZapcTBa, TOProBoe  Ha3BaHUeE
MEeJULIMHCKOTO u3fenus (IpU HaJIWNYUK), CBeJEeHUI O MEeJUIIMHCKOM W3JeNNH,
obecredynBaouIyie ero UaeHTU(GUKAIUIO (TUII, MapKa, MOJeNIb, apTUKYI U AP.);

1) B mojie 11 - Kyacc MOTeHIIUaIPHOTO PUCKA IPUMEHEeHUA MeJUIIMHCKOTO U3ZeNNs,
IMOATBEPXAEHHBIN IIPU IIPOBeJeHUH SKCIIePTU3bl MeAUIIMHCKOTO U3flenusd B pedepeHTOM
roCyZiapCTBe;

M) B mose 12 - BUJ MeZWUIIMHCKOTO W3JeNHs, B COOTBETCTBHU C IPHUMEHIEMOH B
EBpasuiickoM 5SKOHOMHYeCKOM COI03e HOMEHKJIATypOit MeIUITMHCKUX U3JeINii;

H) B mosie 13 - HauMeHOBaHUA pe@epeHTHoro TOCyAapCTBa U I'OCYAdapPCTB IIPU3HAHN A,

0) B mone 14 - KOJIWYECTBO JINCTOB TIPUJIOXKEHUS K PETUCTPAIMOHHOMY
YAOCTOBEPEHMUIO (3AII0IHAETCS IIPU HAIUYUY IPUIOKEHHUS);

m) B mmoste 17 - mara perucTpauyiyi MeAMIIMHCKOTO H3ZeIud, KOTOpas YKa3bIBaeTCS
CJIOBECHO-IM(POBBIM CIIOCOOOM: YMCIO - ABYMA apabckumu nudpamMu (B KaBbIUKAaX),
MecCAll - CJIOBOM, TOJ, - YeTHIpbMA apabCKuMu nudpamu (C yKasaHHEM COKPAlLIeHHOTO



0003HAYEHUS TOZA «T.)»

p) B mone 18 - mara BHeceHWs M3MEHEHHIl B PETHCTPAIMOHHOE YOCTOBEPEHUE,
KOTOpas YKasbIBAETCSA CJIOBECHO-UM(POBBIM CIIOCOOOM: YMCIO - IBYMA apaOCKUMU
nudpamu (B KaBBIUKAaX), MECAI, - CJIOBOM, TOZ - YeThIpbMs apabckumu nudpamu (c
yKa3aHUEM COKPAaIeHHOrO O0O3HAYeHWs roja «I.»). JlaHHOe IOJe 3amoJMHAeTCS NPU
BHECEHUs M3MEeHEeHHI B PerucCTpPaliiOHHOE [JOChe C BbIAadueil HOBOTO PErHCTPAI[IOHHOIO
YZOCTOBEPEHUSI C IIPEXXHIM HOMEPOM;

c) B mone 19 - MOKHOCTH, NMOANIUCH, GaMWINA, UMs, OTYECTBO (NIpU HAIUIUN)
pykKoBoguTend (yIOTHOMOYEHHOTO JIMIIA) YIOJTHOMOYEHHOTO OpraHa, BBIZABIIETO
CBU/IETEJIBCTBO, 3aBepPeHHbIe ITeYaThi0 3TOTO YIIOJHOMOYEHHOro opraHa. McmomssoBaHue
(axcuMuMIIe BMECTO MOAIIMCH He JOITYCKaeTCs;

1) B moie 20 - Tumorpadckuii HOMep, cepus U IOPAAKOBBIM HOMep OaHKa
PETUCTPALIIOHHOTO yIOCTOBEPEHHUS, IIPOCTABIAEMBIH IIPHU €TI0 U3TOTOBIEHHH.

5. Ilpy HanuMYMM COCTAaBHBIX dYacTell MeAMIIMHCKOTO W3JeNHd, BKIIOYAIOMIMX
OCHOBHBIE GJIOKM (JaCTU) MEeJUIMHCKOTO M3/eNNs, KOMIUIEKTYIOUINX, IIPUHAIIEKHOCTEeH
M pacxXofHBIX MaTepHaJOB K MEIMUIIMHCKOMY MW3ZeIHIO 3aIllONHAeTCA IpUIOXKeHHe K
PeruCTpallMOHHOMY  YJIOCTOBEPEHHIO, KOTOpOe SBJAeTCA HeOTheMJIeMON  YacCThIo
PETUCTPALIIOHHOTO  yAOCTOBepeHHA. KaxAbIii JHCT NPWIOXKEHUA [ODKeH OBITH
IIPOHYMepOBaH. B mpuIoxXeHU K perucTpalluOHHOMY YIOCTOBEPEHUIO YKa3bIBAIOTCA:

a) B 1oJIe 1 - peTHCTpanMOHHBIN HOMeP PeTrUCTPAlIOHHOTO
yIOCTOBepeHUA U JaTa ero BBIJAYH;

6) B mojie 2 - mepeYeHb COCTABHBIX YaCTeil MeAUIIMHCKOTO M3JeIHsA, BKIOYAIOUIIX
OCHOBHBIe GJIOKU (YacTH) MeAMIIMHCKOTO M3ZeNNs, KOMIUIEKTYIOMUX, IIPUHAIeXHOCTeH
¥ PacXOJHBIX MaTepHajIoB K MEAUIIMHCKOMY HM3ZeINI0, YKa3aHue Mogenu (IIpU HaIUInH);

B) B mojie 3 - [OJDKHOCTB, IOJNNCH, (aMUINS, HUMSA, OTYECTBO (IIpU HATHUIUU)
pykKoBoguTend (yIOTHOMOYEHHOTO JIMIIA) YIOJTHOMOYEHHOTO OpraHa, BBIZABIIETO
CBUJIeTeIBCTBO, 3aB€PeHHbIe IIe4aThi0 3TOrO YIIOJIHOMOYEHHOro opraHa. McmosnaszoBaHue
(daxcuMMIIe BMECTO IIOAIIUCH He JTOITyCKAeTCs.

6. Ilpu 3amonHEHWM PEruCTPAlMOHHOTO YAOCTOBEpeHHS U (WMIM) NMPUIOXKEHUS K
HeMy YyKa3aHHe CBeJeHHI, He IpeJyCMOTPEHHBIX HACTOAIIMMHU IPaBWJIAMH, a TakKkKe
WCIIOIB30BaHME COKpAlLleHWH CJIOB (KpoMe OOIENPUHATHIX) M HCIPaBIeHHE TeKCTa He
ZOITyCKAIOTCA.

7. B cnywae yTpaTel MM IOPYM  PETHCTPALMOHHOIO  yAOCTOBEpeHUA
YIOJIHOMOYEHHbIM OPTraHOM pe(epeHTHOTO TOCYZApPCTBAa BBIAAETCA AyOIMKAT 3TOrO
perucTpalluOHHOTO  ygocToBepeHus. IIlpm osrom B mpaBoM  BepxHeM  yIJIy
PerucTpallMOHHOIO yAOCTOBEPEHUA TPOCTABIAIOTCA IIOMETKH:

«/lybmukar BBIIAH «__ » 20__r» u «OpurmHam perucTpanioOHHOTO

YZAOCTOBepeHUA IPU3HAETCA HeeHCTBYIOMM».



ITPUJIOXEHUE Ne 2

k IIpaBuyiam perucrpanuu u
9KCIIepTH3HI 6e30IIaCHOCTH, Ka4ecTBa 1
3O GEeKTUBHOCTH MeIUIITMHCKUX
n3menui

®OPMA
3aABJICHHUA O IIPOBEJE€HUH SKCIIEPTHU3EI MEAUIIMHCKOTO U3/IeIH

B ynorHOMOYeHHBIH OpraH (3KCIIEPTHYIO
OpraHM3aIMIO) TOCYAAPCTBA - WIeHa
EBpasuiickoro sKkoHOMH4eCKOTo COo03a

(naumeHOBaHUe pedepeHTHOTO TOCYAaPCTBA)

(HamMeHOBaHMeE TOCYZAPCTBA IPU3HAHMA)

3AABJIEHUE

O IIpOBEAEHNM SKCIIEPTHU3bI MEAUITNHCKOTO M3E€/INA

(oIHOe U CoKpalieHHoe (IIpH HATW4YUH), B TOM Yucie GUpMeHHOe, HAUMEHOBAHYS OPTAHM3AIIIH, OT UMEHU KOTOPO
IIPOM3BOSUTCS PerucTpanus (IIpou3BOAUTeNb (YIIOJIHOMOYEHHBIN IIPeCTaBUTe b IIPOM3BOAUTEIT), OPraHU3aLHOHHO-
mpaBoBas Gopma IOPUANIECKOTO IUIIA)

HaCTOAIIMM IIPOCUT IIPOM3BECTH OKCIIEPTH3Y MEINIMWHCKOTO WM3AeNINsd B Ka4deCTBe

(pedepenTHOrO TOCYZapCTBa, TOCYAAPCTBA NPU3HAHMA - YKa3aTh HY>KHOe)

1. |HaumeHoBaHMe MeIUIIMHCKOTO H3/IE/IH

2. |HasmaueHue MeTUIIMHCKOTO M3IEJIHS

3. |O6macTe IpUMeHEeHU MEJUIIMHCKOTO U3ZeTHI

4.  [Kiacc moTeHIMaBPHOTO PHCKA IPUMEHEHUA MeIULITHCKOTO
U3IeTUsA

5. |Kop Buza MeZuIIMHCKOTO M3eIus (COTIACHO IPUMeHIeMOM B

Coro3e HOMEHKJIAType MeIUIMHCKUX U3JeInii)

6. B cocrase MeIUITMHCKOTO H3le/INA NMeeTCs JeKapCTBeHHOe o la
CpenCTBO (BBIIEIUTH HYXKHOE) o Het




7.  [KoMmMmaeKTanusa MeJUIITHCKOTO U3/e/IHA
Ne  |HaumeHOBaHUe Mogens [IpousBoguTennb Crpana
1) OcuoBHoOi# 610K
(mpu HanMYMM)
2) Kommexrytouiue
(mpu HaIMYUN)
3) Pacxonmmsie
MaTepHasl (IIpu
HATUYHH)
4) IlpuHagIeXHOCTH
(mpu HanMYMM)
3 Cpok xpaHeHUs / TapaHTUWHBINA
" [CPOK DKCILTyaTaluu
9. [YcnoBusa xpaneHus
10. |Perucrpamnus B cTpaHe-IIPOU3BOAUTENIE U IPYTUX CTPaHaX
1. HaumMenosanue Ne perucrpanioHHOTO [Jara Beimaun | Cpok meiicTBuA
ocTroBepeHU (IIpu
CTpaHBbI ya P (mp
HaJTUYVIN)
2.
11. [IpousBozcTBO [IOJTHOCTBHIO HA JAHHOM IIPOM3BOJICTBE YaCTUYHO HA JAHHOM
TIPOM3BOACTBE IIOTHOCTBIO Ha PYTOM IIPOM3BOJICTBE
12. (CBemeHus o nmpousBoguTeIe
Ne |HaumeHnoBaH | HOMep, Jara | opugu |(bakTu [HOMepa ®.UN.O.u ®.UN.O.u
re, CTpaHa U CPOK yeCcKU# [deckuil [TenedoHA | MOJDKHOCTD | JOJIKHOCTH
ImeyicTBUA | azpec [agpec [ dakca, |pyKOBOZUTEJS |KOHTAaKTHOTO
paspelrnTenssb azpec biuzuie:|
HOTO 3JIETPOH-
TOKyMeHTa HOU
TTOYTHI
(mpu
HATIUN)
13.| CeegmeHus 0 mpoU3BOACTBEHHOI (bIX) IIOMALKe (ax)
Ne |HaumeHOBaH [HOMED, ZaTa U bakTraeckuit omepa ®.1.0.n ®.1.0.n
Ve, CTpaHa  |[CPOK JeiCTBUA  |afipec OJDKHOCTB OJDKHOCTH
> CTP POX A AP renedona a A
a3peuInTeIbHOTO KOBOZUTENA | KOHTAKTHOTO
pasp u daxca, Py A
mOKyMeHTa (IIpu Iuna

azpec




PETUCTPAIVIOHHOM AOChE U 3d4BJIE€HUHN.

