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MockBa

OG6 yTBepKAeHHH AIMHHHCTPATHBHOIO PerjaMeHTa
®denepabHOi CIy’)KObI 10 BeTePHHAPHOMY H GHTOCAHHTAPHOMY HaA30pY
NpeJoCTaBIEHHs TOCYaPCTBEHHOH YCJIYrH O rocy1apcTBeHHOH
PEernCcTPalHH JIeKAPCTBEHHbIX NPENapaToB Il BETEPHHAPHOTO TPHMEHEHHS

B cootBeTcTBHH ¢ 4acThio 1 ctathu 13 @emepaiibHOrO 3aKoHa OT 27 HMIOJA
2010 . Ne 210-®3 «O6 opraHu3alMd TNPeSOCTABIEHHS TIOCYAapCTBEHHBIX
¥ MyHMnunaneHeix — yenyr»  (Cobpanme — 3akoHojarenscTBa  Poccuiickoi
®enepammn, 2010, Ne 31, cr. 4179; 2021, Ne 1, cr. 48), myHkTOM 7 CTaThH 5
depepansHoro 3akoHa or 12 ampens 2010 r. Ne 61-®@3 «OG obpaiueHHH
nekapcTBeHHBIX cpencTs» (CobpaHue 3aKoHoAaTensCTBa Poccuiickoit ®enepaniy,
2010, Ne 16, ct. 1815), moamynkrom 5.2(1).11 mymkra 5 TlonoxeHns
o OefiepabHOil  Ciyx0e 1O BeTepHHAPHOMY M (UTOCaHHTApHOMY HAA30pY,
YIBEpIIeHHOTO TiocTasomyeHeM I IpairenscTsa Poccutickoit Deneparwu ot 30 urors 2004
r. Ne 327 (Poccuiickas rasera, 2004, Ne 150, CobpaHue 3aKOHONATENBCTBA
Poccuiickoit ®enepamun, 2011, Ne 18, ct. 2649), mynkrom 2 Ipasun pa3paboTku
¥ YTBEPKICHHS aIMHUHHMCTPATVBHBIX PEIIAMEHTOB IMPEIOCTaBIICHHUS TOCYyAapCTBEHHBIX
YCIIYT, YTBEPXIEHHBIX IocTaHoBleHHeM Ilpasurescrsa Poccuiickoii ®enepalpm OT
16 mas 2011 1. Ne 373 (Cobpanue 3axoHozmaresersa Poccutickoif @eneparmn, 2011, Ne
22, cT.3169; 2018, Ne 25, ct. 3696), i1 p ¥ K a3 B B 4 J0:

1. YTBepauTh MpHiaraeMsiii AJMHHUCTPATHBHBIA perjiaMeHT DejiepanbHO#
CTyk0Bl 10 BETEPMHADHOMY W (UTOCAaHHTADHOMY HaJ30py IpeOCTaBICHHUS
roCyIapCTBEHHO! YCIYyTH O TOCYAapCTBEHHON PErHCTpaluH JIEKapCTBEHHBIX
IpernapaToB JAJIs BETEPHHAPHOIO IIPUMEHEHHUS.

2. KoHTponp 3a HCIIOJHEHHEM HACTOALIEr0 TMpHKa3a BO3JOXWUTH Ha
3amecTutens Pykosomurens Poccenbxosnanzopa K.A. Capenkosa.

PyxoBoauTeNs WC.A. JTaHKBEpT




YTBepXKACH

nprikasom OenepanbHON
CITy>KOBI TIO BETEpUHAPHOMY
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HAI30pY
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AJIMHHHCTPATHBHBIN perjiaMeHT
dexepanbHOil CIyxKObI 10 BeTEpHHAPHOMY H GUTOCAHHTAPHOMY HAI30pY
NPeI0CTABJIEHHs] TOCYAaPCTBEHHOH YCIYTH 0 FOCYAapCTBEHHOH
PErdCTPALMH JIEKAPCTBEHHDBIX NPENapaToB [AJIsi BeTEPHHAPHOI0 MPHMEHEHU

1. O0mue MoJI0KEeHHUS
IIpeaMer pery/iHpOBaHHUsA PErJIaMEHTA

1. AZMHHHCTpaTHBHBIM pernmamenT PemepanbHOH CIyXOBI 0 BETEPHHAPHOMY
¥ QUTOCAHUTAPHOMY HA[30py PENOCTABICHHSA TOCYAAPCTBCHHOHW YCIYTH IIO
roCyINapCTBEHHOH PErucTPalyy JICKaPCTBEHHBIX IPENapaToB A BETCPUHAPHOrO
NpUMEHeHHUs (Janee COOTBETCTBEHHO — PerjaMeHT, rocyAapCTBEHHas ycCiyra,
rocyJapCTBEHHAs PETMCTpaLys JICKapCTBEHHBIX CPEJICTB) YCTaHABIMBAET CPOKH
M TI0CJIEAOBATEIBHOCTD aJMHUHHCTPATUBHBIX npoLexyp (me#cTBUIL),
OCYIIECTBIIIEMBIX ~ PoccenbxosHaiasopoM B mponecce  IPEROCTaBJICHHUA
roCy/lapCTBEHHON YCIyrd, IOPSAOK B3aUMOIEHCTBHA MEXAY CTPYKTYPHBIMH
noapaszeneHusaMu Poccenpxo3Haa3opa, ero ¢peaepajbHbIMH rOCYAapCTBEHHBIMU

TPaXIAHCKMMH  CIyXallMMH  (amee — JO/DKHOCTHBIE JIMIA),  a TAKKe
B3aUMOJACHCTBUA PoccelpXx03Haa30pa € IOPUAMYECKHMH JIMIAMH KM C HX
YIIOJTHOMOYEHHBIMM  [PEACTABUTEIAMH  (Jajdee -  3asABUTENM), OpraHaMH

roCyIapCTBEHHOH BJIACTH.
Kpyr 3asBuTesei

2. 3asBUTEIAMH Ha NIPEAOCTaBICHUE TOCYJapCTBEHHOM YCIIyTH SBIIAIOTCA!

1) pa3paGoTUMK JEKapCTBEHHOTO Iperapara MM YIMOIHOMOYEHHOE HM
ApYyroe IOpHAMYECKOe JMUO' ~— HOpH  TOCYAApCTBEHHOH  PErHCTPALH
JIEKAPCTBEHHOTO Mperapara Ui BETEPUHAPHOTO TNpMMeHeHus (Jamee —
JNIeKapCTBEHHBI  Ipemapar), BKIIOYCHHH (apMaleBTHYECKOH cyOcTaHImM,
IPOU3BEACHHON Ui PEAIN3alMH, B rOCYJapCTBEHHBIH DPEECTp JIEKapCTBEHHBIX
CpEJICTB /IS BETEPUHAPHOTO IPUMEHEHHs” (Jlaliee — PEECTp);

2) [gdepxaTenb WIM  BIAACNENl  PETHCTPALMOHHOIO  YAOCTOBEPEHHA
JIEKAPCTBEHHOTO IIperapara WM YIOJHOMOYEHHOC MM JpYroe IOpHAHYCCKOC

! Yacts 1 crateu 17 GenepanpHoro 3akoxa or 12 anpens 2010 . Ne 61-@3 «O6 oGpaiueHHH JEKapCTBEHHBIX
cpencre» (nanee - Penepanbublil 3axon Ne 61-03) (Cobpanue 3akoHoaaTeNnbCTBa Poccuiickon ®enepauny, 2010,
Ne 16, cT. 1815; 2020, Ne 52, cr. 8590).

2 Cratba 33 ®eaepanbroro 3akoHa Ne 61-03.




JINLO° — TPH TMOATBEPKISHHU TOCYIAPCTBEHHOM PErMCTPalMH JICKApCTBEHHOIO
nperapara, BHECEHMM  HU3MEHEHMH B JOKYMCHTBI,  COAEpKamuecs
B PETUCTPALIMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIN IEKAPCTBEHHBIH MpEmapar,
BHECEHHHM W3MEHEHHH B JOKYMEHTHI Ha (apManeBTHYECKyl0 CyOCTaHLHIO,
NPOM3BEACHHYIO JUIA pealn3allid M BKIIOYEHHYI0O B  pPeecTp, OTMEHE
rOCY/JapCTBEHHOM PErMCTpalMy JIEKapCTBEHHOTO NperapaTa, Bbinaye AyOnukara
PETHCTPALMOHHOIO YAOCTOBEPEHHUS JICKAPCTBEHHOTO IIpEnapaTa (Jajee COBMECTHO
— 3asABUTEb).

IIpu npenoCTaBIEHAN TOCYJAPCTBEHHON YCIIyTH OT MIMCHH 3asBUTENCH MOTYT
BBICTYIIaTh MX IPEACTABUTENM, HMMEIOIHUE IIpaBO [EHCTBOBATH OT HMCHH
IOPUAMYECKOTO JuIa 0e3 NOBEPEHHOCTH, WM HHBIC JIMIA, YINOJIHOMOYCHHBIE
IEHCTBOBaTbL OT HMEHHM  IOPUIMYECKOr0 JIMIAa B COOTBETCTBHH C
3akoHoJaTeascTBOM Poccuiickoit denepanum.

TpeOGoBanust K NOpAAKY HHGOPMHPOBAHHSA O NPEIOCTABICHHHA
rocyIapcTBeHHOM yCJOyrH

3. VHbopMHupOBaHHE MO BOIPOCaM MPEXOCTABIECHUS TI'OCYAAPCTBEHHOH
ycinyru, axmpece, rpapuke pabGoTBl, CIPaBOYHBIX TenepoHax, aapecax
OpUIMANLHEIX ~ CATOB M OJJNEKTPOHHOM  MmouThl  Poccenpxo3Hansopa
OCYLLECTBIIAETCH:

1) Ha oduumansHOM caiite Poccenpxo3Han3opa (€ro TEPPHTOPHANBHBIX
OpraHoB) B HH(MOPMAIMOHHO-TEICKOMMYHHKAIHOHHOH ceTn «MHTepHeT» (nanee —
Caiir); |

2) B (efepanbHOi rocyaapcTBeHHON MH(POPMANMOHHON cHcTeMe «EmuHBbLi
NOPTall TOCYJAPCTBEHHBIX M MYHUUMIANBHBIX ycuryr (byskumii)»* (mamee -
Enunblil mopran);

3) B (emepanbHO TOCYHAapCTBEHHOH  MH(DOPMALMIOHHOH  CHCTEME
«®DenepanpHBIi  peecTp TIOCYAApCTBEHHBIX YCIIYT (bynxuuit)»’ (mamee -
denepanbHBIA PEECTp);

4) Ha uHQOPMALMOHHBIX CTEHJAaX B  MeECTaX  IPEHNOCTaBIICHUsA
rocyJapCTBEHHOH YCIIYyTH,

5) mo HoMepaM Tene(POHOB A CIIPABOK;

6) MHCHMEHHO MOYTOBBIM OTIIPABICHMEM JHOO 3JEKTPOHHBIM COOOIICHNEM
0 aJipecy, yKa3aHHOMY 3asABUTEIEM.

ITpu uH(OPMUPOBAHUH IO TEIEePOHY YNOTHOMOYEHHBIC NOJDKHOCTHBIC JIMIA
OTBETCTBEHHOIO CTPYKTYPHOrO IoapasjeneHus Poccenpxo3Haasopa o00s3aHbL,
B COOTBETCTBHHM  C  IIOCTYNMBIIUM  3aABI€HHEM O  MNPEAOCTaBICHUHU

3 Yacts 3 crateu 29 depepansroro 3akoHa Ne 61-03.

4 Tlonoxenue o (henepanbHON roCyAapCTBEHHOR MH(OOPMALMOHHON cucTeMe «ENMHBIA NOPTall roCyAapCTBEHHbIX
¥ MyHUIMIATLHBIX yoyr (pyHKImit)», yTBepkaAeHHOe nocTaHoBneHueM Ilpaputenscrsa Poccuiickoii Denepaunn
oT 24 oxtabps 2011 r. Ne 861 (aanee — ITocranosnenue Ne 861) (Cobpauue 3akoHOnarenscTBa Poccuitckoi
denepauun, 2011, Ne 44, ct. 6274; 2021, Ne 15, cT. 2589).

S IlonoxeHne o (eaepanbHOH roCYAapcTBEHHON HHpopManmoHHON cucteMe «DeaepanbHblii  peectTp
FOCYJapCTBEHHBIX M MYHHIMOAIBHBIX ycIyr (GyHkumif)», yreepxaenHoe [locranosnenuem Ne 861.
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rOCyJapCTBEHHOM YCIyrd, HPEROCTABUTh 3asBHTEN0 HMH(GOPMALMIO O XOJe
PacCMOTPEHHS 3asBJICHUS U O PE3yJIbTaTaX PaCCMOTPCHHUS 3asIBICHMUS.

4. Ha Caiire, nHpOpMaLIMOHHBIX CTEHAAX, Ha ENMHOM mopTale pasMemaeTcs
creayomas nHhopMarys:

1) mopsamok mony4deHus HHOOpMaUUM 3aABMTENSMH IO  BOIPOCAM
PeIOCTaBIEHH TOCYAapCTBEHHOH YCIyTH,

2) mHepeyeHb HOPMATHBHBIX IIPaBOBBIX akToB Poccuiickoit @enepauny,
PETJIaMEHTHPYIOLIMX PEAOCTABICHHE TOCYJaPCTBEHHOM YCIIyTH;

3) Texct PernameHra;

4) ¢opMsl 3asBIEHMHA U HHBIX JIOKYMEHTOB, MHCIOJIB3YEMBIX IIPH
[IPEJOCTABICHUH YCIYTH.

Ha Caiite, nva EaunoM moprane Takke pa3MEILAIOTCS CBEACHHA O XOIe
IpEeOCTABICHHUS I'OCYAapCTBEHHOM YCIIyTH.

5. HudopmupoBaHue 3asgBHTENE MO  BOMpPOCaM  MPEAOCTABICHUS
rOCyNapCTBEHHOM YCIyrH, aapece, rpaduke paGoTeI, CNPaBOYHBIX Tene(oHax,
agpecax OQMUMAIBHBIX CalWTOB M JIEKTPOHHOM MOYTHl Poccenbxo3Haa3opa,
OCYILECTBIIETCS Ha 6€3BO3ME3IHON OCHOBE.

6. He pmomyckaercs OTKa3 B IIPHEME 3ampoca M HMHBIX JOKYMEHTOB,
HEOOXOAMMEBIX /IS MPENOCTAaBICHUS TOCYJapCTBEHHON YCIIYTH, a TaKXKe OTKa3
B IPEAOCTABIEHMHA TOCYJapCTBEHHOM yCIIyrM B  Cilyyae, €CIH  3ampoc
M JOKYMEHTEI, HEOOXOAMMbIE IJIs INPEXOCTABICHHS TIOCYIapCTBEHHOH YCIyTH,
MIOJAHbI B COOTBETCTBHH C HHGOpMalMeld O CPOKaX U IOPAAKE MPEHOCTaBICHUSA
roCyJapCTBEHHOM yCIyTH, OITyOInKOBaHHON Ha EquHOM nopTaie.

7. Joctyn k wuHpopMaLuMH O CpPOKax M TMOPSAKE MPEAOCTaBICHUA
rOCYJapCTBEHHOM YCIIyTH OCYIIECTBIAETCS 6€3 BBIIOIHEHUA 3asiBUTEICM KaKHX-
60 TpeGoBaHMii, B TOM yucie Ge3 HCIONB30BaHMs IIPOrPaMMHOr0 00eCIeueH S,
YCTaHOBKa KOTOPOTO Ha TEXHWYECKHE CPEACTBAa 3asdBUTENS TPEOYeT 3aKIFOYeHMs
JVLIEH3MOHHOTO MM HMHOIO COIVIAIICHHS C MpaBooOiafaTeieM IpOrpaMMHOrO
obecrieueHys, NpPEAYCMAaTPUBAIOIIETO B3HMAaHHE IIJIAThl, PETHCTPALMIO WM
aBTOPU3ALIKIO 3asBUTEISA, WIH IPEIOCTABICHHE UM MICPCOHATBHBIX IaHHBIX.

8. [Tony4yenne HEGOPMALIMH 10 BOIIPOCAM IPEAOCTABICHUA TOCYAapCTBEHHON
YCIYTH Yyepe3 MHOTO(QYHKIMOHAIBHBIM LIEHTP IMPEJOCTABICHUS rOCYJapCTBEHHbIX
¥ MYHHUIIUIIANBHBIX YCIYT HE IIPEAYCMOTPEHO.

II. CranaapT npegocTaBjJIeHns rocy1apCTBEHHOH yCIyTrH
HaunMeHoBaHHE roCyAapCTBEHHOM YCIYTH

9. TocymapcTBeHHas yciIyra IO TOCYAapCTBCHHOM  PErHCTpaluu
JIEKapCTBEHHBIX IIPEapaToB Ul BETEPHHAPHOIO IPUMEHEHHUSL.

HauMeHOBaHHE OPraHa, MPeJOCTABJSIONIEro rocyapCTBEHHYIO yCayry

10. F'ocymapcTBeHHas yciryra peocTaBisieTcss POCCEIbX03HAA30pOM.
B mpemocTaBICHMM TOCYAApCTBCHHOH YCIYyrM Y4acTBYeT (emepanbHoe
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rOCyJapCTBEHHOE OIOIKETHOS YUPeXICHHE, CO3HaHHOe M obecnedeHus
MCIIOJIHEHHS [IOJTHOMOYHHM Poccenpxo3Hans3opa 1o rocyAapCTBEHHOM PEruCTpalyu
JIEKAPCTBEHHBIX MIPENapaToB AN BETEPUHAPHOrO MPUMEHEHHUS (Jaee — ®OI'BY)S.

11. 3anpemaercs TpeGoBaTh OT 3asBUTENA OCYIIECTBICHUS NEHCTBUM, B TOM
qUCIlIE COTIACOBAHHUM, HEOOXOMMMBIX U IOMY4EHHMs IOCyJapCTBEHHOM YCIyru
Y CBA3aHHBIX ¢ OOpallleHHEM B WHBIE rOCYJapCTBEHHBIE OPraHbl M OpraHU3alNH,
3a MCKJIIOYEHHEM IIOJIYYEHUS YCIYT, BKIIOYEHHBIX B IIEPEYEHBb YCIYr, KOTOPBIC
ABIAIOTCS  HEOOXOOMMBIMHM U O0sA3aTENBHBIMH I IIPEAOCTAaBICHHS
(enepalpHBIMM ~ OpraHaMHM  HCIOJHHMTENBHOH  BiacTH, [ oCymapCTBeHHOH
Kopropauueil mo aroMHOH dHepruu «PocaToM» TOCYAapCTBEHHBIX —YyCIyT
Y [IPEJOCTABIAIOTCA  OPTaHU3alUsAMM, YJYacTBYIOMIMMM B  IPCHOCTaBICHUN
rOCYJapCTBEHHBIX YCIYT, M OIpEACICHHMHM pa3Mepa IUIaThl 33 HMX OKa3aHHE,
YTBEPKICHHEIN mocTanosienueM IIpaButenscTBa Poccuiickoit ®enepanuu ot 6
mas 2011 r. Ne 3527 (manee — Ilepeuens ycayr).

Onucanue pe3yJbTaTa NpeAoCTABICHHS FOCyAapPCTBEHHOMN yCIyTH

12. Pe3yapTaToM NpeAOCTaBICHUS TOCYAApCTBEHHON YCIIYTH SABIAETCS!

1) BBIa4a pErHCTPALIMIOHHOTO YOCTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara co
CPOKOM JEHCTBHA 5 /€T’ M COINIACOBAHHBIX JOKYMEHTOB (HOPMATMBHOIO
JOKyMEHTa, HHCTPYKIMH 10 NPHMEHEHHUIO JICKapCTBEHHOrO IIperapara, MakeToB
NEPBAYHOM YIAKOBKM M BTOPHYHOM (HOTPEOMTENBCKOH) YIIaKOBKH), JHOO
yBeOMIEHHs 00 OTKa3e B TIOCYJapCTBEHHOM pPErMCTpald JIEKapCTBEHHOIO
nperapara — Ha BIIEPBEIE PETHCTPUPYEMBbIii IEKAPCTBEHHBIH Iperapar’;

2) BblJa4ya YBENOMIEHHMs O BKIIOUCHHH (hapMalleBTHYECKOH CyOCTaHuuH,
NPOU3BEACHHONW Ui peanu3anuy, B peectp iubo ypemomieHus o0 OTkase BO
BKJIIOYEHHH (hapMaIleBTUUECKON CyOCTaHIMH, IPOU3BEACHHON UL peanu3aiuy, B
peecTp,

3) BHECEHHE M3MEHEHHH B JJOKYMEHTEI, COACPKAIIUECH B PETUCTPALIMOHHOM
JOChE HAa  3aPErdCTPUPOBAHHBIA  JIEKAPCTBEHHBIA  IIpemapar, | Bblaya
COTIaCOBaHHBIX JOKYMEHTOB 100 BbIaya yBEAOMIICHHSA 00 OTKa3e BO BHECEHHU
U3MEHEHUH B [OOKYMEHTBI, COJEpXXallMecs B PETUCTPAllAOHHOM [JOChe€ Ha
3apETUCTPHPOBAHHBIN JIEKAPCTBEHHBI IPENapaT, — HOPMATHBHOIO IOKYMCHTa,
MHCTPYKLMH IIO IIPUMEHEHHIO JIEKAPCTBEHHOTO IIPENapara, MaKeTOB MEPBUYHOU
YIIAKOBKM M BTOPHYHOM (IIOTPEGHTENBCKO) YIIAKOBKY';

4) BHECEHHE M3MEHEHHUH B JOKYMEHTEHI, COAEPXKAIINECS B PETHCTPALMOHHOM
I0Che Ha (PapMaLEeBTHYECKYIO0 CyOCTaHIMIO, NMPOM3BEACHHYIO UL pealu3alyu

6 TTynkt 3 [IpaBun npoBeAeHHs KCHEPTH3BI JIEKAPCTBEHHBIX CPE/ICTB JUIA BETEPUHAPHOTO NPHUMEHEHHA U GOPMbI
3aK/II0YEHMA KOMMCCHM 3KCMEPTOB, YTBEPXKAEHHBIX NpuKasoM Mmuucenbxosa Poccuu ot 5 mions 2012 r. Ne 311
(3apeructpupoBan Munioctom Poccun 20 mions 2012 r., perucrpaumoHHbii Ne 24963), ¢ M3MeHeHMAMY,
BHECEHHBIMH NPHKa30M Muncensxo3a Poccun ot 5 mons 2020 r. Ne 309 (3apeructpuposan Muntocrom Pocenn 14
miona 2020 r., peructpaumoHHeii Ne 58934) (namee — IlpaBmna npoBeNEHMA 3KCIEpTH3bl, npukas Ne 311
COOTBETCTBEHHO).

7 Cobpanue 3axoHozatenscTBa Poccumiickoit ®emepaumm, 2011, Ne 20, cr. 2829; 2015, Ne 50, cr. 7189;
OdHunanbHbIA HHTEPHET-IOPTAN NPaBoBoi uHpopMauuy http:/pravo.gov.ru, 23.07.2021.

8 Qacte 1 crateu 28 QepepanbHoro 3axkoHa Ne 61-03.

® ITynxr 3 yactn 1 deaepansHoro 3akona Ne 61-P3.




H BKJIIOYEHHYIO B peecTp, MO0 BbIJaua yBEIOMIEHHS 00 OTKase BO BHECEHHH
U3MEHEHUM B JOKYMEHTBI, COAEpXaIlMeCs B DPErHCTPALlAOHHOM [JOChE Ha
(apManeBTHYECKyl0 ~ CYOCTaHIMIO,  NPOM3BEACHHYIO  JUIA  pealM3aluu
H BKJIIOUEHHYIO B peecTp;

5) BeIIaua 6ECCPOYHOTO PETHCTPALMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapata 60 yBedOMIIEHHs 00 OTKase B NOJTBEPXKIEHHH TOCYHapCTBEHHOH
PETMCTPAllii  JIEKAPCTBEHHOTO  Mpemapara —  [OpH  HOATBEPKACHUH
rOCYAapCTBEHHON PErMCTpaLUH JICKAPCTBEHHOTO MpenapaTa,

6) Bbgaua (HampaBieHHWE) yBENOMIEHHA 00 OTMEHE TOCYAapCTBEHHOH
PETHCTPAINH JIEKAPCTBEHHOTO MpernapaTa, 00 HCKIIOYEHHH (apMaleBTHICCKOH
CyOCTaHILkH, IPOU3BEACHHOMN Ui peal3aliy, U3 TOCYAAPCTBEHHOIO PEECTPa;

7) mpemocraBieHHE ~AyOnMKaTa  PETMCTPALMOHHOTO  YAOCTOBCPEHMS
JIeKapCTBEHHOTO IIpenapara.

Cpox npeaocTaBjeHHs roCyAapCTBEHHOM yCIyrd, B TOM YHCJI€ € y4eTOM
HEe00X0AMMOCTH 00palleHHs B OPraHu3aluH, y4acTBYHOLIHE
B IPeI0CTaBJIEHHH IOCyJapCTBEHHOM YCJIYr'H, CPOK MPHOCTAHOBJICHHS
NPeI0CTABIEHHS rOCYAapCTBEHHOM yCIyrd B CJIyvae, eCJIH BO3MOKHOCTh
IPHOCTAHOBJICHHS TPEXYCMOTPEHa 3aKoHoAaTeNLCTBOM Poccniickoi
®denepanun, CPOK BbLIa41 (HANPABJICHHS) JOKYMEHTOB, ABJIAIOIHXCH
Pe3yJIbTATOM HPEJOCTABJICHHS rOCYyIaPCTBEHHON YCIYTH

13. Cpox mpemoCTaBleHHs TOCYHapCTBEHHOM yCIYTH ¥ BblAadH
(HampaBiIeHUs) JOKYMEHTOB, SBJIOIIMXCA  PE3YJIBTaTOM  IPEIOCTaBICHUA
roCyJapCTBEHHOH YCIyIH:

1) npuHsTHE peleHHs O TOCYJapCTBEHHOH DPErMcTpauyy JIEKapCTBEHHOTO
nmpenapata — He Oomee 160 paboumx JgHed CO JHA  PErUCTPalUH
PoccenpX03HAa30pOM ~ 3asBIEHHS O  TOCYAapCTBEHHOM  PETHCTpaluu
JICKApPCTBEHHOTO MpEapara i JOKYMEHTOB, IPEAYCMOTPEHHBIX IyHkTamu 17 u 18
Pernamenra;

2) NpHHATHE pEUICHHs O BKIOYEHHH (apMaleBTHYECKOH CcyOcTaHImH,
TIPOM3BEIEHHOM [UIs pealn3aluH, B peecTp — He Gonee 75 pabouux JHEH CO aHs
PETHCTpallud  3asABJEHHs O BKIIOYCHMM ()apMaleBTHYECKOH CyOCTaHIMH,
NPOU3BEACHHON IJIsI Pealu3allMy, B PEECTp M JOKYMEHTOB, HPEIYCMOTPECHHBIX
nyHKTOM 21 Pernamenra;

3) NpUHSATHE PELICHUS O BHECEHHH U3MEHECHHI B JOKYMEHTBI, COACPKAIMECS
B PETHCTPALIOHHOM JIOChE, B ClIy4ae HEOOXOAMMOCTH MPOBEIACHMA SKCIECPTHU3BI
JNIEKapCTBEHHOr0 cpencTBa — He Gonee 90 paboumx AHEH €O AHA PErvMCTpalMH
PoccenpX03Haq30pOM 3asBJICHHS O BHECEHHHM TAaKMX M3MEHEHHA M JIOKYMEHTOB,
IIPeLyCMOTPEHHBIX IMyHKTOM 22 PernaMeHTa;

4) NpUHATHE PEIICHUS O BHECEHMH M3MEHEHUH B JOKYMEHTHI, COAEPKAIIUECH
B PETUCTPALMOHHOM HOChe, 0€3 MpOBENECHHMSA IKCIEPTH3Bl JICKAPCTBEHHOTO
cpencrtsa — He Gonee 30 pabounx mHeH co JHA peructpauuu Poccenpxo3Haa30poM
3afBJICHUSl O BHECEHHH TaKMX HM3MEHEHHH M JOKYMEHTOB, IPEAYCMOTPEHHBIX
nyHKToM 22 Pernamenra;
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5) NpUHSATHE PEIICHUS O BHECEHUH MU3MEHEHUM B JIOKYMEHTBI, COICPKAIIMECs
B PETHCTPAIMOHHOM JOChe Ha (apMaleBTHYECKYIO CyOCTaHIHMIO, IPOU3BEACHHYIO
JUIS peaNn3aliy U BKIIOUSHHYIO B PEECTP, B CIydac HEOOXOAMMOCTH IIPOBEACHHUS
skcmepTu3sl — He Oomee 90 pabounmx MOHEH €O AHA  PErUCTpaLUM
Poccenbxo3Haa30poM 3asBieHHS O BHECEHMH TaKMX M3MEHEHUH H JOKYMEHTOB,
TIpeIyCMOTPEHHBIX MyHKTOM 23 Pernamenra,

6) npUHATHE PEIICHH O BHECCHHH M3MEHEHHH B JOKYMEHTBI, COAEpKaIUecs
B PETHCTPALMOHHOM JOChe Ha (PapMaLeBTHYECKYIO CYOCTaHLMIO, IIPOU3BEACHHYIO
IS peaiu3alli¥ M BKIIOYCHHYIO B peecTp, 6€3 IpOBEAEHMs IKCIEPTH3bI — HE
oonee 30 pabGouux mHe# co AHA perucrpanyu Poccenbxo3Haa30poM 3asBlIEHHs O
BHECEHMM TaKHX HM3MEHEHHM M JOKYMEHTOB, NPEXyCMOTPEHHBIX IIyHKTOM 23
Pernamenra,

7) NpUHATHE PEMICHHWs O HMOATBEPHKICHHHM TOCYAapPCTBEHHOW PErHCTpPAalHY
JIEKApCTBEHHOro mpemnapara — He Gonee 60 pabouux aHeH CO AHS PETHCTpaLUH
Poccenbx0o3Haa30poM 3asBJICHUSA 0 TTOATBEP>KICHUHU FOCyIapCTBCHHOM
pEruCTpalMy JICKApCTBEHHOIO IIpemnapara ¢ JOKYMEHTOB, NPEIyCMOTPEHHBIX
IIyHKTOM 24 PernaMeHTa;

8) mnpuHATHE peleHHs 00 OTMEHE TOCYJapCTBEHHON pEeTHCTpaliy
JNIEKApCTBEHHOTO TIpemnapara — B CpOK, He npeBbimaomui 30 pabo4ux quen co AHs
perucTpamu PoccenbX03HAA30pOM 3asABICHHA 00 OTMEHE TIOCYIapCTBCHHOH
pEruCTpaLyy JIEKapCTBEHHOTO IIPENapara,

9) mpemoctaBiieHHe OyOnMKaTa — PErHCTPAlMOHHOIO  yJOCTOBEPEHHs
JNIEKApCTBEHHOTO Tpenapara - B CpOK, He npeBbmaromui 10 pabounx aHei co aHs
perucTpamuu  Poccenpx03Hag30poM  3asBICHMSA O BBlIaYe  AyOimkara
PETUCTPALIOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Nperapara.

14. B cpok mpexocTaBlIeHHs TOCYJapCTBEHHOH YCIYT'H HE BKJIIOYACTCH:

1) cpok qua npemocraBnenus 3asButenieMm B DIBY  obpasuos
NIEKapCTBEHHOTO  IIpernapara, BXOAAMIMX B €ro  coctaB  00pasios
(apMaleBTHUECKUX CYOCTaHIMH, TECT-IUTaAMMBbl MHMKPOOPTaHH3MOB, KYJIbTYDBI
KIETOK, O0O0pasLoB BELIECTB, NPHMEHAEMBIX JUIS KOHTPOJII  KayecTsa
JIEKApCTBEHHOTO CPEJCTBA, & TAK)KE CPOK UL IIHCBMEHHOTO YBENOMJICHHUS 06 9TOM
Poccenbxo3nanzopa'’;

2) BpeMsA cO JAHSA HalpaBlCHHs 3alpoca 3agBUTEIIO0 O MPEACTABICHHH
HeoOxomuMEIX  MarepuaioB mo 3ampocy PIBY B Poccenpxosnansop
O IPEIOCTABJICHHH HEOOXOJMMBIX AOINOJHHTENBHBIX MAaTepHaOB, Cily4ae
HEJOCTATOYHOCTH MPEACTABICHHBIX 3KCIIEPTY MaTEPUANIOB Ul Ja4yM 3aKIHYEHHs,
1o nua nonydenns OI'BY orBera Ha 3ampoc ¢ MPEJOCTABICHHEM HEOOXOAMMBIX
JONOJHUTEILHBIX ~ MAaTEpUAlIOB WM  YBEJOMIEHHMS O  HEIPCACTABICHUM
HEOOXOMMMBIX JONONHHUTEILHBIX MaTepHuaios'!,

15. Cpoku, yka3zaHHbIE B TOANYHKTax 1 — 7 nmyHkra 13 PernamenTa, MOryT
6BITh NMPHOCTAHOBNEHHI!? Ha CPOK He mpeBbimaromuit 90 pabodmx gHEH co aHs
noydyeHus 3asBUTENEM JO0 AHSA NOCTYIJIEHHs B Poccenbxo3Hag30p OTBETa Ha

10Yacte 4 craten 24 Qenepanbroro 3akoxa Ne 61-03.
'Yacrs 4.1 craten 16 GenepansHoro 3akona Ne 61-03.
12 Crateu 16, 19, 29, 31, 34 ®enepanbHoro 3akoHa Ne 61-D3.




3arpoc POCCCJIBXOBH&IIBOpa.

HopMaTHBHBIE PABOBbIE AKThI, PEryJHPYIOIIHNe IPEI0CTABICHHE
rocyJapCcTBEeHHOH YCJIYIrH

16. IlepeueHp HODMATHUBHBIX IPaBOBEIX  aKTOB,  PETYIUPYIOMIHUX
NpeaOCTaBJICHHE TOCYAAPCTBEHHON yCIIyTrH, pasmenieH Ha Caiite, B DenepalbHOM
peectpe ¥ Ha EquHoM noprane.

Poccenpxo3Haa30p 00ecreYynBaeT pa3sMEIICHHE U aKTyald3alHi0 IICpeYHs
HOPMAaTHUBHBIX IIPaBOBBIX aKTOB, PETYIHPYIOIHUX MIPEIOCTABIICHUE
rocyJapcTBeHHOH yciyrn, Ha Cairte, a TaKKe B COOTBETCTBYIOIIEM paszeie
®eepalbHOIO peecTpa.

HcuyepnpiBaommii nepeyeHb JOKYMEHTOB, HEO0OXOIUMBIX B
COOTBETCTBHH C HOPMATHBHLIMH NPABOBLIMHM AKTAMH JIJIsl PEIOCTABIEHHA
rOCyAapCTBEHHOM yCJIyrd M yCJIyT, KOTOpPbI€ SIBJIAIOTCH HEOOX0AMMBIMH H
0053aTe/ILHBIMH /151 IPEAOCTABJIEHHS FOCyJapCTBEHHOM yCIyIH,
MOAJIEKALMX NMPEICTABICHHIO 3asiBUTEJIEM, CIIOCOOBI MX NOJTYYEHHSs
3asiBHTEJIEM, B TOM YHCJIe B AJIEKTPOHHON dopMe, MOPSAAOK HX
NPeACTABJIECHHA

17. nsa rocynapCTBEHHOHM pEruCcTpallid JIEKapCTBCHHOIO Ipenapara
3asBUTEN, NPEACTABISECT 3asBICHHE O TOCYHNAapCTBEHHOHM  PETHUCTPALUH
JIEKApCTBEHHOIO Ipemapara mo ¢opMe, NpeAycCMOTPEHHOH mpmiioxkeHneM Nel
K PernaMenty, a TakKe JOKYMEHTHI, 3 KOTOPHIX (GOPMHUPYETCS PErUCTPALIIOHHOE
JI0ChE Ha JICKApCTBEHHBII MpenapaT CorjiacHo MyHKTy 18 Pernamenra.

18. PerncrpalliOHHOE IOChe Ha JIEKapCTBEHHBIX IpenapaT (Qopmupyercs
3 CIEAYIOMMX JOKYMEHTOB U CBEAEHMI >

1) xonmu:

a) OOKYMEHTa, BBIJJaHHOrO  YIIOJJHOMOYEHHBIM  OpPraHOM  CTPaHBI
HOPOM3BOOUTENA NI Ka)KIOH NPOM3BOACTBEHHOM IUIOIIANKH DPETHCTPHPYEMOro
JIEKApCTBEHHOT'O IIpernapaTa U NOATBEPKIAAIOIIETO COOTBETCTBUE MPOU3BOIUTEILA
JIEKapCTBEHHOTO npenapara TpeOOBaHUAM paBUil HaJJIeXalen
IIPOM3BOJCTBEHHOM MPAKTUKU'*, €ClM MPOHU3BOACTBO JIEKaPCTBEHHOTO IpEnapaTa
oCyIUeCTBIIsAeTCA 3a npenenamu Poccuiickoi denepanuy,

6) IOOKyMEHTa, BBIAAHHOIO  YIIOJIHOMOYEHHBIM  OPraHOM  CTpaHbl
npomsBoguTeNss  ¢apMaleBTH4ECKOH  CyOCTaHIMH M MOATBEPXKAAOIICTO
COOTBETCTBHE TPOHM3BOAUTENS (PapMaLeBTUUECKOH CyOCTaHIMM, BXOASIICH B

3Yacts 3 crateu 17 GenepansHoro 3akoHa Ne 61-D3.

