GSK EBPA3SHICKAA

Mpasuna perncrpaumum meauLUHCKUX nsaenum
B EBpa3snitckom 3KOHOMUUYECKOM COoto3e

OpmaHoBa l.A.
[lenapTameHT TeXHUYECKOro peryiupoBaHmNA U akkpeauTaumu




S | | Q—" PETMCTPALMUA MEAULMHCKUX U3AE/TUA B EAIC

HHHHHHHHHHHHH
HHHHHHHH

NPABUA PETUCTPALUU U SKCMNEPTU3bI
EE3OMNACHOCTU, KAYECTBA U 3PPEKTUBHOCTU
MEANUMHCKUX N3OAETNIA

YTBEpPXKAEHbl

PeweHnem Coseta EBpasuniickom
3KOHOMMYECKON KOMUNCCUMU
ot 12 peBpana 2016 r. N2 46



€K soornces

SKOHOMMHYECKaA
KOMMUCCHUA

Do 31 pexkabpna

2021 ropa:

INHEPEXO/AHBIE MOJOKEHUSA

perncrtpauymMa MeguLUMUHCKOro u3genna ocyliecrtensetca
nnbo B coorsBetrctBuu ¢ lpaBunamum perucrtpayum u
aKcnepTusbl 6e3onacHocTU, KayectBa U 3¢ PeKTUBHOCTH
nnéo B COOTBETCTBUMU C 3aKOHOAATEeNbCTBOM
rocypapcrtea — yneHa Coro3a;

MeAULUMHCKMEe u3genusa, 3aperucTpupoBaHHble B
COOTBETCTBMU C 3aKOHOAZATEeNbCTBOM Trocypapcresa -
yneHa Cow3a, o6pawaloTca Ha TeppuUTOPUU TONbKO
3TOro rocyaapcrsa;

perucrtpayuoHHbie yAOCTOBEpEeHuUAa, BblAaHHbIE
YNONHOMOYEHHbIM OPraHoOmM rocygapcrea -— 4JjeHa
Colo3a B COOTBETCTBMU C 3aKOHOAZATENbCTBOM 3TOrO
rocyaapcrsa, AeACTBUTENbHbI A0 OKOHYAHMUA CPOKA MUX
Aeuncrteuna, Ho He no3gHee 31 pgekabpa 2021 roga



|
SIC | Qr— OBLLME NONOMEHWUA NMPOLIECCA PEFUCTPALIUM

KOMMUCCHUA

3AABUTEJIEM npwu perucrpaumum moxKet 6biTb NpousBoauTe/b, ABAAIOWMUIAC
pe3sngeHTom rocyaapcrea-ysieHa Coto3a, Unu YNOJIHOMOY€EHHbI !

npeacrasuTe/sib nponssoautensa, KOTOprﬁ TaKiXe O00/1XKeH 6bITb pe3ngeHTo
rocygapcrea-d4/ieéHa Coro3a

MeaunuuHcKoe uspgenuve no Bbl60py 3aaBuUTeNna MOXeT 3aABAATbCA AN

peructpaummn KAK B OQHOM, TAK U B HECKOJIbKUX rocyaapcrBax
yneHax Coto3a

JOKymeHTOM, noAaTeep:Kaarowmm GaKT peructpaumm meauLUHCKor
usgenuna, asnaerca PETMCTPALULUMOHHOE YAOCTOBEPEHUE, KoTtopo
AsnAeTca 6eccpouHbiMm U aeincTByeT B pamKax Coto3a




€K ..o 1 3TAMN. NOArOTOBKA NEPEYHA AOKYMEHTOB, HEOBXOAUMbIX ANA

PEFTMCTPALIUM MEAULIMHCKUX U3OENUIA

LLiar 1. OnpeaeneHune nepevyHa A4OKYMEHTOB, HEO6XxoauMbIX AN
perucrpaumm meaMuuHCKOro usaenus, B 3aBUCMMOCTU OT K/lacca
NOTEHLMANbHOIO PUCKa NPUMEHEHUA MeAULMHCKOro usaenms

