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IMopsinka Begenusi rocyAapCcTBEHHOr0 peecTpa
OMOMENHIMHCKAX KJIETOYHBIX POAYKTOB

B coorserctBuu co crateeii 25 @enepampHoro 3akoHa or 23 wmrond 2016 .
'Ne 180-®3 «O 6MOMEIUIMHCKHX KJIETOUHBIX Mpoaykrax» (CobpaHue 3aKOHONATENLCTBA
Poccuiickoit @enepariu, 2016, Ne 26, cr. 3849) u moAIryHKTOM 5.2.207% TlonoxeHus
o MunucrepctBe 3apaBooxpaHeHus Poccuiickont = Penepauuu, yTBEPKIACHHOTO
nocranosieHueM IlpasurenscTBa Poccuiickoit ®@enepanuu ot 19 urons 2012 r. Ne 608
(Cobpanne 3axoHomatenbcTBa Poccmiickoit @eneparuu, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45, ct. 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, c1. 3333; 2016, Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27, ct. 4497,
Ne 28, cr. 4741; Ne 34, cr. 5255; Ne 49, ct. 6922; 2017, Ne 7, ct. 1066),
NpHUKa3bIiBalo: ,

1. YTBepaute mnpunmaraeMeiii llopsmok BeeHHsS TOCyZapCTBEHHOTO peecTpa
OMOMEIUIIMHCKIX KJIETOYHBIX IPOXyKToB (nanee — [Topsnok).

2. JlenapraMenTy wuHQOpMauuoHHBIX TexHonormit u  cBmu  (E.JL Boiiko),
JlemapTaMeHTy ToCyIapCTBEHHOTO PEryJIMpOBaHHs OOpaleHMs JIEKapCTBEHHBIX CPEJICTB
(A.T. LlpiuasiMeeB) 0GeclednTh BeAeHHE IOCYIapCTBEHHOTO peecTpa OHOMEIHIIHHCKUX
KJIETOYHBIX IPOAYKTOB B COOTBETCTBUM ¢ IlopsakoM, yTBEPXKAECHHBIM HACTOSIIUM

IIPpUKa30M.
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IHopsaaok
Be/ICHUS rOCy1apCTBEHHOI0 peecTpa GHOMEIHIHHCKHX KJIETOYHBIX IPOIAYKTOB

1. Hacrosimmii Tlopsimox ompenesnser npoleaypy BeAEHHS IOCYNAPCTBEHHOTO
peecTpa OMOMEIMITMHCKUX KIETOYHBIX IPOAYKTOB.

2. 'ocyapcTBeHHEBIH peecTp GHOMEIMIMHCKAX KIIETOIHBIX IPOAYKTOB (faee —
Peectp) sBngerca QenmepansHOM HMHOOPMALMOHHON CHCTEMOI, coliepxaniei
MHQOpMalMio 0  OHOMENMIMHCKHX  KJIETOYHBIX MPOAYKTAaX, IPOLICALINX
rOCyJapCTBEHHYIO PECHCTPAIHIO.

3. PeecTp BeieTCs B NIEKTPOHHOM BHJE ¢ IPAMEHEHHEM aBTOMATH3HPOBAHHOM
CHCTEMBI ITyTeM BHECEHHS B PeecTp peecTpoBBIX 3amuceii.

4. Benenne Peectpa ocymecTBiseTcs B COOTBETCTBHH C  €JMHBIMH
OpPraHM3allUOHHBIMH,  METOJOJIOTHYECKMMH ¥  [POrPaMMHO-TEXHUYECKUMH
IPHHIUIAMH, O00eCHeYnBAOMMMY COBMECTHMOCTh M B3auMogeiicTeue Peectpa
C MHBIMH (ellepalbHBIMI HHPOPMAILIMOHHBIMHI CHCTEMAaMH U CETAMH.

5. PeectpoBasi 3anmmch GHOMEIWIMHCKOTO KIETOYHOTO MPOAYKTA COMEPIKHT
CIENYIOIIYI0 HHPOPMALIHIO:

1) HauMeHOBaHHe GHOMEIUIMHCKOTO KIIETOYHOTO MPOAYKTa;

2) Tn 6MOMEMIIMHCKOrO KI€TOYHOrO MPOAYKTA (2yTONOIHYHBIH, aJ/IOreHHBbIH,
KOMOMHHPOBaHHEIIA );

3) HauMeHOBaHMe BIIaZIeNblIa PETUCTPALIMOHHOT'O YAOCTOBEPEHHUS
OHOMEMIMHCKOTO KJIETOYHOTO IPOAYKTa;

4) HauMEHOBaHME W aJpec IPOU3BOJUTENS OHOMEIHUIMHCKOTO KJIETOYHOTO
POYKTA; | |

5) xonmoBoe o6O3HaYeHHe KIETOYHON JHHMM (KJIETOUHBIX JTUHWHR), BXOIAIIEH
B COCTaB OMOMETUIIMHCKOTO KJIETOYHOIO MPOIYKTa;