14 pemenue Cosera EBpasuiickoit 3xoHOMHYecKoi koMucchu oT 3 HoaGps 2016 r. Ne 77 «O6 yreepxaenuu ITpasun
HaJJexallel NPOM3BOACTBEHHOM NpakTHkH EBpasuiickoro 3KOHOMHYECKOTo COK3a» (ABJAoleec 0043aTeIbHBIM
amsa Poccuiickoit denepauuu B coorsercTBud ¢ JlorosopoM o EBpasuiickoM 5KOHOMUYECKOM coro3e oT 29 mas 2014
I., paTuhuIMpoBaHHbEIM DeiepanbHbIM 3aKOHOM OT 3 okTAGPs 2014 r. Ne 279-®@3 «O patuduxauuu Jlorosopa o
EBpa3sniickoM 3KOHOMHYECKOM coio3e» (aanee — [IpaBiia Hajurexalel npou3BoACTBeHHOM npakTiku) (Cobpanue
3akoHojaTenscTBa Poccuiickoii ®epepaumn, 2014, Ne 40, cr. 5310) (Oduumnanbhbiii caiir Espasuiickoro
3KOHOMHYECKOro coio3a http://www.eaeunion.org/, 21.11.2016).
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COCTaB PETHCTPHPYEMOrO JICKApCTBEHHOrO IIpenapara, TpeOOBaHMAM IIPaBHII
HaJUIeKAIEH NPOMU3BOJACTBEHHON MPAKTUKHM, B CIy4ae, €CIM IIPOM3BOACTBO
(dapMalneBTHYECKOM CyOCTaHIIMK OCYINECTBISIETCs 3a mnpeaenaMmu Poccuiickon
Oenepauny;

2) npoeKkTa HOPMAaTHBHOI'O JOKYMEHTA Ha JIEKapCTBEHHBII Mpenapar;

3) JIOKYMEHTA, COZEpIKaILEro CIEAYIOLLYIO “HpOpMALIO
0 papMaLeBTHYECKON CyOCTaHIMM MWIH  (papMalleBTHYECKHX CyOCTaHIMAX,
BXOJAIIMX B COCTAB JIEKAPCTBEHHOIO Ipenapara:

a) HaMMeHOBaHHE (DapMalleBTHYECKOH CyOCTaHIMM, €€ CTPYKTypa, oOmme
cBoiictBa (IpH  TOCYNAapCTBEHHOH  pErHCTpalMd  HMMMYHOOHOIOIMYECKUX
JEKapCTBEHHBIX NPENMapaToB IJI1 BETEPHHAPHOTO NPHMEHECHHUS IPENCTABIISIOTCS
CBEJEHHs O INTaMME, BKIO4Yasd €ro HauMEHOBaHHWE, HH(OPMAIHUIO
0 IIPOUCXOXKIEHUH, ET'0 CBOMCTBAX, XapaKTEPHCTHKAX U MECTE ACTIOHUPOBAHM);

0) HauMEHOBAaHME U aIpeC MPOU3BOJUTEINS;

B) TEXHOJIOTHS IIPOM3BOACTBA C ONHUCAHUEM CTaAMH MMPOHU3BOJCTBA ¥ METONOB
KOHTPOJIS Ha BCEX CTAIUAX NPOU3BOACTBA; |

r) uHbopMalMs O NpUMecAX (HE IPEACTaBIAECTCS HPH TOCYIAapCTBEHHOM
perucTpalii  MMMYHOOHOJIOTUYECKHX  JIEKAapCTBEHHBIX  IIPEnapaToB Ui
BETEPUHAPHOTO MPUMEHEHHU);

1) crenubuKanys Ha GapMaleBTHYECKYIO CYOCTaHIMIO (HE NPEACTaBIAETCS
IpH TOCYAApCTBEHHO!M perucTpauud HMMYHOOHOIOTMYECKUX JIEKApCTBEHHBIX
HpernaparoB s BETEPUHAPHOTO PUMEHEHHS);

€) OIIMCaHNE METOIUK KOHTPOJIS Ka4eCTBa;

K) pe3ylbTaThl aHanu3a cepuil (¢apManeBTHYeCKOH cyOcTanmuM (HE
NPEACTABIAIOTCA IPU TOCYHAapCTBEHHOH PErucTpalu¥ HMMYHOOHONIOTHYECKHX
JIEKapCTBEHHBIX MPENapaToB AJIsi BETEPHHAPHOTO NPHUMEHEHHS);

3) mepedeHb CTAHAAPTHBIX O0pasloOB WM BEIIECTB, MCIOJIB3YEMBIX HpPH
OCYIIECTBIIEHUN KOHTPOJIS Ka4€eCTBa,

M) OIKCAHHE XapPaKTEPUCTHK M CBOMCTB YINAaKOBOYHBIX MaTEPHAaJIOB
U YKYIIOPOYHBIX CPEACTB;

K) JaHHbIE O CTAOWIBHOCTH (HE NPEACTaBIAIOTCS IpPHU TOCYAapCTBEHHOH
PErHCTpalli  MMMYHOOHOJIOTHYECKHX  JIEKADCTBEHHBIX  IIpEMapaToB  JUis
BETEPHHAPHOTO MPHMEHCHHU);

J) CPOK TOJAHOCTH, YCIIOBHsI XpaHEHHS.

4) oryera O pe3yNbTaTax AOKIMHHYECKOrO HCCIEAOBAaHMSA JICKAPCTBECHHOTO
CpeACTBa, BKIIIOYAIOLIHI ONMCaHHE METOJOB ONPEACICHUA OCTATOYHBIX KOJIHYECTB
JNEUCTBYIOIIEr0  BemlecTBa  (NEHCTBYIOIIMX  BEINECTB),  JOCTHUIAIOMIETO
(ZOCTHUTaOmMUX)  CHCTEMHOTO  KPOBOTOKA, B  MNPOAYKIUHM  JKHBOTHOIO
MPOMCXOXKICHUA TOCIIE NIPUMEHECHHA TAKOro JIEKAPCTBEHHOIO CPEACTBA, a TAaKXKe
JOKYMEHTAJIbHOE IIOATBEPKACHUE (BAIMAALN) YKa3aHHBIX METOJIOB;

5) oryera O pe3yJbTaTax KIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOIO
mpernapata y KaXIOro BHIAa JKMBOTHBIX, YKa3aHHBIX B HHCTPYKLHH IIO
NPUMEHEHHIO;

6) mIpoeKkTa HMHCTPYKUMH IO NPUMECHEHHUIO JIEKapCTBEHHOTO IIperapara,
COJEpIKAILCH CIEAYIOINE CBEICHUS:



a) Ha¥MMEHOBaHME  JICKAPCTBEHHOTO  Ipemapara  (MEXIyHapOIHOE
HENATEHTOBAHHOE, WM TIPYINIHPOBOYHOE, WIHM XHMHYECKOE M TOProBOE
HaHMEHOBAHU );

0) nexkapcTBeHHasd (GopMa ¢ yKa3aHHEM HAaMMEHOBAHHHM M KOJMYECCTBEHHOIO
COCTaBa JEHCTBYIOLIMX BEIIECTB M KavyeCTBEHHOTO COCTaBa BCIIOMOIaTENIbHBIX
BEILIECTB;

B) OIMICAaHKE BHEIIHETO BH/IA JIEKAPCTBEHHOIO NIPEIapara,

r) ¢dapmakoTepaneBTHYeCcKas TIpyINa JIEKapCTBEHHOIO IIperapara M
yKa3aHHE «rOMEONaTHYECKHI JIeKapCTBEHHBIN IIpenapan,

n)  dapmakoguHamMuka H  (apMaKOKMHETHKAa (32  HMCKIIIOYECHHEM
(bapMaKOKHHETHKH rOMEOIAaTHYECKUX JIEKapCTBEHHBIX IpenapaToB
M PaCTUTENIbHBIX JIEKapCTBEHHBIX npenaparoB) WIH OIKCaHue
MMMYHOOHOJIOTHYECKHUX CBOMCTB JIEKAPCTBEHHOIO IIpENapara,

€) IMMoKa3aHuA I IPUMEHEHUS;

’K) IPOTHBOIIOKAa3aHMs U1 IPUMEHEHMS,

3) MepBI IPEJOCTOPOIKHOCTHU IIPH IPUMEHEHHH;

M) yKa3aHHe BO3MOXKHOCTH M OCOOEHHOCTEH NpHUMEHEHUS Yy OepeMEeHHbIX
HMBOTHEIX, Y )KHBOTHBIX B IEPUOX JIAKTALIUH, Y IOTOMCTBA XHBOTHBIX,

K) PEXMM J[AO3HUpOBaHHSA, CMOcO0 BBEACHHI M IPHUMEHEHHUS, IIpH
HEOOXOAMMOCTH BpeMs IpHeMa JIEKapCTBEHHOT'O IIpenapaTa, NPOAODKHTEIbHOCTD
JICYECHHUS;

1) BO3MOXHBIC IIOOOYHBIE JEHCTBUS, HEXKCIATEIBHBIE PEAKIUH IIPH
HMPUMCHECHUY JIEKAPCTBEHHOTO IIpeIapara;

M) CHMIITOMBI IE€PENO3UPOBKH, MEpPHl IO OKAa3aHMIO IIOMOIM IIpU
HEepEeI03UPOBKE;

H) B3aHMOJCHCTBHE C APYTHMH JISKApCTBEHHBIMH IIpenapaTaMH H (WiH)
KOpMamy;

0) ¢OopMBI BHIITyCKa JIEKAPCTBEHHOTO IIPEnapara,

1) ykazaHue (mpu HeoOXOAUMOCTH) OCOOEHHOCTEN NEHCTBHUSA JICKAPCTBEHHOI'O
Iperapara Ipy IepBOM IIPHEME UM IIPH €I0 OTMEHE;

p) omnucanue (IpH HEOOXOAUMOCTH) AEHCTBUI CrIeNManucTa B 00IAcTH
BETEPUHAPUY, BIIafeNblia J>KUBOTHOTO IIpM IPONYCKE IIpUEMA ONHOW WK
HECKOJIBKHUX 03 JIEKapCTBEHHOT'O IIpENapara;

C) CPOK TOJHOCTH M YKa3aHHE Ha 3allpeT IPHMEHEHHs JICKAPCTBEHHOIO
npenapara o UCTe4EHUN CpOKa FOAHOCTH;

T) YCJIOBHS XpaHEHUS,

y) yKa3aHHE Ha HEOOXOJMMOCTh XPaHEHMs JIEKApCTBCHHOrO IIpernapara
B MECTax, HEIOCTYIHBIX JUIsl AECTEH;

¢) ykazanue (mpu HEOOXOAMMOCTH) CIIEHHUAIBHBIX MEP IPEIOCTOPOKHOCTH
IpY YHUYTO)XKEHUH HEHMCIIOJIb30BAHHBIX IEKaPCTBEHHBIX IIPENapaToB;

X) CpOKM  BO3MOXKHOTO  HCIIONB30BaHUS  NPOAYKUMH  JKHBOTHOTO
HPOUCXOXKICHHUS [TOCIE BBEACHUS JKHBOTHOMY JIEKAPCTBEHHOT'O MpEIapara,

1) YCIIOBHS OTIIyCKa;

4) HAMMEHOBAHMUA M aJpeca MPOM3BOACTBEHHBIX IUIOMIAJOK IPOU3BOAUTEIIS
JIEKApCTBEHHOTO IIpernapara;
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III) HAUMEHOBAHHE, aJipeC OPTaHHU3alLUH, YIIOMHOMOYEHHON JepiKaTeaeM Uiln
BJIAJICJIBIEM PETHUCTPALIOHHOIO YIOCTOBEPEHHUA JIEKapCTBEHHOIO Ipemapara Ha
HNPUHATHE IPETEH3Ui OT NOTpebuTEIs;

7) NPOEKTOB MAaKETOB IIEPBHYHON YHNAKOBKM M BTOPDMYHOM YNaKOBKH
JIEKapCTBEHHOTO MpernapaTa Uil BETEPUHAPHOrO IPHMEHEHHUS,

8) cnemyromux CBENEHUH O IEKapCTBEHHOM IIpernapare:

a) OMHCaHHe M COCTaB JICKapCTBEHHOTO IIperapara A BETEPHHAPHOTrO
IPUMEHEHUS,;

0) onrcanue papMaLeBTUIECKON pa3pabOTKH;

B) OIKCAHME IPOLIECCa IPOU3BOACTBA M €T0 KOHTPOIIS;

r) ONHCaHHWE KOHTPOJNSA KPUTHYECKAX CTaJuil  NPOM3BOACTBA U
HIPOMEKYTOYHOM MPOAYKLIKH;

1) HaHMEHOBaHHMA M ajapeca pa3paboTduKa, ACpXKaTelld WIM Blajeibla
PETUCTPALIIOHHOTO yIOCTOBEPEHHSA JIEKapCTBEHHOTO mpernapara,
IPOU3BOACTBEHHBIX IUIONIANOK IIPOM3BOJUTENA JEKapCTBEHHOrO MIpemapara Juis
BETEPUHAPHOr0 IPUMEHEHHS C YKa3aHUEM CTagui TEXHOJIOTHYECKOro Mpouecca,
OCYUIECTBIIIEMBIX ~ Ha  INPOMU3BOJACTBEHHBIX  IUIOILAAKAaX  IPOU3BOJHTEIIS
JIEKApCTBEHHOTO [IPENapaTa;

e) hapMarieBTH4YeCKas COBMECTUMOCTb;

) MHKPOOHOJIOTHYECKUE XapaKTEPHUCTHKHY;

3) MaTepHANIbHBIN OaNaHC 11 IPOM3BOJACTBA CEPHH FOTOBOIO IIPOAYKTA,

M) OINHCAaHHWE XapaKTePUCTUK M CBOWCTB YIAKOBOYHBIX MAaTe€pHaiOB
¥ YKYTIOPOYHBIX CPEACTB;

K) JOKYMEHTAIbHOE MOATBEPKACHHE (BaMMIALMs) NPOLECCOB M (WIM) HX
OLICHKA,;

1) TpeOoBaHMs K KayecTBY BCIOMOTraTeNbHBIX BEIIECTB (CepTHQHMKAT,
crierUKanys Ha BCIIOMOTATE/IbHBIE BEIECTBA M UX 000CHOBaHME);

M) aHAJIMTHYECKHE METOAUKH, CIIOIb3yEeMBbIE IIPH OCYIECTBICHUH KOHTPOJIA
Ka4eCTBa BCIIOMOraTENIbHBIX BELIECTB;

H) JOKYMEHTAJBHOE MOATBEPKACHUE (BaMAALMs) aHAIMTUYECKHX METOMUK,
HCIOJB3YEMBIX MPH OCYIIECTBICHHH KOHTPOJII Ka4deCTBA BCIOMOraTebHbIX
BEILIECTB;

0) wuHpopmamus 00  HCIOJIL30BAHMHM  BCIIOMOIATEJBHBIX  BEIICCTB
YEJIOBEYECKOI'0 U >KUBOTHOTO IIPOUCXOXKICHHS,;

p) TpeGoBaHMs K Ka4decTBY JIEKapCTBEHHOro mpenapara (cepTudukar,
crnienuUKaNUsA Ha JICKapCTBEHHBIH IIpernapaT u uX 000CHOBAHUE);

C) QaHAJTUTHYECKUE METOIMKH, UCIIONIb3YEMBIE NIPH OCYILIECTBICHUH KOHTPOIISA
Ka4yecTBa JIKApCTBEHHOTO NIpenapara;

T) JOKYMEHTAIBHOE IOATBEPXKICHUE (BaMMIaLMs) aHATUTUIECKUX METOMAMK,
UCIIONIB3YEMBIX TIPH OCYIIECTBICHMM KOHTPOJIA KadeCTBa JIEKAPCTBEHHOIO
npernapara;

y) IOKYMEHT, HOATBEPAKIAIOUMH KauyeCTBO JIEKAPCTBEHHOIO IMperapara Tpex
NPOMBINIIEHHBIX CepHil (IPOTOKOJ aHAaIW3a WIM CepTH(UKAT aHaiM3a), OJHA
ceprs KOTOPOrO JOJDKHAa COBIAAaTh C cepueil oOpasna JEKapCTBEHHOIO
npernapara, I0JaHHOTO Ha PETUCTPALHIO;




¢) xapakTepuCTHKa IPUMECEH;

X) MEpe4YeHb CTAaHAAPTHBIX O0pa3lOB, UCIOIB3YEMBIX IPU OCYILECTBICHUU
KOHTPOJIS Ka4eCTBa JICKapCTBEHHOI'O Nperapara;

II) AaHHBIE O CTa0MIBHOCTH JIEKapCTBEHHOTO IIpernapara.

9) KomuH HOKYMEHTa, COoAepKamero HHPOPMALMIO O HAIWYUM MM 00
OTCYTCTBHH (DAaKTOB pErHCTpPaliMd JIEKAPCTBEHHOIO IIpernapara 3a IpeleilaMu
Poccuiickoit denepanny;

10) cormacids B NHCHBMEHHOM (Qopme, B ClIydae pErucTpaluu
BOCIIPOU3BEIEHHOTO JICKaPCTBEHHOTO Ipenapara;

11) xonuu TOKyMEHTa Ha PYCCKOM SI3BIKE, MOATBEPIKAAIOIIEIO MTOJIHOMOYHE
IPEACTaBUTENIA 3asBUTENS HA [10/1ady 3asiBIICHUS O rOCYJapCTBCHHOM PETUCTPALIUM
JICKApCTBEHHOIO Iperapara i BETCpUHApHOTO IIPUMEHEHU;

12) cBemeHMif O TOCYAapCTBEHHO! pPETMCTpallMd TI'€HHO-UH)XXEHEPHO-
MOJU(HUIHUPOBAHHBIX  OPraHM3MOB, IIPpEJHA3HAYEHHBIX JUIA  BBIIYCKA B
OKpYXalolylo cpeny (MpH TOCYAAapCTBEHHOW pEerucTpanyy JIEKapCTBEHHBIX
MpernapaToB Ui BETEPUHAPHOTO IPHUMEHEHMS, INONYYEHHBIX C IPHMEHEHHMEM
IeHHO-UH)XXEHEPHO-MOIM(UHUPOBAHHBIX OPraHM3MOB HIIM COJEP)KAIlMX TaKHe
OpTaHHU3MBI).

19. Ilpu npoBeneHNH YCKOPEHHOHM NPOLEAYPBI IKCIEPTHU3BI JIEKAPCTBEHHOTO
openapara Uil BETEPUHAPHOIO INPHMEHEHHS B LENIX €ro rocylJapCTBEHHOH
pPEeruCTpalii BMECTO OT4YeTa pa3paboTyrKa O pe3yiabraTax JdOKIMHMYECKOro
VICCJICIOBAHU JICKAPCTBEHHOI'O CPEACTBA JAJIsi BETEPHHAPHOIO IIPHMEHEHHS MOJKET
ObITh IpeACTaBICH 0030p Hay4yHBIX pPaboOT O pe3ynbTaTax IAOKIMHHYECKOTO
WCCIICOBaHUs pPEe(PEPEHTHOrO JEKAPCTBEHHOIO IIperapara, a BMECTO OTYCTa
0 pe3ynbTaTax KIMHUYECKOr0 HCCIECAOBAHUA JEKapCTBEHHOIO IIPenapara — OTYET
O pe3yJIbTaTax  HCCICJOBaHUH  OHMOIKBHUBAJICHTHOCTH  BOCIIPOM3BEIECHHOIO
JIEKapCTBEHHOTO npemnapara’>,

20. Ha skcnepTu3y pa3jiM4HBIX JICKAPCTBEHHBIX (OPM OIHOIO M TOIrO XK€
JICKQpCTBEHHOTO Iperapara 3asBUTENb IPEACTABISIET OTACNIBHBIC 3asBICHMS
M PETUCTPALIMOHHBIE JOChE HA KaKOYIO JIEKapCTBEHHYIO (opmy. Ilpu ycnosun
OJHOBPEMEHHOH IOJaYd Ha OKCHEPTU3y ONHON JICKapCTBEHHOM (POPMEI
C pa3THYHBIMU TO3UPOBKOM, KOHIIEHTpaLueH, 00beMOM 3asBUTENb NPEACTABISET
OJHO 3asBJICHHE U PETUCTPALMOHHOE AOCHE C NMPHUIOKEHUEM MAKETOB IIEPBUYHOM
YJIaKOBKM M BTOPUYHOM ymakoBku. Ha Makerax NEpBUYHOH YIIAKOBKH M
BTOPHUYHOH  YIAaKOBKHM  YKa3bIBalOTCA BCE  INPOM3BOJUMBIE  JO3HPOBKH,
KOHLIEHTpAalMH, OOBEMBI M KOJIMYECTBO JO3 B YNAaKOBKE JIEKAPCTBEHHOIO
npenapara!'®.

21. lna BrmoyeHUs (apManeBTHYECKOH CyOCTaHLIMM, ITPOM3BEACHHOU IS
peaiu3anui, B peecTp 3asgBUTENb MpeacTaBisieT B Poccenbxo3Hag3op Ha
OyMaXXHOM HOCHTEJIE WM B JJIEKTPOHHOM Buze'’:

S Yacte 4 crateu 17 Genepansroro 3akoHa Ne 61-03.
16 Yacte 5 crateu 17 Genepanshoro 3akona Ne 61-@3.
Y Yacts 2 cratsu 34 denepanbHOro 3akona Ne 61-@3.
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1) sasBneHne 0  BKIOYEHHH  (h)apMaUEBTHYECKOH  CyOCTaHIMH,
IPOU3BEACHHON IS peanu3aluMd, B peectp no (opme, NPeXyCMOTPEHHOM
npuiokeHneM Ne 2 k PernameHry;

2) KOIHIO JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTPaHbI
IIPOM3BOJUTEINS JICKAPCTBEHHOTO CPEACTBA U IMOATBEPXKIAIOUIEr0 pPa3peIieHue
[POM3BOJCTBA JIEKAPCTBEHHOTO CpEACTBA, B CIy4ae, €CIOM IPOU3BOJACTBO
JIEKapCTBEHHOIO  CPEACTBa OCYLIECTBIAETCA 3a mpeldenamMu  PoCCHiCKO#M
denepauny;

3) JOKYMEHT, COAEpIKaIHii CBEACHHUS O (papMalieBTHIECKOH CyOCTaHIUH:

a) HauMEHOBaHHME (apMaLEeBTHYESCKOH CyOCTaHLMH, €€ CTPyKTypa, obmme
CBOMCTBA;

0) HaIMEHOBaHHE U aJipeC IPOH3BOAUTENLS,

B) TEXHOJIOTHS IPOM3BOJCTBA C ONMHCAHUEM CTaMi IPOM3BOJACTBA K MECTOOB
KOHTPOJIS Ha BCEX CTaAMAX IIPOU3BOJICTBA,

r) onucaHue pa3pabOTKK Ipouecca IPOU3BOACTBA,

J) ONMCaHHE KOHTPOJSA KPHTHYECKHX CTaJui IIpouecca IPOU3BOACTBA
¥ TIPOMEXKYTOYHO# MPONYKILIMH;

€) JOKYMEHTAJbHOE MOATBEpXICHWE (BaTuJalys) MPOLECCOB M (M) HX
OLICHKa,;

) CBOMCTBA M CTPYKTypa JACHCTBYIOIIHUX BELIECTB,

3) XapaKTEePUCTHKA IIPUMECEH;

) cnenrduKanus Ha GapMaleBTHIECKYI0 CYOCTaHIMIO B €€ 000CHOBAHHE,

K) @HAJIMTHYECKHE MCTOIHKH, UCNOIb3yEMBIE IIPU OCYIIECTBICHUH KOHTPOJIA
Ka4ecTBa (hapMaLleBTHIECKON CyOCTaHINH,

J1) JIOKyMEHTAJIBHOE IIOATBEPXKIACHNE (BalUAaLys) aHATUTHIECKUX MCTOMUK,
MCIONB3yEMBIX IIPU OCYIIECTBICHHM KOHTPOJA KauyecTBa (apMalleBTHYCCKOH
cyOcTaHIuY;

M) pe3y/IbTaTHl aHAIK3a Cepuii papManeBTHYECKOH CyOCTaHIuH,

H) IepeucHb CTaHJApTHHIX 00pasnoB HIHM BEIIECTB, HCIONB3YEMBIX HpH
OCYIIECTBJIEHUH KOHTPOJIS Ka4eCTBa,;

0) ONHCaHWE XapaKTEepUCTHK M CBOMCTB YNAKOBOYHBIX MAaTEpHAJIOB
¥ YKYTIOPOYHBIX CPEACTB;

1) JaHHBIE O CTaOMIBHOCTH (papMaLieBTHYECKOH CyOCTaHIHH,

P) CPOK F'OXHOCTH.

22. Jlna  BHECEHMS  HM3MEHEHMH B  JOKYMEHTBI, COIEpIKaIIUecs
B PErHCTPALIMOHHOM JIOChE HAa 3apETrMCTPMPOBAHHBIN JIEKAPCTBEHHBIN Npenapar,
3asgBuTeNb IpeAacTaBisieT B Poccenbxo3HaA30p Ha OyMaXHOM HOCHTCIE HIIM
B 3JICKTPOHHOM BHzE'®:

1) 3asgBieHHE O BHECEHMHM HM3MEHEHHMH B JOKYMCHTHI, COJEpXKaIUecs
B PErHCTPALIMOHHOM JOChE HA 3apeTMCTPMPOBAHHBIM JICKAPCTBEHHBIA Iperapar,
1o ¢popMe, NPeayCMOTPEHHOH npunoxerueM Ne 3 k Pernamenry,

2) u3MEHEeHHsA B JOKYMEHTBHI, COAEPKAIIUECS B PETUCTPALMOHHOM J0ChE Ha
3aperiuCTPUPOBAHHBIN JEKapCTBEHHBIH Mpenapar,

18 Cratea 31 ®Denepanproro 3akona Ne 61-03.
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3) mOKyMeHTHI (CBENCHMS), MOATBEPHKIAOIME HEOOXOAUMOCTh BHECEHHUS
TAKHX U3MEHEHUIH;

4) rpu He0OXOJMMOCTH BHECEHUS U3MEHEHHMH B JOKYMEHTBI, COACPKAIHECH
B PErMCTPALMOHHOM JI0Ch€ Ha 3aperMCTPHPOBAHHBIM JIEKAPCTBEHHBINH Mpernapar,
B CIy4yasX M3MEHEHHA W (WIM) JONOJHEHHMA IPOM3BOJACTBEHHOM IUIOILAXKA
JIEKapCTBEHHOTO CPEACTBA IIPEACTABIISIETCS KOMHUA JOKYMEHTA, €CJIH IIPOU3BOACTBO
OCyILLIECTBIIAETCS 3a npeaenamu Poccuiickon Deaepanuu:

a) BBIAAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl NPOU3BOTUTENS MJIA
KaXN0M  IIPOM3BOACTBEHHOM IUIOIAJKM  JICKADCTBEHHOro  Ipemapara U
MOATBEP)KAAIOLIEI0 COOTBETCTBHE IPOM3BOAMTENS JICKAPCTBCHHOrO Ipernapara
TpeOOBaHHIM IPaBHI HaJyIeXKalllell MpOU3BOJCTBEHHOM IPAKTHKH,

0) BLIZAHHOTO YIOJNHOMOYCHHBIM OpPraHOM CTPaHBl IPOM3BOAUTEIIS
dapmaneBTHUECKOH ~ CYOCTaHIMM M TIOATBEPXKIAKOLIEr0  COOTBETCTBHUE
Npou3BOgUTENS  (papMaleBTHUECKOH CyOCTaHIMM, BXOHAINEH B  COCTaB
JICKapCTBEHHOTO mpemnapara, TpeOOBaHUAM [IpaBHI HaJIeXKaIen
NPOM3BOACTBEHHOH NPAKTHKH.

23. Jlma BHECEHHMS H3MEHEHMHM B  JOKYMEHTBI, COJCpXKaIIHECs
B PETHCTPALIMOHHOM JOChE Ha ()apMalleBTHYECKYIO CYOCTaHLUIO, IIPOU3BEACHHYIO
VIS peanu3alliM, 3asBUTENb NpPEAcTaBiateT B Poccenpxo3Haa3op Ha OyMaxHOM
HOCHTEJIE MITH B 3JIEKTPOHHOM BUae'”:

1) 3asBiI€HME O BHECEHHH M3MCHEHHUH B HOKYMEHThl Ha (apMalleBTHYECKYIO
CYOCTaHLHIO, IPOU3BEIACHHYIO [UId pEalM3allid M BKIIOYCHHYIO B peecTp, IIO
dopMe, nperycMOTpeHHOM npunoxeHreM Ne 4 k PernaMenTy,

2) H3MEHEHHA B [JOKYMEHTH Ha (hapMalleBTHYECKYI0 CyOCTaHIMIO,
HNPOU3BEACHHYIO IS pealn3aliiy ¥ BKIIOYECHHYIO B PEECTD;

3) [OKYMEHTHI, TIOATBEPXKIAIOIIHE HEOOXOAMMOCTE BHECEHHMS TaKHX
U3MEHEHUH.

24. JIng TOATBEpPXKAEHHUS TOCYAapCTBEHHOM DPETHCTPAIMHM JIEKAPCTBEHHOI'O
npemnapara 3asBUTeNb MPECTaBIseT B Poccenbxo3Han3op Ha 6yMaHOM HOCHTEIE
WM B JIEKTPOHHOM BHe?’:

1) 3asBneHHE€ O IOATBEPKACHHM TOCYJapCTBEHHOH  PErMCTpaLuy
JIEKapCTBEHHOrO Iperapara, o ¢opme, NPEAyCMOTPEHHON NPHUIOKEHHEM Ne 5
K Pernamenry;

2) JOKyMEHTBI, COAEp)KAaIlde pe3yAbTaThl MOHUTOPHHIa 3Q(PEKTUBHOCTH
1 0€30I1aCHOCTH JIEKAPCTBEHHOTO IIperapaTa o GpopMme, yIBEpKACHHOM MPUKAa30M
Musncensxo3a Poccun or 24 oktsaopst 2011 r. Ne 376 «O6 yrBepxkaeHHH (OPMBL
JOKYMEHTa,  COJEpXKAllero  pe3yNbTaTel ~ MOHHTOPHMHra  0€30I1aCHOCTH
JIEKapCTBEHHOr0 MpemapaTta Uil BETEPHHAPHOTO NPUMEHEHHA B  LEIIX
TIOATBEPKICHHS €I0 FOCYAaPCTBEHHON perucTpaum»?’;

3) Komus JOKYMEHTA, €CIM IIPOM3BOICTBO OCYIIECTBIACTCH 33 MPEHeIaMHu
Poccuiickoit @enepanun:

¥Yacre 11 cratsu 34 ®enepansHoro 3akona Ne 61-03.
2 Yacts 4 crathu 29 OenepanbHoro 3akona Ne 61-03.
2! 3apeructpupoBan Muntoctom Poccuu 18.11.2011, peructpaumonnsrii Ne 22336.
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a) BBIIAHHOIO YIIOJHOMOYCHHBIM OpPraHOM CTPaHBl IPOM3BOAMTEINSA UL
KaXJ0M IPOM3BOACTBEHHOM IUIOMIAAKM PETHCTPUPYEMOIO  JIEKApPCTBEHHOTO
Ipernapara ¥ MOATBEPHKAAIOMIEI0 COOTBETCTBUE IPOM3BOAMTEIIA JICKapCTBEHHOIO
npenapara TpeGOBaHUAM NPABHII HAUIEXKAIIEH IPOU3BOJICTBEHHOM IIPAKTHUKY,

0) BBIJAHHOTO YIOJHOMOYEHHHIM OpPraHOM  CTPaHbl IIPOM3BOJAUTEIS
dapManeBTHUECKOH  CyOCTaHIIMM ¥ MNOATBEPXKIAIOLUIETO  COOTBETCTBHE
npoussoauTeNi  (QapMaLeBTHYECKOH CyOCTaHLMHM, BXOAAIIEH B  COCTaB
JIEKapCTBEHHOI'O npenapara, TpeOOBaHUAM HpaBHI HaJIeKaIen
IIPOU3BOACTBEHHOM NPAKTHKU;

4) TOKyMEHT, COIEpIKaLIuii ceayomyo HHGopMalHio o GapMaLeBTHIECKOH

CyOCTaHIMH:
a) HauMcHOBaHHME (hapMaLEBTHYECKOH CyOcTaHIMM, €€ CTPyKTypa, obmue
CBOMCTBA (npu MOATBEPKICHUH roCyJapCTBEHHON perucTpanuu

NMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENApaToB INPENCTABIAIOTCA CBEACHHS
O IITaMM€, BKJIIOYas €ro HauMeHOBaHWE, MH(OPMAIMIO O MPOHMCXOXIECHUH, €T0
CBOMCTBAX, XapaKTEPUCTHKAX H MECTE ACTIOHUPOBAHHUA);

0) HAaMMEHOBAaHHUE U aAPEC MPOU3BOANTEILS,

B) JaHHBIE O CTAOMIJIBHOCTH;

T') CPOK T'OAHOCTH, YCIIOBHS XPaHEHHUS;

5) B OTHOLIEHHH HMMYHOOHOJIOTMYECKHX JICKApCTBEHHBIX IIPEIapaToB HE
IPEACTABIIAIOTCS JAaHHBIE O CTa0MIBHOCTH;

6) B OTHOILIEHHH JIEKAPCTBEHHBIX MPENapaToB, MOJNyYEHHBIX ¢ IPUMEHECHHEM
I€HHO-HHXKEHEPHO-MOAN(GHULIMPOBAHHbIX OPraHM3MOB MM COICPIKAIINX TaKHe
OpPTaHM3MBl, JOIOJHHTENBHO IPEACTABIIIOTCS CBEACHHSA O TOCYyAapCTBCHHOM
perucTpanuu T€HHO-MHXCHEPHO-MOAN(PUIIMPOBAHHBIX OpraHU3MOB,
IpeNHa3sHAYEeHHBIX UL BEITyCKa B OKPYXAIOHyI0 cpefly (IpH MOATBEPKICHUU
rOCYIapCTBEHHOM PpErucTpalMy JIEKapCTBEHHBIX IIPENAapaToB, IIOIYYCHHBIX C
IPUMEHEHHEM  TeHHO-HH)XEHEPHO-MOAM(PHIMPOBAHHEIX  OPraHU3MOB  HIIH
COZIEPIKAIMX TaKHE OPTaHU3MBI).

25. Jlyis OTMEHBI TOCYAapCTBEHHON PErHCTPaLMH JIEKapCTBEHHOIO IIpernapara,
HCK/IIOUEHHS (apMaleBTUIECKOH CyOCTaHLMH, MPOMU3BEACHHON Ul pealln3alyy,
W3 peecTpa, 3adBHTENb IPEACTaBIsAeT B Poccenbxo3Haz3op Ha OyMaXHOM
HOCHTEJIE WIM B DJIEKTPOHHOM BHJE 3asBICHHE, MO (opMe, IIPEAyCMOTPEHHOM
npuoxeHueM Ne 6 k Pernmamenty?.

26. Jlna Belgaud  ayOiMKkaTta  perHCTPALMOHHOIO  YAOCTOBEPCHUS
JIEKapCTBEHHOrO Tperapara JAepiKaTelnb WIM BIAJENIel] PErHCTPaLUOHHOIO
YIOCTOBEPEHHUS JICKAPCTBEHHOTO IpernapaTa WM YIIOJTHOMOYCHHOE MMH JpYroe
IOPUANYECKOE JIMIIO MPEACTaBIieT B Poccenbxo3Han3op Ha 6yMaXkHOM HOCHTEINE
wix B (OpME 3JIEKTPOHHOrO IOKYMEHTAa 3asfBJICHME O BblJaye nyOnukara
PETHCTPALIMOHHOTO YAOCTOBEPEHHA JIEKAPCTBEHHOTO IIpemapara 1o ¢opwme,
TpeycMOTpeHHo# npunoxenuem Ne 7 k Pernamenry®.

27. 3asBlIeHME H JOKYMEHTHI JUIS TIOJYyYEHHUS TOCYJapCTBEHHOH YCIyIrd
IPEACTABIISIOTCS Ha PYCCKOM SI3BIKE.