HaTHMINN) 9JIETPOH-
HOU
TIOYTHI
(pu
HATUIVN)
14.| Cezmenus 06 yIIOJTHOMOYEHHOM IIpeficTaBuUTesIe (IIpU HAIUIUN)
Ne |HamumenoBaH [Homep, maTa fopuzsu |baktu [Homepa |(@.M.O.m . UN.0.u
ve, CTpaHa  |U CPOK YeCKUH [dJeCKHil ([TeledOHA |HOJDKHOCTH  |TOJDKHOCTH
meiicTBuA  [agpec  [agpec M ¢dakca, [PYKOBOZUTENIA KOHTAKTHOTO
paspelrnTenasb azpec THITA
HOTO 9JIETPOH-
TOKyMeHTa HOU
(pm TTOYTEHI
HATIUN) (mpum
HATUYH)
15. |[CBemeHM 0 JOKYMEHTe, IIOATBEPXKAAOIIEM OIUIATY 3a IIPOBeleHHe SKCIIEPTHU3BI
MeIUIHCKOTO U3Jeus
[apaHTUpyi0  [JOCTOBEPHOCTh ¥  HIEHTUYHOCTh WH(pOpManuu, cojepxameics B

Jata momauy 3asaBieHUS

IIpe/iCTaBUTEIA)

®. . O u 10o/mKHOCTh PYKOBOZHUTELT
IIpou3BOuUTe A (YIOTHOMOYEHHOTO

Ilopmuce, mevaTs MPOU3BOSUTENT
(YyIIOJTHOMOYEHHOTO IIpeCTAaBUTEIS)




[MTPUJIOKEHUWE Ne 3

k [IpaBuiam perucrpanuu 1 SKCIepPTU3BI
6e3omacHOCTH, KayecTBa U 3¢ HeKTUBHOCTU
MeIUIIMHCKUX U3eNuit

®OPMA

3asBJIEHH O IIPOBENEHUM PETUCTPpAaH MEIUINTHCKOT'O U3,eIUL

B ynosmHOMO4YeHHBII OpraH rocyapcTsa -
uyneHa EBpasuiicKoro sKOHOMHUYECKOTO COI03a

(naumeHoOBaHIe pedepeHTHOro roCyJapCTBa)

(HamMeHOBaHUeE TOCYAAPCTBa IPU3HAHMA)

3ASABJIEHUE

O IIPOBeJIeHUM PETUCTPALUN MEeIULMHCKOTO U3e TN

(HOJ’IHOG U COKpallleHHOoe (HPI/I HaJII/I‘{I/II/I), B TOM 4uCJIe ¢)HPMEHHOE, HaVME€HOBAaHH OPraHU3alluy, OT UMEHN KOTOPOfI
IIPOU3BOAUTCS PETUCTPpALINA (HPOI/IBBO,ILI/ITEJIL (yHOJIHOMO‘IeHHI:IfI IIpeCTaBUTEIDb HPOI/IBBOILI/ITCJIH), OpraHM3allMOHHO-

HaCTOAIIMM IIPOCUT IIPOU3BECTH PETUCTPALINIO MEAVTTMTHCKOT'O U3 €N B Ka9eCTBE

npaBoBas GopMa IOPHAMYECKOTO JTHIA)

(pedepeHTHOTO TOCYAAPCTBA, TOCYAAPCTBA IPU3HAHUA - YKA3aTh HYXHOE)

1. [HaumeHOBaHMe MEIUIIMHCKOTO HU3IEIIUS
2. |HasmaueHue MeIUIIMHCKOTO M3TEIH
3. |O6nacTs IpUMeHEHU MeSUIIMHCKOTO U3eIHs
4. [Kiacc moTeHIIMasbHOTO PUCKA IPUMEHEHUs
MeIUIMHCKOTO M3e/IHs
5. [Kopx Buma MegUIMHCKOrO M3menus (COrIacHo
npuMeHsaeMoil B Coro3e HOMEHKIIAType MeIUIIMHCKUAX
W3/
6. B cocrase MeIUIIMHCKOTO HU3IeJHUsI UMeeTCs o [la
JleKapCTBEHHOE CPEeACTBO (BBIZENIUTH HYXKHOE) o Het
7. [[lepeueHB KOMIIJIEKTYIOUIVX




8. |CBemeHms 0 Mpou3BOAUTETE
Ne | HammenoBauwue, | HOMep, faTta | iopugu| GakTu [HOMepa ®UN.O.u| &.1N.O.u
CTpaHa U CPOK YecKU |4eCcKuil [renedoHa | JODKHOCTH | AODKHOCTD
IefCTBUA i azpec [u dakca, | PyKOBOZU |KOHTAKTHOTO
paspelInuTens| ampec azpec T auna
HOTO 9JIeTPOH-
JTOKyMeHTa HOM
MIOYTHI
(mpm
HATIUN)
9. |CBeneHms 0 MIPOM3BOACTBEHHO (bIX) ILIOIIAKE (aX)
Ne | HaumenoBanuve, | HoMep, faTa (pakTHUdecKkuii| HoMep ®.N.Ou| ©.U.O.u
CTpaHa U CPOK azpec TeseOHA U | ODKHOCTD | JOJDKHOCTD
IeficTBUA daxkca, PYKOBOZHTE | KOHTAKTHOTO
paspenruTesn azpec 1 JUIA
BHOTO 3JIETPOH-
IOKyMeHTa HO ITOYTHI
(mpm (mpum
HAJIUIUN) HaJTUIUN)
10.| CBenenus 06 yIIOTHOMOYEHHOM IIpe/iCTaBUTEIE (IIPU HAIMYHN)
Ne |HammenoBanwme,HOMEp, faTa U | IopuAu | GakTu [HOMepa O N.Ou| &.N.O.u
CcTpaHa CPOK JeHCTBU|YeCKUH |deckuil [TesedOHa | TODKHOCTD | JOJKHOCTD
paspelInTeNbH | azpec | azpec [ ¢dakca, |pyKOBOJUTE |KOHTAKTHOTO
OTr0 ZOKyMeHTa azpec A auna
(mpm 9JIeTPOH-
HATMINN) HOU
TIOYTHI
(mpum
HATUYHH)
1 CBezeHUA O ZOKyMeHTe, IOATBEPXKAAIOIeM OILIATy TOCYJapCTBEHHOI IIOILIHHBI 33
" mpoBeeHME PETUCTPALIUU MEAULUHCKOTO U3JeIUs
[apaHTHpYI0O  [OCTOBEPDHOCTP U  HJEHTUYHOCTh HHQOpPMALMU, Cojepxaueiici B

PETUCTPAIVIOHHOM AOChE U 3d4BJIE€HUHN.

JaTa momavy 3aaBIeHUSA

®. U1N.Oun AOJKHOCTD PYKOBOIHUTEJISA ITIPOU3BOANTEILA

(YIIOTHOMOYEHHOTO TIpeCTaBUTEIIS)

[Topmuce, mevaTs mpousBoguTeId (YIIOTHOMOYEHHOTO

IIpeCTaBUTEIS)




ITEPEYEHb

I[MTPUJIOKEHUE Ne 4

K HpaBI/IJIaM PETUCTPpalH M OKCIIEPTHU3bL

6e3omacHOCTH, KayecTBa U 3¢ HeKTUBHOCTU

MeIUIMHCKHUX U3IeTUi

ZIOKYMEHTOB, HEOOXOZUMBIX IJI PETUCTPAlii MEZUITUHCKOTO U3JeINd, U
¢dbopma cripaBKM Ha MEIUIIMHCKOE U3ZENINe

Ne Menumuuckoe | MeauiuHckoe
i HaumeHoBaHUe JOKyMeHTa M3zenTe Kracca M3IeTHe WA IIpumeyanue
IMarHOCTUKY in
1 [ 2a |26 3 vitro
(He3aBHUCHMO OT
KJ1acca
MOTE€HIINAIBHOT
O pHCKa
IIpUMEeHeHUs)
1. 3agBienue + + + o+ + o ¢popmam,
IIpelyCMOTPEeHHBIM
IpuIoKeHuAMH N° 2 u
3 x IIpaBuiam
2. JloBepeHHOCTH OT + o+ o+ o+ + B COOTBETCTBUU C
IIPOU3BOAUTEIA HA IIPABO MeX/IyHapOLHBIMU
IIpe/iCTaB/IeHN NHTEPECOB HOpMaMU 3aBepeHUs
IIPYU perucTpauuy (Ipu WJIX HOpMaMH
HeOOXOAVMOCTH) 3aBepeHus,
yCTaHOBJIEHHBIMHU B
COOTBETCTBUHU C
3aKOHO/IATeIECTBOM
rOCyZapCTBa - 4IeHa
EBpasuiickoro
5KOHOMMYECKOT'O CO03a
(manee - rocyzapcTBO-
YJIEH)
3. Kommus paspeururesHOro + o+ o+ o+ + B COOTBETCTBUU C

IOKyMeHTa Ha IIPaBo
IIPOM3BOICTBA B CTPaHe-
IIPOU3BOJUTEIE C
IpUIOXKeHueM (IIpu

MeXIyHapOAHbIMU
HOpMaMU 3aBepeHuUs
WJIX HOpMaMH
3aBepeHus,




HawumenosBanue AJOKYMEHTA

MepuimHcKoe

MepuinmHckoe
HU3eane IJIs

[Tpumeuanue

o/ u3zenne Kaacca
IHAarHOCTUKY in
1 | 2a (26| 3 vitro

(HE3aBHCHMO OT
KJIacca

HOTEHI[UAIBHOT
O pHCKa

IIPHIMEHEHM)

HaJTUIUN) YCTaHOBJIEHHBIMH B
COOTBETCTBUH C
3aKOHO/ATeIECTBOM
roCyJapCTBa-4JeHa

4. Kommu ceprudukaToB Ha + 4+ + o+ +

CHCTeMY MeHe)KMeHTa B COOTBETCTBUU C

KayecTBa IIPOU3BOJIUTENA MeX/yHapOLHBIMU

MeAUITUHCKUX HOpMaMU 3aBepeHUs

m3genuii(M1CO 13485 mu6o WX HOpMaMH

COOTBETCTBYIOUHAI 3aBepeHMs,

PEeTHOHATBHBIA WIIN YCTaHOBJIEHHBIMH B

HAIIMOHAIBHBIN CTAaHAAPT COOTBETCTBUH C

roCcyJapcTBa-wieHa) (Ipu 3aKOHO/IATeIbCTBOM

HaJTUIUN) rOCyjapCTBa-4IeHa

5. Jlexmapanus o + o+ + o+ +

COOTBETCTBHH TPeOOBAHUAM

6e30IIaCHOCTH U

abdeKkTUBHOCTU

MeOUIIMHCKUX U3 eINH

VIV S5KBUBAJIEHTHBIN

TOKYMEHT (IIpU HaIM9HN)

6. Kommus perucrpanpoHHoro  +  + + o+ + B COOTBETCTBUU C

yZOCTOBEPEHU
(cepruduxara cBoOOOLHOI
IIPOJAXH, cepTUduUKaTa Ha
9KCIIOPT (32 UCKII0YeHUEM
MeIULIMHCKUX U3ZeNni,
BIIEPBBIE IIPOU3BEEHHBIX
Ha TePPUTOPUHU
rOCyZapCTBa- YIeHa)),
BBIJJAHHOTO B CTPaHe
npousBoguTens (Ipu
HaJIUYUHU) C

MeXZyHapOZHBIMU
HOpMaMH 3aBepeHUs
WM HOpPMaMH
3aBepeHus,
YCTaHOBJIEHHBIMU B
COOTBETCTBUU C
3aKOHOJATeTbCTBOM
rocy/lapcTBa-4IeHa




Ne Meaumnuuckoe | MeauiuHCKoe
n HammenoBanue noxymeHTa isrenue xracca | M3NETHE AnA [Tpumevanue
IHAarHOCTUKY in
1 [ 2a |26 3 vitro
(HE3aBHCHMO OT
KJlacca
HOTEHI[UAIBHOT
O pHCKa
IIPHIMEHEHM)
IIpeJiCTaBlIeHUEM IIepeBOa
Ha PYCCKHI A3BIK

