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06 yTBep>XAEHUH NOPAIKA BENCHHMS rocyﬂapCTBeHHoro peecTpa 3aKII0YeHHH
0 COOTBETCTBUH NPOU3BOAUTENS (MHOCTPAHHOTO IIPOM3BOJMTENS) IEKapPCTBEHHBIX
CPEZCTB [JIs BETEPUHAPHOr0 NIpUMeHeHNs TpeOOBaHUAM IPaBIJI HaJIexXalleh
[IPOM3BOJCTBEHHOM MMPAKTHKH

B coorBetcTBHE ¢ IyHKTOM 8.1 cTathn 5 ®enepanbHOro 3akoHa ot 12 ampens
2010 r. Ne61-®3 «O6 obpamiennn nekapcTBeHHBIX cpencTe» (Cobpanue
3aKoHonaTenbcTBa Poccuiickoit ®enepanum, 2010, Ne 16, c1. 1815; Ne 31, cr. 4161;
Ne 42, cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, c1. 3446; Ne 53,
cT. 7578; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098, Ne 43,
ct. 5797, Ne 52, ct. 7540; 2015, Ne 10, ct. 1404, Ne 27, c1. 3951, Ne 29, ct. 4359,
cr. 4367, ct. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9, Ne 23, ct. 3287, Ne 27,
cr.4238), mymkrom 5.2(1).18 mnocranoBnenus IlpasurensctBa Poccuiickoi
Genepanu ot 30 mrons 2004 r. Ne327 «O6 yrBepxpeHuu llonoxeHus o
QenepaipHOit Clnyx0Ge [0 BeTePHHAPHOMY M (UTOCAHHTApHOMY HaI30py»
(Poccuiickas rasera, 2004, 15mons 2004 r.; CobpaHne 3aKOHOIATENIHCTBA
Poccuiickoit ®enepanun, 2005, Ne 33, cr. 3421; 2006, Ne 22, cr. 2337; Ne 26,
cT. 2846; Ne 48, ct. 5035, Ne 52, ct. 5587; 2007, Ne 46, c1. 5576; 2008, Ne 5, ct. 400;
Ne 25, ct. 2980; Ne 46, ct. 5337; 2009, Ne 6, Ne 738; 2010 Ne 5, ct. 538; Ne 16,
cr. 1917; Ne 26, cr. 3350, Ne 40, ct. 5068; 2011, Ne 14, ct. 1935, Ne 18,
cT. 2649, Ne 22, c1. 3179; Ne 43, c1. 6079; 2013, Ne 24, ct. 2999; Ne 45, crt. 5822;
2015, Ne 2, cr. 491; Ne 38, cr.5297; 2016, Ne 2, cr. 325; Ne 8, ct. 1120)
NpUKa3blBalo:

1. VTBepauTh mOpHiIaraeMblif HOPAJOK BEAEHUS TOCYJapCTBEHHOIO peecTpa
3aKIIOYEHHH O COOTBETCTBHH IPOM3BOAMTENs (MHOCTPAHHOTO IIPOM3BOAHUTEILA)
JIEKApCTBEHHBIX CPENCTB Ul BETEPHHAPHOTO NPHMEHEHUs TPeOOBAHHAM NPaBHI
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HaJlIeXXaIen HpOPIBBO,Z[CTBCHHOfI IIPaKTHKH.

2. KoHTponp 3a HCIIONHEHHEM HACTOALICTO TMpHKa3a BO3NOXUTE Ha
3aMmecturend Pykosogurens H.A. Biacosa

PYKOBOZUTEIb %7/@ C.A. JlaukBepT

paBnexuio B
CT Poccuum




YTBEpKACH .
IIPUKA30M DenepanbHOU
CIIyXOBI 110 BETCPUHAPHOMY H
(buTOCAaHUTAPHOMY HAJI30pY

ot 19 urons 2016 r. Ne 491

T[Tops/IoK BeleHus FOCYJapPCTBEHHOTO PEECTPa 3aKITIOYEHNH O COOTBETCTBUM
TPOU3BOAUTEIS (HHOCTPAHHOTO IPOU3BOIUTEI) JIEKAPCTBEHHBIX CPENICTB
IUTS BETEpUHAPHOTO ITPHMMEHEHUS TpeGOBaHUAM NPABIII HAJUIeXKaLITeH
IIPOU3BOACTBEHHOM NIPAKTHKH

1. Hactosmmii Ilopsmok ycTaHaBIMBaeT IIpaBWiIa BeACHHS peecTpa
3aKJTIOUEHHH O COOTBETCTBHH IIPOM3BOAHMTENSA (MHOCTPAHHOTO IPOM3BOMUTEIS)
JIEKapPCTBEHHEIX CPEACTB Ul BETePUHAPHOro IpHMeHeHus TpebGosanusM IIpaBu
HaJUlealeli  NPOM3BOJCTBEHHON  NPAaKTHKM,  YTBEPXKACHHBIX  NPHKa30M
Munnpomropra Poccun ot 14.06.2013 Ne 916 (3apeructpupoBad MHHIOCTOM
Poccum 10.09.2013, peructparmonnsiit Ne 29938) ¢ u3MeHeHHSIMH, BHECEHHBIMU
npukaszom Munnpomropra Poccum ot 18.12.2015 Ne 4148 (3aperucTpupopaH
Munroctom Poccuu  28.12.2015, peructpaumonssiii  Ne  40323)  (manmee
COOTBETCTBEHHO — IPaBHJIa HaJUIe)Kalle! IIPOM3BOACTBEHHOMN IPaKTUKH, Peectp).

