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MuHHCTEPCTBO 3APABOOXPAHEHHA
Poccmitckoit @enepaunn

®EJIEPAJIBHAS CJIVXKBA 110 HAJI30PY i
B COEPE 3]IPABOOXPAHEHHS [ CyGbektam obparerns ]
(POC3/IPABHAJI30P) JIEKapCTBEHHBIX CPEICTB

Chassiickan . 4, crp. 1, Mocksa, 109074
Teaedon: (495) 698 45 38; 698 15 74

L. 5 200 w Ol — 759 /.?F
Ha Ne or Y

[_ O nonyyeHHu Q0CTYNA K NoaCHCTEMe _l
«BsiGopouHbifi kouTpoas» AHC
Pocinpassamsopa

Oenepanbhas cayxba 1o Hamsopy B chepe 3ApaBOOXpaHeHus: HHGOpMHUpyeT
CyObeKTOB OOpallieHHs JIeKapCTBEHHBIX CPEJICTB O BCTYIUIEHHH B cHity ¢ 1 mrons 2015 roaa
nonoxenuii PeaepanbHoro 3akoHa ot 22.12.2014 Ned29-13 «O BHeceHHH H3MEHEHHIT B
OQenepanbhpiii  3akoH «O6  obpamennn JEKapCTBEHHBIX CPEJACTB», KacalolUMXCs
00A3aTeIbHOCTH NPEAOCTaBICHHS B Poc3nipaBhanzop ceeneHmit o cepusx, napTHax
JICKAPCTBEHHBIX  CPE/ICTB, MOCTYNAIOWIMX B TIpakIaHCKuii obopor B Poccwuiickoii
Denepatuu.

B uensx onTMM3aumu mnpouesypel npeaocTaBieHHs YKa3aHHBIX CBEJEHHI
MexpernonanbHeIM HHPOPMALIMOHHO-AHATHTHYECKHM ynpasnenuem PocsapaBhanzopa
Hayata paboTa No NpeAoCTaBICHHIO EPCOHH(HULHPOBAHHOrO J0CTYNA (10rMH 1 naposs)
cyObekTam oOpalleHns JeKapCTBEeHHbIX CPeiCTB K HOBOI BEPCHH  MMOJICHCTEMBI
«BbiOOpouHBIi  KOHTPO/IB»  ABTOMATH3HPOBAHHOI MHOOPMALIMOHHOH  CHCTeMBI
Pocsnpasnanszopa.  Ilpoussomutensm u  umnoprépam JICKapCTBEHHBIX  CPE/ICTB,
paboTalolmMM B CTAapoOil BEPCHH B COOTBETCTBHHM ¢ MH()OPMALIMOHHBIM  [THCHMOM
Pocsnpasransopa Ne04M-1332/11 or 20.12.2011 «O npenocrasienun CBeZIeHHUI»,
HeoOXxo1uMo By et 3aperucTpupoBathes 3aHoBO. [Tox CYLUECTBYIOILLEH YYETHOMH 3aIHChIO
OyzeT 10CTyNeH apXMB C BHECEHHBIMH AaHHBIMH.

Jns  nonyvenus nepcoHM(pHUMPOBAHHOTO J0CTYINA cyObekram obpaltenus
JICKapCTBEHHBIX CPE/CTB HAICKHUT NPOHTH NMPOLEAYPY PErHCTPALMM C HCMONb30BAHHEM
thopmel, pasmewtenHoit Ha noprane Pocsapasransopa www.roszdravnadzor.ru s paszene
«DNEKTPOHHBIE CEPBHCHI», CEPBHC «ABTOMATH3HPOBAHHAN CHCTEMA «Bp16opoyuHbIii
KOHTPO/Ib»» (npAMas cebiika Ha pasaen http:/roszdravnadzor.ru/services/vk_ais).

Tenedon mns cnpasok: (495) 625-66-61.

Tenedon Texnunueckoit mogaepxin (495) 255-23-76.