7. Komus moxymeHnTa, + o+ + o+ + 3aBepseTcsa
YZOCTOBEPSIOLIETO IpousBoguTeneM (ero
PETUCTPALIHIO B APYTUX YIOJTHOMOYEHHBIM
CTpaHax (IIpy HAJIMYHN) IIpe/ICTaBUTEIIEM)

8. CmpaBka Ha MeJUIIMHCKOE  +  + + 4 + 3aBepseTcs
u3Jiesive C ONHMCaHueM IpousBoguTeneM (ero
0061aCTH IPIMEHEeHMN ], YIIOJTHOMOYEHHBIM
HasHAYeHUs, KPaTKOI IIpe ICTaBUTEJIEM)
XapaKTePUCTUKHU
MeJULIMHCKOTO U3/esIu,

BapUaHTAMU HCIIOTHEHUS U
KOMILUIEKTYIOWUMH (110
dopme)

9. /[laHHBIEe O MapKHUPOBKe U + o+ o+ o+ + 3aBepseTcsa
yIaKOBKe(IIOJTHOLBETHBIE IpousBoguTeneM (ero
MaKeThI YIIaKOBOK U YIOJTHOMOYEHHBIM
STUKETOK,TeKCT IIpeICTaBUTEJIEM)
MapKHPOBKH Ha PYCCKOM
SI3bIKE U TOCYapPCTBEHHBIX
A3BIKAX TOCYAAPCTB-

YJIEHOB)

10. MUadopmanus o pazpaborke +  + + o+ + 3aBepseTcs
U IIPOU3BOJCTBE: CXEMBI IIpousBoguTeneM (ero
IIPOIIECCOB IIPOM3BOZCTBA, YIOJTHOMOYEHHBIM
OCHOBHbIE CTaJuU IIpe/iCTaBUTEJIEM)
IIPOM3BOJICTBA, YIIAaKOBKA,

UCIIBITAHNS U IIPOLeAypa
BBIITyCKa KOHEYHOTO
IPOAYKTa
U. Cpemenus o + o+ + 4+ + 3aBepAeTCs




Ne - Meaumnuuckoe | MeauiuHCKoe I
anMeHOBaHMe JOKyMeHTa MMedaHue
o/ Y u3zenne Kiaacca U3nene A P
MTMATHOCTUKH in|
1 2a 26 3 vitro
(HE3aBHCHMO OT
KJlacca
HOTEHI[UAIBHOT
O pHCKa
IIPHIMEHEHM)
IIPOU3BOAUTEIIE: IIPOM3BOAUTEIIEM (€TO
HauMeHOBaHUe, BUJ YIIOJTHOMOYEHHBIM
IesTeIbHOCTH, IIpe iCTaBUTEJIEM)
IOpUAAYECKUN azipec,
dbopma
COOGCTBEHHOCTH,COCTAB
PYKOBOJICTBA, II€EPEYEHb
NoJApasfeleHui u
IOYepHUX KOMIIAHUI C
yKasaHHeM UX CTaTyca U
ITIOJTHOMOYM I
12. Undopmanus o + o+ +
3aBepseTcsa
MapKeTHHTe (MCTOPHUS IpU 1u?
(xpome 1 1 2a npoussoguTesnem (ero
yCI0BUM OOpalleHUs
KJIACCOB)  yTIOTHOMOYEHHBIM
n3zenus Ha peIHKe Oostee 2
IIpeICTaBUTEIIEM)
seT) (IpY HATMYHN)
13. CooOmennsa 0 HECYACTHRIX  + + + o+ + 3aBepseTcs
CJIydasx U OT3BIBAX IIpousBoguTeneM (ero
(xpome 1
(naOpMamua He YIOJTHOMOYEHHBIM
KJIacca)
IIpeIOCTaBIAeTCS [ IIpe/ICTaBUTEIIEM)

BHOBB pa3pabOTaHHBIX U
CIIPOEKTUPOBAHHBIX
MeAUIMHCKUX U3TeINi):
CIIMCOK HeXXeJIaTeIbHBIX
COOBITUH MJIN HECIACTHBIX
CJTy4aeB, CBSI3aHHBIX C
WICIIOJIb30BaHYEM U3TENUs,
U yKasaHUe IIepuoza
BpeMeHHU, Ha IPOTHKEeHUN
KOTOPOTO IIPOUCXOIYIIN
yKasaHHbIe CIydYau eClIu
He)KeJIaTeIbHBIX COOBITHIH
CJIMLIKOM MHOTO,
HeO0OXOAMMO IIPeOCTaBUTh




/o

HawumenosBanue AJOKYMEHTA

MepuimHcKoe
u3zere Kiaacca

MepuinmHckoe
u3zenue s
MTMATHOCTUKH in|

1 2a | 26| 3

vitro
(HE3aBHCHMO OT
KJacca
HOTEeHIIMATBHOT
O pucKa
IIPHIMEHEHM)

[Tpumeuanue

14.

15.

KpaTKue 0630PHI 110
KQXZOMY U3 TUIIOB
COOBITHI U yKa3aTh obiee
KOJIMYEeCTBO COOBITUM
KaXXZI0TO THIIa, O KOTOPBIX
IIOCTYTIAJIY OTYETHI CITMCOK
OT3BIBOB C PBIHKA
MeIVIIMHCKUX U3IeIUul 1
(uIK) MOACHUTEIBHBIX
YBEeIOMJIEHMH Y OIIMCaHUe
IIO/IXO0Za K PACCMOTPEHHUIO
3THUX IPOOIEM U UX
peLIeHUIO
IIPOM3BOAUTENAMHU B
KQXXZ,0M U3 TaKUX CJIydaeB
ommcaHue aHanu3a u (UiIn)
KOPPeKTHPYIOUUX
JEeVCTBUAM, IIPeAIIPUHATHIX
B OTBeT Ha yYKa3aHHbBIe
cry4aun

[Tepeuens cTaHIAPTOB,
KOTOPBIM COOTBETCTBYET
MeIUIMHCKOoe uszmenne (c
yKasaHueM CBeJeHUM O
HUX)

CBezeHMA O COOTBETCTBUU
MeJUIIMHCKOTO U3ZIeTHsI
o6IKM TpeGOBaHUAM
6€e3011acCHOCTY U
3bPeKTUBHOCTH
MeIUIIMHCKUX U3JeIni,
TpeGOBaHUAM K UX
MapKHPOBKe U
SKCILIyaTalMOHHOM

3aBepAeTCs
IIPOU3BOAUTEIIEM (€TO
YIIOJTHOMOYEHHBIM
IIpe/iCTaBUTEIIEM)

3aBepseTcs
mpousBoguTeneM (ero
YIIOJTHOMOY€HHBIM
IIpe ICTaBUTEJIEM)




MepuimHcKoe

MepuinmHckoe

n HaumenoBaHue [OKyMeHTa M3 eTHe K1acca usIeNHe 1A [Tpumevanue
IHAarHOCTUKY in
1 | 2a (26| 3 vitro
(HE3aBHCHMO OT
KJlacca
HOTEHI[UAIBHOT
O pHCKa
IIPHIMEHEHM)
TOKYMEHTAI[UX Ha HUX
(manee - oburme
TpeGOBaHUA)

16. loxymeHT, + + +  + + 3aBepsAeTcs
yCTaHaBIMUBAIOUIMI IIpousBoguTeneM (ero
TpeGOBaHUA K YIOJTHOMOYEHHBIM
TeXHUYIECKIM IIpe/ICTaBUTEIIEM)
XapaKTepUCTUKAM
MeIUITMHCKOTO U3/IeTUs

17. + o+ + o+ + [

ITpoTOKOIBI TEXHUYECKUX

WCIIBITAHUI, IPOBE/IEHHBIX (sa

B IIeJIAX JOKa3aTeIbCTBA HCKIIOTEHHEM

COOTBETCTBHS OOLIVIM peareHros,

TpeGOBaHUIM HaGopos
peareHTOB)

18. IIpoTOKOBI CCTEIOBAHUI  + + + o+
(ucmsITaHMIT) IO OLlEHKE
OUOJIOTUYECKOTO NelCTBUI
MeAMIIMHCKOTO U3Jeu,

IIPOBeIEHHBIX B I[€JISIX
ZOKa3aTeIbCTBA
COOTBETCTBHSA OOLIMM
TpeOOBaHUAM

19. Oruer 0 KIMHUYECKOM + + + o+ + 3aBepseTcs
ZOKa3aTeIbCTBe (xpome 1 ~ TIPOM3BOZHTENEM (ero
3pdEeKTUBHOCTH U xracca) YIIOJTHOMOYEHHBIM
6e30I1aCHOCTH IIpe/ICTaBUTEIIEM)
MeIUITMHCKOTO U3/eTUs

20. OTtuer 06 aHaIM3€e PUCKOB - + + O+ 3aBepseTcs

* IpousBoguTeneM (ero
(kpome 1  yIIOTHOMOYEHHBIM
KJIacca) IIpe/ICTaBUTEIIEM)




/o

HawumenosBanue AJOKYMEHTA

MepuimHcKoe

usgenne Kjaacca

MepuinmHckoe
u3zenue s
MTMATHOCTUKH in|

1 2a

26

3

vitro
(HE3aBHCHMO OT
KJacca
HOTEeHIIMATBHOT
O pucKa
IIPHIMEHEHM)

[Tpumeuanue

21.

22.

23.

24.

JlaHHBIE O JIEKAPCTBEHHBIX
CPeJCTBaX B COCTaBe
MeIUIIMHCKOTO H3/eUs
(cocTaB JIeKapCTBEHHOTO
CpeACTBa, KOJIUYIECTBO,
IaHHbIE O COBMECTUMOCTH
JIeKapCTBEHHOTO CPEJICTBA C
MeJUIIUHCKUAM U3JeINeM,
PEervCTpaIuu
JIeKApCTBEHHOTO CPEJiCTBA B
CTpaHe-TIPOU3BOJUTEIIE)

JlaHHbBIE 0 GHOJIOrUYECKOM
6e3omacHOCTH (IIpH
HAJTUIUN)

[lanHbIe o mpouexype
CTepWIN3AIUY, BKIIOYas
MHGOPMAIIUIO O BATUAAIUN
IIpoliecca, pe3yIbTaThl
TECTHUPOBAHUA Ha
cofiep>kaHue

MUKPOOPTaHU3MOB
(cTermeHb GHOTOTUIECKOM
Harpy3KHu), TUPOTEHHOCTH,
CTepUIBHOCTH (TIpU
HEe0OXOZUMOCTH) C
yKasaHHeM MeTOZOB
IIPOBeIeHUs UCIIBITAHUH U
ITaHHBIE O BaTUAALUN
YIaKOBKH (I
CTEpPUJIBHBIX U3ZENINii)

HNudopmanusg o
CIIelIaTbHOM

+

(xpome 1
KJIacca)

3aBepseTCs
IIPOU3BOAUTEIEM (€T0
YIIOJTHOMOYEHHBIM
IIpe iCTaBUTEJIEM)

3aBepseTcs
mpousBoguTeneM (ero
YIIOJTHOMOY€HHBIM
IIpeICTaBUTEIIEM)

3aBepseTCs
IpousBoguTeneM (ero
YIIOJTHOMOYEHHBIM
IIpe/iCTaBUTEIIEM)

