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MockBa

OG6 yTBep:KIeHHH AIMHHHCTPATHBHOIO perjamMeHTa
®denepaJibHOi CIyKObI 10 BeTepUHAPHOMY H (PHTOCAHHTAPHOMY HaJA30py
NpeJoCTABJEHHS TOCYIAPCTBEHHOI YCJIyrH 10 rocy1apcTBeHHoMH
PerncTpauiH JieKapcTBEHHBIX NPENapaToB /st BETEPHHAPHOTO NPHMEHEH U

B cootBeTcTBHU ¢ 4acThio 1 crareu 13 PemepabHOrO 3aKoHa OT 27 HIOJIA
2010 r. No 210-®@3 «O6 opraHusandd MPeJOCTAaBIEHUS IOCYIapCTBEHHBIX
¥ MyHumunaneHex  yenyr»  (CoOpaHme  3akoHojarenscTBa — Poccuiickoi
®eneparmn, 2010, Ne 31, cr. 4179; 2021, Ne 1, ct. 48), myHKTOM 7 cTatbu 5
®enepanpHoro 3akoHa ot 12 ampens 2010 r. Ne 61-@3 «O6 obpaienus
nekapcTBeHHBIX cpencTs» (CobpaHue 3akoHOAaTenscTBa Poccuiickoit Geneparny,
2010, Ne 16, ct. 1815), mommymkroM 5.2(1).11 mynkra 5 TlonoxeHns
o OemepanbHOil CyX0e MO BeTepHHAPHOMY M (QHTOCAHMTAPHOMY HAA30DY,
YTBEpIIECHHOrO HocTanoReHveM [ Ipasrrrentctsa Poccutickoit Deneparmn ot 30 urors 2004
r. Ne 327 (Poccuiickas rasera, 2004, Ne 150, CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoii ®enepanuu, 2011, Ne 18, ct. 2649), myrktom 2 Ipasun pa3paboTKH
¥ YTBEP)KICHHS 3[IMUHVICTPATUBHBIX PEIVIAMEHTOB IIPEJIOCTABICHHS TOCYIapCTBEHHBIX
YCIIYT, yIBEPKIEHHBIX MocTaHoBleHHeM IIpaurenkctsa Poccuiickoin Deneparn oT
16 mast 2011 r. Ne 373 (Co6panue 3axoHomarestsersa Poccrtickoit enepaupy, 2011, Ne
22, c1.3169; 2018, Ne 25, cr. 3696), i pH K a3 bI B 2 10:

1. YTBepauTh mpuiaraeMsiii AIMUHHACTPAaTUBHBIN pernameHT DenepaibHou
CIyX0Bl 1O BETEPUHAPHOMY W (DPHTOCAHHTAPHOMY HAI30py NPEAOCTaBICHUS
roCyJapCTBEHHOW YCIYI'M MO TOCYAAapCTBEHHOW pEerkcTpaiiy JIeKapCTBEHHbIX
pernaparoB JUIs BETEPHHAPHOTIO IPHMEHEHHUS.

2. KoHTpoms 3a HCIOJHEHHEM HACTOALIEr0 IpUKa3a BO3JIOXKHUTh Ha
3amectHTena Pykosomurens Poccenbxo3nansopa K.A. Caenkosa.

PykoBoauTenb WCA. JlaHKBEpT




YTBEepxKIEH

nprikazom DenepanpHon
CITy>KOBI 110 BETEPUHAPHOMY
1 (UTOCAaHUTAPHOMY

HaJ30py
oT 28 urosg 2021 Ne 846

AJMHHUCTPATHBHBIH perjiaMenT
denepanbHOii CJIy:K0bI 10 BeTepHHAPHOMY M GHTOCAHHTAPHOMY HAA30pY
NpPeN0CTABJIEHNS FOCYAaPCTBEHHOMH YCIIyTH 110 FOCYapCTBEHHOH
PErHCTPALAH JeKAPCTBEHHDbIX NPENapaToB 1Jisi BETEPUHAPHOI0 MPHMEHEHMSI

1. O0ue MoJI0KEeHHUS
IIpeaMeT peryTHpOBaHHsA PEerjiaMeHTa

1. AxnMuHHCTpaTHBHBIH perinameHT PefepanbHOil CayxObl II0 BETEPHHAPHOMY
¥ (DUTOCAHUTAPHOMY HAJ30py IPEJOCTABICHUA TOCYHApPCTBEHHOH YCIYTH IO
rOCYAapCTBEHHOH PErHCTPaLiM JIEKAPCTBEHHBIX MPENapaToB AJA BETEPUHAPHOrO
IpUMEHEHHs (Jajiee COOTBETCTBEHHO — PermaMeHT, roCyAapCTBEHHas YCIyra,
TOCYJApCTBEHHAs PETUCTPAaLys JICKAPCTBEHHBIX CPEICTB) YCTAHABIMBACT CPOKM
1 TI0CJIEAOBATEILHOCTD aJIMHHHCTPATUBHBIX poLenyp (me#icTBU),
OCYIIECTBISIEMBIX ~ PoOCcCenbXxo3Haa30poM B IpoIecce  NPEAOCTaBIICHHU
rOCyapCTBEHHOM YCIYTH, IOPAJOK B3aUMOJIEHCTBUS MEXAY CTPYKTYPHBIMH
noApasielieHusAMH PoccenbX03Haa3opa, €ro (efepanbHbIMH rOCyAapCTBEHHBIMU

IPOXNAHCKAMH  CIyKammMmu  (mamee — JO/DKHOCTHBIE JIMLA), — a TaKke
B3aMMOJCHCTBHA PoccelpXo3Haa3opa ¢ IOPUANYECKHMH JIMIAMA HMIM ¢ X
YIOTHOMOYEHHEIMM ~ [PEACTABHTCIAMU  (Jalee -  3asBUTENH), OpraHamu

roCyJapCTBEHHOH BIIACTH.
Kpyr 3asBuTesiei

2. 3asBUTEIIMM Ha IPEAOCTaBICHHE TOCYAaPCTBEHHOM YCIYTH ABISIOTCA:

1) pa3paboTYMK JIEKapCTBEHHOTO Ipelapara WM YIOJHOMOYCHHOE UM
Ipyroe IOpPHAMYECKOE JHMIO' — HOPH  TOCYAApPCTBEHHOHW  PErHCTpalHH
JICKAPCTBEHHOTO TNpenapara s BETEPUHAPHOTO TNPHMEHEHWs (Jamee —
JIEKAPCTBEHHBIA  IIperapar), BKIIOYEHHH (hapMalleBTUYECKON  CyOcTaHUuY,
IPOU3BEIEHHOM [UIs pealM3alliy, B rOCYJapCTBEHHBI PEECTp JIEKapCTBEHHBIX
CPEJICTB JUIS BETEPHHAPHOIO IPUMEHEHHS” (Jaiee — PEECTp);

2) JAepxaTeib WM BIAJENEll  PETHMCTPALMIOHHOTO  YAOCTOBEPEHHA
JIEKapPCTBEHHOrO IperapaTa WM YIIOJHOMOYEHHOC WM JPYToe HOpUAMYECKOE

! Yacte 1 cratbu 17 demepanbHoro 3akona or 12 anpens 2010 r. Ne 61-@3 «O6 obpamieHuy neKapCTBEHHBIX
cpencTey (nanee - MexepanbHblii 3akoH Ne 61-03) (Cobpanue 3akonoaatenscTsa Poccuniickoit ®epepaunn, 2010,
Ne 16, cT. 1815; 2020, Ne 52, ct. 8590).

2 Cratba 33 ®enepanbroro 3akona Ne 61-@3.




JMLO° — IPH IMOATBEPIKACHHM TOCYAApCTBEHHOM PETMCTPAlUM JIEKAPCTBEHHOTO
npemapara,  BHECEHMM  M3MEHEHWH B JOKYMCHTBL,  COJEpxKamuecs
B PEIMCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIM JIEKApCTBEHHBIA Mpenapar,
BHECEHHH MW3MCHEHHM B JOKYMEHTH Ha (JapManeBTHYECKYI0 CYOCTaHIHIO,
NPOM3BEACHHYIO JUIS pealM3allMd M BKIIOYEHHYIO B PEecTp, OTMEHE
TOCYApPCTBEHHOM PErMCTPALMH JICKAPCTBEHHOTO IIpenapara, Bbljade AyOinKara
PETUCTPALMOHHOIO YAOCTOBEPEHHS JIEKapCTBEHHOTO Npenapara (Aajiee COBMECTHO
— 3asBUTEIIB).

IIpy NpemoCTaBIeHAN TOCYIapCTBEHHON yCIYTH OT HMEHH 3asBUTEIICH MOTYT
BBICTYIIATh WX IPEIACTABUTENM, HMEIOIIME IPaBO JAEWCTBOBAaTH OT HMMEHH
IOPUANYECKOTO Jua 0e3 JOBEPEHHOCTH, WM WHBIC JIMLA, YIIOJIHOMOYCHHBIC
IeicTBOBaTh OT HMEHM  IOPHIMYECKOr0 Jula B COOTBETCTBUM €
3aKOHOJATeIsCTBOM Poccuiickoil Pexepanuu.

TpeboBanus K NOPAAKY HHPOPMHPOBAHHS O NPeJOCTaBICHHHI
rocyAapcTBeHHOH yCIAyIrd

3. HudopMmupoBaHue 10 BOIPOCaM IPEAOCTABIECHUS TOCYAapPCTBEHHOM
ycnyrd, ampece, rpaduke paGoOTBI, CIIPaBOYHBIX — Tele(poHaX, —aapecax
OpUIMANLHEIX ~ CafiTOB M JIEKTPOHHOM  MouThl  Poccensxo3Hajsopa
OCYLLECTBIIAETCS:

1) Ha oduumansHoM caiiTe PoccenpxosHanzopa (€ro TEPPUTOPUANBHBIX
OpraHoB) B HH(OPMAIMOHHO-TEICKOMMYHHKAIMOHHOH ceTH «UHTepHEeT (Hanee —
Caiir);

2) B (emepanbHOM rocynapcTBeHHOH HHGOPMAIMOHHOH cucTeMe «EnnHbId
IOpTal TOCYAAPCTBEHHBIX M MYyHHUIMIAIBHBIX YCIyT (byHkumi)» (mamee -
Enunsiit nopran);

3) B (eaepanpHOl  rOCYJapCTBEHHOM  HMHQPOPMALMOHHOH  CHCTEME
«DeaepaibHBId  peecTp TOCYNAPCTBEHHBIX  YCIIYT (pynxuuin)» (mamee —
DenmepalibHBIA peecTp);

4) na uHQOpDMALMOHHBIX CTEHJAX B  MECTax  MPEIOCTaBIICHUSA
roCyIapCTBEHHOH YCIyTH;

5) mo HoMepaM TeaePOHOB AJIA CIIPABOK;

6) MHCBMEHHO IIOYTOBBLIM OTIIPABICHHEM JHOO 3JIEKTPOHHBIM COOOLICHHEM
10 aapecy, YKa3aHHOMY 3asBUTEIIEM.

[Ipu uHdopMUPOBaHUH IO TENE(OHY YIIOMHOMOYEHHBIC JOJDKHOCTHBIC JIHMIA
OTBETCTBEHHOIO CTPYKTYPHOIO MoOApasieneHus PoccenbXo3Haa3opa OO0s3aHbl,
B COOTBETCTBUM  C  IIOCTYMTMBIIMM  3as{BIEHHEM O  IPEIOCTaBICHHU

3Yacts 3 crathu 29 deaepanshoro 3axona Ne 61-03.

4 TTonoxenye o (efepanbHON rocyaapcTBeHHOH HHQOPMALMOHHOH cucTeMe «ENMHBINA MOPTAl roCyAapCTBEHHBIX
¥ MyHHIMIATBHBIX Yoyr (GyHKuuil)», yTBepxacHHOe noctaHosneHueM Ilpasurenscrsa Poccuiickoit denepauun
ot 24 oxtabps 2011 r. Ne 861 (mamee — IlocranoBnenue Ne 861) (Cobpanue 3axoHomarensctsa Poccuiickoi
Menepauny, 2011, Ne 44, ct. 6274; 2021, Ne 15, cT. 2589).

S TIlonoxeHne o demepadbHON TroCyAapcTBEHHOH HHGbOpManMOHHOH cucTeme «DeepanbHblii  peecTp
FOCYAApPCTBEHHBIX M MyHHUMOATBHBIX youyr (GyHKumi)», yreepxaentoe [Tocranosnennem Ne 861.




rOCyJapCTBEHHOM YCIyrd, MPeJOCTaBUTh 3afBUTENI0 MH(GOPMAaUMIO O XOIe
PAacCMOTPEHUS 3asBJICHUA U O pE3yJIbTaTaX PACCMOTPEHUS 3asBIICHUS.

4. Ha Caiire, nHpOpMaMOHHBIX CTEHAAX, HA ENMHOM mopTanie pa3MeInacTcs
ciaeayromas HHpopMaLus:

1) mopsmoxk rnomydeHHs HHOOpPMAaUMU 3agBMTEISIMH IO BOIPOCAM
IpEeIOCTAaBICHU TOCYAaPCTBEHHON YCIYTH;

2) mepeyeHb HOPMATHBHBIX IPaBOBBIX axkToB Poccuiickon ®exnepanuy,
periaMEeHTHPYIOLINX HPENOCTaBIEHHIE FOCYJAPCTBEHHOM YCIYTH;

3) Tekct Pernamenra;

4) ¢opMsl 3asBIEHMH M HHBIX JOKYMEHTOB, MCHOJNB3YEMBIX IIpU
NPEIOCTABIICHUH YCIIYTH.

Ha Caiite, sva EauHOM mnopTaje Takke pasMEIIaloTCs CBCACHHSA O XOAC
IPEIOCTABICHHU FOCYAaPCTBEHHOM YCIIYTH.

5. HWudopmupoBanue 3asfBUTENd IO  BOIPOCaM  MPENOCTaBICHUS
TOCYJapCTBEHHOH yCiIyru, aapece, rpaduxe paboTHl, CNPaBOYHBIX TeneoHax,
afgpecax OQHUMATIBHBIX CallTOB M 3JJIEKTPOHHOM MOYTH PoccenbXxo3Haa3opa,
OCyILIeCTBIseTCS Ha 6€3B03ME3IHON OCHOBE.

6. He pmomyckaercs OTKa3 B IIPHEME 3ampoca M HHBIX JOKYMEHTOB,
HEOOXOQUMBIX [UIS IIPEIOCTABICHUS TOCYAAPCTBEHHOM YCIIYTH, a TaKXkKe OTKa3
B IPENOCTABIICHMHA TIOCYJapCTBEHHOM yclIyru B Cioydae, €CIM  3ampoc
M JOKYMEHTHI, HEOOXOAMMBIE [UIS INpPEJOCTAaBICHUS IOCYJapCTBEHHOHM YCIYTH,
MIOJAaHbl B COOTBETCTBUHU C MH(OpMAIMEH O CpOKax M MOPSIAKE MPCIOCTaBICHUA
rOCYAapCTBEHHOM YCIIyTH, OITy0IMKOBaHHOM Ha EquHOM moprae.

7. Jocryn K uHpOpMalMH O CpPOKax M MOPSIKE IPEAOCTaBICHHA
rOCyJAapCTBEHHOM YCIyrH OCYLIECTBIAETCS 0€3 BBINONHEHUs 3asBHTEICM KaKHX-
60 TpeOoBaHHmii, B TOM uncie 6e3 UCIOIb30BaHMs MPOrPaMMHOI0 ObecreyeHus,
YCTAHOBKA KOTOPOrO Ha TEXHHYECKHE CPEJCTBA 3asBMTENA TPEOYeT 3aKiIIOuCHHS
JMLEH3UOHHOTO WM HMHOIO COIVIAINCHHUS C IpaBooOiIagaTeseM MPOrpaMMHOIO
obecrieueHys, NPEIyCMAaTPUBAIOUIETO B3HMAHHME IUIATHEL, PETUCTPALMIO MK
ABTOPU3ALINIO 3asBUTEINS, WU [IPEAOCTABICHUE UM [IEPCOHABHBIX JAHHBIX.

8. IonyueHne MHGOPMAIIMH [10 BOIPOCAM IIPEXOCTABIEHH TOCYAaPCTBEHHOH
YCIYTH 4epe3 MHOTO(QYHKIHOHAIBHBIH IIEHTP MPEXOCTaBICHUS TOCYAAPCTBEHHbIX
Y MYHHUIMITATBHBIX YCIIYT HE IPEXYCMOTPEHO.

II. CranaapT npexocTaBjieHus TOCyAaPCTBEHHOM yCayru
HaumeHOBaHME rOCYIaPCTBEHHOM YCIIYyTH

9. TocymapcTBeHHass yciayra IO TOCYyJapCTBEHHOH  peTHCTpaliu
JIEKAPCTBEHHBIX MPENapaToB Ul BETEPHHAPHOIO IPUMEHEHHU.

HanMeHOBaHHE OPraHa, MPeI0CTABIAIONIEr0 FOCYyaPCTBEHHYIO YCIyTy

10. T'ocynapcTBeHHas yCiryra NpefocTaBiIsaeTcs PoccebX03Haa30poM.
B nOpefocTaBlIeHHMM TOCYJapCTBEHHOH YCIYTH Yyd4acTBYeT (eaepaibHoe
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rOCyJapCTBEHHOE OIOMKETHOE YUYPEXKIECHHE, CO3OaHHOE JUId 00ecrIeyeHus
HCIIOJIHEHNS [TOJTHOMOYMH Poccenbxo3Haq30pa Mo rocy1apCTBEHHON PEruCTpalyy
JNIEKapCTBEHHBIX MIPENAPaTOB JJIs BETEPHHAPHOTO IIPUMEHEHH (nanee — ®I'BY)C.

11. 3ampemaercs TpeboBaTh OT 3asBUTENA OCYLIECTBICHUS ACHCTBUMI, B TOM
qUCIIE COTNACOBAHMM, HEOOXOMUMBIX UIS IOJNYyYEHHs] TOCYHAAPCTBEHHOM YCIYTH
M CBA3aHHBIX ¢ OOpaIleHHEM B MHBIE TOCYAapCTBEHHBIE OpPTraHbl M OPraHHU3aIUH,
3a HCKJIIOUYEHHEM ITOJyYEHHUs YCIYyT, BKIIOYEHHBIX B IIEPEYEHB YCIYT, KOTOpbIE
ABIAIOTCS  HEOOXOMUMBIMM M 00A3aTE€NbHBIMH I NIPEAOCTaBICHHS
(enepanbHBIMM  OpraHaMH — HCIIONHMTENbHOM  Bimact, ['ocymapCTBeHHOH
KOpIopanpei 1o arOMHOH dHepruu «Pocarom» TroCynapCTBEHHBIX —YCIIyr
¥ [IPEJOCTAaBIAIOTCA  OPraHM3alMsAMM, YYacTBYIOUIMMH B  IMPEAOCTaBICHUU
rOCyIapCTBEHHBIX YCIYr, WM ONpPEACICHUH pa3Mepa IUIaThl 3a HX OKasaHHE,
YTBEPKICHHEIA nocTaHoBineHueM IlpaButenscrBa Poccuiickoin @enepaunn OT 6
mast 2011 r. Ne 3527 (manee — Ilepedens ycimyr).

Onucanne pe3yjbTaTa NpeIoCTABICHUS roCy 1apCTBEHHOM YCIYTH

12. Pe3ynpraToM NpeoCTaBICHUS FOCYAapCTBEHHON YCIIYTH SBIISCTCS:

1) BBIIaYa PErUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara co
CPOKOM JEHCTBHS 5 JIeT® M COINIACOBAHHBIX JOKYMEHTOB (HOPMATUBHOIO
JAOKYMEHTAa, HHCTPYKIIMH 110 MPHMEHEHHIO JIEKAPCTBEHHOI'O Iperapara, MaKkeToB
MepBUYHON YINAKOBKM M BTOPUYHOM (IIOTPEOHMTENBCKOH) YIaKoBKH), JHOO
yBEIOMIICHHS 00 OTKa3e B TOCYJapCTBEHHOM PETHCTPALUK JICKapCTBEHHOIO
Iperapara — Ha BIIEPBBIE PETHCTPUPYEMBII JIEKapCTBEHHbIH [Iperapar’;

2) BhIJa4a YBEIOMIIEHHs O BKIIOYEHHWH (apMalleBTHYECKOH CyOCTaHLNH,
IPOU3BENEHHOM Ui pean3aliy, B peecTp JHOO YBEAOMIEHHSA 00 OTKase BO
BKJIIOYEHHH (hapMaIeBTHYECKOH CyOCTaHLMHM, IPOM3BEACHHON I pealli3aluy, B
peectp,

3) BHECCHHE M3MEHEHHH B JOKYMEHTBI, COACPIKAIIMECS B PETHCTPAIIHOHHOM
JIOChE Ha  3apErHCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  IIpemapar, M Bblhada
COINIACOBAHHAIX JOKYMEHTOB JIOO BblJaya yBeIOMJICHHSA 00 OTKa3e BO BHECCHHH
M3MEHEHHMH B JOKYMEHTBI, COIEpXAaIUecsi B DPETHCTPALIMOHHOM JOChe Ha
3apErHCTPHPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar, — HOPMATMBHOIO JIOKYMEHTA,
MHCTPYKLMH II0 IPMMEHEHHIO JICKApCTBEHHOTO IpenapaTa, MaKETOB MEPBUYHOM
YIIAKOBKM M BTOPHYHOI (IIOTPEOHTENBCKOMN) YIIAKOBKH';

4) BHeCEHHE U3MECHEHMI B IOKYMEHTHI, COAEPKAIIUECH B PETHCTPALIMOHHOM
JI0che Ha (PapMaleBTHYECKYI0 CyOCTAaHLUIO, NPOM3BEACHHYIO I peaan3aliy

6 Mynkt 3 [IpaBmi NpoBefeHMs SKCHEPTH3b! JIEKAPCTBEHHBIX CPEICTB IS BETEPHHAPHOTO MPUMEHEHUS U HOPMBL
3aK/TIOUEHHs KOMMCCHH SKCIIEPTOB, yTBEPXKAEHHBIX IpuKkasoM MuHcenpxoza Poccuu oT 5 mrons 2012 r. Ne 311
(3apeructpupoBan MuntoctoM Poccun 20 mronst 2012 1., perucTpanuoHHeid Ne 24963), ¢ u3MeHCHMAMM,
BHECEHHBIMH NPUKa30M Muncensxo3a Poccuu ot 5 monst 2020 r. Ne 309 (3apeructpuposan MunioctoM Poccuu 14
miona 2020 r., peructpaumoHHeii Ne 58934) (namee — IlpaBuma mpoBeleHMsA IKCHepTussl, mpukas Ne 311
COOTBETCTBCHHO).

7 Cobpanue 3akoHozarenscTBa Poccmiickoit epepammm, 2011, Ne 20, cr. 2829; 2015, Ne 50, cr. 7189;
OduunansHbIi HHTEPHET-IIOPTAN PaBoBoi MHbopMaLmH http://pravo.gov.ru, 23.07.2021.

8 acts 1 crateu 28 ®epepanpHoro 3axoHa Ne 61-03.

® Ilynkr 3 yactu 1 ®enepansuoro 3akoHa Ne 61-@3.



¥ BKJIIOUEHHYIO B peecTp, GO Bbla4a yBEAOMIEHHA 00 OTKase BO BHECEHHU
M3MEHEHHHA B JOKYMEHTHI, COACPXKAIIMECS B PETHCTPAlMOHHOM JOCBE Ha
apmaneBTHYECKYI0 ~ CyOCTaHLMIO,  NMPOU3BEACHHYIO  JUI1  pealu3aluu
{1 BKJIIOUEHHYIO B PEECTD;

5) BeIgauya GECCPOYHOr0 PETHCTPALMOHHOIO YAOCTOBEPEHHS JICKaPCTBEHHOIO
mpenapaTa 1u60 yBeJOMIICHHS 00 OTKase B IOATBEPMICHUH TOCYIAapCTBEHHOM
PETHCTpallid  JIEKapCTBEHHOTO  IIpemapara  —  NpH  HOATBEPKIACHHUH
rOCYIapCTBEHHON pErMCTPalMy JIEKapCTBEHHOTO Ipernapara,

6) Bblmauya (HAIpaBeHHE) YBCAOMIECHHA 00 OTMEHE TI'OCYNAapCTBEHHOH
PETHCTPAIMH JIEKAPCTBEHHOIO Ipemapara, o0 HCKIIOYEHHH (apMaleBTHICCKOH
cyOCTaHLI|M, TPOU3BEICHHON UL peaM3alluy, U3 TOCYIapCTBEHHOIO PEECTPa,

7) mpemocTaBieHHME — IyOiIMKaTa  PETMCTPALMOHHOTO  YAOCTOBEPCHUSA
JIeKapCTBEHHOT'O IIpenapara.