6) HaMMeHOBaHHs (MEXTyHapOIHBIE HENAaTeHTOBAHHBIE, MM IPYNIIMPOBOYHBIE,
WIA  XUMHYECKHME)  JIEKapCTBEHHBIX  MpPENapaToB, BXOAAMUX B  COCTaB
GrOMEMUMHCKOrO KIETOYHOro MPOAYKTa, HOMEP HOPMATHBHOM JOKYMEHTAL[HH,

7) HAaUMEHOBaHMS  MENULUMHCKMX  H3/IeNMH,  BXONIIIMX B  COCTaB
6MOMEUIMHCKOTO KIETOYHOro IPOAYKTa, HaHMEHOBAaHHWE W HOMEpP HOPMATHBHOM
JIOKyMEHTAIIUH;

8) CPOK rOJJHOCTH GHOMENHUIIUHCKOTO KIIETOYHOTO IIPOIYKTa;

9) ycnoBus xpaHeHHs GHOMEIULUHCKOTO KIETOYHOrO IPOLYKTa,;

10) moxa3aHus ¥ TPOTHMBOIOKA3aHMs K IPHMEHEHHIO OMOMETUIIMHCKOTO
KJIETOYHOTO MPOAYKTa;
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11) noGounbie fekcTBIA GHOMEULMHCKOTO KIETOYHOTO TIPOIYKTa;

12) nata rocymapcTBeHHOM perMCTpanuM OUOMEIMIMHCKOTO KJIETOYHOIO
HPOJYKTa U €ro PErHCTPalOHHBIN HOMED;

13) mata 3aMeHB! PETHCTPALMOHHOIO YAOCTOBEPEHMS GHOMEIHUIMHCKOTO
KJIIETOYHOIO TpPOAYKTa, JaTa TNOATBEPXKIECHHS TOCYJapCTBEHHOM perucTpamuy
OMOMEIMUMHCKOTO  KJIETOYHOTO MpPOAYKTa, MHaTa OTMEHB TOCYHAPCTBEHHOM
perucrpanuy 6HOMEIUIUHCKOTO KIETOYHOTO IIPOLYKTA.

6. Buecenne B PeecTp peecTpoBBIX 3alMCell OCYIIECTBISETCS B CpOK,
HE TIPEBBINAIOMMKKA OAHOro pabodyero AHA CO IHA NPUHATAS MHHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit @eneparun:

1) pewiennst 0 rocynapcTBeHHOM perucTpanyi GHOMEIUIIMHCKOTO KIIETOYHOTO
HPOAYKTA;

2) pemieHuss 0 IOATBEPXKICHUH rOCyAapCTBEHHOM perucTpanuu
OHOMEUIIMHCKOTO KIETOYHOIO MPOIYKTa;

3) pelienuss O BHECEHMH M3MEHEHMH B JOKYMEHTH, COJEpXKall{ecs
B PETHCTPALlMOHHOM JOCh€ Ha 3aperMCTPHUPOBAaHHBIN OMOMEAMIIMHCKUN KJI€TOYHBIMH
IMPOAYKT.

7. Ceenienus 0 6OMe JUIMHCKOM KJIETOYHOM MNPOAYKTE HOUIEKAT UCKIIOUECHHUIO
U3 PeecTpa B CPOK, He NPEBHILAIOMMI OXHOrO paGoyero AHS cO MHS NPHHATUS
MunucrepcTBOM 31paBooxpaneHns Poccuiickoit ®ezepanuy peleHnAs o6 OTMeHe
rOCy/JapCTBEHHO! perucTpauyyd OHOMEIMIUHCKOTO KIIETOYHOTO IIPOAYKTa M
HCKIIIOYeHHH OHOMEIMIIMHCKOTO KIETOYHOrO MPOAyKTa 3 Peectpa (¢ ykasaHmem
JaThl IPUHATHS PEILEHN), IO CIEAYIOMIHM OCHOBAHHSIM:

1) npepcrasnenus ~ @epmepansHoit  cayxbod 1m0  Hamsopy B chepe
3IpaBOOXPAHEHUs 3aKIIIOYEHHS O PUCKE WK 00 yrpo3e 3J0pOBBIO, XXU3HU YeI0BeKa
IpH I[pPUMEHEHHH OWOMEIMIMHCKOTO KIETOYHOrO NPOAYKTa, MpPEeBBILAONHX
ero 3(G(EeKTUBHOCTb, IO pe3yNbTaTaM OCYIUECTBISEMOrO €0 MOHHTOPHHIA
0e301acHOCTH GHOMEIUITHHCKOTO KIIETOYHOr0 IPONYKTa;

2) noma4u BiajENbLEM PErHCTPALMOHHOTO YIOCTOBEPEHHS GHOMEIMUIMHCKOrO
KJIETOYHOIO TPOAYKTa 3asBiIeHUs 00 OTMEHe TOCYAapCTBEHHOM perucTpaluu
OHOMEIUIMHCKOTO KIIETOYHOTO MPOLYKTa,;