3aBepseTcs
mpousBoguTeneM (ero




MepuimHcKoe

MepuinmHckoe

n HaumenoBaHue [OKyMeHTa M3 eTHe K1acca usIeNHe 1A [Tpumeuanue
IMarHOCTUKMY in
1 | 2a 26| 3 vitro
(HE3aBHCHMO OT
KJ1acca
ITOTEHIINATBHOT
O pHCKa
IIPHIMEHEHM)
IIPOrpaMMHOM YIIOJITHOMOYEHHBIM
obecrreyeHuu (Ipu IIpeCTaBUTEIEM)
HaJIMYIUH): CBEJeHUS
IIPOU3BOUTEINS O
BITUIAIAY IIPOTPAMMHOTO
obecrieueHUs
25. Order 006 ncCIeZOBAaHUAX + o+ o+ o+ + 3aBepsAeTcs
CTaOMJIBHOCTH - C mpousBoguTesneM (ero
ayTEeHTUYHBIM ITI€peBOJIOM YIIOJTHOMOYEHHBIM
Ha PyCCKUH A3BIK IIpe/ICTaBUTEIIEM)
Pe3yJIbTaTOB U BBIBOJOB
VCHIBITAHUM IJIS U3IeTHH,
MMEIOIUX CPOK XpaHEeHU
26. DKCILUTyaTallMOHHBIN + o+ + o+ + 3aBepaeTcs
IOKYMEHT MU UHCTPYKIUA mpousBoguTesneM (ero
II0 IPUMEHEHUIO YIIOJTHOMOYEeHHBIM
MeJUIIMHCKOTO U3ZeTHusa Ha IIpe/ICTaBUTEIIEM)
TOCY/JapCTBEHHOM S3bIKe
TOCY/apCTB IPU3HAHUA
(mpu HEOOXOAMMOCTH) U
PYCCKOM S3BIKaX
27. PykoBoACTBO IIO + + + o+ + 3aBepAeTCs
CEepBHUCHOMY IIPOM3BOAMTENEM (€T0
06CTy>XMBaHUIO (B 4aCTH YIIOJTHOMOYEHHBIM
KOMILJIEKTYIOLIUX IIpe/iCTaBUTEIIEM)
MeJUIIMHCKOTO U3ZeTHs) -
B CJIy4ae OTCYTCTBUSI
JAHHBIX B
SKCILTyaTalluOHHOM!
IOKyMeHTaluu (IIpu
HaJIUYVIH)
28. OTtuer 06 MHCIEKIUU + + + o+ +

IIPOM3BOZCTBA (TIpU




Ne - Meaumnuuckoe | MeauiuHCKoe I
avMeHOBaHUe JOKyMeHTa VMedYaHUe
/o Y n3zenue Kacca U3NETAE NI P
MTMATHOCTUKH in|
1 2a 26 3 vitro
(HE3aBHCHMO OT
KJ1acca
IIOTE€HIINaIbHOT
0 pucka
IIPHIMEHEHM)
HAJTUIUN)
29. Ilnan cbopa u aHanM3a + + + o+ +
3aBepseTcs
TaHHBIX 110 0e30IMaCHOCTH U
IpousBoguTeneM (ero
addexTUBHOCTH
. YIIOJTHOMOYEeHHBIM
MeIUIIMHCKUX U3JeIuii Ha
IIpe/ICTaBUTEIIEM)
IIOCTIIPOZIA’KHOM JTaIle
30. JloxymeHTSI, + + + 4+ +

IO/ITBEPXKIATOIIIe
pe3yJIbTaThl UCIIBITAHUMN
MEeIUITMHCKUX U3IeNTUi B
IeJIgX YTBEPXKIeHUA TUIIA
CpenCTB M3MepeHuii (B
OTHOIIEHUN MEIUIIMHCKUX
U3JIeINi, OTHECEHHEBIX K
CpeACTBaM U3MepeHUH,
mepeYeHb KOTOPBIX
yTBepxkzaercs Komuccueit)
(Ipu HEOGXOAMMOCTH)




CrpaBKa Ha MEIUITMHCKOE M3JeIne

(opwma)

Haumeno
BaHUe

[TpomsBonu-
TeJIb
(cTpaHa)

KomMmmirextaocTs

HaMeHOBaHUe
COCTaBHBIX YacTen

MOJeJIb

IIPOU3BO
IUTeNIhb

CTpaHa

1. OcHoBHEBIE
610Ku (4acTH)
MeIUITUHCKOIO
M3TeINs

2.

HPI/IHH,ZLJIG}KHOCTI/I

(mpu HamU4UN)

3. Pacxomusbie

MaTepuasl (IIpu

HATAIHH)

4.

Komnnekryromue

(mpu HamUYMN)

O6macts
IpUMeHEeHUs,
Ha3sHaYeHUe

Kpatkas
XapaKTepuc
THKa
MeIUITMHCKOT
0 U3Jenud




I[MTPUJIOKEHWE Ne 5

k IlpaBuam perucrpanuu u
9KCIIepTH3bI 6e30I1aCHOCTH, Ka4eCcTBa U
3 beKTUBHOCTH MeIUIIMHCKUX
u3menui

SKCITEPTHOE 3AKJ/IIOYEHHUE

006 omenke Ge3omacHOCTH, 3P PeKTHBHOCTH U Ka4eCTBa
MEIUIWHCKUX U3JeINH IPH PeTrUCTParuy

1. Cnenndukanys Ha MeIUIIMHCKOE U3JeIHne:
a) HAUMEeHOBaHUE;

6) Ipou3BOLUTEH, CTPAHA;

B) IIPOU3BOACTBEHHAs IIJIONIAIKA, CTPAHA;

T) 06/1aCcTh IPUMEHEHN I U Ha3HAYEHHUE;

,I[) B MEOUIIMHCKOI'O HM3Oe/I1Ad B COOTBETCTBHHU C HOMeHKHaTypOﬁ MEeIUIIMHCKHUX

u3zenuii, npuMeHsaeMoi B EBpasuiickoM 5KOHOMHYECKOM COIO3€;

€) KJIacC IIOTeHIINaJIbHOTO PUCKA IPUMEHEHUS MeAUIIMHCKOTO U3TeIINs;

) OIlMCaHUe KOMIUIEKTYIOIIUX U PaCXOZHBIX MaTepHUaJIOB;

3) ONIMCAHUeE MJIM CIUCOK MOAUGUKALNH MeIUIIMHCKOTO U3ZeIIN;

1) COCTaB MeJUIIMHCKOTO U3/eINs;

K) MaTepHaIbl, U3 KOTOPBIX U3TOTOBJIEHO MeIUIIMHCKOE U3ZeIHE;

JI) OCHOBHbIE TeXHUYECKHe XapaKTePUCTUKU.

2. lanHbIe 0 cepTUUKAIIUY CUCTEMBI MEHe)KMEHTa KauecTBa (IIpXU HAJIUYUHN):

cucreMa MEeHeI KMEHTa Ka4deCTBa IIpOU3BOANTEIA CePTI/I(bI/I]_];I/IPOBaHa Ha

COOTBETCTBHE TPE6OBaHI/I$IM:

(HEPC‘II/ICJIEHI/IE CepTI/I(i)I/IKaTOB C OIMUuCaHueEM I/IﬂeHTl/I(l)I/IKaI.H/IOHHI)IX [AaHHBIX: HOMEpA, AAaThl BbIIAYH, CPOKa IencTBuUs,

HaNMEHOBAaHHA OpraHa II0 CepTI/I(bI/IKaIJ;I/II/I)



3. Pazpaborka u mpon3BoCTBO:

El) OIl€HKd IIpe€ACTABJIE€HHBIX 3dJIBUTEJIEM MAddHHBIX O pa3pa60TKe Hn IIpOM3BOACTBE,
BKJIIOYas aHAJIN3 OTYE€Ta MHCIIEKTUPOBAHUA IIPOU3BOACTBA (IIPI/I HaJII/I‘II/II/I);

0) 3aKIIOYeHHe O COOTBETCTBHM Pa3pabOTKH, TEXHOJIOTMYECKOTO IIpollecca M
KOHTPOJI Ka4ecTBa IIPOM3BO/ICTBY 0€30IIaCHOM 1 Ka4eCTBeHHOMH IIPOYKITUH.

4. I/ICHOJIBSYEMBIE CTaHAapPThI, KOTOPbI€ IIPUMEHAIOT IIPOM3BOSUTEIN MEAVNITNHCKUX
I/IS,ZI;eJII/II;‘I, B TOM dYHCJI€ HA MAaT€pHaJbl M3TOTOBJIEHMS, KOMILJIEKTYIOIIME, pPACXOAHBIE
MaTepHajibl, METOABl TECTHPOBAHMA, CTAHAAPTBI, HCIIOJb30BdHHBIE IIpM IIPOBEAEHHNH
TeXHUYECKHUX HCHBITaHl/Iﬁ, I/ICC]Ie,I[OBaHI/Iﬁ (I/ICHLITaHI/II‘;I) II0 OIleHKe GHOJIOTUYECKOTO
I,D;eI'/JICTBI/I}I, KJIMHUYEeCKUX UCIBITaHUH MeIUIINHCKOTI'O U3Je/I1Ad.

5. O6ocHOBaHHOE 3aKJIIOUYE€HHE O COOTBETCTBHH HCIIOJIB3yeMBIX CTAHZAPTOB OOIIMM
TpeboBaHUAM 6e30macHOCTH M dPPEeKTUBHOCTH MESUIIMHCKUX H3ZeTui, TpeOOBAaHUAM K
WX MapKUpPOBKE U DOKCIUIyaTallUOHHOM [OKyMeHTalluuM Ha HUX (Zasee - oOmue
TpeGOBaHUS).

6. JloKkymMeHT, yCTaHaBIMBAIOUUI TPeGOBaHUA K TEXHUYECKUM XapaKTEPHUCTHUKAM
MEeIUITNHCKOTO U3eINA:

a) aHAIN3 JOKyMeHTa Ha COOTBETCTBHE OOLIUM TpeOOBAHUAM;

6) 3akgloYeHWe O COOTBETCTBUU TEXHUYECKUX XapaKTePHUCTUK MeAUIMHCKOTO
n3geusa o0IKUM TpeGOBaHUIM.

7. OueHKa TeXHWYECKMX HCIBITAHWUA M WCCAeJOBAaHUM (MCIBITAHUM) C IEJIbI0
OLIeHKU OMOJIOTUYECKOT'O JeHCTBUIL:

a) aHaJIHM3 IPOTOKOJIOB TEXHUYECKUX HCIIBITAHWI U HCCIefOBaHUM (MCIIBITAaHUMN) C
I[EeJIBI0 OIeHKHM OGHOJIOTUYECKOTO AeWCTBUSA C TOYKHU 3PEHUS MOJHOTHL U JTOCTOBEPHOCTH
IIPOBeZleHNUsl MCIIBITAHNUY B CpPaBHEHUU C TPeOOBAHUAMU CIIeUMPUKALUN TPOU3BOSUTES
WJTY TeXHUYECKUX YCIOBUH (IIPU HATUIUN);

0) 3akiIIOYeHWe O TIIOJTHOTE ¥ JOCTOBEPHOCTH IIPOBEJEHHBIX TEXHUYECKUX
WMCIIBITAHUM U MCCIeJOBAaHUM (MCIIBITAHMI) C 1[I0 OI[eHKH OMOJIOTrMYeCKOTO JeMCTBHUS.

8. AHanmu3 pe3ysbTAaTOB KJIMHUYECKUX WCIBITAHUIN (MCCIelOBaHUI) WIN
KJIMHUYECKUX JAaHHBIX:

a) aHaJIW3 COOTBETCTBUSA KJIMHWYECKUX WCIBITAHWH (MCClIeO0BaHUI) IIpaBHIaM
IpOBefeHUss KIMHUYECKUX UCIBITAaHWM (MCCIeOBaHUI) MeIULIMHCKUX H3ZeNHii,
yTBepKzaembiM Komuccueidl, NOJTHOTBI M [JOCTOBEPHOCTH pe3yJIbTaTOB IIPOBEJEHHBIX
WCHObITAaHUH;

6) 3aKaOYeHWEe O COOTBETCTBHUU KIWMHUYECKUX MCIBITAaHUN (MCCIelOBaHMM)
IIpaBWIaM IIPOBeleHUSA KIMHUYECKUX UCIBITAaHWM (MCCIeOBaHUIL), YTBEPXKIAeMbIM
Komuccueii, OJHOTHL U ZOCTOBEPHOCTH UX Pe3yIbTATOB, 0OOCHOBAaHHOCTH BBIBOZIOB;

B) QHAQIM3 OTYETa O KJIMHUIECKOM J0Ka3aTelbCTBe d(P(PeKTUBHOCTH U 6e301mMacHOCTH
MeIUITMHCKOTO M3eNINusl



9. Awnanus PHCKOB: 3aKJIIO9€HHNE€ O IIOJTHOTE M JOCTOBEPHOCTH IIPOBEAEHHOTO
dHaJIN3d PUCKOB.

10. Me,ZLI/IH;I/IHCKI/Ie n3nend, cogepialye JeKapCTBEHHbBIE CPEACTBA: 3aK/II09YE€HHE O
06e30IIaCHOCTH U 3(1)(1)eKTI/IBHOCTI/I MEeIUIIMHCKOI'O M3MeJNNA, COAEPKAIlEro JIEKapCTBEHHOE
CpencCTBO, BIMAHUHN JIEKAPCTBEHHOTO Cpe€ACTBa Ha (bYHKIJ;I/IOHaJIBHOCTb MEIOUIITMHCKOTO
n3nesinAa 1 COBMECTHMMOCTH JIEKAPCTBEHHOTO CPEACTBA C MEAUTTUHCKUM HU3JEINEM.