22 Yacts 2 crathu 32 Oeaepansuoro 3akona Ne 61-D3.
2 Yacts 4 crathu 28 MenepansHoro 3axona Ne 61-03.
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28. 3asgBieHMsA M JOKYMEHTHl (KOIMH AOKYMEHTOB), HEOOXOAMMBIE VIS
IPENOCTABIICHAS TOCYAaPCTBEHHOH YCIIyIH, HAIPABIIAIOTCA 3aABUTEIEM OJHHAM U3
CIIEAYIOLIMX CIIOCOOOB:

1) Ha OyMmMaxXHOM HOCHTENE — 3aKa3sHbIM IIOYTOBBIM OTIPABICHAEM
C YBEJOMJICHHEM O BPYYCHUH;

2) B (OpMe OIJIEKTPOHHBIX JOKYMEHTOB), MOJIMCAHHBIX JJIEKTPOHHOM
HOZNUCHIO 3asgBUTENS B COOTBETCTBUM C TpeOoBaHUAMHU PeepalbHOro 3aK0Ha OT
6 anpens 2011 r. Ne 63-®3 «O06 snexTpoHHO#H noanuck» (nanee — denepaibHbIA
3akoH Ne 63-03)*, — ¢ ucnons3oBanMeM MHGOPMALMOHHO-KOMMYHHKAIMOHHBIX
TEXHOJIOTHii, B TOM YHCIIE C HCIIONB30BaHNEM EIMHOro moprana.

HcuepnbiBaloOmuii mepedeHb J0KYMEHTOB, HEOOXOAUMBIX B COOTBETCTBHH
C HOPMATHBHBIMH NPABOBBLIMH AKTAMH /151 IPEIOCTABJICHUS
roCyapCTBEHHO# YCJIYTH, KOTOPbIe HAXOAATCA B PACHOPSIKEHUH
rocyapcTBEHHbBIX OPraHOB, OPraHOB MECTHOI0 CAMOYNPAaBJIEHNUs] U HHBIX
OpraHoOB, yYaCTBYIOIIHX B NPeAOCTABJICHHH rOCyAapCTBEHHBIX UIH
MYHHIHIAIBHBIX YCIYT, H KOTOPbie 3asiBHTe/Ib BIIpaBe NPEICTABUTD, a
TaKKe CIOCOOBLI MX IO0JIy4YEHHS 3asiBUTEIAMH, B TOM YHCJI€ B 3JICKTPOHHOM
dopme, MOPAIOK MX NMPEACTABICHNA

29. 3agBuTeNb BIpaBE MPEACTABUTh 1O COOCTBEHHOH MHHIMATHBE
B Poccenbxo3Han3op Clieayomue JOKYMEHTH 1 HH(QOPMALHIO:

1) cBeneHuMs O HaTe IPEAOCTaBICHUS U PETHCTPALIMOHHOM HOMEPS JIMLCH3UU
Ha MPOM3BOACTBO JICKAPCTBCHHBIX CPEICTB, NMPEIOCTABICHHOM IPOU3BOAUTEIIO
PETHCTPUPYEMOTO JIEKAPCTBEHHOTO IPenapaTa, A POCCHHCKHX POU3BOJUTEINCH,
HaxOASsIIHECs B pacnopskeHuH Poccenbxo3Hanzopa;

2) cBeaEHHUA O JaTe IPEJOCTaBICHUA U PErMCTPAIIMOHHOM HOMEPE JIMICH3UH
Ha NPOU3BOACTBO JICKAPCTBEHHBIX CPEIACTB, NPEAOCTABIECHHOM IPOM3BOIMTEINIO
¢apManeBTHUECKOH CYOCTaHIMM, BXOJAIIEH B COCTaB PErHCTPUPYEMOIrO
JIEKApCTBEHHOIO MMperapara, JUli POCCHHCKUX MPOU3BOAMTENICH, HAXOMSIIKECH B
pacniopspkeHHH Poccenbxo3Hansopa,

3) KOIHIO 3aKJIIOYEHHs O COOTBETCTBHUHM IIPOU3BOJUTEINS JICKAPCTBEHHBIX
cpencts TpeOoBaumsM [lpaBui HaIexamed NPOM3BOJACTBEHHOW IPAKTUKH,
BBIIAHHOTO POCCENBbX03HAA30pOM ISl KaXIOW IPOM3BOACTBEHHON ILIOMIANAKH
PErUCTPUPYEMOro JIEKApCTBEHHOTO IIpenapara, JM00 O NPHHATAM PELICHHS O
[POBEJCHUM HWHCIIEKTUPOBAHMSA IPOM3BOJMTENSA  JIEKAPCTBEHHBIX  CPE/CTB,
NpUHATOr0 POCCENbXOXHAI30pOM IJIs KaXIOH INPOU3BOACTBEHHOW IUIOMIAAKH
PETHCTPUPYEMOTO JICKApCTBEHHOTO MpenapaTa, HaxOAIIascs B PaCIOPSKCHUH
Poccensxo3Haazopa;

4) KONHMIO MJOKYMEHTa, MOATBEP)KAAIOMIEr0 YIUIATy TIOCYHAapCTBEHHOM
TIOLUIMHEI, HAXOJAIIHeCS B pacropsoxeHuH DeepanbHOro Ka3HauecTBa.

HenpeacrapineHne 3asgBUTENEM YKa3aHHBIX JOKYMEHTOB HE SBICTCA
OCHOBAHHEM JIS OTKa3a 3asBUTEJIO B NMPEJOCTAaBICHUH IOCYJapCTBEHHOM yCIIyrH

2 Co6panue 3akoHOAaTeNbCTBA Poceniickoii ®enepawnn, 2011, Ne 15, cr. 2036; 2021, Ne 9, ct. 1467.
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IIpY HAIMYHYM CBEACHHUU M3 3THX JOKYMEHTOB B 3ajABJCHHH, JHOO IPUIIOKEHHEM
CBEICHHUH W3 3TUX JOKYMEHTOB K 3asBJICHHMIO.

30. Ilpm mpemocTaBIeHHH TIOCYAapCTBEHHOH ycayrH Poccensxo3Haa3op
He BrpaBe TPeOOBaTh OT 3asABUTEILA:

1) npeacraBieHHMs [JOKyMEHTOB M HHGOpPMAaLMM HIH OCYIIECTBICHHUS
NEUCTBMH, IPEACTABICHHE WM OCYIIECTBICHME KOTOPBIX HE IPEAyCMOTPEHO
HOPMATHBHBIMH  IPAaBOBBIMH  aKTaMM,  DETYJIMPYIOIIMMH  OTHOLICHHS,
BO3HMKAIOIIME B CBSA3M C IPEIOCTAaBIEHHEM IOCyIapCTBEHHOM YCIIYTH,

2) mpenacraBieHHs AOKYMEHTOB M HMH(OpMAaLMH, KOTOPHIE B COOTBETCTBUU
¢ HOPMaTHBHBIMHM NPaBOBBIMU akTaMM Poccuiickoii denepanuu, HOPMaTUBHBIMU
IIpaBOBHIMH aKTaMu cy0bekToB Poccuiickon denepanyu ¥ MyHHIUIAIBHBIMU
IpaBOBBIMH aKTaAMH HaXOJATCS B PACHOPSHKEHMH TOCYJApCTBEHHBIX OpPraHOB,
IPENOCTABIAIOIHUX TOCYTAPCTBEHHYIO YCIIYTY, MHBIX I'OCYJapCTBEHHBIX OPTaHOB,
OpPraHOB  MECTHOrO  CaMOYIpaBIGHMA M  OpraHM3allMi,  Yy4acCTBYIOLIHMX
B IPENOCTABIEHNN TOCYIAapCTBEHHOM YCIyTH, 3a MCKIIOYEHHEM JOKYMEHTOB,
yKa3aHHEIX B 4acTH 6 crateu 7 DenepanbHoro 3akoHa ot 27 mrong 2010 r. Ne 210-
®3 «O0 opraHu3ald{ TPENOCTABICHUS TOCYAAPCTBEHHBIX M MYHHMIMIIAIBHBIX
yeayr » (nanee — ®enepanbHelit 3akoH Ne 210-D3);

3) mpeAcTaBieHMs IOKYMEHTOB X HWH(GOpPMaLUM, OTCYTCTBHE U (WIIH)
HEJOCTOBEPHOCTh KOTOPHIX HE YKa3bIBAJIKCh IIPM IIEPBOHAYaJIbHOM OTKase B
IpUeME JOKYMEHTOB, HEOOXOMMMBIX IUIsI IPEAOCTABICHHS IOCYIAPCTBEHHOM
yCIIyTH, JU0O B IPEHOCTABICHUU TOCYJApCTBEHHOM YCIYTH, 3a HCKIIOYCHHEM
CIly4aeB, IIPEAYCMOTPEHHBIX ITyHKTOM 4 4acTu 1 crareu 7 @exepaibHOTO 3aKOHA
Ne 210-D3.

HcuepneiBaolIuii nepeYyeHb 0CHOBAHUI 1JIsl 0TKa3a B NPHEMe J0OKYMEHTOB,
HeOO0X0MMBIX /I NPeA0CTABJIEHHUS roCyJapCTBEHHOM yCIYIrH

31. OcHoBaHHEeM UL OTKa3a B IIPUEME 3asBJICHHS M IPHUJIAracMbIX K HEMY
JOKYMEHTOB, HEOOXOOMMBIX IS NPENOCTAaBICHHSA TI'OCYNApPCTBEHHOH YCIIyrH,
SBIAECTCS TPEACTABICHHE 3asABJICHUA, IOJIHCAHHOIO HEYIMOJIHOMOYCHHBIM
IPEACTAaBUTENIEM 3asBUTEIIA.

N cuepnpiBalOuiiii nepeYyeHb 0CHOBAHHI ISl MPHOCTAHOBJICHUA HJIH 0TKA32
B NPEAOCTABJIEHHS] FOCYAAPCTBEHHOM yCayru

32. OCHOBaHUAMM UL [IPUOCTAHOBJICHUS IPEOCTABIECHHUS I'OCY1apCTBEHHOM
YCIIYTH SBJIAIOTCS:

1) BBIABIEHHE OTCYTCTBHS, HEIOCTaTOYHOCTH HJIH HEAOCTOBEPHOCTH
nHpopMmanuy (CBeNEHHit), COAEpKAIleHCss B IPEACTABICHHBEIX 3asBHTEIEM
JOKyMEHTaX H HaIpaBJIeHHe 3anpoca 06 yTouHeHnn nHpopMaLmu (CBeaeHHiT)*;

2) HampaBlIeHHME 3ampoca O IIPEACTAaBICHHH HEOOXOAMMBIX MAaTepHajIoB
Ha ocHoBaumH 3anpoca ®I'BY, HanpasiaeHHOro B Poccenbxo3Hains3op, B Ciy4ae

25 Cobpauue 3axoHoaaTenscTBa Poccuiickoit ®enepauun, 2010, Ne 31, cr. 4179; 2021, Ne 1, ct. 48.
% Yacts 4 crathu 19 OenepansHoro 3axona Ne 61-03.
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HEJOCTATOYHOCTH  HPEACTABIECHHBIX  OKCIEPTY  MATEPHANOB  JUIA  Ja4yd
3aKITI0YEHUA> .

33. OcHOBaHMAMH JUIS OTKAa3a B IPEIOCTABJIEHUH TOCYJApCTBEHHOHN yCIyru
SBJISIOTCA:

1) orka3 B OpraHM3alud dSKcrepTu3 (€ClId IpH  IPEAOCTaBIEHUU
TOCYy#apcTBEHHOH  ycmyrm  Tpebyercs ux  mpoBegeHue)® B ciydae
HEIPEACTABJICHUS 3ajABUTENIEM B YCTaHOBJICHHbIH CpOK MH(pOPMaIMK (CBEICHUN) U
HeOoOXONMMEIX MaTEpPHAliOB, yKasaHHBIX B 3ampocax PoccempxosHaazopa 00
yTOYHEHHH wuHGpOpMaiMy (CBEACHMI) WIM O NPEACTABICHMH HEOOXOAMMBIX
MaTepHaoB;

2) mOpeAcTaBliCHHE I TOCYJapCTBEHHOM pPETHCTpalMM 3asBICHUS H
IOKYMEHTOB Ha JICKAPCTBEHHBIH IIpenapar, OTIMYAIONMMCA OT JAPYroro
JIEKApCTBEHHOI0 MpernapaTa, Ka4eCTBEHHBIM COCTAaBOM JICHCTBYIOIIMX BELIECTB,
IIOJ\ ONMHAKOBBLIM TOPrOBEIM HAHMEHOBAHUEM?;

3) npeacraBneHHe JUIT  TOCYNApCTBEHHOM  PETHCTpPAallMM  OJHOTO
JIEKapCTBEHHOT'O IpeliapaTa, BBIIYCKAaEMOIO IPOM3BOAMTENEM IIOA Pa3IHYHBIMU
TOPrOBHIMM HAMMEHOBAaHMSAMHM M IPEACTaBICHHOTO Ha TOCYJApCTBEHHYIO
PETHCTPALMIO B BHJE JBYX ¥ 60Jiee IeKapCTBEHHbIX IpenapaTos’.

4) HeyiaTa roCyJapCTBEHHOH IONUIMHBI JHMOO yIUiaTa roCyJapCTBEHHOH
HOILUIMHEI HE B TIOJIHOM pa3Mepe.

Ilepedyens yciayr, KOTOpbIe SIBJISIIOTCS HE00X0AMMBIMH H 00513aTeILHBIMH [IsI
NpeoCTaABJIEHHS TOCYJAPCTBEHHOM YCIYrd, B TOM YHCJI€ CBEACHUS 0
JI0KYMeHTe (IOKYMEeHTaX), BbI1aBaeMOM (BbI1aBaeMbIX) OPraHH3alHsIMHY,
y4acTBYIOLHMH B NIPEAOCTABJIEHUH FOCY apCTBEHHOM yCIYyrH

34. Ilpu npenocTaBlIeHUU TOCYAAPCTBEHHOHN YCIYI'H MHBIE YCIIYTH, KOTOpPBIC
ABJIIOTCS ~ HEOOXOAMMEBIMH M O0sA3aTeNnbHBIMH Ui NPEAOCTaBICHHS
roCyJlapCTBEHHOH YCIIyI'H, 3aKOHOAATeNbCTBOM Poccmiickoir depepauun He
IPEXYCMOTPEHBI.

IMopsiaok, pa3Mep H OCHOBAHUS B3HMAHHUS rOCYJapCTBEHHOH MOUMUINHBI HIIH
HHOM NJIATHI, B3MMaeMOii 32 MpeI0CcTaB/IeHHe TOCYAAPCTBEHHOM yC/Iyra

35. 3a npemocraBieHHE TOCYNapCTBEHHOM  YCIOYrH  yILIAYHUBAcTCs
roCyAapCTBEHHas MOIUIMHA B pa3Mepax, YCTaHOBICHHBIX NOAITyHKTamu 8, 12, 14,
17, 18, 19, 20, 21, 22 nyskra 1 crateu 333.32.1 Hanorosoro xonekca Poccuickon
Depepanun’’. :

TocymapcTBeHHas I[OLUIMHA YIUIAYUBAeTCs 3asBUTENEM B Oe€3HAIMYHOM
GopMe 10 1mojavM 3asBICHUI U JOKYMEHTOB — B CIydae IOJa4d Ha OyMaKHOM

2 Yacte 4 cratbu 16 OenepansHoro 3akoHa Ne 61-@3.

2 Yacts 5 crathu 19 ®enepansHoro 3akona Ne 61-03.

2 TTynkr 1 wactu 6 crathu 13 ®epepansHoro 3akoHa Ne 61-D3.

3 ITynkr 2 wactu 6 crateu 13 ®enepansHoro 3akoxa Ne 61-D3.

31 Co6panne 3akoHOAATENLCTBA Poccuiickoii @eaepauun, 2000, Ne 32, ct. 3340; 2021, Ne 27, ct. 5137.
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HOcHTeNe JIHOO IMOCHE IOJAaYd yKa3aHHBIX 3asBJICHUHM, HO A0 NPHUHATHA HMX K
PacCMOTPEHHUIO2 — B CITy4ae IIOAAa4H 3asBICHHS Ha COBEPIICHHE TaKHX NEHCTBUMH B
9JIEKTPOHHOH (opMe. .

ITopsinok, pa3Mep H OCHOBAHUS B3JUMAaHMs IVIATHI 32 NPEAOCTaBJIEHHE YCIIYT,
KOTOpbI€ ABJAIOTCS HEOOXOAMMBIMH H 0043aTeIbHBIMH JJISl HPEOCTABJICHUS
rocyJapcTBEeHHOH yCJIyId, BKJII04as HHPOPMANHKIO 0 METOAMKE pacyera
pa3Mepa TAaKOH IJIaThl

36. Ilnara 3a MPeNOCTaBIEHHE YCIYT, KOTOPBIE SBIAIOTCS HEOOXOMUMBIMU U
00s13aTENbHBIMA IS IPEIOCTABIICHHS FOCYIapCTBEHHOM YCIIyTHM, HE B3MMAaECTCS B
CBSI3H C OTCYTCTBHEM TAaKHX YCIYT.

MakcuMaabHBIH CPOK 0KMIAHNS B oUepelM NPH MoAave 3anpoca
0 NPeAOCTABJCHHH FOCyAaPCTBEHHOI YCJIYTH, YCIyTH, NPeAoCTaBAsAeMOi
opraHu3anmeii, y4acTByionieii B NIpe0CTABIEHHH IrOCyIapCTBEHHOM yCIyrH,
M IPH DOJYHYeHHH Pe3y/IbTaTa NPeJ0CTaABICHHA TAKHX YCIyr

37. MakcHUManbHbIi CPOK OXKHIAHHS B OYEpEeAH IIpH IOIYYECHHM pE3yibTaTa
rOCYAapCTBEHHOH YCIIyTH COCTaBIAET 15 MUHYT.

Cpok M NOPAIOK PerncTPaluy 3aNpoca 3aABHTEJISA 0 MPEIOCTABICHHH
roCyJapCTBEHHOM YCJIYTH M YCJIYTH, IPeA0CTaB/IsieMOH Opranu3anuen,
y4acTBYIOIIeH B MPeI0CTaBJIEeHHH FOCyJapCTBEHHOH YCIYIH, B TOM YuCiie
B JICKTPOHHOI dopme

38. 3asBneHune ¥ IpuiaracMple K HEMY JOKYMEHTBHI IPHHHMAIOTCS
H PETHCTPUPYIOTCA B J€Hb UX Ipuema. Komms 3asgBICHMS C OTMETKOH O Jare
IpHeMa YKa3aHHBIX 3asABJICHHSA M JOKYMECHTOB B JI€Hb INPHEMA HaMpPaBIIACTCS
3asABUTEIIO 3aKa3HBIM IIOYTOBHIM OTIPABICHUEM C YBEAOMJICHHEM O BPYYCHHH
mu60 1o BeIOOPY 3asBUTENS B (POpME DJIEKTPOHHOIO MOKYMEHTA, HOMIIMCAHHOIO
YCHUJIEHHON KBaJM(PHULIUPOBAHHONW 3JIEKTPOHHOH IOANMCHIO MOJDKHOCTHOTO JIMI[A
Poccenpxo3Haa3opa, crocobom, 00ecrieuuBaOIIUM NOATBEPKACHUE IIOYyICHHUS
3asiBUTEJIEM TaKOW KOITUH U MOATBEPKIACHUE JOCTaBKM YKa3aHHOro JOKyMCHTA.

39. Ilpm mnomade 3asBICHHA M IIPUWIATaEMBIX K HEMY JOKYMECHTOB B
3JIEKTPOHHOM (POpME B aBTOMATHYECKOM PEXUME OCYIIECTBIAECTCS (OPMATHO-
JTOTMYECKHIT KOHTPOJIb 3a5BJICHUS U NPOBEPSAETCS HAIM4YME OCHOBAHMM JUIS OTKa3a
B [IpUEME 3asBJICHHs M MPUIAraéMbIX K HEMY JOKYMEHTOB, YKa3aHHBIX B ITyHKTE
31 PernamenTa. IIpy OTCYTCTBMM OCHOBaHMM Ui OTKasa B IIPHEME 3asBJICHUS,
3asBuTenb HHPOPMHPYETCS O NPUCBOCHUM 3asBICHHIO B 3JNEKTPOHHOH (opMme
YHHKQJIBHOTO HOMEpa, 10 KOTOpOMY B COOTBETCTBYIOIEM pasjene EnuHoro
nopraia Oyaer mocTynmHa HHQOpMalKs O XOAE DPAacCMOTPEHHS YKa3aHHOI'O
3asBJICHUA.

32 TMonnynkT 5.2 nynkTa 1 crateu 333.18 Hanorosoro koaexca Poccuiickoit ®enepaunn.
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40. Ilocme npUHATHA 3adBICHMS M IPHIAracMelXx K HEMY JOKyMEHTOB
JO/DKHOCTHBIM ~ JIMIIOM  CTPYKTYPHOI'O  NOAPA3AEICHHs, OTBETCTBEHHOIO
3a MPEIOCTaBJICHHE TI'OCYNAPCTBEHHON YCIYTH, CTaTyC 3asfBICHHA B JIHYHOM
kabunere 3asBuTenst Ha ExuHoM noprane o6HOBIIAETCS A0 cTaryca «IIpuaaTo».

TpeboBaHus K NOMELIEHNSM, B KOTOPBIX NPEJ0CTABJACTCH FOCYyAaPCTBEHHAS
ycayra, K 3ajy 0KHUJAaHHUs, MeCTaM JJIA 3alI0JJHEHHS 3aNPOCOB
0 MPEAOCTABJICHAH IOCYAAPCTBEHHOM YCIYIH, HH(POPMALMOHHBIM CTE€H/IaM
¢ o0pa3uaMH MX 3aNn0JTHEHHS U NlepeYHeM JOKYMEHTOB, HE00X0AHMBIX VIS
NpPeNOCTABJIECHNUS KAXKIOH rocyJapCTBEHHOM yCIyIr'H, pa3sMeleHHI0
1 0pOpPMIICHHIO BH3YAJIbHOM, TEKCTOBOH H MyJbTHMEAHIHON HHpOpMan K
0 MOpPAAKE MPeIOCTABJIECHUS TAKOH YCJIYTH, B TOM YHCJIE K 00ecneYeHHI0
JAOCTYITHOCTH VI UHBAJIHAOB YKa3aHHBIX 00bEKTOB B COOTBETCTBHU
C 3aKOHOAATeabCTBOM Poccniickoii ®@eaepanuu 0 CONHATBLHOM 3a11UTe
HHBAJIHJAOB

41. Tlomemenue, B KOTOPOM MPEIOCTaBIISIETCA FOCYAapCTBEHHAs yCIyra, 3aj
OKH/IaHHUS, MECTO JUIS 3aII0JTHEHHS 3alPOCOB O MPEIOCTaBICHUH IOCYJapCTBEHHON
YCIyrd HOO/DKHBI 00ecrmeuuBaThCS HEOOXOOMMBIMHM  JUISL  IIPEAOCTaBICHHUS
rOCyJapCTBEHHOH YCIyrd 000pyAOBaHMEM, KAHLEIAPCKHMHU IIPUHAMIEKHOCTIMY,
opucHolt MeOenbIO, CHUCTEMOM KOHIMLHMOHMPOBaHHSA BO3AyXa, JOCTYIIOM
K rapaepo0y, TenedoHOM, a TakKe IJOCTYIIOM B 3JIEKTPOHHOM BHIE WM Ha
OyMa)KHOM HOCHTEJNE K KOIHIM HOPMAaTHUBHBIX IIPaBOBBIX aKTOB, B COOTBETCTBUH
¢ KOTOPBIMHU IIPEOCTABIETCS FOCyJapCTBEHHAs YCIIyra.

42. B MecTax HpenoOCTaBICHHs TI'OCYNApCTBEHHOH YCIYrd Ui WHBAIHIOB
(BK/II0Yas MHBAJIMIOB, KCIOJIB3YIOLIMX KPECHa-KOMSCKH M COOaK-IIPOBOJHHMKOB)
o6ecneunBaroTCa>:

1) ycmoBusi mis OGecHpensTCTBEHHOTO HOCTyNa K OOBEKTaM, B KOTOPBIX
IPENOCTABIIAETCH TOCYNAapCTBEHHAs yCIyra, a Taioke I GeCHpeNsTCTBEHHOIO
HOJIB30BAHUS CPEJICTBAMU CBSI3H U HHPOPMALIHH;

2) BO3MOXHOCTH CaMOCTOSITE/IPHOTO IIEPEIBMIKEHHMS IO TEPPUTOPHH, Ha
KOTOPO#H PAaCIOJIOKEHBI OOBEKTHI, B KOTOPBIX NPEIOCTABIAECTCA TOCYAapCTBEHHAS
yCiIyra, BX0Ja B Takie OOBEKThI U BBIXOJa M3 HUX, B TOM YHCJIE C UCIIOIB30BAHHUEM
Kpeciia-KOJISCKH;

3) compoBOXKEHHE MHBAJIMIOB, HMEIOIUX CTONKHE pacCTpOHCTBa QYHKIMH
3peHHS ¥ CaMOCTOATEIBHOrO IIEpEBHKEHHMS, M OKa3aHHE UM IIOMOIIM Ha
00BbeKTaxX, B KOTOPBIX NIPEAOCTaBAAETCS FOCYJapCTBEHHAs YCIIyra,

4) Hagiexaliee pasMmelnieHue o0OpyNOBaHUS U HOCHTENEH HHQOpMaluw,
HEOOXOMUMBIX Ui oOecreueHHss OECHpensTCTBEHHOrO JOCTylla HMHBAIUIOB
K 0O0ObeKTaM, B  KOTOpPBIX IPEAOCTABIAETICS  TIOCYJapCTBEHHAas  yCIyra,
¥ K TOCYapCTBEHHOH YCIIyTe C YIYETOM OIpaHHUYEHU UX JKU3HEIEATEIbHOCTH,

5) nyOmupoBaHMe HEOOXOQMMOH IJI1 HMHBAIHJOB 3BYKOBOHM M 3pHTECIBHOM

3 Crarea 15 ®epepanbHoro 3akoHa or 24 HoaOpsa 1995 r. Ne 181-03 «O coumansHOi 3allHTe HHBAIMIOB B
Poccuiickoit Penepawun» (Cobpanue 3akoHonarenscrsa Poccuiickoit ®enepamnu, 1995, Ne 48, ct. 4563; 2021, Ne
22, cT. 3687) (nanee — depepanbHslii 3akoH Ne 181-D3).
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MHQOpPMALIUK, a TAaKKE HaANuUced, 3HAKOB M HMHOW TEKCTOBOW U TpaduyuecKoit
HH(QOpMaMK 3HAKaMH, BBHITIOJTHEHHBIMH pelibe(HO-TOUCUHBIM mpHupTOM Bpaiis,
JIOITyCK CypAONEPEBOINKA U TH(IIOCYPAONEPEBOAUHKA;

6) nmomyck Ha OOBEKTH, B KOTOPHIX IIPEJOCTABIAETCSA TOCYIApCTBEHHAsA
yciyra, cCO0aKH-TIPOBOIHHKA,

7) oxasaHMe MOMOLIY HWHBAJIWAAM B IPEOJOJICHUM OaphepoB, MELIAIOIIMX
IIOJIyYEHHIO UMH YCIYT HapaBHE C APYTHMH JIHIIAMH,

B cnyyae HEBO3MOXHOCTH HOJNHOCTHIO IIPHUCIOCOOMTE OOBEKT C YYETOM
nOTpeOHOCTEN MHBAIMUIOB COOCTBEHHHK O0BEKTa B COOTBETCTBHH CO CTaTbed 15
QenepanpHoro 3akoHa Ne 181-@3 nomkeH NpuHMMaTh MEpHl IUis 00€CeYeHUs
JIOCTyNa MHBAINJIOB K MECTY IIPEAOCTABICHUS YCIYTH JIN00, KOTAa 3TO BO3MOKHO,
obecrieunTh €€ MPENOCTABIIEHHE II0 MECTY JKHUTENbCTBA WHBAIUAA MU
B JUCTaHLIHOHHOM PEXHME.

43. BusyanbHas, TEKCTOBas M MYJIbTHUMEIUitHass HHPOpMAIMS O MNOPSIAKE
IPEIOCTaBJIEHUA FOCYIapCTBEHHOM YCIYTH, B TOM YHCIIe ¢ 00pa3naMu 3aIioIHEHUS
¥ IEPEYHEM HOKYMEHTOB, HCOOXOAMMEBIX IS IPEIOCTABIICHUS T'OCYIapCTBEHHOMN
yCIIyTH, pa3MeniaeTca Ha MHQOpMallMOHHOM CTEHAE, a Taoke Ha EquHoM moprane,
Ha opuumansHOM caiite Poccenbxo3Haasopa.

44. TIlomemeHus, IMpeaHA3HAYCHHbIC [JI1 O3HAKOMIJICHUS 3asBUTEIICH
¢ MH(QOPMAILIMOHHBIMH  MaTepHanaMmH, O0OpyAyloTcs  HH(DOPMAaLMOHHBIMU
CTCHJaMH, COAEPXAILUMH CJICAYIONME II€YaTHbIE MAaTepHaNbl H JOKYMEHTBI
(cBencHm):

1) HopMaTuBHBIE IpaBOBBIE aKThl Poccuiickoil dexepanyy, peryiupyromue
NOPALNOK MPEAOCTaBICHUS TIOCYJAapCTBEHHOHM YCIYIH, B TOM YHCJIE TEKCT
PernameHrTa;

2) oOpa3nel oQOpMIIEHHS HAOKYMEHTOB, KOTOpHIE IPEACTABISIOTCA IS
MIOJIy4€HUs TOCYJapCTBEHHOH YCIIyTH;

3) 6aHKOBCKHE PEKBH3UTHI AJIs YILUIATHl TOCYJAPCTBEHHOM MOLIIMHEI.

45. TlomemeHus Ay npueMa 3asBUTENCH 0003HAYAIOTCS COOTBETCTBYIOIIMMU
TablIMYKaMU C yKa3aHHEM HOMepa KOMHAThI, GaMHJINHM, HMEHH, OT4eCTBa (IIpH
HAJIMYMHU), JOJDKHOCTH paOOTHUKOB, NPEAOCTABIIIIOUIMX KOHCYIbTALIUY.
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INoxa3aTeju JOCTYNNHOCTH H Ka4eCTBA roCyAapCTBEHHOM YCJIAYIH, B TOM
YHcIe KOJHYECTBO B3aNMOAeCTBHI 3asABUTEISA ¢ JOKHOCTHLIMH JTHIIAMHU
NpH NPEeIOCTABJIEHUH IrOCYAaPCTBEHHOM YCJIYIH M MX NPOJO/IKHTEILHOCTD,

BO3MOKHOCTH IOJIy4eHHsI HHPOPMAIMH O X0/A€ NPEAOCTaABICHHUS
roCyJapCTBEHHOM yCJIyrd, B TOM YHCJIe ¢ HCI0/Ib30BaHHEM HHPOPMALIHOHHO-
KOMMYHHKAIHOHHBIX T€XHOJIOTHi{, BO3MOXHOCTD JIH00 HEBO3MOKHOCTH
NoJIy"4eHHs FoCyAapCTBEHHOH YCJIyrd B MHOropyHKIHOHAJIBLHOM LEHTpe
NPEAOCTABJIEHHS rOCYAAPCTBEHHBIX H MYHHIMIATIBHBIX YCIYT (B TOM YHcIe
B NI0JJHOM 00beMe), B JIIO00M TeppHTOPHATBLHOM NOAPa3eICHHH OPraHa,
NPEAOCTABJISAIOLIEr0 rOCyAAPCTBEHHYIO YCIYTY, 10 BLIOOPY 3asiBUTEIA
(3KCTEPPUTOPHAJILHBIN NMPHHIKI), TOCPEACTBOM 3aNPOCa 0 NPEAOCTABICHHH
HECKOJILKHMX roCyIapCTBEHHBIX H (HJIM) MYHHMIHNAJbLHBIX YCJIYyT
B MHOrO()yHKIMOHAJBHBIX LEHTPAX NPEI0CTABICHHS roCyIapCTBEHHbIX
¥ MYHHIHOAJbHBIX YCJIYT, IPEAYCMOTPEHHOT0 cTaThei 15.1 dexepaabHOro
3akoHa Ne 210-P3

46. KauecTBO IMpeICTaBIICHUS TOCYAapCTBEHHON YCIYTH XapaKTepHU3yeTCs:

1) orcyrctBHeM ouepeneii NpH IpHEME M IONYYCHHH [JOKYMEHTOB
3asBUTEIIAMHU,

2) orcyrcTBHEM OOOCHOBAaHHBIX JKajloO0 Ha JeHCTBHUA (be3neiicTBUE)
rpaXXJaHCKHUX CIIy>KalIHX;

3) JOCTOBEPHOCTBIO MpeacTaBisieMod 3asgBHUTEIEM HH(OpPMAUMU O CPOKax,
TIOpsIKE TIPEIOCTABIIEHHS TOCYIAPCTBEHHOM YCIIyTH, JOKYMEHTaX, HEOOXOAUMBIX
U1 €€ MPEOCTABIICHHUS,;

4) OTCYTCTBHEM HAapyIICHUH CPOKOB IIPEAOCTABICHHA IOCYAAPCTBEHHOM
YCIIyTH.

47. Tloka3aTesaMM JOCTYITHOCTH IMPENOCTaBIECHHUA TOCYJapCTBEHHON yCIyrH
SBIIIOTCS:

1) Hanmmune ucuepneiBaromeil nHGopMauu o cnocobax, MOPAAKE U CpPOKax
IPENOCTABICHAS TOCYAAPCTBEHHOH YCIYyrH Ha HMH(OPMAIMOHHBIX CTEHIAaX B
MeCTax IPEAOCTABIICHHS TOCYAApCTBEHHBIX YCIyT, Ha CaiiTe;

2) HaJIMYMe BO3MOXKHOCTHU C MOMOLIbI0 EanHoro moprana:

a) NodMyuyeHHs HHPOpPMALMU O TIIOpSAKE M CPOKax IPEeIOCTaBICHHUS
rocy1apCTBEHHOM YCIIyIH,

0) GopMHpOBaHKS 3aIPOCa O MPEJOCTaBIECHUH FOCYIaPCTBEHHOM YCIIYTH;

B) IpHEMa W pErucTpalMu Poccenbxo3Ham3opoM 3ampoca H  HMHBIX
JOKYMEHTOB, HEOOXOAMMBIX JUIS IIPEAOCTABIIEHHS ITOCYJapCTBEHHOM YCIIyTH,

I') IOJy4€HUsI Pe3yIbTarTa IPeJoCTaBICHHs TOCYy JapCTBEHHOH YCIIYTH,;

1) TIOJIyYeHHs CBEJCHHUH O XOJE BBIIIOJHEHHS 3ampoca O MPEeJOCTaBICHUN
rOCyJapCTBECHHOM yCIIyTH;

€) OCYIIECTBJEHHsS OLEHKHM Ka4yecTBa IPEJOCTABICHUS TIOCYAApCTBEHHON
yCIIyTH;

X) JocyaeOHoro (BHecyneOHOro) oOXKanoBaHHS PpEIICHUM, JEHCTBUH
(6e3neiicTBus) Poccenbxo3Haa3opa, AOIDKHOCTHOrO jnia Poccenpxo3Hanzopa.
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48. BzaumoericTBrie 3asBUTENS C TPAXKIAHCKUM CIIY>KaIIUM OCYILECTBIIICTCS
IpH JTHYHOM OOpaIneHuy 3asBUTENS I IOTyYCHUA pE3YNbTaTa IPEIOCTaBICHHS
roCyIapCTBEHHOH yCIIyTH.

49. TlonydyeHue rocyoapCTBEHHOH YCIYrH udepe3 MHOro(yHKIHOHAIbHBIH
LIEHTp IPEAOCTABIICHUS TOCYJAapCTBEHHBIX M MYHHUIUINAIBHBIX YCIYT HE

TIPEIyCMOTPEHO.
50. BO3MOXHOCTH IIOJIy4EHHsS TOCYAapCTBEHHOH YCIYyrd B JIIOOOM
TEPPUTOPUATHEHOM HOApa3eICHUN oprasa, MIPEAOCTABIIAIOMETO

rOCYJapCTBEHHYI0 YCIyry 10 BblOOpy 3asBHTENs (9KCTEPPHTOPHAIBHBIN
MPHUHLHUI), OTCYTCTBYET.

51. BO3MOXHOCTH TMOJXY4YCHHS TOCYIApCTBEHHOH YCIYrH IIOCPEICTBOM
3ampoca O INPENOCTAaBIEHHM  HECKONBKMX TOCYJApCTBEHHBIX H  (WIIH)
MYHUIIUIAIBHBIX YCIYT B MHOTOQYHKIHOHAIBHBEIX LIEHTpaX IPEAOCTaBACHUSA
roCyJapCTBEHHEIX W MYHHLHUNAIBHBIX YCIYT, IPEIyCMOTPEHHOro cratbed 15.1
®enepanbHOro 3akoHa Ne 210-D3, oTCyTCTBYET.