Cpok npeaocTaBjieHusl rocyJapCTBEHHOI yCIyTH, B TOM YHC/Ie C yIeTOM
HEe0OXO0AMMOCTH 00palleHusi B OPraHU3alnmM, y4acTBYIOLHe
B NPEI0CTABICHHH IOCYAaPCTBEHHOM YCJIyTrd, CPOK NPHOCTAHOBJICHHSI
NPeI0CTaBJIEHUsI FOCYIAPCTBEHHOM YCIYrH B CiIy4ae, eCI BO3MOXKHOCTD
IPHOCTAHOBJICHHS NIPEYCMOTPEeHa 3aKOHOJaTe/IbcTBOM Poccniickoi
denepannu, CPOK BbIIa4H (HANPABJIEHHNA) T0KYMEHTOB, ABIAIOIIMXCH
Pe3yaLTATOM IPENOCTABICHHS FOCYyIapCTBEHHOM yCayrH

13. Cpox IpemoCTaBleHUs TOCYJApPCTBEHHOM YCIyrH M BblIa4u
(qampaBiieHHs) JOKYMEHTOB, SBIAIOIIMXCA  PE3YJIBTATOM  IPEIOCTABICHUSA
rOCyJapCTBEHHOH YCIIyTH:

1) npuHsTHe pelieHHs O TOCYAApCTBEHHOW PErHCTPalMy JIEKapCTBEHHOIO
npenapara — He Oomee 160 paboumx HHEH €O JHA  PETMCTPALMH
PoccenpXo3HaA30pOM  3asBICHMs O  TOCYJAapCTBEHHOW  PErUCTpalMH
JICKAPCTBEHHOTO NIPENapaTa 1 AOKYMEHTOB, IIPENyCMOTPEHHBIX ITyHKkTamu 17 1 18
Pernamenra,;

2) NpHHATHE pENIEHHs O BKIIOYCHHH (apMaleBTUYECKOH CyOcTaHIuy,
TIPOU3BENEHHON Ul pealu3aliy, B peecTp — He Oonee 75 pabounx AHCH CO JHSA
PETHCTpallM¥l  3asBJCHHs O BKIIOYEHHH (apMalECBTHYECKOH CyOCTaHIMH,
MPOM3BEACHHOM [UIsl pealn3allid, B PEECTp M HOKYMEHTOB, MPEIyCMOTPCHHBIX
nyHKTOM 21 Pernamenra,

3) NpUHATHE PELICHHS O BHECEHHU M3MEHCHHH B JOKYMEHTBI, COACPKAILIECH
B PETMCTPALIOHHOM JOCBE, B CIy4a€ HEOOXOAUMOCTH MPOBENCHMA 3KCIICPTH3bI
JNIEKapCTBEHHOrO cpeicTBa — He Gonee 90 paboumx AHE# €O OHA PEruCTpaluu
PoccenbX03Hai30pOM 3asABJICHUA O BHECCHHH TaKMX HM3MEHEHHI M JOKYMEHTOB,
IIPEIyCMOTPEHHBIX ITYHKTOM 22 PeriiaMeHTa,

4) npUHATHE PEUICHHS O BHECEHNH U3MEHEHUH B IOKYMEHTBI, COACPIKAIIMECS
B PETHCTPALIHOHHOM [OChE, 0€3 TPOBENEHUA OIKCIEPTHU3B JICKAPCTBEHHOIO
cpeacTsa — He Gonee 30 pabouux JHEH CO JHA PErUCTpaliK PoccenbXxo3HaA30poM
3asBJICHUS] O BHECEHMH TAaKMX H3MEHEHHH M JOKYMEHTOB, IPEIyCMOTPEHHBIX
IIYHKTOM 22 Periamenra,




5) mpUHSATHE PEICHUS O BHECEHHH H3MEHEHHH B JIOKYMCHTBI, COEPKALIHECH
B PETHCTPAILIMOHHOM I0Che Ha (HapMaleBTHYECKYIO CYyOCTaHIMIO, IPOU3BEACHHYIO
JUIS peann3ali U BKIIOYEHHYIO B PEECTp, B ClIy4ae HEOOXOAUMOCTH MPOBEACHNUS
skcneptu3sl — He Oomee 90 paboumx JOHEH C€O  JAHA  pErUCTpaLluH
Poccenbx03Haq30poM 3asiBIEHHS O BHECEHHMH TAKMX M3MEHEHUM M JTOKYMCHTOB,
IPEIyCMOTPEHHBIX IIYHKTOM 23 PernaMenra,

6) mpUHATHE PEIICHHUS O BHECEHHH U3MEHEHMH B IOKYMCHTBI, COIEpKAIIUCCA
B PETHCTPALIMOHHOM JOChe Ha (hapMalleBTUYECKYIO CyOCTaHILIMIO, IIPOU3BEACHHYIO
JJIs pealM3alldd M BKIIOYEHHYIO B PEecTp, 0€3 IPOBEACHMS IKCIEPTH3BI — HE
oonee 30 pabourx gHEH co nHA perncrpauu Poccenbxo3Hag3opoM 3asBIEHHA O
BHECEHUM TAKUX H3MEHEHMH M JOKyMEHTOB, IPEIyCMOTPEHHBIX IYHKTOM 23
Pernamenra,

7) npHUHATHE pEelIeHHs O IOATBEPXKACHHHM TOCYAapCTBECHHOH pPErHCTPaIMy
JIEKApPCTBEHHOrO Ipernapara — He Oojnee 60 pabounx HHEH CO JHS pErHCTpalMH
Poccenpx03Haa30poM 3asBJICHUS 0 TTOATBEPKIACHUU roCyIapCTBEHHOHN
pETUCTpALiK JICKAPCTBEHHOTO IIperapara M JOKYMEHTOB, MpPEXyCMOTPEHHBIX
IIYHKTOM 24 PernaMeHra,

8) mnpuHATHE pelicHUs 00 OTMEHE TIOCYAapCTBEHHOW PErHCTpanuy
NIEKApCTBEHHOTO Mperapara — B CPOK, He IpeBblmaronui 30 pabo4ux aHew co aHs
perucTpamd  POCCENbX03HAA30pOM 3asBICHHS 00 OTMEHE IOCYHapCTBEHHOH
PErHCTpaLiK JIEKapCTBEHHOIO IIpenapara,

9) mnpemoctaBiieHHE OyOiIMKaTa  PETUCTPALMOHHOTO  YAOCTOBEPEHHS
NIEKApCTBEHHOTO Npernapara - B CPOK, He npeBblmaroimui 10 pabounx aHew co qHs
perucTpamuu  POCCenpX03HaA30poM  3afBICHHS O Beade  Jaybimkara
PETUCTPALlMOHHOrO YAOCTOBEPEHHU JIEKAPCTBEHHOI'O MPernapaTa.

14. B cpok mpemocTaBiIeHHs TOCyJapCTBEHHOM YCIYTH HE BKIIIOYACTCA:

1) cpox mna npemocrasieHus 3asBureneMm B DIBY  obpasuos
JIEKapCTBEHHOIO  [perapara,  BXOIAUIMX B €ro  cocraB  00pasLoB
(papMaeBTUYECKUX CYOCTAaHLMM, TECT-IUTAMMBI MHKPOOPTaHH3MOB, KyJIbTYPBI
KJIETOK, O0OpasloB BEIIECTB, INPHMEHAEMBIX JAJIA  KOHTPOJI  KauecTBa
JNIEKAPCTBEHHOTO CPEJCTBA, @ TAKXKE CPOK JULS IIHCBMEHHOTO yBEAOMIEHHS 06 3TOM
Poccenpxosnanzopa'’;

2) BpeMs CO MOHA HaIpaBIEHMSA 3alpoca 3asgBUTEIO O MPEACTaBICHUH
HeoOXoAMMBIX ~ MarepuasioB 1o 3ampocy PI'BY B Poccenbxosnansop
O IPEIOCTaBJICHUN HEOOXOAMMBIX  JONOJHHUTENBHBIX  MaTrepHajoB, ClIy4ae
HEJOCTATOYHOCTH MPEJCTABICHHBIX 3KCIIEPTY MaTEPUANIOB Ul Ja4YH 3aKIII0YCHU,
mo nHa nonydenus GI'BY orBera Ha 3ampoc C IPEJOCTABICHAEM HEOOXOIMMBIX
JOIOJHHUTEIBHEIX ~ MATEPUAJIOB WIM  YBEAOMIECHHS O  HEIPEACTABICHUU
HEOOXOAUMBIX JOIOIHUTEIBHEIX MaTepuaion! !,

15. Cpoku, ykazaHHBIE B IIOMIMyHKTax 1 — 7 myHkra 13 Permamenrta, Moryt
6BITh IIPHOCTAHOBJIEHEI'? HA CPOK He mpeBbimaromuid 90 paGodnx AHEH co ans
MOJTydeHus. 3asBUTENIEM OO JHS NOCTyIUIEHHs B POCCENBX03HAA30p OTBETa Ha

0 Yacte 4 cTaten 24 ®esepansHoro 3axona Ne 61-03.
""'Yacrs 4.1 craten 16 GenepanpHoro 3akoHa Ne 61-D3.
12 Cratsn 16, 19, 29, 31, 34 ®epepansHoro 3akoHa Ne 61-3.




3arpoc POCC&TIBXOSH&IISOP&.

HopMmaTHBHBIE IPABOBbIE AKTHI, PETyJIHPYIOIIHNE NPEA0CTABICHHE
rocyAapCcTBeHHOM yCayru

16. IlepeueHs HOPMATMBHBIX IIPAaBOBBIX  AKTOB,  PETYJIMPYOMIMX
NpeAOCTaBICHHE rOCYAapCTBEHHOM ycimyTH, pa3melleH Ha Caiire, B ®enepaibHOM
peectpe ¥ Ha EquHoM noprane.

Poccenpxo3Ham3op obecnieuuBaeT pasMEIEHHE M aKTyalld3aldio IepPeYHs
HOPMaTHBHBIX IIPaBOBBIX aKTOB, PETYIHUPYIOIHUX [IPEeJOCTABIICHUE
rocygapcTBeHHO# ycmyru, Ha Caiite, a TaKxe B COOTBETCTBYIOIIEM pa3eie
DenepanbHOro peecrpa.

M cuepnbiBalolMii nepeyeHb JOKYMEHTOB, HE00X0AUMBIX B
COOTBETCTBHH C HOPMATHBHBIMY NPABOBLIMH AKTAMH JJIsl NPEXOCTABJICHMS
roCyJapCTBEHHOIl YCJIYTd U YCJIyT, KOTOPbIE SIBJIAIOTCSH HEO0X0OHMBIMHU U
00513aTeJILHBIMH /151 IPEAOCTABJIEHHS FOCY apPCTBEHHOM YCIyIH,
NOMJIEKAIMX MPEACTABJIEHHIO 3aiBHTEJIEM, CIIOCO0BI UX NOJTYYeHHsA
3asiBUTEJIEM, B TOM YHCJIEe B 3JIEKTPOHHOMH (popme, MOPANOK UX
nmpeacTaABJIEHHSA

17. Jlns rocymapCTBEHHOH perucTpallMy JIEKapCTBEHHOrO Ipernapara
3agBUTEN, NPEACTABISACT 3asBICHME O TOCYNApCTBEHHOW  PErHCTpaluu
JICKapCTBEHHOTO Mpemnapara mo (opMe, NMpeaycMOTPEHHOH mnpmioxeHneM Nel
K Pernmamenry, a Takke JOKYMEHTHI, U3 KOTOPHIX (JOPMHPYETCS PErMCTPALIHOHHOE
JI0ChE Ha JIEKApCTBEHHBIN MpenapaT COIiacHO MyHKTy 18 PernamenTa.

18. PerucTpamuoHHOE AOChE Ha JIEKAapCTBEHHBIH IIpemapar (QopMupyeTcs
H3 CJIENyIOMHUX JOKYMEHTOB U CBEAEHMIA':

1) xonuu:

a) JOKYMEHTa, BBIJJAHHOIO  YIIOJJHOMOYEHHBIM  OpPraHOM  CTPaHBI
IPOU3BOAUTEINS [UIsl KaXJIOW MPOHM3BOACTBEHHOM IUIOLIAJKH PErUCTPUPYEMOro
JIEKapCTBEHHOTO Ipernapara U MOATBEPMKIAIOIIEI0 COOTBETCTBUE MPOU3BOJUTEINS
JIEKapCTBEHHOT'O pernapara TpeOOBaHUAM HpaBUII HaJJIeKaIlen
IIPOM3BOJCTBEHHO} MPAKTUKK'Y, €CIM MPOM3BOACTBO JICKAPCTBEHHOTO IIperapara
ocyIecTBIAETCS 3a npeaenamu Poccuiickoil Genepanny;

0) [OKyMEHTa, BBIJAHHOTO  YNOJIHOMOYEHHBEIM  OPraHOM  CTPAHEI
npom3BoguTeNs  (apMaleBTHYECKOH  CyOCTaHMM W IOATBEPXKIAIOIIETO
COOTBETCTBHE IPOM3BOIAUTENS (PapMalleBTUYECKOH CyOCTaHIMH, BXOAAIICH B

B3Yacte 3 crateu 17 enepansHoro 3akoHa Ne 61-D3.

14 Pemenne CoseTa EBpasuiickoii 5xoHOMHuECKO# KoMuccHu oT 3 Hoa6ps 2016 r. Ne 77 «O6 ytsepskaenuu [Ipasun
HaJIeKaIel MPOM3BOACTBEHHON NpakTuki EBpasuiickoro SKOHOMHYECKOTO COK03a» (ABJAOMIEEcs] 06sA3aTeNbHbIM
anst Poccuiickoit ®enepauuu B cooTseTcTBHM ¢ JJoroBopoM o EBpasuiickoM 5KOHOMHIECKOM cOro3e oT 29 mas 2014
r., paTuduuupoBanusiM DenepanbHbM 3aKoHOM OT 3 okTAGpa 2014 r. Ne 279-®3 «O paruduxanuu Jlorosopa o
EBpa3suiickoM 3KOHOMHYECKOM cofo3e» (aanee — [IpaBmia Hajulexkaleif npousBoncTBeHHoi npaktuxu) (Cobpanne
3aKoHojaTenscTBa Poccmiickoit ®epepaunn, 2014, Ne 40, cr. 5310) (Oduumaneneii cait Espasuiickoro
3KOHOMMYECKOTO COr03a http://www.eaeunion.org/, 21.11.2016).




COCTaB PETUCTPUPYEMOrO JIEKAPCTBEHHOIO IIpenapara, TpeOOBaHMSAM IIPaBHII
HaUIeXalleld IPOU3BOACTBEHHON MpPaKTHUKM, B CIy4ae, €CIM IIPOHM3BOACTBO
(apMarieBTHUECKOH CyOCTaHIMM OCYINECTBISETCA 3a IpeaenaMd Poccuickon
Oenepauny;

2) mpoeKTa HOPMATHBHOTO JOKYMEHTa Ha JICKApCTBEHHBI IPENapar;

3) IOKYMEHTA, COZIEpKAILIETO CIIEAYIOILYIO MH(POPMALUIO
0 apMaileBTHUECKOH CyOCTaHIMM WK  (apMalEeBTUUECKUX CyOCTaHLUAX,
BXOMSIIKMX B COCTaB JICKAPCTBEHHOTO IIpenapara.

a) HayMeHOBaHHe (apMaleBTHYECKOH CyOCTaHLMH, €€ CTPyKTypa, obue
cBoiicTa (IpH  TIOCYHApCTBEHHOH  PErHCTpalii  MMMYHOOHOJIOTMYECKHX
JIEKapCTBEHHBIX IMPENapaToB A BETEPHHAPHOrO IPUMEHCHMS MPEACTaBIISIOTCS
CBENEHHMsA O INTaMMe, BKIOYasd €ro HauMEHOBaHUE, HMH(MOpPMALHUIO
0 IPOMCXOXKAEHUHU, ETO CBOMCTBAX, XapaKTEPHCTUKAX U MECTE JIETIOHHPOBAHMS);

0) HauMEHOBAaHME U apec POU3BOLUTEIL,

B) TEXHOJIOTHS IIPOM3BOACTBA C ONMCAHUEM CTaAMi IIPOH3BOJCTBA U METOMIOB
KOHTPOJIS Ha BCEX CTaJMAX IPOU3BOJICTBA; |

r) uadopmanus O mnpumecsx (HE MPEACTaBIAETCSA IPU TOCYAAapCTBEHHOM
PErHCTpali ~ MMMYHOOHOJIOTMYECKHX  JIEKAPCTBEHHBIX  IIPENaparoB [
BETEPHHAPHOTO MIPUMECHEHU);

1) cnenuduKanys Ha (apMaleBTHIECKYI0 CyOCTaHLUIO (HE NPEICTaBIACTCS
Ip¥ TOCYIAPCTBEHHOW PpErHCTpalii HMMYHOOHMOJIOTHYECKHMX JIEKAPCTBEHHBIX
IIpernaparoB U1 BETEPUHAPHOTO IPHUMEHEHH);

€) ONKUCAHHUEe METOTUK KOHTPOJIS Ka4YeCTBa,

K) pe3yibTaThl aHanmu3a cepuil QapmaneBTHyeckodl cyOcTaHumMu (HE
IPEACTABISIOTCS IPH TOCYIApCTBEHHOH pETHCTpallMd HMMYHOOMOJIOTHYECKHX
JIEKApCTBEHHBIX IPEapaToB I BETEPMHAPHOTO NMPUMEHEHHUA),

3) nepevyeHb CTAaHTAPTHBIX OOpasLOB HIIM BELIECTB, MCIIOJB3YEMBIX IIPH
OCYIIECTBJIEHUH KOHTPOJIS Ka4eCTBa,

M) OIMCAaHHE XapaKTePUCTHK W CBOICTB YNAaKOBOYHBIX MAaTepUaioB
U YKYIIOPOYHBIX CPEJCTB;

K) JaHHblE O CTAaOWIBHOCTH (HE INPEACTaBIAIOTCA IPH TOCYJapCTBEHHOM
PETHCTPAllid  MMMYHOOHOJIOTMYECKMX  JIEKApPCTBEHHBIX  IIPEMapaToB UL
BCTEPHHAPHOTO PUMEHEHU);

JT) CPOK TOAHOCTH, YCIIOBUS XpPaHEHHUS.

4) orueta O pe3yabTaTax AOKIMHUYECKOrO HCCIECNOBAaHMSA JIEKAPCTBEHHOIO
CpEICTBa, BKIIOYAIOIINI ONMCAHNE METOJOB ONPEAEIECHH OCTATOUHBIX KOJTMYCCTB
JNEHCTBYIOIIET0  BellecTBa  (AEHCTBYIOILMX  BEHIECTB),  JOCTHUIAIOLIETO
(mocTHralmuUx)  CHCTEMHOTO  KPOBOTOKa, B  IPOLYKUMH  JKHBOTHOTO
IIPOUCXOXKICHUA TOCIIE IPUMEHEHHS TaKOTO JIEKAPCTBEHHOI'O CPEACTBA, & TaKXKe
JIOKYMEHTAJIbHOE MMOATBEPKICHHE (BaIHIALMA) YKa3aHHEIX METOIOB,

5) oTyeTa O pe3yNbTaTax KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO
npernapaTa y KaXAOTO BHAA JKUBOTHBIX, YKa3aHHBIX B MHCTPYKLMH IIO
NPUMEHEHHIO;

6) INpOeKTa HHCTPYKIHMU II0 NPHUMEHEHHUIO JIEKapCTBEHHOIO IIperapara,
coAeprKallel ClaeayroIue CBeACHUS:



a) HAaMMEHOBaHMWE  JICKAPCTBEHHOTO  IpemapaTa  (MEXIYHapOIHOE
HENATEHTOBAaHHOE, WM TIPYMIUPOBOYHOE, WIM XHMHYECKOE M  TOProOBOC
HaUMEHOBAHUS );

0) exkapcTBeHHas GopMa C YKa3aHHEM HaHMEHOBAHMM M KOJIHUYECTBEHHOIO
COCTaBa JCHCTBYIOIINX BEIIECTB U KayeCTBEHHOIO COCTaBa BCIIOMOTATCIBHBIX
BEILIECTB;

B) ONMCaHKE BHEIIHETO BUA JIEKapCTBEHHOIO IIpEIapara,

r) <¢apmakoTepaneBTH4YeCKas TIpyINa JEKapCTBEHHOIO IIperapara Wi
yKa3aHHe «rOMEOIaTHYECKUI JICKapCTBEHHBIN IIpenapar,

n)  dapmakomuHamuka M (apMakOKMHETHKa (3@  HCKIIOYECHHUCM
(bapMaKOKHHETHKH TOMEOIAaTHYECKUX JIEKapCTBEHHBIX IpenapaToB
¥ PaCTUTENIbHBIX JIEKapCTBEHHBIX IpenaparoB) WIH OIKCaHUe
HMMYHOOHOJIOTHYECKHX CBOICTB JIEKAPCTBEHHOTO TIpEnapara,

€) IMMoKa3aHus I IPUMEHEHUS,

’K) TIPOTUBOTIOKA3aHU AJIs IPUMEHEHNU,

3) MEpBI PETOCTOPOKHOCTH IIPU IPHMEHEHNH,

M) yKa3aHHe BO3MOJKHOCTH M OCOOCHHOCTEH NpPUMEHEHUA y O€pEMEHHBIX
’KMBOTHBIX, Y dKMBOTHBIX B IIEPUOJ JIAKTaLlMH, Y IOTOMCTBA )KHBOTHBIX,

K) pPEeXHM MJO3UPOBaHHA, CNOCO0 BBEACHHA M INPHMMCHEHHS, MpH
HEOOXOAMMOCTH BpeMsl IIpHeMa JISKapCTBEHHOTO IIpENapara, MpoJO/KUTEILHOCTD
J€YEHUS,

1) BO3MOXHBIC MOOOYHBIE JEHCTBHS, HEXEIATENbHBIE PEAKIUd IIpH
IIPUMEHEHUH JIEKAPCTBEHHOTO IIpenapara;

M) CHMIITOMBI IE€PEIO3MPOBKH, MEpbl IO OKAa3aHUIO IIOMOIUM IIPH
HepeI03UPOBKE;

H) B3aUMOJEHCTBHE C IPYIMMH JICKAPCTBCHHBIMH IIpenapaTtaMud U (W)
KOpMamy;

0) ¢opMBI BEIITYCKa JIEKAPCTBEHHOTO IIpenapara,

1) yKa3anue (IIpu HeoOXOJMMOCTH) 0COOEHHOCTEH AEHCTBHS JIEKAPCTBEHHOTO
Tpernapara Ipy IepBOM IIpHEME MU IIPH €10 OTMEHE;

p) omucanue (pH HEOOXOAUMOCTH) ACHCTBHI crHeLManucTa B 00nacTH
BETEpMHAPHH, BIIAAE/blda JKMBOTHOTO IIPM IIPOIYCKE TIpHEMa OJHOW WIIH
HECKOJIBKHX J03 JIEKapCTBEHHOIO IIperapara;

C) CPOK TOJHOCTH M YyKa3aHHE Ha 3allpeT [PHMEHEHHs JIEKapCTBEHHOI'O
[penapara 1o HCTeYEeHHH CpOKa FOAHOCTH;

T) YCIOBHSA XpaHECHUS,

y) yKazaHWe Ha HEOOXOAMMOCTb XpaHEHHUs JIEKApCTBEHHOIO IIpenapara
B MECTax, HEIOCTYIIHBIX U JETEH;

¢) ykazanue (Mpu HEOOXOOUMOCTH) CHELMANBHBIX MEP IPEAOCTOPOKHOCTH
P YHUYTOXXEHUH HEHCIIONb30BaHHBIX JIEKAPCTBEHHBIX [IPEIApaToB;

X) CpPOKM  BO3MOXHOTO  HCIONB30BaHMA  IPOAYKUUHM  JKHBOTHOTO
IIPOUCXO0XKICHUS ITOCTIE BBEACHHS )KUBOTHOMY JIEKAPCTBEHHOTO IIPEIapara;