11. Buonormyeckas 6e30MACHOCTh MEIHWIIMHCKOTO U3AEIUS: 3aKIIOYEHHEe O
6uoIornyecKoil 6e30ImacHOCTH MEIUIIMHCKOTO U3/eINs HAa OCHOBE aHAIN3a IIepPeyHs BCeX
MaTepuaIoB >XUBOTHOTO MM YeJIOBEYECKOTO IIPOUCXOXAEHMI, a TakKKe HAHOYACTHII,
TeHHO-MOAU(UINPOBAHHBIX OPTAaHU3MOB U JIPYTUX BHOBb pa3pabaThIBaeMbIX MaTepUAIOB,
BKJIIOYEHHBIX B u3Zenue, HHGOpPMAIUM O IOAOOpe HCTOYHUKOB (ZOHOPOB), OTGOpa
MaTepHuaa, IPOLeCCUHTa, XpaHeH!s, TeCTUPOBAHMA, BAINAALNH IIPOLeLyP TeCTUPOBAHUI
u obpalleHus C TKAaHIMH, KJIETKaMH, CYOCTAaHIIUSIMH JKMBOTHOTO WJIM 4YeIOBEYECKOTO
IIPOUCXOXKIEHUS, KYJIbTypaMU MUKPOOPTaHU3MOB U BUPYCOB.

12. Crepunusanys: aHaIu3 Ipolleypsl CTePUIN3ALMY HAa OCHOBe U3yYeHUs JaHHBIX
O Ppa3paboTKe MeTOZOB CTepUIM3AINM MEeIUIIMHCKOTO U3JleIud U MAaTepHasoB,
060CHOBBIBAIOIIUX CIIOCOOBI CTEPUIU3AIIY, ITpe/IIaraeMbIX METOZO0B KOHTPOJIA KauecTBa U
ompesileleHNS OCTaTKOB CTePMJIM3YIONIeT0 BelllecTBa IIPU IIPUMeHeHHH CIocoba
CTepUIN3AI M.

13. MegunuHcKre wu3geus, BKIIOYAlONe B ce0sf CIeuaIbHOe IPOTrPaMMHOE
obecriedyeHne: 3aKII09eHHE O BAJIUJHOCTU CIIEIIMAJIBHOTO IIPOIPaMMHOr0 obecliedyeHrs Ha
OCHOBe aHa/IN3a JAHHBIX O ero BepubUKAIUU U BaTUJAIUH, B TOM YMC/Ie HHPOPMAIIUHU O
€ro pa3paboTKe, TECTUPOBAaHWM BHYTPH INPeNUPHUATUA U INPU KIMHUIECKUX
MHOTOILIEHTPOBBIX HCCIEZOBAaHUAX, MJAHHBIX 00 WAeHTUDUKAUMKM U MapKUPOBKE
OIlepalluOHHOU CUCTEMBI.

14. AHanus 1 3aKJIOYeHKe 110 JaHHBIM O CTaOMJIBHOCTU MEIULIMHCKOI'O U3IeJINs.

15. Ananus muaHa c60pa ¥ aHanW3a ZAHHBIX 1O 6e30TMacHOCTH U 3PPEeKTHBHOCTH
MeAUIINHCKOTO U3/Ie/TUA Ha IIOCTIIPOJAXKHOM dTalle.

16. Ananus mHbOpMANUM U 3aKJIIOYE€HHE O MAapKeTHUHTe MEeAUIIMHCKOTO W3JeNINs
(ucropus npu ycIoBUM OOpallleHUs U3felns Ha peIHKe Oostee 2 jieT) (IIpU HAJIWYUH).

17. AHanm3 cooOmeHWH O HECYaCTHBIX CJIy4asX U OT3BIBAX O HeXKeJIaTeJIbHbIX
COOBITHSX (HECYACTHBIX CJIydYasx), CBSI3AHHBIX C KCIIOJIb30BAHUEM MEeJUIIMHCKOTO
W3JleNvsi, aHAAU3 CAydYaeB H3BATHS MEQUIMHCKUX W34eNuil u3 obpameHus U (WUan)
LOSCHUTEIBHBIX  yBeJOMJIEHMI, NHCbMEHHBIe [0Ka3aTeabCTBA 00  yCTpaHEHUU
OOCTOSTENIBCTB ~ U3BATHI  MEIULWHCKUX  U3fenuii u3  oOpalieHus, OIIMCAHUS
KOPPEKTUPYIOUIUX AeHUCTBUH, IPeIIPUHITHIX IIPOU3BOJUTENEM B OTBET Ha yKa3aHHBIE
CJIy4ad, COOTHOIIEHUS yPOBHS NPOJAK K KOJTHMYECTBY HECUACTHBIX CIydaeB U OT3HIBOB
(vHdpopManus He IPeLOCTaBIsIeTCs [AJss BHOBb pa3pabOTaHHBIX U CIPOEKTHPOBAHHBIX
MEeUIUHCKUX U3IEeJIN).

18. Amanus IIpeACTaBJI€HHBIX IIPOM3BOAUTEIEM CBe,I[eHI/Iﬁ O COOTBETCTBUH



MeAHUIINHCKOTO U3/eIHI OOUUM TpeOOBaHUAM:

a) 3aKII0OYeHHe O IPaBUJIBHOCTH OIpefieleHus TpeOOBaHWIl, OTHOCAIIUXCA K
DAHHOMY MEIWIIMHCKOMY H3[eJIUI0, IIOJHOTe U JOCTOBEPHOCTH JOKa3aTeJIbCTB
COOTBETCTBUS OOIUM TPEOOBAHUIM.

19. Ananu3s oTUYeTOB 06 MHCIEKIIUY IIPOU3BOCTBA (IIPU HATUYUH).

20. Aranu3 ZOKYMEHTOB, IOATBEPKJAIOIINX Pe3yIbTaThl UCIBITAHUHA MeIUITMHCKUX
M3[eUi B LIENAX YTBEPXKAEHUSA TUIA CPEeJCTB M3MEPeHUl (B OTHOUIEHUN MEeIUIIMHCKUX
M3[eIUi, OTHECEeHHBIX K CpeACTBAaM W3MepeHWi, IlepedeHb KOTOPBIX YTBEPXKAAETCS
Komuccueit) (mpu HeobxomumocTn).

21. OOuiee 3akiaOYeHWE O MOATBEPXAeHUU (He IOATBEPXKIeHWHU) 0e30IacHOCTH,
KagecTBa ¥ 5(QPEeKTUBHOCTH MEAMIIMHCKOTO H3JeNusi, PeKOMEeHZAIUS O BO3MOXXHOCTHU
(HEBO3MOXXHOCTH) PETUCTPALIY MEAUIIMHCKOTO U3ZeIH.

22. ®. 1. O., mOMWKHOCTH, y4eHas CTelleHb (3BaHue) (IPU HATUYHMH), OLINCH
9KCIIEPTOB, IPOBOJUBIINX SKCIIEPTH3Y .

23. JlaTa cocTaBjieHUS OTYeTa.
24. Ilopnuchk pyKOBOLUTEIA SKCIEPTHOM OPraHU3AIUH.

25. IlevaTs sKCIIepTHOM OpraHU3aLHH.



I[MTPUJIOKEHUE Ne 6

k IlpaBuam perucrpanuu u
9KCIIepTH3bI 6e30I1aCHOCTH, Ka4eCcTBa U
3 beKTUBHOCTH MeIUIIMHCKUX
u3menui

®OPMA

3aKJIIOYEeHUA O MIOATBEPKAEHUE COT/IaCOBaHUS (HECOTIaCOBAaHUS)
9KCIIEPTHOTO 3aKJII0YEHHU II0 pe3yIbTaTaM dKCIIePTU3bl 6e3011acCHOCTH,
3¢ dexTUBHOCTH U Ka¥eCTBA MESULMHCKOTO M3/ e/IUs TOCyAapCTBa - YWieHa
EBpasuiicKoro 5KOHOMHYECKOr0 COI033a, OCYIECTBIAIONIEr0 PETUCTPALIAIO
MEZULIMHCKOTO U3/e/ U

(HauMeHOBaHUe YIIOJTHOMOUYEHHOTO OpPraHa (9KCIIepTHOM OPTaHU3AI[UH) TOCYapPCTBA IIPU3HAHNA)

VTBEPXKIAIO

(PyKOBOZUTENH YIOTHOMOYEHHOTO
opraHa (9KCIIepTHOH OpraHU3aIuN)

®. 1. O., moanwucs, mevars)

« » 20 T.

3AKJITIOYEHHE

O IOJTBEPKIeHUHU COTIacOBaHUA (HECOTIaCOBAaHMUA) SKCIEPTHOTO
3aKJII0YEHHUS 1I0 pe3yJIbTaTaM dKCIIEPTU3bI 6e30I1aCHOCTH, 9 (HEeKTUBHOCTU 1
KayecTBa MeJIUITMHCKOTO U3JleJIud roCyapcTBa - wieHa EBpasuiickoro
SKOHOMMYECKOI'O COI03a, OCYIeCTBIIAIONUIeT0 PeTUCTPALMIO MeJUIITHCKOTO
U3Jenus

Ne OT « » 20 T.

1. HauMeHOBaHMe YIIOJTHOMOYEHHOTO OpraHa (9KCIIEPTHOH OpraHU3alliK) ToCyJapCTBa -
uieHa EBpasuiicKoro SKOHOMUYECKOTO CO¥032, OCYIECTBIISIOUIEr0 PErHUCTPALIHIO
MeAHUITNHCKOTO M3enus (fanee - pepepeHTHOE TOCYJAaPCTBO)

2. [laTa pasMeleHUA SKCIIEPTHOTO 3aKII0YeHNUA B MHPOPMAIIMUOHHOU CHUCTeMe
YIIOJTHOMOYEHHOTO OpraHa (9KCIIepTHOI OpraHu3anuy) pedepeHTHOTO roCyAapCTBa

3. Homep sxcnepTHOTrO 3aK/II09eHUA

4. HammeHOBaHMe MeIUITMHCKOTO U3/eTus (C yKa3aHueM IIPUHAIEKHOCTeH,
HeOOXOIUMBIX [ IPUMeHEeHUs MeIUIIMHCKOTO U3/IeINs 110 Ha3HaYeHHIO)

5. IlpousBosuTes MESUIIMHCKOTO U3/ienus (II0JIHOe U COKpalleHHOe HauMeHOBaHU,




OpraHM3aIMOHHO-IIPaBOBasd GopMa IOPUAUIECKOTO JIUIA, MECTOHAXOXIEHHeE, afipec)

6. YII0JIHOMOYEHHBIH IIpeCTaBUTEIh IPOU3BOAUTES (II0OTHOE U COKPAlLleHHOe
HaMMeHOBaHI, OpPraHU3aI[MOHHO-IPaBoBasi popMa IOPUIUIECKOTO IUIA, MECTOHAXOXEHHeE,
azpec) (Ipy HaIUYKN)

7. 3agaBUTeEIIb

8. Ceemenus 06 sxcneprax (O. U. O., cieninanpHOCTD, y4eHas CTelleHs (3BaHUe) (IpU
HaJIMYKUU), MECTO PabOTHI U JOJDKHOCTD)

9. AHanus mpeCTaBIeHHOTO YIIOJTHOMOYEHHBIM OPTaHOM (9KCIIePTHOM OpraHu3aIueit)
pedepeHTHOro roCyAapCcTBa SKCIEPTHOTO 3aKJII0UYEeHUA 110 Pe3yIbTaTaM 3KCIIePTHU3BI
6e30I1aCHOCTH, KauyecTBa U 3G(eKTUBHOCTH MEJUIIMHCKOTO U3/eNns Ha IIpeiMeT II0JIHOTEI,
KaueCTBa SKCIEPTU3HI JOKYMEHTOB, OI€HKU 00BbeMa U IIOJIHOTHI IIPOBEI€HHBIX UCIIBITAHUI U
MCCJIeIOBaHUM

11. PesynbpTaTh! 5KCIiepTU3bI (YKa3bIBAIOTCA BBIBOZSBI IO OTI€ITbHBIM aCIIEKTaM KCIIEPTHOTIO
3aKTIOYEHUS)

12. BerBog, (ykassIBaeTcs OOIIMIL BEIBOJ, @ B CIIydae BEIHECEHUS OTPUIIATEIFHOTO
3aKJIIOYEHUsS - C 000CHOBaHUEM IPUYHH)

JlaTta HampaBIeHUs 3aKIIOYEHUS O

IO TBEPXKIEHNUN COTIaCOBAHU
(HecorIaCOBaHMA) DKCIIEPTHOTO 3aKIIOUYEHUS
pedepeHTHOrO rocyapcTBa 1o pe3yIbraTaM
9KCIIepTH3bI 6e3011acHOCTH, 3P PEeKTUBHOCTH
¥ Ka4eCTBa MEeJUIIMHCKOTO U3e/IUS

O6 OTBeTCTBEHHOCTH 32 [OCTOBEPHOCTh CBeJeHUI, W3JIO)KeHHBIX B 3aKJIOUYEHHH O
MO TBEP)KJEHUN COIJIACOBAHMA (HECOTIaCOBAaHMUA) DKCIIEPTHOTO 3aKIIOUEHUA pedepeHTHOTrO
rOCyZapcTBa IO pe3ysIbTaTaM OSKCIIEPTU3bI 0e30IacHOCTH, 5((EeKTUBHOCTH M KavyecTBa
MeIULITHCKOTO U3/e/IN, IIpeAyIpexaeH.

