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06 yTBepRIeHHH
IMopsinka BegeHHsI rOCyIapcTBEHHOrO peecTpa
OMOMeIMIHHCKHX KJIETOYHBIX NPOAYKTOB

B cootserctBMu co cratheit 25 ®enepanpHoro 3akoHa oT 23 mrona 2016 .
"Ne 180-®3 «O GHOMEIMIMHCKUX KJIETOYHBIX MponaykTax» (CobpaHre 3aKOHONATENLCTBA
Poccuiickoit Denepannu, 2016, Ne 26, ct. 3849) u moarmyHKTOM 5.2.207% Tonoxenus
o MunncrepctBe 3apaBooxpaHeHus Poccuiickodl  ®Denepaumu, yTBEPKICHHOTO
noctanosiendeM IlpasutenscTBa Poccuiickoit ®@enepammu ot 19 urona 2012 r. Ne 608
(Cobpanme 3akoHopmatenbcTBa Poccuiickoit @epeparuu, 2012, Ne 26, cr. 3526; 2013,
Ne 16, c1. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014,
Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, ct. 491;
Ne 12, ct. 1763; Ne 23, cr. 3333; 2016, Ne 2, ct. 325; Ne 9, cr. 1268; Ne 27, cr. 4497,
Ne 28, c1. 4741; Ne 34, cr. 5255; Ne 49, cr. 6922; 2017, Ne 7, ct1. 1066),
NpUKa3blBalo: .

1. ViBepaute mnpwiaraeMelii Ilopsmok BedeHHs TIOCYIapCTBEHHOIO peecTpa
OMOMEIMIMHCKHX KJIETOYHBIX MPOIyKToB (nanee — [Topsanok).

2. lenaptamenty uH(popMmaumonnsix TexHosoru#i u  cBasm  (E.JL Boiiko),
JlemapTaMeHTy TOCyOapCTBEHHOTO PeryJMpOBaHHs OOpallleHHs JEKapCTBEHHBIX CPEJICTB
(A.T. LpiaapiveeB) oGecliedlTh BeleHHE IOCYJApCTBEHHOTO peecTpa OHOMEIUIHHCKUX
KIETOYHBIX MPOAYKTOB B COOTBETCTBUH C IlOpsiKOM, YTBEPXIEHHBIM HaCTOSIIHUM

IIPHKa30M.
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YTBEPXJEH
npuka3oM MuHHCTEpCTBa 3ApaBOOXpAHEHMS
Poccutiickoit ®enepanyn
OT«S/ » tLlol 2017 r. No AdY « -

IHopsanox
Be/ICHHsI rOCYIapCTBEHHOI0 peecTpa OHOMETHIHHCKHX KJIETOYHBIX IPOAYKTOB

1. Hacrosimwii Tlopsinok omnpenemnsieT mpouexypy BeJEeHHS IOCYIAPCTBEHHOTO
peectpa GMOMEUITHHCKHX KJIETOYHBIX HPOLYKTOB.

2. l'ocynapcTBeHHbIH peecTp GHOMEINLUHCKEX KIETOYHBIX IPOAYKTOB (Hajee —
Peectp) sBnserca ¢enepanbHOd UHPOPMAIMOHHON CHCTEMO, cojiepxaniei
MHQOPMAlMI0O O  OMOMEIMIMHCKMX  KIETOYHBIX MpPOAYKTAX, IMPOLIEIINX
rOCyJapCTBEHHYIO PETUCTPAIHIO.

3. Peectp BezmeTcs B 2JIGKTPOHHOM BHJE C [IPUMEHEHHEM aBTOMATH3HPOBaHHOM
CHCTEMEI ITyTeM BHECEHHS B PeecTp peecTpoBEIX 3amuceii.

4. Benenne PeecTpa ocylIecTBIsA€TCS B COOTBETCTBMH C  eJQUHBIMH
OpPraHM3allMOHHBIMHM,  METOHOJOIMYECKMMH H  [IPOrpaMMHO-TEXHHYECKHMH
IPHHIUIAMY, OOECIeYMBAIOIMMH COBMECTHMOCTh M B3auMmopeiicTBue Peectpa
C MHBIMH (elepalbHBIMU HH)OPMALMOHHEIME CHCTEMaMH U CETAMH.

5. PeecTpoBass 3amuchk GUOMEIMIMHCKOTO KIETOYHOrO MPOAYKTA COXEPIKHT
CIeIYIOITYI0 HHPOPMAIHIO:

1) HaMeHOBaHUE GHOMEHITHHCKOTO KJIETOYHOTO MPONYKTa,

2) TN GHOMETHUIMHCKOTO KIETOYHOTO MPOAYKTa (AyTOJOTHYHBIH, aUIOreHHbII,
KOMOMHIPOBaHHEIH ),

3) HauMeHOBaHUe BIIaZIeNbLIA PETUCTPAIIHOHHOTO YAOCTOBEpEHHS
OHOMEIMIMHCKOTO KJIETOYHOTO MTPOAYKTa;