[Mpunoxenue: va 8 1. B 1 7k3. /
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(495) 698-38-70


http://www.roszdravnadzor.ru/
http://roszdravnadzor.ru/services/vk_ais

[Ipnnoxenue k nucsmy Pocsapasransopa
o1/ 1745 2N Ne oty 752 (s~

PEAEPAALHAR CAYXEBA NO HAA30PY
B COEPE 3APABOOXPAHEHMA

ABTOMATU3UPOBAHHAA CUCTEMA BHECEHWUSA CBEJEHUN
"BbIBEOPOYHbIA KOHTPO/Ib"

MHCTPYKLUMA MO BHECEHUIO CBEAEHWUI O BbINYCKE IEKAPCTBEHHbIX CPeACTB
BO BHELWHIOK noacuctemy «BbiBOpOYHbIA KOHTPONbLY

Onucanue paboTbl € CUCTEMON M NEPEXOA K CUCTEME PacnoNOXEHb! HA caiTe Poc3ppasHansopa B paspene
4« INEKTPOHHbBIE CEPBUCHIY, CEPBUC K ABTOMATMIMPOBAHHAA CUCTEMA «BbIGOPOUHBIM KOHTPOALY »

MNpaman ccoinka gna exoaa (web-agpec): http://vk.roszdravnadzor.ru

Ccbinka Ha paspen caira PocagpasHagsopa: http://roszdravnadzor.ru/services/vk ais

Mocksa - 2015


http://vk.roszdravnadzor.ru/
http://vk.roszdravnadzor.ru/
http://roszdravnadzor.ru/services/vk

1. NOAAYA 3AABKU HA PETUCTPALIUKO B CUCTEME

Lna nogaym 3anskm, Heobxoanmo nepenTn no ceoinke «PETMCTPALUMA HOBOMO NMONb3OBATENA» Ha
IKpaHe asTopu3auum B cucteme (cm. Puc. 1)

Mmpmlwlm

AN paruCcTPALINN HOBOrO NONBIOBATENA NPONAMTE NO CCBINKE

"PECUCTPALIMA HOBOIO NOJIb3OBATENSA"

W NOCNE SANOANEHNA OXHABNTE NICEMA C NOMHOM W N3PONEN.

Puc. 1 IkpaH aBTOpU3aLMM NONb3OBaTENA

Mpu nepexoae no CCbKE OTKPLIBAETCA GOPMa BHECEHWA AAHHBIX O PErMCTPUPYEMOM NONb3OBaTENe.
06s3aTensHbie NONA OTMeYeHbl * (cm. Puc. 2).

KapTouKa 3asBKM Ha PerucTpaumio BKAKYaeT cnegyowmin Habop nonei:

—  MNonHoe HaUMEHOBaHWE OPraHn3aUuK;
—  COKpawWeHHOe HAMMEHOBAHWE OPraHu3aumu;
- WHH;
~ OrFPH;
-  ®.1N.0. pykoBOAUTENA OPraHu3auum;
~  Opuaunueckuit agpec opranmsaumm (MHaexc, Pernon, PaioH, Hacen@HHbii NyHKT A0M 1 T.4.);
~  NoytoBbiit agpec oprannsauum (MHaexc, Pernox, PaitoH, HacenéHHbIi NYHKT AOM M T.4.);
~  E-mail opravusayum;
—  Tenedou/Pakc opravmsaumm;
~  ®WUO ynonHOMOYEHHOTO COTPYAHMKE (Gamunus, MMa, OTHEeCTBO);
~  [DonkHOCTb COTPYAHMKA,
—  E-mail ynonHOMOYEHHOr0o COTPYAHUKA;
~  JloruK (enaemoe uma NoNb3OBaTENA);
| TN OPraHU3aLMmn: BoINAA30OWKMIA CNPaBoYHKUK «[poun3soauTENb» MAKM «OpraHn3aums, OCYLLECTBNRIOWAR

8803 NEKAPCTBEHHbIX CPeACTs B Poccnickyio Pegepauuion.
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Puc. 2 Kaprouyka perucrpauuu nonb3osarens

Nog $opmoit pacnonoXeHsbl KHONKK «MTPUMEHMTLY U «BEpHYTLCAY, MPU HaKaTUM KHONKK «BepHyTbca»

NPOMCXOAMT BO3BPAT Ha CTPAHMLUY 3BTOPM3ALMK. TP HAKATUM KHONKKM «MPUMEHMTLH NPOMCXOAAT

NPOBEPKK 33aNONHEHNA 0OA3aTeNbHLIX NONeH, KOPPEKTHOCTH e-mail n WHH, He 3aperucrpuposaHa v

OpraHu3aumMs C gavHbiM MHH 8 cucteme, Ecnm Bce npoBepku MPOWAEHbI YCNEWHOo, MOABAAETCA

coobuienme «Baw 3anpoc Ha PEerucTpaumMio NPUHAT CUCTEMOM. OXMAANTE NUCBMO C Pe3yNbTaTom

pPaccMoTpeHua Ha e-mail ynonHOMOYEHHOro COTPYAHMKA. Y

Nocne NOATBEPWAEHMA PErMCTPAUMKM AAMUHUCTPATOPOM CUCTEMBI, Ha e-mail yNnONHOMOYEHHOro

coTpyaHmka ByayT oTnpasnedsl AaHHbie, Heobxogumbie ans BXoAAa B8 cuctemy. B cnayvyae oTkasa 8

perucTpauum B nuceme ByaeT yKa3aHa NpUHMHA OTKa3a.