(®. 1. O. axcuepra) (mommucs)




®OPMA

3a9BJIEHUA O BHECEHHUU M3MEHEHUH B

[MTPUJIOKEHUWE Ne 7

k IlpaBuam perucrpanuu u
9KCIIepTH3bI 6e30I1aCHOCTH, Ka4eCcTBa U
3 beKTUBHOCTH MeIUIIMHCKUX
u3menui

PErUCTPaliIOHHOE JIOChe

MEIHUIIHMHCKOTO U3IeTNI

B ynonmnoMmoueHnHsIl opran
rocysapcTsa - €wieHa EBpasutickoro
5KOHOMHUYECKOTO COI03a

(HauMeHOBaHUe pedepeHTHOTO TOCYFAPCTBA)

(HaI/IMeHOBaHI/Ie TocyzapcCTBa HPI/ISHHHI/I}I)

3ASBJIEHUE

0 BHECEHUHU U3MEHEHUI B PETUCTpaITMOHHOE JOChE€ METUITHHCKOI'O

U3IeIus

(moIHOe M CoKpalleHHOe (IIpX HaJIW4YUH), B TOM Yucie GUPMEHHOe, HAUMEHOBAaHWUA OPTAHU3AIMH, OT UMEHU KOTOPOM

IIPOU3BOAUTCS BHECEHNE U3MeHeHUH (HPOI/IBBO,ZLI/ITEJIL (yHOJIHOMO‘IeHHLIfI IIpeacTaBUTEIb HpOI/IBBO,ILI/ITeJIS{),

OpraHM3aIMOHHO-TIPaBOBas (popMa IOPHUANIECKOrO JIHIIA)

1. [HamMmeHOBaHMe MeIUIITMHCKOTO HU3IE/IH

2. [lpousBomurens MEAUITMHCKOTO U3JETUS

3. |CrpaHa IpoU3BOACTBA MEUIIMHCKOTO U3

4. |YIoIHOMOYEHHBIH IIpeCTaBUTENb IIPOU3BOLUTEN (TIPU
HATMIUN)

5. [Kiacc moTeHIIMaJbHOTO PUCKA TPUMEHEHUS
MeIUITNHCKOIO HU3Ie/IIs

5. [Kopz Buma MeIUITMHCKOTO U3Zeusa (COTIacCHO

V3IEeITH)

npuMeHsaeMoi B Coro3e HOMEHKIIAType MeTUITMHCKUX




HaCTOAIIMM IIPDOCHUT IIpOM3BECTH BHECEHHUE VN3MEeHEeHUN B PETHUCTPALITUOHHOE JOOChE
MEeTHUIIMHCKOI'O N34e/I1A B CBA3K CO CIeAYIOIMNMHA N3MEHEHUAMM!

I/IBMEHEHI/IH, BHOCHMBIE B PETUCTPALIIOHHOE JOChE

1. H3menenue CBe,ILeHHfI O 3dadBUTEJIE, BKIIOYdd CBEAEHNA O peOpraHN3allin
IOpuan49eCcKoro auia, 00 M3MEeHeHUH er0 HauMeHOBAaHU I UIN q)aMI/I]II/II/I, HNMEeHU 1N
azapeca MeCTa JXHUTEJIbCTBA MHANBHAYAJIbHOTO IPEAIIPUHUMATEIA

Pepakiius mo BHeCeHMA M3MEeHEHUH BrocumbIe usmeHeHUS

H3smeHeHne HaMMeHOBAHUSI MEAMUIIMHCKOI'O U34e/Ind

Pepaxiius no BHeceHUS U3MEeHEHUH Buocumsbie nsmeHnenusa

3. V3meHeHMe cocTaBa IPUHAJIEKHOCTEH, U (MIKM) KOMIUIEKTYIOIINX, U (VJIH)
PacXOLHbBIX MaTepPUAIOB

Pe,I[aK]_LI/IH A0 BHECEHUA U3MeHeHUu Buocumsie nsmeHenusa

4. | I3ameHeHUe NTOKa3aHUM 110 IPUMEHEHUIO, 00JIaCTH TPUMEHEHU s, TIPOTUBOIIOKA3aHUI;
1m0604YHbIX 3G DeKTOoB

Pemakiins mo BHeCeHMS M3MeHEeHM BHocuMbIe M3aMeHeHUS
5. WsmeHenune cBefieHUIT O IPOU3BOAUTENIE MEAUIIUHCKOTO U3ZETUS

Pemakiinsa mo BHeceHUS M3MeHEeHUH BHocuMbie M3aMeHeHNS
6. V3ameHeHUe B TEXHMYECKOH U (MJIM) SKCILTYyaTallIOHHOMN JOKYMEeHTAIH

MEeIUITMHCKOT'O M3

Pepaxiius no BHeceHUS U3MEHEHUH Buocumsbie nsmenenusa

Brecenne u3sMeHeHHII B perucTpallioOHHOe JOChe He BjIedYeT H3MeHeHUAd
CBOMCTB M XapaKTEPHUCTHK, BIUIIOUUX Ha 0e30IIaCHOCTH, Ka4eCTBO U 3 (PeKTUBHOCTD
MeIUITMHCKOIO U3eJIN.

(mpousBogUTEIH MESUIIUMHCKOTO U3ZeUsA (€T0 YIIOTHOMOYEHHbIH IIpeiCTaBUTeb))
l'apaHTHPYIO ZOCTOBEPHOCTH IIpeICTaBIeHHONH NHPOPMAI L.

lapanTHpyl0 COXpaHeHHMe  3afBJIE€HHBIX XapaKTEPUCTUK  Oe30IIaCHOCTH U
3bGeKTUBHOCTH MeIUIMHCKOTO W3ZeNus B TedYeHHe BCErO CpOKa CIYXOBI IIpHu
COOJIIOIEHNH YCIOBUH SKCILTyaTalluy, TPAHCIIOPTHPOBAHHUA M XPaHEHHUSI MeIUIIIHCKOTO
U3JIeJIUS B COOTBETCTBUHU C TPeOOBAHUAMU 3aBOJIA- IIPOU3BOIUTEIIA.

JlaTa momayuu 3asBIeHUA

®. 1. 0 u ZO/KHOCTD PYKOBOAUTEIS
pousBoguTe s (YIIOIHOMOYEHHOTO
IIpe i CTaBUTEIA)



[Topmuce, mevaTs MPOU3BOSUTEST
(yIIOJTHOMOYEHHOTO IIpeICTaBUTEIIS)



[MTPUJIOKEHUWE Ne 8

k IIpaBuiam perucrpanuu u

OKCIIEPTU3BI 6630H3CHOCTI/I, Ka4yeCTBad U

3 beKTUBHOCTH MeIUIIMHCKUX

ITEPEYEHD,

u3menui

M3MeHEeHHH, BHOCUMBIX B PETUCTPAallUOHHOE JOChe MEAUIIUHCKOTO U3/eIus

B IIEpHO/], IeHCTBHA PETUCTPAI[MOHHOTO YAOCTOBEpEHNUA 1 He TPeOyIomux

HOBOM peruCTpanuu

HaumMeHnoBanue n3MeHIEMBIX|
CBeJleHUM

YcaoBua

CBesleHHA U JOKYMEHTHI,
HeoOXOIMMBIe i1 BHeCeHUA
HU3MEeHeHUM

1. CBezmenus o 3agaBurere,
BKJIIOYas CBeIEHUI O
peopraHu3anuu
IOpUIUYECKOTO JIUIIA, O
V3MEHEeHUH ero
HaVMeHOBaHUS WIN
dbamuinu, UMeHH, agpeca
MeCTa *KUTeJIbCTBa
WHIUBUAYAIBHOTO
IIpeIIpUHUMATEIS

2. HaumenoBaunue
MeIUIIMHCKOTO MU3IeTHI

BHECCHUE U3MECHEHUH B
PETUCTPAaLIOHHOE
YAOCTOBEpeHUe He BIUAET Ha
a3 dbexTUBHOCTS U
6e30IIaCHOCTh MeIUITHCKOIO
W3[1eJTUSA B COOTBETCTBUU C
Ob6urumy Tpe6oBaHUAMU
6e301acHOCTH U
abdexTHUBHOCTU
MeJTUIIMHCKUX U3Je/HH,
TpeOOBaHUAMU K UX
MapKUPOBKe U
SKCILTyaTallMOHHOM
DOKYMEHTAIM{ Ha HUX

MOTHBHPOBaHHOE
060CHOBaHHE HEOOXOIMMOCTH
M3MeHEeHUS HauMeHOBaHUs
MEeIUITMHCKOTO U3eJINS, He
BJIMAIOIIETO HA
(byHKIIMOHAIBHbBIE U
TeXHUYECKHE
XapaKTePUCTUKHU

KOIHA JOKyMeHTa,
MIOATBEPKIAIOIIETO
IIOJTHOMOYHUS
YIIOJTHOMOYEHHOTO
IpeiCTaBUTeId
IIPOM3BOAMTEI HOMEp
PeruCcTpalMOHHOTO J0Che
IOKyMEHTBI,
MIOATBepXKIAIoIe U3MeHeHUs
OIIMCH JOKYMEHTOB

3asBJIeHNE O BHECeHUU
usMeHeHUi 1o popme,
IIpesyCMOTPEHHOMR
npunoxxkeHueM Ne 7 k
IIpaBuiaM JOKyMeHT",
YZOCTOBEPAIOI NI
pPeruCTpanuio MeUIMHCKOTO
U3/leIud B CTpaHe
IIpousBoOZuUTeE e (IeKIapamusa
COOTBETCTBUS;
perucTpaioHHOe
yAOCTOBepeHue, cepTudukaT
CBOOOZHO# IpOAaXKHY,




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa

CBezeHus U JOKYMEHTSHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MeHeHUu

cepTHU(HKAT Ha SKCIIOPT U Ip.)
C BHECEHHBIMU HU3MEeHEeHUAMHU
KOIUA PeTHUCTPALIMOHHOTO
yAOCTOBEpeHHS,
odopmiaeHHOrO 1O PopMme,
IpesyCMOTPEHHOM
mpunoxernuem Ne 1 x
[TpaBunam

TIXCHMO TTPOU3BOIUTES,
cofieprkaiiee MOTHBHPOBAHHOE
000CHOBaHME HEOOXOIUMOCTHA
M3MEHEeHVI HauMeHOBaHUA
MeIUIIMHCKOIO U3JeINsl, He
BIMAIONIETO HA
byHKIIMOHATIBPHBIE U
TEXHUYECKHe XapaKTePUCTUKHU
MeIUITMHCKOIO U3LeInsl