Huble TpeGOBaHMs, B TOM YHCJIEe YYHTHIBAIOIIAE 0COOEHHOCTH
NpPea0CTaBJIEHHA FOCYAAPCTBEHHOH YCJIYTH 110 IKCTEPPHTOPHATIbLHOMY
npuHuuIy (B cjy4ae, eCId rocyXapcTBeHHAs yCJIyra npeaocTaBsieTcs no
IKCTEPPHTOPHATILHOMY NPHHIHILY) H 0COOCHHOCTH NPEAOCTABICHUA
rocyIapCTBEHHOH YCJIYI'H B 3JIeKTPOHHOM dopme

52. JInd TONy4eHHs TOCYJApCTBEHHOM YCIYTM B 3JEKTpOHHOH dopme
3asBUTENIb HaNpaBiseT COOTBETCTBYIOIICE 3asBICHUE U JOKYMEHTEI, YKa3aHHBIC B
nmyHKTax 17 — 26 Pernamenrta B (popMe 3JIEKTPOHHOIO AOKYMEHTA, IMOAMKHCAHHOES
3JIEKTPOHHOM TOAMHKCHIO, B COOTBETCTBUH ¢ TpeboBaHuAMH DenepanbHOro 3aKoHa
Ne 63-03, Degepanproro 3akoHa Ne 210-®3 u nocraHoBieHus IIpaBuTenscTBa
Poccuiickoit ®eneparuu ot 25.06.2012 Ne 634 «O Buaax 37€KTPOHHOM IOAIKCH,
HCIIOJNB30BAHHE KOTOPBIX [JOIyCKaeTcs IpH OOpalleHMH 3a IIOJIyYEHHEM
roCylapCTBEHHBIX ¥ MyHHLIMIIAIBHBIX yCIyr»>?,

Jlns obecnieyeHns: BOSMOXXHOCTH TOJAYH 3asBICHUA B 3JEKTPOHHON (hopme
uyepe3 Exuublii mopran 3asBUTENb JAOIDKEH OBITH 3apErHCTPHPOBAH B CHUCTEME
Enunoro nopraina.

I11. CocTaB, MoCJeA0BATEIBHOCTD H CPOKH BBINOJHEHUS AAMHHHCTPATHBHLIX
npouenyp (aexcrsuii), TpeGOBaHMA K MOPAIKY MX BBIIIOJIHEHHS, B TOM YHCJIE
0CO0EHHOCTH BBINOJIHEHHSI AAMHHHCTPATUBHLIX Npoueayp (aencremnii)

B YIeKTPOHHOH dopMe, a TaKKe 0COOEHHOCTEH BBLINOJIHEHUS
aIMHHHCTPATHBHBIX NPOLEAYP (AeiicTBHil) B MHOroyHKIHOHAIbHBIX
LHEHTPAX NPeA0CTABJICHUS FOCYAAPCTBEHHBIX H MYHHIMIAJIbHBIX YCIyr

53. IIpexocTaBieHHE TOCYJAPCTBEHHO yCIIyTH BKIIIOYAET B ce0s CIEAyIOmUE

34 Co6panue 3axonomatenscTsa Poccuiickoit @enepaumn, 2012, Ne 27, cr. 3744; 2021, Ne 22, ct. 3841.
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aJIMUHICTPATHBHBIE IIPOLIETYPHI:

1) mpueM W perucTpanuio 3asBICHHUA O PEIMCTPAallUM JICKAPCTBEHHOIO
npenapara, 3asBJI€HHS O BKIIOUYCHHM  (apMaleBTHYECKOH  cyOcranuum,
NPOU3BEACHHOM IUI1 peau3allid, B PEECTp, 3asBICHUSI O BHECCHHH HM3MCHEHMM
B PETUCTPALIOHHOE JOChEe Ha 3aperHCTPHPOBAHHBIN JIEKAPCTBECHHBIN IIpEnapar,
3asBJICHHS O BHECEHMH H3MCHEHHH B JIOKYMEHTH Ha (PapMaleBTHYECKYIO
CyOCTaHIMIO, TPOM3BEACHHYIO MJIs pealu3aludd M BKIIOYECHHYIO B pEeCTp,
3asABJIEHHS O TOATBEPXKACHHHM TOCYJapCTBEHHOH DPETHCTPALMM JIEKapCTBEHHOI'O
nperapara u MpUaracMbIx K HUIM JOKYMEHTOB,;

2) mpHeM M perucrpauus 3asBieHUI 00 OTMEHE TIOCYyJapCTBEHHOH
PETUCTpAlMK JIEKAPCTBEHHOTO IpemnapaTa, 00 HCKIIOYeHHH (PapMaleBTHIECKON
CyOCTaHLMH, NMPOU3BEICHHON AJIA pealn3allMi, U3 I'OCYJapCTBCHHOIO peecTpa,
3agBJICHMS O BhIZlaue AyOJIMKaTa PErUCTPAlHIOHHOIO YIOCTOBEPEHHS,

3) (hopMHpOBaHKE M HAIPABIECHHE MEXBEJOMCTBEHHBIX 3aIlPOCOB B OpPraHbI,
y4acTBYIOLI¥E B IPEIOCTABICHUN TOCYJapCTBEHHOM YCIIyTH,

4) nmpoBeIeHHE IKCIIEPTHU3bI JIEKAPCTBEHHOTO MIpEnapara,

5) INpUHATHE peIleHHs O pPEruCTpalud JIEKapCTBEHHOro IIperapara,
0 BKJIIOUEHHMH (hapMaleBTHIECKO# CyOCTaHIUM, MPOU3BEACHHON MUl pean3allty,
BpeecTp b0 00 OTKase B PpErHCTpalliM JIEKapCTBEHHOIO IIpernapara,
BO BKIIOYEHHH  (papMaleBTHYECKOH  cyOCTaHLMH,  MPOM3BEAEHHOH  UIs
peau3aiuu, B peecTp;

6) NPUHATHE PELICHHUS O BHECCHHH M3MEHEHMH B PETHCTPALIMOHHOC JOCHE Ha
3apErMCTPUPOBAHHEBIM JICKAPCTBEHHbIH IIpenapaT, O BHECCHHMM H3MEHEHUH
B JOKyMCHTEI Ha ()apMalleBTHYECKYIO CyOCTaHUMIO, NPOU3BEACHHYIO UL
pealM3aliy M BKIIOYEHHYI0 B PpEeCTp, O IOATBEPKICHHHM TI'OCYAAPCTBEHHON
PErMCTpalMy JIEKapCTBEHHOTO npenapara aub60 00 OTKase BO BHECCHHH
M3MEHEHUH B PErMCTPALMOHHOE JOChE Ha 3aperMCTPHPOBAHHBIN JIEKAPCTBEHHbIM
mpernapar, BO BHECEHHH W3MEHEHMH B JOKYMEHTHI Ha (papMaleBTHUYECKYIO
CyOCTaHLMIO, MPOM3BEACHHYIO [UIA pealM3alMyd | BKIIOYEHHYIO B peEeCTp, O
MOATBEPIKICHHUM rOCYAaPCTBEHHON PETHCTPaLMHU JIEKAPCTBEHHOTO Iperapara;

7) paccMOTpeHHe 3asBieHHS 00 OTMEHE TIOCYJapCTBEHHOM PETHCTpalMu
JIEKAPCTBEHHOTO Mperapara, 00 HCKIIOYEHHMH (hapManeBTHUECKOH CyOCTaHImH,
NPOU3BEACHHOM ISl peald3allii, M3 TOCYJapCTBEHHOIO DEECTpa, O BbIAa4e
IOyOJIMKaTa perucTPaliiOHHOTO YAOCTOBEPEHHS.

IIpHeM M perncTpauus 3asiBJeHHs 0 PETHCTPANMM JIEKAPCTBEHHOr0
npenapara, 3asiBJieHHs 0 BKJII0YUeHHH (papMaLeBTHYECKOil cyOcTaHmHu,
Npou3BeAeHHOIl 115 peain3aNuu, B peecTp, 3afBJCHHsA 0 BHECCHUH
H3MeHeHHH B perncTpanoHHoe A0Che Ha 3aperuCTPMPOBaHHbIA
JIEKAPCTBEHHBIH Mpenapar, 3asiBJIeHHs 0 BHECCHHHM H3MECHEHHH B JOKYMEHTHI
Ha ¢papMaleBTHYECKYI0 CyOCTaHIMIO, IPOM3BEACHHYIO JIsl Peajlu3alun 1
BKJIIOYEHHYI0 B PEECT, 3asiBJIEHHA 0 NOATBEP/KACHNH roCyAapCTBEHHOM
PerucTpanuHu JeKapCTBEHHOr0 MpenapaTa ¥ NPHJIAraeMbIX K HUM
AOKYMEHTOB
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54. OcHoBanmeM Ui Havyajla aJAMHHHUCTPAaTHBHOM IIpOLICAYpHI SIBIIAETCS
nocryruieHue B Poccenbxo3Hansop:

3agBJICHUA O T'OCYJApPCTBEHHOW PETMCTpalMM JIEKApCTBEHHOrO Ipenapara u
IpUIaraeéMeIx K HEMy JOKYMEHTOB, YKa3aHHBIX B myHkTax 17 — 19 Pernamenra —
IIpY PETUCTPALIMK JIEKAPCTBEHHOTO IIpEnapaTa, B TOM YHCIE B JIIEKTPOHHOM BHJE
¢ ucrons3oBanueM EauHoro noprana;

3a9BIICHUA O BKJIIOUEHHH (apMalleBTHYECKON CyOCTaHIMM, NPOU3BEIECHHON
UL peai3alid, B PEECTp W IPUIaracMbIx K HEMYy AOKYMEHTOB, YKa3aHHEIX B
nynkre 21 Permamenta — npM BKIIOYEHHH (GapMaleBTHYECKOH CyOCTaHLuM,
MPOU3BEACHHON JUI1 pealu3alMy, B PEECTP, B TOM YHCJIE B 3JICKTPOHHOM BHAC C
¥cnonbp3oBaHueM ExuHoro nopraina;

3agBJICHHMS O BHECCHHH W3MCHEHUM B PErHCTPALIMOHHOE JOChE Ha
3apErUCTPUPOBAHHBIA  JICKAPCTBEHHBIM IPENapar M IPUIAracMblX K HEMY
JIOKYMEHTOB, YKa3aHHBIX B IMyHKTe 22 PernaMeHra — mpH BHECEHMH M3MEHEHUI B
PErHCTpalMOHHOE AOChEe Ha 3apErHMCTPHPOBAHHBIA JEKapPCTBEHHBIM IMpernapar, B
TOM YHCJIE B DJIEKTPOHHOM BHJE C UCIIONB30BaHNEeM EnquHoro nopraia,

3a4BJICHHSI O BHECEHHMM HM3MEHEHHMH B JOKYMEHTHI Ha ()apMalleBTHYECKYIO
CyOCTaHLMIO, NPOU3BEACHHYIO Ul pEalu3allid M BKIIOYCHHYIO B DEECTp,
¥ [IPUJIaraeMbIX K HeMy JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 23 Permamenra — mnpu
BHECEHMM HM3MEHEHMH Ha (apMaLleBTHYECKYIO CyOCTaHIMIO, IPOU3BEACHHYIO IS
pealu3alMd U BKIIOYEHHYIO B PEECTp, B TOM 4YHCJIE B 3JIEKTPOHHOM BHIE C
ncnojibs3oBanueM EauHoro nopraina;

3afBJICHUA O HOOTBEPXKACHUM  TOCYJapCTBECHHOH  PETUCTpAlMH
JIEKApPCTBEHHOT'O Iperaparta ¥ INpPUIaracMelXx K HMM JOKYMEHTOB, YKa3aHHBIX B
nyHkTe 24 PernmameHTa, B TOM 4YHCNIE B 3JIEKTPOHHOM BHJIE C MCIIOJIb30BaHHUEM
Enunoro nopraina.

55. IocrynuBmue B Poccenbxo3Haa30p 3asABICHHE U NPHIAracMbI€ K HEMY
JOKYMEHTBI  PETHCTPHPYIOTCA  JOJDKHOCTHBIMH  JIMLAMH  CTPYKTYPHOIO
noapasneneHus Poccenbxo3Han3opa, B KOMIIETEHIMIO KOTOPOrO BXOAHUT IIPUCM,
PETHCTPaLsd U pacHpeAeICHUE OCTYNAIOMEH KOPPECIIOHAEHIIMY B JICHD IIpHeMa,
B CJTy4ac OTCYTCTBHS OCHOBAHMHU JJI OTKa3a B IIPUEME 3asBJICHUSA M NPHIAracMbIX
K HEMY JOKYMEHTOB, HEOOXOOWMBIX IJIsA IpPEAOCTABICHHS TIOCYJApCTBEHHOM
YCIIyTH, yKa3aHHBIX B MyHKTe 31 Periamenra.

56. Komust 3asgBJIeHUS ¢ OTMETKOM O Jare MpHeMa YKa3aHHOIO 3asABJICHHMS U
IIpUJaraeMeIX K HEMy IOKYMEHTOB B JI€Hb IIpHEMa HAMpaBisaeTcs 3asBUTENIO
33aKa3HBIM [TOYTOBEIM OTIIPABJIEHHEM C YBEJOMJIEHHEM O BpyY€HHH HIHM B (hopMme
3JIEKTPOHHOTO JOKYMEHTa, IIOAIMCAHHOTO YCHJIEHHOHW KBaIH(pHLUMPOBaHHOM
3JEKTPOHHOM MOAIKMCHIO JOJDKHOCTHOrO Jmna Poccenpxo3Han3opa, crocobowm,
00eCneYHBalOIIMM TIOATBEPXKACHUE TIIONY4YCHHs 3asiBUTCIIEM TaKOH KONMU U
HOATBEPXKIACHUE JOCTAaBKU YKa3aHHOI'O JJOKYMEHTA.

PaccMOTpEHHE 3asBJICHHUS U NIPUIAraeMBIX K HEMY JOKYMEHTOB, IOJTy4YCHHBIX
B 3JICKTPOHHOH (popMe, OCYIECTBIIAETCA B TOM XK€ MTOPSAKE, YTO H PACCMOTPEHHE
3aSBICHUSA M IPUIAraeMbIX K HEMY JOKYMEHTOB, IIOJy4CHHBIX OT 3asBUTEIICH
3aKa3HBIM [TOYTOBLIM OTIIPABJICHHEM C YBEAOMIICHUEM O BPYUYCHHUH.




25

57. HavansHuk oThena HOJApa3feIICHUS Poccenpxo3nansopa,
OCYILIECTBIIIOIIET0 rOCYyIapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHOTO IIperapara,
B TeueHne 1 pabodero OHS C JaTBl NMOCTYIUICHHUS 3asABJICHHA M IIPHJIAraeMbIX
K HEMy JOKYMEHTOB, YKa3aHHBIX B ITyHKTe 54 PeriamenTa, HasHa4aeT U3 4YHCIIa
COTPYAHMKOB OTHEJa OTBETCTBEHHOTO HCIOJHHUTENSA IO HX PaCcCMOTPEHHIO.
®aMunvs, UMS H OTYECTBO (MPH HAIMYMM) OTBETCTBEHHOIO HCIOJHMTENS, €ro
pabounii TexepOH NOJLKHBI OBITH COOOIIEHB! 3asBUTENIO TI0 €0 NMCHMEHHOMY (B
TOM YHCIIE 110 JCKTPOHHOM NOYTE), yCTHOMY O0OpaIIEHUIO.

58. OTBeTCTBEHHBIH HcnonHHMTENp B TeueHHe 10 paGoumx nHEH co AHA
IOCTYILICHHS 3asBIICHUS Y IPUJIaraéMbIX K HEMY JOKYMEHTOB IIPOBOIUT IIPOBEPKY
HOJHOTHI, JOCTOBEPHOCTH U HPABHIBHOCTH O(GOPMICHHS IIPEACTABICHHBIX
JOKYMEHTOB PETHCTPALMIOHHOTO IOChE€ Ha JIEKapCTBEHHBIH IPENapaT C LEJBIO
OTIpEACTICHUS:

1) COOTBETCTBHS NPEACTABICHHOIO 3asBJICHHA O MPEIOCTaBICHUU
rocyJapCTBEHHO# YCIyru popMe, MPEeAyCMOTPEHHON COBETYIOLIMM MPUITOXKEHUEM
k Pernamenry;

2) HanWudhAg MPENOCTaBICHHA KOMILUIEKTa JOKYMEHTOB, OIPEACICHHBIX
nyHkTamu 17 — 19 u 21 — 24 Pernamenra,

3) MOJHOTHI, JOCTOBEPHOCTH W IMPABHIBHOCTH 0QOPMIIEHHS IPEICTaBICHHBIX
JOKYMEHTOB PETHCTPALIMOHHOIO AOChE Ha JIEKaPCTBEHHBIN IIpeIapar,

4) HanM4HsA OCHOBAHHMH [UI1 OTKa3a B IPEJOCTABICHHMHM TOCYJapCTBEHHOM
yCIIYTH, IPELyCMOTPEHHBIX IyHKTOM 33 PernaMenra.

59. B cnywae eciu 3asBieHHe OQOPMICHO C HapyImIEHHEM TpeOOBaHHIA
nyuktos 17, 18, 21 — 24 PersameHTa M 0NpH HaJIHYMM OCHOBaHHHA UL
IPHOCTAHOBJICHHS MPEIOCTABICHUA FOCYJapCTBEHHOM YCIIYTH, IPENyCMOTPEHHBIX
nyHKToM 32 Pernmamenra, OTBETCTBEHHEBIH HCIONHHUTEND B TeueHue 10 paboumx
JHEH CO JHSI HX MpUEMa HaIpaBisieT 3asBUTEIIO YBEAOMIIEHHE O HEOOXOAUMOCTH
YyCTpaHEeHHs B CpOK, He npeppmaromui 90 pabouyMx [HEH, BbISBICHHBIX
HapylleHUH u (WIM) IpEACTaBIECHHA JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT,
3aKa3HBIM IOYTOBBIM OTIIPABJICHUEM C YBEAOMIICHHEM O BPy4YEHMH, WK B (opme
3JIEKTPOHHOIO JJOKYMEHTa, ITOANMCAHHOTO YCHJICHHOH KBalM(UIMPOBAHHON
31EKTPOHHOM MOMIMCHI0 JOJDKHOCTHOTO JHIa Poccenpxo3Hansopa, crocoGowm,
00eCreYrBaOIMM TTOATBEPXKACHUE MOMY4YCHU 3asBUTEIEM TAKOTO YBEIOMIICHHSA
4 TOATBEPXKICHHE IOCTAaBKU YKa3aHHOrO IOKyMEHTa. B ciyyac HarpaBiIeHHS
3ampoca yINOJHOMOYEHHOTO (eepalbHOr0 OpraHa HCIOJHMTENBHON BIIACTH IO
[OYTE 3aKa3HBIM IIMCHMOM OH CYHTAETCS IMOJYYEHHBIM IO HCTE€YEHHH 6 AHEH
C IaThl HAIIPABJIECHHUS 3aKa3HOTO MUChMa>>,

60. B ciuyuae mnpencraBieHHs 3asBUTENEM B CPOK, YKa3aHHbIH B
YBEAOMIIEHMH O HEOOXOOMMOCTH  YCTPAaHEHMs  HapyIIeHHH,  3asABJICHHS,
0(OPMIIEHHOTO B COOTBETCTBHHU C TpeOOBaHMSIMH ITyHKTOB 17, 18, 21 Pernamenra,
¥ (WIM) B MOJHOM 00BeME MPHIaraéMblX K HEMY JOKYMEHTOB, JHOO B Ciry4ae
JOCBLUIa  JOKYMEHTOB  COOTBETCTBYIOIIMX  IIOJOXECHMAM  Permamenra,
OTBETCTBEHHBIN HCIONHUTEIb B TedeHue 10 pabouux gHeH co AHS MOCTYIUICHUS

35 Yacts 4 cratsu 16 Pepepansuoro 3axona Ne 61-03.
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3afBJICHUA M IPHWJIAraéMbIX K HEMY JOKYMEHTOB IPOBOIUT IPOBEPKY IIOIHOTEL,
IOCTOBEPHOCTH H IMPABHIBHOCTH O()OPMIICHHUS NIPEACTABICHHBIX JOKYMEHTOB.

B cny4yae eciam 3asBinenne o¢opmieHo Oe3 HapymeHus TpeOoBaHUH
PernaMenTa ¥ npujiaraéMele K HEMy JOKYMEHTBI IIPEICTAaBIIEHEI B ITOJIHOM 00beME,
OTCYTCTBYIOT OCHOBAHHSI JUIS OTKa3a B IPEJOCTABICHUH rOCyJapCTBEHHOH YCIIyTH,
IIpeayCMOTpPEHHbIE NYHKTOM 33 PernameHTa, OTBETCTBEHHBIN HCIIOJHUTEIL B
teueHHe 3 paboumx JgHEH CO [JOHA OKOHYAHHS IIPOBEPKHM JOKYMEHTOB
MOJArOTaBJIMBAET IPOEKTHI CICTYIOMMX JOKYMEHTOB:

1) yBemoMJIeHHsE B afpeCc 3asBHTEIA O IPUEME 3asBICHHSA M INPUIAraeMbIX
K HEeMy IOKYMEHTOB, O Bblaue 3amaHus Ha mnposeaeHne PI'BY skcrieprus
U 0 HeoOxoauMocTH 1pexpocraBieHnss B OI'BY o6pasuoB s npoBeAcHHUS
JKCIEPTHU3,

2) pemenus o Boaaye 3ananusa OI'BY Ha npoBeneHHe IKCIEPTHU3EI Ka4eCTBA
JIEKapCTBEHHOI'O CPEICTBA, OTHOMICHHS OXKHUAAEMOi! MTONb3bl K BO3MOXKXHOMY PHCKY
NPUMEHEHHS JIEKQpCTBEHHOIO0 Ipemnapara, Ju00 YCKOPEHHOM 3KCIEPTH3bI
Ka4ecTBa JIEKapCTBEHHOT'O CPECTBA.

YBeOoMIIeHHE MOJIIUCHIBAETCS YIOTHOMOYEHHBIM JOJDKHOCTHBIM JIMLOM
Poccenpxo3Haa3opa ¥ HampaBiseTcs  3asBHTENI0  3aKa3HbIM  IIOYTOBBIM
OTIHpaBJIEHHEM C YBEAOMIIEHHEM O BpYYEHHH, WIM B (OpME 3SIEKTPOHHOIO
JOKYMEHTa, IIOAMHCAHHOIO YCWJICHHOH KBaJM(GHULHMPOBAHHOM 3JIEKTPOHHOM
HOAIKCHIO JOJDKHOCTHOTO auna Poccenbxo3Han3opa, criocoboM,
obecreuBaIOIUM IOATBEPXKIACHHAE IIOTyYEHHUS 3asiBUTENIEM TaKOIO YBEIOMIICHHS
¥ MOATBEPKICHHE JOCTaBKH YKa3aHHOI'O JOKYMEHTA.

61. B cinyvyae HamuM4us OCHOBaHMM M1 OTKa3a B IIPEIOCTABICHHM
rOCyIapCTBEHHOH YCIYTH IIPEAyCMOTPEHHBIX IyHKTOoM 33  Pernamenra
Poccenpx0o3Haa30p IPUHMMAET pelleHue o0 OTKase B IIPENOCTaBICHHU
roCyJapCTBEHHOM YCIIyTH.

OTBETCTBEHHBIN HCIIOIHUTEND MOATOTABIMBAET IPOEKT pelieHHus 00 OTKa3e B
IIPEIOCTABIIEHUH TOCYIapCTBEHHOMN YCIIYTH C yKa3aHHEM IIPMYHH OTKa3a. Pemenue
HOAIMKCHIBAETCA YIIOJIHOMOYCHHBIM JIMIOM Poccenbxo3Haa3opa. YBenoMieHHE 00
OTKa3¢ B IPEHOCTABICHHMH TOCYHAPCTBEHHOM  YCIYyrH  IOANHCHIBACTCS
YITOJIHOMOYEHHBIM JOJDKHOCTHBIM JIMLOM Poccenbxo3Han3opa U HamnpaBiseTcs
3asgBUTENNIO 3aKa3HBIM ITOYTOBBIM OTIIPABICHHUEM C YBEAOMIIEHHEM O BpPYUYEHHH,
Wii B (opMe DIIEKTPOHHOTO OOKyMEHTAa, IOJIHCAHHOIO  YCHJICHHOH
KBaIM(QUUUPOBAHHOM  9JJIEKTPOHHOM  TNOANHKCBIO  JOJDKHOCTHOIO  JIMIA
Poccenbpxo3Haazopa, croco6oM, 00eCredrBaOIUM IOATBEPKICHUE IOIyYCHHUS
3asBHUTEIEM TAaKOTO YBEIOMJIEHHS U IIOATBEPXKICHUE JOCTAaBKH YKa3aHHOI'O
JNOKYMEHTA.

[lpp oTKaze B OpraHu3alMUd 3KCOEPTH3 JIMOO B  IPEIOCTABICHUU
rOCyHapCTBEHHOH YCIYTH, AOKYMEHTHI, BXOASIMME B COCTaB PErMCTPALIMOHHOIO
IOChE Ha JIEKAPCTBEHHBIN NperapaT, BO3BPAILAlOTCS 3asABUTEIN0 HA OCHOBAHHUH €T0
NMCBMEHHOrO 3alpoca, HanpaBlIeHHOro B Poccenbxo3Haa3op B TedeHue 30
pabounx AHeN cO AHA NpuHATUA Poccenbxo3Ham30poM pemeHHs o0 OTKase B
IPEOOCTaBICHUA TOCYJAapCTBEHHOM yciayrH. OTBETCTBEHHBIM MCIIOJIHUTEND
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Poccenpxo3Haa3opa BO3BpalmacT 3asBUTENIO YKa3aHHbIE JOKYMEHTHI B TeueHue 10
pabouMX JHEH O AHS MOIYYECHHUS COOTBETCTBYIOIIETO 3anpoca 3asBUTEA.

62. KputepussMu NpUHATHSA pPEUICHHA 1O AIMUHHCTPATHBHON NpoIExype
SBJIICTCS HAJIMYME WX OTCYTCTBHE OCHOBAHMM I OTKa3a B IIPUHATHH 3asIBJICHUS
Y MpUIAraéMbIX K HEMY JOKYMEHTOB, a TakKX€ HaJH4he WIA OTCYTCTBHE
OCHOBaHMM g  OTKa3a MNPENOCTaBICHMM  TOCYJapCTBEHHOH  yCIyTH,
[IpeAyCMOTPEHHBIX ITyHKTOM 33 Pernamenra.

63. PesynbraramMy aJMUHHCTPAaTHBHOMN NPOLEAYPHI ABJISIOTCS OTKa3 B IIpHEMeE
JOKYMEHTOB, OTKa3 B IPEJOCTaBJIEHUN TIOCYHAapCTBEHHON YCIYyTd WM IPHUHATHE
JOKYMEHTOB ¥ HA3HAYEHHNE 3KCIEPTU3HI.

64. Cnocobamu ¢ukcanuu pe3yibTraTa aJIMHHUCTPATHBHON IPOLEAYpPHI
ABJISIIOTCSA HAIpPaBIICHHUE YBEOOMJICHHUS O IIPUHATUM 3asBJICHUS U NPUIATacMbIX K
HEMY HOKYMEHTOB M O BbIJade 3amaHus Ha mpoBeaeHue OPI'BY skcmeprus (eciu
IIPOBEACHHE SKCIEPTH3bI NMPEAYCMOTPEHO B COOTBETCTBHH ¢ ITyHKTamMu 99 u 100
PernamenTta) u (WiM) O HampaBJICHHHM Ha COIIACOBAHHME JOKYMEHTOB 3asBUTENSA
(ecu mpoBelEHHE SKCMEPTH3Bl HE NMPEAYCMOTPEHO B COOTBETCTBHH C IMYHKTOM
101 Pernamenra), a Takxe o Heo6xoaumocTH npexocrasieHus B @PI'BY obpasios
IV IPOBEACHHUS IKCIEPTHU3, JIMOO O BO3BPATE 3ajABJICHHS M IPUJIAracMbIX K HEMY
JOKYMEHTOB, JIn00 00 0TKa3€ B MPEIOCTABICHUY IOCYJapCTBEHHOM yCIyTH.

IIpuem u perncrpanus 3asiBJIeHHA 00 0OTMeHe roCyAapCTBEHHOM
perucTpauyu JIEKAPCTBEHHOI'0 penapara, 00 HCKJII0YeHUH
dapmManeBTHYECKOI CyOCTAHIMH, NPOU3BEACHHOM JIA peaJu3aluu, H3
rocyAapcTBEHHOI0 peecTpa, 3asBJIeHHS 0 Bbia4ye Ay0ankara
PErucTPALMOHHOIO yI0CTOBEPCHHS

65. OcHoBanMeM [is Hayaja aAMHHHCTPAaTHBHONI IpPOLECAYPHI SBIACTCS
nocrymieHue B Poccenbxo3Haa3op 3asBieHHs 00 OTMEHE TIOCYHapCTBEHHOH
perHcTpalyy JEKapCTBEHHOrO IpenapaTta, 00 HCKIIOYeHMH (apMaleBTUYECCKOH
cyOcTaHILMM, NPOM3BEICHHON JUIs pealnu3allvy, U3 TOCYJapCTBEHHOIO peecTpa
b0 3asBIECHUA O BbIJa4e AyOJHKaTa PErHCTPAllIOHHOTO YJOCTOBEPEHHs (Hajee
B HACTOSAILEM MOAPA3elic — 3asBICHHE) M NPHIATaeMbIX K HHUM JOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 25, 26 PermamMeHra.

66. IlocrynuBmee B Poccenmbxo3Hag3op 3asBICHUE PETHCTPUPYETCs
JNOJKHOCTHBIMU  JIMIIAMH  CTPYKTYpPHOTO mofpasaeneHus Poccenpxo3Haas3opa,
B KOMIICTCHIIMIO KOTOPOTO BXOOUT IIPHEM, pErHCTpallusi U pacnpeneicHue
HOCTYNAOIIEH KOPPECIOHACHUMHM B JACHb IpHEMA, B CIy4ac OTCYTICTBMSA
OCHOBAHHUs AJI1 OTKa3a B IIPHUEME 3asBICHHS M IIPUIAraeMbIX K HEMY JOKYMEHTOB,
HEOOXOAMMBIX JIUIA IIPEJOCTAaBICHHA TIOCYNAPCTBEHHOM YCIYIH, YKa3aHHBIC B
nyHkre 31 Pernamenra.

67. B cnyyae HanuuuMs OCHOBAaHMS M OTKa3a B IIPUEME 3asBJICHMI,
yka3aHHOro B IyHkTe 31 Permamenra, 3asBi€HHE BO3BPALAacTCS 3asABUTCIIO C
YBEJJOMJICHHEM O BO3BpaTe C YKa3aHMEM NPHYMHBI BO3BpaTa 3aKa3HBIM IOYTOBBIM
OTHpaBJIIEHHEM C YBEIOMJICHHEM O BpY4YEHHH, HIH B (POpME 3IIEKTPOHHOIrO
JOKYMEHTa, TMOJMNHUCAHHOIO YCHJICHHONM KBAJIU(DUIMPOBAHHON 3JIEKTPOHHOMU
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HOJIHUCHIO JIOJDKHOCTHOT'O nuia Poccenpxo3Hanzopa, criocobomM,
00€eCIIEYNBAIOIMM [TOATBEPKACHHE TONyYEHHS 3asABUTEIEM TaKOro YBEIOMIICHHUS
¥ MIOATBEPKACHHE JOCTaBKH YKa3aHHOI'O JOKYMEHTA.

68. Komus 3asABJIEHHSA C OTMETKOM O JaTe IMpHEMa yKa3aHHOI'O 3asiBJICHUS B
JI€Hb MpHEeMa HaIpaBiIAeTCA 3asBUTENIO 3aKa3HBIM IIOYTOBBIM OTIIPABICHHEM
C YBEIOMJIEHHEM O BpydYeHHH HWIH B (OpME IIEKTPOHHOIO JOKYMEHTa,
TIIOANMCAHHOr0 YCHJICHHOM KBAIM(QHLMPOBAHHOM 3JICKTPOHHOM  IMOAIMCHIO
JODKHOCTHOro Juna Poccenbxo3Haa3opa, crnocoboM, 00ecneYynBarOlKUM
NOATBEPXKACHNE IMONYYCHUS 3asBUTENEM TaKOH KONMM M IIOATBEPXKICHUE
IOOCTaBKH YKa3aHHOI'O JOKYMEHTA.

PaccMOTpeHHE 3asBICHUA U NPHJIAracMbIX K HEMY JOKYMEHTOB, ITOJyYCHHBIX
B JIEKTPOHHOHM (popMe, OCYIECTBIAETCS B TOM K€ IOPAAKE, YTO U PACCMOTPEHUE
3aSBJICHUA M NPWIATaeMBIX K HEMY JOKYMEHTOB, NOIYy4YEHHBIX OT 3asgBHUTENCH
3aKa3HBIM MOYTOBLIM OTIIPABJICHUEM C YBEAOMIICHUEM O BPYYCHHH.

69. KputepusMu NPHUHATHA PEIICHHS IO aJAMHHHCTPaTHBHOM mpoueaype
SBJISETCA HAJIMYKE WIH OTCYTCTBHE OCHOBaHHI AJI OTKAa3a B IIPHUHATUM 3asBICHHS
M JOKyMEHTOB K HeMy, @peIyCMOTpeHHbIX IyHKToM 31 Permamenra,
Poccenbxo3Haa3zopoMm.

70. Pe3synpraTOM aJMHHHMCTPAaTHMBHOM MNPOLEAYpPHl SBIAETCA MPHUHATHE
3agBJE€HAS W JOKYMEHTOB K HeMmy Ju0o OTKa3 B npnﬂxmn 3asABJICHUS W
IOOKYMEHTOB K HEMY PoccebX03HaaA30poM.

71. Cnocobom ¢uKcauun pe3yipTara aJIMHHHCTPAaTHBHOH IIPOLIEAYDEI
ABJSIETCA HAIpPABJICHHE YBEAOMIICHHS O IIPHHATUHM 3asBJICHHA M JOKYMEHTOB
K HeMy JM00 yBenOMIIEHHs 00 OTKase B IIPHHATHM 3asABJICHUS W IOKyMEHTOB
K HeMy Poccenbxo3Haa3opom. '

dopMupoBaHHE H HANIPABJIeHHE MEKBEAOMCTBEHHBIX 3aNIPOCOB B OPraHbl,
y4acTBYIOLIHE B NPEAOCTABJIECHHH roCyAapCTBEHHOH yCIyru

72. OcHOBaHMEM /i1 Hayajla aJAMHHHCTPATHBHOU IIPOLIEAYPBI SBISETCS
NPUHATHE 3asBJICHHS O TPENOCTaBICHHM TOCYAapCTBEHHOM YCIYIH U
HEIpeCTaBICHHE JOKYMEHTOB, YKa3aHHBIX B MyHKTe 29 Perinamenra, 3asButesieM
110 coOCTBEeHHOM MHMIMaTUBE B Poccensxo3Haasop.

73. MexBeIOMCTBEHHOE HH(GOPMaLMOHHOE B3aMMOJEHCTBHE
OCYLLECTBISIETCS C OPraHaMH TOCYAAPCTBEHHOM BJIACTH B LCIAX ITOJYyYCHUS
CBeICHUH, YKa3aHHBIX B ITyHKTe 30 Pernamenta.

74. MexBEIOMCTBEHHOE 3JIEKTPOHHOE B3aMMOJECHCTBHE B LIEIAX ITOTyYCHHS
CBEICHHI B 3JIEKTPOHHOM (OpMe OCYIIECTBIAETCS C HCMOIb30BAHMEM €IHHON
CHCTEMBI MEXXBEIOMCTBEHHOT'O 3JICKTPOHHOIO B3aUMOJEHCTBHS B COOTBCTCTBUU
c [TonmoxxenneM O €OUHOM CHCTEME MEXBEAOMCTBEHHOIO  3JIEKTPOHHOTO
B3aMMOJEHCTBHS, YTBEPKACHHBIM HOCTaHOBIEHHEM IIpaBHuTenscTBa Poccuiickoit
denepauun ot 8 ceHTa6ps 2010 r. Ne 697°°.

75. @opMupOBaHHE U HANpPaBICHHE MEKBEAOMCTBEHHBIX 3allpOCOB

36 CoGpanue 3akoHozaTenscTa Poccuiickoii ®enepauun, 2010, N 38, cr. 4823; 2021, N 27, 5371.
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OCYILECTBIIAETCSA JNODKHOCTHBIM JHMIIOM Poccenbxo3Han301pa, yHOJTHOMOYCHHBIM
Ha (OPMHPOBaHHE M HANpABICHME MEXBEIOMCTBEHHBIX 3allpoCoB, B
COOTBETCTBUH C TpeOoBanmamu crathu 7.2 OenepanbHoro 3akona Ne 210-03, B
GopMe 3IEKTPOHHOrO [JOKYMEHTa IIyTE€M 3aNlOJIHEHHs 3JICKTPOHHBIX bopm
MEXBEIOMCTBEHHOTO 3aIlpoca, 3a MCKIIOYEHHEeM Cilydasi, NPeayCMOTpeHHoro 91
Pernamenra.

76. B caydae eciy TEXHHYECKas BO3MOXXHOCTb HAIpPaBJICHMS 3alpOCOB
M IOlydeHHs ~ MHpOpMamMM € MCIONB30BAHHEM  ©IMHOH  CHCTEMBI
MEXBEJOMCTBEHHOI'O JJIEKTPOHHOTO B3aUMOACHCTBHS OTCYTCTBYET, 3allpOCHI
HaIpaBIAIOTCA Ha GYMaKHOM HOCHTEIE. .