LLlar 2. C60p aoKasatenbcTB 6e3onacHocTn n appeKTUBHOCTH
MeAULMHCKOro usaenus

LLiar 3. Bbi6bop pedepeHTHOro rocyaapcraa
U rocyaapcTe NpuU3sHaHUA




es3K LLIAT 1. ONPEAENEHUE NEPEYHA LOKYMEHTOB, HEOEXOAUMbIX A1
EBPASHFICKAT PEFMCTPALLMN MEAMLMHCKOTO U3AENNA, B 3ABUCUMOCTU OT KNACCA
womrceins NOTEHLMA/ILHOTO PUCKA MPUMEHEHMA MEAULMHCKOTO U3AENNSA

MeanunHCKne mnspgenna B 3aBMCMMOCTU OT CTeneHu noTeHUUaNIbHOro

PUCKa MNpuumeHeHnAa noAapasaenAaroTcA Ha 4 Knacca B COOTBETCTBMU C
I‘IpanmaMM I-(J'IaCCI/I(I)I/II-(aLI,I/II/I MEANLUNHCKUX I/I3,£I,€I'II/II7I B 3aBUCMMOCTU OT
noTeHUnaabHOINo puUCKa npnuMeHeHUA.

B 3aBMCMMOCTM OT BMAA MEAULMHCKOrO Wu3[ennsa, BKAKOYEHHOro B
HOMEHKNATYypy MeanUMHCKUX mnsgennin Cotosa, onpeaensaercd BO3IMOMKHOCTb
BKNOYEHU B OAHO PEernucTpauyMoHHOe YAOCTOBEPEHUE  HECKONbKUX
MOAUPUKALMIA MEAULUMHCKOro U3aenns, OTHOCALWMXCA K OAHOMY BMAY
MeANLMHCKOro n3genums.

Kputepnm no BKAOYEHUIO B OAHO PErMCTPaUMOHHOE YAOCTOBEPEHME
HECKO/IbKMX MoAUPUKaLMM MeOULNHCKOTO U3AEeNns, OTHOCALLUXCA K OAHOMY
BUAY MEANLIMHCKOro U34enua B COOTBETCTBUM C NPUMeEHAEMOMN B EBpa3smickom
3KOHOMMYECKOM COHO3€ HOMEHKNATYPON MEAUUMHCKUX us3aennin, oyayt
pa3paboTaHbl EBPAa3nMMCKOM SKOHOMUYECKON KOMUCCUEMN.



K ... CbOP AOKA3ATE/ZIbCTB BE3OMNACHOCTU U
S IPPEKTUBHOCTU MEAULIMHCKOIO U3AE/IUA

TEXHUYECKUE UCMNbITAHUA
B COOTBETCTBUM C [lpaBnnamm npoBeaeHUA TEXHUYECKUX MCMbITAHUN MeAULMHCKUX
nspennin (PeweHune Coseta ESK o1 12.02.2016 r. No 28)

UCNbITAHUA (MCCNEOQOBAHUA) C UENBbKO OUEHKU BUONOINMYECKOIO
AEUCTBUA MEAULMHCKOIO U3AENUA

B cooTBeTCTBUM C [paBunamu nNpoBeAeHUs UcCieaoBaHUN (McnbiTaHUM) c
LEeNblo OLUEHKNU BUOMIOrMyeckoro AencTBus MeauuUHCKUX usgenvin (PeweHue
Coseta E3K o1 16.05.2016 r. N2 38)

MUCNbITAHUA B LENAX YTBEPXXAEHUA TUMNA CPEACTB U3MEPEHUA
B COOTBETCTBUMU C HALMOHA/IbHbIM 3aKOHOAATENbCTBOM rOCYAapCTB — Y/1EHOB
Coto3a

KNUHUYECKUE UCMNbITAHUA (MCCNEAOBAHUA)

B cooTBeTCcTBMM C [lpaBunamm  npoBeAeHUA  KAMHUYECKMX  MUCMbITaHUMN
(nccnepoBanmin) MeaUNLUHCKNX n3nenum B BbIOpPaHHbIX 3aABuUTENEM
YNONHOMOYEHHbIX OpraHu3aumnax nuMbo BKAKOYAET B PEerucTtpaumoHHOe [AocCbe
NMeEloLLMECs KNMHMYecKMe aaHHble (PeweHune Coseta ESK o1 12.02.2016 r. Ne 29)




|
(S xC | | Q—— LIAT 3. BbIEOP PEGEPEHTHOIO FOCYZIAPCTBA

SKOHOMMHYECKaA

Komuces U TOCYAAPCTB NPU3HAHUA

Ona perucrpaumm MeauunMHCKOro m3genna 3aaBuTenb AO0/KeH BbibpaTtb
pedpepeHTHOe rocyaapcTBO U, NPU HEOOBXOAMMOCTU PerncTpauum meamumHCKOro
N34e1nA B HECKOJIbKMX roCyAapcTBax, rocyaapcTBa NpM3HaHuA.

