aad

REHTPUHOOPM
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Mockaa, 22 nutoHs 2017



Il1aH npe3eHTanuu

OO0mye NPUHIUNBI PErHCTPANUN YYACTHUKOB JKCIIEPUMEHTA
Perucrpauus pesuaenra Poccuiickoun deaepauuu u
IIpeacTaBuTebCTBA HHOCTPAHHOIO AEPKATEISI PErUCTPALMOHHOIO

YAOCTOBECPCHUSA

Perucrpanysi FHOCTPAHHOIO JIeP:KATEJIS PerncTPAIIMOHHOIO
YA0CTOBEpPEeHUs

OcHoBaHus 1JIsl 0TKA3a B perucTpanuu



OO01mue NPpUHIMIIBLI PErHCTPALIMU YYACTHUKOB
JKCNEePUMEHTA

Bce cBegenust B UC «MapKuUpoOBKa» 00 y4aCTHUKAX 3arPyKAOTCH U3
peecTpoB coorBeTcTByrOImux ®OUB

Jyist perucTpanuu y4acTHUK J0J5KeH uMeTh Y KOII (Ha pykoBoauTe s
opraHu3anuu) — cM. Bomnpoc 1.

PeFI/ICTpaHI/Iﬂ OCYIIECCTBJ/IACTCH HA OCHOBAHHUM 3J'I€KTpOHHOﬁ 3asiBKH



Perucrpanus pesunenra Poccuiickoit @enepanuu™ u IlpencraBuresbcrea
NHOCTPAHHOTO JIeP/KATEJIsI PerHCTPAIHOHHOT0 yaocToBepeHus (mar 1 u3 3.2)

1 mar — BbIOOP KOMIIOHEHTA

Jlis peructparuu Ha [Toprane nalog.ru HeoOXoauMO HaXkKaTh HAa TUIIEPCCHUIKY
«Peructpaius» 1 B HOBOM OTKpBIBIIEHCS BeO-(opme BbIOpaTh pazaen «MapkupoBka

JICKaApCTBCHHLIX CPCACTB»

& PEFUCTPALIMS %1 BXOA

Peructpauus B cucteme l

‘ 1 Beibop cnerems: > > ‘

= MEHO  TJIABHAA

(GR) onrocon WHOOPMALIMOHHIN PECYPC

BriGepwnTe, noxanyicTa, CMCTEMY MEPKUPOBKW:

MapkHoonKa MeXonsid WaaanuE

MapsnpoBka nexapcTBEHHLIK CRencTs

*HpOI/BBOZ[I/ITeIIB, OpraHu3alus ONTOBON TOPTOBIM, MEIUIIMHCKAs OPraHU3alMs, allTeYHAs OPTaHU3aLIHs



Perucrpanus pesunenra Poccuiickoit @enepanuu™ u IlpencraBuresbcrea
NHOCTPAHHOIO JIeP/KATEJIsI PErHCTPAIHOHHOIO0 yaocToBepeHus (mar 2 u3 3.2)

2 mar — Hacrpoiika LI
3asiBKa Ha pEruCTpaInIo T0JKHA ObITh ojanucana ceprudukarom Y KOII.

JI7151 TOTO IOMOTHUTENIBHO JOKHO OBITh YCTAHOBJIEHO MPOrpaMMHOE 00ecTiedeHue,
cepTU(UKaThI KII0YeH MPOBEPKH JICKTPOHHOM MOJIMKUCH 1 BHITIOJIHEHBI HACTPOMKH.
JIJ1s OCyIIIeCTBIICHUS TTPOBEPKU CIEAYET HAXKATh HA KHONKY «HauaTte mpoBepky».

[JIAEHAR & PETUCTRALMA &8 200

oHC POCCHH MHOOPMALIMOHHBIA PECYPC

PerucTpaums B cucTeme

2 faeTeoes S |l)

HacTpoiica 3LN0

Onm paSoter = awu=ow xabv-sre Dew nonsooGamse €3 OnepaymorHaR cuzTems
o colen .