11) YCIIOBHSA OTILYCKa,;

4) HAMMEHOBAHMUA WM aJpeca NMPOU3BOACTBEHHBIX IUIOIIANOK IPOM3BOIUTEIA
JIEKapCTBEHHOTO IIperapara;
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III) HAMMEHOBaHHE, aipeC OPraHU3aLMH, YIOTHOMOYEHHOM JepKaTeaeM UK
BJIAJICIIBIIEM PETUCTPALMOHHOTO YAOCTOBEPEHMs JIEKAPCTBEHHOIO IIpenapara Ha
IPUHSATHE [IPETEH3MI 0T NOTpeOUTENS;

7) NpPOEKTOB MAaKETOB IIEPBUYHON YNAaKOBKH M BTOPHYHOM YIAKOBKH
JIEKapCTBEHHOTO Mperapara sl BETCPUHAPHOIO NPUMEHEHUS,

8) clemyromumx CBEJEHUH O JIEKAPCTBEHHOM IIpEnapare:

a) ONHMCAaHHE M COCTAaB JIEKAPCTBEHHOIO IIpenapara Uil BETEPHHAPHOIO
IIPUMEHEHUS;

0) omucanue papmMaleBTHYECKON pa3paboTKH;

B) OIKCaHME Ipolecca MPOU3BOJCTBA ¥ €r0 KOHTPOJLS,

r) ONHCaHHWE KOHTPOJS  KPUTHUYECKMX CTaiMid  MNPOM3BOACTBA H
IPOMEXYTOYHOU MIPOAYKLIKY;

1) HAaMMEHOBaHHMsS M ajpeca paspaboTuMka, AepiKaTeld HIM Biajeibla
PETUCTPALIIOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO Ipernapara,
IIPOU3BOACTBEHHBIX IUIONMIAJOK NPOM3BOAUTEN JIEKAPCTBEHHOIO Ipenapara it
BETEPUHAPHOTO IPUMEHEHUS C YKa3aHMEM CTaJuil TEXHOJOTMYECKOro Ipoiecca,
OCYIIECTBIIEMBIX ~ HAa  IIPOM3BOJCTBEHHBIX  IUIOINAJKaX  IPOU3BOIAUTEIIS
JIEKApCTBEHHOTO NpETapara;

e) hapMareBTUYeCKas COBMECTUMOCTD;

) MHKPOOHOJIOTHYECKUE XaPAKTEPHUCTUKY;

3) MaTepHaAIbHBIN OaxaHC It IPOU3BOACTBA CEPHH I'OTOBOIO IIPOIYKTa,

¥) ONHCaHWE XapaKTEPUCTHK W CBOMCTB YIAaKOBOYHBIX MAaTE€pHaIOB
¥ YKYTIOPOYHBIX CPEICTB;

K) JOKYMEHTAIBHOE MOATBEPXKICHHE (BAIUIALKUSA) IPOLECCOB M (MIIM) HX
OLICHKA,;

1) TpebOBaHWsA K Ka4yeCTBY BCHOMOraTENbHBIX BEIIECTB (CepTHQHKAT,
crnenuQUKays Ha BCIOMOraTeIbHbIe BEIECTBA U UX 0OOCHOBAHHE);

M) aHAJIMTHYECKHE METOIUKH, UCIIOJIb3YEMbIE NP OCYIIECTBIEHUHN KOHTPOJIA
Ka4eCTBa BCIIOMOTaTE/IbHBIX BEIIECTB;

H) JOKYMEHTAJIbHOE MOATBEPKACHUE (BaIUOALMA) AHAIMTHYECKUX METOIUK,
HCIIOJB3YEMBIX TPH OCYIIECTBIEHHHM KOHTPOJII KadeCTBa BCIIOMOIaTENIbHBIX
BEILIECTB;

0) wuHbpopMammss 00  HCIOJNB30BAaHMM  BCIIOMOTATENIBHBIX  BEIICCTB
YEJIOBEYECCKOI0 U )KHBOTHOTO IPOUCXOXKACHUS;

p) TpeboBaHMs K KauecTBY JIEKapCTBEHHOrO IIpemapara (cepTH(uKar,
crnienuUKaNKs Ha JIEKAPCTBEHHBIH IpernapaT U uX 000CHOBaHHKE);

C) QaHAJTUTHYECKHUE METOJUKH, UCIIONb3yEMBIE IIPU OCYIIECTBICHNH KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOTO NIpenapaTra;

T) JOKYMEHTAJIBHOE MOATBEPKACHUE (BAIMAALMA) aHAIUTHYECKUX METOIUK,
UCIIONIB3YEMBIX TPH OCYIIECTBICHHM KOHTPOJS KadecTBa JIEKAPCTBEHHOTO
npernapara;

y) TOKYMEHT, [TOATBEP KAAIONINI KayeCTBO JIEKAPCTBEHHOIO Ipenapara Tpex
IPOMBINUIEHHBIX CepHii (IPOTOKON aHalM3a WK CepTUGHKAT aHalIu3a), OAHA
ceprisl KOTOPOro JIOJDKHA COBMAIaTe C cepueit obpaslia JIEKapCTBEHHOI'O
Ipenapara, oXaHHOTO Ha PErucTpaluIo;




¢) XxapakTepUCTHKa IPUMECEH;

X) MEPeYEeHb CTAHIAPTHHIX 00Pa3LlOB, UCIOIB3YEMBIX HPU OCYLIECTBIECHUU
KOHTPOJIS KaueCTBa JIEKAPCTBEHHOTO IIpeIiapara;

II) JaHHBIE O CTA0UIBHOCTH JIEKApPCTBEHHOIO Ipernapara.

9) KomuM JOKYMEHTa, COJEpXKallero HHGOpMAIMIO O HAIUYUU WM 00
OTCYTCTBHM (H)aKTOB PETUCTPAIMM JIEKAPCTBEHHOI'O IIperapara 3a IpeAcIamMu
Poccuiickon Penepanuy;

10) cormacus B THCbMEHHOM (QopMe, B cCIy4ae pErucrpauuu
BOCIIPOM3BEIEHHOT'O JIEKAPCTBEHHOTO IIPEnapara,

11) KoMK DOKYMEHTa Ha PYCCKOM $3BIKE, IOATBEPKAAIOIEIO IIOJHOMOYHE
IPEACTaBUTEINA 3asBUTEIIS HA IIOAayy 3asBJIEHHS O FOCYJapCTBEHHOM PErUCTpAlMU
JIEKApCTBEHHOTO Mpernapata JUlsl BETepUHAPHOTO IPYMEHEHU;

12) cBemeHWid O TOCYJApCTBEHHOH pETUCTPAllMM TI'€HHO-HHXEHEPHO-
MOAU(UIMPOBAHHBIX  OPTaHM3MOB, IIPEAHA3HAYEHHBIX JUIA  BBIOYCKa B
OKpYXawIlylo cpeay (Ipd TOCYNapCTBEHHOM pEruCTpalMu JIEKapCTBEHHBIX
IpErapaToB Il BETCPUHAPHOTO IPUMEHEHHSA, IOIYYEHHBIX C IPHMEHEHHMEM
reHHO-UH)XEHEPHO-MOAN(PULIHUPOBAHHBIX OpPraHM3MOB MM COIEPXKALIUX TaKHE
OpTraHU3MBI).

19. Ilpu npoBeAeHUH YCKOPEHHOM NpOLEAyphl SKCIEPTU3BLI JEKAPCTBEHHOTO
mpernapara Ui BETEPUHAPHOTO NPUMEHEHUS B LENSIX €ro rocyJapCTBEHHOH
pEeruCTpaliii BMECTO OT4YeTa pa3paboTdyrKa O pe3yiapTarax AOKIMHHYECKOIO
MICCIICIOBAHUS JIEKAPCTBEHHOT'O CPEACTBA ATl BETCPUHAPHOI'O IIPUMEHEHHUS MOXKET
OBITH IIPENCTABIIEH 0030p Hay4yHBIX pPabOT O pe3yinbTaTax MAOKIMHHYECKOTO
UCCIeNOBaHus peQEepeHTHOro JIEKapCTBEHHOIO IIpernapara, a BMECTO OTYETa
0 pe3ynbTaTax KJIMHUYECKOIO HCCICIOBAHMA JIEKApCTBEHHOIO IIPENnapara — OTYET
O pe3y/ibTaTaXx  MCCISHOBaHHI  OHMOIKBUBAJICHTHOCTH  BOCIIPOM3BEIEHHOIO
JIEKapCTBEHHOTO Ipenapara’’,

20. Ha skcnepTu3y pasiuyHBIX JEKapCTBEHHBIX (OPM OIHOTO U TOIO XK€
JIEKapCTBEHHOTO IIperiapaTa 3asBUTENb INPEACTABISAET OTACIBHBIC 3asABICHUSA
¥ PETHCTPALMOHHBIE TOChE Ha KaXIYIO JieKapcTBeHHYI0 (opmy. Ilpm ycimosun
OJHOBPEMECHHOM TOJAaYH Ha SKCHEPTU3Y ONHOW JICKApCTBEHHOH (DOpPMBI
C pa3IMYHBIMU JO3UPOBKOI, KOHIEHTpauueH, 06beMoM 3asBHTENb NMPEACTABISAET
OIHO 3asBJICHHE M PETHCTPALMOHHOE JOCKE C MPHJIOKEHUEM MAKETOB IIEPBUYHON
YIIAaKOBKM M BTOPHMYHOM ymakoBkd. Ha MakeTax INEpBHYHOM YIAKOBKH U
BTOPHYHOM  YNAaKOBKH  YKa3bIBaIOTCI BCE  MNPOM3BOJUMBIE  JO3UPOBKH,
KOHLIEHTpAIli¥d, OOBEMBI U KOJMYECTBO J03 B YINAaKOBKE JEKapCTBEHHOIO
npenapara',

21. Jns BrmrodeHHs (apMaLeBTHUECKON CyOCTaHIMM, MPOU3BEACHHON IS
peanu3anuMd, B peecTp 3asdBUTENb IpeacTaBasieT B Poccenbxo3Han3op Ha
OYMa)KHOM HOCHTEIIE /M B JJIEKTPOHHOM Buje!”:

5 Yacte 4 cratou 17 ®epepansroro 3akoHa Ne 61-@3.
16 Yacte 5 cratsu 17 ®enepansroro 3akoHa Ne 61-D3.
' Yacte 2 cratbu 34 PepepansHoro 3akona Ne 61-03.
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1) zasBmeHme ©0  BKIIOYEHMH  (apMaHeBTHYECKOH  CyOCTaHIWH,
NPOU3BEACHHOM I peamus3aliu, B peecTp 1o (opme, IPELyCMOTPEHHOH
npuioxenueM Ne 2 k PernaMenry;

2) KOIHIO JOKYMEHTAa, BBLIAHHOI'O YIOJHOMOYEHHBIM OpPraHOM CTPaHBI
IPOM3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA M IMOATBEPKIAIOUIETO Pa3peIieHUe
IPOU3BOJICTBA JICKAPCTBEHHOI'O CpPEACTBA, B ClIydYae, €CIM IPOU3BOJICTBO
JIEKapCTBEHHOIO  CPEACTBA OCYIIECTBIETCA 33 IpeAenamu  Poccuickou
denepanuy;

3) JOKYMEHT, COAEpaluii CBeAeHUS O (papMaLleBTHYECKOM CyOCTaHIMH:

a) HauMeHOBaHME (hapMaleBTHYECKOH CyOCTaHIMM, €€ CTPyKTypa, obmme
CBOMCTBA;

0) HaMEHOBaHKE U aApPEC IPOU3BOAUTEILS,

B) TEXHOJIOIHS IPOU3BOACTBA C OIMCAHUEM CTaJUi IIPOU3BOJCTBA U MECTO/IOB
KOHTPOJISL Ha BCEX CTAIMIX IPOU3BOJICTBA;

I') onucaHue pa3pabOTKH IpoLECCa IPON3BOJICTBA,

J) OIMCaHME KOHTPOJII KPUTHUECKMX CTaiMi IIpomecca IPOM3BOACTBA
H IPOMEXYTOUHOHN NPOSYKIIHH;

€) JOKYMEHTAILHOE MOATBEPXKACHHE (BaIMIAMA) MPOLECCOB M (WIM) HX
OLICHKA;

’K) CBOMCTBA U CTPYKTYpa ACHCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTUKA IPHUMECEH;

1) crenuuKanysa Ha papMaleBTHIECKYIO CyOCTaHIMIO B €€ 000CHOBAHHE,

K) aHAJIMTHYECKIE METOIMKH, UCIIONIb3yEMBIE IIPH OCYIIECTBICHUH KOHTPOJLT
KayecTna (hapMaleBTHIECKOH CyOCTaHINH;

J1) JOKYMEHTAJIFHOE MOATBEPXKACHUE (BanMOalys) aHAIMTHYECKUX MCTOMUK,
VICHOJB3YEMBIX IIPH OCYLIECTBICHHH KOHTPOJ KadecTBa (hapMalleBTHYCCKOM
cyOcTaHLIMY;

M) pe3yJbTaThl aHAIN3a cepuil hapMaleBTHYECKOH cyOcTaHIuy;

H) Iepe4YeHb CTaHHAPTHBIX OOpasHOB HIM BEILIECTB, HCIONB3YEeMBIX MPU
OCYIIECTBICHINH KOHTPOJIs KaYeCTBa,

0) ONHCaHHWE XapPaKTEPUCTUK M CBOMCTB YIAKOBOYHBIX MAaTEpHalioB
¥ YKYTIOPOYHBIX CPEICTB;

1) JaHHBIE O CTaOUIBHOCTH (HapMalieBTHUECKON CyOCTaHIUM;

P) CPOK FTOAHOCTH.

22. JIna  BHECEHHMs H3MEHEHMH B  JIOKYMEHTBI, COHEpXKamuecs
B PErUCTPALHOHHOM [TOChE€ Ha 3apeTHCTPHpPOBAHHBIA JIEKADPCTBEHHBIN [penapar,
3asgBuTeNp NPEACTABIAET B PoOcCcenbXo3Haa30p Ha OyMaXHOM HOCHTEIE HIHU
B 3]IEKTPOHHOM BHzE'®:

1) 3asBjIeHHME O BHECEHMHM M3MEHEHMH B JOKYMEHTHI, COJAEpXKaIuecs
B PEIHCTPALIMOHHOM JOChE Ha 3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIA Mperapar,
o popme, npeaycMOTpeHHOH npuinoxeHreM Ne 3 x Pernamenry,

2) M3MEHEHUS B JOKYMEHTHI, COIEPKAIHECS B PEIMCTPAIIMOHHOM JOChE Ha
3apEerUCTPUPOBAHHBIH JIEKapCTBEHHBIN NPEIapar;,

18 Cratea 31 denepansoro zakona Ne 61-D3.
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3) JoxyMmeHTH (CBeIEHMS), IMOATBEPXKIAIOMHKE HEOOXOAMMOCTh BHECCHHU
TAKHX M3MEHEHUI;

4) mpu HeoOXOMMOCTH BHECEHHS M3MEHEHHUH B JOKYMEHTHI, COICPKaLIHeCs
B PETUCTPALHOHHOM JOChE€ Ha 3apeTHCTPHPOBAHHBIA JIEKAPCTBEHHEBIH Ipenapar,
B CllyyasgX M3MeHeHus H (WIM) JOMOJHEHHs HPOU3BOACTBEHHOM IUIOILAIKH
JIEKAPCTBEHHOTO CPEACTBA IPEICTAaBIISIETCS KONMS JOKYMEHTA, €CIIH [IPOU3BOACTBO
oCyIecTBIseTCs 3a npenenamy Poccuiickoit denepauum:

a) BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHBl I[POM3BOAUTEIS IS
KaKIO0M  IMPOM3BOACTBEHHOH  IUIOIIAAKH  JICKAPCTBEHHOIrO  Ipemapara U
MOATBEP)KAAIONIETO COOTBETCTBHE MPOM3BOAUTENS JICKAPCTBEHHOTO IIpernapara
TpeOOBaHHUAM IPABHUJI HAJICKALIEH IPOM3BOACTBEHHOM IIPAKTHKH;

0) BHIIAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTPAHbl INPOHM3BOAUTENS
¢papManeBTHUECKOH ~ CyOCTAaHIMM M IOATBEPIKAAIOIUETO  COOTBETCTBHE
npousBoAuTENsS  (papMaieBTHUeCKOH CcyOCTaHLMM, BXOJAMEH B  COCTaB
JIEKApCTBEHHOTO Ipemnapara, TpeOOBaHUAM paBUil HaJIeKaIEN
IPOU3BOACTBEHHOM ITPAKTUKH.

23. Jlng  BHECEHHS H3MEHEHHHM B  JOKYMEHTHI, COACpXKAIIMECSH
B PETHCTPALMOHHOM H0Che Ha (apMaleBTHYECKYIO CYOCTaHIMIO, IIPOU3BEICHHYIO
JUIA peanu3alluM, 3asBUTENIb HPEACTaBIsIeT B Poccenbxo3Han3op Ha OyMaxHOM
HOCHTEJIE WU B SJIEKTPOHHOM BHe':

1) 3asBIEHME O BHECEHHH M3MCHEHMI B JOKYMEHTHI Ha (papMalEBTUYECKYIO
cyOCTaHIMIO, IPOU3BEACHHYIO Ul PEau3allMd M BKIIOYEHHYIO B PEECTp, IO
dopme, npexycMoTperHoi npuinoxenneM Ne 4 k Pernamenry,

2) u3MeHeHHMs B JOKYMEHTH Ha (hapMaleBTHYecKyro CyOCTaHIMIO,
MPOU3BEACHHYIO IS pealu3alliy U BKIIOYEHHYIO B PEECTP;

3) JOKYMEHTBI, TOATBEPXKIAIOIHE HEOOXOAMMOCTh BHECCHHMS TaKUX
W3MCHECHHM.

24. JIng IOATBEPXKICHUS TOCYAapCTBEHHOM PETHUCTpALMK JICKAPCTBEHHOTO
npenapara 3asBUTeNb IPeICTaBIsieT B PoccenpXo3Han30p Ha OyMaKHOM HOCHTEINS
VI B OTIEKTPOHHOM BHe’:

1) sasgBieHMEe O TONTBEPXKACHUM TOCYJAapCTBEHHOHM  PErHCTPAllUH
JIEKAPCTBEHHOrO Ipernapara, mo ¢Gopme, MpelyCMOTPEHHOH NpUnoxeHueM Ne S
K Pernamenry;

2) JOKyMEHTBI, COIEpXallue pPe3yJbTaThl MOHHTOPHHra 3(PQEKTHBHOCTH
1 0€30I1aCHOCTH JIEKAPCTBEHHOTO IIpernapara no GopMe, yTBEPKICHHON IIPHKa30M
Muscensxo3a Poccun ot 24 oktsaops 2011 r. Ne 376 «O6 yrBepxiacHur (QOpMEI
JIOKYMEHTa,  COHNEPKAUIEro  pe3yJNbTaThl  MOHMTOPHHIa  0€30IacHOCTH
JIEKapCTBEHHOIr0 MperapaTa M BETEPHHApHOTO MNPHMEHEHHA B LC/LIX
TIO/ITBEPIKACHHS €T0 FOCYJAPCTBEHHOM PErMCTpALHi?!;

3) Komus JOKYMEHTa, €CIIH IPOU3BOACTBO OCYIIECTBIAETCHA 33 MpeaciaMH
Poccuiickont Penepanun:

¥Yacre 11 crateu 34 enepanstoro 3akoxa Ne 61-03.
2 YacTe 4 crateu 29 GenepansHoro 3akoHa Ne 61-03.
21 3apeructpuposad MunocTom Poccun 18.11.2011, peructpanmonnsrid Ne 22336,
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a) BBIJIAHHOTO YITOJJHOMOYCHHBIM OpPIaHOM CTPaHbl IIPOM3BOAMTENS I
Ka)XIOH IPOM3BOJACTBEHHON IUIOIMAAKM PETHCTPHPYEMOro JICKApCTBEHHOIO
Ipernapara W IOATBEP)KIAIOMIET0 COOTBETCTBHE IPOMU3BOIUTENS JIEKAPCTBEHHOTO
Tnpenapara TpeGOBaHIAM IPaBUiI HaUTEXKaIlEeH MPOU3BOJACTBEHHOMN IIPAKTUKH,

0) BBIJAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl IMPOHU3BOTUTEIIA
¢bapmaneBTHUECKOH ~ CyOCTaHLIMM M IOATBEPXKIAIOIIEI0  COOTBETCTBHE
IpPOM3BOOUTENS  (apMaleBTUYECKOH  CyOCTaHLMM, BXOIAIIEH B  COCTaB
JIEKapCTBEHHOT'O npemnapara, TpeOOBaHUAM HpaBUII HaJJIexKaIen
IIPOU3BOIACTBEHHOMN NIPaKTHKH;

4) IOKyMEHT, CoIep Kauuii ceayonyo HHPopMaLHio 0 GpapManeBTHIECKON

CyOCTaHIH:
a) HaMMEHOBaHHE (PApMALEBTHYECKON CyOCTaHLUM, €€ CTPYKTypa, o0ime
CBOMCTBA (mpu MIOATBEPKACHUHU rOCyAapCTBEHHOM perucTpanuu

UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENApaToOB NPEICTABIAIOTCS CBEACHUS
O IITAMME, BKJIIOYas €ro HaMMEHOBaHHE, MH(OPMALMIO O IPOMCXOXKICHHH, €r0
CBOMCTBaX, XapaKTEPUCTHKAX H MECTE JNECTIOHMPOBAHUA);

0) HaMEHOBAHHE U aJIpec MPOU3BOAUTES;

B) JJaHHBIE O CTAOUJIBHOCTH;

I') CPOK T'OAHOCTH, YCJIOBHS XpaHEHUS,;

5) B OTHOLIEHHH HMMYHOOHOJOTMYECKHX JICKapCTBCHHBIX IIPENapaTroB HE
IPEACTABIISIOTCS JaHHBIE O CTaOMIIBHOCTH;

6) B OTHOILICHHUHU JICKAPCTBEHHBIX [IPEapaTOB, MOJNYYEHHBIX C IPUMEHCHUEM
IeHHO-HHKEHEPHO-MOAU(UIIMPOBAHHBIX OpPraHM3MOB MM COJAEPXKAIIHUX TaKUe
OpPraHM3MBbl, IOIOJHHUTEIBHO MPEACTABIIOTCS CBEACHHA O TIOCYJapCTBEHHON
pErUCTpanyy T'€HHO-MHXEHEPHO-MOJUPUIIMPOBAHHBIX OpPTraHU3MOB,
IpeIHA3HAYESHHBIX UL BHIIYCKA B OKPYXXAIOIYI0 cpely (pH IOATBEPXKICHUH
rOCYIapCTBEHHOM pErucTpalvy JIEKapCTBEHHBIX IIPENapaToB, IOMYYCHHBIX C
IIPUMEHEHHEM  Te€HHO-HH)X€HEPHO-MOIU(GHLUPOBAHHBIX  OPraHM3MOB  HIIH
COIEPKALMX TAKUE OPraHU3MBI).

25. JIns OTMEHBI TOCYJApPCTBEHHON PErHCTpalMi JIEKAPCTBEHHOTIO NIpemnapara,
MCKTIOYCHHS (apMalleBTHYECKOH cyOCTaHLMH, MPOU3BEACHHON UL peajd3aliy,
W3 peecTpa, 3asBHTENb IpeAcTaBiasieT B PoccenbXosHam3op Ha OyMaxHOM
HOCHTENE WM B JJIEKTPOHHOM BHIE 3asBi€HHE, IO (OpMe, NPEXyCMOTPEHHOM
npunoxesueM Ne 6 k Pernamenty?.

26. Jna Beimaud AyOiIMKata — PErMCTPAallMOHHOIO  YAOCTOBEPCHHs
JIEKApCTBEHHOI0 Iperapara JAepXaTelb WIH BIafeiell PETHCTPALMOHHOIO
YIOCTOBEPEHHUS JICKAPCTBEHHOI'O IIPErapaTa MM YIIOIHOMOYEHHOE MMH [PYyroe
IOPUAMYECKOE JIMIIO MpeAcTaBisieT B Poccenpxo3Han30p Ha OyMaXKHOM HOCHTEIIE
wid B (OpME 3JIEKTPOHHOrO [TOKYMCHTAa 3asBICHHE O Bblgade MAyOnukara
PETHCTPALIMOHHOTO  YAOCTOBEPEHHS JIEKapCTBEHHOTO IIpemapara 1o ¢opme,
IpeycMOTpeHHO# npunoxennem Ne 7 k Pernamenty?.