* PedepeHTHOe rocyaapctBo - BblbpaHHOe 3asABuTenem rocygapcteo - uneH Corosa,
YNONHOMOYEHHbIU OpraH KOTOPOro OCyLLecTBAAET PerucTpaymio MeauLnHCKOro usaenus.

* TlocypapcTBO NpPU3HAHUA — rocyaapcTBo — uneH Colo3a, yNONIHOMOYEHHDbIM opraH (3KcnepTHas
OopraHu3auma) KOTOPOro OCyLLeCTBAAAET NpoueAypy COrNIacoBaHUA 3KCMEPTHOro 3aK/aluveHus
pedepeHTHOro rocyaapcrsa.

[Mocne NOAroToBKU PErMCTPaLMOHHOIO A0Cbe 3aABUTENb OCYLLECTBAAET onaaTy
MNOLU/IMHbI 33 3KCAEPTU3Y U PerncTpaumno meauumHCKOro n3aenna B pepepeHTHOM
rocygapcrse.

Onnata MOLW/AWH 33 3KCNEPTU3Y U PerucTpauuo MmeauumHCKOro musaenvns B
rocygapcrTBax MnpU3HaHWA MPOU3BOAUTCA NOCAE MPUHATUA MNOJIOKUTENBHOIO
PELLUEHMA O PErNCTPALUM MEAULMHCKOIo n3aenuna pedepeHTHbIM rocyaapcTBOM.

P83M€p M NOpPAAOK oOfMNJs1aTbl MOOWANH onpeaendaetcA B COOTBEeTCTBUN C
3dKOHOA4AaTE/IbCTBOM INoCyaapCcrB-4a1€H0B Cotosa.



|
C I ..o 11 3TAN. NPOBEAEHUE PETUCTPALUU U SKCNEPTU3bI
SKOHOMHYECKasAa MEAML"MHCKOI'O M3AEHMH

KOMMUCCHUA

War 4.
Perucrpauua
LWar 3. MmeaULUHCKOro
CornacoBaHue nsgenusa
War 2. 3KCNEepPTHOro
NMposepeHue 3aKNo4YeHUun
3KCNepTU3bl rocyaapcrsamu
tar 1. MeAULUHCKOro npPU3HaHUA
MNMpeAacrasneHue W3penus
AOKYMEHTOB:

a) 3aABNeHUe Ha NpoBeaeHue
3KCNepTU3bl U perucTpayum
MeAULMHCKOro usgenus
(manee - 3aaBneHune);

6) perucTtpaymoHHoe focCbe;

B) KONMUN JOKYMEHTOB,
NOATBEpPXKaaloWwmx onaary
3KCNepTu3bl U perucTpayum
MeAULMHCKOro uspenuvs B
pedepeHTHOM rocyaapcrse.



(S2C | | Q— LWATI 1. NPEACTABNIEHUE AOKYMEHTOB

SKOHOMMHYECKaA
KOMMUCCHUA

( YNONHOMOYEHHbIM OPraHOM (3KcnepTHOWM opraHu3aumen) pedbepeHTHOro
rocyaapcTsa NpPoOBOAMTCA NPOBEPKA NONHOTbI U AOCTOBEPHOCTU
coAepKalmxca B 3aABNIEHUM U PETUCTPALNOHHOM A0Cbe CBEAEHUN, * 5 paboumnx
NPMHMMAETCA PeLLEeHME O HaYva/ie NpoueaypPbl PErMCTPaLUN U AHei

3KCNepTU3bl MEANLMHCKOTO N3OENA U Pa3MeLlaeTcs 3asaBieHne n
PEerncTpaLnoHHoe A0Cbe B CBOEN MHPOPMALIMOHHOM CUCTEME