ANSKTHORHSA NDAMFGS W NDOTEEMMSL CEECTIENMEIIDLME SALLATY OC Windows 7 win HO /Mas 05 X 10.8 une HoEee
uHpopMaLYM.
Hen BEanAus BLnon=UTs NposenTy

@ Gpayzepu

Epayzep Internet Explorer 10 wnn Hosee, Safari
HERRCeCTT CHAYETH NPEyE) HA Calme Microsot
& Mporpavsas

Mnarvs KpunteNpo ang Opayaepa Internet Explorer, Safari
CHAUENTS 14 BEMBOUMTE nnans Kpenmolpo
MHeTpyLmA Mo yoTaroske nnamHa Kpunmelpo

@ NO Kpuwntolpo 2epcun 3.6.7777 unu Hogee
WiTakosMTe M 3anyCcTUme Kpunmolipo
MreTpyiwa no yoTonooke Kpunmolipo

MIOOTEDN Te- WSC o NOATe e, [N PETHCTDaMUMA HENDEEETE NACKMD N0 Sapecy. elp@oenie-infom ru SepouA Noancsesaa (1.0.3.5) S Z005-2017 SHC Poconw




Perucrpanus pesunenra Poccuiickoit @enepanuu™ u IlpencraBuresbcrea
NHOCTPAHHOIO JIeP:KATeJIsl PerHCTPAIMOHHOTO yaocToBepeHusn (mar 2.1 u3 3.2)

2.1 mar - B ciy4ae HeyCHEeHOM TPOBEPKU CEPTUPUKATA KITFOUEH FIIEKTPOHHOM
NOJAMKUCH, OyJET BBIJIAHO CJIEAYIOIIEE COOOIICHUE:

PEFMCTPBL[MSI B cUCTeme

Prman

HaeTpoika 3LN

nA pafioTel B NMMHOM KaBvHeTe Bam noHagobuTes
ANEKTPOHHEA NOANACE W NPOTPAaMiel, CESCNEYMBAKLIWE 3ALWTY
WHbOpMaLMA.

Heobx0auMo BLINONHKTE NpOSepy

@ OnepsaunorHan cucrema
OC Windows 7 wnn Hoeee / Mas 0S X 10.8 vnn HoBee

0. Epayzeptl
Epayaep Internet Explorer 10 unn Hoeee, Safari

HauaTh npoaepky
- CrkayaTs bpayaep Ha canTe Microsoft

@ Tporpammel
Mnarva Kpuntolpo ana Gpaysepa Internet Explorer,
Safari
CrayaiiTe W BRNO4YMTE nnarnH Kpwnmolpo
WHCTRYKUMA No yoeTaHoeke nnarkHa Kpurrollpo

@ NO Kpunrolpo sepcun 3.6.7777 nnu Hobee

YeraHoeuTe M 3anycTute Kpuntollpo
WHeTpykuma no yetadoeke Kpuntallpo

Cneayiolwmi war Hazan

[Tociie ycnenHou npoBepKku cepTuuKara KIHOUeH JIEKTPOHHOW MOoANUCH, OyIeT
BBIJJAHO COOOIIEHUE U aBTOMATHYECKH COBEPIIICH NEpexo] Ha PopMy 3aroTHECHUS
PEKBU3UTOB 3aBKU HA PETUCTPALIUIO



Perucrpanus pesunenra Poccuiickoit @enepanuu™ u IlpencraBuresbcrea
HHOCTPAHHOIO JIePKATEJIS PErHCTPANUOHHOIO ynocroBepenus (mar 3 us3 3.2)

3 mar — 3anoJHeHue PpeKBU3UTOB

B kadecTBe 3HaUeHUA BbIOOpa « Byl yuacTHUKay U3 MPEITI0KEHHOTO CIIUCKA
otMeTUuTh «Pe3unent Poccurickon Penepanumn» ninu «lIpencraBurenbcTBo
MHOCTPAHHOTO JIEPKATEJIS PErUCTPALIMOHHOTO YA0CTOBEpEHUs». Jlanee Heo0XoauMmo:

1) Buectm agpec IEKTPOHHOM ITOYTEHI.

2) BriOpath cepTuduKaT 37EKTPOHHOM MOIITUCH.