27. 3asBieHMEe W JOKYMEHTHI JUIS TMOJMYYEHUS TOCYHAPCTBEHHOH YCIIyrH
NIPEACTABIISIIOTCSI HA PYCCKOM S3BIKE.

22 YacTs 2 cratbu 32 Menepansuoro 3akoHa Ne 61-D3,
B Yacts 4 cratbyn 28 OenepansHoro 3akoHa Ne 61-P3.
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28. 3asBieHMsA U JOKYMEHTHl (KONHMM AOKYMEHTOB), HEOOXOAMMBIE JULA
IIPENOCTABIICHHS TOCYIapCTBEHHON YCIIyTH, HANPABIAIOTCA 3asBUTEIEM ONHUM M3
CIEIYIOMHX CIIOCOO0B:

1) Ha OyMaXHOM HOCHTEJIE — 3aKa3HBIM IIOYTOBBIM OTIPABIICHHEM
C YBEJOMJIGHHEM O BPYUCHUH;

2) B (opMe IJIEKTPOHHBIX JOKYMEHTOB), MOJNHCAHHBIX 3JIEKTPOHHOM
TIOANKCHIO 3asBHUTENA B COOTBETCTBHHU ¢ TpeOoBaHUAMH DeAepalIbHOIO 3aKOHA OT
6 anpemns 2011 r. Ne 63-03 «O6 anextpoHHOR noamuck» (nanee — PenepanbHbIid
3akoH Ne 63-®D3)%*, — ¢ ucrmonbp30BaHUEM HH(POPMALHOHHO-KOMMYHHKAIIMOHHBIX
TEXHOJIOTHii, B TOM YHKCJIE C UCTIONb30BaHUeEM EauHoro noprana.

HcuepnbIBAIOIIU NepeYeHb JOKYMEHTOB, HE00X0AMMBIX B COOTBETCTBUU
C HOPMATHBHBIMH NPABOBLIMH aKTAMH VISl NPEAOCTABICHUS
roCy1apCTBEHHOI YCJIyrH, KOTOPbIe HAXOAATCH B PACHOPSKEHUH
roCyapcTBeHHbIX OPraHOB, OPraHOB MECTHOI'0 CAaMOYNPABJICHUsI U MHBIX
OpraHoB, yYacTBYIOIIHX B NPeJOCTABJICHHH IrOCYIaPCTBEHHBIX MJIH
MYHHIHUNAJILHBIX YCJIYT, H KOTOPbIEe 3asiBUTE/Ib BIPaBe NPEACTABUTD, a
TaKsKe CIOCO0bI HX MOJIy4YEeHHs 32 BUTEISIMH, B TOM YHCJIe B 3JIeKTPOHHOM
dopme, NOPSIIOK UX MPeACTABIECHUSA

29. 3agBuTeNnb BIpaBe MPEICTAaBUTh 10 COOCTBEHHOHW HHHIIMATUBC
B Poccenpxo3Han30p Claeayromue JOKyMEHTh U HHPOPMALIHIO:

1) cBemeHus 0 Hare NMPEJOCTAaBICHUA M PETHCTPALIMOHHOM HOMEPE JIMLIECH3UH
Ha IPOM3BOJACTBO JICKAPCTBEHHBIX CPEACTB, NMPENOCTABICHHOH IMPOM3BOAUTEIIIO
PETHCTPUPYEMOTO JIEKAPCTBEHHOTO Mperapara, JUIsi POCCUMCKHX IPOU3BOAUTEIIEH,
HaXOMSIIHECS B pacnopspkeHnH Poccenbxo3Haa3opa;

2) cBeIeHHA O JaTe MPEJOCTaBICHHUA M PETHCTPALIMIOHHOM HOMEPE JIMLIEH3UH
Ha INPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB, NPEAOCTABICHHON MPOU3BOAUTEIIIO
(apMalieBTHYECKOH CYOCTaHIMH, BXOJAIIE B COCTaB PETHCTPUPYEMOro
JIEKAPCTBEHHOI0 MpernapaTa, Uil POCCHMCKUX NPOM3BOJUTEINICH, HAXOIIIIMECS B
pacnopspkeHuu Poccenbxo3nansopa,

3) KOIHIO 3aKIIOYEHHs O COOTBETCTBHM IIPOM3BOIUTENS JICKAPCTBEHHBIX
cpencts TpeboBanusaM IIpaBun Hamjexamell MPOM3BOACTBEHHON IIPAKTHKH,
BBLAAHHOTO PocCCenbX03Han30poM Uil KaXJOH IPOM3BOJCTBEHHOM ILIONIAIKH
PErUCTPUPYEMOro JIEKAPCTBEHHOTO IIpenapaTa, JHMOO O NPHHATHH PEIICHHS O
IPOBEICHUM HMHCIEKTUPOBAHUS IPOU3BOJMUTENSA  JIEKADCTBEHHBIX  CPEACTB,
npuHATOr0 POCCensX0XHAA30pOM JUIS KaXIOH IMPOM3BOACTBEHHOHM IUIOIAJKH
PETHCTPHUPYEMOTO JIEKaPCTBEHHOTO MpENapara, HaxOAsIlascs B PacloOpsHKEHHH
Poccenpxo3Hans3opa;

4) KONUIO [AOKYMEHTa, MOATBEPXKAAIONIEro yIUIaTy TIOCYJapCTBEHHOM
HIOIUIMHEI, HAXOAsAIIHecs B pacropsbkeHun OenepabHOTO Ka3HAvyeHCTBa.

Hemnpencrasinenne 3asBUTENEM YKa3aHHBIX JOKYMEHTOB HE ABJISACTCH
OCHOBaHMEM JUIsl OTKa3a 3asBUTENIO B MPEIOCTABICHUH TOCYAAPCTBEHHON YCIyIH

% Cobpanue 3akoHOomaTenbCTBa Poccuiickoit ®enepatmy, 2011, Ne 15, cr. 2036; 2021, Ne 9, ct. 1467.
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Y HAIMYHHM CBEACHHH M3 3THX JOKYMEHTOB B 3asABJCHHHM, JHOO IPUIIOKECHHEM
CBEJICHUI U3 3TUX JOKYMEHTOB K 3asBJIECHHIO.

30. Ilpu mpemocTaBIeHHH TIOCYHAPCTBEHHOM ycmyrd Poccenpxo3Haa3op
He BIpaBe TpeOOBaTh OT 3asBUTENA:

1) npexncraBieHHA JOKYMEHTOB M HMHGOpPMAlMM MWIM OCYIIECTBICHHS
JEUCTBUM, NPEACTABICHHE WIH OCYLIECTBICHHE KOTOPBIX HE IPEAyCMOTPEHO
HOPMATHBHBIMA  TPAaBOBBIMH  aKTaMH,  PETYIMPYIOUIMMM  OTHOIUCHHS,
BO3HMKAIOIIME B CBSI3M C IPEIOCTaBIEHHEM I'OCYJapCTBEHHOM YCIIYTH,

2) mpenacTaBieHHS AOKYMEHTOB UM HMH(OpMALMH, KOTOPHIE B COOTBETCTBUU
C HOPMaTHBHBIMHM TPaBOBbIMU aKTaMu Poccuiickoit Denepauny, HOpPMATUBHBIMU
IIpaBOBBIMU aKTaMu cyObekToB Poccuiickon dejepanvu ¥ MyHHLUNATBHBIMU
[IPAaBOBBIMM aKTaMH HaXOAATCA B PACIOPSIKEHUM IOCYJapCTBEHHBIX OpPIaHOB,
IPENOCTABISIOUMX TOCYAAPCTBEHHYIO YCIYI'Y, HHBIX I'OCYJapCTBEHHBIX OPraHOB,
OpPraHOB  MECTHOrO  CaMOYIpaBlIeHMA M  OpraHM3alMi, y4acCTBYIOLIHX
B IPEIOCTABICHNH TOCYIapCTBEHHOH YCIyTH, 3a MCKIIOYCHHEM JAOKYMEHTOB,
yKa3aHHBIX B 4acTH 6 crateu 7 depepanbHoro 3akoHa oT 27 mrons 2010 r. Ne 210-
®3 «O6 opraHuM3alii NPEHOCTABICHUA IOCYJapCTBEHHBIX M MYHHIIMIIAJIBHBIX
yenyr ¥ (nanee — @enepainsubtii 3akoH Ne 210-D3);

3) NpeACTaBIEHMS MOKYMEHTOB M HHGOpMALMM, OTCYTCTBUEC H (M)
HEJOCTOBEPHOCTh KOTOPHIX HE YKa3bIBAJIMCh IIPH IIEPBOHAYAIBHOM OTKase B
IpUEMe JOKYMEHTOB, HEOOXONHMMBIX JUIS IPENOCTABICHUS IOCYIAapCTBEHHOM
YCIyr'd, JUOO B MPENOCTaBICHHUH TIOCYAAPCTBEHHOM YCIYId, 3a HCKIIOYECHHEM
CllyyaeB, NIPEAYCMOTPEHHBIX ITYHKTOM 4 dacTu 1 ctaTeu 7 ®@enepaibHOrO 3aKOHA
Ne 210-D3.

McyepnbiBalOLIHii nepeYeHb OCHOBAHHUI 1JIsl 0TKAa32 B HPHEMe TOKYMEHTOB,
Heo0X0JUMBIX JIJI51 MPEAOCTABJIEHUS rOCyJaPCTBEHHOM YCJIYIrH

31. OcHoBaHueM UId OTKa3a B NpPUEME 3asBICHHUSA U IPHIIAraEMBIX K HEMY
JOKYMEHTOB, HEOOXOOMMBIX MJIS HPENOCTABJICHUSA TOCYAAapCTBEHHOW YCIYTIH,
SBJSAETCA TPEACTABICHHUE 3asABICHUA, IOANMCAHHOIO HEYIOJHOMOYECHHBIM
IPEACTaBUTENIEM 3asiBUTEI.

N cyepnpiBalOnii nepeYyeHb OCHOBAHMIA /ISl MPHOCTAHOBJICHUA HJIH 0TKa32a
B NPEAOCTABJICHNUS FOCYAAPCTBEHHOH yCayru

32. OCHOBaHUAMM IS [IPUOCTAHOBJICHYS IIPENOCTABICHUS TOCY1apCTBEHHOM
YCIIYTH SIBIISIFOTCSI:

1) BBIABJICHHE OTCYTCTBHSA, HEJOCTATOYHOCTH WM HEAOCTOBEPHOCTH
nHpopManuu (CBeICHHIT), conepiKalledcss B IPEACTABICHHBIX 3agsBUTEIEM
JOKYMEHTaX H HaIpaBJIeHHe 3arpoca 06 yTouHeHnu nHpopMauuu (CBeeHHiT)*;

2) HampaBlIeHHE 3ampoca O IPEACTABICHUHM HEOOXOAMMBIX MAaTepHasoB
Ha ocHoBauuu 3anpoca ®I'BY, nHanpasiaeHHoro B Poccenbxo3sHaas3op, B Ciydae

25 Cobpanue 3akoHoaarenscTa Poceuiickoii Genepanun, 2010, Ne 31, cr. 4179; 2021, Ne 1, cr. 48.
% Yacts 4 crateu 19 Genepansroro 3akoHa Ne 61-03.
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HEJOCTATOYHOCTH  MPEACTABIECHHBIX OKCIEPTY  MAaTEpHAIOB  JUId  Jadd
3aKIII09EHHS

33. OcHOBaHuAMM JUIS OTKa3a B IPEIOCTABIEHUH TOCYHApPCTBEHHOM YCIyrd
SIBJISTIOTCS:

1) oTka3 B OpraHM3aldM OdKcHepTu3 (ecaM IpH  IPEJOCTaBICHUM
rOoCyJapCTBEHHOH  yciayru  Tpebyercs HMX  mposedeHue)® B cioydae
HEPEICTABICHUS 3asBUTEIEM B YCTAaHOBJICHHBIH CPOK HH(pOpManuy (CBEACHUH) U
HeOoOXONMMEBIX MaTEpUAloB, YKa3aHHBIX B 3ampocax PoccenbxosHaazopa 00
YyTOYHEHHH WH(pOpMaluy (CBEACHUI) WIH O IPEACTaBICHHH HEOOXOAUMBIX
MaTepHaoB;

2) NpencTaBICHHE Ui TOCYJApCTBECHHOH DPETHCTpAaLUM 3asBICHHUS W
JIOKYMEHTOB Ha JICKAPCTBEHHBIH IIpenapar, OTIMYAIOIMHCA OT JpYyroro
JIEKApCTBEHHOI0 MpernapaTa, KaueCTBEHHBIM COCTaBOM JAEHCTBYIOIIUX BEIICCTB,
IO ONMHAKOBBLIM TOPrOBEIM HAUMEHOBAHUEM;

3) npexcraBieHHe U1 TOCYAApCTBEHHOM  PETHCTPalMH  OJHOIO
JIEKAPCTBEHHOT'O Iperapara, BBITYCKAEMOTO MPOU3BOJUTENIEM IOJ Pa3THYHBIMH
TOPrOBBIMM ~HAMMEHOBAHMSIMH W MPEACTABICHHOIO HAa TIOCYAAPCTBEHHYIO
PETHCTPALMIO B BHJE ABYX ¥ G0Jiee TeKapCTBEHHBIX penapaTos’.

4) Heymiara rocyJapCTBEHHOH IONUIMHBI MO0 yIiaTa rocCyIapCTBEHHOM
HOLUIMHEI HE B TOJTHOM pa3Mepe.

Ilepedens ycjiyr, KOTOpbIe IBJIAIOTCH HEOOXOAHMBIMH M 00513aTeJIbHBIMH J1J151
NpeIoCTaABJIEHHSI TOCY aPCTBEHHOI YCIYrd, B TOM YHCJI€ CBEAEHUS 0
JA0KYMeHTe (IOKyMeHTAaX), BbI1aBaeMOM (BbIIaBAEMBIX) OPraHM3alUsIMH,
y4acCTBYIOLUMMH B NIPeIOCTABJIECHHH FOCYaPCTBEHHOM yCIyr!

34. Tlpu npeaocTaBiIeHUH TOCYAAPCTBEHHOM YCIYTH MHBIE YCIIyTH, KOTOPBIC
ABISIIOTCS ~ HEOOXOAMMBIMH M O0S3aTENBHBIMH Ul NPEAOCTaBJICHHS
rOCyJapCTBEHHOH YCIyTH, 3akoHOAaTenbcTBOM Poccuiickoir @eaepauun He
IPEAYCMOTPEHBL.

ITopsinok, pa3Mep H OCHOBAHHUS B3HMAHHUS rOCYJapCTBEHHOMN MONUIMHBI WIIH
HHOM NJIATHI, B3MMAEMO¥i 32 NPeI0CTABJIEHHE TOCYAAPCTBEHHOM yCIyrn

35. 3a npenocraBieHHE T[OCYJAapCTBEHHOM  YCAYrM  yILIAYHBacTCs
rOCyiapCTBEHHAs IOLUIMHA B pa3Mepax, yCTaHOBIEHHBIX NOAMyHKTamu 8, 12, 14,
17, 18, 19, 20, 21, 22 nyukra 1 ctateu 333.32.1 Hanorosoro koaekca Poccuickon
Depepannn’’.

TocymapcTBeHHas [OUUIMHA YIUIAYMBaeTcs 3asBUTENeM B Oe3HAIMYHOM
dopMe 10 momaun 3asBjEHHH M JOKYMEHTOB — B CIydae IOJa4u Ha OyMaKHOM

¥ Yacte 4 cratbu 16 denepansroro saxona Ne 61-@3.

2 Yacte 5 craten 19 GepepanbHoro 3axona Ne 61-03.

2 Tlynkr 1 gactu 6 crateu 13 QepepansHoro 3akoHa Ne 61-@3.

% TTynxr 2 gactu 6 ctateu 13 OepepansHoro 3akoHa Ne 61-@3,

31 Co6panve sakonoparenbcTsa Poccuiickoii ®enepauun, 2000, Ne 32, c1. 3340; 2021, Ne 27, ct. 5137.
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HOCHTeNe JIHOO IOCHEe IOJAYd YKa3aHHBIX 3asBICHHM, HO [0 NPHUHATHI HX K
PacCMOTPEHHIO>2 — B CITyYae IMOAAa4H 3asBICHHS Ha COBEPIICHNE TaKUX NeHCTBUH B
3JIEKTPOHHOM dopMe.

ITopsinok, pa3Mep H OCHOBAHUS B3UMAaHMA IVIATHI 32 IPEAOCTaBJIEHHE YCIIYT,
KOTOpPbI€ ABJAIOTCA HEOOXOAMMBIMH H 0043aTEIbHBIMM IJISl MPEJ0OCTABJICHUS
rocyaapcTBeHHOH yCJIyru, BKJII04as HH(POPMANMIO 0 METOAMKE pacyeTa
pa3Mepa TAaKoH IJIaThl

36. Ilnara 3a MpeaOCTaBIEHHE YCIYT, KOTOPBIE SIBIAIOTCA HEOOXOIUMBIMU U
0053aTeIpHBIMU IS NIPEAOCTABICHUS TOCYAapCTBEHHOM YCIIyTH, HE B3MMAETCs B
CBSI3U C OTCYTCTBHEM TaKUX yCIYT.

MakcuManbHBIH CPOK 0:KMIAHHUA B 0UepeId NPH MOAaYe 3anpoca
0 NPEAOCTABJIECHUH FOCYAaPCTBEHHOI YCJIYTH, YCIyTH, NPEAOCTaBAAEMO
opraHu3anmMeii, y4acTByoueii B NPeX0CTABIEHNH IrOCy1apCTBEHHON YCJIYI'H,
M IPH DOJYYEHHH Pe3yJbTaTa NPeJoCTaBJIeHHs TAKHX yCIyr

37. MakcuManbHBIH CPOK OXHIAHHS B OYEpeAH IIPH IMOIYYECHUH Pe3ylibTaTa
roCyIapCTBEHHOM yCIyTH COCTaBIIsAeT 15 MUHYT.

Cpox M NOpPsSiIOK PerucTPAlHHy 3aNPOCca 3asiIBUTEJIS 0 NPEI0CTABJICHHH
rocyJapCTBEHHOI YCJIYTH U YCJIyrd, NPeIoCTaBIseMOHi opraHusanue,
y4acTBYHOILIEH B MpPeI0CTABJIEHUH FOCYAAPCTBEHHOM YCIYyIH, B TOM YHCJI€
B JIEKTPOHHOI1 dopMe

38. 3asBiueHHMe M IpwiIaracMple K HEMY MOKYMEHTHl IIPHHHUMAIOTCH
M PETHCTPUPYIOTCS B JeHb MX mpuema. Komus 3asBICHHS C OTMETKOM O Jare
IprieMa YyKa3aHHBIX 3afBJICHUS M NOKYMEHTOB B JCHb IIPUEMA HAIPABIACTCH
3asBUTENI0 3aKA3HBIM IIOYTOBBIM OTIPABICHHEM C YBEIOMIIEHHEM O BPYYCHHH
aub0 110 BEIOOPY 3asBUTENS B (popMe 3IEKTPOHHOIO HOKYMEHTA, MOAMHUCAHHOIO
YCUJIEHHON KBaTH(PUIMPOBAHHON 3NEKTPOHHOM IOANMCHIO JOJDKHOCTHOTO JIMIIA
Poccenpxo3Hanzopa, crnocoboMm, 00eCrieuUBAIOIIMM IOATBEPKIACHUE IIOJIYyUCHHUS
3asiBUTEJIEM TaKOW KOITUH U MOATBEPXKICHUE JOCTaBKH YKa3aHHOIO JOKYMCHTA.

39. Ilpm nomade 3asABJICHHUA M IPUIAraeMbIX K HEMY JTOKYMCHTOB B
3JIEKTPOHHOH (DOpME B aBTOMATHYECKOM PEXHUME OCYIIECTBIAECTCS (OPMATHO-
JIOTMYECKHI KOHTPOJIb 3asBJICHUS U IIPOBEPSICTCA HAJTM4ME OCHOBAaHUM JJIA OTKa3a
B IIPHCME 3asBJICHUS U IPWIAraeMblX K HEMY HOKYMEHTOB, YKa3aHHBIX B ITyHKTE
31 PermamenTa. IIpy OTCYTCTBMM OCHOBAaHUHM AJIA OTKa3a B IIPUEME 3asABJICHUS,
3asBUTEND MHPOPMHUPYETCS O NMPHCBOCHUM 3asBICHHUIO B INEKTPOHHOH (opMme
YHUKQJIBHOTO HOMEpa, MO0 KOTOPOMY B COOTBETCTBYIOLIEM paszaeie Enunoro
nopraja OyAeT HAOCTynHa HHGOpPMaLKi O XOAE DPACCMOTPEHHA YKa3aHHOIO
3asBJICHUS.

3 MoanyskT 5.2 nynkra 1 cratey 333,18 Hanorosoro kozaekca Poccuiickoit Qenepaumu.
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40. Ilocme npuHATHA 3asABICHUS M IPUWIATAEMBIX K HEMY JOKYMEHTOB
JO/DKHOCTHBIM ~ JIMIIOM  CTPYKTYPHOIO  HOAPA3[CICHMs, OTBETCTBEHHOI'O
3a IPEIOCTABJIEHHE TOCYAAapCTBEHHOM YCIIyTH, CTaTyC 3asBICHHA B JIMYHOM
kabunere 3asBuTens Ha EquHoM moprane o6HOBIseTcs 10 craryca «[IpuHATO®.

TpeboBaHus K IOMEWIEHHSIM, B KOTOPBIX NIPEAOCTABJIACTCH FOCYAapCTBEHHAs
yCJIyra, K 3aj1y 0:KMJIaHHsl, MECTaM JJIs 3aI0JIHEHHA 3alIPOCOB
0 MPEAOCTABJICHHH roCyJapCTBEHHOM YCIYIH, HHPOPMAIHOHHBIM CTEHAAM
¢ o0pa3aMu HX 3aM0JTHEHUS U NepeYHeM JOKYMEHTOB, HE00X0IMMBIX VIS
NpeI0CTABJICHHS KAXKI0H rocy1apcTBEeHHOM yCJIyrd, pasMeenuio
1 0OPMJICHHIO BU3YAJILHOM, TEKCTOBOH M MyJIbTUMEANIHON HH(pOpMauu
0 MOPsiAKe NMPeJoCTaBJIeHUs TAKOH YCIYrH, B TOM YHCJIE K 00eCIeYeHUI0
AOCTYITHOCTH [JIsi HHBAJIMIOB YKA3aHHBIX 00bEKTOB B COOTBETCTBHH
¢ 3aK0HOAATEJLCTBOM Poccuiickoii @enepanun 0 CONMATBHOM 3a1IUTE
HHBAJIM]0B

41. IlomenieHre, B KOTOPOM IMPENOCTABIIAETCS IOCYAAPCTBEHHAs yCIIyra, 3aj
OXKMJI@HHUs1, MECTO JJIS1 3aII0JIHEHHS 3aIIPOCOB O MPEIO0CTAaBICHUH IOCYJapCTBEHHON
yCIyrM JOJDKHBI — 00ecrednBaThCsi HEOOXOAMMBIMH  [UIS  IIPENOCTABICHHUS
rOCyIJapCTBEHHOH YCIYTH 00OPYIOBaHUEM, KAHLEIAPCKUMHU IIPHHAMICKHOCTIMH,
oducHoit MeOenpro, CHUCTEMOM KOHIWLIMOHHMPOBAaHMS BO3AyXa, JOCTYIIOM
K rapaepoOy, TenedoHOM, a TakKe HOCTYIOM B JJIEKTPOHHOM BHIE HIM Ha
OyMa)KHOM HOCHTEJIC K KOIHSM HOPMAaTHBHBIX NPAaBOBBIX aKTOB, B COOTBETCTBHHU
C KOTOPBIMH IIPEIOCTABISETCS TOCYAAPCTBEHHAs yCIyra.