3assumenem ycmpaHAaOMcsa 3adMeYaHUS, 8biS8AEHHbIE YNOAHOMOYEHHbIM 0OP2AHOM e 30
(3kcnepmHoli opeaHu3ayueli) npu nposepke MNosHoMsI U 0o0cmogepHoCMuU paboyux
ceedeHull, CO0epHauuXca 8 3a467eHUU U pe2ucmpayuoHHOM 00Cbe OHel

YNO/IHOMOYEHHbIM OPraHOM (3KCNepTHOM opraHm3auuein) pepepeHTHOro
rocy4apcTBa NPUHMMAETCA PeLLEHME O Havyane NpoLeaypbl SKCNepTusbl 1
perncTpaumnm megmuuHCKoro nsaenmsa

e 3 paboumx
NHA

Kypcusom ommeyeHbl npoyedypol, CPOK 8bIMOAHEHUA KOMOPbIX He yYumblieaemcs Mnpu ucqucaeHuuU CPOKd nposedeHus IKcnepmusol
MeOUYUHCKO20 U30enus ynoaHoMo4YeHHbIM op2aHom (3KcriepmHoli op2aHusayueli).




I ... LLIAT 2. NTPOBEAEHUE 3KCNEPTU3bI MEOULUUHCKOTO

SKOHOMMYecKas M 3 E]'I M H
KOMUCCUA

YnosnHomoueHHbIlU op2aH (3KcrnepmHas opeaHu3ayus) usau op2aHU3auus, onpeoeneHHas
yrnosIHOMOYeHHbIM op2aHOM (3KcriepmHoli opeaHu3ayueli) pechepeHMHo20 2ocydapcmaa,
MposoouUM UHCMNEeKYy Ut npou3zeoocmesa MmeduyuHCKUX u3denul 8 coomeemcmauu ¢
mpebosaHuaMU, ycmaHoeneHHbiMmu Komuccueli

YNOAHOMOYEHHbIM OPraHOM (3KCMEePTHOM opraHn3aLmnen) NPoBoANTCA SKCNepTU3a
MeANLMHCKOro nsaenma n odpopmaeHne 3KCNepPTHOTO 3aKNHYEHNS

NPU NONOXWUTE/IbHOM 3KCIMEPTHOM 3AK/TIIOYEHUN:

YNONHOMOYEHHbIM OpraH pedepeHTHOro rocyaapcTsa yBeAoOMIAET 3asBUTENS O
HeobXxoAMMOCTM NPeacTaBAeHUA KOMUM JOKYMEHTOB 06 onaaTe aKCnepTusbl U
perucTpauunm B rocyaapcrasax NnpusHaHus

f
3aaBuTENEM NPEACTABAAIOTCA KONUU AOKYMEHTOB 06 onaaTte 3KCnepTusbl U perucTpaumm B
rocyapcraax NpusHaHmA

MNPU OTPULIATE/ZIbBHOM 3KCNEPTHOM 3AK/TIOMEHUN:

3aseumenem ycmpaHAOMCA 3aMeYaHUs, 8bifiesEeHHbIE NPU MposedeHuU 3KCrnepmussi
MeOUYUHCKOo20 u3oenus

*90 paboyux OHell

*60 paboumnx aHemn

¢ 5 pabouunx gHen

¢ 10 paboumnx gHem

® 60 paboyux OHeli




|
K ... AT 3. COTMTACOBAHUE 3KCIMNEPTHOIO 3AK/TIOHMEHUA
koumecma rocyaApPCTBAMU NPU3HAHUA

YNONHOMOYEHHbIE OpraHbl (3KcnepTHble OpraHmn3aLumn)
rocyaapcTB NPM3HaHUA HanpPaBASAIOT B YNOJIHOMOYEHHbIM OopraH
(3KCcnepTHYO opraHu3aumio) pedbepeHTHOro rocyJapcTaa

e 30
NoATBEPXKAEHM rnacoBaHus (HecornacoBaHUA) SKCNEPTHOT
OATBEPXKAEHUE COrNacoBa (HecornacoBa )3Uc epTHOro TR
3aK/1l04YEeHMA, pPasMelleHHOro B UHPOPMaLMOHHOM cnucteme nHe

YNO/JIHOMOYEHHOTO OpraHa (3KcnepTHOM opraHM3aLUum)
pedepeHTHOro rocyaapcTaa

B cny4yae HenpeacraBaeHuA rocygapcrsamu NPMU3HaHWA noarBepXA4eHUA
cornacoBaHuA (HECOI'}'IaCOBaHI/IFI) IKCMNEPTHONro 3akK/14eHNA B T€HEHUNE YKA3aHHOIO CPOKa
JKCMNepPTHOE 3aKN0HYEeHNE CHUTAETCA COrNacCoBaHHbIM.