77. MakcHMaJIBHEIM CPOK Ul HANpaBICHHA MEXBEIOMCTBEHHBIX 3aIpOCOB
cocTaBiseT 5 pabovmx AHEH CO JHA NPHHATHs 3asBICHUA O IIPEIOCTABJICHUH
rOCYJApCTBEHHOMN YCIIYTH M IIPHJIAraéMbIX K HEMY JOKYMCHTOB.

78. @akT YyIUATBI TOCYOAPCTBEHHOH IOUUIMHBEI 33 MPEIOCTABJICHHC
rOCyJapCTBEHHOM  YCIyrM B Cily4ae  HENpPEeACTAaBICHMA  JOKYMEHTOB,
NOATBEPXKAAIONMMX MX YIUIATY, [IPOBEPSCTCS C HCTONb30BankeM ['ocy1apCTBeHHOH
MH(QOPMALOHHOM CHCTEMBI O FOCYAAPCTBEHHBIX ¥ MyHHLIUNAIBHBIX miaTexax’’.

79. KpurtepueMm NpUHATHS PELICHHS IO aJIMHHHCTPATHBHOH IIPOLEXYPE
SBISIETCS HETIPE/ICTABIEHHE JOKYMEHTOB, YKa3aHHBIX B IyHKTe 29 PermamenTa
3asBUTENEM 110 COOCTBEHHOM MHULIMATHBE B Poccenbxo3Haas3op.

80. PesynsTaToOM aJAMHMHHCTPAaTHBHOH INpPOLEAYPHI SBICTCS HAIPABICHHE
3ampoca JUid HpeJoCTaBiIeHns MHpopMamyy, HeOOXOMMOH V1A NPENOCTABICHHS
rOCYHapCTBEHHOMN YCIIyTH, B paMKaX MEXBEIOMCTBEHHOTO B3aHMOACHCTBHUA.

81. CrnocoboM ¢uKcauud pe3yiabTaTa aJMHHHCTPATHBHOH IPOLEAYDEI
ABNAETCA  PETMCTPALMs  HANPABICHHOIO B paMKax  MEXBEJOMCTBEHHOIO
B3aMMOJIEHCTBHS 3aIpoca Ui MPEAOCTaBIeHUS MHpOpMalyK, HEOOXOAMMOH i
TPENOCTaBICHHs TOCYJAPCTBEHHOHN YCIIYTH.

IIpoBeenue IKCNEPTH3DI JIEKAPCTBEHHOTO NpenapaTa

82. OcHOBaHHMEM I Hayala aJMHHHUCTPATUBHON IPOLIEAYPHI SBJACTCS
NPUHATHE 3asBICHHA O TOCYJapCTBEHHOHW PpETHCTPalMK  JICKapCTBEHHOIO
mperaparta, 3adBIEHHMs O BKIIOYEHMH (apMaleBTHYECKOH — CyOCTaHIMH,
MPOM3BEACHHON U1 pealu3allii, B PEeCTp, 3asBICHUA O MOATBEPKICHUH
roCyJapcTBEHHOM PETHCTpalMi JIEKapCTBCHHOTO Ipenapara, 3asBICHAL O
BHECEHMH M3MCHEHHMH B PEerMCTPallHOHHOE JOCBE  3apETHCTPHPOBAHHOIO
JIEKAPCTBEHHOTO IIPENapara u 3asBICHHsS O BHECCHHU M3MCHEHUH B IOKYMEHTEI Ha
(apManeBTHYECKYI0  CyOCTaHIMIO, MPOU3BEACHHYIO Ul  peanusaluid |
BKJIFOYEHHYIO B peectp (B CIydae, €Cid NPOBEACHHUE 3KCTIEPTH3EI IIPEYyCMOTPEHO
nmyakramMd 99 u 100 Pernamenra) ¥ npuiaraéMelx K HEMY JIOKyMCHTOB (manee B
HACTOSIEM [TO/PA3ZIeNe — 3asBJICHAE U IPUIAraeMble K HEMY JOKYMEHTEI).

83. DOkcmepru3a KayecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCICPTH3a
OTHOIIEHHS OXHUAAEMOH TIONB3BI K BO3MOXHOMY PHCKY INPHMEHCHHSA

37 CraTha 21.3 ®enepanbroro 3akoxHa Ne 210-D3.
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JICKapCTBEHHOTI'O Npernapara IpOBOAMTCA B CPOK, He npeBblmaromuid 110 pabounx
nHedt co qus nonyyenus ®I'BY 3ananus PoccensXxo3Han3opa 40 JHSA HANpPaBICHHUS
B Poccenpx03Ha/30p 3aKIIOYECHHUS, COCTABICHHOTO KOMHCCHEH 3KCIIEPTOB IIO
pe3ynpTaTaM IpPOBEACHHON OSKCNEPTH3bl, B COOTBETCTBHH C YTBEPKIACHHBIMH
[IpaBunamMu nNpOBEJEHHA O3KCIEPTU3Bl — TNPH PETHUCTPALIMU JIEKAPCTBEHHOIO
npenapaTa Wid BKIIOYEHHH (papMalleBTUYECKO#H CyOCTaHIIMM, TPOU3BENCHHOM IS
peajiu3alivi, B pEECTp.

OKcnepTH3a OCYIIECTBIIOTCA B CPOK, HE MpeBhILalommit 60 pabounx mHeit
co aHa noaydyenuss PI'BY 3ananms Poccenbxo3Han3opa OO0 OHA HampaBiIeHUS
B PoccenbX03Haa30p 3aKmIOYEHHs,, COCTABJICHHOIO KOMHCCHEH 3KCIEPTOB I10
pesynbpTaTaM MpPOBEHCHHOM DSKCHEPTHU3bl, — IMpPHU IPOBEACHHUH YCKOPECHHOH
OKCIEPTHU3Bl, IPH  BHECEHMH  WM3MEHCHMM B PETUCTPALMOHHOE  JOChE
3apETHCTPUPOBAHHOIO JIEKAPCTBEHHOIrO IpernapaTa, NPy BHECEHHWH H3MEHEHHH B
JOKYMEHTBI Ha (apManeBTHYECKYH) CYOCTaHUHMIO, IIPOM3BEACHHYIO IS
pealM3alMd ¥ BKJIIOYEHHYIO B PEECTp, NPU TOATBEP)KACHHUU TOCYIHapCTBEHHOM
PETUCTpALUHU JIEKAPCTBEHHOTO IIperapara.

84. OxcneprTu3a JIEKapCTBEHHOIO Ipernapara IIPOBOAMUTCS B CIICAYIOUIUX
cllydasx:

84.1. BHeceHMe H3MEHEHHMH B  JOKyMEHTHI, coJepxammecs B
PETUCTPALMOHHOM JOChE€ Ha 3aperHCTPHPOBAaHHBIM JIEKAPCTBEHHBIH Ipernapar, B
OTHOLUEHHHM CJIECAYIOMIMX CBEACHHUIS:

1) ¥3MeHeHus: B MHCTPYKIUH 0 IPHUMEHEHMIO JICKAPCTBEHHOTO IIperapara,
Kacaromecs: .

a) oka3zaHuH (IPOTHUBONOKA3aHMIA) JUI IPUMEHEHHS,

0) pexuMa a03uMpoBaHHA, crHoco0a BBEACHHS U INPHUMEHEHHS, BPEMEHH
IIpHEMa JIEKAPCTBEHHOTO Npernapara, IPOAOJDKUTENBHOCTH JICUCHHS,

B) BO3MOXHBIX IOOOYHBIX JEHCTBHiA, HEXEJATEIbHBIX peakuuil IpH
IIPUMEHEHUH JIEKAPCTBEHHOTO Mpemnapara,

T) B3aUMOACHCTBHS C APYTMMH JIEKapCTBEHHBIMH TNpernaparamMu u (HIIH)
KOpMaMH,

[) CpoKa TOJHOCTH M YKa3aHHE Ha 3alpeT INPUMEHEHHS JIEKAPCTBEHHOIO
pernapara o HCTEYEHHUH CPOKa M'OHOCTH

€) CpPOKOB BO3MOXXHOTO  HCIOJNB30BaHHS  IIPOAYKLHMH  XKHBOTHOIO
IPOMCXOXACHHMS [IOCIIE BBEACHHUS )KHBOTHOMY JICKApCTBEHHOTI'O IIpenapara;

2) wu3MeHeHnMe W (WIM) JOMOJHEHHE IPOM3BOACTBEHHOM ILIOIIAIKH
JICKapCTBEHHOTO CPEJICTBA;

3) u3MeHEeHHWE B HOPMAaTMBHOM JIOKYMEHTE IIOKa3aTelel KauecTBa
JIEKapCTBEHHOIO MNpernapara U (WIM) METOAOB KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOIO
npernapara;

4) o ¢apmareBTHUeckoil cyOcraHIuM ((papMalleBTUMECKHX CYOCTaHIIMAX),
BXOAALIEH (BXOAAIIMX) B COCTaB JIEKAPCTBEHHOTIO Iperapara:

a) ONHUCaHHE METOJUK KOHTPOJIA KauecTBa (papMalieBTUYECKO CyOCTaHIIN Y,

0) agpec npou3BoACTBa papManEBTUIECKOMH CyOCTaHIMM;

3% gactp 2 crateu 31 ®enepanshoro 3akona Ne 61-03.
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B) ciendHKanus Ha GapMaeBTHYECKYIO CyOCTaHIHIO.

85. DKkcrepTH3a KadecTBa JICKApCTBEHHOTO Iperiapara MpoBOAUTCS B CIydae
BHECEHUS U3MEHEHHUH B JOKYMEHTEHI, COAEPXKALIUECS B PETHCTPALIMOHHOM J0ChE Ha
(papManeBTHYECKyI0 CYOCTaHIMIO, MPOM3BEACHHYIO A  pealu3alMd H
BKJIFOYEHHYIO B TOCYHApPCTBEHHBIA PEECTp, B OTHOIICHUM CIEAYIOIMX CBEACHMH,
KacaroImuxcs®’:

1) wu3MeHenus ¥ (Wwix) JONONHEHHS NPOU3BOACTBEHHOM IUIOMAAKH
JICKapCTBEHHOTO CPEACTBA,

2) u3MEeHEeHH s MTOKa3aTenel Ka4ecTsa JIEKapCTBEHHOTO CPEICTBa,;

3) METOZIOB KOHTPOJIS KaueCTBa JIEKAPCTBEHHOIO CPEICTBA.

86. B cnyuae HEOOXOMMMOCTH BHECCHHS H3MEHEHMHA B JIOKYMCHTHI,
CONEpKAIIMECS B  PETHCTPAUMOHHOM  JOCE HA  3aPETHCTPUPOBAHHBIN
JNIEKApCTBEHHBIH Ipenapar, Ha (papMaleBTHIECKYI0 CyOCTaHIMIO, TPOH3BEACHHYIO
JUIS peaM3alMy Y BKJIIOYEHHYIO B PEECTp, He NPEAyCMOTPEHHBIX MyHKTaMH 99,
100 PermmameHTa, 3KCIEPTH3a HE IPOBOAUTCS.

87. TIpoekT pemeHHs O BBIAYE 3aJaHHA Ha IPOBCACHHE OSKCIICPTHU3BI
JIEKApPCTBEHHOTO CPEACTBA COIVIACOBBIBAETCSA HAYAIBHHKOM OTA€Na (JIMLOM, €ro
3aMEIAIOIIKM) 7§ IIOJITACBIBAETCA 3aMECTHUTEIEM PYKOBOAUTEIIA
Poccenpxo3Han3opa (IMIIOM, €ro 3aMeIlaroluM) B TeueHHe 1 pabouero mHs €o
IHSA TOATOTOBKM OTBETCTBEHHBIM HMCIIOJIHUTENEM IIPOEKTa PEMICHUs O BbIAAYE
3a/IaHMs Ha IPOBEAEHHE IKCIEPTH3bI JIEKAPCTBEHHOTO CPELCTBA.

88. B Teuemme 1 pabGouero mHs CcO JAHA IOIIHCAHHA 3aMECCTUTEIEM
pykoBoauTens Poccenpxo3Hansopa (MMIOM, €ro 3aMellalolUM) DeLICHHA O
BBIAAYE 3aJaHUA Ha TPOBEACHHE OSKCIEPTH3bl, 3aJaHHEC U JTOKYMEHTBI
Hanpasisitorcsa B PI'BY.

89. B Teuenme 30 pabounmx JHEH CO JHA TONYYCHHS PpEIICHHUA
Poccenbxo3Han3opa O TIPOBEACHHH JKCIIEPTH3bl Ka4yecTBa JICKAPCTBCHHOIO
CPECTBA M 3KCIEPTH3bl OTHOILICHHsA OXMAAEMOH IOJB3BI K BO3MOXHOMY DHCKY
IPUMEHEHHS JIEKAPCTBEHHOTO MpenapaTa MM YCKOPDEHHOH OKCIIEPTH3BI,
3agsutens npeacraBisier B PI'BY g mpoBemeHUs OKCHEPTHU3BI KavyeCTBa
JIEKAPCTBEHHOTO CPEACTBa 00pasIibl JIEKAPCTBEHHOTO IIperapara, NPON3BEACHHOTO
B COOTBETCTBHH C TPEOOBAHUAMH TEXHOJIOTHYECKHX PErVIAMEHTOB, YTBEPKACHHBIX
PYKOBOAMTENEM IPOU3BOJUTENA JIEKAPCTBEHHBIX CPEICTB, & TAKXKE TECT-IITAMMBbI
MHKPOOPraHH3MOB, KyJIBTYPbl KIETOK, 06pa3ibl (hapMalleBTHIECKOH CyOcTaHuuHy,
o0pasupl BELIECTB, NPHMEHAEMBIE JUIL KOHTPOJIA KayecTBa JIEKAPCTBCHHOIO
CpelcTBa, B KONMYECTBAX, HEOOXOAMMBIX JUIi BOCIPOM3BENCHHS METONOB
KOHTPOJIA KaueCTBa.

Ipy nonmy4yeHun 0Gpa3ioB JEKapCTBEHHOTO MpenapaTa U (papMareBTHYeCKOH
cy6crannuu OTBY Beigaet 3asBUTENO JOKYMEHT, IIOATBEPIKAAIOIIMH MOTy4EHHE
yKa3aHHBIX OOpasLOB, U B CPOK, HE IPEBHIAIOMMH 2 pabouux AHEH CO JHA
monydeHus oOpasioB, yBEAOMISET B 3NEKTPOHHOH (opme WM Ha OyMaxHOM
Hocutene 06 aToM Poccenbpxo3Hanzop.

Komuccus 9KCIIEPTOB 9KCIIEPTHOT'O YUPEKACHUSA IPOBOJIUT

3 yacth 2 crathk 31 ®eaepansuoro 3axona Ne 61-03.
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COOTBETCTBYIOLIME OKCHEPTH3El B CPOK, YCTAHOBJIEHHBI B 3aJaHAH, W IO
pe3yIbTaTaM 3KCIIEPTH3 COCTAaBJIAET 3aKMIOYEHHE 1o (opMe, coaepKallencs B
npunokeaun Ne 2 k npukazy Ne 311, mnmm mo dopme, coaepxkamieics B
npuioxxeHud Ne 3 k mpukasy Ne 311.

90. Ilpu mnocryruieHuM B PoccenpXx03Ham30p 3amnpoca PyKOBOAHTEIIS
SKCIEPTHOTO YUPEXKIACHHS O IPEACTABICHUH HEOOXOAMMBIX [UIS NPOBEACHMS
JKCIEPTU3Bl  JIEKAPCTBEHHBIX CPEACTB  MaTEpHaJIOB,  HANPaBICHHOIO B
COOTBETCTBUH cO cratheii 16 MenmepanpHoro 3akoHa Ne 61-D3, gaHHBIN 3anpoC B
TeyeHHe 1 paboyero IHA pETUCTPHPYETCS M INEPENACTCs B OTBETCTBEHHOE
nogpaszeneHue Poccenpxo3Haazopa.

B Teuenne 1 pabouero OHA €O AHA IOCTYIUICHHS 3alpoca 3KCIIEPTHOTO
yupexxaeHus B Poccenbxo3HaA30p HavYalbHUK OTAENA HAa3HAYAET OTBETCTBCHHOI'O
HCIIOJHHUTEIS [0 PACCMOTPEHHUIO JIaHHOT'O 3ampoca, KOTOpbIi B Teuenue 2 pabounx
JHEH CO [HA Ha3HAUYEHHSA [IOATOTABJIMBAET IIPOEKT 3ampoca 3asBHTENIO
0 MPEICTaBICHUN HEOOXOAUMBIX MaTEPHAJIOB.

[Tpoekt 3ampoca 3asBUTENIO COIJIACOBBIBACTCS HAYAJILHHKOM OTAETA
H TIOAIUCHIBAETCA 3aMECTUTENIEM pyKOBoauTens Poccenpxo3Han3opa B TeUeHHE 2
pabounx mHeH.

B Teuenne 1 pabGouero AHA CO MAHA MOAINHKCAHMS, YKa3aHHBIA 3arpoc
HanpaBlIAeTCs 3assBUTEINIO.

3anpoc MOXeET OBbITh N€pefaH YIOTHOMOYEHHOMY IPEACTaBUTENIO 3asiBUTEILA
JIMYHO IIOA PAcCIHCKy, HampaBjCH IO IIOYTE 3aKa3HbIM ITMCHbMOM HJIM IIEpEAaH
B DJICKTPOHHON (OpME IO TEJIEKOMMYHHKAIMOHHBIM KaHajlaM CBfA3H. B ciydae
HANpaBJICHUSI JaHHOTO 3alpoca IO II0YTE 3aKasHBIM IMHCBMOM OH CYHTACTCH
TNOJTYYEHHBIM I10 HCTEYCHUH 6 THEH ¢ JaThl HANPaBJICHU 3aKa3HOT'O MUChMA.

91. Oteer 3asBuTena Ha 3anpoc Poccenbxo3Hazopa pPErHCTPHPYETCS H
IIepeNlaeTCs B OTBETCTBEHHOE MOApa3neieHne Poccenpxo3Han3opa B TeyeHue 1
pabouero JHS CO AHA €ro NOCTYIUIEHHS.

B Teuenue 1 paGouero AHA CO JHS NOCTYIUICHH: OTBETA 3asBUTENA Ha 3aMpoC
Poccenpxo3Han30pa HavyaabHUK OTIENA Ha3HAYaeT OTBETCTBEHHOIO MCITOJIHUTEIIS,
KOTOpPBIA B TeueHue 1 pabodero JHS CO AHSA Ha3HAYEHHs IIOArOTABIMBACT MPOEKT
conpoBoauTeNibHOro nuckMa B ®I'BY, ¢ npunokeHneM K HEMy OTBETa 3asgBUTEIIs
Ha 3anpoc Poccenbxo3Hanzopa.

[Ipoekt compoBoautensHOro mnucbMa B PI'BY ¢ mpHIOKEHHEM OTBETa
3agBHTENA  COIVIACOBBIBACTCS  HAYaJIbHMKOM  OTHENA,  IOJMIHCBIBACTCS
3aMecTuTeNIeM pyKoBoauteis Poccenbxo3Haazopa u Hampasiiercs B ®I'bY B
TE4YEHHUE 2 paboInx AHEH.

B cimywyae HempencTaBieHHMs ~— 3asBHMTEIEM  OTBETa  HA  3ampoc
Poccenpxo3namzopa mo wucteueHud 90 pabounmx JHEH OTBETCTBEHHBIN
UCIIOJNHUTENL B TeueHHe 5 paboumx nHed HampasimsieT B PI'BY yBemomienue
O HETpeACTaBICHUU 3assBUTENEM OTBETa Ha 3aIpoc.

[Ipy HampaBieHHM 3alpoca JONONHUTENBHOTO KOJMYeCTBa 00pasios
JIEKAPCTBEHHOrO Ipenapara, 0o0pas3uoB (apMaleBTUYECKOH CyOCTaHLMH, TECT-
HITaMMa MEKPOOPTaHH3MOB, KYJIBTYpPhl KJIETOK, 00pa3I0B BELIECTB, MPHMEHAEMBIX
JUIs KOHTPOJISi Ka4yecTBa JIEKAPCTBEHHOIO CPEICTBA IIyT€M CPaBHEHHMS C HHUMH
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HCCIIENYEMOTO JIEKApCTBEHHOTO CPEACTBAa 3asBHUTENb IPEACTABISAET OTBET Ha
3anpoc (06pasiusl) B ®I'BY. ®TBY B cpok, He npeBbimaromui 3 pabounx aHei co
JHS TpeJCTaBICHHS OTBETa Ha 3ampoc (00pasioB), YBEAOMISET B JEKTPOHHON
dopme wiu Ha GymaxkHoM Hocutelne 06 3ToM Poccensxo3Han3op.

B cnyuae HempejacTaBieHUs 3asBUTENEM OTBETa Ha 3ampoc (06pasios) 1o
ucreuennn 90 paboumx nauedt Poccensxo3Ham30p B TeUeHHE 5 pabo4ux HHEH
HanpasiseT B ®I'BY yBeqoMiIeHHE O HENPEACTABICHHH 3asABHTEICM OTBETa Ha
3anpoc (00pas3ioB).

92. ®I'BY HampaBiseT 3aKIOYCHHE IO pPE3yIbTaTaM IIPOBEACHHOM
3KCIIEPTH3Bl ¥ COTNIACOBAHHbBIC JOKYMEHTbI 3asBHTENA — HOPMATUBHEIA JOKYMEHT,
MHCTPYKLHIO TI0 NPAMEHCHHIO M MaKeT MapKHPOBKU IIEPBHYHOM M BTOPHYHOM
(OTpPeOUTENBCKOM YIIAKOBKH) (OJiee — COIIacOBAaHHBIE JOKYMEHTBI 3aABUTEILN) B
Poccenbxo3Haa30p Ha OyMa)KHOM HOCHUTEIIE.

93. KpurepusMu NPHHATHS PEIICHUS O aAMHUHHCTPATHBHOH IIpOLEAype
SBIAETCS HAIMYHE HIM OTCYTCTBHE OCHOBAaHHUM Ui OTKa3a IIPEIOCTABICHUH
roCyJapCTBEHHOM YCIYTH, IPEIyCMOTPEHHBIX IIyHKTOM 33 PernamenTa.

94. Pe3ynbTaTOM aJMHUHHUCTPATUBHOM IPOLEAYPHl SBIIETCS OTKa3 B
NPENOCTABIECHNH TOCYAapCTBEHHOH YCIyrM HIH O(QOPMICHHE 3aKIIOYCHHS
SKCIIEPTHOMH OpraHU3aLyy 10 Pe3yJIbTaTaM SKCIEPTHU3EI.

95. Cnocob6oM (ukcanuu pe3yibTaTa aJAMHHHCTPATHBHOM IIPOLIEAYPHI
ABjsgeTcs O(QOPMIICHHE 3aKIIOYEHHS KOMHCCHHM JKCIEPTOB II0 pe3yibTaraM
SKCIIEPTH3bl Ka4eCcTBa JIEKAPCTBEHHOIO CPEACTBA M OKCIEPTH3bl OTHOIICHHS
OXXHMJAEMOH IIOJb3bl K BO3MOXHOMY pHUCKY IPHUMEHEHMS JIEKApPCTBEHHOTO
npenapara i BETCpUHAPHOTO IPHMEHECHHS.

IIpuHsiTHE penleHUs 0 PErHCTPANHH JIEKAPCTBEHHOro Npenapara,

0 BKJIIOYennu ¢papManeBTHUECKOH CyOCTaHIiH, NPOU3BEAECHHOM 11
peanu3zanuu, B peecTp Ju60 06 0TKa3e B pErHCTPANHH JIEKAPCTBEHHOI0
npenapara, BO BKJIIOYeHHH (papMaleBTHYECKOH Cy0CcTaHIMH, NPOU3BeIeHHON
AJIS1 peajin3alMiy, B peecTp

96. OcHOBaHHEM i1 Hayaja aAMMHHUCTPATUBHOM IIPOLEAYDPHI SBJIACTCS
HOCTyIwieHHe B Poccenpxo3Han30p 3aKIIOUEHMS KOMHMCCHH SKCIEPTOB H
cornacoBaHHbIX OPI'BY nokyMeHTOB 3asBUTEIA.

97. IlocrymuBmme ot @OI'BY 3akioYeHHe KOMHCCHHM  3KCIEPTOB
¥ COTJIACOBaHHbBIE JIOKYMEHTHI 3asBUTEINA B JI€Hb MOCTYIUICHUS
B PoCCeNbX03HAN30p PETUCTPUPYIOTCS M IEPENAOTCs B OTBETCTBCHHOE
noapasaeneHue Poccenpxo3Haasopa.

08. HayanpHMK OTHAENa, OTBETCTBEHHOTO 3a OKa3aHHWE TIOCYAAapCTBEHHOM
yCIIyr", B AeHb noctyiuieHus ot ®I'BY 3akmo4eHHs 3KCIIEPTHOH OpPraHu3alui U
COTJIACOBAHHBIX JOKYMEHTOB 3asBUTENA, HA3HAYA€T OTBETCTBEHHOI'O MCIIOHUTEIA
10 pACCMOTPEHHIO AOKYMEHTOB.

99. B OTHOWICHHH 3aKJIIOYEHHH KOMHCCHH OJKCIIEPTOB IO pE3yIbTaTaMm
3KCIEPTH3 OTBETCTBEHHbIH HCIIONHUTENb B TEYCHHE 3 pabovux AHEH CO AHS MX
noctymieHus B Poccenpxo3naasop:
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1) ocymecTBaseT OLEHKY TaKMX 3aKIIOYEHMH JUIA  ONpeJeNeHUs
COOTBETCTBHS 3aJaHHIO Ha IIPOBEICHUE YKA3aHHBIX SKCIIEPTH3,

2) pasmemaer Ha CaiiTe 3aK/IIOYEHHE KOMHUCCHH 9KCIEPTOB;

3) Ha OCHOBaHMH pPe3yIFTATOB SKCIIEPTU3BI OATOTABIMBAET IPOEKT PEIICHHUS
0 TOCYHAAapCTBEHHOH pEerHcTpalliy JIEKapCTBEHHOIO Ipemapara, O BKIIOYEHHH
¢apMaiieBTHIECKO# CyOCTaHIMHU, IPOU3BEACHHOM Al pean3aliy, B peecTp.

~100. TIpoekT pemeHus O TOCYAAPCTBEHHON DPETHCTPAllMH JIEKAPCTBEHHOTO
Tpenapara, 0 BKJIIOYCHHH (hapMaLeBTHYECKOH CyOCTaHIMH, NPOU3BEACHHON UL
peanuzallid, B peecTp MIH 006 OTKase B TOCYJapCTBEHHON pEerHCTpalMH
JIEKapCTBEHHOTO I[periapata, BO BKIIOUEHHH (apMalleBTHYECKOH CyOCTaHIMY,
NPOM3BENCHHOM Ui peaim3allid, B DPeecTp, OQopmisieTrcs B BHAC MNpHKasa
PoccenbXx03HaA30pa, COINIACOBBIBAETCS HAYaJbHUKOM OTAeNa (JIMLOM, €ro
3aMEINalolKM), OTBETCTBEHHOrO 3a OKa3aHHE TOCYJapCTBEHHOH YCIyTH,
M OJNHMCHIBAECTCA  3aMEeCTHTeNleM  pykoBomuTens  Poccenpxo3Hamsopa B
COOTBETCTBHH C pacrpeaeieHueM 06:13aHHOCTeH B TeueHHe 6 pabouux aHed.

PekBH3HUTH NpHKasza Poccenbxo3Haa30pa O roCyAapCTBEHHOM PErucTpaniy
JIEKapCTBEHHOT'O IIpenapaTa BHOCATCS B PEECTP.

101. Ilpm TmpUHATHH peUieHHs O TOCYAapCTBEHHOW PEriCTpalvy
JICKAPCTBEHHOTO Mpenapara, O BKIOYEHHH (apMaleBTUYECKOH CyOcTaHuwmy,
NPOU3BENECHHOM I pEalM3alMH, B PEECTP, OTBETCTBEHHBIA HCIOJIHHUTENL B
TeueHue 4 paboumx AHEH cO JHA NOANMCaHMs npukasa Poccenbxo3Haisopa o
rOCYJapCTBEHHOM PpErucTpalMy JICKAPCTBEHHOTO Ipemapara, O BKIIOYEHHH
(apmaineBTHYECKO# CyOCTaHIMHY, MPOU3BEACHHOM IS pealId3alliy, B PECCTP:

1) nNOAroTaBNIMBaET  MNPOEKT  PETMCTPALIOHHOIO  YAOCTOBEPEHHA
JICKAPCTBEHHOr0  Ipermapara IO  YCTaHOBJIEHHOW dopme®®,  koTopHIit
COTJIACOBBIBACTCA HAYAJIbHHKOM OTAeNa (JIMLIOM, €ro 3aMelialomuM) |
HOAIHUCHIBACTCS YIIOJTHOMOYECHHBIM 3aMECTHUTEIIEM PYKOBOAWTESA
Poccenbxo3Ha30pa;

2) NpOCTaBJISIET HOMEP PETHCTPALMOHHOIO YIOCTOBEPEHHs JICKapCTBEHHOIO
mpenapara M Jary €ro TroCyJapCTBEHHON PpETHCTpallid Ha COTJIaCOBAHHBIC
IOOKYMEHTBI 3asBUTEIIA,

3) BHOCHUT JaHHBIC O 3apPETHCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM
yhcie 0 (papMaueBTHYECKOH CYOCTaHIMH, BXOIAMIEH B COCTaB JIEKAPCTBCHHOIO
IpenapaTa, 0 BKIIOYEHHH (apMalleBTHIECKOH CyOCTaHIMM, MPOU3BEACHHOH LA
peanu3aliiy, B peecTp;

4) 1noAroTaBNIMBAaET JUIA BbIAAYM 3asBUTECII0 WIH YIOJIHOMOYECHHOMY
IPEACTABUTENIO 3asBUTENS PETHCTPALMOHHOE YAOCTOBEPEHHUE M COIJIACOBAHHBIC
HOPMATHBHYIO JOKYMEHTALMIO, MHCTPYKIMIO [0 MPUMEHEHMIO JIEKAPCTBEHHOIO
TMpenapaTa M MaKeThl NEPBUYHON YIAKOBKM M BTOPUYHOH (IIOTPEOUTENHCKON)
YTIaKOBKH;

“ Tlpukas Muncemsxosa Poccun or 18 mas 2011 r. Ne 129 «O6 ytBepkaeHMH (POPMBI PETHCTPALHOHHOIO
YAOCTOBEpEHHA NEKApCTBEHHOTO Mperapara JUis BETEPUHAPHOTO NPHMEHEHHs» (3aperucTpHpoBaH MUHIOCTOM
Poccuu 1 mons 2011 r., perucTpauuonHblii Ne 21242) ¢ H3MEHEHMAMH, BHECEHHBIMH NpHKasoM MHHCenbX032
Poccun ot 5 asrycra 2015 r. Ne 341 (zapeructpuposan Munioctom Poccun 20 aprycra 2015 r., perHCTpauiOHHbIH
Ne 38602) (nanee — [Tpukas Ne 129).

40 Yactp 1 cTaThu 28 denepansHoro 3akoHa Ne 61-@3.
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5) yBeZOMJISET 3asBUTENS O PHHATOM PEIICHHH B 3JEKTPOHHOH dbopme mim
Ha OyMa)>KHOM HOCHUTEIE.

102. B ciay4ae ecnu KauecTBO M (WiM) 3Q(PEKTUBHOCTH PErHCTPUPYEMOroO
JIEKapCTBEHHOrO IIpemnapara I0 pe3yJbTaTaM JKCIEPTH3 HE NOATBEPHKIACHBI HIIH
PUCK T[PUYMHEHHS Bpela 3J0POBBI0  JKMBOTHOrO  BCICACTBHE IpHEMa
JIEKAPCTBEHHOIrO IperapaTa NPeBHMAET 3(QQPEKTUBHOCT €ro MPUMEHEHUS WM
oTkaza PoccenpbXo3Haz3opa B BBJAYE  3aKIIOYCHHUA O  COOTBCTCTBHH
POM3BOJUTENA JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHMAM IPaBUII HaJUICKaLEeH
IPOU3BOACTBEHHOM IIPAKTHKH JAJIS KaXJOH IPOM3BOJACTBEHHOM ILTOLIAIKH
PErUCTPUPYEMOrO JIEKapPCTBEHHOTO IMpemnapara — B CIIy4ae, €CM MPOU3BOACTBO
JIEKapCTBEHHOro Ipernapara OCYIIECTBIACTCA 3a MpeaenaMu Poccuiickoi
demepauny, WM OTCYICTBHS TAaKOTrO 3aKIIOYCHHS, MPUHHMACTCS PEIICHHC 06
OTKa3€ B TOCYAaPCTBEHHOH PEruCTpaliy JICKapCTBEHHOrO Iperapara.

B ciydae eciu kasecTBO (apMalleBTHYECKON CyOCTaHLMH, [IPOM3BEACHHON
IS peaNv3alliy, SKCIEPTH30H HE MOATBEPXNKIACHO, NPHHMMACTCS PEIICHHC 00
OTKa3e BO BKJIIOYCHHMM (apMALEBTHYECKON CyOCTaHIMM, MPOM3BENCHHOH A
peanu3aLuy, B peecTp.

Pemenue opopmisiercs puka3oM Poccenbxo3Hansopa C yKa3aHHEM IPHTHH
0TKa3a, 3asBATENS YBEAOMIIOT 06 3TOM B IIHCHMEHHOH MIIM 3MEKTPOHHOH popme
B TeueHue 3 pabounx AHei co AHA MOANMKMCAHMA NpHKa3a Poccenpxo3Ha3opa.

103. YBenomiieHHe O NPHUHATOM PEUICHHH, YKa3aHHOM B myHkrax 116, 117
PernamMeHTa, HAIpPaBiIACTCS 3asBHTEIIO MIIM YIOJIHOMOYECHHOMY MPEICTaBUTEIIO
3asBUTENsA, NOYTOBHIM OTIPABIECHHEM, JHOO IIOCPENCTBOM HH(GOPMALIOHHO-
KOMMYHHKAIIMOHHBIX TEXHOJIOTHH B (OpME 3NIEKTPOHHOTO IOKYMEHTA.

104. B cioyyasx HEZOCTaTOYHON 000CHOBAHHOCTH MJIM  HEIOJIHOTEI
3aKTFOYEHHST KOMHCCHH JKCIIEPTOB, HAJIMYUA B HEM INPOTHBOPEYHMBEIX NAHHBIX,
danscupuKauMK BHIBOAOB IKCIIEPTHU3BI JICKAPCTBEHHOTO CPEACTBA, COKPHITHA OT
Poccenbxo3Haq30pa OCHOBAaHMH JUIA OTBOAA OKCIEPTa  BCICACTBHUE  €rO
3aMHTEPECOBAHHOCTH B PE3YNBTATaX COOTBETCTBYIOIIEH 3KCIEPTU3bL, HAIHIHA
JaHHBIX O IIPIMOM JJHO0 KOCBEHHOM BMELIATENBCTBE B IIPOLIECC COOTBETCTBYIOLIEH
SKCIIEPTH3bI JIH1l, HE YYaCTBYIOIHX B €€ POBEJCHUH, HO OKA3aBIIMX BIMAHAC HA
POLECC M pe3yNbTaThl €€ MNpoBeleHHs, PoccenbX03HAA30pOM HA3HAYACTCA
NOBTOPHas SKCIIEPTH3a JIEKAPCTBEHHOTO cpencTsa’!,

TToBTOpHAs SKCHEPTH3a JICKAPCTBEHHOTO CPEACTBA IPOBOAUTCS € Y4ETOM
pE3yJILTaTOB PaHEe IPOBEACHHOH OKCIEPTH3bHl B  CPOK, yCTaHOBJICHHBIN
PoccenbXx03HaA30pOM U He npeBbimaromuit 30 pabounx AHEH CO JHA MONYICHH
SKCIIGPTHBIM YUPEXICHHEM 3aJaHHs Ha NPOBEICHHE IIOBTOPHOH OSKCIEPTH3BI
JIEKApCTBEHHOI'O CPEACTBA.

105. KputepreM INPHHATHA PCHICHUS IO aJIMHHHCTPAaTUBHOM Mponeaype
ABIAETCA OTCYTCTBHME WIH HAIMYME OCHOBAaHMH IJIA OTKa3a B IIPEAOCTABICHHUH
rOCYAapCTBEHHOMN YCIIYTH, YKa3aHHBIX B yHKTe 33 PermaMenTa.

106. Pe3ynsTaroM aJIMHHUCTPATHBHOM IPOLEAYPBl ABJACTCS MNPUHATHC
pemieHHs O  Bbgade  (HanpaBiaeHMu) — 3agBUTENI0  PETHCTPALMOHHOIO

41 Yactp 1 craTh 25 enepansHoro 3akona Ne 61-03.
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YIOCTOBEPEHHS  JIEKAPCTBEHHOrO  IIpemapara, O BHECEHHH B  PEeCTp
dapManeBTHYeCKOH CyOCTaHLUM, NPOM3BEACHHOW MIJId pealn3alHd, U Bblaya
(HampaBjieHHe) COIJIACOBaHHOTO HOPMATMBHOIO JOKYMEHTAa, HHCTPYKLHMH IO
NPUMEHEHUIO JIEKAPCTBEHHOTO MpENapara, MAaKeTOB IMEPBHYHONW YMAaKOBKH H
BTOPHYHOH (TOTPeOUTENBCKOM) YIMaKOBKH, HIHM 00 OTKase B MpPEAOCTaBICHHHU
rOCyJapCTBEHHOH YCIYyTH.