4) HaMMEHOBaHUE M ajipec MPOU3BOJAMTENS OGHOMEIMIMHCKOTO KJIETOYHOTO
IIPOAYKTa; | |

5) xonoBoe 0003HaYCHHE KIECTOYHOW NHMHMH (KJIETOYHBIX JTUHUHR), BXOMAIIEH
B COCTaB OMOMEIMITHHCKOTO KJIETOYHOTO MPOYKTa;

6) HauMeHOBaHUs (MEXIyHapOJHbIEe HENATEHTOBAHHEIE, MM IPYHIIMPOBOYHEIE,
WIA  XHMHYECKME) JIEKAPCTBEHHBIX  MpPENAapaToB, BXONAIMX B  COCTaB
GrOMETMUMHCKOTO KJI€TOYHOrO NIPOAYKTA, HOMEP HOPMATHBHOM JOKYMEHTALIHH,

7) HAaUMEHOBAaHUS  MENWIMHCKAX  HM3JelMil, BXOAAIIMX B  COCTaB
6MOMETMIMHCKOr0 KJIETOYHOrO IPOAYKTa, HAUMEHOBAHHE H HOMEP HOPMATHBHON
JOKyMEHTalllH,

8) CPOK roqHOCTH GHOMEIMIMHCKOTO KJIETOYHOTO IPOAYKTa;

9) ycnosus xpaHeHHs GHOMEIUIIMHCKOTO KJIETOYHOTO IPOLYKTa;

10) moxa3aHuss ¥ TPOTHBOMOKA3aHHUA K NPMMEHEHHIO OMOMEIUIUHCKOTO
KJIETOYHOTO IPOAYKTa,
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11) noGounsle neicTBUA GHOMEANUIMHCKOTO KIETOYHOTO IPOAYKTA;

12) nata rocymapcTBeHHO# perucTpanuy OGUOMEIULMHCKOTO KJIETOYHOIO
IPOYKTA U €T0 PErUCTPALMOHHEIH HOMED;

13) mata  3aMeHBl pPErHCTPALMOHHOTO YAOCTOBEPEHHS OHOMEIUIHHCKOTO
KJIETOYHOTO NPOAYKTa, Jara MNOATBEPXKIEHHS TIOCYNapCTBEHHOM perucTpanyy
OHOMEIMIMHCKOTO  KIETOYHOrO INpOXYKT2, MHaTa OTMEHHl TOCYZapCTBEHHOM
perucTpanuu GHOMENHIMHCKOTO KIETOMHOTO IPOAYKTA.

6. Buecenne B PeecTp peecTpoBEIX 3amHced OCYIIECTBISETCS B  CPOK,
HE TPEBBINAIOIMA OLHOro pabovero AHA €O JHA IPHHATUS MHHHCTEPCTBOM
3npaBooxpaHenus Poccuiickoit ®eneparun:

1) peuleHns 0 rocyIapCTBEHHOW PErMCTpalMH GHOMELHIIMHCKOTO KJIETOYHOTO
HpPONYKTa,;

2) pemiennss o NOATBEPXKICHUH rocyAapCTBEHHOM perucrpaunu
OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

3) pelieHHss © BHECEHHHM W3MEHEHWH B JOKyMEHTH, COJEpIKallfecs
B PETUCTPAIIOHHOM JOCHE HA 3apErHCTPUPOBAaHHBINA OMOMEAMIMHCKHM KIJI€TOYHBIH
HPOIYKT.

7. CeenieHns 0 OMOMEIUIUHCKOM KJIETOYHOM HPOAYKTE IOUIEKAT UCKITIOYEHHIO
u3 PeecTpa B CPOK, He NpPEBBINIAIOIIMNA OJHOrO paGovero MHA CO AHS MPUHATHS
MunuctepctBoM 3apaBooxpaHends Poccuiickoit ®eepanuy perieHHs 06 OTMeHe
FOCY/JapCTBEHHON perucTpauu OHOMEIHIMHCKOTO KJIETOYHOTO MPOAYKTa H
HCKIIOYeHUH OHOMEIMIUHCKOrO KISTOYHOro mpoAaykra u3 Peectpa (¢ ykasaHueM
JaThl IPUHATHS PELICHUS ), IO CIEAYIOIMIHM OCHOBAHUAM:

1) mpencrasnenus ~ @enmepansHoit  cayxGoii mo  Hamsopy B cdepe
3[paBOOXPAHEHUs 3aKIIOYEHHS O PUCKE MK 00 yrpo3e 310pOBBIO, XH3HH YelloBeKa
NpH TNpUMEHEHUH OMOMEIHLHMHCKOrO KIETOYHOrO MPOAYKTa, IIPEBHILIAFOIINX
ero 3(QGeKTUBHOCTh, MO pe3yNbTaTaM OCYLIECTBISEMOTO €0 MOHHTOPUHIA
6e30acHOCTH GHOMEIUIIUHCKOTO KIIETOYHOTO MPOAYKTa;

2) noma4m BiafeNblEM PeriCTPAlMOHHOTO YAOCTOBEPEHHS OHOMEIUIMHCKOro
KJIETOYHOTO TMpOJYKTa 3asBje€HHs 00 OTMEHE TIOCYJapCTBEHHOM pPErucTpalyu
OHOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa;