HecornacoBaHue 3KCnNepTHOro 3ak/4YyeHua pedepeHTHOro rocyaapcrtsa B 04HOM U3
rocyfapcTB NpU3HaHWUA ABASETCS OCHOBAHMEM A/15 OTKas3a B 0OpalleHMn MeaULMHCKOro
N3aenma Ha TePPUTOPUM STOrO roCyAapCTBa.



S2C | | Qmm—" LLIAT 4. PETUCTPALUA MEOAULUUHCKOIO U3AENUA

SKOHOMMHYECKaA
KOMMUCCHUA

NP NONNOXKUTE/IbHOM 3KCMEPTHOM 3AK/TIOYEHUMU:

YNOo/IHOMOYEHHbIN OpraH pedepeHTHOro rocyaapcTBa pa3smeLlaeT B
eaANHOM peecTpe MeAULMHCKUX U3L4ENUN, 3aPErMCTPMPOBAHHbIX B PaMKax
Coto3a, cBeaeHMnA 0 MeAULMHCKOM U34e1nUn, PYKOBOACTBO MNOAb30BaTENSA

(MHCTPYKUMIO MO MeANLIMHCKOMY MPUMEHEHUIO) U U300paXKeHune
YTBEPKAEHHOMN MAaPKNPOBKU MEANLIMHCKOIO n3aennsa

e 10 paboumx
AHen

YNO/IHOMOY€EHHbIN OpraH pedepeHTHOro rocygapcraa opopmnaeT e 10 paboumx
PEerncTpaumMoHHOe yA0CTOBEPEHUE N NMPUSIOKEHME K HEMY AHen

MPU OTPULIATE/ILHOM 3KCMEPTHOM 3AK/IIOYEHUM:
7  YNONHOMOYEHHbIN OpraH pedpepeHTHOro rocyAapcTea yBefoMaseT
3asaBMTENA 06 OTKa3e B perncrpaumm meanLumnmHCKoro nsaennsa IM4Ho noa
PACnuUCcKy, HanpaBaAeT yBeJOMIEHUE MO NoYTe 3aKa3HbIM MOYTOBLIM
OTrNpaBAEHMEM C YBEOM/IEHUEM O BPpyYeHUU nmMbo nepegaer ero B
3NEeKTPOHHOM dopme No TENEKOMMYHMKALMOHHbIM KaHa/lamM CBA3U UM B
dbopme 3N1EeKTPOHHOTo AOKYMEHTA, NOANMNUCAHHOIO 3/1EKTPOHHOM
NoANUCbIo




€K soornces

SKOHOMMHYECKaA
KOMMUCCHUA

OcHoBaHUAMM ANA
BbIHECEHMUA
YNOJIHOMOYEHHbIM
OpraHom
(akcnepTHOM
opraHmsauunen)
3aKato4YeHnsa ob
OTKase B
perncTpauum
MeAUNLUHCKOro
n3aenna ABAAIOTCA:

<

3AK/TFOMEHUE Ob OTKAS3E B PETUCTPALUU
MEOULUUNHCKOIO U3AE/NTUA

* HeNoATBEPXKAEHME COOTBETCTBYHOLWMMM MaTepuanamm
N CBEAEHUAMMU, coaepHalWMMMNCA B PErMCTPALUOHHOM
Aocbe, KadvectBa, u (nan) adpdektnsHoctn, u (nnn)
6e3onacHOCTU MeaNLMHCKOro U3aenus;

® NpeBbIlLEHME pPUCKA NPUYUHEHUSA Bpeda 340POBbIO

rPakigaH " MeagmnumnHCKunX pa6OTHMKOB Bcneacrsue

NpPUMeHeHnA MeANLNHCKOro
3P PEKTUBHOCTBLIO €ro NPUMEHEHUS;

n3agenms Hapg,

® HeyCTpaHEeHUE BbIABNAEHHbIX HapyweHun u (nan)

HenpeacrasjaeHne JOKYyMeEHTOB MO 3arpocy.