42. B MecTtax mpeAOCTaBIIEHHS TOCYJapCTBEHHOM YCIIyrd AJIs MHBAIUIOB
(BK/II0Yass MHBAIMIOB, HCIIOJBL3YIOMNX KpPECNIa-KOJSCKH M COOaK-POBOJHHMKOB)
00ECTIEUMBAIOTCS

1) ycmoBusi i1 GECHpENATCTBEHHOIO JOCTyna K OOBEKTaM, B KOTOPBIX
IPENOCTABIAETCS T'OCYIAapCTBEHHAs YCIyra, a Takke Juii OeCIpensTCTBEHHOIO
HOJIE30BAHUSA CPEIACTBAMU CBA3H U HH(OpMaLny;

2) BO3MOXXHOCTb CaMOCTOSTEIBHOTO IIEPEABHXKEHUA 110 TEPPUTOPHHM, Ha
KOTOPOH PacIoI0XKEHBI 0OBEKTHI, B KOTOPHIX IPEAOCTABIAETCSA TOCYAapCTBEHHAS
yCiIyra, BX0Jia B Takue OOBEKTHI M BBIXOJIa U3 HUX, B TOM YHCJIE C UCIIOJIB30BAHHEM
Kpeciia-KOJISACKY;

3) CONMPOBOXAECHHE HHBAJIHIOB, HIMEIOLUINX CTOUKHE pacCTpOHCTBAa (QPYyHKIUH
3pEHHS W CaMOCTOATENHHOTO MEPEABIKEHUSA, M OKa3aHHE KM IIOMOIIM Ha
00BEKTax, B KOTOPBIX NIPEAOCTABIAETCA FOCYJapCTBEHHAS YCIIyTa,

4) HamjIexaliee pasMmelieHHe o0OpyAOBaHHUS M HOCHTENEH HHGbopMaumuy,
HEOOXOMUMEBIX UIs oOecreyeHuss OeCHpensTCTBEHHOTO JOCTylla HHBAIMIOB
K 00beKTaM, B  KOTOPBIX IPEJOCTABISCTCA  IOCYJapCTBEHHAas  YCIyra,
¥ K TOCYAApPCTBEHHOH YCIIyTe C yYE€TOM OTPaHUYCHHUH UX XKHU3HEAEATEILHOCTH,

5) nybmupoBaHMe HEOOXOAMMOW Il MHBAJIHJIOB 3BYKOBOM M 3PHUTEILHOH

3 Cratea 15 ®enepansHoro 3akona ot 24 Hoabps 1995 r. Ne 181-03 «O couManbHOM 3alMTe HHBAIMIOB B
Poccuiickoit ®epepauun» (Cobpanue 3akoHopartenscrea Poccniickoit @epepanun, 1995, Ne 48, ct. 4563; 2021, No
22, ct. 3687) (nanee — ®enepanbHelit 3akoH Ne 181-D3).
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MH(pOpMaLuy, a TaKXKE HAAMUCEH, 3HAKOB M HMHOM TEKCTOBOH M IpaduvecKoit
uH(pOpMallUK 3HaKaMH, BBITIOJIHEHHBIMU pelbeQHO-TOYeYHBIM mpudToM bpaiis,
JOIMYCK CypAOIepeBOAYMKA U TU(IOCYpAONIEPEBONUNKA,;

6) nmomyck Ha OOBEKTHl, B KOTOPHIX MpPEHOCTABIAETCS TOCYHapCTBEHHAS
yciyra, cO0aKH-IIPOBOIHHKA,

7) oxasaHHe MOMOLIM HHBAJIMJIaM B IPEOJOJIEHHMH O0apbepoB, MEIIAIONINX
IIOJIyYEHHUIO UMHU YCIYT HapaBHE C APYTUMH JINLAMHU.

B cnyyae HEBO3MOXXHOCTH IONHOCTBIO IIPHCIIOCOOHUTH OOBEKT C YYETOM
noTpeOHOCTEN MHBAIMAOB COOCTBEHHUK OOBEKTa B COOTBETCTBHH CO CTaThed 15
QenepanbHoro 3akoHa Ne 181-O3 nomkeH npuHMMAaTh MEpBl Ui 00ECTIEUCHUS
JNOCTYIa MHBAJIUAOB K MECTY IPEAOCTABICHUS YCIYTH JIM00, KOTIa TO BO3MOXKHO,
obecrieduTh €€ TMPEeNOCTaBICHHE II0 MECTy JKUTENbCTBA HWHBAIMAA WM
B IMCTaHIIMOHHOM PEXKUME,

43. BusyanpHas, TEKCTOBas U MyJbTHUMEAMiHas HHGOpMaLUs O NOPSIKE
IPEIOCTaBIIEHUA TOCYAapCTBEHHOM YCIIYTH, B TOM YHUCIIE C 00pa3liaMy 3aI0THEHU
Y IIEPEYHEM JOKYMEHTOB, HEOOXOAMMBIX AJIA MPEAOCTaBICHUS I'OCYJapCTBEHHOI
yCIyTH, pa3MeIlacTcss Ha HHGOpPMallMOHHOM CTEHJE, a Takxke Ha ExuHom nopTaie,
Ha opuuMaIbHOM caiite Poccenbxo3Hanzopa.

44. IlomenieHus, MpeaHA3HAYECHHbIE [JI1 O3HAKOMIICHUSA 3asBUTENECH
¢ ”HQOPMALIMOHHBIMH ~ MaTe€pHallaMd,  O0OpYAyIOTCS  HH(POPMAIMOHHBIMH
CTEHJAaMHU, COJEPXKAIIUMHU CJIECAYIOUINE I€YaTHbIE MAaTEepHadbl U JOKYMEHTHI
(cBepeHM):

1) HOpMaTHBHBIE NpaBOBBIE akThl Poccuiickoil deaepanuu, peryiupyomue
NOPANOK MpPENOCTaBICHUS TOCYHAPCTBEHHOM YCIyrd, B TOM 4YHCIE TEKCT
PernamenTa,;

2) ofbpa3uel 0oGopMIIEHHS JOKYMEHTOB, KOTOpPHIE HPEACTABIAIOTCA IS
NOJyYEHUs TOCYJapCTBEHHON yCIyTH;

3) 6aHKOBCKHE PEKBHU3UTHI AJIS YIUIATHI TOCYAAPCTBEHHOM NOIIMHEL

45. IToMeruenus Ju1s mpuema 3asBuTeiieil 0003Ha4ar0TCsS COOTBETCTBYIOIIMMU
TabIMYKaMu C yKa3aHHEM HOMepa KOMHAThl, ()aMIJIMH, UMEHH, OT4ecTBa (IpU
HAJIM4UH ), JOJDKHOCTH PabOTHUKOB, IPENOCTABIISIOMIUX KOHCYJIBTALUH.
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IMoxa3aTesm JOCTYINHOCTH M Ka4eCTBAa rOCyAapCTBEHHOM yCIyIrH, B TOM
YHCIe KOJHYECTBO B3aNMOXECTBHI 3aABUTEJISA C NOJXKHOCTHBIMH JIMIIAMH
NpH NPeI0CTABJEHHH IOCYJapCTBEHHOM YCJIYIH H HX NPOAO/LKUTEILHOCTD,

BO3MOKHOCTD IOJIyYeHHUsI HH(POPMALMH 0 X0Jie NPeX0CTaBJICHHS
roCyAapCTBEHHOM YCJIYTH, B TOM YHCJIE ¢ HCIO0Ib30BaHHEM HH(POPMALMOHHO-
KOMMYHHKAIMOHHBIX TEXHOJIOTHH, BO3MOXKHOCTDL JIN00 HEBO3MOKHOCTH
MOJIy4eHHUsI TOCYIapCTBEHHOH YCJIYIrH B MHOTO(p)yHKIIHOHAJILHOM LeHTpe
NpPeI0CTABJIEHHS FOCYIapCTBEHHBIX H MYHHIMNAJBHBIX YCJIYT (B TOM YHc)1e
B II0JIHOM 00beMe), B JII000M TeppPUTOPHATBLHOM NOAPa3AeICHUH OPTraHa,
NPEeNOCTABJISIOLIEr0 FOCyAaPCTBEHHYIO YCJYTY, 0 BLIOOPY 3asiBUTEIS
(3KCTEPPUTOPHAJILHBINH NPUHIMI), IIOCPEACTBOM 3aMPOCa 0 MPEI0CTABICHUH
HECKOJILKHX roCyIapCTBEHHbIX H (MJIM) MYHHIMNAJbLHLIX yCJIyr
B MHOrO()yHKIHOHAJILHBIX HEHTPAX MIPEI0CTABJACHHUS rOCyAaPCTBEHHBIX
¥ MYHHIMIIAJIbHBIX YCJIYT, IPEAYCMOTPEHHOr0 cTaTheii 15.1 degepaibHOro
3akoHa Ne 210-@3

46. KauecTBO IpeaCTaBIICHUS IOCYAapCTBEHHON YCIYyTH XapaKTepU3yeTCs:

1) orcyrctBHeM ouepeleidl Mpu IpPHEME M IOAYYEHHH JOKYMEHTOB
3asABUTEIISAMHU,;

2) orcyrcrBueM OOOCHOBAaHHBIX JKajJo0 Ha JEHCTBHA (be3neiicTBUE)
IPaXTAHCKUX CIIyKallHX;

3) JOCTOBEPHOCTBIO MHpeacTaBisieMol 3asBuTeneM HHGOpPMaLUKM O CpOKax,
NOpSJKE MPEAOCTABIEHHS TOCYJAPCTBEHHOM YCIIYTH, JOKYMEHTaX, HEOOXOMMMBIX
IUIsL €€ TIPENOCTaBICHUS,

4) OTCYTCTBHMEM HapYIIEHHHA CPOKOB IPENOCTABIECHHS TIOCYAapPCTBEHHOW
YCIIyTH.

47. TlokasaTesaMM AOCTYITHOCTH IPENOCTaBIECHHUS TOCYJapCTBEHHON yCIyru
SBJISIIOTCA:

1) Hanmuune McuepnbIBaroleil HHPOpMaIMU O crocobax, MOPAOKE U CPOKax
IPENOCTABJICHUS. TOCYAAPCTBEHHOH YyCIYyrH Ha HMH(QOPMAIMOHHBIX CTEHIAX B
MeCTax IPEAOCTABIICHUS TOCYIapCTBEHHBIX YCIyT, Ha Caiire;

2) HaJIM4Yre BO3MOXKHOCTHU ¢ NoMoUIbI0 Enxnnoro noprana:

a) TonydyeHHs HHPOpPMALMU O TOPAAKE M CpPOKax IPEJOCTaBICHHsA
roCyJIapCTBEHHOHU yCIIYTH;

0) hopMHpPOBaHHUS 3aIPOCa O MPEJOCTaBICHUH FOCYJaPCTBEHHON YCIIYTH;

B) IpHeMa W peructpauuu Poccenpxo3HaA3opoM 3ampoca U HHBIX
JOKYMEHTOB, HEOOXOAMMBIX JUIS IPEXOCTABICHHS TOCYAaPCTBEHHOM YCIIyTH,

I') IOJYYEHHUs Pe3yJIbTaTa IPEAOCTaBICHUA TOCYapCTBEHHOM YCIIyTH,

1) TIOJNyYCHHS CBEJCHHUN O XOJ€ BBIIOJIHEHHA 3alpoca O MPEIOCTaBICHUN
rOCyAapCTBEHHON YCIIYTH;

€) OCYIIECTBJIEHHsS OLIEHKH Ka4yecTBa IPENOCTABICHMS IOCYIapCTBEHHOM
YCIIYTH;

X) pocyneOHoro (BHeCymeOHOro) OOXalOBaHUA PpEINECHMH, IEHCTBUH
(6esneiictBus) Poccenpxo3nan3opa, AOJDKHOCTHOrO Jiuia Poccenbxo3Haazopa.
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48. BzaumoericTBre 3asBUTENS C TPAXKIAHCKUM CIIYXaIUM OCYILECTBIACTCS
IIpY JTHYHOM OOpalneHuu 3asBUTENs A [IOMY4YEHHA pE3ybTaTa NPEIOCTaBICHUSA
roCyJapCTBEHHON YCIIYTH.

49. TlomyueHue TOCYHAPCTBEHHOHW YCIYI'M 4epe3 MHOTOQYHKLIHMOHAIbHBIN
IEHTp IPENOCTAaBICHUS TOCYJApCTBEHHBIX M MYHHUIMIANBHBIX YCIYr HE

TIPEYCMOTPEHO.
50. BO3MOXHOCTH IOJYYEHHS TOCYAapCTBEHHOH YCIyrH B JIOOOM
TEPPUTOPUATHHOM HOpa3ICICHUH oprasa, IIPEIOCTABIAIOLIETO

rOCYJapCTBEHHYI0O YCIyry 10 BblOopy 3asBHTENA (IKCTEPPHTOPHAIBHBIN
IPUHIUI), OTCYTCTBYET.

51. BO3MOXHOCTh TOJYYCHHS TOCYAApCTBEHHOM YCIYI'M IIOCPEACTBOM
3ampoca O IPENOCTABICHHH  HECKONBKUX TOCYHAapCTBEHHBIX M (WiIHM)
MYHUIUNAIBHBIX YCIYT B MHOTOQYHKIMOHAIBHBIX LEHTPaX IPEIOCTaBICHUS
rOCYJIapCTBEHHBIX ¥ MYyHHLHUMAIBHBIX YCIYT, NPEXyCMOTPEHHOro crarbei 15.1
®enepanpHOro 3akoHa Ne 210-D3, OTCYTCTBYET.

Hubie TpeGOBaHUsl, B TOM YHCJe YYMTHIBAIOLIHE 0COOCHHOCTH
NpeAoCTaABIEeHHA TOCYIAPCTBCHHOM YCJIYIH 0 3KCTEPPHTOPHATILHOMY
npuHIUny (B cjy4ae, eCId rocylapcTBEeHHAs YCJIyra npeaoCcTaB/seTcs no
IKCTEPPUTOPUAIBLHOMY NPUHUHILY) H 0COOEHHOCTH NPeJOCTaABICHUS
rocyIapCTBEHHOH yCJIYI B JICKTPOHHOH (hopme

52. Jlis monyveHMs TIOCYJApCTBEHHOM YCIyrH B 3JIEKTPOHHOH (opme
3asBUTENb HANPABJISIET COOTBETCTBYIOIIEE 3asABICHUE U JOKYMEHTHI, YKa3aHHBIC B
nyHkrax 17 — 26 PernamenTta B (popMe JIIEKTPOHHOrO JOKYMEHTA, MIOAMKUCAHHOE
3JIEKTPOHHOM MOAIIUCHI0, B COOTBETCTBUH C TpeOoBaHMsAMHU DeNepanbHOro 3aK0Ha
Ne 63-03, ®denepanpHoro 3axkona Ne 210-®3 u nocranosnenus IIpasurenscrsa
Poccuiickoit ®eaepauun ot 25.06.2012 Ne 634 «O BHAax JJIEKTPOHHOM IOAIHCH,
HCIIONB30BAHHE KOTOPBIX [JOMYCKaeTcs IpH OOpallleHMH 3a IOJy4YE€HHEM
rOCYIapCTBEHHBIX 1 MYHHIMIIAIBHBIX yCIyr» 4,

Jns obecriedyeHnss BO3MOXHOCTH MOAAYH 3asBICHUS B JJIEKTPOHHOH (hopme
yepe3 Eauuplii mopran 3asBUTENb AODKCH OBITH 3aPETUCTPHUPOBAH B CHCTEME
Enunoro noprana.

II1. CocraB, MOCJI€A0BATEIBHOCTS H CPOKH BBINOJHEHUSA aAMUHHCTPATHBHBIX
npoueayp (aeicreuii), Tpe0OBaAHNA K NOPAIKY MX BbINIOJIHEHHS, B TOM YHCJI€
0COOEHHOCTH BBINOJHEHNS AAMMHUCTPATHBHBIX Npouenyp (IeHCcTBHI)

B JIeKTPOHHOU opme, a TakKke 0c00eHHOCTEH BHINOJIHEHHSA
aAMHHUCTPATHBHBIX NPOUEAYP (AeficTBUI) B MHOTOQYHKIHOHAJILHBIX
LHEHTPAaX NMPeJ0CTABJCHUSA rOCYAAPCTBEHHBIX M MYHHIMNATBHBIX YCJIYyr

53. IIpemocTaBieHHe rOCYAaPCTBEHHON YCIYTH BKIIIOUAET B ce0s caeayromue

i Co6panne 3axkoHonaTenbCcTBa Poceuiickoii @enepauun, 2012, Ne 27, ct. 3744; 2021, Ne 22, ct. 3841.
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aJIMAHUCTPATUBHBIE IIPOLIEAYPEL:

1) npueM u perucTpanuio 3asBICHHS O PErMCIpPalMK JIEKApCTBCHHOTO
npenapara, 3asBJ€HHS O BKIIOYCHHMH  (apMaleBTHYECKOH  CyOcTaHuuy,
NPOU3BEICHHONW I pean3allid, B PEECTp, 3asiBICHHS O BHECEHMH U3MEHCHHUH
B PETHCTPALIMOHHOE JIOChE HAa 3apervCTPHPOBAHHBIA JIEKAPCTBEHHEBIH Mperapar,
3a4BJICHHSA O BHECEHHH M3MCHEHWA B JOKYMEHTHl Ha (apMaleBTUYECKYIO
CyOCTaHIWIO, TMPOU3BEACHHYIO M pealM3ald M BKIIOYEHHYIO B PEECTp,
3asBJICHHS O TIOATBEP)KICHUM TOCYAapCTBEHHOM PETHCTPaLUU JCKapCTBEHHOTO
npernapaTa 1 MpUaaracMblx K HUM JOKYMEHTOB;

2) mpHeM M pETHCTpauus 3asBICHUs 00 OTMEHE TIoCyJapCTBEHHOM
PETHCTPALMY JIEKAPCTBEHHOrO Ipenapara, 00 HCKIIOYEHHMH (apManeBTHYECKOH
CyOCTaHLMH, MPOU3BENEHHON I pealy3allid, M3 IOCYAapCTBEHHOIO peecTpa,
3asBJICHUA O BhIZaue AyOJIMKaTa pErUCTPALIMOHHOIO YAOCTOBEPCHHUS,

3) dopMupOBaHHE M HAIPABICHHE MEXBEIOMCTBEHHBIX 3alIPOCOB B OPraHBI,
Yy4aCTBYIOLIVE B IPEAOCTABICHUU FOCYJapCTBEHHON YCIIYTH,

4) npoBeeHNE IKCIIEPTU3BI JIEKAPCTBEHHOTO IIperapara,

5) mnpuHATHE pElIeHUs O PErHCTpaluy JIEKapCTBEHHOIO Mperapara,
0 BKJIKOYEHHH (apMalleBTHIECKOH CyOCTaHLUH, IPOU3BEAECHHON I pealn3alni,
Bpeectp Jmbo 00 OTKaze B pPErMCTpalMM JICKApPCTBEHHOrO IIpernapara,
BO BKIIOYEHHM  (hapMaleBTHYECKOH  CyOCTaHLMH,  IPOU3BEIAECHHOM  IUIs
peanu3anuu, B peecTp;

6) NpUHATHE PEIICHHS O BHECCHMH MU3MEHEHUH B PErMCTPALHOHHOE JOCHE HA
3apPErUCTPUPOBAHHBIA  JICKAPCTBEHHBI IIperapaT, O BHECCHHH HM3MEHEHUM
B JIOKYMEHTBHI Ha (hapMaleBTHYECKYI0 CyOCTaHLMIO, IPOM3BEACHHYIO UL
peaIM3alli¥ ¥ BKIIOYEHHYIO B PEECTp, O IOATBEPKACHHH TIOCYAapCTBEHHOM
PErHCTpAlliy  JIEKapCTBEHHOTO Ipenapara aubo o006 O0TKase BO BHECECHHH
M3MEHEHHUM B PETHCTPALIMOHHOE JOChE HAa 3apErHCTPUPOBAHHBIA JEKAPCTBEHHbIM
npenapar, BO BHECEHHH W3MEHEHMIl B JOKYMEHTH Ha ()apMaleBTUYECCKYIO
CYOCTaHLMIO, MPOM3BEACHHYIO UIA peaH3allMd U BKIIOYCHHYIO B peecTp, O
TIOATBEPXKAECHUH FOCY1apCTBEHHOM PErMCTpaLMu JIEKAPCTBECHHOTO Npenapara;

7) paccMOTpeHHE 3asBIICHHS 00 OTMEHE TOCYAapCTBEHHOW PErucTpaliiu
JIEKApCTBEHHOrO Mpemnapara, 00 HCKIIOYEHHH (apMaLeBTHYECKOH CyOCTaHIMH,
NPOM3BEACHHONW JJIs peanu3alliy, M3 TOCYAAPCTBEHHOIO peEECTpa, O BblIa4e
OyOJIMKaTa perucTPaiOHHOTO YIOCTOBEPEHHSI.

IIpuem 1 perucTpauus 3asiBJCHHS 0 PErHCTPALMH JIEKAPCTBEHHOI0
npenapara, 3asiBJIeHHs 0 BKJIIOYeHHH (apMaleBTHYECKOI cyOcTaHuu,
NMPOU3BEACHHOM 1JIs1 peaiu3alMu, B peecTp, 3asiBJICHHs 0 BHECEHUH
H3MEHEHHI B PerucTPAallMOHHOE J0Che HA 3aperHCTPHPOBAHHBIN
JIEKAPCTBEHHBIN Mpenapar, 3asiBJIeHUs] 0 BHCCCHHM H3MEHEHMIA B JOKYMEHThI
Ha ¢apManeBTHUYECKYIO CyOCTaHUMIO, IPOHU3BEAECHHYIO IJIsl peain3aluu U
BKJIIOYEHHYI0 B PEECTp, 3asiBJICHHs 0 NOATBEPKICHHH rocy 1apCTBEHHOM
PerncTPanuu JeKapCTBEHHOI0 NPENnapara M NPUIaraeMoiX K HUM
AOKYMEHTOB
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54. OcHoBaHHEM M1 Havaja aJMHUHUCTPATUBHON IPOLEAYDPHl SBIAETCS
nocryrieHue B Poccenbxo3naasop:

3asBJICHHS O TOCYJApCTBEHHOM PEruCTpalliy JIEKapCTBEHHOIO IIpenapara H
IpHIaraeéMeiX K HEMy JOKYMEHTOB, yKa3aHHBIX B ITyHKkTax 17 — 19 Pernamenta —
IPY PEruCTpaLdU JIEKAPCTBEHHOTO IIpenapara, B TOM YHCJIE B 9JICKTPOHHOM BHJE
¢ ucnonb3oBanueM Equnoro nopraia;

3aABJICHUSA O BKJIIOYCHHH (papMaleBTUYECKOH CyOCTaHLMH, NPOU3BEAECHHOM
VI peayi3alldd, B PEeCTp U NpPIIAracMbIX K HEMY JOKYMEHTOB, YKa3aHHBIX B
nyukre 21 Permamenta — mpH BKIIOYEHHH (papMaLeBTHYECKOH CyOcTaHImy,
MPOU3BEACHHON IJI peau3aly, B PEECTp, B TOM UYHUCIIE B JJIEKTPOHHOM BHAC C
UCIONB30BaHMEM ErHOrO noprana;

3agBJICHHA O BHECEHHHM M3MCHEHHI B PETHCTPALMOHHOE JOChE Ha
3apErCTPUPOBAHHBIA JICKAPCTBEHHBIM IIpenapar M IPHWIaraéMbplXx K HEMy
JIOKYMEHTOB, YKa3aHHBIX B IyHKTe 22 PerimameHTa — IpH BHECEHUM H3MEHEHUI B
PErHCTPaliOHHOE JOChE Ha 3aperuCTPHPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar, B
TOM YHCJIE B DJICKTPOHHOM BHJIE C UCIIOJIb30BaHKEM Ennnoro mopraina,

3a4BJICHUS O BHECEHMH H3MCHEHHII B IOOKYMEHTHl Ha (PapMaleBTHYECKYIO
CYOCTaHIMIO, TPOU3BEACHHYIO Ul pean3allid M BKIIOYECHHYIO B PEECTp,
M IPHJIaracMbIX K HEMy JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 23 Pernamenra — npu
BHECEHHMH M3MEHEHHH Ha (papMaleBTHYECKYI0 CYOCTaHLHMIO, IPOU3BEACHHYIO IS
peaM3aluy ¥ BKIIIOYEHHYIO B PEECTp, B TOM YHCJIE B JJIEKTPOHHOM BHAE C
HCHOJIb30BaHNeM EnuHoro nopraina;

3asBJICHUS 0 HIOATBEPKIACHUH roCyAapCTBEHHOMN perucTpaluuu
JIEKapCTBEHHOTO IpenapaTa W NpHIaracMblX K HMM JOKYMEHTOB, YKa3aHHBIX B
nyHkTe 24 PeriaMeHTa, B TOM YHCIE B 3JIEKTPOHHOM BHUJAE C HCIOJIb30BAHHEM
Enunoro nopraina.