3) upuHsTHs MUHHCTEpPCTBOM 31paBooxpaHeHus Poccmifickoit ®exmepanuu
pemleHHs 00 OTKase B TOATBEPXKACHHH TIOCYJApPCTBEHHOH  pPETHCTPALUH
OHOMEIMIMHCKOrO  KJETOYHOTO MPONYKTa [0 MCTEYEHHH CpOKa JeiiCTBHSA
PEruCTPallMOHHOTO YXOCTOBEPEHU GMOMEIUIIMHCKOTO KIETOYHOIO IIPOIYKTa;

4) HempenCTaBlIeHHs 3asBHTENeM HHGOpMAlMH, KOTOpas MOXET IOBJIeYb
32 coboli  HEOOXOZMMOCTP  BHECEHHS B  PETUCTPAllMOHHOE  JOCHE
Ha 3apeTUCTPHPOBAHHBIM OHOMENWIMHCKMH KIETOYHBIH MPOAYKT K3MEHEHHH,
yKa3aHHBIX B 4acTH 2 ctatbu 23 @enpepanbHoro 3akoHa ot 23 wmioHs 2016 r.
Ne 180-®3 «O  OuOMENMUMHCKHX  KIETOYHBIX  mpoxaykrax»  (CobpaHue
3akoHonarenbeTBa Poccuiickoit ®enepamym, 2016, Ne 26, ct. 3849), B TeueHue
TPUALIATH PaboYMX IHEeH co AHSI HACTYIUICHUS TaKUX H3MEHEHHI;

5) BBIHECEHHMS CYIOM pellleHHs O HapylUIeHWd IpaB mpaBoobnajgarens Ha
Pe3yNbTaThl WHTEJUIEKTYaNbHOM NEATENBHOCTU IpU OOpalieHHH OHOMEIMIIMHCKUX
KJIETOYHBIX IPOAYKTOB.
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8.Peectp  mybmukyercs Ha  oduumanbHOM  caiiTe MunucrepcTa
31PaBOOXpPaHEHUS Poccuiickoii Denepanuu B UHPOPMALHOHHO-
TEICKOMMYHUKAMOHHOH  ceTh  «MHTepHeT» M  OGHOBISETCA  eXeIHEBHO
C COXpaHCHHEM pa3MCINECHHS Ha yKa3saHHOM cCaliTe BCeX NpeabIayIUX penaKiuii
PEECTPOBBIX 3aNMUCENA.

9.3amura  cBeneHHil, comepxammxcs B Peectpe, ocymectBiasercs
B COOTBETCTBHU C 3aKOHOIATENbCTBOM Poccuiickoit ®enepanum. PeszepBHas xonus
Peectpa popmupyercs He peske omHOro pasa B MeciL.

10. CBemenns, comepxammecs B Peectpe, sBnsioTcs  OTKpBITEIMHU
H OOLIETOCTYIIHBIMH M MPEeJOCTAaBISIOTCHS JIFOOBIM 3aMHTEPECOBAHHBIM  JTHI[AM
B COOTBETCTBHMH C 3aKOHOAATENBCTBOM Poccuiickoit @enepanun.

11. IlpoBeneHne B coOTBETCTBMH cO craTheit 14 ®enepansHOro 3akoHa
oT 27 mons 2006 r. Ne 149-®3 «O6 unpopmanyy, HHGOPMAIUOHHBIX TEXHONOTHAX
H o 3amure uHpopmanum» (Cobpanue 3akoHomatenbcTsa Poccuiickoit Denepanun
2006, Ne 31, ct. 3448; 2010, Ne 31, ct. 4196; 2013, Ne 23, cr. 2870; Ne 52, ct. 6961;
2015, Ne 1, ct. 84) pabor mo obecmeueHHIO AOCTOBEPHOCTH M aKTyaJIbHOCTH .
MHQOpMaluu, cojepxameiics B Peectpe, OCyHIECTBIIAETCS  (eepabHBIM
FOCYAapCTBEHHBIM ~ OIO/UKETHBIM ~ YUpeXACHHEM, HAXOMAIMMCS B  BeJeHHU
MunncrepctBa 31paBooxpaHeHus Poccuiickoit Denepanuy U 06eCHEYNBAIOIIIM
HCIIOJIHEHUE  TIONHOMOYME  MuHMCTEpPCTBa  3ApaBOOXpaHeHHS  PoccHiickoit
®efepaluy Mo BBIJAaYe paspelleHUH Ha IPOBEIEHHE KIMHHIECKHX UCCIeI0BaHuUi
OHOMEIUIMHCKMX KIETOYHBIX NPOAYKTOB H (HIM) 110 rOCyIapCTBEHHOH perucTpanuu
OMOMEIMUMHCKMX KIETOYHBIX MpPOAYKTOB B COOTBETCTBHHM CO cTathed 11
DenepanpHoro 3akoHa ot 23 wuroHg 2016 1. Ne 180-®3 «O OHOMENULIMHCKHX
KJI€TOYHBIX IPOIYKTAX).