2.Bemenue Peectpa ocymectBiusercs @enepanbHol  cmyx6od 1o
BETEPHHAPDHOMY ¥ (QUTOCAHUTAPHOMY HAI30py B OJJIEKTPOHHOM BHJE IIyTEM
BHECEHHs CBEICHMI O BEIIAHHEBIX 3aKIIOYEHUSAX O COOTBETCTBHH IPOU3BOIAUTEILT
(MHOCTPaHHOTO IMPOH3BOIMTENA) JIEKAPCTBEHHBIX CPEICTB UL BETEPHHAPHOTO
TpEMeHeHHsT TpeGOBaHMAM IIPAaBHJI HAIEXAIled IPOU3BOACTBEHHOH IIPAKTHKH
(mamee COOTBETCTBEHHO — 3aKIIOYEHHMs, MpPOM3BOAMTENh (MHOCTPAHHEIH
MIPOU3BOJUTED)). ,

Ioctyn x Peectpy obecrneumBaercs NOCPELCTBOM -OQHUIUATEHOTO caiiTa
PocCebX03HaA30pa B HH(POPMAIMOHHO-TEIEKOMMYHHKALOHHOMH ceTd VIHTepHeT
(manee — caift Poccenbxo3Hanzopa).

CsepeHus, cojiepkaiquecsi B PeecTpe, SBIAIOTCA OOIICAOCTYNHBIMA H
IpeNOCTaBISIOTCS HOOBIM 3aMHTEPECOBAHHBIM JIHIAM.

3. Kaxpoii 3armucu B PeecTpe IpHCBanBaeTCA pErucTpaloOHHbI HOMED, U
IUTSL KKIOM 3aIIMCH YKa3bIBaeTCs laTa BHECEHHUS B PeecTp.

4. PeecTp COIEPKUT CIEIYIOIIUE CBEICHUS!

a) TonHoe ¥ (B CIydae, €CIM NMEETCH) COKpallleHHOe HauMEHOBAHHE, B TOM
YHCIe ¢dbupmMeHHOE HAapMEHOBaHHE ITPOU3BOUTEIIS (MHOCTpaHHOTO
IPOM3BOJIUTENIA) C yKa3aHUeM OpraHU3alMOHHO-IIPABOBOH (QOPMEL;

6) MECTO HAXOXK/IEHHMs [IPOU3BOAKTENA (HHOCTPAHHOTO POU3BOJUTEIL);

B) PEKBU3WTHl JIHUIEH3WH Ha IPOHM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB LA
BETEPHHAPHOTO IPHMEHEHMs (I PEKBU3UTHI JOKyMEeHTa, Ha OCHOBaHHH
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KOTOPOrO HMHOCTPAHHBIH TNPOM3BOJHUTENb OCYLIECTBIACT JCATEIBHOCTH o
TIPOM3BO/ICTBY JE€KApPCTBEHHBIX CPEJICTB [UIs BETEPUHAPHOTO IIpHMEHEHHS);

r) Ha¥MeHOBaHHe [IPOM3BOCTBEHHOM IIOMAKY;

1) agpec MecTa HaXOXICHHU IPOM3BOJCTBEHHOMN IUTOMIANKH,;

) HOMep W Jara Ipukasa Poccenpxo3Hansopa o BhIAde (oTKase B BBIAYE)
3aKJTFOUECHUS;

) CPOK JEUCTBUSA 3aKIIOICHHS,

3) mepedeHh NMPOM3BOJMMBIX JIEKAPCTBEHHBIX CPEACTB M BETEPUHAPHOTO
IIPUMEHEHUSL.

5. CpeneHnsi, yKasaHHBIE B IOMIMYHKTaX «a», «Ow, «», «I» myHKTa 4
INopsiaka, BHOCSTCA B PeecTp OTBETCTBEHHBIM HCIONHUTENIEM Poccenbxo3Han3opa
B COOTBETCTBMH C HHGoOpManuell YKa3aHHOM B 3asBJICHHH IPOM3BONMTEILI
(MHOCTPAHHOTO [POU3BOMMTEILL) O BBIAAYE 3AKIOTCHMUA. Tlpu BHECEHHH CBENEHUN
B PeecTp MOpAAKOBBIHA HOMEP NPHCBAaUBACTCA aBTOMATHICCKH.