107. Cnocobom ¢ukcauuu pe3yJasTaTa BHIIOJHEHHS aAMHHHCTPATHBHOU
HpOLEAYPHl SABIAETCS MOAINMCAaHME IpHKa3a Poccenbxo3Haa3opa O perncTpauniy
NIEKapCTBEHHOIO Mpemapara, O BHECEHHMHM B peEeCTp (papMaLeBTHIECKOU
cyOCTaHLMH, IPOU3BEACHHON MUIA peanusalu, JM60 00 OTKase B pErUcCTpauyu
JIGKAPCTBEHHOTO [Ipenapara, BO BHECEHMH B peecTp (GapMaleBTHYECKOH
CyOCTaHLIMY, IPOU3BEACHHOH UL PealM3aliH.

IIpuHsATHE PelIeHHs 0 BHECEHNH H3MEHEHH B PErHCTPAHHOHHOE J0Che
HA 3aPEerHCTPUPOBAHHDIN JIEKaAPCTBEHHDIH NPENapaT, 0 BHECEHUH H3MEHEHU
B JIOKyMEHTbI HA (papManeBTHYECKYI0 CyOCTaAHIMIO, IPOU3BEICHHYI0 151
peaIH3aliy U BKJIIOYEHHYIO B PeecTp, 0 NOATBEPKIEHHH roCyapCTBEHHOM
perncTpanuy JeKapcTBEHHOTo penapara, Jiu6o 06 oTkase BO BHECEHHH
M3MEHEHMI B PErHCTPALMOHHOE K0Che HAa 3aPErnCTPHPOBAHHbLIMH
JEKAPCTBEHHBIN NMpenapar, BO BHECCHHH H3MEHEHHUH B IOKYMEHTBI Ha
dapMaLeBTHYECKYIO CYyOCTAHLINIO, IPOH3BEACHHYIO IJIsl pean3annu
M BKJIIOYEHHYIO B PEeCTp, 0 NOATBEPKIEHHH roCyAapCTBEHHOH perucTpanuy
JIEKAPCTBEHHOI'0 Npenapara

108. OcHoBaHMeM i1 Hayajda agMHHHCTPATHBHOM IPOLIEAYPHI SBIICTCS
NOCTyIUICHHE B POCCENbXO3HaA30p 3aKIIOYEHHsS KOMHCCHH  JKCIIEPTOB,
0ohOpPMIICHHOE [0 pe3yJabTaTaM OJKCIEPTH3Bl (B Clydae, €CIH IPOBEACHHE
SKCIIEPTH3bl TIPEAyCMOTpeHo myHKTamMH 99 u 100 Permamenrta) u (win)
cornacoBanHeIXx ®I'BY mpokyMeHTOB 3asBUTENS (B Clly4yae, €CIM B COOTBETCTBUM C
nynkToM 101 PernaMenTa, mpoBeaeH#He IKCIIEPTH3BI HE IPEYCMOTPEHO).

109. TITocrymuBmme ot OPI'BY 3akmoyeHHe KOMHCCHH JKCIEPTOB U
COIJIaCOBaHHBIE JOKYMEHTHI 3asBUTENA B JI€Hb NOCTyILUIEHNs B Poccenbxo3Han3op
PETUCTPUPYIOTCS U IIEPENAIOTCS B OTBETCTBEHHOE HOJpa3ACICHUE
Poccenpxo3nansopa.

110. HavansHuk otaena B AeHb nocrymieHus or PI'BY 3akmioueHus no
pesyJbTaTaM IPOBEACHHON JKCIIEPTU3bl, YKa3aHHOH B IyHKTe 124 Pernamenra, n
COIVIACOBAaHHBIX JOKYMEHTOB 3asBUTEIL, HA3HAYA€T OTBETCTBEHHOTO HCIIOIHUTEIIA
10 paCCMOTPEHMIO JOKYMEHTOB.

111. B Teuenne 7 pabouux DHEH CO JHA MOMy4YECHHUs Ha OYMaXKHOM HOCHTENC
UM B DJIEKTPOHHOH (popMe 3aKIIOYEHUH KOMHMCCHH 3KCIIEPTOB IO pe3yJbTaTaM
SKCIIEPTH3bl M  COLJIACOBAHHBIX JOKYMEHTOB 3asBHMTENs, OTBETCTBEHHBIH
HCIIOIHUTEb!

1) ocywmiecTBiAs€T OLEHKY TaKMX 3aKIIOYCHHMH [UI1  OMNpPEACNICHUA
COOTBETCTBHS 3aJaHHIO HA IPOBEACHUE 3KCIIEPTH3HI,

2) OArOTaBIMBAET HA COIIACOBAaHUE JOKYMEHTBI 3asBUTEIIS;
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3) Ha OCHOBaHHMH PE3YJIbTATOB SKCIIEPTU3BI IOJTOTABIUBAET NPOSKT PEIIECHNSA
0 BHECEHHHM H3MEHEHHMI B PETHCTPallHOHHOE JOChe Ha 3aPETHCTPUPOBAHHBIA
NEKApCTBEHHBIN IMpemapaT, O BHECEHMH U3MEHEHHMH B JOKYMEHThl Ha
(dapMaLeBTHYECKYI0  CyOCTaHIMIO,  TNPOM3BEACHHYIO A peanM3aluu
M BKJIIOYEHHYIO B pEECTp, O MNOATBEPKACHMH TOCYNapCTBEHHOW PpETHCTpalUH
JNIEKapCTBEHHOrO MperapaTa — B CIyda€ OTCYTCTBMS OCHOBaHM# Ui OTKasa B
TIPEAOCTABICHHH IOCY/JAPCTBEHHOM YCIYTH, MPEAYCMOTPEHHBIX IOAIYHKTAMH 2 —
4 mynkta 33 Pernamenra;

4) mnoaroraBaMBaeT OeCCpPOYHOE  PETHCTPALIMOHHOE  YAOCTOBEPEHME
JIeKapCTBEHHOTO IIpenapara;

5) MOATOTABAMBAET TMPOEKT PElIeHHs 00 OTKa3e BO BHECEHHM H3MEHEHHH
B PETMCTPALIMOHHOE AOCHhE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpernapar, BO
BHECEHHH M3MEHEHHH B JOKyMEHTH Ha ()apMalleBTHUECKYyI0 CyOCTaHLMIO,
NPOM3BEACHHYIO Ul peaM3allMd Y BKIIOYEHHYIO B PEECTp, O MOATBEPXKIACHHU
rOCyJapCTBEHHON pPErHCTpallMd JEKapCTBEHHOrO IMpemapara B CHEAYIOIMIHX
ClIydasx:

HONIy4eHO 3aKmoucHue Poccenbxo3aHa3opa ¢ BHIBOAOM O TOM, YTO PHCK
IPUYMHEHHS BpeJa 3JOPOBBIO UENIOBEKA MIIM JKHBOTHOTO BCIEACTBUE IIpHEMA
JIEKAPCTBEHHOTO MpENapara NpeBHmaeT 3Q(EKTHBHOCTE €ro IpHMEHeHHs (IIpH
TOATBEPHACHAHN TOCYAAPCTBEHHOM PErMCTPALlHH JIEKAPCTBEHHOrO Npenaparay,

HOJy4eHBl 3aKIOueHue Poccenpx03aHI30pa C BBIBOJOM O BO3MOXHOCTH
CHIWKEHHS 6€30I1aCHOCTH, KavyecTBa, 3pPEeKTUBHOCTH JIEKAPCTBEHHOTO MpemnapaTa
BCJCICTBHE BHECEHHMS H3MEHEHMI B yKa3aHHbIE JOKYMEHTHl (yKa3aHHOE
3aKIIOYEHHE OTCYTCTBYeT) W (WIM) OTKa3 YIOJHOMOYEHHOro (eaepaibHOro
OpraHa MCIOJHHTEIPHOH BJIACTH B BbJAY€ 3aKIIOYEHHUS O COOTBETCTBUH
IIPOM3BOAUTENA JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMUAM MPABUI HaJJIeKAIICH
NPOM3BOACTBEHHOM IPAKTHKH B CIydae HM3MEHEHHA M (WiM) JIOIOIHCHHSA
IPOM3BOACTBEHHON IUIOINAJAKM JIEKAPCTBEHHOIO Mpenapara, €Cil¥ HPOH3BOJCTBO
JIEKapCTBEHHOrO MpenapaTa Ajsi BETEPHHAapPHOTO NPMMEHCHHs OCYIIECTBILACTCA 32
npensenamu  Poccmiickodt  ®enepauuu  (IpH  BHECEHMH  M3MCHCHHH B
PErHCTPALMOHHOE J0Che Ha 3aperMCTPUPOBAHHLIN JICKapCTBCHHBIM MpEnapaT, B
JNOKyMEHTHl Ha (papMaleBTHYECKy0 CyOCTaHIHMIO, [POM3BEJCHHYIO s
peann3aliy M BKIIOYEHHYIO B peectp)*. B Teuenne 2 paGoumx AHeil ykasaHHbIC
JIOKyMEHTHI ITOAMKCHIBAIOTCS (COTIaCOBBIBAIOTCA) 3aMECTUTENCM PYKOBOIUTEIS
Poccenbxo3HaA30pa B COOTBETCTBHH C  paclpefieicHHeM O00A3aHHOCTEH U
OTBETCTBEHHBIHM MCIIOJHUTEIb BHOCUT HEOOXOAUMEBIE U3MEHEHHUS B PEECTP.

112. Ilocne nmoxanucanus (COrjacoBaHUs) JOKYMEHTOB, YKa3aHHBIX B ITyHKTEC
126 PernamenTa, 1 BHECEHHs B PEECTpP HEOOXOAUMBIX CBEICHHM OTBETCTBEHHBIN
HCIIOJIHUTENb B TedeHHe S5 pabounx [OHEH IOArOTaBJIMBACT YBEAOMIICHHA O
BHECCHMH W3MEHEHHH B PETMCTPALIOHHOE [JOCh€ HA 3aPETHCTPUPOBAHHBIN
NEKapCTBEHHBI IIperapar, O BHECCHHM H3MEHEHHH B JOKYMEHTHl Ha
dapMaueBTHYECKYI0  CyOCTaHLMIO,  INPOM3BEACHHYI0 Wi  pealu3aluu
H BKIIOYEHHYIO B PEECTp, O MOINTBEPXKACHHH TOCYIApCTBEHHOH PErHCTpaltu

42 Yacrs 7.1 crathu 31 ®enepansHoro 3axoHa Ne 61-03.
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JIEKApCTBEHHOIrO Ipemapara, o6 OTKa3e B IPEJOCTABICHHH TI'OCYIapCTBEHHOM
YCIYyTH.

113. B cnayyae TpUHATHS pEIIEHHS O BHECEHHMHM H3MEHEHMH
B PETHCTPAIMOHHOE AOCHE Ha 3apErMCTPHPOBAHHBINA JIEKAPCTBEHHBIN IIPEMapaT, O
BHECEHHH M3MEHEHHH B JOKYMEHTH Ha (PapMaIleBTHYECKYIO CYOCTaHIHIO,
IPOU3BENCHHYIO Ul pEealu3alliy M BKIIOUYECHHYIO B PEECTp, O MOATBEP)KICHHU
roCyJAapCTBEHHOM pPErMCTpalli JIKApCTBEHHOTO IIpenapaTa, OTBETCTBEHHBIH
HCIONHUTENL 10 BeIOOpY 3asBuTeNs BhIAAaeT (HampapiseT) 3asBUTENIO
COTJIACOBAHHBIE  JOKYMEHTHI  3asgBHTENsA, OECCPOYHOE  PETUCTPALMOHHOE
yIOCTOBEPEHHUE JIEKAPCTBEHHOTO IIPENapaTa 3aKa3HEIM IMOYTOBBIM OTIIPABICHUEM C
YBEIOMJICHUEM O BPYUYECHHH.

B cioyyae npuHATHA pemleHHs 00 OTKase B NPENOCTaBICHHH
rOCy/JlapCTBEHHOM yciyrm Jm6o 00 OTKaze BO BHECEHMH H3MEHEHMH
B PETHCTPALMOHHOE JOChE Ha 3apeTrMCTPUPOBAHHBIN JEKapCTBEHHBIN Ipenapar, BO
BHECEHHH HW3MEHEHHMI B JOKYMEHTHI Ha (apMalleBTHYECKYyI0 CyOCTaHIMIO,
[POM3BEICHHYIO JUIS peaM3alli¥ H BKIIOYEHHYIO B PEECTP, B MOATBEPXKICHHUU
TOCYINapCTBEHHON pPETHCTpAalMH JIEKAPCTBEHHOIO IIpernapara HaIpaBJseT
yBeZomiIeHHe 00 OTKa3e B MPEIOCTABICHHH TOCYNapCTBEHHON yCIYrd 3asBUTENIO
3aKa3HBIM NOYTOBBIM OTIIPABIEHHEM C YBEIOMIICHHEM O BPYUEHHH MO0 B popme
3JEKTPOHHOIO JOKYMEHTa, IOINMCAHHOIO YCHICHHOH KBaIM(DULIUPOBAHHOM
3JEKTPOHHOM IOMIUCHI0 POCCENbX03HAA30pa, CIocoOoM, O0ECIEUNBAIOUIMM
HOATBEPKICHUE IOJIyYEHHs 3asiBUTENIEM TaKOTO YBEIOMIICHHS M MOJITBEPXKICHHE
JOCTABKH YKa3aHHOTO JOKYMEHTa, B TOM YHCIIE TOCPEACTBOM EnuHoro nmoprana.

114, KpurepueM NPHUHATHSA DPEIICHHS IO aAMUHMCTPATUBHOW IpOLERype
SBJISICTCS OTCYTCTBHE WJIM HalM4YME€ OCHOBAHMM [JI OTKa3a B IIPEIOCTaBJICHHU
roCyIapCTBEHHOM yCIyTH, YKa3aHHBIX B IIyHKTE 33 Pernamenra.

115. PesympTaTOM aJMHUHUCTPATHBHON IIPOLIEAYPHI ABJIACTCA IPUHATHC
peuleHHs O  BHECEHHMM  M3MEHEHMHM B PETHCTPAlHOHHOE  J0Che  Ha
3apErHCTPUPOBAHHBIA JICKApCTBEHHBIH Ipenapar, O BHECEHMH W3MCHEHUH
B JOKYMEHTHl Ha (apMaleBTHYECKYI0 CyOCTaHLHMIO, IPOM3BEACHHYIO A
peanM3ali¥ M BKIIOYCHHYIO B PEECTP, O MOATBEPKICHHH TIOCYAApCTBEHHOM
PErUCTpalyH JISKAPCTBEHHOTO [penapara Wik 00 0TKa3e BO BHECCHUHM U3MCHCHHUH
B PErHCTPALIHOHHOE JOChE HA 3apeTMCTPHPOBAHHBIN JIEKapCTBEHHBIN IIpenapaTt, BO
BHECEHHMHM HW3MEHEHHMI B JOKYMEHTH Ha (DapMaLeBTHYECKYI0 CYOCTaHLMIO,
IPOU3BECHHYIO JJIA pealu3alyi M BKIIOYEHHYIO B PEECTp, B IMOATBEPXKICHUH
roCyJapCTBEHHON pPErHCTpalMy JIEKapCTBEHHOTO Mpeapara.

116. CnocoGoM ¢HKCcanuu pe3yibTaTa BBIIIOJHEHHS aJIMHHHCTPATHBHON
NMpOLEAypHl SBIAETCS IOANHCAHUE IpHKa3a PoccenpxosHaz3opa O BHECEHHHU
M3MEHEHHMH B PErHCTPALIOHHOE JOChE HA 3apPErMCTPHPOBAHHBIN JIEKAPCTBEHHBIH
Ipenapar, O BHECEHMM M3MECHEHHH B JOKyMEHTH Ha ()apMaleBTHYECKYIO
CyOCTaHLMIO, TPOU3BEACHHYIO I pealu3alMd M BKIIOYCHHYIO B peecTp,
0 NOATBEPXKACHUU TOCYAAapCTBEHHOM PETHCTpalMy JICKapCTBEHHOIO IIperapara
wii 00 oOTKase BO BHECEHUM H3MEHEHMH B PETHCTPALMOHHOC JOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIH IIperapaT, BO BHECCHHHM H3MEHEHHH B
JOKYMEHTEI Ha (hapMaleBTHYECKYI0O CyOCTaHLHUIO, INPOHM3BEACHHYIO IS
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pealM3alii M BKTIOYEHHYI0 B DEECIp, B IONTBEPXNACHHHM TOCYAapCTBEHHOH
PErHCTPaLMHK JIEKapCTBEHHOTO Npernapara.

PaccMoTpenne 3asiBjIeHus 00 0TMeHe roCYAapCTBEHHO# PernCTpanny
JIeKAPCTBEHHOTO NPEenapaTa H 00 HCKJII0YEeHHH JIeKapCTBEeHHOro npenapara
win papManeBTHYECKoi cyGCTaHIMH, IPOM3BENEHHOMH /ISl peanu3auuH, U3

roCyAapCTBEHHOIr0 peecTpa, 0 Bbiiaye Ay 1MKaTa PerHCTPanMOHHOrO
yAOCTOBEPEHHS

117. OcHoBaHMEM O Hayaja aIMHHHUCTPAaTHBHOM NPOLEAYPHI SBILIETCS
MOCTYINIEHHE M PETHCTpalus 3asABleHMsAs 00 OTMeEHe roCyIapCTBEHHOM
PErHCTPALHH JIEKAPCTBEHHOTO Npenapara, 0pOPMIECHHOIO Ha OyMaXXKHOM HOCHTENE
WM B JEKTPOHHOM BHJIE B COOTBETCTBHM C (OPMOH, MNpeAyCMOTPCHHOM
npunoxerneM Ne 6 k PermamenTy, 1160 0 BbIa4e AyONHMKaTa pErMCTPalioOHHOIO
YIOCTOBEPEHHS B COOTBETCTBUHU C (POPMOH, IIPEAYCMOTPEHHON NPHIOKEHHEM Ne 7
Kk Pemiamenry.

HavajgpHHK OTHENa, OCYIIECTBILIIOIIEI0 TOCYAApPCTBEHHYIO PErHCTPAIIMIO
JIEKapCTBEHHBIX IIpenaparoB, B TedeHHE 1 paboduero Ams € AaThl PETHCTPALMH
3asMBIICHUSA, HA3HAYAE€T M3 4YKCJIA COTPYAHHMKOB OTBETCTBEHHOIO HCIIOIIHUTEI.
damuns, UMs, OT4eCTBO (MPH HAJIMYMH) OTBETCTBCHHOIO HCIONHMTENA, €ro
pabounii TeneoH HOIDKHBI OBITH COOOMIEHBI 3asBUTENIO 110 €r0 NHCBMEHHOMY,
YCTHOMY OOPALIEHHIO WK 0OPAIICHHUIO 110 JNEKTPOHHOH TOYTE.

118. OTBETCTBEHHBIM HCIIOJHUTENb IIPOBOAMT IPOBEPKY IIOJHOTHI,
JOCTOBEPHOCTH Y TPABHIBHOCTH OQOPMIICHHA 3asBICHHUSA, NPOBEPSCT dakr
YILIaThl FTOCYAAPCTBEHHOM MONUIMHBI (TP TOAa4e 3asBJICHUA O BBI/IAYC oy6nukara
PETHCTPALIHOHHOTO YAOCTOBEPEHHS).

119. B ciy4yae odopMieHHA 3asBICHUSA B COOTBETCTBHH C TpeOOBaHUAMM
PernamenTa, IIOATBEpAEHHs (aKkra YIUIATBl TOCYAApPCTBEHHOH IIOILIMHEL,
OTBETCTBEHHBIHM MCIIOJHUTENs B TeueHHe 15 pabouux AHEH CO AHSA MOCTYILICHMS
3asBJIEHHMS B COOTBETCTBHH ¢ IMyHKTOM 132 PernaMenTta, noAroTaBIMBacT NPOCKT
pemieHus 06 OTMEHE roCyIapCTBEHHOW PErHCTPalliy JIEKapCTBCHHOTO Ipenapara
m60 o BeIAaYE AyOIMKaTa PErMCTPALMOHHOTO YAOCTOBEPEHHA.

120. B cmydae odopmieHHs 3ajABJICHUS C HAPYIICHUAMH TpeboBaHUM
Pernamenta 1160 He MOATBEPXAEHAS (HaKTa YIIIaThl TOCYJapCTBEHHON MOILIMHEL
OTBETCTBEHHBIH HMCIIOJHUTEIb HOATOTABIMBAET IPOCKT YBEIOMIEHHMs 00 OTKase
B IIPEJOCTABJIEHUY FOCYAapCTBEHHON YCIyI' ! € yKa3aHUEM IIPUYMH OTKas3a.

121. 3amecturens pykoBoautens Poccenbxo3Hagzopa B COOTBCTCTBHH
C pacmpeeaeHHeM  OOA3aHHOCTEW  IOANMMCHIBACT — PEIICHHE o0 OTMEHE
rocyJapCTBEHHOH  PETHCTpAallM¥  JICKapCTBCHHOIO  Ipernapara, nyOnukat
PETHCTPALMOHHOTO  YAOCTOBEpEHHA JubO  yBEAOMICHHE o6 oTkae B
[PEIOCTABIEHHN TOCY AAPCTBEHHOH YCITyTH B TeueHHe 3 padbounx JHEH cOo JHSA €ro
HIOCTYIUICHHS Ha ITOJIIHCh.

122. B Teuenne 1 paGodero s CO AHJA TMOINHCAHHS PEICHHS 00 OTMEHE
rOCYJapCTBEHHOH pETHCTpalldM JICKApCTBEHHOIO Ipernapara OTBETCTBEHHBIN
MCTIOJHMTENb HAIpaBisieT (Bpydaer) 3asBHTENIO YBEIOMIEHHE 00 OTMEHE
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rOCYJapCTBEHHOM PErucTpanyy JICKAPCTBEHHOrO Ipernapara JHOO yBEIOMIICHHUS
OBBIfa4e M  JOyOMMKaT pPETrHCTPAllMOHHOTO  YIOCTOBEPEHHS M BHOCHUT
COOTBETCTBYIOILIME U3MEHEHUS B PEECTD.

123. KpurepussMu HpHUHATHSA PEIICHUS 0 aAMHUHUCTPATHBHOH IPOLIEIype
SBJIIETCS] HAJIMYKME WIIM OTCYTCTBHE OCHOBAaHUH JUI OTKa3a B MIPUHATUH 3asBICHHUS
U IPUJIaraéMbIX K HEMY JOKYMEHTOB, a TaKX€ HAQJIW4YUE WIM OTCYTCTBHE
OCHOBaHMA Ui  OTKa3sa MpPENOCTaBICHUU  TOCYIApPCTBEHHOM  yCIyrH,
IPEeAYyCMOTPEHHBIX oANnyHKTaMH 1, 4 nmyHkrta 33 Pernamenra.

124. Pe3ynsTatoM aIMHHHCTPAaTHUBHOM IPOLEAYpPHI SBISETCA NPHUHITHE
pemenys 06 OTMEHE IOCYJapCTBEHHOM PErHCTpalMy JIEKapCTBEHHOIO Ipenapara
m0bo0 HampapieHue IyOnMKaTa peruCTPalMOHHOIO YHOCTOBEPEHHSA M BHECEHHE
COOTBETCTBYIOLIUX H3MEHEHHH B peecTp WM 00 OTKa3e B INPEAOCTABICHUU
rOCYIapCTBEHHOM YCIYTH.

125. CnocoboM ¢ukcanum pe3yabTaTa BBIIIONHEHUS aAMHHUCTPATHBHOU
IpoHeAypsl fABIAETCS OQOPMIICHHE JOKYMEHTOB, SBISIOIIMXCSA pE3yJIbTaTOM
aIMHMHHUCTPAaTUBHOM mpoueaypsl, B (oOpMe 3JEKTPOHHOIO  JOKYMEHTa,
HOJMUCAaHHOTO YCWICHHOH KBaJM(QUUMPOBAHHOH 3JICKTPOHHOH  IOJIIHCHIO
JOJDKHOCTHOro Jjmna Poccensxo3nan3opa, b0 Ha OyMa)kHOM HOCHTENE HIIH
yBEAOMJIEHHE 00 OTKa3€ B NPEJOCTABIICHUU TOCYJapCTBEHHOM YCIYTH.

Iopsigok oCyIeCTBIEHHSA B 3JIEKTPOHHOH GopmMe, B TOM 4YHCJIE C
HCN0JIb30BaHueM (eaepaibHOi rocyfapcTBeHHOH HHGOPMAaHOHHOH
cucTeMbl «EXMHBIA NOPTaJ rocyAapcTBeHHBIX H MYHUUHNIAJIBHBIX yCayr
(pyHKumit)», aIMUHUCTPATHBHBIX Npoueayp (AedcTBHI) B COOTBETCTBHH C
noJioxkeHusAMu cTaTbn 10 @exepanbuoro 3axkona Ne 210-P3.

126. 3asButento obecnedynBaeTCs JOCTYN K HH(POpMALMU O NMOPAIKE U CpOKaX
IIPEAOCTaBICHUs TOCYAapCTBEHHOM YCIyry, pasMeliaemoid Ha EauHoM mopraie,
Ha CaiiTe.

127. dopmupoBaHuE 3alpoca O MPEAOCTABICHUHM TOCYNApPCTBEHHOM YCIYrd
(maylee — 3ampoc) OCYILECTBISIETCS INOCPEACTBOM 3allOJHEHHS JJIEKTPOHHOM
dopmbr 3ampoca Ha Epunom moprane, Ha Caiite 6e3 HeoOXOAMMOCTH
JOOTOTHUTENIHON HIOa4Yy 3anpoca B Kakoi-m1nbo uHoi popme.

Ha Epmnom noprame, Ha Caiite pasMmemaroTcs o0pasubl 3aIllOJHEHHUs
3JIEKTPOHHOM (POpMBI 3ampoca.

B ciuydsae ecnmu Ha EauHOM mnoprane 3asBHTENI0 HE 00ECHEYMBAETCH
BO3MO>XHOCTB 3aITOJIHCHUS JIEKTPOHHON (OpMBI 3arpoca, TO At GOPpMHUPOBAHMS
3ampoca Ha EjnmHOM mnoprane ofecreynBaeTCss aBTOMATUYECKUH IIEpEXond K
3alIOJIHEHUIO JIEKTPOHHOU (POpMBI yKa3zaHHOTO 3ampoca Ha Caifre.

®opMaTHO-I0TrHYeCKas IpOBEpPKaA c¢$hOpMUPOBAHHOTO 3ampoca
OCyIIeCTBIIAECTCA POCCENbX03HaA30pOM IOCIE 3alOIHEHHUS 3asdBUTEIEM KaXIOro
U3 IOJeH d3iekTpoHHOM (opMel 3ampoca. Ilpu BBISABICHHH HEKOPPEKTHO
3aITOJIHEHHOT'O IIOJIA 3JISKTPOHHOM (OpMBI 3ampoca 3asBHUTENb YBEIOMILAETCS O
XapaKTepe BBISABIICHHOW OINMOKA M TOPSIKE €€ YCTPaHEHHS IOCPEICTBOM
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MHPOPMAIMOHHOTO COOOLICHHS HEHNOCPENCTBEHHO B SIEKTPOHHON ¢opme
3aIpoca.

128. Ha ExuHom noprane npu GopMUpOBaHUY 3asBICHUS 00eCIeUnBacTCs:

1) BO3MOXHOCTH KONMPOBAHMS M COXPAHEHUS 3asABICHHS M MHBIX
JNOKyMEHTOB, YKa3aHHBIX B myHktax 17, 18, 19, 21 - 26 Pernamenra,
HEOOXOAUMEBIX I MPEIOCTABICHHS FOCYAapCTBEHHOM YCIyTH;

2) BO3MOXHOCTH Il€4aTH Ha OyMa)KHOM HOCHTENE KOIHH JJIEKTPOHHON
(hOpMBI 3asBJICHHS;

3) B mo0OOH MOMEHT IO JXEJIAHWIO II0JIb30BATENIl COXPAHCHHE paHEe
BBEACHHBIX B JIJIEKTPOHHYIO (HOpPMY 3asBJICHHS 3HAYEHUM, B TOM 9YHCIC IPH
BO3HHKHOBEHUH OIIMOOK BBOAA M BO3Bpare IS MOBTOPHOTO BBOAA 3HAYEHHMHA B
3JIEKTPOHHYIO (GOpMY 3asBICHHS,

4) 3amoJHEHHWE IMOJICH ICKTPOHHOM (OpPMEI 3asBJICHHA O Hayala BBOJAA
cBeleHMil 3asgBUTENEM C HCIIOIB30BAaHMEM CBEACHHI, pa3MelleHHBIX B EnuHON
cHCTEMe HICHTH(DHMKAIMM U ayTeHTUDUKAIMH, U CBEACHMH, OMyOIMKOBaHHBIX Ha
ExpHOM HoOpTaje, B 4acTH, Kacaiomeics CBEICHMH, OTCYTCTBYIOWHNX B ExuHOM
cCHCTEME MICHTH(GHUKALMY U ayTeHTUQHKALIUY,

5) BO3MOXHOCTh BEPHYTHCS Ha 000 U3 ITANOB 3alOJHEHHUs IEKTPOHHOH
dopmbl 3asBiIeHNs Ge3 TOTepU paHee BBEJCHHON HHpopMaLKy.

ChopMUpOBaHHBI 3aIpOoC B JIEKTPOHHOH (QopMe C MNPHIOKEHHEM
HEOOXOAMMEIX JIOKYMEHTOB HalpaBisieTcss B PocCcebx0o3HaA30p IOCPEACTBOM
Enunoro noprana n Canra.

129. 3anpoc ¢ NIpUIOKEHHEM HEOOXOMMMBIX JOKYMEHTOB, HAIPaBIICHHbIN
B PoccenpX03Haa30p B 3JIEKTPOHHON (OpME, B TOM YHCIIE NOCPEACTBOM EnuHOrO
nopraja, PErucTpUpyercs He Mo3fHee pabodero JHs, CICAYIOLIEro 3a JHEM
nocTyruieHus: B PoccesbXx03Han30p 3anpoca U NpHIaraéMbix K HEMy TOKYMEHTOB.

130. ITpu npeaocTaBleHHH TOCYAAPCTBEHHON YCIYTH B 3JIEKTPOHHON (popme
OCYIIECTBIISIIOTCS CIIEAYIOLUINE 3 IMAHUCTPATHBHbIE MPOLIEAY DB (AEHCTBYS):

1) HampaBieHHE YBEZOMJIEHHMS O IPHUEME 3afABICHHUS O MPEIOCTaBICHUH
roCyJapCTBEHHOH YCJIYrH M IIPHJIAaraéMeIX K HEMY JOKYMEHTOB, HEOOXOAMMBIX
1JIS IPEAOCTABIICHUS TOCYJaPCTBEHHOH YCIIYTH,

2) HampaBjIeHHE YBEJOMJIEHHS O pE3YyIbTaTaXx pacCMOTPEHHS 3asBJICHHA
O MIPEXOCTABICHUH TOCYJAPCTBEHHOM YCIyrH W IpUIaraéMblXx K HEMY
JIOKyMEHTOB, HEOOXOIMMBIX IS IPEAOCTABICHHS IOCYJapCTBEHHON YCIIyTH;

3) HanpaBJIcHUE YBEJOMJICHHS O NIPEAOCTAaBICHNH rOCYIapCTBEHHON yCIIYTH;

4) mpanpaBleHHE YBEIOMIEHHS O IPHHATHM pemeHus o0 orkase
B [IPEAOCTABIICHUH FOCYAaPCTBEHHOM YCIIyTH,

5) HanpaBicHHE YBEIOMIICHHSA O TOTOBHOCTH IPEIOCTAaBJICHUS CBEACHUH,
COAEpXALIUXCS B peecTpe, Iu00 HampaBleHHE YBEAOMIICHHS 00 OTCYTCTBHH
3arpalliBaeMbIX CBEICHH;

6) HampaBiCHHE YBEAOMIEHHS O TMPHUHATHM pEIIeHHs 00 OTMEHe
roCYAapCTBEHHOH pEerucTpaluM JIEKapCTBEHHOrO Ipenaparta ¥ HCKIIOYCHHH
JIEKapCTBEHHOTO IIpenapaTa win GapMaleBTHIECKOH CyOCTaHIMM, IPOU3BEACHHOH
JUIs peain3allii, U3 peecTpa;
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7) HanpaBlieHHE YyBEJOMJIEHHS O BblAaue NyOsMKaTa pEruCTPallMOHHOIO
yIOCTOBEPEHUS;

131. Ha EguroMm moprane obecrieyuBaeTcs:

1) popmMupoBaHuUe 3arpoca O MPEAOCTABICHUN ITOCYAapCTBEHHOH YCIYTIH;

2) npueM u peructpanus Poccensxo3Haa30poM 3arpoca ¥ MHBIX JOKYMEHTOB,
HEOOXOUMBIX IS IPEAOCTABIICHUS IOCYAapPCTBEHHOM YCIIYTH;

3) nony4yeHue pe3yabTaTa IpPEeI0CTaBICHUS TOCYAPCTBEHHON YCIIYTH.

IMopsaaok HCIPaBJIEHHUS JONYIIEHHbIX OE€YaTOK M (MJIH) OIIHOO0K
B BbIAAHHBIX B pe3y/bTaTe NPeJ0CTaBJICHUS FOCYAaPCTBEHHOM yCayru
AOKYMEHTaxX

132. HcnpaBneHue MOMYIEHHBIX ONEYaTOK M (WIM) OMHOOK B BBIAAHHBIX B
pesynbTaTe  MPEJOCTaBIE€HHS  TOCY[JapCTBEHHOM  YCIYyTH  JIOKyMEHTax
. OCYIIECTBISETCA IPH IIOCTYIUIEHMH B PoccenpxosHaa3op 3asBieHHa 00
MCIPABICHHH JOIYILIEHHBIX OIle4aToK U (MiH) OIIKMOOK B BBIAGHHEIX B PE3YJIHTATE
IPEAOCTaBICHHS T'OCYJAapCTBEHHOH YCIHYyTH MJOKYMEHTaXx (PEKOMEHIYEMbIH
obOpasen mpuseeH B npuiokeHuu Ne 8 k Pernmamenty).

133. JlomkHOocTHOE JMI0 Poccenpx03Haa30pa, OTBETCTBEHHOE 3a IIPHEM
¥ PETUCTPAlMI0 JHOKYMECHTOB, PETHCTPHPYET IOCTYNHBINEE 3adBICHHE 00
UCIIPaBJIEHUH JOMYIIEHHBIX ONEYaTOK U (WiIHM) OMMOOK B BBIIAHHBIX B PE3Y/IBLTATE
IIPEAOCTABJICHU TOCYJapCTBEHHON YCIYTH JOKYMEHTAX B JICHb IIOCTYIICHHUS.

OOHOBpEMEHHO C Iojaveil 3asBieHMs 00 HCHPaBICHUH JOIYIIEHHBIX
omeyatok # (i) OmHUOOK B BBJAHHBIX B PE3yJAbTaTe IMPEAOCTABICHHS
rOCYHapCTBEHHOM YCIYrH MJOKYMEHTax 3asBUTENb YKa3blBa€T HAa CBEACHHI,
COZIEprKaIIIMECs B PeecTpe, MMEIOHINE TOMTYIEHHbIE ONeYaTKH U (MJIM) OIHOKH.

134. HayanpHHK OTJENla, OTBETCTBEHHOTO 3a OKa3aHUE TIOCYNapCTBEHHOM
yCayru, B TedeHue 1 paboyero AHS C IaThl IOCTYIUICHHUS 3asBJICHHS Ha3HA4YacT U3
YKCIa COTPYAHHKOB OTJE€a OTBETCTBEHHOIO HCIIOJHHUTENSA II0 PACCMOTPEHHUIO
sasBieHns. Pammiuusa, uMA M OTYECTBO (P HAIMYMHM) OTBETCTBEHHOIO
HCIIOJIHUTENS, €ro paboumii TenedoH JODKHBI ObITh COOOMIEHBI 3asBUTENIO 110 €I0
ITUCBMEHHOMY, YCTHOMY OOpaIE€HHIO HIIM OOpaICHHUIO IO IJIEKTPOHHOH 110YTE.