55. IMocrynuBmme B Poccenbxo3Han30p 3asBICHUE U IIpHIAaracMele K HEMY
INOKYMEHTbI ~ PErUCTPUPYIOTCS  JODKHOCTHBIMHM  JIMLIAMH  CTPYKTYPHOI'O
nojapasaeseHuss Poccenpxo3Haa3opa, B KOMIETEHLIMIO KOTOPOIO BXOAMT IIPHUCM,
pErUCTpalus ¥ pacipeAeiicHie MOCTYIAIIeH KOPPECIIOHICHIMH B ICHD NIPHEMa,
B CJIydae OTCYTCTBHS OCHOBAHUH IJIA OTKA3a B IIPUEME 3asBJICHHSA M MPHIIAracMbIX
K HEMY IOKYMEHTOB, HEOOXOAMMBIX [UI1 IPENOCTAaBIEHHUS TIOCYIAPCTBEHHOM
YCIIyTH, YKa3aHHBIX B ITyHKTE 31 PeriaMmeHTa.

56. Konus 3asBi€HHS C OTMETKOH O JaTe MpHEMa YKa3aHHOI'O 3asBICHHS U
[IpUIaraeéMelX K HEMY JOKYMEHTOB B JA€Hb IIPHEMa HANpaBisAeTCs 3asgBHUTEIIO
3aKa3HbIM MMOYTOBBIM OTIIPABJICHHEM C YBEAOMIICHHEM O BPYYEHUH WJIM B opMe
3JIEKTPOHHOTO JOKYMEHTa, TMOJIMCAHHOTO YCWIEHHOH KBaIM(UIMPOBAHHOM
3JEKTPOHHOM IOQIMCHI0 JO/DKHOCTHOrO JHIa Poccenpxo3Ham3opa, CrIocobom,
obecrieunBalOIMIUM IIOATBEPXKACHUE IIONyYeHHs 3asBUTCIIEM TaKOH KomMM U
HOJTBEP)KICHUE TOCTABKH YKa3aHHOI'O JOKYMEHTA.

PaccMoTpeHHne 3asBiICHHS M IPUIAraeMbIX K HEMY JOKYMEHTOB, IIOJTYYE€HHBIX
B 3JICKTPOHHOH (popme, OCYIECTBIAETCS B TOM XK€ MOPSAAKE, YTO H PACCMOTPEHUE
3asBJICHUS M IIPUJIaraéMbIX K HEMY JOKYMEHTOB, IOJIy4EHHBIX OT 3asBUTEIEH
3aKa3HBIM [TOYTOBBIM OTIIPABJIEHUEM C YBEIOMIIEHHEM O BPYUYEHHUH.
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57. Havansaux oThena HOJpa3AeICHus Poccenpxo3nanzopa,
OCYIIECTBIAIONIET0 TOCYIapCTBEHHYIO PETHCTPALMIO JIEKAPCTBCHHOTO Mperapara,
B Teueune 1 pabouero AHA ¢ JaThl NOCTYIUICHHs 3asBJICHHA M IPHIAracMbIX
K HEMY JIOKyMEHTOB, YKa3aHHbIX B ITyHKTe 54 PerilameHra, HazHayaeT M3 4HCIa
COTPYJHHMKOB OTAENa OTBETCTBEHHOTO HCIIOJHHUTENS II0 MX PacCMOTPEHHIO.
daMunus, UM U OTYECTBO (MPU HAJIMYUU) OTBETCTBEHHOIO MCIOJHHUTENS, €I
pabounii TeneGOoH HOIKHBI OBITH COOOIIEHB! 3asBUTEMIO [0 €r0 MUCbMEHHOMY (B
TOM YHCJIE II0 FIEKTPOHHOM IOYTE), yCTHOMY OOpaIlEHHIO.

58. OtBeTcTBEHHBIM HcnonHuTelb B TeueHHe 10 pabGoumx mHel co IHA
IOCTYIUICHUS 3asBICHUS U [IPUIaraeéMbIX K HEMY JOKYMEHTOB IIPOBOAMT IIPOBEPKY
TOJHOTEI, JOCTOBEPHOCTH U NPAaBUIBHOCTH OQOpPMIICHHS IIPEACTABIEHHBIX
JOKYMEHTOB PETHCTPALMOHHOIO JOChE Ha JIEKApCTBEHHEBIM Ipenapar C LeNbIo
ONpEAETICHUS:

1) COOTBETCTBHS HPEACTaBICHHOTO 3aABJICHHSI O IPEAOCTABICHUH
rocyJapCTBEHHO# ycimyru gopme, mpexyCMOTPEHHON COBETYIOIINM IMPHIIOXKEHUEM
K PernmameHnry;

2) Hamuypsd MPEAOCTaBICHHS KOMIUIEKTa JOKYMEHTOB, OIPEACIICHHBIX
nyakramu 17 — 19 u 21 — 24 Pernamenra;

3) MONHOTEI, JOCTOBEPHOCTH U MPABMIIBHOCTH O(QOPMIICHHUS MPEACTABIICHHBIX
JTOKYMEHTOB PErMCTPALIMOHHOIO JOChE Ha JIEKAPCTBEHHBIH IIPEIapar;

4) HanuuMs OCHOBaHHMil JUI1 OTKasa B IIPEJOCTAaBJIECHHMH TOCYAapCTBEHHON
YCIIyTH, IPEyCMOTPEHHBIX MMyHKTOM 33 Pernamenra.

59. B cinyyae eciu 3asBieHHEe O(QOPMIEHO C HapyIIEHHEM TpeOOBaHMM
nyuktoB 17, 18, 21 — 24 PernmameHTa ¥ INpH HAIUYMHM OCHOBAHHH IS
IIPHOCTAHOBJICHHS MIPEJOCTABIECHHS TOCYAaPCTBEHHOM YCIYTH, IPEAYCMOTPEHHBIX
nyHkToM 32 Pernamenra, OTBETCTBEHHBIH HCIONHUTENb B TeueHme 10 paboumx
JHER COo JHA UX IPHEMa HaNpaBisieT 3asBUTEINIO YBEJOMICHHE O HEOOXOAMMOCTH
YCTpPaHEHHUS B CpOK, He mpeBblmarommid 90 pabounmx aHEH, BBIABICHHBIX
HapylmieHMd ¥ (WIM) [pPEeICTaBICHU JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT,
3aKa3HBIM IIOYTOBBIM OTIIPABJIEHHEM C YBEIOMIICHHEM O BPYYCHHH, HJIH B Qopme
3JIEKTPOHHOIO JOKYMEHTA, [OAMHCAHHOIO YCHJICHHOM KBalM(QHIMPOBAHHOI
3J1EKTPOHHON IIOAMKMCHIO JIOJDKHOCTHOrO Juua Poccempxo3Haaszopa, crmocobom,
00€eCIIeUHBAIOIIUM [TOATBEPXKIACHHE ITOTyYEHHs 3aABUTEIEM TaKOr0 YBEIOMJICHHUS
¥ TIOATBEPXKACHHE AOCTaBKM YKa3aHHOTO AOKyMEHTa. B cilyyac HampaBjCHHUS
3ammpoca yIOJHOMOYEHHOTo (hefepalbHOrO OpraHa HCHOJIHHUTENIBHOM BJIACTH IO
[OYTE 3aKa3HBIM IHCHMOM OH CYHMTAETCA IONYyYEHHBIM IO HUCTCYEHHH 6 IHEH
C IJaThl HAIIPaBJIECHHs 3aKa3HOTO MUChMa™®,

60. B cinyuae mpeacTaBieHus 3asiBUTENEM B CPOK, YKa3aHHbIM B
YBEIOMJIEHHH O HEOOXOOMMOCTH  YCTPAHCHHS  HApYIUECHW,  3asABJICHM,
0(OPMIICHHOTO B COOTBETCTBUH ¢ TpeOoBaHUAMH MyHKTOB 17, 18, 21 Pernamenra,
¥ (WIM) B IOJHOM OOBEME MPUIIAraeMbIX K HEMY AOKYMEHTOB, IHMOO B Ciydae
JOCEUIa  JOKYMEHTOB  COOTBETCTBYIOLIMX  IIOJIOKEHHMAM  Pernamenta,
OTBETCTBEHHBIM HCIONHUTENb B TeueHne 10 pabouux mHEH cO QHA NOCTYILUICHHS

¥ Yacts 4 cratey 16 Denepansuoro 3akoHa Ne 61-@3,
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3asfBJICHUA U IPUIaraeMbIXx K HEMY XOKYMEHTOB IPOBOAMT IIPOBEPKY IIOJIHOTEI,
JIOCTOBEPHOCTH M IIPAaBIIIBHOCTH OQOPMIICHUS NIPECTABICHHBIX JOKYMEHTOB.

B cnyuae ecnum 3asgBinenue odopmieHo Oe3 HapymeHus TpeOoBaHHI
PeritamenTa ¥ npujiaraéMele K HeMy JOKYMEHTBI IIPEACTaBIEHBI B IIOJIHOM 00bEME,
OTCYTCTBYIOT OCHOBaHHSA JJIS OTKa3a B IPEJOCTaBICHUU TOCYJapCTBEHHOHN YCIIYTH,
IPEeIyCMOTPEHHbIE NMYHKTOM 33 PernameHta, OTBETCTBCHHBIM MCIIOIHHUTENb B
teueHde 3 pabouux JHEH €O [OHA OKOHYaHMWs IIPOBEPKH JOKYMEHTOB
MOATOTABINBAET MIPOEKTHI CIACTAYIOIUX JOKYMEHTOB!

1) yBemomiieHUS B aJpec 3asBHTEISA O IpUEME 3asBICHMS U NPUIIAra€MbIX
K HEMy JOKYMEHTOB, O BblJaue 3afgaHus Ha nposeneHne PIBY skcmeprus
U 0 HeoOxomuMocT mperocraBieHuss B OI'BY o00pasuoB mnsd npoBeacHHsA
JKCIIEPTH3,

2) pemenus o Beigaue 3aganus OI'BY Ha npoBeneHHe IKCIEPTU3EI KaYECTBA
JIEKApCTBEHHOI'O CPEICTBA, OTHOIICHUS OKUAAEMOH IONB3BI K BO3MOXHOMY PHCKY
IPUMCHEHHs JIEKApCTBEHHOIO Ipernapara, 00 YCKOPEHHOH 3KCIIEPTHU3BI
Ka4yecTBa JIEKAPCTBEHHOTO CPEACTBA.

YBeIOMJIEHHE TOAINKCHIBAETCS YIOIHOMOYEHHBIM JOJDKHOCTHBIM JIMIOM
Poccenpxo3Ham3opa W HampaBisdeTcs  3asBUTENIO  3aKa3HBIM  II0YTOBBIM
OTIpaBJIEHUEM C YBEIOMJICHHEM O BpYYEHHHM, WJIM B (QOPME IJIEKTPOHHOI'O
JOKYMEHTa, MOIIMCAHHOIO YCHJICHHOH KBaIM(UIMPOBAaHHOM JIIEKTPOHHOM
HOAIMUCKIO JIOJDKHOCTHOTO navna Poccenbxo3Haasopa, crocoooM,
o0eCreYnBarOIMM IIOATBEPKACHUE NIOTyueHHs 3asBUTEIIEM TaKOI'0 YBEAOMIICHHUS
Y IMOATBEPKIEHHNE JOCTABKU YKa3aHHOT'O JOKYMEHTA.

61. B cioyyac HaiMuus OCHOBaHMH M OTKasa B IPEAOCTaBJICHHUH
rOCyJapCTBEHHOM YCIyrM IPEJyCMOTPEHHBIX IIyHKTOM 33  PeriameHnTa
Poccenbxo3Ham30p INpUHUMAET pelieHue o0 OTka3e B INPEeNOCTaBICHHU
roCyJapCTBEHHOM YCIIYTH.

OTBETCTBEHHBIH UCIIOJHUTENb MOJrOTAaBINBAET IPOEKT PEIICHH 00 OTKa3e B
IIPEIOCTaBIEHNM TOCYJapCTBEHHON YCIIyTH C yKa3aHHEM IIPHYMH OTKasa. Pemenue
HOAIMUCHIBACTCS YIIOJHOMOYEHHBIM JIMIOM Poccenbxo3Hanzopa. YBeaoMIIEHHE 00
OTKa3¢ B IPEIOCTABICHUM TOCYJApCTBEHHOH  YCIYrMW  IOIIMCBIBAETCA
YITOJTHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM Poccenbxo3Haa3opa ¥ HanpaBIseTCs
3asBHUTEII0 3aKa3HBIM IIOYTOBBIM OTIIPABJICHHEM C YBEAOMIICHHEM O BpPY4YEHHH,
Wid B (GopMe 3JIEKTPOHHOTO JOKyMEHTa, MOJANHCAHHOIO  YCHICHHOM
KBaIM(PHULUMPOBAHHOM  3JEKTPOHHOM  NOANMCBIO  JOJDKHOCTHOIO  JIMLIA
Poccenbxo3Hanzopa, crocoboM, 00ecrneuuBaOmM TOATBEPKACHUE IIOITYyUCHUS
3asBHTEIEM TAaKOTO YBEAOMJICHHS M IIOATBEPXKICHHE JOCTaBKH YKa3aHHOI'O
JOKYMEHTA.

[Ipp oTkase B OpraHM3alMUd JKCHEpTU3 JHOO0 B  IPEAOCTABICHUH
rOCyIapCTBEHHOH YCIYTH, JOKYMEHTHI, BXOJSIIHME B COCTAB PErHCTPAILIMOHHOIO
JI0ChE Ha JICKApCTBEHHBIH MPENapaT, BO3BPAILAIOTCs 3asBUTENI0 HA OCHOBAHHH €TI0
IMCHMEHHOIO 3alpoca, HaIpaBIeHHOro B PoccenbxosHanzop B TedeHue 30
paboumx mHe# co mHs npuHATHA Poccenbxo3Ham3opoM pemeHus o6 OTkase B
[IPEIOCTABICHHN TOCYHApCTBEHHONH ycinyrd. OTBETCTBEHHBIA HCIOJHUTEND
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Poccenbxo3nan3opa Bo3BpamaeT 3assBUTENIO YKa3aHHBIE TOKYMEHTHI B TeueHue 10
pabouux qHEH CO IHSA MOIXYy4EHHs COOTBETCTBYIOIIETO 3anpoca 3asBUTEIA.

62. KpurepusMu TpUHITHA PEMICHUS IO aIMUHHUCTPATUBHON mpouexype
SBJISETCS HAMU4YUE WM OTCYTCTBHE OCHOBAaHUM )i OTKa3a B IPUHATHH 3asBJICHUS
Y IPWIATACMBIX K HEMY JOKYMEHTOB, a TakKX€ HAJIWYUE HIU OTCYTCTBHE
OCHOBaHMM  JiId  OTKa3a  IPEJOCTAaBICHUM  TOCYJApCTBEHHOHM  YCIYIH,
IIPeIyCMOTPECHHBIX IyHKTOM 33 Pernamenra.

63. PesynbpraTaMu aIMUHHCTPATUBHOM MPOLEAYPHI ABJISIOTCS OTKa3 B IIpUEME
JOKYMEHTOB, OTKa3 B MPEAOCTaBICHUU T'OCYJApPCTBEHHON YCIYTH WU HpPUHATHE
JOKYMEHTOB M Ha3HAYE€HHUE DKCIIEPTU3HL.

64. Cnocobamu ¢ukcauuy pe3yiabTaTa aJIMUHUCTPATHBHON IPOLEAYDHI
ABIIAKOTCS HANPABJICHUE YBEAOMJICHUS O NPUHATUM 3asBICHUS U IPUIAracMbIX K
HEMY JOKYMEHTOB M O BblAaue 3amaHus Ha npoBegeHue OI'BY skcneptus (eciu
IPOBEACHUE DKCIEPTU3BI NPEIYCMOTPEHO B COOTBETCTBUU C ITyHKTamHu 99 u 100
PernmamenTa) u (WIM) O HaIlpaBI€HUM Ha COIJIaCOBaHUE JOKYMEHTOB 3asiBUTEIA
(ecnu mpoBeNEHUE JKCHEPTU3BI HE NPEAYCMOTPEHO B COOTBETCTBUH C IIYHKTOM
101 PernamenTta), a Taxxe o Heobxomumocty npenocrapicHus B PI'BY obpasuos
IUTSL TIPOBENEHUS 3KCIEPTH3, TUO0 O BO3BpATE 3asBJICHUS W IPUIIATa€MBIX K HEMY
JOKYMEHTOB, Tu00 00 OTKa3e B IPEOCTABICHUH FOCYJapCTBEHHON YCIYyTH.

IIpuem n perncrpanus 3asiBjeHus 00 OTMEHe rOCYyAapCTBEHHOM
perucTpauuu JeKapcTBEHHOI0 Npenapara, 00 HCKJIIYCHHH
(papmaneBTHYECKOH CyOCTAHIUM, IPOU3BEACHHOM ISl peaJu3aluu, u3
roCyAapCcTBEHHOI'0 peecTpa, 3asiBJIeHHs 0 BbIjave Ay0auKarTa
PEerucTpPaMOHHOIO YA0CTOBEPEHUSA

65. OcHoBaHHMEM MJI1 Hayaja aJMUHUCTPATUBHON MpOLECAYpPHl SBIAETCA
IOCTYIUIGHHE B Poccenbxo3Hag3op 3asBieHHs 00 OTMEHE TIOCyJapCTBEHHOH
PETHCTPAllM JICKApCTBEHHOrO Ipemnapara, 00 HCKIIOYEHUH (papMaleBTHYECKOM
cyOCTaHIMH, MPOU3BEACHHOW MJIs peanu3alid, U3 TOCYJapCTBEHHOIO peecTpa
b0 3asABJICHUS O BbIJaue MyOiMKaTa PErMCTPALlMOHHOIO YIOCTOBEPEHUS (Jajiee
B HACTOAIIEM IOApA3Jeie — 3afBICHUE) M IPUWIAraeMbIX K HUM JOKYMEHTOB,
YKa3aHHBIX B ITyHKTax 25, 26 PernameHra.

66. IloctynuBmee B Poccenpx03Ham30p 3asdBICHHE PETHUCTPUPYETCS
JOJDKHOCTHBIMU JIMIJAMU CTPYKTypHOro ImnozpaszaeneHus Poccenpxo3nansopa,
B KOMIICTCHLIIMIO KOTOPOr0 BXOAWT IIPUEM, pPETUCTpalMs MU pacnpencieHue
HOCTYNAIMEH KOPPECHOHACHIMM B [JEHb IpPHEMa, B CIy4ae OTCYTCTBHS
OCHOBAHHUS I OTKa3a B MPUEME 3asABICHUA U MPIIATAEMbIX K HEMY JOKYMEHTOB,
HEOOXOAMMEBIX Ul IPENOCTaBICHUA TOCYJAapCTBEHHOM YCIyIHW, YKa3aHHbIE B
nyHkre 31 Pernamenra.

67. B ciyyac Hamu4us OCHOBAaHMS Ui OTKa3a B IIPUEME 3asBICHHA,
yKa3aHHOro B IyHKTe 31 PermameHra, 3asBiI€HUE BO3BpAIAeTCs 3asBUTEIIO C
YBEJJOMJICHHEM O BO3BpaTE C YKa3aHUEM IPHUYHMHEI BO3BpaTa 3aKa3HBIM I10YTOBBIM
OTIpPABJICHHEM C YBEAOMJICGHHEM O BpYYEHHH, WIX B (QOpPME 3IEKTPOHHOIO
JOKYMEHTa, MOAMHUCAHHOTO YCWJICHHOW KBaIU(UIMPOBAHHON 3JIEKTPOHHOM
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HOJIHUCHIO JOJDKHOCTHOTO nia Poccenbxo3Hanzopa, crocobomM,
00ecIIeynBaIOIIKUM TTOATBEPKACHHE TOTYy4YEHNs 3agBUTEIEM TaKOIO YBEIOMICHHS
Y IOATBEPIKACHHE JOCTABKU YKa3aHHOI'O JOKYMEHTA.

68. Komus 3asBJIeHUA C OTMETKOM O JaTe IIpHEMa YKa3aHHOrO 3asBIICHUS B
JICHb MpHEMa HaNpaBiIsieTcs 3asBUTEIIO 3aKa3HBIM IIOYTOBBEIM OTIPABICHUEM
C YBEAOMJICHHEM O BpY4Y€HHMH WIH B (opME 3IEKTPOHHOIO JOKYMEHTA,
IOANMCAHHOTO0 YCHICHHOH KBaMM(UIMPOBAHHOM JJIEKTPOHHOM  IOMIMCHIO
JOIDKHOCTHOTO Jmra Poccenpxo3Ham3opa, cmoco0oM, 00ecredrBaromum
MOATBEPXKACHUE TMONyYeHHUs 3asBUTENIEM TAaKOM KONHMH M IOATBCPXKACHHE
OOCTaBKH YKa3aHHOI'O JOKYMEHTA.

PaccMoTpeHue 3asBICHUS U IPUIIATa€MbIX K HEMY JOKYMEHTOB, TOJTy4CHHBIX
B 9JIEKTPOHHOH (popMe, OCYIECTBISIETCS B TOM XK€ IOPAIKE, YTO U PACCMOTPEHHE
3aSBJICHAS M IPWIaraeMeIX K HEMY NOKYMEHTOB, IOIYYEHHBIX OT 3asBHTEIICH
3aKa3HBIM ITIOYTOBBIM OTIIPABIICHUEM C YBEAOMIIEHHEM O BPYyYCHHUH.

69. KpurepusMu NPHUHATHSA DPEIUCHHS IO aJAMHMHHCTPATHBHOM Mpoueaype
SBJIAETCH HAJIMYKE WIH OTCYTCTBHE OCHOBAaHUH I OTKa3a B NPHHATHH 3asBICHHUS
M JOKYMEHTOB K HeMy, IpeIyCMOTPEHHBIX IyHKTOM 31 Permamenra,
Poccenbxo3nanzopom.

70. PesynpraToM aIMHHHCTPATUBHOM NPOLENYPHl SBIIACTCS TMPHHATHE
3agBIE€HUS W JOKYMEHTOB K Hemy JOO OTKa3 B HpHH}ITI/II/I 3adBJICHUSL W
JOKYMEHTOB K HeMy PoccenpXxo3Haa3opom.

71. Cnocobom ¢ukcaiu pe3yabraTa aJIMHHUCTPATUBHOM IPOLEXYPHI
ABJSIETCS HAIIPABJICHNE YBEAOMIICHUSA O IPHHATHH 3as8BJICHHA M JTOKYMCHTOB
K HeMy JIHOO yBeIOMIIEHHMsS 00 OTKa3e B IIPHHATHUH 3asABJICHUA W IOKYMEHTOB
K HeMy Poccenbxo3Han3opoM.

®opMupoBaHHE H HANPABJEeHHE MeKBEJOMCTBEHHbIX 3aIPOCOB B OPraHbl,
y4acTBYIOLIHE B MPEAOCTABJIECHHH IrOCYJaPCTBEHHOM yCIyrn

72. OcHoBaHMeM HJI Hayajla aAMUHHUCTPATUBHOM IIPOLERYPHI SABJIACTCA
IpPUHATHE 3asBJICHHS O [PEIOCTABICHUH TOCYJApCTBEHHOH YCIOyrH H
HENPEACTABIICHHE JOKYMEHTOB, YKa3aHHBIX B MyHKTe 29 Pernamenra, 3assutenem
110 cobcTBeHHOM MHMLIMAaTUBE B Poccenbxo3Haasop.

73. MeXBeTOMCTBEHHOE nHGOpMaLOHHOE B3aUMOJEHCTBHE
OCYLIECTBJISIETCS. C OpraHaMH TOCYJApCTBEHHOM BJIACTM B LEIAX IONYYCHHS
CBEACHHMH, yKa3aHHBIX B MyHKTe 30 Pernamenra.