Mocne BxoAa B CUCTEMY, NONb30BaTeN0 ByAyT AOCTYNHLI HECKONLKO Pa3Aenos:

Homsocmm Beoa nasssix Nusnsin wabuser

MucTpysums TeXsnYecKkan NOAREPKS NONKIORATEAeN

—~ B pa3gene Hosoctu nyBAMKYIOTCA HOBOCTY, Kacaowmeca paboTbl nogcucTems!.



Pasgen BBOg AaHHLIX NPeAHa3Ha4YeH ANA NPOCMOTPA YXKEe BHECEHHbIX KapTo4eKk No BbinyCcky
NIeKapCTBeHHbIX CcpeacTs (aanee — JIC) U ANA BHECEHMA HOBbIX Kaprouek (cm. nyHkT 3 - Bsopg
AdHHbIX).

Pazgen NlnuHbiin KabuHer npeaHasHaveH A4NAa NPOCMOTPA AaHHbIX, BHECEHHbIX NPU pPerucTpaumm, a
TaKMKe KOPPEKTUPOBKM AAHHLIX NO CKNAAAM (CM. NYHKT O = /luunbiid KabuHer).

Pa3pen UHCTPYKUMA NO3BONAET CKa4YaTh MHCTPYKUMIO No paboTe ¢ cuctemoin.

B pasaene TexHUYECKan NOAAEPIKKA NONb3OBaTENeH NPEACTAB/IEHb! KOHTAKTHLIE AaHHbIe CNYKObI
TEXHUYECKOW NOAAEPHKKM, KOTOPOIH MOXHO 334aTb BONPOC, Kacalowmica paboTtel B cucteme.



2. INMHbIA KABUHET

B nuyHOM KabuHeTe OTPaaloTCA 3a3ABNEHHbLIE [AaHHbIE O npowsBoauTene/ OpraHu3auum,
OCYWECTBNAWEN BBO3 NEKAPCTBEHHbIX CPEACTB B Poccuitckylo Peaepaumio, a Takke MHGOpMauma o
cKnanax.

Echm «Tun opranmsaumm» = «OpraHn3auMa, OCYWEeCTBAAIOWAR BBO3 /NEKaPCTBEHHbIX CPeacTs 8
Poccumnckyio Pepepaumion, TO NPOUCXOAMT BbIGOP CKNapa M3 peectpa 0OBEKTOB AEWUCTBYIOUWMX
NMUEH3WM Ha (apMaueBTUYeCKYI0 AeATeNbHOCTb. [NA  KamAaoro oO6bekTa ecTb BO3MOXHOCTL
WCKNIOMEHUA M3 CNUCKA CKNAA0B, ECNM A3HHbIM OOBLEKT HEe MCNONL3YETCA B AAHHOM KayecTse,

Ecau «Tun opranusaumu» = «[poM3BOAMTENLY?, TO NOMb30BaTeNt A06aBnAeT 06bLEeKTHl BPYYHYlO B
KapTOMKY OPraH13aumu.

Monb3oBatens CaMOCTOATE/NIBHO MOMET NOMEHATL Homep TenepoHa M e-mail ynoNHOMOYEHHOro
COTPYAHMKA B KapTOUKe.

IHanocrw Daod sarmeix Nevmain waboner MucTpywiins TEXMMECRa N NOLASP MNE NOALIORATHARE
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Puc. 3 Kaprouka opranusauum B pasgene "/Inunbii kaburer"




3. BBOZ, IAHHbIX

Buecenne cseaeHuit 0 sbinycke JIC npoucxoauT yepe3 pasgen Bsog A3HHBIX HAKATUEM KHONKK
«o6asutbn:

[l (eubepnre Tun 11C) V[l Acrmve V|

B pesynerate Gyaer OTKpbiTa GOPMa BHECEHWA AaHHbIX O BbinyweHHoW 8 obpawewnve cepun /1C.
KapTouka BHeCeHMA CBeAEeHMI npeacTasnexa Ha Puc. 4
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Puc. 4 KapTouka BHeCeHus cBeAeHui O BbinyweHHom B obpawenue J1C

O6s3atencHble nons nomeueHbl *. Boibop /IC npoucxoautr w3 locypapcrsewHoro peectpa /1€

(http://gris.rosminzdrav.ru/, panee - TPAC),

MNepeyeHb BHOCUMbIX NONEH NpuBEAEH B Tabanue Hxe.