IIPOEKTHI MHCTPYKIIUH 110
IIpMeHeHUIO (PYKOBOJCTBO
MOJIB30BATEISA) METUIITHCKOTO
M3IeINs

MaKeT MapKHPOBKH

IOKYMEHT, YCTaHaBINBAIOIUH
TpeOOBaHUS K TEXHUYECKUM
XapaKTepUCTUKAM
MeIUITMHCKOTO U3[eIH,
KOTOPBIM COOTBETCTBYyET
MeIUIITHCKOe u37lesue,
IIpUBEeIeHHBII B COOTBETCTBHE
C HOBBIM HaMeHOBaHUEM
MeJUIMHCKOTO U3/eIusl

SKCILTyaTaIl[iOHHAsL
DOKyMeHTaI[ U
IIPOM3BOJUTEIA Ha
MeJUIIMHCKOE H3/eIHe, B TOM
YHCJIe UHCTPYKIHA IO
IIpUMeHEeHUIO (PYKOBOJCTBO
II0 SKCILTyaTal[uH)




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa

CBezeHus U JOKYMEHTSHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MeHeHUu

3. CocTaB
IIPUHAJIEXKHOCTeH,
KOMILJIEKTYIOIIUX U (MJIH)
PaCXOIHBIX MaTePHAJIOB

OTCYTCTBHE BJIMAHHUA Ha
GyHKITMOHAIBHEIE
XapaKTepPUCTUKU
MeIUIIMHCKOI'O M3IeIni

MeIUIIMHCKOTO U3/IeJIHI,
IIpuBeJieHHasA B COOTBETCTBUE C
HOBBIM HaMeHOBaHUEM
MeIUIIMHCKOTO U3/Ie/TH

doTorpaduyeckue
M300pakeHU OOLIEeTO BUAA
MEeIUIIMHCKOTO HU3IeIHN
BMeCTe C IPUHAJIEXKHOCTIMH,
HEOOXOMUMBIMH IIJIsI
IIPUMeHEeHUs MeJUIITHCKOTO
M3JeHs 10 Ha3HAYEeHUTO
(pasmepom He meHee 18 x 24
cM)

OIINCh JOKYMEHTOB

3asBJICHHE O BHECeHUU
usMeHeHUI 1o popme,
MIpenyCMOTPEHHOM
npunoxenueMm N° 7
ITpaBunam

KOIIUSI PETUCTPALITIOHHOTO
yI,O0CTOBEpeHU,
o¢dOpMJIEHHOTO TI0 e fUHOH
dbopme, IpesyCMOTpeHHOH
npunoxeHueM Ne 1
IIpaBuiam

IIMCHMO IIPOU3BOLUTEIIS,
coJieprkaiiee MOTHBHPOBAHHOE
000CHOBaHHE HEOOXOTUMOCTH
M3MEHEHHUS B COCTaBe
KOMIUIEKTYIOLIVX, C
yKasaHeM HOBOTO II€pPeyHs
KOMILUTEKTYIOLIHX,

IO TBEPIK JAIOLINX OTCYTCTBUE
BIUSAHUA Ha QyHKIMOHAIbHbIE
XapaKTePUCTUKU
MEeIUIIMHCKOTO M3Ie/IHs

IIPOEKTHI MHCTPYKIIUM 110
IIPUMEHEHUIO (PYKOBOJCTBO




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa

CBezeHus U JOKYMEHTSHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MeHeHUu

4. IToxazaHus 10
IPUMeHEHUI0, 00IaCcTH
IpUMEeHEeHUs,
IIPOTHBOIIOKA3aHUS,
mo604HbIe 5P deKTHI

6e30I1aCHOCTH TPUMEHEHU
MeIUIIMHCKOIO U3/ INs
IOJDKHA COXPAaHATHCA U
IIOATBEPKIATHCA JTaHHBIMU
WICCIeIOBAHUM, KIMHUYECKON
0e30IIaCHOCTH M KadyecTBa

TIOJIB30BATEISA) MEIUITTHCKOTO
M3zenus Ha TOCyAapCTBEHHOM
A3BIKE TOCYAapCTBa - YieHa
EBpaswuiickoro
SKOHOMMYECKOI'O COI03a U
PYCCKOM sI3BIKe

OGHOBJIEHHAA CIIeIU(pUKAIIUIL
C yKa3aHUeM IepeyvHs
KOMILJIEKTYIOIIUX U
PAaCXOZHBIX MAaTEPHAJIOB IO
yTBEP>KeHHOH popMe ONHCh
TOKYMEHTOB

B CJIy4ae JoOaBIeHUs
KOMILJIEKTYIOLIETO,
ABJIAIOMETOCS MeAUIIMHCKAM
u3zenureM, - 00pasIfbl TAKOTO
KOMILJIEKTYIOIIETO (B Crydae
CTE€PHJIBHOTO
KOMILJIEKTYIOLIETO
IIPeOCTaBIIAETCSA BECh
KOMILIEKT TaKuX 00pasLoB) U
HOpPMAaTHBHAs JOKyMeHTAIII
Ha HeTo

3asABJIeHIe O BHeCEHUU
n3MeHeHU 1o popme,
IIpelyCMOTPEHHOM
npunoxkeHueM Ne 7 k
ITpaButam

KOIIMA PerHCTPAIOHHOTO
YAOCTOBEpeHHUH,
0¢OpMIIEHHOTO II0 eIUHOM
dbopme, ITpenyCMOTPEHHOH
mpunoxenueMm Ne 1 x
ITpaButam

IIUCHMO TTPOU3BOIUTES,
cofiepikaiee MOTUBHPOBAHHOE
000CHOBaHYE HEOOXOIUMOCTH
U3MEeHEeHM IT0Ka3aHUil 110




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa

CBezeHus U JOKYMEHTSHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MeHeHUu

5. CBezmeHus o
IIPOU3BOJIUTEIIE
MeTHUIIMHCKOTO M3/

OTCYTCTBYIOT U3MEHEHUS B
IIPOM3BO/ICTBEHHOM IIpoliecce
Wi crienuduKanmnix,
BKJIIOYAS METObI UCITBITAHUS

IIpUMeHeHUIO MeIULIITHCKOTO
U3TTeTUs

IIPOEKTHI MHCTPYKIIMHU 10
IPUMEHEHUIO (PYKOBOJCTBO
II0JIB30BATeJIA) MeIUIIMHCKOTO
U3JeInI

paHee yTBep)KJeHHas
MHCTPYKIUS 110 IPUMEHEHUIO
(PYKOBOZCTBO IIOJIH30BATEIIS)
MEeUIIUHCKOTO U3e/IH

MTOJTHOI[BETHBIE MaKEThI
yIIaKOBOK,OTUKETOK, CTUKEPOB
(mpu HeoOxoAMMOCTH) (Ha
anekTpoHHOM HocuTesne CD B

¢dopmare JPEG)

Ppe3yJIbTaThl KIMHUYECKUX
(MeIMITMHCKNX) UCITBITAHUH,
OTpa)karolyie BHECEHHbIE
M3MeHEeHU

OIINCh MOKYMEHTOB

3asABJIeHHe O BHECeHUU
U3MeHeHU 1o ¢popme,
IIpeyCMOTPEHHOMI
npunoxenueMm N° 7
ITpaBuiam

IOKYMEHT", YJOCTOBEPSIOII Ui
PETUCTPALINIO MEAUIIMHCKOTO
M3JeNus B CTpaHe
IIPOU3BOJUTEIA
(perucTpanioHHOE
yZOCTOBEepeHUe, cepTU(UKAT
CBOOOHOI IIPOJAXKH,
cepTudUKaT 11a SKCIOPT U Jp.)
C BHECEHHBIMU U3MEeHEeHUIMHU

JTOKyMeHT", IO TBePXK Ao

BHECEHME U3MEeHEeHU (C
yKasaHMeM JaThl BHECEHUS




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa

CBezeHus U JOKYMEHTSHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MeHeHUu

6. Cienqudukanys
IIPOU3BOUTENS VTN
TeXHUYeCKHe yCcIoBus (Ipu
HAJTUYIUHN), KOTOPBIM
COOTBETCTBYET MEIUIIMHCKOE
usgenve, u (MIn)

OTCYTCTBYIOT U3MEHEHUS B
IIPOM3BO/ICTBEHHOM IIpoIiecce
Wi crienuduKanmuix,

BKJIIOYAs METOIBI HCIIBITAHU

M3MeHeHU)

IOKYyMeHT", IO TBePXKAAIOUI
COOTBETCTBHE YCIOBUM
IIPOM3BO/ICTBA HAIIMOHAIBHBIM
V/MTH MEXZYHapOJHBIM
craggapram (GMP, ISO EN)

IOKYMEHT", IO TBEP K JAIOLI I
COOTBETCTBHE MEITUITMHCKOTO
M3JeTus HalJMOHAIBHBIM HIIN
MEXIYHapOAHBIM CTaHAAPTaM,
KJIACC IIOTEHIIMAJIbHOTO PUCKa
(mexyapaius COOTBETCTBUS;
cepTHU(UKAT COOTBETCTBUA)

KOIIHMA PeruCTPaliOHHOTO
yAocToBepeHUs 10 dopMe,
IIpeyCMOTPEHHOMI
npunoxxkeHueMm Ne 1 k
ITpaBuiam

IIICHMO TIPOU3BOLUTES,
yZOCTOBepsIIoliee, YTO
IIPOM3BOJICTBEHHBIH IIPOIeCC U
KOHTPOJIb 32 KQ4eCTBOM U
0e30I1aCHOCTBIO TOTOBOTO
IIPOJyKTa OCTAIOTCS Ge3
M3MeHEHUH, C YKasaHUeM JIaThl
BHECEHUs U3MeHeHUH

IIPOEKTHI MHCTPYKIUI 110
[IPUMEHEHUIO U3/eInii
(PYKOBOZCTBO IIOJIH30BATEIIS)
MEIUIIMHCKOTO U3/eTUI MaKeT
MapKHUPOBKH OIIUCH
IOKYMEHTOB

3asBJIeHNE Ha BHeCEHUe
usMeHeHUH 1o dpopme,
IIpeyCMOTPEHHOMI
npunoxxkeHueM Ne 7 k
ITpaButam

KOIIus peruCTpaiiOHHOIO




HamnmenoBanme usMeHsIeMBbIX|

YcnaoBusa

CBezeHus U JOKYMEHTSHI,

CBeIeHU HeoOXOIMMbIe IjI1 BHeCeHUA
U3MEeHeHUH
SKCILIyaTallMOHHas yZ0CTOBepeHus 1o dopme,
JOKYMeHTAaI AL IIpely CMOTPEHHOMI

MeIUITTHCKOTO M3

npunoxkeHueM Ne 1 k
ITpaBuiam

IUCHMO-0O00CHOBAHUE
IIPOM3BOJUTENS O BHOCUMBIX
M3MEeHEeHUIX

IaHHbBIE TT0 CTAOUIBHOCTH (s
MEeJUIIUHCKOTO U3ZEe/INI) He
MeHee yeM Ha 3 cepusx (oruer,
0GOCHOBBIBAIOIIUH CPOK
TOJSHOCTHA MEIUIIMHCKOTO
nsgenus)(npu
HeOOXOTUMOCTH)

IIPOEKT UHCTPYKIMH I10
IIpUMeHeHUIO (PyKOBOJCTBA
II0JIb30BATEIA) MeIUIIMHCKOTO
nsgenus (npu
HEOOXOTUMOCTH)

IIOJIHOLIBETHBIE MaKeThl
YIIaKOBOK,3TUKETOK, CTUKEPOB
(Ipu HeOOXOLUMOCTH)

HOPMAaTUBHAA JOKYMEeHTAIus!
C BHECEHHBIMU U3MEHEeHUAMH,
perylaMeHTHPYIOUIas KaueCTBO
KOHEYHOTO IIPOJIyKTa,
cepruduKaT aHaNIM3a U
METOIUKH KOHTPOJISA
KOHEYHOTO NTPOAyKTa(IIpu
HEeOoOXOIUMOCTH)

IIPOTOKOJI TEXHUYECKUX
VICHOBITAHUH MJIN UCIBITAaHUIH
(uccnemoBaHuUit) C 1eJIBIO
OLIEHKH OMOJIOrHYEeCKOIo
ZeCTBUA C y4eTOM M3MEeHEeHU,

! lokyMeHTbI IIPeACTaBIAIOTCS C 00s3aTeIbHBIM ayTEHTUIHBIM IIePEBOJIOM Ha PYCCKUI SI3BIK, 3aBEPEHHBIM

HOTapHaJIbHO.