= MEHH [JIABHAA & PETWCTRPALIMA 1 BXOA

(GR) oncroon WHOOPMALIMOHHLIA PECYPC

PervcTpauwsa B cucteme l
3 s |

JANOJIHKTE PEKBH3IHUTDI

Brg yHECTHIKE: BNEKTPOMHER NouTA:

PeaupsHT Pocowiccon Mensname

d]

Beibop ceprvibukaTa

&+ 3aperMcTpYpOBATEGR Haasan
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Perucrpanus pesunenra Poccuiickoit @enepanuu™ u IlpencraBuresbcrea
WHOCTPAHHOIO JIePKATEJI PErUCTPANUOHHOIO0 ynocroBepenus (mar 3.1 us 3.2)

3.1 mar - [Tocne 3anosHeHUs BCeX PEKBU3UTOB (hOPMBI 3a5IBKU Ha PETUCTPALUIO

HEOOX0IMMO Ha)KaTh Ha KHOIIKY «3aperucTpUpPOBATHCS.

Peructpayns B cucteme

Brifop cHoTeME Hactposska LN

3 JanonncHue PEEDHINTOD

JANDNHHTE PEKBHINTEI
By yyacTau KA TnesTEoHEEA NoYTa:
PeavnesT Foconiicond Peseoalp - l [ |
l ¥ nane 3NeKTRAHNEA NOYTE HENPERWL AW GOPUAT JAR6CE AALKTROHEOR MoYTL ]
FIHH WENHNHA WA UTHRCTED
TTA0A0C2R Hzaxnm L A=z anam

Bwfion capratsrsTs

# cepradmiat

2 290032017 7-53-35 no: 29.03.2018 8:08:16

Mpraciesain s

WHH: 7 ¢ RIN:

Bragensy:

Brinuean was Heamea Mesd Mesuraa
JAomesocTe: Teoramaih muoseETop

i D1EGEIFALCL S0 TFIALASL LAFEC I TEICIIDA

i JapenpaposaTcn Hazan

MopTan Tem-=eRed NoASessm. [ DEMMCTRaYS HEMpASETS MHCLW N sapedy: heip(@oenter

€ 2005-2017 24T Poogiw



Perucrpauus pesugenta Poccuiickoin @enepanuun™ u llpeancraBureabcrsa
HHOCTPAHHOIO JeprKaTeis PerucTpPauMOHHOr0 yaocrosepenus (mar 3.2 u3 3.2)

3.2 mar - Heo6xoauMo noamnucars 3asBKy Ha pETUCTpallfi0, HaKaB B HOBOM
IMaJIOroBoM OKHE KHOTKY «Iloamucars u ornpaBuThy. [locie aToro Oynet BeIAaHO
COOTBETCTBYIOIIIEE cooOIIeH e . Pe3ynbrar aBToMaTnueckoil 00pabOTKHU 3asBKH OyieT
HAIpPaBJICH HA YKAa3aHHBIN B 3asIBKE aJIPEC AIIEKTPOHHOM TTOYTHI.

4, Moanwce 3aRBKKM Ha pernCTpPaLMIO

. Ceprudmrar

o 903 T T-08:3% mo: F5.00.2018 370876
Chpramnsdoe® . - . L

HHH i

Brageneuy: & —_—

Pl s v o anecs Jums Cm-ces
Donmmocie: Tecromemw Sasestcg

Baass: ZATEST

* fLdeUEmSNEE TEEPLER®TL. 05"
cubject_register acbion ide*110%=
wrubiesgn
sfinsimzmon Hmze Ewasamess f1ms
a1 = ol ema i 1
Liom» T 2y ixny
£/ sub]ecty
£ meby et Tegimtezs

</ documant ey

[NABHAS

(@) wcrcom  UHOOPMALMOHHBIA PECYPC

PervcTpauuna B cucTeme I

Jassnenwe k3 perncipumi smnpasneye. Ha Bew agpac anexrpokH0R noyTal Gyier EHCIEH DEIYNLTET PACCNTTPEHAR SAREKN.