Ne n/n Mone 3anonHeHue
1 Toprosoe HaumeHoBaHue renc
2 MHH renc
3 Ynakoska FPNC, npeaycMOTpeH py4HOH BBOA AaHHbLIX B
CNy4ae HaNnM4YMA TONLKO TEKCTOBOTO
npeAacTasneHun
4 NpounssoauTtens, CrpaHa renc
5 PY (Homep v aaTa perucrpauum) reac



http://erls.rosminzdrav.ru/

Ne n/n Mone 3anonHexue

6 FNC nan ®C renc

7 WHBAN ®nar [a/Her

8 CoaepuT MHAWBUAYANbHYIO ®nar fa/Her
KOAMPOBKY YNAaKOBKM

9 Bnepsbie Beo3umoe J1C ®nar [la/Her

10 Bnepsbie npounisogumoe J1C ®nar fla/Her

11 Ne cepuun Tekcr

12 O6vem cepumn (napTum), BoINYLWEHHON Uenoe uucno
B8 rpaxpaaHckuit obopor

13 Oeknapaumsa o -
coorsercreun/Ceptuduxar
COOTBETCTBUA

13.1 ®ain 3arpyxaertcs ¢ain c geknapaumnen unu

cepTudukaTom

13.2 Homep TeKkcToBoe none ANs BHECEHUA HoMepa

Aexknapauumn unu ceprudukara

133 [arta perucrpauum Aara

134 Ha3ssaxue opraum3saumu, kotopoi /IC | Kpatkoe HaumeHoBaHue opraHu3aumuu, KOTopon
BbINYLWEHO B rpaxaanckunii obopor NC BbinyweHo 8 rpaxaaHckuin obopor (kem
(kem NpUHATA AeKNapauMA O NPUHATA AeKNapauma O COOTBETCTBMM UK HA
COOTBETCTBUM U/IX HA KOTO BbIAAH KOro BblaaH ceptTuduKaT COOTBETCTBUA)
cepTMPMKAT COOTBETCTBUA)

135 [exknapauua o TexkcroBoe none BBOAA KPATKOro
cootsercTeun/Ceprudukar HaMMEeHOBaHWe opraHa no ceptTuduraumnm
coorsercraun. Oprad no
cepTuduraumm

14 MecToHaxoXaeHWA NeKapCcTBeHHOro
cpeacrea
14.1 Aapec cknapa Cxknaapl M3 nu4HOro kabuHera
14.2 O6vem napTum Yucno (06vém napTum B KOHKPETHOM CKnage)

N5 COXPaHEHUA BHECEHHbLIX AaHHbIX HEOBX0AMMO HaXaTb KHONKY «MpumenuTb», OBasaTensHbie nons

nomeuensl *, Buibop /IC npoucxoauT u3 lNocyaapersenHoro peectpa JIC (http://gris.rosminzdrav.ru/,
panee - FPNC). B caywae, ecamn JIC He 6bino HaiaeHo B cnpasouHuke MP/IC, veobxoaumo nepeitv no


http://grls.rosnninzdrav.ru/

CCbINKE, PACNONOKEHHOM CNPaBa OT BbibOpa TOProBOro HAMMEHOBAHMA M 33NONHUTL NPEANOKEHHYIO
dopmy ¢ ykazanmem aauubix 0 JIC (TH, MHH, ynakoska, npoussogutens, cepus, Ne n aata PY), a Takxe
NPUKPENUTL CKAHUPOBAHHYIO KONMIo PY. MUCbMO € AaHHbIMKM NO npenapary, Gyaer otnpasneHo Ha
noyTty Poc3gpasHagsopa.

Puc. 5 ®Popma BHECEeHUA CBeAeHM 0 BbinyweHHom B obpawenume JIC,
orcyrcrsyowem 8 NP/1C

MNpw coxpaveHun nposepseTcs 3anonuenune obasarenpHbix noneir, a Takwe coorsercreme obuwero
06bema cepum (NapTum), BLINYWEHHON B rpamaaHckuin 06opoT, cymme 06bEMOB NapTUIA Ha CKNaaax.