3) upuHATHS MuHUCTEpCTBOM 3apaBooxpaHeHus Poccumiickoit MDenepaunn
pemleHuss 06 OTKase B MOATBEPXKAEHHHM TIOCYJAapCTBEHHOM  perHCTpamuy
OHOMEIMIMHCKOrO KJIETOYHOrO IPONYKTa [0 MCTEYEHHH CpOKa JeHCTBHS
PEruCTPaliOHHOTO YOCTOBEPEH S OMOMETUIIMHCKOTO KIETOYHOTO IIPOAYKTA;

4) HempejACTaBlIeHHs 3asBUTelleM HHGOPMAlMH, KOTOpas MOXKET IOBJIEYb
32 coboii  HeoOXOOMMOCTh  BHECEHHS B  PErHCTPAllMOHHOE  JJOChHE
Ha 3aperdCTPHPOBAHHBIA OHOMEAWIMHCKHMH KIETOYHBIH IPOAYKT H3MEHEHHH,
yKa3aHHBIX B 4acTd 2 crTathu 23 @epepansHoro 3akoHa or 23 wuroHs 2016 r.
Ne 180-®3 «O  GHOMEIMIIMHCKHX  KIeTOYHBIX  mpoxaykrax»  (Cobpanue
3akoHozaTenbCcTBa Poccuiickoit ®enepamym, 2016, Ne 26, cr. 3849), B TeuyeHue
TPUALIATH pabouux AHeH co THA HACTYIUIEHHS TAKUX H3MEHEHHIA;

5) BBIHECEHHS CYJOM peIleHHs O HapyLUIeHWH MpaB OpaBoobnajgarens Ha
pe3yJIbTaThl MHTE/UIEKTYanbHON NEATENHHOCTH INpPH OOpalieHHH OGHOMETUIMHCKUX
KJIETOYHBIX IIPOLYKTOB.
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8.Peectp  my6mukyetrcs Ha  obHumansHOM  caiiTe Munucrepctaa
3JpPaBOOXPAHEHUS Poccwiickoii Denepanuu B UHQOPMAIMOHHO-
TEICKOMMYHHUKAUMOHHOH ~ ceTH  «MHTepHer» ©  OOHOBNIAETCS  exeqHEBHO
C COXpaHEHMEM pasMEIEHHsS Ha YKa3aHHOM caliTe BCeX NpeABIAYIINX penakimii
PEECTPOBEBIX 3amucei.

9.3ammra  cBeneHwmii, comepxamuxcsi B Peectpe, ocymecTBiasercs
B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit Menpeparuu. PeszepBras xonus
Peectpa dopmupyercs He peske onHOr0 pasa B Mecs.

10. Cenenns, comepkammecs B Peectpe, saBmsroTcs OTKPBITEIMHU
H OOWENOCTYIHBIMH M MPEAOCTABIIIOTCS JIFOOBIM 3aHHTEPECOBAaHHBIM JIMIIAM
B COOTBETCTBHH € 3aKOHOAATENLCTBOM Poccniickoit ®enepanum.

11. IlpoBeneHne B COOTBETCTBUM cO crTaTheit 14 ®enepanbHOro 3akoHa
oT 27 mons 2006 r. Ne 149-®3 «0O6 undopmamumy, HHGOPMAIMOHHBIX TEXHOJIOTHIX
1 o 3amute uHpopMmarmuu» (CobpaHue 3aKOHOMATENBLCTBA POCCHICKOI Denepanuu
2006, Ne 31, ct. 3448; 2010, Ne 31, ct. 4196; 2013, Ne 23, cr. 2870; Ne 52, ct1. 6961;

2015, Ne 1, cr. 84) pabor mo obecmeueHuro AOCTOBEPHOCTH M aKTYaJbHOCTH .

MHQOpManuu, conepxkameidica B  Peecrpe, OCYWIECTBIAETCS  (ellepalbHBIM
FOCY[apCTBEHHBIM ~ OIOJDKETHBIM  YYPEXIEHHEM, HAXOMAIMMCS B  BeJIeHWH
MunucrepcTBa 3apaBooxpanenus Poccuiickoit Denepanud ¥ 00eCIEUHBAIOLIIM
MCIIONHCHUE  MONHOMOYMM  MuHuCTepcTBa  3hpaBooxpaHeHus  Poccuiickoii
®efepanyu 10 BhaYe paspelleHHil Ha NPOBEIeHHE KIMHHIECKHX UCCIIeIOBaHHIMA
OHOMEIMUMHCKUX KJIETOYHBIX IIPOAYKTOB M (M) 10 roCyIapCTBEHHON perucTpanuu
OMOMEIUUMHCKHX KJIETOYHBIX IPOAYKTOB B COOTBETCTBHM cO craThed 11
DenepansHOro 3akoHa ot 23 wmioHs 2016 r. Ne 180-®3 «O OHOMENULIMHCKUX
KJIETOYHBIX MIPOAYKTAX).