135. B cnydyae BBIABICHHS [JONMYIIEHHBIX OIE4YaTOK M (MIH) OLIMOOK
B BBIIJAHHBIX B pe3yJbTaTe  IPEIOCTAaBIECHHUS  TIOCYJapCTBEHHOH  YCIyI'H
OOKyMeHTax PocceibXxo3Haa30p B CpPOK, HE MPEBBILAIOMMNA 5 pabounx AHEH co
JHS PErucTpPalMH 3asBJICHHS, OCYLIECTBISET HCIpPABICHHE TAKUX OINEYAaTOK U
(wmx) omuOOK, NOJrOTAaBIMBAET HOBOE PETMCTPALlMOHHOE YHOCTOBEPEHHE H
IPOCKT yBEIOMJICHHsS 00 HCHpaBICHUM JONYNICHHBIX OINEYaTOK M (MIH) B
cOPMHPOBAHHEIX B pE3yJbTaTe INPEAOCTABICHUS TOCYJapCTBEHHOH YCIyru
JOKYMEHTaX.

136. Cpok uCIpaBiICHUS AOIYILIEHHBIX OII€YaTOK M (MnH) OIIMOOK HE JOJDKEH
npesbimmarte 10 KaJleHOapHBIX IOHEW CO JOHA perucrpauuu obpameHus o0
MCIIPABJICHUH [ONYILEHHBIX ONEYaTOK M OMHUOOK B BBIAAHHBIX B DE3YJIbTATE
IPEAOCTABJICHUS TOCYAapCTBEHHON YCIYTH JOKYMEHTAX.

IMocre moamucaHust YIIOJMHOMOYEHHBIM AODKHOCTHBIM JIMIIOM YBEIXOMIICHHUS
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00 WCIpaBICHHM JOMYLICHHBIX ONEYaTOK M (MiM) omHMOOK B CHOPMHUPOBAHHBIX
B pe3y/lbTaTe  MPEJOCTAaBICHHSA  TOCYJapCTBEHHOM  YCIOYrH  JIOKYMEHTax
PETUCTPALIMOHHOE YAOCTOBEPEHHE B CPOK, HE MPEBHINAIOMHMH 5 pabo4nx JHEH CO
JHS MOCTYILUIEHHS B POCCENBXO3HAA30p 3asBICHHSA, BPYYaeTCs 3asBUTEII0 HIIH
HAIpaBJISETCA 3aKa3HBIM MOYTOBBIM OTIIPABICHUEM C YBEIOMIICHHEM O BPYYCHHUH
mb6o B (GOpPMe OSNEKTPOHHOTO JOKYMEHTa, TMOIIMCAHHOIO  YCHJICHHOW
KkBaIMHUUPOBaHHON moxanuceio Poccenbxo3Haa3opa, mocpeactsoM Enuxoro
ropTaia.

137. B ciayyae OTCYTCTBUS Omne4aTtok M (wiM) omuOOK B COPMUPOBAHHBIX
B pe3yJibTaTeé  IPENOCTaBIE€HMs  TOCYJapCTBEHHOW  YCIYTM  JIOKYMEHTax
JTOJDKHOCTHOE JIMIO PoccenpXo3Haa30pa HOAroTaBiIuBaeT IPOESKT yBEAOMIIEHHS 00
OTCYICTBMH OIle4aToK H (wiy) omub0K B CQHOPMUPOBAHHBIX B PpE3yJbTaTe
IpEeJOCTABICHHS TOCYIapCTBEHHOH yCIyTy JOKyMEHTaX.

[Mocne MOAIIMCAHUA YITOJHOMOYEHHBIM JOJDKHOCTHBIM JIMLIOM YBEIOMIICHHS
006 OTCYTCTBMM Ome4YaToK M (wiH) omMOOK B CHOPMHPOBAHHEIX B PE3YJbTATE
IPENOCTABICHHS TOCYJapCTBEHHOM YCIYrM [JOKYMEHTaX TaKoe YBEHOMIICHHE
B CPOK, HE€ [peBBINAIOIMA 5 pabounx JAHEH CO JAHA IOCTYIUICHHA
B Poccenbxo3Han3op 3asBICHUS BpYYaeTCs 3asiBHUTENI0 MM HalpaBlIACTCH
3aKa3HBIM IIOYTOBBIM OTIIPABJIEHHEM C YBEIOMIICHHEM O BPY4YECHHH JHOO0 B Qopme
3NEKTPOHHOIO JOKYMEHTa, MOMIMMCAHHOTO YCHJICHHOH KBanM(QUUMPOBAaHHOM
3JIEKTPOHHOM MOANMKCHI0 Poccenbxo3Hans3opa, crnocoboM, 00ecreYrBarOLUM
IIOATBEPKACHNE MOITYyYCHU 3asBUTEIIEM TaKOTO yBEAOMIICHUS M MOATBEPKIACHUE
JIOCTaBKM YKa3aHHOTO JOKYMEHTA, B TOM 4YHCJIe IOCPeACTBOM EnuHoro noprana.

IV. Ilopsiiok ¥ ¢popMBI KOHTPOJIA 32 OCYIIECTBJIEHHEM rOCYyAaPCTBEHHOI0
KOHTPOJIs1 (Haa30pa)

ITopsinoK OCyLIeCTBJIEHUS TeKYIero KOHTPOJS 32 CO0/II0IeHHEM
M HCHOJIHEHHEM OTBETCTBEHHBIMH JX0/IXKHOCTHBIMH JIMIAMH I10J10KEHM
perjiaMeHTa H HHBIX HOPMATHBHBIX NIPABOBLIX AKTOB, YCTAHABIHBAKOLINX
TpeGOBaAHHUA K MPEXOCTABJIEHHIO FOCY 1apCTBEHHOM YCIYIH, a TaKKe
NPUHATHEM HMH PelIeHHH

138. Texkyuuii KOHTPOJIb 32 COONIONCHHUEM U MCIIOJHEHUEM JOJDKHOCTHBIMU
aunamMu  Poccenpxo3Hag3opa MOJOXKEHHWM PeriamMeHTa M HMHBIX HOPMAaTHBHBIX
nmpaBoBbIX akToB Poccuiickoit eneparuH, YyCTaHABIUBAIOMKMX TPeOOBaHMS
K MPEAOCTABICHHUIO TOCYJapCTBEHHOM YCIYTH, OCYILECTBIISICTCS YIOTHOMOYESHHBIM
JOJDKHOCTHBIM JIMLIOM.

139. Texymmii KOHTpOJIb TIIOJIHOTBI M  KayecCTBAa MNPEIOCTABICHHS
rOCYIapCTBEHHOM YCIYTH BKJIIOYAET B c€0sl POBEPKY, BHIABJICHHE M YCTPAHCHHE
HAPYLIEHUH TIpaB 3asABUTEJNICH, PACCMOTPEHHUE, IIPHHATHE PEIUEHHA U IOJrOTOBKY
OTBETOB Ha oOOpalieHHs 3asBHTENEH, cojepKamue XanoOel Ha IEHCTBHS
(6esmeiictBue) ¥ (WIM) pelIeHHs JOJDKHOCTHBIX JIMII, OTBCYAKOLIMX 32
IPEAOCTABJICHHE FOCYJapCTBEHHOMN YCIIyTH.
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140. Ilpm BeIABIEHMH B XOJ€ TEKYWIEro KOHTPOJIA HapyLICHHIA
YCTaHOBJICHHOro PernaMeHTOM IIOpsAKa TNPEAOCTAaBIICHUS TOCYIapCTBEHHON
YCIAYIH YIOJHOMOYEHHOE JOJDKHOCTHOE JIMLIO IPUHUMAET MEPHI M0 YCTPAHEHHUIO
TaKMX HapyIICHU! M HAIpaBJSIET PYKOBOOUTEIIO (3aMECTHUTEIIO PYKOBOIUTEIIS)
Poccenbxo3nan3opa Npe;IOKEHHS O IPUMEHEHHM WIH HENPHUMEHEHHH MEp
OTBETCTBEHHOCTH B COOTBETCTBHM €  TpeOOBaHMAMH  3aKOHOJATE/ILCTBA
Poccuiickoii ®enepauvyd B OTHOIIEHHWH JODKHOCTHBIX JIMI[, JOMYCTHBIIMX
HapYLICHUS.

IHopsinok ¥ NepHOAMYHOCTD OCYIIECTBJICHHA IVIAHOBBIX H BHEIJIAHOBBIX
NPOBEPOK NMOJHOTHI H KA4eCTBA NMPEAOCTABIEHUS FOCYAAPCTBEHHOM yCIyTrH,
B TOM 4HCJIe MOPAAOK ¥ ()OPMBI KOHTPOJIA 32 MOJTHOTOM M KA4€CTBOM
NpPeAOCTABJIEHHSA rOCYIapCTBEHHOH yCJIyru

141. KoHTpOb 3a MOJHOTON U Ka4€CTBOM IIPEAOCTABIICHHS I'OCYIapCTBEHHON
YCIYTH BKIIOYAeT B ceOs MpOBEACHHE NPOBEPOK, BBIABICHHE MU YCTpaHEHUE
HapyILICHHU! 1IpaB 3asBUTENIEH, IIPUHATHE PEIIeHU U NOATOTOBKY OTBETOB Ha HX
oOpanieHus, coaeprkaiue >xanoObl Ha neicTBus (Oe3meicTBHE) HOKHOCTHBIX
JIULL.

142. ITpoBepku MOryT OBITH ITAHOBBIMH U BHEIUIAHOBBIMU. IlepuoanyHocTts
IUIAaHOBBIX MPOBEPOK YCTAaHABIMBAETCA pyKoBoguteneM Poccenbxo3naasopa. [Ipu
IIPOBEPKE MOTYT PacCMaTpPHBAThCA BCE BOIIPOCHI, CBA3aHHBIC C NMPEAOCTABICHUEM
rOCyJapCTBEHHOH YCIyrd (KOMIUIEKCHBIE IIPOBEPKH), HIIH OTHAEIIBHBIE BOIIPOCEHI
(remaTnueckue mpoBepkH). [IpoBepkm TakkKe MOryT HPOBOIOUTHECS  IIO
KOHKPETHOMY OOpaILlEHUIO 3asiBUTEIIA.

143. BHennaHOBBIE IPOBEPKU IIPOBOASATCSA B CBA3H C NMPOBEPKOI YCTPAHEHUS
paHee BBISBICHHBIX HAPYIICHHH, a TAKKE B CIIydae MOJTy4CHHS XKanob Ha JeiCTBU
(6e3nelicTBUE) TOIKHOCTHBIX JIHII.

IIpoBepkH IOJHOTHI ¥ KavyecTBa IIPEJOCTaBJICHUSA I'OCYNApCTBEHHOMN YCIyTH
OCYIIECTBIISIIOTCS HA OCHOBAHUHU paclopsauTeNnbHOro akra Poccenbxo3Haasopa.

OTBETCTBEHHOCTD JO/KHOCTHBIX JIMI] OPraHa, NPeAoCTaBIAIoNIero
roCyAapcTBEHHYIO YCJIYIy, 3a pellieHus U JeiicTBus (0e3aelicTBue),
NpHHAMAaeMbie (0CYLIeCTBAsAEMbIC) HMH B X0/i€ IPEAOCTaBJIEeHUS
rocyapCTBEeHHOM yCIyIH

144. B cuywae BbIBICHMS HapymeHuil coOmiogeHus Permamenra
JOJKHOCTHBIE amna Poccenpxo3nanzopa HECYT YCTaHOBJICHHYIO
3aKOHOAaTensCTBOM Poccuiickoit Penepany OTBETCTBEHHOCTh 3a PEIICHUA U
neiictBus  (Oe3meiicTBUA), NPUHHUMAaeMble (OCYLIECTBISIEMbIE) HMH B  XOJE
IIPEIOCTABIICHU TOCYJApPCTBEHHOM YCIIyTH.
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IToJ103keHNs1, XapaKTepU3yIoIue TpeGoBaHus K NOPAAKY H (hopmam
KOHTPOJISI 32 MPEAOCTABJIEHHEM IroCyAapCTBEHHOM YCJIyTH, B TOM YHCJIE CO
CTOPOHBI rPAXIaH, HX 00beAMHEHNH M OPraHu3alui

145. KoHTpos 3a MpeIoCTaBICHUEM rOCYIapCTBEHHOM YCIIyTH, B TOM YHCIIE
CO CTOPOHBI TpPaXJaH, UX OOBEAWHEHHMH M OpraHM3alMd, OCYHICCTBIICTCS
OCPEACTBOM OTKPBITOCTH JESATENbHOCTH Poccenpxo3Haazopa npu
NPENAOCTABICHUM TOCYAAPCTBEHHOM YCIYTH, MOJNYYCHHMH IIOJNHOM aKTyalbHOH H
JOCTOBEPHOM MHPOPMALMH O HOPAIKE NIPEJOCTABICHHS rOCYJapCTBEHHON YCIyTH
H BO3MOXXHOCTH AOCYA€OHOro paccMoTpeHHs obpameHuii (3kano0) B Ipouecce
HOJyYEHHU TOCYJapCTBEHHO! yCIIyTH.

I'paxgane, #uX OOBEOUHEHMS U OPraHM3allMd BIOpPaBE HAMpPaBIATH
B PoccenbX03Haa30p 3aMEYaHUs M IPEUIOKCHHS IO YIYYIICHHIO KavecTBa
TIPEAOCTABJIEHU TOCYAAPCTBEHHOMN YCIIYTH.

V. JocyneGuniii (BHecy1eGHbII) MOPSIOK 00xaJ0BaHMA PeLieHU M KA CTBUI
(6e3nelicTBHA) OPraHoOB, OCYLIECTBISIONINX FOCYIapCTBEHHbIH KOHTPOJIb
(Hag30p), a TaK)Ke UX NOKHOCTHBIX JIHIX

Hudopmanus A1 3aHHTEPECOBAHHBIX JIHII 00 HX NpPaBe Ha J0CyaeOHoe
(BHecynebHOe) 00xanoBaHue NeiicTBHil (Oe3aelicTBHA) ¥ (MJIM) PeLIeHUH,
NPHHATHIX (0CYLIECTBJIEHHBIX) B X0/I€ NPE0CTABJECHHSA roCyAapCTBEHHOM
yCayru

146. 3asBurenu BmnpaBe Ha HocylneOHoe (BHecylneOHOe) 00XKaloBaHHE
neiictBuit  (GesmeiicTBua) W (WiIM) PpEIICHHUH, NPUHATBHIX (OCYMIECTBIIAEMBIX)
Poccenpxo3Haq30poM, IODKHOCTHBIMH JHLaMu PoccenbxosHam3opa B XOA€
MPEJOCTABICHUS TOCYHAPCTBEHHONW yCIyTM B  IIOPSAKE, YCTaHOBJICHHOM
nocranosienueM Ipasurenscrea Poccuiickoii @eneparmu ot 16 asrycra 2012 r.
Ne 840 «O nopsiake momayd ¥ PacCMOTPEHHUS Kanod Ha pPEIIEHHMs W JEHCTBUS
(GesmeiicTBue) (QenepanbHBIX OPraHOB — HCIOJNHMTENIBHOM BIaCTH M HX
JOJDKHOCTHBIX JIML, (eAepalbHbIX TOCYNAapCTBEHHBIX CIYXAIMX, JOJDKHOCTHBIX
JHI[ TOCYJApCTBEHHBIX BHEOIODKETHBIX (oHIOB Poccuiickon d@eaepary,
rOCYJIapPCTBEHHBIX KOPIIOPALMii, HaJENCHHBIX B COOTBETCTBMH C (erepanbHbIMK
3aKOHAMM [OJIHOMOYMSMH [0 TMPEJOCTABICHUIO TOCYJAapCTBEHHBIX YCIYr B
YCTAHOBJICHHON c(epe AEATeTBHOCTH, M UX JOIDKHOCTHBIX JIML, OPTaHU3aLui,
NpeAyCMOTpeHHBIX 4YacTbio 1.1 crateu 16 DenpepampHOro 3akona «Q0O06
OpraHu3alMy NPEJOCTABICHUS FOCYAaPCTBEHHBIX U MyHUIMIIAIBHEIX YCIIYT», H HX
paOGOTHHUKOB, a TakXke MHOTOQYHKLHMOHAJIBHBIX ILEHTPOB MPEAOCTABICHUS
rOCyJAapCTBEHHBIX M MYHHIMITANBHBIX YCIYT M HX paGoTHHKOB»® (mamee —
nocranosineHue [IpaBurensctBa Poccuiickoit eneparn Ne 840).

147. OcHoBaHusAMH [yt 0OpalIeHUs 3asBUTENS € KaJI000H ABIAIOTCS:

1) HapymieHne cpoKa perucTpanyy 3asBJICHHS,

4 Cobpanue 3axoHoxaTescTBa Poccuiickoit enepaumn, 2012, Ne 35, cr. 4829; 2018, Ne 25, ct. 3696.




46

2) HapyIeHne CpoKa MPEeIOCTaBICHUS I'OCYapCTBEHHON yCIIyTH;

3) TpeGoBaHMe  IPEACTABJICHHS  3asgBUTENEM  JOKYMEHTOB,  HE
IPeAYCMOTPEHHBIX HOPMAaTHBHBIMU NMPaBOBBIMU akTaMu Poccuiickoit ®enepanyu
JUIS IPEIOCTABICHHS ITOCYJapCTBEHHOH YCIYTH;

4) oTKa3 B HmpHEME IOKYMEHTOB, IPEACTABICHHE KOTOPBIX IIPENYCMOTPEHO
HOpDMAaTHBHBIMM  IIpaBOBBIMM  akTamMu  Poccuiickon  Pexpepauum  1Is
NPENOCTaBICHHUA rOCyIapCTBEHHON YCIIyTH;

5) oTka3 B HpPEXOCTaBICHHUM TOCYJAapCTBEHHOH YCIYTH, €CIIH OCHOBaHHS
OTKa3a HE HPEXYyCMOTpPeHb (¢eAepadbHBIMU 3aKOHAMM M I[IPUHATHIMH B
COOTBETCTBHH C HHMH HHBIMH HOPMATHBHBIMH IPAaBOBBHIMHM aKTaMu Poccuickon
®epepanuy;

6) TpeboBaHHME€  BHECEHHMS  3asBUTEIEM  IPH  IPEIOCTaBJICHHH
rOCYyJAapCTBEHHOW YCIIyrH IUIaThl, HE IIPEAYCMOTPEHHOH HOPMATHBHBIMH
nmpaBoBBIMH akTaMu Poccuiickoit denepanuu;

7) oOTKa3 HOO/DKHOCTHBIX JML Poccenpxo3Haa3opa B HCIPaBICHHH
JOIYIICHHBIX OIIEYaTOK U OMIMOOK B 3apaliMBacMbIX CBEACHUSX;

8) HapylleHHE CpOKa WJIM IMOpsAAKa BbAaYH JOKYMEHTOB IIO PE3YJIbTaTaM
[IPEJOCTaBICHHUA rOCYJapCTBEHHON yCIIYTH;

9) NPUOCTAHOBJIEHHE NPEIOCTABICHUS TOCYHAPCTBEHHOH YCIYTH, €CIH
OCHOBAHHs IPHOCTAHOBJICHUS HE IPELyCMOTpPEHB!I (eACpPaNbHBIMM 3aKOHAMM H
NPUHATHIMH B COOTBETCTBUH C HUMM MHBIMH HOPMAaTHBHBIMH IIPaBOBBIMH aKTaMu
Poccuiickon ®enepauuu.

148. 3asBUTEIN MMEIOT IIPABO MOJATh Xaao0y Ha pemeHus U (Win) IHCTBUA
(be3neticTre) Poccenpxo3Ha3opa, €ro JOMKHOCTHBIX JIMI] IIPU MIPEIOCTaBICHUU
rOCYZIapCTBEHHOH YCIIYTH IO ITOYTE, C UCTIONIb30BaHKueM cetu «MHTepHeT», Calira,
EnuHOro moprajia, a TakKXe Ha JIMYHOM IIPUEME, B MOPAAKE, IIPELyCMOTPEHHOM
rnaBoit 2.1 @eaepanbHoro 3akona Ne 210-03.

Opranbl rocyaapcTBeHHOH BJIAaCTH, OPraHU3alMH H YIIOJIHOMOYEHHbIE HA
paccMOTpeHne XKaI00bI JTULA, KOTOPHIM MOXKeT ObITh HaNPaBJICHA 5KaJ1002
3asiBUTEJIA B 10Ccye0HOM (BHecy1¢OHOM) MOpsiAKe

149. YMOJNHOMOYEHHBIM OpPraHOM TOCYJapCTBEHHOM BJIACTH, KOTOPOMY
MOJXeT OBITH HampaBlieHa jxanoba, sBasgercs Poccenbxo3Haas3op.

150. Pemenns wu  geiictBua  (0Oe3meicTBHE)  OOJDKHOCTHBIX  JIMIX
Poccenbx03Haa30pa, OCYIIECTBIISEMBIE B XO1€ IPEXOCTABIEHHUS TOCYJapCTBEHHOM
YCIYI'H, MOTYT OBITh O0KaJIOBaHBI 3asBHUTEIEM — 3aMECTHUTEIIO PYKOBOIMTEIISA
Poccenpxo3nan3opa. Pemenns 3amecturens pykosoaurens Poccenbpxo3nansopa —
pykxoBoauteinro Poccenbxo3Hansopa.
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Cnoco0bl nHPOPMHPOBAHUS 3asiBUTEIEH 0 MOPsAAKe NOAAYH H PACCMOTPEHHSA
#KaJj100bl, B TOM 4YHCJIe C HCNO/Ib30BaHueM Exnnoro noprana
roCyAapCTBEHHbBIX H MYHHIMIAJIbHBIX YCJIYT (PyHKIMIL)

151. MudopmupoBaHue 3aMHTEPECOBAHHBIX JIUI] O MOPSIKE I1OJAa4X HKaI0ObI
OCYIIECTBIIICTCA Ha oOduuualbHOM caite PoccenpbxosHaasopa u Ha EjauvHOoM
nopTaie.

IlepedeHb HOPMATHBHBIX NPABOBBIX AKTOB, PEryJIMPYIOIHUX OPAIOK
npocyaednoro (BHecy1e0HOro) 00:xajI0BaHUs PelICHHH H AeHCTBUIA
(Oe3peiicTBUS) OPrana, NpeJoCTABIAIOIECT0 FOCYXaPCTBEHHYIO YCIyry, a
TaKKe ero J0JKHOCTHBIX JIMIX

152. Tlopsmox mocynebHoro (BHecyneOHOro) oO0XalOBaHMsA pEIIEHUN
u aeiictuit (6e3meiicTBus) PoccenbXxo3Han30pa, a TaKKe €ro AODKHOCTHBIX JIHIL
PETYIUPYIOTCS CIEAYIOIMMY HOPMATHBHBIMH NIPaBOBBIMU aKTaMHU:

1) ®enepanbHblit 3akoH Ne 210-D3;

2) ®epepanbHblii 3akoH OoT 2 Mas 2006 r. Ne 59-03 «O mopsaaxe
paccMoTpeHus obpamenuit rpaxnan Poccuiickoii ®enepaunn»**;

3) @enepanbHblii 3ak0H Ne 61-D3;

4) nocranoBnenue [IpaBurenscTBa Poccuiickoit @enepanym Ne 840;

5) mocranosienue IIpaButenbcrBa Poccuiickoit ®demepanum or 16 mas
2011 r. Ne 373 «O pa3paboTke U YTBEPKIACHNH aAMUHUCTPATUBHEIX PErIAMEHTOB
OCYLIECCTBJICHUSA TOCYJapCTBEHHOTO KOHTPOJA (Haa30pa) M agMHMHHCTPATHBHBIX
PETJIAMEHTOB [PENOCTABICHUS FOCYJAPCTBEHHBIX yCIyr» ™.,

153. IlepeyeHr HOPMATHUBHBIX MPABOBBIX AKTOB, PETYJIHPYIOIIMX IOPIAOK
nocynebHoro (BHecyneGHOro) o0kanoBaHus pelIeHUH 1 aeicTBuil (Oe3nercTBrs)
PoccenbXxo3Ham30pa, a TaKkKe €ro JOJDKHOCTHBIX JIMIL, pasmemiaercs Ha Caire
u Exqunom noprane.

4 CoGpanne 3akoHonarensctsa Poccuiickoit Genepamuu, 2006, Ne 19, ct. 2060; 2018, Ne 53, cT. 8454,
45 Co6panue 3axoHOAaTENbCTBA Poccuiickoit ®enepaunu, 2011, Ne 22, ct. 3169; 2018, Ne 46, cr. 7050.
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Mpunoxenne Ne 1

K AJIMMHUCTPAaTUBHOMY pPETJIaMEHTY
denepanbHOi cykO0bl 110 BETEPUHAPHOMY U
(bUTOCAaHUTAPHOMY HAA30pY
NpPEIOCTaBICHHS TOCYapCTBEHHOM YCIyrd
110 FOCYIAPCTBEHHOMN PEruCTpaLyH
JIeKapCTBEHHBIX MIPENapaToB A
BETEPUHAPHOro TIPUMEHEHUS,
yTBEPXKACHHOMY TIprKa3oM DenepalbHOM
CITyOBbI 110 BETEPUHAPHOMY U
(GuTOoCaHUTApHOMY HaA30pY

ot 28 utons 2021 Ne 846

OOPMA

B ®EIEPAJTLHYIO
CITYXBY

T10 BETEPUHAPHOMY

1 ®UTOCAHUTAPHOMY
HAJI3OPY

3ASABJIEHUE
0 roCyIApCTBEHHON PErnCTpaLiy JIEKAPCTBEHHOTO Nperapara

IIpoiny 3aperucTpUpPOBaTh IEKaPCTBEHHBIH MpenapaTt 1l BeTepUHAPHOro
IPUMEHEHUS

(ToproBoe HaUMEHOBaHHE JIEKAPCTBEHHOTO Npernapara)

1.3agBuTenn
(NOJTHOE HAMMEHOBAHHE FOPHANYECKOTO JINLA B COOTBETCTBUH C YUPEANTE/IbHBIMHU
JIOKyMEHTaMH)

(anpec, TenedoH, aapec SNEKTPOHHOM NOUTH (MPH HATHIUM), HWHH u KIIIT)

2. TIpenctaButens 3asBUTENSA

(amMuius, UM, OTHECTBO (TIPH HATHYHH), aJpec, TeNEOH, aipec SMCKTPOHHOM MOUThI
(Npu HaNMYUK). ZOKYMEHT TIOATBEPKAAFOLIMHA TOJTHOMOYHUSA 3aiBUTEN — nata/Ne)

3. Pa3paboTyHK JIEKapCTBEHHOT'O Npenapara

(I'IOJ'IHOC HaMEHOBaHHE IOPUANWYECCKOTO JiHla, anpec)
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4. TIpou3BoauTeNb JIEKapCTBEHHOTO Mpenapara

TTonHoe HauMeHOBaHuUE HPUARYECKOro JTnia ajapec, TC.HC(t)OH
1)
2)
n)

5. MecTo pou3BOJICTBA JIEKAPCTBEHHOTO Mpernapara
1) :
2)

6. CBeieHUS O JIEKAPCTBEHHOM TIpemnapare:
TOProBoe HaHMEHOBAHUE ;
MEXIYHApOAHOE HEMATEHTOBAHHOE, UITH IPYNINUPOBOYHOE, MIM XUMHYECKOE

JleKapcTBeHHas popMa ;
JI03UPOBKa 5
crrocoObl BBEIEHUS 1 IPUMEHEHUS ;
CpOK I'OJIHOCTH , ;

(apmakoTepaneBTHUECKas rpyrina ;
COCTAB BELIECTB, BXOIAIINX B COCTaB JIEKAPCTBEHHOIO Mperapara:
TepeyeHb AeVCTBYIOIHX BEIIECTB ,

(C YKa3aHWEM KOJIHYeCTBa KAXKIA0TO u3 HI/IX)
nepedcHs BCIOMOTraTeNbHbIX BEIIECTB

(C YKa3aHHEM KOJIMUECTBA KaXK0ro U3 HHX)

7. HeobxoguMocTh TPUMEHEHHS YCKOPDEHHOW TpOLERypBl  3KCIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

8. Hamuume corachsa pa3paboTudKa WIH YIOJNHOMOYEHHOTO WM JIHLa,
MOABIIEr0 3asBIEHHE O TOCYJAapCTBEHHOU perncTpauuu pedepeHTHOro
JIEKapCTBEHHOTO Tpenapara, 06 UCONb30BaHUH MHGOPMAlUK O pe3ynpTaTax
JOKIMHUYECKHX MCCIIEIOBAaHUN JIEKApCTBEHHBIX CPENCTB M KIMHUYECKNX
YCCIIeJOBAHMIT JIeKapCTBEHHBIX TIPenaparoB, ecid MPOIIo MeHee 6 JIeT ¢ 1aThl
rocyAapCTBEHHOM pETUCTPALIHH pedepeHTHOrO JeKapCTBEHHOTO
npenaparat

(MMeeTCS/OTCYTCTBYET)

9. CBejieHHs O perucTpalyy JeKapCTBEHHOTO NpenapaTa

(cBeIeHYS O HAMWYKK WITH 06 OTCYTCTBUH (HaKTOB PErUCTPalliy IEKAPCTBEHHOTO
npenaparta 3a npeaenamu Poccutickoi ®enepaunn)

' Tlyskr 11 yactu 3 cratbm 17 ®eaepanbHoro 3akona Ne 61-03.
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10. Tpomy BEIIATH PETHCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO Mperapara

(HauMEHOBaHHE JiepiKaTellsl pETMCTPALMOHHOTO YIOCTOBEPEHNUS, ajipec, TenedoH, aapec

snekTpoHHoi mours! (npu Hasvuuu), UHH w KTIIT)

11. TlepeueHs TOKYMEHTOB, PHJIAraeéMbIX K 3asiBJICHHUIO:

«

»

20 r.

/

(moanuck / haMuiTus, MM, oT4eCTBO (MPU HATUYWK) 3a9BUTENS

ITeyaTsb (TpY HATAYNM)
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ITpunoxenue Ne 2

K AIMHUHUCTPAaTUBHOMY pErIaMEHTY
denepaibHOM CIyKOBI 110 BETEPUHAPHOMY U
(bUTOCAHUTAPHOMY HAI30PY
MpeAOoCTaBIIEHHS TOCYAapCTBEHHOM YCIyT !
0 rOCYIapCTBEHHOM PEruCTpalny
JIeKapCTBEHHBIX NTPENapaToB A
BETePUHAPHOTO NMPUMEHEH U,
yTBEpP)KAEHHOMY TIpHKazoM PDenepanbHoit
cIy0Obl TT0 BETEpUHAPHOMY U
¢buTOCaHUTAPHOMY HAJ30pY

ot 28 utons 2021 Ne 846

OOPMA

B ®EJIEPAJIBHY1IO
CIIYXBY

ITO BETEPUHAPHOMY

N ®UTOCAHUTAPHOMY
HAJI3OPY

3ASBJIEHUE
0 BKJIIOYEHHH (apMalleBTHUECKOH CyOCTaHIMK, TPOU3BEICHHON ATIA
peau3aluy, B PEeCcTp JIEKAPCTBEHHBIX CPEACTB

TIpolny BKIFOYHTH (hapMaleBTHUECKYIO CyOCTaHIUIO, IPOM3BEICHAYIO IS
peanusaluu, B peectp JIeKapCTBEHHBIX CpENCTB

(HazBaHMe — GapMaueBTHHECKOH cyOCTaHUMN)
1.3agBureib
(M10JIHOE HAMMEHOBAHHE FOPUANYECKOTO JIWLA B COOTBETCTBUH C YUPEANTETLHEIMH
NIOKYMEHTaMH)

(azpec, Tenedon, aapec d1eKTPOHHO# nouTsl (npy Hanuuuu), MHH)

2. [IpeacraButeinb 3asBUTENS

(pamunus. uMs, oT4eCTBO (MPU HATHYKN), AAPEC, TENEPOH, apec SNEKTPOHHOH NOUTDI
(MpY HAIMYMHK), JOKYMEHT MOATBEPXKAAFOIIMHA MOJIHOMOYUS 3aABUTEN — nata/Ne)

3. PaspaboTurk (papManeBTHUECKOl CyOCTaHUUH

(I'IOIIHOC HaWMEHOBaHHWe IOPUINIECKOTO JIMLa, aIpec, Teﬂe(bOH)




52

4. TIpousBoaMTeENh (hapMarieBTIUecKol cyOcTaHLN

(MONHOE HAWMEHOBAHKE OPHAMYECKOTO JIHLIA)

(anpec, TenedoH)

5. Mecto TIPOU3BOJICTBA bapMaleBTHUECKOi cy6cTaHIMU

(HauMeHOBaHHE 1 aJIpec NPOU3BOACTBA)

6. CeeHus 0 apmaleBTHYECKOH CyOCTaHIUN:

Ha¥MEHOBaHUE MEXIYHApOJHOE HEMAaTeHTOBAHHOE, WM IPYNNMPOBOYHOE, MITH
XUMHYECKOE ;
topma BhITyCcKa ;
ctepa IMpUMEHEHHS ;
oIMcaHue (hapMaKoIOTHIECKIX u (hapMaKoIMHAMHYECKUX WA
UMMYHOOHOJNIOTMYECKUX CBOMCTB:

7. CBeienusi 0 BKTIOUEHUH (apMalleBTHUECKOM CyOCTaHIIMM B rOCYAapCTBEHHbI
peecTp JIeKapCTBEHHBIX CPEACTB ATl BETEPUHAPHOTO MPUMEHEHHUS

(Homep m aaTa BKItoUeHus B Poccuiickoi Denepaumu v (i) 3a pydeskom)

8. IlepeueHb JOKYMEHTOB, IPUJIAraeMbIX K 3asiBICHHUIO:

« » 20 1.

/

(moanvicy / paMustust, UMsi, OTIECTBO (MTPY HANIMYWK) 3aBUTENS

[Teyats (IIpy HATUYUN)
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[Mpunoxenne Ne 3

K AJIMHUHUCTPATUBHOMY PETTIAMEHTY
denepanbHOil CITYKOBI 10 BETEPUHAPHOMY U
buTOCaHUTapHOMY HaA30py
peIOCTaBIIEHHs FOCY1apCTBEHHOM yCITyru
10 rOCYJapCTBEHHOMN PErUCTpaIiy
JICKapCTBEHHBIX MpENaparoB JJis
BETEPUHAPHOTO PUMEHEHUS,
yTBEpXKJICHHOMY Tprka3om denepanbHOH
CIIy>KOBI TIO BETEPUHAPHOMY U
(bHUTOCAaHUTAPHOMY HAJ30pY

ot 28 utons 2021 Ne 846

OOPMA

B ®EJIEPAJIbHVYIO
CIYXbY

1O BETEPUHAPHOMY

N OUTOCAHUTAPHOMY
HAA30PY

3ASBJIEHUE
0 BHECEHHH U3MEHEHUI B JOKYMEHTHI, COJEpXKaLIUeCcs: B pETHCTPALIMOHHOM
J0ChE Ha 3apPErMCTPUPOBAHHBIN JIEKapCTBEHHBIN Npenapar Aj1s BETEPUHapHOro
TIpUMEHEHHS

Ilpomwry BHeCTM  W3MEHEHMs B JOKYMEHTBL,  COAEpXKAIINECS
B PETMCTPALIOHHOM J0Che Ha 3apernCTPUPOBAaHHbIN JIEKapCTBEHHbIH Npenapar
ans BETEPHUHAPHOTO NPUMEHEHUS

(ToproBoe HaMMEHOBaHHE JICKAPCTBEHHOTO Npenapara)

1. HaumeHoBanue u aapec aepxxareis pErUCTPALIMOHHOIO YAOCTOBCPCHMA
JIEKApCTBEHHOI'O I1peapaTa:

2.  HoMep perucTpauoHHOTO YAOCTOBEpEHHs:

3.  Jlara rocygapcTBEHHOMN perucTpalliy JIEKapCTBEHHOI'0 Tpenapara:
«__» r.

4. CaejeHUs O JIEKapCTBEHHOM TIpernapare:

TOProBOo€ HAMMEHOBAHUC JIEKapCTBEHHOI'O Mpenapara ;
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MEXAYHapOAHOEC HENATEHTOBAHHOE, UJIM IPYHNIIHPOBOYHOC HauMCHOBAHHUC, UJIN
XUMHUYECKOE HAaUMEHOBAHUE JIEKAPCTBCHHOI'O IIperiapara.