\
S2C |  Q—" BHECEHUE U3MEHEHUI B PETMCTPALMOHHOE AOCHE

SKOHOMMHYECKaA
KOMMUCCHUA

MEPEYEHDb U3MEHEHWI, BHOCUMbIX B PETUCTPALIMOHHOE OCHE MEOANUNHCKOIO U3AENIUA B NEPUOL
OEVNCTBUA PETUCTPALLMOHHOIO YOOCTOBEPEHUA N HE TPEBYHOLLMNX HOBOW PETUCTPALIUIA:

1. CBeeHMA 0 3aABUTENE, BKIOYAsA CBEAEHMA O PeopraHn3aumm iopmuanyeckoro amua, o UsMeHeHUn ero
HaMMeHOoBaHUA NN GaMUINKN, UMEHU, aApeca MecTa }KUTeNbCTBa UHAUBUAYANbHOIO NpeanpuHUMaTens;

2. HanmeHoBaHUe megUUMHCKOro n3aenmus;

3. CocTaB NpMHAANEKHOCTEN, KOMNNEKTYHOLWMX U (MK) pacXoaHbIX MaTepManos;

4. NMoKa3aHunA No NPUMEHEHMUI0, 061acTU NPUMEHEHMSA, NPOTUBONOKa3aHUA, NOBoYHbIe 3D PEKTbI;
5. CBegeHuna o npoussoanTene MeanuMHCKOro Usaenuns;

6. CneunduKauma npomnsBoaNTENA NN TEXHUYECKME YCI0BUA (NP HANNYMK), KOTOPbIM COOTBETCTBYET
MeANLUHCKoe usaenue, n (Mnm) akcnayataumoHHaa AOKYMEHTaumMsa MeANLMHCKOro U3aenms.

Mpoussoautenb B TeueHne 2 mecaueB CO AHA BHECEHUA U3MEHEHUN B AOKYMEHTbI NpeacTaB/leHHOro
B paMKaxX perucrpaumMm MeaULUMHCKOrO u3aenus pPerncrpauuMoHHoro aocbe 06fA3aH MHUUMMPOBATb
npoueAaypy BHeCeHUA U3MEHEeHU B perucTpauMoHHoe A0cbe.

MNepeyeHb cBeaeHUN U AOKYMEHTOB, HeobXoguMbIX ANA BHECEHUA U3MEHEeHWWU, 3aBUCUT OT BMAA
BHOCUMMbIX U3MEHEHUMN.



\
(S C | | QR— NMPUOCTAHOBNEHUE WU OTMEHA AEACTBUA

SKOHOMMHYECKaA

Komccr (AHHYIMPOBAHUA) PETMCTPALUMOHHOIO YAOCTOBEPEHUA

MpuoctaHoBNEHME [eiCTBUA PErucTPauuMoHHOIO YAOCTOBEPEHUA OCYLUECTBAAETCA YNONHOMOUYEHHbIM
opraHom pedepeHTHOro rocyaapcTea B C/1eAyOLWMX CAyUYanX:

a) no pesyabratTam MOHUTOPUHTA 6630I'IaCHOCTl/I, KayectBa " Sd)d)eKTI/IBHOCTI/I MeaNUNUHCKUX M3AEI'II/IIZ B
I'IOCTpeI'VICTpaLI,MOHHbII‘/’I nepmnog - npu eblABAEHNN NOTEHLUMA/IBHOIO CEPLE3HOIO PUCKaA ONA O6IJ.I,eCTBeHHOI'O 3400p0BbA,

6) no pe3synbraTamM rocygapCrBEHHONo KOHTPOJ/IA 34 o6pau.|,eH|/|eM mMmeanumnMHCKUX Ms,u,enmﬁ - NpU HaIn4vynun
CBeﬂ,eHMﬁ o (I)aI'(TaX 7 O6CTOﬂTeIIbCTBaX, cosgarownx yrposy »umM3HM wn 3400PO0BbHO rpaxgaH U MeEANUUHCKUX
pa6OTHMKOB npu npmmeHeHnn n akcnayataumnn meanumHCKuX MS,D,eﬂMVI.

CpOK npnuocCtaHoB/AEHUNA ,D,GIZCTBMH PerncTpaumMoHHOro ygoctoeepeHmAa He MOXKET NPeEBbILWATb 6 mecAaues, npu
3TOM peain3auma n npuMeHeHne Taknx megnumnHCKnX M3A€I’IVII?1 B paMKax Coto3a He A0NnyCKakTCA.