74. MeXBeIOMCTBEHHOE 3JIEKTPOHHOE B3aMMOACHCTBHE B LEIAX ITOTYYCHHS
CBEICHHI B 3JIEKTPOHHOM ()OpMe OCYIECTBISETCS C HCHOJB3OBAHHEM EIMHOH
CHCTEMBI MEXBEJIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aMMOACHCTBHSA B COOTBETCTBUU
c [TomoxkeHHEM O E€OUHOM CHCTEME MEXBEAOMCTBCHHOIO  JJIEKTPOHHOTO
B3aMMOJEHCTBHS, YITBEPXKICHHBIM mocTaHOBIeHHEeM IIpaBuTenbCTBa POCCHACKOM
denepanyu ot 8 cenT6ps 2010 1. Ne 697°%.

75. @opMupoBaHME K HAaNpaBICHHE MEXBEAOMCTBCHHBIX 3allpOCOB

36 Cobpanue 3akoHoaTeNbCTBa Poccuiickoii ®enepaunn, 2010, N 38, cr. 4823; 2021, N 27, 5371.
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OCYIECTBIAETCS JO/DKHOCTHBIM JHIIOM Poccenpxo3Han3o0pa, yNoJHOMO4YCHHBIM
Ha (QopMHpOBaHME ¥ HAaNpaBIEHHE MEXBEJOMCTBEHHBIX  3aMpocoB, B
COOTBETCTBHMH ¢ TpeOoBaHUAMHU cTaThu 7.2 DemepanbHOro 3aKOHA Ne 210-93, B
GopMe 3JIEKTPOHHOIO JOKYMEHTAa IIyTeM 3aIlOHEHMA JICKTPOHHBIX dopm
MEXBEIOMCTBEHHOTO 3aIpoca, 33 MCKIIOYEHHeM CiIydas, MpeaycMoTpeHHoro 91
Pernamenra.

76. B cinydae eciaM TEXHHYECKas BO3MOXKHOCTH HAIIPABJICHUS 3ampocoB
M [ONy4eHHs  MHGOpMAnuMM € MCIONB30BAHMEM  CNMHOM  CHCTEMBI
MEXBEIOMCTBEHHOI'O JJIEKTPOHHOTO B3aMMOJEHCTBHS OTCYTCTBYET, 3alpOChI
HAIPaBJIAIOTCS Ha OyMa)KHOM HOCHTEIIE.

77. MakCHUMalbHBIM CPOK Ul HANpPaBICHHSA MEXBEIOMCTBEHHBIX 3aIIpOCOB
cocTaBisieT 5 paboymx HHEH CO JHA NPHHATHA 3asBICHHSA O IPEAOCTABICHUH
rOCYAAPCTBEHHOM YCIYTH M IIPHIIAraéMbIX K HEMY JOKYMCHTOB.

78. @akT yIUIATHl TOCYJapCTBEHHOM IIONUIMHBI 32 MPENOCTAaBJICHUC
rOCyJapCTBEHHOH  YyCIyrH B  ClIy4ae  HENpPEACTaBICHHA  JOKYMCHTOB,
OATBEPKIAIOMHUX UX YILIATY, IPOBEPSETCS C HCIOJb30BaHKHEM ['0Cy 1apCTBEHHOH
MH(POPMAIIMOHHOH CHCTEMBI O FOCYAaPCTBEHHBIX X MYHHIHIIAIBHBIX marexax’’.

79. KpuTepueM NpHHATHS PELICHHS II0 aJMHHUCTPATUBHOH IIPOLEAYPE
SIBIISIETCS HENpPEJCTABICHHE JOKYMEHTOB, YKa3aHHBIX B IyHkTe 29 Permamenta
3asBUTEIIEM 10 COOCTBEHHOH MHUIMATHBE B Poccenbxo3Ha30p.

80. Pe3synsTaroM aIMHHHUCTPAaTHBHOH MPOLEAYPBI SBISECTCA HAIPABICHUC
3ampoca JUls IIPEeAOCTaBICHUS HHpOpMAaImK, HEOOXOMMMOH Ul NPENOCTABICHUS
TOCYApCTBEHHOMN YCIIYTH, B PaMKaX MEXBETOMCTBEHHOIO B3aHMOCHCTBHL.

81. Cnoco6oM @ukcaiuu pe3ylbTaTa aJMHHHCTPATUBHOH IPOLEAYPEI
ABJAETCA  PETHCTPalMs  HANpABICHHOIO B paMKax  MEXBEIOMCTBCHHOIO
B3aMMOJEICTBHS 3aIpoca I MpexocTaBieHus HHdopManuu, HEOOXOAMMOH A
IPEAOCTABIICHUS TOCYAaPCTBEHHOMN YCIIYTH.

IIpoBeqenne IKCIEPTH3BI JIEKAPCTBEHHOr0 Npenapara

82. OcHoBaHMEM JUIi Hauyajla aJMHHHCTPAaTHUBHOM IPOLEAYPHI SBIIACTCS
NPUHATHE 3aABJICHHAS O TOCYJapCTBEHHOM PETHCTpalMH  JICKApCTBEHHOrO
mperiapaTta, 3asBJEHHS O BKIIOYEHMM  (apMalleBTMYECKOH  CyOCTaHIMH,
IIPOU3BEECHHOM Ul pEalM3alUy, B PEECTp, 3asABICHHA O IOATBEPXKACHHUH
rOCyJapCTBEHHOM DErHCTpalMi JIEKapCTBEHHOIO IIpenapaTa, 3asBICHHA O
BHECEHHMH M3MEHEHHH B PErMCTPalliOHHOE  JOChE  3apEriCTPHUPOBAHHOIO
JIEKAPCTBEHHOTO NPENapaTa 1 3asBICHUsS O BHECEHUH H3MCHCHHUH B JIOKyMCHTBI Ha
(QapManeBTHYECKyl0 CyOCTaHIHMIO, MPOU3BEACHHYIO [JId  peam3ali |
BKIIIOUEHHYIO B peecTp (B CIy4ae, €ClIM NPOBEACHNE SKCIIEPTU3HI IIPEIYCMOTPEHO
nyakrtamu 99 u 100 Pernamenra) M NpUIaraeMbIX K HEMY JIOKyMEHTOB (manee B
HACTOSIILEM IOJIpa3/ele — 3asBIICHHIE U IIPUIAraeMBIe K HEMy JOKyMEHTBI).

83. Okcmepru3a KauecTBa JIEKAPCTBCHHOTO CpEeICTBA M IKCICPTH3A
OTHOIIEHHSA OXUOAEMOM IIOJNB3BI K  BO3MOXHOMY PHCKY [PUMEHCHMSA

37 Cratha 21.3 DenepansHoro 3akoHa Ne 210-03.
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JICKapCTBEHHOI'0 Iperapara IIPOBOAMTCA B CPOK, He mpeBsimaromuii 110 pabounx
nHeit co s nonyyenus OIBY 3ananus Poccensxo3Hanzopa A0 AHA HANPABICHHA
B Poccenbx03HaA30p 3aKIIOYEHHS, COCTABJIEHHOTO KOMHCCHEH HKCIIEPTOB IIO
pe3yiapTaTaM IPOBEACHHON 3KCHEPTU3bl, B COOTBETCTBUHU C YTBEPKIACHHBIMH
[IpaBunamu npOBENEHHS JKCIEPTU3bl — IPU PETUCTPALMH JIEKAPCTBEHHOIO
Ipenapara Wid BKIIOYEHUH (apMalleBTUYECKOH CyOCTaHIMHU, IIPOU3BEICHHON IS
peayin3aluy, B pEECTp.

OKCHepTH3a OCYIIECTBIIAIOTCS B CPOK, HE MpeBbInaomuil 60 pabounx aHei
co nusa nonyyenus PI'BY 3apanus Poccenbxo3Haja3opa OO AHA HAalpaBICHHS
B Poccenbxo3Han30p 3aKIIOYEHHUs, COCTaBJIEHHOTO KOMMCCHEH OKCHEPTOB II0
pesynpTaTaM IPOBEICHHOM JKCHEPTH3Bl, — MPH IPOBEACHHUH YCKOPECHHOM
OKCIEPTH3bl, IIPM  BHECEHHHM  U3MEHCHHH B PETUCTPAllMOHHOE  J[OCHE
3apETHCTPUPOBAHHOIO JIEKAPCTBEHHOIO IMpernapaTra, NpU BHECEHWH HU3MEHEHUH B
JOKYMEHTHI Ha (apMaleBTUYECKyl0 CyOCTaHLMIO, MPOM3BEACHHYIO  JUIs
peann3anMy M BKIIOYEHHYIO B PEECTp, IPU TOATBEPXKACHHU TOCYAapCTBEHHOM
PETUCTPaLMHK JIEKAPCTBEHHOTO IIperapara.

84. Oxcneprusa JIEKapCTBEHHOIO IIperapara HPOBOAUTCS B CICIYIOIINX
ClTyyasx:

84.1. BHeceHHMe H3MEHEHUH B  JOKYMEHTBI, COAEPXKAIIMECS B
PETUCTPALIMOHHOM JIOChE€ Ha 3apeTHCTPHPOBAHHBIN JIEKAPCTBEHHBIH IpEnapar, B
OTHOLIECHUHM CJIEAYIOIIMX CBEICHHI S:

1) U3MeHeHus1 B MHCTPYKIUU 0 NMPUMEHEHHIO JICKAPCTBEHHOTO Iperapara,
KacarouIuecs: ,

a) NIoKa3aHuil (IIPOTHBOMOKA3aHUIT) ISl IPUMEHEHHS,

0) pexuma Jo3upoBaHUs, crocoba BBENEHHS M IPUMEHCHHUA, BPEMEHH
IpreMa JIEKapCTBEHHOTO Mpenapara, IpoJODKUTEILHOCTH JICUSHHS,

B) BO3MOXHBIX IOOOYHBIX JEHCTBHH, HEXKEJIATeIbHBIX peakuuil npu
NIPYMEHEHUH JIEKapCTBEHHOTO Iperapara,

I) B3aUMOACUCTBHS C APYTHMMHU JIEKAPCTBEHHBIMH TMpenaparaMd U (Win)
KOpMaMH,

J) CpOKa TrOJHOCTM M YyKa3aHHE Ha 3ampeT IPHUMEHEHHUS JICKapCTBEHHOIO
Ipernapara o HCTEYEHUH CpOKa FrOAHOCTHU

€) CpPOKOB  BO3MOXXHOTO  HCIOJNB30BaHHS  IPOAYKLMH  KHBOTHOIO
NPOHCXOXACHHUS [TOCIIE BBEACHHUS )KMBOTHOMY JICKapCTBEHHOTO IIpernapara,

2) wu3MeHeHue W (WIM) JOINOJHEHHE IPOU3BOACTBEHHOM IJIOIIAIKH
JIEKapCTBEHHOTO CPEACTBA;

3) wu3MeHeHME B HOPMAaTHBHOM JIOKYMEHTE IIOKa3areneil KauecTBa
JIEKapCTBEHHOTO Hperapara U (WiM) METOAOB KOHTPOJIS KadyeCTBa JIEKapCTBEHHOTO
npernapara;

4) o ¢papmaneBTHyeckoil cyOcTaHiuu ((papMaleBTUYECKHUX CyOCTaHIMSX),
BXOASAILIEH (BXOASIIMX) B COCTaB JIEKAPCTBEHHOTO Mperapara;

a) OITMCAHUE METOJUK KOHTPOJIS KayecTBa (papMaLieBTUIECKOH CYOCTaHIIN Y,

0) agpec npousBoAcTBa (PapManeBTHIECKOH CyOCTaHIUM;

% gacTp 2 ctaThk 31 ®enepanshoro 3akona Ne 61-®3.
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B) cienuduKanys Ha GapManeBTHIECKYIO CyOCTaHIHMIO.

85. DKkcrepTH3a KauyecTBa JIEKApCTBEHHOIO Ipenapara NpOBOAUTCS B CIy4ac
BHECEHHS U3MEHEHUH B IOKYMEHTHI, COAEPKALIUECS B PETHCTPALMIOHHOM JI0CEE HA
dapManeBTHUECKyI0  CyOCTAaHLIMIO, MNPOM3BEACHHYIO JUI1 pealu3alud U
BKJIFOYEHHYIO B TOCYJIapCTBEHHBIN PEeCTp, B OTHOIICHUWM CIIEAYIONIMX CBEACHHH,
KACAIONIUXCA-":

1) wu3MeHeHus W (WId) JONOJHEHHMS TPOM3BOACTBEHHOW IUIOIAAKH
JIEKapCTBEHHOTO CPENCTBA,

2) u3MEHEHHs MToKa3aTenel KaueCTBa JJEKapCTBEHHOTO CPEICTBa;

3) METOZIOB KOHTPOJIS KA4€CTBA JIEKAPCTBEHHOTO CPEACTBA.

86. B ciayuae HeOOXOZMMOCTH BHECEHMSA H3MEHEHHA B JIOKYMEHTHI,
CONEpXALIMECS B  PETHCTPAlMOHHOM  JOChE HAa  3apPETHCTPUPOBAHHBIHA
JNIEKAPCTBEHHBIN Mpernapar, Ha (GapMaLeBTHIECKYIO CyOCTaHIHMIO, IPOM3BEACHHYIO
UL peai3allii ¥ BKIIOYEHHYIO B PEeCTp, HE IPEIyCMOTPEHHBIX MyHKTaMu 99,
100 PermaMeHTa, 3KCIepTU3a HE IPOBOIUTCS.

87. Ilpoekt pemieHHs O BBIAAYE 3alaHMs HA MPOBEACHHE OSKCIIEPTH3LI
JIEKAPCTBEHHOTO CPEACTBA COINIACOBBIBACTCS HAYAIBHUKOM OTAENA (JIMLIOM, €ro
3aMEIIAOLIIM) U IIOIITUCBIBACTCSA 3aMECTHUTEIEM PYKOBOAUTEISA
Poccenpxo3Hanzopa (JIMLIOM, €ro 3aMelialonmM) B TedeHue 1 pabouero JHs cO
IHS TOATOTOBKM OTBETCTBEHHBIM HCIIOJHHUTENIEM IIPOEKTA PEIICHHsS O BblAAYE
3a/IaHMs Ha TIPOBEAEHUE IKCIIEPTU3bI IEKAPCTBEHHOTO CPE/ICTBA.

88. B Teuenmne 1 pabGouero mOHA CO JHA MOANMHCAHUS 3aMECTUTEIIEM
pykoBomuTens Poccenpxo3Hanzopa (IMIIOM, €ro 3aMEIIAlollMM) PELICHHS O
BBIIAYE 3aJaHMA Ha IPOBEICHUE OKCIEPTH3bI, 3aJaHHC U JOKYMEHTSI
Hanpasisitorea B PI'BY.

89. B Teuenme 30 pabGouux JHEH CO [JHA IOJMYYCHHS PCIUCHHA
Poccenbxo3Han3opa O TIPOBEACHMH JKCIEPTHU3bI KavyeCTBA JICKAPCTBEHHOIO
CPEICTBA U DKCHEPTH3Bl OTHOLICHHS OXMAAEMOM IMOJB3BI K BO3MOXKHOMY PHCKY
NPUMEHEHHsI JICKAPCTBEHHOTO IIpenapara WM YCKOPCHHOH  9KCIEPTH3BI,
3agButens npeacrasiuser B DOI'BY ming mpoBemeHHS OKCIEPTU3bI KavyeCTBa
JIEKapCTBEHHOTO CPEACTBa 00pasIbl IEKAPCTBEHHOTO MpemnapaTa, POU3BEICHHOTO
B COOTBETCTBHMHM C TPSOOBAHUSMU TEXHOJIOTMYECKHUX PETIAMCHTOB, YTBEPXKICHHBIX
PYKOBOJUTENIEM MPOU3BOAUTEINS JEKAPCTBEHHBIX CPEACTB, @ TAKXKE TECT-INTAMMBbI
MHKPOOPIaHH3MOB, KYJIbTYphl KJIETOK, 00pasibl GapMaleBTHIeCKO# cybcTanumy,
o0pasipl BELIECTB, NPUMEHSEMBIE I KOHTPOJS Ka4decTBa JIEKApCTBEHHOIO
CpeACTBa, B KOJHYECTBAX, HEOOXOAMMBIX JUIL BOCIPOHM3BEACHUSI METOIOB
KOHTPOJIS Ka4yeCTBa.

Ipy monyueHnn 06pasiioB JEeKapCTBEHHOrO TIperapaTa  (papMaleBTHIECKOH
cy6crannun OT'BY Beiaet 3asBUTENIO JOKYMEHT, IIOATBEPKAAIOIIMH MOMyEHHE
yKa3aHHBIX 00pa3lOB, ¥ B CPOK, HE IpeBhHIAIOmMMA 2 pabouux AHEH CO JHA
Moy4eHHs 0OpasloB, YBEAOMILIET B DIEKTPOHHOH (opMe min Ha OyMaXHOM
"HocuTene 00 aTom Poccenpxo3Hansop.

Komuccns DKCIIEPTOB AKCIIEPTHOTO YUPEXKIACHUSA IIPOBOAUT

38 yacts 2 craThu 31 Qeaepanshoro 3akoxa Ne 61-@3.
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COOTBETCTBYIOLIME OKCIEPTU3Bl B CPOK, YCTAHOBJCHHBIH B 3ajaHHHM, H IO
pesylabTaTaM 3KCIEPTH3 COCTaBIET 3aKIoyeHHe 10 (GopMe, COIEpXalieics B
npuinokenun Ne 2 k npumkazy Ne 311, wnu mo dQopme, coxepxameiica B
nprioxkeHn: Ne 3 k nmpukasy Ne 311.

90. Ilpu mnocryruieHud B Poccenpxo3Han3op 3ampoca pPYKOBOIUTEIIS
SKCIIEPTHOTO YYPEKHCHUS O IPEICTABICHUH HEOOXOAMMBIX Ui IPOBEACHHS
OKCIIEPTU3bl  JICKAPCTBEHHBIX  CPEICTB  MAaTEpHAJIOB,  HANPaBICHHOTO B
COOTBETCTBUH €O craTheil 16 denepanpHoro 3akoHa Ne 61-D3, naHHBIA 3ampoc B
TeueHue | paboyero MAHA PETHCTPHUPYETCS M IEPENaeTCs B OTBETCTBEHHOE
noapasaeneHue Poccenbxo3Haazopa.

B Teuenne 1 paGodero AHA cO AHA IOCTYIUIEHHS 3alpoca 3KCIIEPTHOrO
yuapexxaeHus B Poccenpxo3Han3op HauYaJIbHUK OTZAENa Ha3Ha4YaeT OTBETCTBEHHOTO
MCIIOJHHUTENS [0 PACCMOTPEHHMIO JAHHOTO 3aIpoca, KOTOPhIH B TeYeHHE 2 pabounx
JHEH CO JHA Ha3HAYEHHS IIOArOTABIMBAET IIPOEKT 3ampoca 3asBUTENIO
0 MPEICTaBICHUN HEOOXOAMMBIX MAaTEPHAJIOB.

IIpoext 3ampoca 3asBUTENIO COIVACOBBIBAETCS HAYAIbHUKOM OTIEIa
H IIOAIUCHIBAETCS 3aMECTUTEIEM PYKOBOAUTENS Poccenbxo3Haa3opa B TEUEHUE 2
pabouux JHEH.

B Teuenme 1 pabGouero AHSA CO JAHA IIOANKCAHMSA, YKA3aHHBIA 3alpoc
HampaBisAeTCs 3agBUTEIIIO.

3anpoc MOKET ObITh IepejaH YIIOTHOMOYEHHOMY NIPEACTABUTENIO 3aABUTES
JIMYHO TIOJ PAcIUCKy, HalpaBjieH IO IOYTE 3aKa3HbIM MHCBMOM HJIHM IEpEAaH
B DJICKTPOHHON ()OpMe IO TEIEKOMMYHUKAallMOHHBIM KaHajdaM CBA3H. B ciydae
HaNpaBJICHUS NaHHOTO 3ampoca IO II0YTE 3aKa3HBIM IIMCHMOM OH CUYHUTACTCA
IOJTYYEHHBIM I10 UCTEYSHHH 6 JHEH ¢ JaThl HAIIPaBJICHUA 3aKa3HOrO IMChMa.

91. Orser 3asBurens Ha 3ampoc Poccenbxo3Hazopa pPETHCTPUPYETCA U
IepeNacTcsd B OTBETCTBEHHOE MoJpa3lelicHue Poccenbxo3Han3opa B TedeHue |
pabouero JHA CO AHS €ro NOCTYIIICHHUS.

B Teuenne 1 pabouero gHs CO IHS IOCTYIUIEHHA OTBETA 3asABUTEIIA Ha 3apOC
Poccenpx03Ha[30pa HAYaJIbHUK OT/ENa Ha3HAYaeT OTBETCTBEHHOIO MCIIOIHUTES,
KOTOPBIA B TeueHue 1 paboyero AHA CO AHA Ha3HAYCHMs IOATrOTABIMBACT MPOCKT
CONpoBOaUTENILHOro nuckma B ®I'BY, ¢ npuioxkeHneM K HEMY OTBETa 3asBUTEII
Ha 3anpoc Poccenpxo3Hansopa.

IIpoekt compoBogutensHoro muceMa B OI'BY ¢ mnpuioxeHueM oTBeTa
3agBuTENd ~ COIVIACOBBIBACTCS ~ HAYAJBbHUKOM  OTAENA,  IOATMCHIBACTCH
3aMECTUTENIEM pyKoBomuTels PoccenpxosHanasopa u Hampasisiercs B OI'BY B
TE4EHHUE 2 pabounx AHEH.

B cinydae  HempexacTaBiieHMs ~— 3asBUTENEM ~ OTBETa  Ha  3ampoc
Poccenpxo3Hamzopa 1o wucreyeHnr 90 paboyux JAHEH  OTBETCTBEHHBIN
UCIIOJNHUTENL B TeueHHe 5 paboumx nHeil Hampasiier B ®I'BY yseaomienue
0 HETpeACTaBICHUN 3asiBUTEIEM OTBETA Ha 3aIpoc.

[Ipy HampaBieHWH 3ampoca JOIOJIHHTENIFHOIO KOJNMYECTBA 00paslioBs
JIEKAPCTBEHHOro Ipenapara, o06pasnoB (apMalieBTU4ECKOH CyOCTaHIMH, TECT-
HITAMMa MHUKPOOPTaHU3MOB, KYJIBTYpHI KJIETOK, 00pa3LOB BEIIECTB, IPUMEHIEMBIX
JUI1 KOHTPOJI KadyecTBa JIEKAPCTBEHHOTO CPEICTBA IIyTEM CPaBHEHHS C HHUMH
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UCCIIENYEMOTO JIEKapCTBEHHOTO CpEeACTBA 3asgBUTENb IPEACTABIACT OTBET HA
3anpoc (06pasiuel) 8 ®T'BY. ®T'BY B cpok, He npeBbImaromui 3 pabounx AHeH co
IHA TpeACTaBIECHHS OTBeTa Ha 3ampoc (00pasLoB), YBEIOMISET B 3JEKTPOHHOM
dopme nim Ha GymaxxHOM Hocutene 06 3roM Poccenbxo3naasop.

B ciyyae HempeACTaBeHHs 3asBUTENEM OTBETa Ha 3anmpoc (o6pasios) mo
ucreuenun 90 paboumx aHed Poccenpxo3Ham3op B TedeHHE 5 pabouMx JHEH
nanpasiser B ®I'BY yBemoMieHHe O HEMPEACTaBICHHM 3asABHTEIEM OTBETa Ha
3arpoc (06pas3ioB).

92. OI'BY HampaBiser 3aKIIOYEHHE II0 pE3yabTaTaM IIPOBEACHHOM
3KCIEPTH3bl U COTJIACOBAHHBIE JOKYMEHTH! 3asBUTENA — HOPMATUBHEIA JOKYMEHT,
MHCTPYKLMIO 10 NPUMEHEHUIO U MaKeT MapKUPOBKH NEPBMYHOM W BTOPUYHOM
(mOTpeOUTENBLCKON YIAKOBKH) (J0Jiee — COTTIACOBAHHBIE JIOKYMEHTHI 3aABUTEN) B
Poccenbxo3Han30p Ha OyMa>KHOM HOCHTEIIE.

93. KpurepusMH OPUHATHS DPEHIEHHS 1O aAMHHMCTPATHBHOH IIpoLeaype
ABJIAETCS HAIW4YHE€ MM OTCYTCTBHE OCHOBAHMM [ OTKa3a IPEAOCTaBICHUH
roCyJapCTBEHHOM YCITyTH, IPEAYCMOTPEHHBIX MyHKTOM 33 PernamenTa.