CaepieHys, yKa3aHHBIE B MOMITYHKTE «B» ITyHKTa 4 Tlopsinka, BHOCATCS B
PeecTp OTBETCTBEHHBIM HCTIONHUTENEM POCCENBXO3HA/30pA U3 peecTpa BBITAHHBIX
JMIEH3MH O MPOM3BOJMTENE, OCYIIECTBIMIONIEM CBOKO JCATENBHOCTH Ha
TeppuTopu Poccumiickoit Denepanyuu, B COOTBCTCTBMA € IOKyMEHTaMHM, Ha
OCHOBAHWM KOTOPHIX HHOCTPAHHBIH MPOM3BOAHMTENH OCYIIECTBILICT ACATEILHOCTE
10 TIPOM3BOACTBY JEKAPCTBEHHBIX CPENCTB JULL BETCPUHAPHOTO TIPUMEHEHHS,
IIpe/ICTABIEHHBIX [IPH TI0fade 3asBJICHHS O BBLIAYE 3aKITIOICHIL 00 MHOCTPaHHOM
IIPOU3BOAUTEIIE. h

CBeneHus, yKa3aHHbIE B MOAIYHKTE «3» ITyHKTA 4 Tlopsiaxa, BHOCATCS B
PeecTp OTBETCTBCHHBIM HCIIOJHHUTEICM Poccenpxo3Hag3opa Ha OCHOBaHHHU
JAHHBIX TOCYJAPCTBEHHOIO PEECTpa JEKapCTBEHHBIX CPEACTB AL BETEPHHAPHOTO
npuMeHeHus. MO0 JTOKYyMEHTOB, IIPEJCTABICHHBIX IPH MONate 3asMBJICHHUI O
BBIZ[aue 3aKITIOUCHHUS.

CpeneHHs, yKa3aHHble B MOMAMYHKTaX «&» M «K» IyHKTa 4 Tlopsnxa,
BHOCSTCS B PeecTp OTBETCTBEHHBIM MCIONHMTeNeM PoccenbxosHagsopa Ha
OCHOBaHHH TIpHKa3a o BhIjade (0OTKase B BBIJIa4€e) 3aKJIFOUeHMs] TIOC)Ie NONHCAHNA
ero 3aMmecTuTeneM Pykosomurens Poccenbxo3Hag3opa, B COOTBETCTBHM  C
pacrpeieieHAeM 00sI3aHHOCTEH.

B ciyuae IPUHSTHS pellienns o6 OTKase B BbIAte 3aKIIOHCHUS B IOAIYHKT
«ix» PeecTpa BHOCHTCS 3a1UCh «OTKa3y.

ITociie OKOHYAHHMS CPOKa NeHCTBHS 3aKimoueHns B Peectpe oToOpaxaeTcs
3amuch «CpoK AefCTBHA 3aKII0UEHU HCTEK.

6. Buecemme B Peectp W pasMmeiieHume Ha caiite PoccenpxosHazsopa
CBeNeHMH O BBIAHHBIX 3aKmoueHMsx (OTkKase B BbUIAYC 3aKJIFOYEH)
OCYIIECTBIIIETC B TEHUCHWE ILITH pabouux JHe#f CO IHA NPUHATHA TaKOro
pelIeHus.

7. CpefeHuss O  KOHKPETHOM  3aK/IOYEHHM  [PEAOCTABJIAIOTCH
Poccenbxo3Han3opoM OeciiaTHO B TEYCHHE ILITH pabouynx JHeH cO JHA
IOCTYIUIEHHs] COOTBETCTBYIONIETo 3arnpoca B TIpoM3BONBHOM opMe Ha OyMaXKHBIX
HOCHTEIsSX WIM B JJIeKTpoHHOH Qopme depes caiitr Poccenpxo3Haa30pa WM
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dbenepanbHy0 rocyIapcTBEHHYI0 HHQOPMAIMOHHYIO CHCTEMY «EaunbIii mopTai
rOCyAapCTBEHHBIX U MYHHULIMITAIBHEIX yCIIyT (byBKIIIT)»
(http://www.gosuslugi.ru), B TOM d9HCIe IOCPEACTBOM HCIONL30BAHHA CHCTEMBI
MEKBEJOMCTBEHHOT'O JIEKTPOHHOTO B3aMMOJIEHCTBHS.

CeemeHHS O KOHKPETHOM 3aKIIOYCHMH TMEpPEeNaloTCs 3ajdBHTEIAM WU
HATpPABIAIOTCS KM 3aKasHBIM IIOYTOBHIM OTHpPABICHHEM C YBEJAOMICHHEM O
BpyueHMM B BHIe BBIINCKM H3 Peectpa 1m0 CIpPaBKH 00 OTCYTCTBHH
3alpalliBacMbIX CBEICHHA. ’

CBefeHHs O KOHKPETHOM 3aKIOUEHHH HANpABIAIOTCS 3asgBHTEIO MO €ro
obpaimenrio B (opMe DIEKTPOHHOTO NOKYMEHTa, MOAIMCAHHOIO 2JIEKTPOHHOH
IOITACHIO, B BHIe BBHIIHCKHM W3 Peectpa 1mOO CIpaBkd 00 OTCYTCTBUH
3aIpalMBacMbIX CBEIECHUIH.