;
5.  HUsmeHenus, KOTOpble BHOCATCS B JIOKYMEHTBI, CoJepauuecs
B PETHCTPAIIMOHHOM JIOChe Ha 3apeTUCTPUPOBAHHEIN JIEKApCTBEHHBIN Mpernapar
(HY>KHOE€ OTMETHTB):

1) W3ameHeHus, B OTHOWIEHUM KOTOPHIX IPOBOIMTCS  DKCHIEPTH3a
JIEKapCTBEHHOr0 CpPEACTBA AJIi BETEPUHAPHOIO TNpUMEHEHMs, Kacaromuecs
U3MEHEHUH ®  (WiId)  JOTOJHEHW  NPOU3BOACTBEHHOW  IUIOLIAAKH
JIEKapCTBEHHOTO CPeACTBa, MOKa3aTellel Ka4ecTBa JCKapCTBEHHOrO Mpenapara
¥ (M) METOJOB KOHTPOJIS KayecTBa JICKapCTBEHHOIO IIpenapara:

(1 /. JlokyMeHT Ha pPYCCKOM SA3BIKE, BBINAHHBIM KOMIICTEHTHBIM OpraHoM
CTpaHbl TPOM3BOAUTENS I KaXIOH INPOM3BOACTBCHHOW IUIOMIAAKU
JICKQpCTBEHHOro Ipenapara (B TOM 4YHCIC [UIA  TIPOM3BOAUTEILA
dbapmalieBTUIeCKOH CyOCTaHLUMH), IOATBEPKIAIOMMNE COOTBETCTBHE
NIPOU3BOAMTENS JIEKAPCTBEHHOIo Ipenapara TpeOOBaHUSAM TMpaBull
HaJIexaie MIPOU3BOACTBEHHOMN MIPaKTUKHU

;

[0 2. JInuensus Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB JJI POCCUMCKHUX

TIPOU3BOAMTENIEN .
3. V3MmeHeHMS UHCTPYKUMHM @10 BETEPUHAPHOMY  IPUMCHEHUIO
JIEKapCTBEHHOT O TIpernapara.
3.1. Ilokazanus 11 IpUMEHEHU s _ ;
3.2. [IpoTuBonioKasanus it IpUMEHEHHUS ;
3.3, Pexum [o3upoBaHMs, croco0 BBEACHUS M TNPUMEHEHHS, TpU
HeoOXONMMOCTH  BpeMsi  [pUeMa  JIEKapCTBEHHOIO  Mpemnapara,
MPOJIOJDKUTENBHOCTD JIEYEHHS ‘ ;
[J 3.4. Bo3MoxHBIe TTOOOYHBIC JEHCTBUA, HEXeJaTeNbHbIE peakiuu TpH
TIpPUMEHEHHNH JIEKapCTBEHHOIO IIpenapara ;
(1 3.5. BzaumopelicTBHE ¢ APYTUMHU JIEKApCTBEHHBIMU MpenapaTaMu U (M)

Do

KOpMamu ;

[J 3.6. Cpok rogHOCTHM M yKa3aHUe Ha 3alpeT MPUMEHEHUs JIEKApCTBEHHOTO
npenapara 1o HUCTEYEHUU cpoka
TOJHOCTH ;

[J 3.7, Cpoku BO3MOXHOIO = HCIIOJIB30BAHUA MPOXYKUHH JKHBOTHOIO
MPOUCXOXKAECHUS  IOCNIE  BBEACHHS  JXKUBOTHOMY  JIEKapCTBEHHOIO
npenapara .
4. Ceenenus o GpapMaleBTHYECKOH CyOCTaHLIMM WM (apManeBTHUECKNX
cyOCTaHUMSX, BXOAAIIMX B COCTaB JIEKapCTBEHHOT0 TIpenapara:

[0 4.7. Onucande METOOMK KOHTpONsS KauecTBa (hapMaLeBTHYECKOH
cyGcTaHUMU :

0 4.2 Anpec NPOU3BOACTBA (bapmalleBTHYECKOT
cybcTaHLuy :
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0 4.3 Crertudunxanms Ha (hapMaleBTUYECKYIO cyOCcTaHIuIo

[1 5. HopMaTuBHBIN JOKyMEHT Ha JIEKapCTBEHHBIN Iperapar, B YacTH
W3MEeHEeHHs  IIOKasaTejielf  KayecTBa W METONOB  KOHTpPOJIA

[0 6. JloxyMeHTaibHOE MOATBEPXKIACHUE (BaluJalms) aHAJTUTHYECKUX
METOMMK, MCIOJb3yEMBIX IPH OCYIIECTBICHUM KOHTpOJI KavyecTBa
JIEKapCTBEHHOTO Mpemnapara .

[0 7. JIokyMeHT, MTOATBEPXAAOIIUN Ka4yecTBO JIEKAPCTBEHHOr0 Mpernapara
NPOMBIIIEHHBIX ~ Cepuil  (IPOTOKON — aHanu3a WM cepTUduKar
aHaju3a) .

[0 8 OmnucaHue W COCTaB JIEKAPCTBEHHOrO IIpenapara ([Ipd W3MEHEHUU
rIoKasaresieif KauecTBa ¥ METOJ0B KOHTPOJIS JIEKapCTBECHHOTO ITpernapara,
(hapMaKOKUHETUKU u GapMakoAMHAMUKH JENHCTBYIOIIETO
BElIECTRA)

[1 9. OTuer o0 pe3ynbTaTax AOKINHHYECKOTO HCCIIEA0OBAHHS JIEKAPCTBEHHOTO
cpelicTBa AJisi BETEPUHAPHOTO TIPUMEHEHWs, BKIIOUYAOUIMK ONucaHue
METOJIOB ONpeeSIeHUs OCTATOUHBIX KOJIHUECTB JEHCTBYIOLIETO BeIECTBA
(neHCTBYIOMIMX BEIIECTB), AOCTUTAIOIIETO (IOCTUTarOIMX) CHCTEMHOIO
KPOBOTOKa, B NPOAYKUHMH O>KMBOTHOIO MPOMCXOXKAEHUS  IOCIE
NpUMEHEHHsT  TaKoro  JIEKApCTBEHHOrO  CpPeacTBa, a  TaKKe
JIOKYMEHTAJIbHOE MOATBEPKICHUE (BayuaLmst) yKa3aHHBIX
METOJI0B

[ 70. Otuet o pe3yabTaTrax KIMHUYECKOrO HUCCIIEIOBAHNUS JIEKAPCTBEHHOTO
npenapara A BeTepHHapHOTO MPUMEHEHHS Y KaXI0T0 BUa KHBOTHbIX,
yKa3aHHRIX B HHCTPYKLUMH 110  BETEPUHAPHOMY  IIPUMEHEHHIO

2) WUsMeHenus, B OTHOLIEHWH KOTOPHIX HE TMPOBOAUTCS OKCIEpPTU3a
JIEKapCTBEHHOTO CPEACTBA I BETEPUHAPHOTO NPUMEHEHHA:
1. CBenenus o GpapManeBTHYeCKON CyOCTaHINK MM (papMalleBTHIECKUX
CyOCTaHLIMSIX, BXOASIIUX B COCTaB JIEKapCTBEHHOTO Mpenapara:

UL HauMEHOBaHNE (bapMalleBTHYECKOI
cyocTaHLMK ;
0722 HauMeHOBaHUeE 1%} IOpUANYECKUiA azpec
TIPOU3BOAUTEIIS ;
[0 7.3. TexHONOTUsS TIPOU3BOACTBA C ONMCAHWEM CTAJHUN MPOW3BOACTBA U
METOLOB KOHTpOJIA Ha BCEX CTaAUAX TIPOU3BOJICTBA

;
L1 /.4. uudopmanus o ipuMecax :
O /.5. pesymbraThl aHaiW3a cepuil (apMalleBTHIECKOH CyOCTaHUMH
X
[J 1.6. nepetenb CTAaHAAPTHBIX 00Pa3L0B WK BELIECTB, UCNOIB3YEMbIX IIPK
OCYLIECTBJICHUU KOHTPOJIS KauecTBa :




]
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1.7. oNHcaHMUE XapaKTEPHCTHUK U CBOMCTB yNIAKOBOYHBIX MAaTepvaioB W
YKYIOPOYHBIX CPEACTB .
2. OTYET 0 pe3ynbTaTax JOKIMHUUECKOTO UCCIEN0BaHHS JIEKapCTBEHHOTO
cpecTBa ¢  yKasaHWeM  TNpPUYMH  BHOCHMBIX  M3MCHEHHH

3. oTyeT 0 pe3yabTaTax KIMHMYECKOTO HCCIICNOBaHUS JIEKapCTBEHHOTO
npenapara y KaxI0ro BUAA JXKMBOTHBIX, YKa3aHHBIX B HHCTPYKUMHU [0
BETEpUHAPHOMY TPUMEHEHHMIO C YKa3aHWeM TIpUYUH BHOCHMBIX
W3MEHEHUH .
4. VHCTPYKUMs TI0 BETECpHHAPHOMY NPUMEHEHHMIO JIEKApCTBEHHOTO

rpenapara:
4.]. HauMeHOBaHHE JIEKAPCTBEHHOro TIpenapara (KOPpEKTHPOBKa
HaWMEHOBaHUA MeXAYHApOAHOIO HEeIMaTeHTOBAaHHOTO, Wy

rpYNHHPOBOYHOTO, WM XHMHYECKOTO U H3MEHEHHE TOProBOOTO
HaUMEHOBaHMS) ;

[0 4.2. nexapcTBeHHas hopMa ¢ yKasaHHEM HaMMEHOBaHUM (KOPPEKTUPOBKa
6e3 U3MEHEHUs caMoil JIeKapCTBEHHOM (POPMBI) KOIMYECTBEHHOIO U (MJIK)
KayeCTBEHHOI'O cocTaBa BCIIOMOTaTEJIbHBIX
BEIECTB :

O 4.3 ornucaHue BHEILHETO BHAA JIEKapCTBEHHOTO
npenapara ;

0 4.4 (bapmakoTepaneBTHYECKas rpymnna JIEKapCTBEHHOI 0
npenapara ;

145  ¢apvakoguHaMuka ¥  (DapMakOKMHETMKa WM  ONMCaHUE
HMMYHOOHONOTHYECKUX CBOWCTB JIEKapCTBEHHOTO
npenapara ;

1 4.6. Mephl TIPEIOCTOPOXKHOCTH pH MIPUMEHEHHUU

>

[ 4.7. yka3aHie BO3MOXHOCTH U 0COGEHHOCTe! NPUMEHEHHUs Y OepEeMEHHBIX

JKUBOTHBIX, Y JXHBOTHBIX B IEPHUOJ JIAKTALMH, Yy INOTOMCTBA KNBOTHBIX

b

[0 4.8, cumiToMBl MEpPeO3UPOBKU, MEPHI MO OKa3aHWIO MNOMOIIM Opu

nepeao3npoBKe

J 4.9 (bopMbl BBIITyCKa JIEKapCTBEHHOI'O npenapara

b

[0 4.10. ykasanme (Ipd HEOOXOJUMOCTH) OCOOEHHOCTeH AeHCTBUA

O

JIEKapCTBEHHOTO Tperiapara Npu TEpBOM IMpHeMe WM NpU €ro OTMEHE

5
4.11. onucanue (Npy HeOOXOIUMOCTH) AEHCTBUI BETEPUHAPHOTO Bpava
(BeTepuHapHoro Qenbamiepa), WHOrO CHELMAIMCTa B 0bnacTd
BETepUHAPHHU, BIIaJIeNblia XXIBOTHOTO MPH MPOMyCKe MpHeMa OJHON Wilu
HECKOJIBKUX no3 JIeKapCTBEHHOT'O npenapara

b

4.12. ycnoBUs XpaHeHHUs :
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[ 4.13. ykazanue Ha HEOOXOIUMOCTh XpaHEHUs JIEKAPCTBEHHOTO Mperapara

B MECTax, HEAOCTYIIHBIX JUIst Jeteit

;

[1414  ykazanue (npu  HEOOXOAUMOCTH)  CHEUHUATBHBIX  MEp

MPEAOCTOPOKHOCTH pu YHUUTOXECHUU HEUCTOJIb30BAHHBIX
NIeKapCTBEHHBIX MpernapaToB ;

[1 4.15. ycimoBus oTycKa ;

[0 4.16. wauMeHOBaHWe, aApec  OpraHU3alM{,  YINOJIHOMOYEHHON
JepxKareeM WIM BIAJeNblieM pPErucTPauMOHHOIO  YJIOCTOBEPCHUS

JIEKapCTBEHHOr0 Mpenapara Ha MPUHATHE TPETEH3UH OT MOTpeOUTeNs

[J 5. mpoekThl MaKeTOB MEPBUYHON YNAKOBKM M BTOPHYHOM YIaKOBKH
JIEKapCTBEHHOTO TIperapara
6. CBeIcHUs O JIEKapCTBEHHOM IIpenapare:

[] 6.1. onucaHue M COCTAaB JIEKApCTBEHHOro npemnapara (0e3 M3MEHEHUs
TIoKasareseii KadecTBa U METOIOB KOHTPOJIS JIEKapCTBEHHOTO Mpernapara,
dapMakOKMHETUKH U (hapMakoAWHaMUKH NEHCTBYIOIIETO BElIECTBA)

b

6.2. onucanne hapMaleBTHIECKOH pa3paboTKH ;
6.3. omnucaHde Mpouecca  NPOU3BOACTBA M €r0  KOHTPOJIA

E)

6.4. omnMcaHWe KOHTpOJIS KPUTHUYECKUX CTajuii DIPOU3BOJACTBA U
IPOMEKYTOUHOH TIPOAYKUUHI ;
6.5. HaUMEHOBAHHUA U ajpeca pa3padoTulKa, AepXKaTells WK BllaJelibla
PErMCTPAlMOHHOrO  YIOCTOBEPEHHs  JICKAPCTBEHHOro  Mpemnapara

O O oOd

2

6.6. GhapManieBTHUYECKash COBMECTUMOCTb ;
6.7. MHKpOOMONOTMYECKHEe  XapaKTepUCTHKH  (0e3  M3MEeHEHus
mokazaresieil KauecTBa) ;
6.8. MaTepHaTbHBIN OalaHC 1 IPOU3BOACTBa CEPUM TOTOBOTO MPOIYKTa

b

6.9. oNHCcaHWE XapaKTEPUCTHK M CBOMCTB YIAKOBOYHBIX MaTepUaoB
1 YKYTIOPOYHBIX CPEICTB ;

6.10. TOKyMeHTaIbHOE TIOATBEPKACHNE (BalUalis) NPOLECCOB U (1IiH)
WX OLEHKA ;
6.11. TpeGOBaHMA K KaueCTBY BCTIOMOTATENIbHBIX BEIIECTB (cepTudukar,
crenudUKalMs HAa BCMOMOTATeNbHBIC BEIIECTBA M HMX 00GOCHOBAHWE)

O O 0O o0 ogagd

*

O

6.12. aHATUTUYECKUE METOAMKH, HCIOJB3YyEMbIE NPH OCYLIECTBICHUH
KOHTPOJSA KauyecTBa BCIIOMOTaTENBHBIX BEIIECTB
: , >
O 6.13. nokyMeHTaIbHOE TOATBEPKIEHUE (BaluAalds) aHATHTHIECKNX
METOAMK, WCIOJB3YEMBIX IPU OCYLUECTBIEHUH KOHTPOJIS KavyecTBa
BCIIOMOTAaTeIbHBIX BEIECTB :
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O 6.14. wndopmauus 00 HCMONL30BaHHM BCIIOMOTATENIbHBIX BEILIECTB
YeJIOBEYECKOTO U XKUBOTHOIO IIPOUCKXOKIAEHUS ;
[] 6.15. xapakTepucTuKa npumecei ;
[0 6.16. nmnepeyeHb CTaHAApPTHbIX O00pa3LOB, HUCMOJIb3YEMBIX IIpH
OCYWIECTBJIEHUH KOHTPOJIsS KadecTBa JICKAPCTBEHHOrO Iperapara

7. CeefieHus o papMaleBTHYECKON CyOCTaHIMKM MK (hapMaleBTHUCCKUX
cyOCTaHIsX, BXOASIIMX B COCTaB JIEKapCTBEHHOTO Npernapara:
[0 7.]. cpok TOAHOCTH, YCIOBHS XpaHeHUs  (apMaleBTHIECKOMH
cyOcTaHIUK :
(172 nmaHHble O CTAaOMABHOCTH (apMaLeBTHYECKOH CyOcTaHINH

6. [TepeyeHs JOKYMEHTOB, [IPUIaraeMbiX K 3asBJICHUIO:

1) ;

2) ;

n)

3asBieHe MOJAET ‘
(MOAHOE HAUMEHOBAHUE OP2AHU3AYUY 3AACUMENS, YAMUTUA UMA OMYECNEO (NpU HATUYUL)
npedcmasume’ist

adpec, meieon, adpec INeKMPOHHbIT NOYMbL (AP HATUYUL)
Ha OCHOBaHUM JOKYMEHTA, NOATBEPKAAIOMICTO TTOJTHOMOYHSA 3aABHUTEIIA (I'lpPI
He0O0X0IMMOCTH)

« » 20 1.

/

(moarnuck / haMus, WM, OTYECTBO (MTPU HAJTMUUH) 3asBUTES

Ieuats (NpH HATIMYKK)




59

Ipunoxxenne Ne 4

K AIMHHUCTPAaTUBHOMY PETJaMEHTY
denepanpHOit CIy>KOBI MO0 BETEPUHAPHOMY H
(hHUTOCAHUTAPHOMY HAA30py
NIpeI0CTaBICHUS [OCYJapCTBEHHOMH yCIIyTH
10 FTOCYAApCTBEHHON PErUCTPaLUN
JleKapCTBEHHBIX MpenapaToB i
BETEPUHAPHOTO ITPUMEHEHHS,
YTBEpXKACHHOMY MpUKa3oM DenepanbHoi
CTykOBI O BETEpUHAPHOMY U
(bHUTOCAHUTAPHOMY HAA30pY

ot 28 mrons 2021 Ne 846

OOPMA

B ®EJEPAJILHYIO
CIVXBY 1O
BETEPUHAPHOMY

1 ®UTOCAHUTAPHOMY
HAJI30PY

3ASBJIEHUE
0 BHECEHUH U3MEHEHUIT B JOKYMCHTHI HA d)apMauequecxy}o CY6CTaHHI/IIO,
MPONU3BCACHHYIO /IS peain3aliy, H BKIIIOUYCHHYIO B peecTp JIEKapCTBEHHBIX
CpEACTB

[Ipomy BHeCTH H3MEHEHHS B JOKYMEHTH Ha (HapMaueBTHYECKYIO
CyOCTaHILMIO, TPOM3BENCHHYIO U pealu3alldd, W BKIIOYEHHYIO B DPEECTp

JICKapCTBCHHBIX CPECACTB
(ToproBoe HazBaHue (apmaleBTHHECKOH cybcTan )

Homep peectpoBoii 3anucu
Jlata peecTpoBoil 3aMCH
HanmeHnoBanue hapMalneBTHYECKOM CyOcTaHLuu
®opma BhIITyCKa

U3MeHeHusi, B  OTHOWIEHHWM  KOTOPBIX  TNPOBOIAUTCS  IKCHEpPTU3a
JIEKAPCTBEHHOTO CpelcTBa IUIs BETEPUHApPHOrO TPUMEHEHHs, Kacaroluecs
WU3MEHEHWH U (UIIH) AOMOTHEHNH TPOU3BOICTBEHHOM TIOIIAIKH JIEKAPCTBEHHOTO
CpelCTBa, MoKasaTesiel KayecTsa JIKapCTBEHHOro Ipenapara U (W) MeToloB
KOHTPOJIS Ka4decTBa JIEKapCTBEHHOrO Mpefapara:

[0 cBeneHus o cocrase hapManeBTHUECKOH CyOCTaHUM ;
[0 mauMeHoBaHMe U aJipec TPOU3BOAMTEIS ;
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TEXHOJIOTHSA TIPOU3BOJCTRBA C ONMCAHUEM CTaJUil MPOU3BOJCTBA U
METO0B KOHTPOJIS Ha BCEX CTA/IUAX ITPOU3BOACTBA ;
oTMcaHue pa3paboTKH ITpolecca Mpou3BOACTBA ;
OMMCAaHHE KOHTPOJNS  KPUTHMUYECKHX  CTaAMi  TPOM3BOACTBA U
IPOMEKYTOUYHOM IPOYKLUMH ;
JOKyMEHTAIbHOE MOATBEPKACHHE (BaMAaINs) NPOLECCOB U (MIIH) HX
oLcHKa ;
aHAJTUTHYECKME METOIUKHI, UCTIONIb3yeMbl€ TIPU OCYIICCTBICHUU
KOHTpOJIS KauecTBa (papMaleBTUYECKOH CyOCTaHIIMU ;
JOKyMeHTaJIbHOE MOATBePXKACHHE (BaIMAALMA) aHATUTHYECKUX
METOJIMK, UCITOJIB3YEMBIX TIPH OCYILECTBIEHHH KOHTPOJIS Ka4eCcTBa
dapmalieBTHUECKOH CyOcTaHUMK :
O crenudukanus Ha GapMaleBTHYECKYIO CyOCTaHIMIO U €€ 000CHOBaHHe

O O O oo o

[0 pesynbTarsl aHajiu3a cepuil papMaleBTHIECKOH CyOCTaHUMH

UsMmeneHns, B OTHOIIEHWW KOTOPBIX HE IIPOBOJUTCA IKCMEpPTH3a
JIEKApCTBEHHOTO CPeJICTBA JIJI BETEPMHAPHOTO PUMEHEHHUA:
[] HanMeRoBatHe (papMaleBTHYECKON CyOCTaHUMHK, ee CTPYKTypa, obuiue
CBOMCTBaA ;
CBOHCTBA U CTPYKTYpa AEUCTBYIOIIUX BEIIECTB ;
XapaKTepUCTUKA IIpUMeECE ;
nmepeueHb CTaHAaPTHBIX 00PA3LOB HIH BELIECTB, HCIOIB3YEMBIX IIPH
OCYIIIECTBIECHUN KOHTPOJIS KaYecTBa ;
ONMUCaHKiEe XapaKTepUCTUK B CBOWCTB YITaKOBOYHBIX MaTepUasIoB U
YKYTIOPOUHBIX CPEJICTB : ;
JaHHbIe 0 CTaOMIBHOCTH (hapMalleBTUIECKOi CyOcTaHInu ;
CPOK TOZTHOCTH

o0 0O OG0

Hepeqeﬂb JOKYMEHTOB, IpuiaraéMbix K 3a4BJICHUIO:

1) | ;
2) | ;
n) .

3asBieHue MoaaeT
(NOIHOE HAUMEHOSAHUE OPRAHUZAYUY 3AAGUMENS, PAMUIUL UM OMYecmB0o (npu HaIu4uu)
npeocmasumes

aopec, meie)on, aopec 2eKMpPOHHbLI NOYMbL (MPU HATUYUL)
Ha OCHOBAHHMI JOKYMEHTA, MOATBEPKIAMOILET0 TONTHOMOUHS 3asBHTENA (PH
HeO0OX0IUMOCTH) '

/

(no)mncs / hamunus, M5, OTUECTBO (MpH HaJIMYKMK) 3asIBUTEA
Teuars (n1py HANNYUK)
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[Mpunoxenne Ne 5

K AIMUHHUCTPATUBHOMY pPETTIAMEHTY
denepabHOit cTy 0Bl 110 BETEPUHAPHOMY U
¢buTOCaHUTapHOMY HAA30PY
MpeaoCTaB/IeHHs OCYy1apCTBEHHON yCIIyTH
110 TOCYJapCTBEHHOMN perucTpanuu
JIeKapCTBEHHBIX NPenaparos Juls
BETEPUHAPHOTO NTPUMEHEHHUH,
yTBEPKICHHOMY NpHuKkazoM DesepanbHOM
CITy>k0BI TIO BETEPUHAPHOMY H
(UTOCAaHUTAPHOMY HAA30pPY

ot 28 urons 2021 Ne 846

O®OPMA

B ®EJZIEPAJIBHYIO CIIVXBY
10 BETEPUHAPHOMY

N ®PUTOCAHUTAPHOMY
HAJBOPY

3ASABJIEHUE ‘
0 MOATBEPKAEHUN FOCYAaPCTBEHHON PErUCTPaLMu JIEKapCTBEHHOTO TIpenapara

Tlpouly MOATBEPAUTL TOCYNAPCTBEHHYIO PETMCTPALMIO JICKapCTBEHHOIO
mpenapaTa W BblAaTh OeccpouyHOE  PETMCTPAlMOHHOE — YAOCTOBEPEHME
JNIeKapCTBEHHOTO Mpenapara B CBS3U € 3aBepIIEHUEM 5 JIETHErO CPoKa JIeiicTBUA
TIPEKHETO PETHUCTPALIMOHHOTO YAOCTOBEPEHHS TOCY1apCTBEHHOHN perucTpaLyn

{(TOproBoe HaMMEHOBaHHWE JIEKaPCTBEHHOrO Nperapara)

1.  CseacHus 0 JepxaTese perucTpalliOHHOro YA0CTOBEpEHHA
JIeKapCTBEHHOT O TpenapaTra:

HaMMEHOBaHUE ;
aapec 5
TeseoH: , hakc (pyu HATM4YWK): ;

afpec dJIEKTPOHHON NOYTHI (IIPU HATHYKK): | ;
MECTO TIPOU3BOACTBA:

2. CBeJleHMs O perucTpallHOHHOM YZIOCTOBEPEHUH:

HOMED ' ,
Jlata rocyIapCTBEHHON PErMCTpalMH JIEKapCTBEHHOIO IIperapara:

« »

3.  CseleHuUs 0 NeKapCTBEHHOM Mperapare:
TOProBoe HauMeHOBaHHE JIEKapCTBEHHOIO MTpenapara ;
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MEXKIAYHApOJHOE HENAaTEeHTOBAaHHOE, WK IPYIIIHMPOBOYHOE HAaHMEHOBAHUE, WIIH
XMMHYECKOE HAUMEHOBAHUE: ;
COCTaB JIEKapCTBEHHOTO TIperapara

5
(YKEBaTB NEPEUCHL BCUICCTB, BXOAAIINWX B COCTAB ¢ YKA3aHHEM KOJIMYCCTBA KaXKJI0T0 U3 HHX)
JIeKapcTBeHHas popma

4. JIOKyMEHTHI, coiepKallie pe3yibTaTbl MOHUTOPUHTA 3(O()EKTUBHOCTH U
0€30MacHOCTH JIEKApCTBEHHOTo IpernapaTa B YTBEPKICHHOM (popM62 oT
« » 20 r. Ha . '

5. HepC‘ICHB AOKYMCHTOB, IIpUJIara€MbIX K 3asBJIEHUIO!

1) ;

2) :

n)

3asiBiieHue rojaeT
(no;moe HAQUMEHOBAHUEC opeanus’az;uu 3aseumeis, d)ajwwzu;i UM omyecmeo (npu uajmtma)
npedcmagumens

aopec, meieghon, aopec INEKMPOHHBLI NOYMbL (NPU HANUYUL)
Ha OCHOBAHUM AOKYMCHTA, MOATBECPKAAOIICIO ITOJIHOMOYHSA 3ai4BHUTECIIA (le/l
HEOOXOAUMOCTH).

« v» 20 T

/

(moanuck / GaMuus, UMsl, OTIECTBO (TIPU HATMUYWK) 3AIBUTEIS

ITeyars (npu HaIMUMK )

2 Tlpukas Muncensxosa Poccun ot 24 oxtabps 2011 r. Ne 376 «O6 yTeepxaernu (opMel JOKyMeHTa,
COAEPKAWEro pe3yiibTaThl MOHMTOPHHTAa O€30TacHOCTH JIEKapCTBEHHOTO MpenapaTta Iis BETEpHHAPHOTO
NPUMEHEHNUS B LEIX NOATBEPKIACHUS €r0 FrOCY1apCTBEHHON PEerucTpauumy.
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ITpunoxenue Ne 6

K AIMHHUCTPATUBHOMY PErTIaAMEHTY
denepanbHO CiyXObI 10 BETEPUHAPHOMY U
¢buTOCAaHNTaPHOMY HAA30pY
Npea0CTaBIeHH FOCy1apCTBEHHOM yCyrH
110 FOCYZIapCTBEHHOM PEruCTpaLiu
JIeKapCTBEHHBIX NPENApaToB JUis
BETEPUHAPHOr0 NPUMEHEHUS,
yTBepXIeHHOMY npuka3oM PeepaibHoi
CITyOBI 110 BETEPHHAPHOMY H
¢buTocaHUTapHOMY HaI30py

ot 28 urons 2021 Ne 846

OOPMA

B ®EJIEPAJIBHYIO CIIVKBY
1O BETEPUHAPHOMY

N ®UTOCAHUTAPHOMY
HAJI30PY

3ASBJIEHUE
06 OTMEHe TOCyAapCTBEHHON PEerHCTPALIMK JIEKAPCTBEHHOIO Npenapara, 00
HCKITI0YeHUH (papMaleBTHUecKoi CyOCTaHIMH, TIPOM3BEICHHOM JULA
peajn3aliy, U3 FoCyJapCTBEHHOTO peecTpa

IMpoiry OTMEHUTH TIOCYHAPCTBEHHYIO PETUCTPALUIO JIEKAPCTBCHHOI'O
npenapara s BETEPUHAPHOIO OpUMEHEHUS

(TOpFOBOC HaWMEHOBAHHUEC JICKAPCTBEHHOTO npenapa'ra)

1. CBeneHus o JepKaresie perucTpaloHHOro yA0CTOBEpEHUS
JIeKapCTBEHHOIO Ipenapara:

HauMEHOBaHHE ;
azpec >
TeneoH: , (hakc (Tpy HaM4nM): ;

aJpec SNIEKTPOHHOMN MOYTH! (IPH HAJIMYUK): _

2. CBejieHHs O PETHCTPALMOHHOM YAOCTOBEPEHHH:
Homep
Jlata rocyapcTBEHHON perucTpalny JeKapCTBEHHOTO Npemnapara.

3.  CseneHus o JeKapcTBEHHOM IIpenapare:
TOproBOE HalMEHOBaHNE IEKApCTBEHHOTO Mpenapara ;
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MEXAYHAPOAHOE HENATCHTOBAHHOEC, WIM I'PYNITUPOBOYHOEC HAMMCHOBAHUC, HIIN
XAMHUYECKOC HAWMCEHOBAHME JICKAPCTBCHHOIO IMpcriapara:

COCTaB JICKApCTBCHHOI'O nperiapara

5
(yKa3'dTb NEpeYCHLb BELUECTB, BXOASLINX B coCTaB € YKa3zaHHEM KOJIMHYECTBA KaXA0Io n3 HHX)
JekapcTBeHHas popMa

4. ITpyuriHa OTMEHHI

(yKa3blBaeTCs NMPUUUHA OTMEHBI)

3agBiieHue IogaeT
(NOTHOE HAUMEHOGAHUE OPLAHUZAYUY 3AABUMENS, PAMUNUA UMA OMYECME0 (MPpU HAIUYUY)
npedcmagume.s

aopec, meiegon, adpec 21eKMPOHHbIL NOYMbL (NPU HATUYUL)
Ha OCHOBaHHWM JOKYMCHTA, IIOATBEPXKAAIOLIEro nNoJIHOMOYHA 3ad4ABUTEIA (le/l
He0OXOIMMOCTH).

« » 20 1.

/
(noanmuceh / GpaMuus, UM, OTYECTBO (NPW HATIMYWU) 3asIBUTES

Teyats (MpyU HATMYMH)
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[Ipunoxenue Ne 7

K AAMHUHUCTPATUBHOMY PEIJIAMEHTY
denepanbHOit CITyKOBI TIO BETEPUHAPHOMY U
(bUTOCAHUTAPHOMY HaA30pY
NpeIOCTaBIEeHNs TOCYAapCTBEHHOMN yCITyry
110 TOCYAApCTBEHHOMN pernucTpalun
JIEKapCTBEHHBIX [IpenapaToB i
BETEPHHAPHOT'O IIPUMEHEHHS,
YTBEPKJIEHHOMY Tpuka3zoM DejiepanbHON
CJIy’kO0BbI IO BETEPUHAPHOMY U
(UTOCAHUTAPHOMY HAA30pY

oT 28 urons 2021 Ne 846

OOPMA

B ®EJAEPAJIBHVYIO CIIYVXBY
1O BETEPUHAPHOMY
U ®UTOCAHUTAPHOMY
HAI30PY
3ASBJIEHUE
0 BblJaye AyOnMKaTa pericTpalliOHHOrO YA0CTOBEPEHHUS JIEKAPCTBEHHOIO
nipenapara

IIpomy  BeOAThL  OyONMMKar  PEruCTPalMOHHOIO  yIXOCTOBEPEHHUs

JICKApCTBCHHOT O NIpeliapaTa
(TOpTOBOE HaMME€HOBAHHNE JICKApCTBEHHOTO npenapaTa)

1.  CaeneHus 0 JepxKarelie perucTpaliMOHHOr0 YIOCTOBEPEHNU
JIEKapCTBEHHOIO Nperiapara:

HauMeHOBaHUE ;
azpec | ;
TeJIeOoH: , akc (mpu HAIM4IKMK): ;

azipec 3JIEKTPOHHOW MOYTHI (IIPY HATHYHH): ;
MECTO TIPOM3BOJCTBA:

2. CBenleHUs O perucTpalliOHHOM yJIOCTOBEPEHUU:

HOMED . ,
JaTa rocyJapCTBEHHON perucTpaliy JEKapCTBEHHOro mpernapara:

« » r.

3. CseaeHus o JICKapCTBECHHOM IIpenaparte:
TOProBOC HAMMEHOBAHUE JIEKAPCTBEHHOTO TIpeIiapaTa s
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MCXKIAYHAPOAHOC HEMATCHTOBAHHOC, WM IpYNIMPOBOYHOC HAUMCEHOBAHUE, NJIH
XHMHYCCKOC HAMMCHOBaHHUEC JICKAPCTBCHHOIO IIp€Iriapara:

CoCTaB JICKApCTBCHHOI'O TipcHapara

;
()/KaSaTb NepeHCHb BEIECTB, BXOAALMX B COCTaB € YKa3zaHUEM KOIIMYECTBA KaXa0ro u3 HHX)
JieKapcTBEHHAas (hopma

4. OcHoBadue s BblayM AyOjiMKara perucTpaldOHHOIO YLOCTOBEPEHUS
JIEKapCTBEHHOTO TIperiapaTa - B CBS3U C YTpaTod / MOBpeXIEHHEM (HYKHOE
MOJYEPKHYTh) PErvCTPALMOHHONO y10CTOBEPEHUS.

3asBIleHHE [TOAAET
(MOAHOE HAUMEHOBAHUE OPeANUAYUU 34A8UMENS, PAMUNUA UM OMYECMBO (NPpU HAAUY L)
npedcmagumens

aopec, mene@on, aopec INeKMPOHHBIN NOYMbL (RPU HATUYUL)
Ha OCHOBAHUM ACKYMCHTA, NOATBCPKAAOIMETO MOJIHOMOYMS 3a4BUTCIL (HpI/I
HEOOXOAMOCTH).
« » 20 r

/

(rojmucy / paMUIAs, UM, OTYECTBO (TTPH HATTHUWM) 3asTBUTEIIS

Tleyats (Mpy HAJTMYKN)




[Tpunoxenune Ne 8

K AIMMHUCTPaTUBHOMY pErjlaMeHTy
denepasibHO CITyKOBI 110 BETEPUHAPHOMY H
¢buTOCAaHUTAPHOMY HAA30pY
npesocTaBIeHs TOCyIapCTBEHHOH yCIyTH
I10 FOCYIaPCTBEHHOM perucTpalim
JeKapCTBEHHBIX NpenapaTos [Uls
BETEPUHAPHOTO MPHUMEHEHHS,
yIBEpKIECHHOMY MpHKkazoM PenepanbHoi
CITy’KOBI 110 BETEPUHAPHOMY U
(GUTOCAHUTAPHOMY HAZI30pY

ot 28 uronsa 2021 Ne 846

PexomeHmyeMblii oOpasel

B ®EJIEPAJIbHY1O CIIYXbY
ITO BETEPUHAPHOMY

N ®UTOCAHUTAPHOMY

- HAJI3OPY

3ASABJIEHUE
06 uCIpapIeHnH JIOITYILIEHHbIX OTIeYaTOK K (/M) OIKHOOK B BBIllaHHBIX B
pesyJbTare MpefoCcTaBIeH s roCyJapCTBEHHOM yCIIyrH IOKYMEHTaxX

IIporry MCHpaBUTh JOMYIIEHHBIE ONEYaTKH M (HJIK) OMUOKM B BBIIAHHBIX
B pe3y/bTaTe MPeJOCTaBICHUs FOCYIapCTBEHHOMN yCIIyrH OKYMEHTaX

{TOproBo€ Ha~MMEHOBAHNC JICKApCTBCHHOTO npenapaTa)

1.  CseneHus o Jiepxarene perucTpallMOHHOIO YI0CTOBEpEeHHs
JieKapCTBEHHOTO Tpernapara: :

HauMeHOBaHUE v SR 3
azipec , R
TesnedoH: , hakc (Ipy HAJIMYKH): _ ;

aapec 3JIEKTPOHHON NOYTHI ([P HATMYUK): ;
MECTO NPOU3BOJCTBA!

2. HaspaHne gfoKymMeHTa

3. Ykazars HCBEPHbIC JaHHBIC

4. VYka3aTh BepHble JaHHEIE
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Hepeqeﬂb IOKYMEHTOB, IpUJjiaraéMbIX K 3asBJICHHIO:

1) ;

2) ’ ;

n)

3asiByieHue Mojaet
(nonHOe HAUMEH0GANUE OP2ANUZAYUU 3AAGUMEIIS, YAMUNUL UM OMUYCCMBO (NpU HATUY UU)
npedcmagumens

aopec, meneqon, aopec MEKMPOHHbII NOYMbI (MPU HALUYUL)
Ha OCHOBAHHUM JOKYMCHTA, IIOATBEPKAAIOLICTO NMOJIHOMOYY 3asABUTCITA (HpH
He0OXO0JIMMOCTH).

« » 20 T

/

(oanuick / GpaMuiIds, UMsI, OTYECTBO (MPH HAJIMYWW) 3asBUTEIS

[Meuats (pY HATNYUH)