Perucrpanusi HHOCTPAHHOTIO JIEPKATEJISA PEruiCTPAIIMOHHOIO
yaocroBepenus (muar 1 u3 3)

1 mar — BbIOOP cuCTEMBI

Jlns peructpaiuu Ha [Toprane HeoOX0AMMO HaXKaTh HA TUIIEPCCHUIKY «Perucrpamus» u
B HOBOW OTKpHIBIIEHCS BeO-(hopMe BbIOpaTh paznesl «MapKupoBKa JEKapCTBEHHbBIX
CPEACTBY

= MEHH [JIABHAA & PETWCTRPALIMA 1 BXOA

(GR) onrocon WHOOPMALIMOHHIN PECYPC

Peructpauus B cucteme l

‘ 1 Beibop cnerems: > > ‘

BriGepwnTe, noxanyicTa, CMCTEMY MEPKUPOBKW:

MapkHoonKa MeXonsid WaaanuE

MapsnpoBka nexapcTBEHHLIK CRencTs
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Perucrpanusi HHOCTPAHHOIO AEPKATEs] PErUCTPALUOHHOIO
yaocroBepenus (mar 2 u3 3)

2 mar —nponycTuth HacTpoukKy JIII u HaxkaTe Ha KHONIKY «Caenyoumuii mar». B kauectse 3HaueHus «Bung
y4aCTHHKa» HEOOX0IUMO BbIOpaTh « IHOCTpaHHBIN JepKaTeab perucTPaMOHHOTO yA0CTOBEPEHUSD U 3alIOJIHUTD
CIEAYIOLIHAN COCTaB CBEACHUM:

AJlpec dNEKTPOHHOM MOYTHI;

Howmep perucTpaniioHHOro y10CTOBEPEHUS U 1aTa rOCYJapCTBEHHON pErucTpaliy JIEKapCTBEHHOTO IIpenapara
(Ha KOTOPOE UMEETCS] COOTBETCTBYIONIAS! JOBEPEHHOCTh). YKa3bIBAETCS JIFOOOE U3 3HAUCHUI 3asIBICHHBIX
PErUCTPALIMOHHBIX YIOCTOBEPEHH B paMKaX SKCIIEPUMEHTA.

HanmenoBanue opranuzanuu;
OUO pyKOoBOAUTENS;

KonTakTHbIN TenepoH

= MEHK FNABHARA &+ PETUCTPALIMA =1 BXO[

(G ovcrocom WHOOPMALIMOHHBIA PECYPC

P‘eruc*rpauwﬂ B CUCTemMe |

JAMONHHTE PEKBH3MTBI
B yaacmamsa: AnaxTRONHER NOYTED
LAHOETEAHHE A BEfETaNE DeriETESLROHHOND Y ROCT OB d i - l E g l
[ ¥ MORA SCK TR TROSTE SRR 0 RMET QARG AN ENTROMIOR NoYTh ]
Anancr MHH e poryaecToBEpeHNA SN Bara peryaocTooepetns AN
| J | J | -]
HauMeHOBIHHR OPraskIaunm MO KoHTRKTHER Tenedon

11
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Perucrpanusi HHOCTPAHHOIO AEPKATEs] PErUCTPALUOHHOIO
yaocroBepenus (mar 2.1 u3 3)

2.1 mar - Ilocie 3anoHEHUsT PEKBU3UTOB JIEKTPOHHON (POPMBI HEOOXOIUMO HaXKaTh
Ha KHOMKY «3aperucTpupoBaThcsi». [locie oTrpaBKu 3J€KTPOHHOM 3asIBKHU Ha
pEruCTpaIo OyIET OTKPBITA (POpMA C COOTBETCTBYIOIIUM COOOIIEHUEM.

[TIABHAA & PETUCTRALIMA <8 2X00

(@) screom HOOPMALIMOHHbIR PECYPC

PerucTpauuAa B CUCTeME I

Jasanenme ra perncrpaume sinpaanene. Ha Baw agpec anewTporyon novTyl yaet swcran peynbTar paccNOTREHMA 33REKN,
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Perucrpauust MHOCTPAHHOIO JIePKATEJIS PEruCTPALUMOHHOIO
ynoctoBepenus (mar 3 u3 3 — yreep:kaenne 3aaBku P3H)

[Tocne mogaum 3NEKTPOHHOU 3asIBKH OPUTHUHAIIBI TOKYMEHTOB, IMOTBEPKIAOIINE
IIPaBO MPEIOCTABICHNS UHTEPECOB NHOCTPAHHOTO Aepxareins PY, u 3asBieHre Ha
y4acTHe Ha JOOPOBOJBHOM OCHOBE B DKCIIEPUMEHTE [0 YCTAaHOBICHHOM (hopMe
JOJKHBI ObITh HE TT03/1Hee 10 KameHaapHbIX THEH ¢ MOMEHTA MOJA4YM SJICKTPOHHOU
3asBKM IpeacTaBieHbl B Poc3apaBHan3op o aapecy: 109074, Mocksa, CiiaBaHcKas
Iomanap, 1.4, crpoeHue 1