HamnmenoBanme usMeHsIeMBbIX|
CBeIeHU

YcnaoBusa CBezeHUs U JOKYMEHTHI,
HeoOXOIMMbIe IjI1 BHeCeHUA
U3MEeHeHUH

BHECEHHBIX B HOPMaTUBHYIO
TOKYMEHTAIUIO (IIpHu
HEOOXOIMMOCTH)

OITMCh TOKYMEHTOB




I[MTPUJIOKEHUWE Ne 9

k IIpaBuiam perucrpanuu u

OKCIIEPTU3BI 6630H3CHOCTI/I, Ka4yeCTBad U

3 beKTUBHOCTH MeIUIIMHCKUX

SKCITEPTHOE 3AKJIIOYEHUE

u3menui

0 BO3MOXXHOCTH (HEBO3MOXXHOCTH) BHECEHHS U3MEHEHMI B
PETUCTPAIIIOHHOE OChe HAa MEJUIIMHCKOE U3JejIHe

1. HaumeHOBaHMe MeTUITMHCKOTO U3JEIHI.

2. IlpousBoguTess, CTPAHa.

3. IIpousBopcTBEeHHAA IIOMAKA, CTPAHA.

4. O6acTp IpUMeHEeHN U Ha3HAYeHNe.

5. BI/I,I[ MeIUIINHCKOIO M3aOe/I1d B COOTBETCTBHHU C HOMEHKJIaTypOﬁ MeIUIINHCKHUX

u3enuii, mnpuMeHsaeMoi B EBpasuiickoM 5KOHOMUYECKOM COIO3e.

6. Kimacc IIOTEHIIWAJIPHOTO PUCKd IIPUMEHEHN A MEJUIIMTHCKOI'O U31€JI1 .

7. Homep perucTpaliMOHHOTO yZ,0CTOBEpeHHA.

8. JlaTa BBIZIaYN PeTUCTPAIIMOHHOTO YO0CTOBEPEHNA.

9. BHOCUMBIE U3MEHEHUS.

Tumn BHOCHMOTO U3MEHEeHUS

[lanHbIe, BHECEHHbI®
B IOChe IIpU
perucTpanuu

Brocumsblie
U3MEHEeHUuA

O6ocHoBaHME
3agBUTEIISI I
BHECeHU
H3MeHeHUu

1. U3meHnenre HauMeHOBaAHUA
IIPOU3BOAUTENISA, MecTa (MecCT)
IIPOM3BOACTBA [IJIs YaCTU W/VJIU BCETO
IIPOU3BO/ICTBEHHOTO IIPOIiecca

2. IsMeHeHne HaMeHOBaHUA
MeIUIIMHCKOTI'O U34e/INA

3. smenenue cocrasa
IIPUHA/JIEKHOCTEH, KOMILIEKTYIOWUX U
(nn) pacXoLHBIX MaTepPHAIOB

4. IsMmeHeHUe ITOKA3aHUI 110
IIPUMEHEHUIO, 00IaCTH IIPUMeHEHNU,
IIPOTHBOTIOKA3aHUIl; TOOOYHBIX




sbdexToB

5. IsmeHeHMe cBemeHUM O
IIPOU3BOJHUTEIE MEIUIITHCKOTO
U3IeIus

6. llameHeHue B crienuduUKanu
IIPOM3BOJUTEI UIH TeXHUIECKUX
ycioBuii (IIpU HAIMYNHU), KOTOPBIM
COOTBETCTBYET MeUIMHCKOe U3JeIne,
U (MJIM) S9KCIITyaTalluOHHOM
TOKYMEHTAI[UY MeJIULIMHCKOTO H3/esIus

10. Ananus u OII€HKa NJAdHHBbIX, O6OCHOBBIB&IO]J.LI/IX BHeCeHHe U3MeHeHUH.

11. Ananus PHCKOB IIpB BHECEHUNU H3MeHeHu (BHKJIIO‘-IeHI/Ie O BO3MOJKHBIX PHCKAX

IIpY BHECEHUU U3MEHEHUI).

12. 3akmioueHme O peKOMEHJAlMM HJIN OTKa3e B PEeKOMEHJAUUU K PerucTpaiuu

BHOCHMBIX U3MEHEHUH.

13. ®. 1. O., momxHOCTh, y4eHas CTelleHb (3BaHue) (IpHU HATUYHH), TOLINCH

SKCIIEPTOB, IIPOBOAUBIINX SKCIEPTU3Y.
14. lata cocTaBieHUs OTYETA.
15. Ilopnucek pyKoBOAUTE I SKCIIEPTHOM OpraHu3aIuiu.

16. IleuaTs 5KCIIEpTHOM OpraHU3AIUIN.



[TPUJIOXEHME Ne 10

k [IpaBuiam perucrpanuu 1 SKCIepPTU3BI
6e3omacHOCTH, KayecTBa U 3¢ HeKTUBHOCTU
MeIUIIMHCKUX U3eNuit

®OPMA

3a9BJIeHUA 00 OTMeHe AeiicTBIA (aHHYJIMPOBAHUN)
PErUCTPaliIOHHOTO y/IOCTOBEPeHHUA MeTUIIMHCKOTO U37e/IH

(Ha 611aHKe Opra"u3anuy)

B ynmonaoMo4eHHBIN opraH pedepeHTHOTO TOCyjapCcTBa

3AABJIEHUE

06 oTMeHe geiicTBUS (QHHYJIMPOBAaHUU) PETUCTPAIOHHOTO YIOCTOBEPEHUS
MeIUIMHCKOTO U3Jeus

(TmoHOe U coKpalleHHOe (IIpY HAJIMYNK) HAaNMeHOBAHUA 3aABUTEJA, B TOM YuCiIe QUPMEeHHOe
HauMeHOBaHUe, OpPraHU3alIOHHO-TIPaBOBasi GopMa IOPUAUIECKOTO JIHIA)

IIpocuT OTMEHUTPH [eHCTBHE PEeruCTPAllMOHHOIO YAOCTOBEpPEHHS (AaHHYJIMPOBAThH
PETUCTPALIIOHHOE yIOCTOBEPEHNE) METUIIUHCKOTO U3/Ie/IHS

(HaMIMeHOBaHWE MeJUIMHCKOTO M3/enns (C yKa3aHueM IPUHALIEKHOCTeH, HeOOXOAUMBIX JiJIst
IIpUMEHEHU MeJUIIMHCKOTO U3Ze N 10 Ha3HAUYeHHUIO))

(mara perucTparuu MeIUIUHCKOTO U3[e/IUs M HOMEP PErUCTPALOHHOTO YAOCTOBEPEHNS)

B CBA3U c

(ykaspIBaeTCA IIPUYMHA)

(®. 1. O. pykoBoguTes IPOU3BOAUTEI MEAULIMHCKOTO U3Zeus (€r0 YIIOJIHOMOYEHHOTO IIPe/CTaBUTELI))

« » 20 T. M.IIL.

(mogmucs)



[MTPUJIOXEHUWE Ne 11

k IIpaBuyiaM perucTpanuu 1 SKCIIepTU3bI
6e301acHOCTH, KayecTBa U 3¢ HeKTUBHOCTU
MeIUITMHCKUX U3enui

®OPMA

3a9BJICHUA O BbIlade AyO/IHMKaTa peTHCTPaliOHHOTO
YAOCTOBEpPEeHMA MeAUIIUHCKOe U3JieIne

(Ha 611aHKe opraHu3anuy)

B ynonrnoMmodeHnHsbIH opraH pedepeHTHOTO TOCyJapCcTBa

3AABJIEHUE

0 BpIjaYe yOIMKaTa PeTUCTPAIOHHOTO yIOCTOBepeHU
Ha MeJMIMHCKOe H3Jle/ihe

1. HaumeHOBaHMe MeJUIIMHCKOTO U3eIH (C yKasaHHueM
IIpUHA/JIEXHOCTEeH, HeOOXOJUMBIX /I TPUMEeHEeHH
MeJHUIMHCKOTO U3ZeIusA 10 Ha3HAYEHHUIO, - B BUJE
IIPUIOXKEHNUS K 3aIBJIEHUIO, 3aBEPEHHOTO IIeYaThio U
TIOZTINCHIO PYKOBOAUTEIA)

1. B orHOmIEHNM IIpOM3BOAUTEIIAA MEANTTMHCKOTO U3E€TTH L

2. OpranusalniioHHO-TIpaBoBasd GopMa U IOJTHOe
HaVMeHOBaHHe IOPUIUYeCKOro JNIA

3. CoxpalieHHOe HaMeHOBaHUe IOPUANIECKOTO JIUIA
(Ipum HaMMYMN)

4. QupmMeHHOE HAVMEHOBaHWE IOPUIUIECKOrO0 IULa (Ipu
HAJTUYHH)

5. Mecro HaxoxzeHus (afpec) IOPULUIECKOTO IUIA
6. Homep Tenedona

7. Azpec 371eKTPOHHO IOYTHL IOPUAMIECKOTO JIHIa (IpU
HaJTAYWH)

8. UmeHTHGUKAIIMOHHBIN HOMep HaJIOTOILIATe IbIINKA
II. B oTHOLIEHUY YIIOJTHOMOYEHHOTO IIPeCTaBUTe A IPOU3BOJUTEI

9. Opra"usanMoHHO-TIPaBoBas ¢popMa U IOJTHOE
HaVMeHOBaHUe IOPUIUYECKOrOo JINIA



10. CoxpauieHHOe HaMMeHOBaHYE IOPUANIECKOTO JTUIA
(Ipu HanMYHMNM)

11. PupmeHHOEe HaMEHOBAHYME IOPUAUIECKOTO JIUIIA
(mpu HamU4UN)

12. MecTo HaxoxAeHus (afpec) IOpUAUIECKOTO JIUIA
13. Homep Tenedona

14. Azmpec 551eKTpOHHOM ITOYTHI IOPULUIECKOTO JIUIIA
(Ipu HanMYMM)

15. UpeHTHPUKAIMOHHBINM HOMep HaJIOTOILIaTeIbIIMKA
16. MecTo npon3BoACTBa MEIUILIMTHCKOTO U3IeIUs

17. HaznayeHne MeTUITMHCKOTO U3AEIHNI,
yCTaHOBIEHHOE TPOM3BOAHTEIeM

18. Bug Me1uIiMHCKOro u3Leanusa B COOTBETCTBUU C
HOMEHKJIaTYpO# MeAUIIMHCKUX U3IeINI, IPUMEeHAEMOU
B EBpa3uiickoM 5KOHOMHYeCKOM COI03e

19. Kiracc MeIUITMHCKOTO U3JeIusS B COOTBETCTBUU C
IIpaBUJIAMU KJIaCCUPUKAIUY MEIUITUHCKUX U3ZeTUl B
3aBHCHMOCTH OT ITOTEHIIUAJIBHOTO PUCKA IPUMEeHEeHU

20. Crioco6 nmoryueHusa WHGOPMALMH, CBI3AHHOMH C
IIPOILeAy POl peTUCTpAlluy MeJUIIMHCKOTO H3/eIua

21. Cioco6 mosry4eHUs perucTpanioHHOTO
YAOCTOBEPEHHA MEIUITMHCKOTO U3JIe/IHS

22. IIpuyuHa BIa4M fyOanuKaTa

23. CBegenus 06 yIIaTe roCyJapCTBEHHOI IOIMIIMHBI
(yxa3pIBaeTCs 10 MHUIIATHBE 3aABUTENIA):

AdaTa 1 HOMED IUIATEXXKHOTIO ITIOPYIeHN A

Ha OyMa)KHOM HOCHUTeJIe JTUIHO

Ha 6yMa’kKHOM HOCHTeJe
HAIIPaBUTh 3aKa3HBIM IIOYTOBBIM
OTIIpaBJIeHHEM C yBeJOMJIeHHEeM O
BpPy4eHHH

B opMe dJIeKTPOHHOI'O JOKyMeHTa

HNHOEe

(®. 1. O. pyxoBozuTeIs IPOU3BOSUTENSI MESUIIUHCKOTO U3/ie/IUs (€r0 YIIOJTHOMOYEHHOTO IIPeCTaBUTes))

« » 20 T. M.IIL.

(mogmmucs)