OCHOBaHUAMM ANA NPUHATUA YNOJIHOMOYEHHbIM OPraHOM pedepeHTHOro rocyAapcTea pewweHus 06 oTmeHe
Aencremna (aHHYAIMPoOBaHUU) PErucTPaLMOHHOIO YA0CTOBEPEHUA ABNAIOTCA:

a) 3aABneHue NpPou3BOAUTENA WM €ro YNOAHOMOYEHHOro npeacTaBuTens o6 OTMeHe JelcTBuA
(aHHYNMpPOBaHMM) PErNCTPALLMOHHOIO YA0CTOBEPEHMS;

6) BblAB/NEHNE Cay4dYaeB NpeacraBieHUA 3aABUTENIEM HEOOCTOBEPHDbIX CBe,ﬂ,eHMl\;I, KOTOpble HE MOIN 6bITb
YCTaHOBJ/IEHDbI NPUN PErNCTpaunm meanunHCKOro n3aenna,

B) BCTyNMBLLEE B 3aKOHHYIO CUY peLleHne cyaa rocyaapcrea-yieHa Cotosa;

I') npeacrasieHne ynosiHOMOYEHHbIM OPraHOM TrocyaapcCrtBa-y4seéHa MO pPe3y/ibTaTamM ToCyaapCTBEHHOrO
KOHTPO/1A 34 O6paLLI,EHMEM MmeanunHCKUX M3ﬂ,eﬂMﬁ CBe,CIIEHMﬁ o (I)aKTaX “n 06CTOF|Te!'IbCTBaX, CO34a0WnNX yrposy Xm3Hu
1 340POBbLIO rpaxKgaH U meanumnHCKUX pa6OTHVIKOB npu npumeHeHnN N skCnayatTaunn meanumHCKOoro nsaenna,

LI,) yTpata MeaANUUHCKUM wmsgenmnem CrtatyCa meaunumHCKoro B CBA3UM C BHECEHUEM M3MEHEHUN B aKTbl,
CocCTaBaAoWwMmMe npaso Coto3za.



|
eI ... BblAAYA AYB/IUKATA PETUCTPALUOHHOIO YAOCTOBEPEHUA

SKOHOMHYECKasAa
KOMMUCCHUA

Ana Bblgaun pybnukata perucTpaumMoHHOr0O YAOCTOBEPEHUA 3aABUTENIO
Heobxoagumo o06patMTbCA B YNOJIHOMOYEHHbIX oOpraH pedepeHTHOro
rocygapctesa ¢ 3afAB/ieHMEM O Bblgade Aybnukata perncTtpaumMoHHOro
YAOCTOBEpPEHMUSA

B cnyyae nopum perucTpauMoOHHOro yaoCTOBEPEeHUA K 3asABJ/IEHUIO O Bblgauye
ero aybaunkara npunaraeTca UCNOpYeHHOe PerucTpaLMoHHOe yaoCcToBepeHue

B TteuyeHue 7 paboumx AHeNn CO AHA NONYYEHUA 3aABNAEHUA O Bblgaue
AybnuKata perucTtpaumoHHOro yao0CTOBEPEHUA YNOJIHOMOYEHHbIA OpraH
pedepeHTHOro rocygapctsa odopmnaer Ayb6AuMKaT perncTrpaumuoHHOro
yAoCTOoBepeHusa Ha b6a1aHKe perucTtpaumMoHHOro yaocTtoBepeHusa M BbigaeT ero
3aABUTENII0 WU HaNpaBAAeT ero 3aKa3HbiM MOYTOBbIM OTNpPaBAeHUEM C
yBeAoMNIeHneMmM O BpyYeHUmn




3K secen

SKOHOMMHYECKaA
KOMMUCCHUA

bnaropapto 3a BHUMaHue!

EBpa3suniicKas SIKOHOMUYECKAA KOMUCCUSA
JdenapTameHT TeXHUYECKOro peryimpoBaHuA OpmaHoBa lyabmupa AbytanmnosHa
M aKKpeauTauum
+7 (495) 669-24-00, po6. 5185
r. Mocksa, yn. JIeTHUKOBCKaA, 4. 2, cTp. 1 ormanova@eecommission.org