CBelieHus 0 pe3ynbrarax paCCMOTPEHUSI PEMICHUS O PETUCTPALIMA HHOCTPAHHOTO
nepxarens PY B kauecTBe ydyacTHHUKA DKCIIEpUMEHTa 0()OPMIISIOTCS
Pocsnpasaaazopom B Komnonente MJIJIII B cocrae UC «MapkupoBka» B
TeueHune 1 paboyero Hs CO AHS MPUHATUSI COOTBETCTBYIOIIETO PEIICHUS

B cnyyae Hanmurst OCHOBaHUM U1 OTKa3a B PETUCTPALAUN HA AJIEKTPOHHYIO MOYTY
3asIBUTEIIS, YKA3aAHHYIO B 3asIBKE HA Y4aCTHE B DKCIIEPUMEHTE, OTIPABISCTCS
ONMCAHUE OCHOBAaHUS OTKA3a
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OCHOBAHUA IJIAA OTKA3A B PETUCTPALIUU

Pesupent PO IIpencraBuTeILCTBO HHOCTPAHHOIO HNuocTpannsblii gepxkarenb PY
aepxarens PY

*  OrcyrcrBue YKOIII pykoBonutens *  OrcyrcrBue YKOIII pykoBoguTemns *  OrtcyrcTBHE CBEIEHUN 00
OpraHu3aIluy 3assBUTEIS WIN OpTaHU3aINH 3asBUTEIIS W YKa3aHHOM B 3asIBKE
HECOOTBETCTBHE JTAHHBIX BIIAJIEINbIIA HECOOTBETCTBHE JTAHHBIX BIIAJIENbIIA pPETUCTPAITHOHHOM
KBATH(UIIUPOBAHHOTO cepTH(HUKaTa KBATU(UIIMPOBAHHOTO cepTU(UKaTa yanoctoBepenuu JII1 B
JTAHHBIM PYKOBOIHMTESI OpTraHU3aIiH TAHHBIM PYKOBOIMTESI OpTaHU3aIHH [ocynapcTBeHHOM peectpe
3asIBUTEIIS. 3asIBUTEIISL. JIEKApCTBEHHBIX CPEJICTB JIIsS

MEAMIIMHCKOTO TPUMEHEHHUS.
*  OtcyTcTBHE CBEIEHUHN O PETUCTPALUU
IOPUANYECKOTO JIUIIA U/UITH

HHIWBUAYAJIBHOTO IMPEANTPUHUMATCIIA
s ETPIOJI / ETPUII (@HC Poccun)

*  OTcyTCTBHE CBEIICHUN O HATMYUU
JIUIIEH3UHU Ha IPOU3BOACTBO

JIEKapCTBEHHBIX cpelcTB B EnnHom *  OrcyrcTBHE CBeIEHUH O JEHCTBYIOIINX *  OtcyrcTBHE NOJIOKHUTETHEHOTO
peecTpe JUIEH3UI Ha TPOU3BOACTBO 3anucax B [ocynapcTBeHHOM peecTpe pemienus ot Poc3apaBHanzopa
JIEKapCTBEHHBIX CPEJICTB aKKpEIUTOBAaHHBIX (PUIINAJIOB, 00 yyacTHH B 9KCIIEPUMEHTE
(Munnpomropr Poccumn) MIPEJICTaBUTEIHCTB MHOCTPAHHBIX

opuandeckux jun ®HC Poccun
e OtcyrcTBHE COOTBETCTBYIOIIEH
nuieH3uu B EnuHom peectpe
TUIEH3UH Ha (hapMalleBTUYECKYIO U
MEIUIUHCKYIO 1€ATE€IbHOCTh
(Poc3npaBHaa3op)
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Cnacu6©o 3a BHUMaHue!

busnec-ananntuk

VYrpanenus geaepaibHbIX IPOCKTOB
AO "UentpUuadopm”
v.verbitskaia@center-inform.com
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