94, Pe3yabraToM aIMHHUCTPATHBHOHM IPOLEAYPH! SBIAETCS OTKa3 B
IPENOCTABICHUY TOCYJApCTBEHHOM YCIyrM WIH OQOPMIEHHE 3aKIIOYCHUS
3KCIIEPTHOH OPraHU3aliH 0 pe3yNbTaTaM IKCIIEPTHU3EL.

95. CnocoboM (HuKcauuud pe3ysbTaTa aJIMHHHCTPATHBHOM IPOLICAYPHI
ABNAE€TCS OQOPMICHHE 3aKIIOYEHHMS KOMHUCCHHM 3KCIIEPTOB II0 pe3ybraTaMm
SKCIIEPTH3bl Ka4yeCcTBa JIEKAPCTBEHHOIO CPEACTBA M IKCIIEPTU3bl OTHOLICHUS
OXHMIAEMOH ITONIb3bI K BO3MOXHOMY PHUCKY IIPUMEHEHHS JIEKApCTBEHHOTO
npernapara Ijisl BETEpUHApHOIO IIPUMEHEHHS.

IIpuHsAITHE pelIeHUs] O PETHCTPANHH JIEKaPCTBEHHOr0 Npenapara,

0 BKJIIOYEHHH (apMaleBTHYECKOH CyOCTaHIMH, MPOM3BEACHHOM 1151
peaju3anuu, B peecTp Jin00 00 0TKa3e B PErHCTPANMH JIEKAPCTBEHHOI0
npenapara, B0 BKIOUeHnH papManeBTHIeCKOl cy0cTaHIMM, IPOU3BEICHHON
AJISl peaIn3aliu, B peecTp

96. OcHoBaHHMEM JUIS Havajga aJAMHUHUCTPATUBHOM IPOLIEAYPHI SABIIACTCH
HOCTYIUICHHE B PoccenbX0o3Haa30p 3aKIIOYEHHsS KOMHCCHH OKCIIEPTOB U
cornacoBauHbeIX ®I'BY n0KyMEHTOB 3asBHUTEI.

97. TlocrynmuBmme ot @I'BY 3akmoueHne KOMHCCHH — SKCIEPTOB
¥ COTJIaCOBaHHbBIE JIOKYMEHTBI 3asBUTEINSA B JEHB TOCTYIUICHUS
B POCCENbX03HAM30p PETHCTPUPYIOTCS M IEPENAOTCs B OTBCTCTBEHHOE
nojpasjesnenue Poccenbxosnansopa.

98. HauanpHMK OTAENa, OTBETCTBEHHOTO 3a OKa3aHWE TIOCYIapCTBEHHOM
yCIIyTH, B JeHb noctymwieHust or ®I'BY 3akimoueHus 3KCIEPTHOH OpPraHu3alui U
COIIACOBAaHHBIX JOKYMEHTOB 3asBUTEIIS, HA3HAYAET OTBETCTBEHHOIO MCIIOJIHUTEIISA
II0 PaCCMOTPEHHIO JOKYMEHTOB.

99. B OTHOIIEHMH 3aKJIIOYEHHH KOMHCCHHM OKCIIEPTOB II0 DPE3yNbTaTam
3KCIIEPTU3 OTBETCTBCHHBIH HCIIOJIHHUTENb B TeueHHE 3 pabodmx OHEH CO IHS X
noctyruieHus B Poccenbxo3Hanzop:
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1) ocymecTBiseT ONEHKY TaKuX 3aKIIOYEHMH JUIL  ONPEACNCHUS
COOTBETCTBHA 33JaHHIO Ha IPOBEICHHE YKa3aHHBIX OKCIICPTH3,;

2) pasmermnaet Ha CaiiTe 3aKIIF0YEHNE KOMUCCHH IKCIIEPTOB;

3) Ha OCHOBaHHH PE3yJIHTATOB IKCIEPTU3BI IIOATOTABIMBACT IIPOCKT PELICHUS
0 TOCYHapCTBEHHOH pErucTpalyM JIEKapCTBEHHOIO Ipemnapara, O BKIIOYCHHH
(papMarieBTHYECKOH CyOCTaHIMH, TPOU3BEACHHOM IS peaIn3alli, B PEeCTp.

100. IIpoekT pemeHus O TOCYHAApPCTBEHHOM PETHCTPAIMU JIEKapCTBEHHOIO
Ipenapara, O BKJIIOYEHHH (apMaLeBTHUECKOH CyOCTaHIWH, NPOU3BEACHHOM ML
peanuszaly, B peectp WM 00 OTKaze B TOCYHapCTBEHHOH PErHCTpalluM
JIEKAPCTBEHHOrO IMpenapaTa, BO BKIOYEHHH (apMaleBTHYECKOH CyOcTaHLuy,
NPOM3BEACHHOM [JIsi pealu3alid, B peecTp, OQopMiseTCs B BHJAC IPHKa3a
Poccenbx03HaA30pa, COLNIACOBBIBAETCS HAYAIPHUKOM OTAeNa (JMIOM, €ro
3aMEIAOIKM), OTBETCTBEHHOTO 3a OKa3aHHE TIOCYJapCTBEHHOW YCIYrH,
M IOAIMCHIBAETC  3aMecThUTelleM  pykoBomuTens  Poccenbxo3Haasopa B
COOTBETCTBHH C PacIpeeaeHueM 00:13aHHOCTEH B TeueHHe 6 pabouux AHEH.

PekBu3nuTHl npukasza Poccenbxo3Haa30pa O TOCyAapCTBEHHOM PErucTpariiy
JIEKApCTBEHHOTO IIpernapaTa BHOCATCS B PEECTD.

101. Ilpyu [pUHATHH peUmieHHs O TOCYAAPCTBEHHOHW — PErMCTPaLMy
JICKAPCTBEHHOTO IMpenapara, O BKIOYEHMH (apMaleBTUYECKOH CybcTaHumy,
IPOU3BEICHHOM U PEaM3alMH, B PEECTP, OTBETCTBEHHBIA HCIIOJIHHUTENIbL B
TeueHne 4 paboumx AHEH CO IHA IOAMMCaHMs NpHKaza Poccenpxo3zHamsopa o
rOCYAapCTBEHHOM pErucTpalMy JIEKapCTBEHHOIO Ipermapara, O BKIIOYCHHH
(apmaneBTH4ECKO# CyOCTaHIMHY, IPOU3BEACHHOM ISl peaii3aliy, B PECCTp:

1)  moaroraBiMBaeT ~ MPOEKT  PETHCTPAMOHHOIO  YAOCTOBEPEHUA
JIEKAPCTBEHHOr0  [permapara 10  yCTaHOBJICHHOM dopme®®,  koropsIi
COrNIACOBBIBACTCS HAYATbHMKOM oOTAeda (JIMIOM, €ro 3aMEINaiiliuM) |
TIOATHUCHIBACTCA YIIOJTHOMOYEHHBIM 3aMECTUTENIEM PYKOBOJIUTEISA
Poccenbxo3Han3opa,

2) NpOCTaBJIsIET HOMEP PETHCTPALMOHHOIO YAOCTOBEPEHHS JEKapCTBEHHOIO
mperapara ¥ Jary €ro TrOCyJapCTBEHHON PpETHCTpallid Ha COIJIaCOBAHHBIC
IOOKYMEHTHI 3asiBUTEIIA,

3) BHOCHT IaHHbIEC O 3aPETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM
yhcne 0 (papManeBTHYECKOH CyOCTaHLMHM, BXOJALIEH B COCTaB JIEKAPCTBEHHOIO
Ipernapara, O BKIIOYEHHH (apMaleBTHUECKOH CyOCTaHIMH, NPOU3BEACHHON LA
peanu3anyy, B peecTp;

4) mnoaroTaBNIMBaeT U1 BBIAAYM 3asBUTENI0 MM YIOJIHOMOYEHHOMY
HPEACTABUTENO 3asBUTEINS PETHCTPALMOHHOE YIOCTOBEPCHHUE U COIrJIACOBAHHBIE
HOPMATHBHYIO JOKYMEHTALUIO, MHCTPYKIHMIO IO IPHUMEHCHHUIO JIEKAPCTBEHHOIO
IpenapaTa M MakKeThl MEPBUYHON YINAKOBKH M BTOPHYHOH (mOTpeGuTensCKOi)
YIIaKOBKY;

4 TIpuxas Muncemsxosa Poccum ot 18 mas 2011 r. Ne 129 «O6 yTBepkneHur (OPMBI PETHCTPALMOHHOIO
YAOCTOBEPEHHS NEKAPCTBEHHOTO MperapaTa [l BETCPMHAPHOrO NPUMEHEHHS» (3aPErMCTPUpOBaH MHHIOCTOM
Poccun 1 mrons 2011 r., perucTpauuonHblii Ne 21242) ¢ u3MEHEHMAMHM, BHECEHHBIMH IpHKasoM MHHCenpxo03a
Poccun ot 5 asrycra 2015 r. Ne 341 (sapeructpuposar Muntoctom Poccun 20 asrycta 2015 r., peruCTpalHOHHEIA
No 38602) (nanee — INpuxas Ne 129).

40 Yacrp 1 craTem 28 denepanbHoro 3akoHa Ne 61-03.
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5) yBegoMIIseT 3asBUTeNs O MPHHATOM PEIIEHHH B IEKTPOHHOH dopme unu
Ha OyMa)KHOM HOCHUTEIIE.

102. B cioyuae ecnu kadecTBO M (WiM) 3P(EKTUBHOCTH PErHCTPUPYEMOTO
JIEKapCTBEHHOrO Iperapara IO pe3yjibTaraM 9KCIEPTU3 HE IONTBEPXKACHBI MM
PHCK [NpPHYMHEHHS Bpela 3[AOPOBBIO  JKMBOTHOrO  BCICACTBHC  IpHCMA
JIEKAPCTBEHHOTO IIperiapaTa IpeBhIMacT 3QGEKTHBHOCTh €0 NMPUMCHEHHS MM
otkaza Poccenpxo3Han3opa B BblOAYe€  3aKIIOUYCHHA O  COOTBCTCTBUU
TIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUAM IIPaBUI HaJJICKAILEN
[IPOM3BOJICTBEHHOM INPAKTHKH JUI1 KaXIOH IPOHU3BOACTBEHHOH ILIOIAJKH
PETHCTPUPYEMOro JIEKapCTBEHHOIO MNpernapara — B CIIy4ae, €ClM MpOU3BOACTBO
JIEKAPCTBEHHOTrO0 IIpernapara OCYIIECTBIIETCS 3a TPCACIaMu Poccuiickoi
demepanuy, WM OTCYTCTBUS TaKOTO 3aKIIOYCHHS, NPUHHUMACTCS DPCLICHHE 00
OTKa3e B FOCYJapCTBEHHOM PETHCTPAIlMH JIEKAPCTBEHHOrO Ipenapara.

B ciyuae ecnu KauecTBO (hapMallEBTUYECKOH CyOCTaHLHH, IIPOU3BEICHHON
AN peaNd3alliK, SKCIEPTH30H HE NOATBEPXKJCHO, INPUHMMACTCS PCLICHHE 00
OTKa3e BO BKIIOYEHHH (DapMAalEBTHYECKOM CyOCTaHIMM, NMPOU3BEACHHON JJIA
peanu3anuy, B peecTp.

Pemenue odopmisiercs: mpukazoM Poccenbxo3Hansopa ¢ yKa3aHHEM NPUIHH
0TKa3a, 3asBUTENS YBSIOMIIIOT 06 9TOM B IMCHMEHHOH MM 3EKTPOHHOH dopme
B TeueHHe 3 paboumx AHe co AHA NOANKCAHUA NPHKa3a PoccenpX03Han30pa.

103. VBemomieHne O IPHHATOM PEUIEHUH, YKa3aHHOM B myHkrax 116, 117
PernaMenTa, HalpaBJseTCs 3asBUTEII0 WIH YIOJIHOMOYEHHOMY IIPEACTABUTEIIIO
3asBUTENS, IIOYTOBBIM OTIpPABIEHHEM, JHOO IOCPEACTBOM HH(POPMALMOHHO-
KOMMYHHKALMOHHBIX TEXHOJIOTHH B (OpMe 31€KTPOHHOIO JOKYMCHTA.

104. B cinydasx HeJOCTAaTOYHOM 000CHOBAaHHOCTH HJIM HEIIOJHOTEI
3aKTFOYEHHUsS. KOMUCCHHM JKCIIEPTOB, HAIM4YUA B HEM IPOTHBOPEYMBBIX NMAHHBIX,
anscuUKALMK BBIBOJOB IKCIIEPTH3bI JIEKAPCTBEHHOIO CPEICTBA, COKPBITHA OT
Poccenpxo3Haa3opa OCHOBaHWMHM U4  OTBOJA OKCIEpTa  BCICACTBHUC  €IO
3aMHTEPECOBAHHOCTH B PE3y/IbTaTaX COOTBETCTBYIOIICH JKCIEPTU3BI, HAIHIHA
JIAHHBIX O IPAMOM JIHOO KOCBEHHOM BMEIIATEIbCTBE B IIPOLIECC COOTBETCTBYIOLLEH
SKCIIEPTH3BI JIMI[, HE YYaCTBYIOIMX B €€ IPOBEACHHUH, HO OKa3aBIINX BIUAHUC HA
pOLECC M pe3yJibTaThl €€ HpoBeAeHUs, POCCenbX03HaN30pOM HasHAYACTCA
MOBTOpHAS IKCIIEPTH3a JIEKAPCTBEHHOTO cpencTaa’’,

[IoBTOpHAs JKCIEPTH3a JIGKAPCTBEHHOTO CPEICTBA NPOBOMUTCH C yUETOM
pE3yJIbTATOB paHee IIPOBEACHHOH OKCIEPTH3Bl B  CPOK, YCTaHOBJICHHBIA
PoccenbX03Ha30poM U He npeBblmaronmid 30 pabouux AHEH €O JHA MOJY4CHHUS
SKCIEPTHBIM YYPEXIEHMEM 3aJaHHs HA TPOBEJEHHE IOBTOPHOH OSKCIEPTH3DI
JIEKApCTBEHHOT'O CPE/ICTBA.

105. KputepueMm MpHHATHS PEHICHUS IO aIMHHACTPAaTUBHON IIPOLEAYpPE
ABISETCS OTCYTCTBME WIH HAIMYME OCHOBAHWHA i1 OTKa3a B IPEAOCTAaBICHHH
rOCYJapCTBEHHOI YCIIyTH, yKa3aHHBIX B yHKTe 33 Permamenra.

106. PesymsTaroM aIMHHHCTPATUBHOM MPOLEAYPHl SBIACTCH NPHHATUC
pelieHWa O  Bbyade  (HAampapieHMM) — 3asBUTENI0  PETUCTPALMOHHOrO

41 Yactp 1 cratsu 25 @enepanpHoro 3akoHa Ne 61-03.
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yIOCTOBEPEHHSI  JIEKAPCTBEHHOrO  IIpemapata, O BHECEHHH B PEECTp
(apmareBTH4YeCKOi CyOCTaHIMH, NPOM3BEACHHOM MUl pealM3alvy, U BblAaya
(HampaBjieHHE) COTIACOBAHHOIO HOPMATHMBHOIO [OOKYMEHTa, HMHCTPYKLMH IIO
IIPMMEHEHHIO JIEKAPCTBEHHOTO IIpenapaTa, MAaKeTOB IEPBUYHON YNAKOBKH MU
BTOPUYHOM (IOTpeOUTENbCKOM) YIAKOBKH, MM 00 OTKase B NPEAOCTaBICHHU
rOCYIJapCTBEHHOH YCIIYTH.

107. Cnocobom ¢uKkcanuy pe3yiabTaTa BBINOIHEHUS aIMHHMCTPaTHBHOM
IPOLEAYPEl ABIAETCS IMOANHUCAHHE NpHKasza Poccenpxo3Haa3opa O perucTpanuu
JIEKapCTBEHHOI0 Mpenapara, O BHECEHMH B peecTp (papManeBTHYCCKOU
CyOCTaHIMHM, TPOU3BEACHHON I peanusanuy, aubo o0 OTKase B PErucTpaLyy
JIEKApPCTBEHHOTO MIpernapara, BO BHECEHHH B PeeCTp (hapMaueBTHICCKOM
CyOCTaHLIMY, TPOU3BEACHHOHU I peaIn3alum.

IIpuHsATHE PElIeHMs] 0 BHECEHHH H3MCHEHHH B PErMCTPANIMOHHOE A0Che

HA 3aPerHCTPUPOBAHHBII JIEKAPCTBEHHBIH Npenapar, 0 BHECEHUN H3MEHEeH i
B JIOKYMEHTbI Ha hapManeBTHYEeCKYI0 CyOCTaHIUI0, NPOU3BEAECHHYIO IS

peAH3AIME M BKJIIOYEHHYIO B PeecTp, 0 NOATBEP/KIEHHH roCcy1apCTBEHHOM
perncTpanM JeKapCcTBEHHOr0 Npenapara, 1100 00 0Tka3e BO BHECCHHH

H3MEHEHMH B PErHCTPAIMOHHOE 0Che HA 3aPerHCTPUPOBAHHBIH
JIeKapCTBEHHBII Npenapar, BO BHCCCHHMH H3MEHEHU B [JOKYMEHTHI HA
dapManeBTHYECKYIO CYOCTAHIMIO, TPOM3BEACHHYIO IJIA PeaIu3aliy
M BKJIIOYEHHYIO B PeecTp, 0 NOATBEPKACHHH IOCyJaPCTBEHHO# PErucTPaliu
JIEKAPCTBEHHOI0 Npenapara

108. OcHoBaHueM [y Havajga aJAMHHUCTPATHBHOM IPOLECIYPHI SBIACTCA
NOCTyIUIEHHE B  POCCENbXO3HAA30p  3aKNIOYEHHUS KOMHCCHH  OKCIIEPTOB,
0ohOpMIIEHHOE [0 pe3yibTaTaM OJKCIEPTH3Bl (B ClydYae, €CIM IPOBEACHUE
9KCIEpTH3bl IIpeaycMOoTpeHo myHkramu 99 u 100 Permamenta) u (win)
cornacoBaHbIX ®I'BY moxkymeHTOB 3asBuUTENS (B Cllydae, €CIIM B COOTBETCTBHUU C
nynkToM 101 PernaMenra, mpoBeeH#HEe 9KCIIEPTH3bI HE IIPELYCMOTPEHO).

109. ITocrymuBmie ot PI'BY 3akmoyeHne KOMHCCHH 3IKCIIEPTOB H
COIIaCOBAaHHbIE JOKYMEHTHI 3asBUTENS B JICHb NOCTYIUIEHHs B Poccenbxo3Ha130p
PETUCTPUPYIOTCS Y IIepelaroTCs B OTBETCTBEHHOE HoJpa3AcieHue
Poccenpxo3nansopa.

110. HavanbHuK othena B AeHb nocTymieHus or PI'DY sakmoyeHHs IO
pe3yIbTaTaM IPOBEAEHHOM 3KCIIEPTH3bl, YKa3aHHOHN B IyHKTe 124 PernamenTa, U
COIJIACOBAaHHBIX JOKYMEHTOB 3asBUTEIA, HA3HAYAET OTBETCTBEHHOTO MCIIOIHUTEIA
10 PaCCMOTPEHHMIO JOKYMEHTOB.

111. B Teuenne 7 pabounx qHEH cO THS MOTy4eHHs HA OyMaKHOM HOCHTEIIC
UIM B 3JEKTPOHHOM (hopMe 3aKIIOYEHHH KOMHCCUHM IKCIIEPTOB IO pe3yiabTaTaM
SKCIIEPTHU3Bl M  COIVIACOBAaHHBIX JOKYMEHTOB 3asBUTENsA, OTBETCTBEHHBIN
HCTIOJIHUTED!

1) ocymecTBaseT OLEHKY TaKuMX 3aKIIOYEHHH UL OIpeNeNeHUs
COOTBETCTBUA 3aJaHUIO Ha IPOBEIECHHE IKCIIEPTH3HI,

2) IOATrOTAaBIMBAET Ha COINIACOBAHUE JOKYMEHTHI 3asBUTEIIS,
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3) Ha OCHOBaHMH PE3YIBTATOB IKCIIEPTH3BI IOATOTABIMBAECT NPOCKT PEIICHU
0 BHECEHHH H3MEHEHHH B PErHCTPANMOHHOE JOChe€ HA 3apPErHCTPUPOBAHHBIN
NEKAPCTBEHHBI Iperapar, O BHECEHMH M3MEHEHHH B JOKYMCHTH Ha
dapManeBTHUECKYI0 ~ CyOCTaHLHMIO,  NPOM3BEACHHYIO U1 peaM3aluu
M BKIIOYEHHYIO B pEECTp, O HONTBEPXICHMH TOCYNapCTBCHHOW PErucTpanyu
JICKApCTBEHHOTO IIperapata — B CIydae OTCYTCTBHS OCHOBaHMH Uil OTKasa B
TIPEOCTABIEHAN TOCYAAPCTBEHHOM YCIYTH, IPEXYCMOTPEHHBIX HOAIYHKTaMH 2 —
4 mynkTa 33 PernaMeHTa;

4) MmOATOTaBIMBAET OECCPOYHOE  PETHCTPAIIMOHHOE  YAOCTOBEPCHHE
JIEKapCTBEHHOT'O IIpenapara,

5) NOArOTABIMBAET NPOEKT PELICHHsS 00 OTKa3e BO BHECEHMM H3MCHEHHUH
B PETMCTPALMOHHOE AOCHE Ha 3apErMCTPHPOBAHHBIN JIEKapCTBEHHBIH Ipenapar, BO
BHECEHHHM M3MEHEHMH B JOKyMEHTH Ha ()apMaleBTHUECKY0 CyOCTaHIMIO,
NPOM3BENCHHYIO JUIS pealu3allid M BKIIOYEHHYI0 B PEECTP, O MOATBEPKACHUU
roCyJapCTBEHHOM pErucTpalvy JEKapCTBEHHOrO Ipermapata B CICHYIOIINX
Clly4asx:

IIOJIy4eHO 3aKmoueHue Poccenbxo3aHa3opa ¢ BHIBOAOM O TOM, YTO PHCK
IPUYMHEHHS Bpeda 3IOPOBBIO YENIOBEKA WM JKHBOTHOIO BCIIEICTBUE IPUEMa
JNIEKAPCTBEHHOTO Mperapara HpeBhIlaeT 3pGEKTHBHOCTL €r0 MPUMEHEHUs (IIpH
TTOTBEPKACHAH TOCYHAPCTBEHHOM PETHCTPALIHH JIEKAPCTBEHHOTO perapara);

IIOJIy4eHBl 3aKII0YeHHe PoccelbXo3aH3opa ¢ BBIBOAOM O BO3MOXXHOCTH
CHIKEHMS 0€30IaCHOCTH, KauyecTBa, 3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOrO Mpenapara
BCJACICTBHE BHECEHHS HM3MEHEHMH B yKa3aHHbIE JIOKyMEHTBl (yKa3aHHOE
3aKIIOYEHHE OTCYTCTBYET) M (WIM) OTKa3 YIONHOMOYEHHOrO (enepasbHOro
OpraHa WCIIOJHUTEIFHOH BIIACTH B BblJa4€ 3aKIIOYCHUS O COOTBETCTBUH
IIPOM3BOAUTENA JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMAM MPABUI HAIJIeKAIICH
NIPOM3BOACTBEHHOM MPAKTHKH B CIOydae H3MEHEHHWs M (WiH) MNONONHCHHA
IPOU3BOACTBEHHON IUIOMAAKU JIEKAPCTBEHHOrO Ipenapara, €Clu NPOM3BOACTBO
JIEKapCTBEHHOrO MHpernapara JUli BETEPHHAPHOTO MPUMEHCHUS OCYIUECTBIIICTCA 32
npefenamu  Poccmiickoit  ®@enepauuu  (IpH  BHECEHMHM  M3MCHEHHH B
PErUCTPALIOHHOE JOChe Ha 3aperMCTPHPOBAHHBIA JIEKAPCTBEHHBIA MNpemapar, B
JTOKyMEHTHl Ha (hapManeBTHYECKyr0 CyOCTaHLHMIO, MPOM3BEACHHYIO UL
pealn3aIiy ¥ BKIIOYEHHYIO B peectp)*. B Teuenne 2 paboumx AHeH yKasaHHbIC
JIOKyMEHTEI TTOIIKCHIBAIOTCS (COTIaCOBBIBAIOTCS) 3aMECTUTENICM PYKOBOIMUTENSA
Poccenbx03HaA30pa B COOTBETCTBHH C  pacipefielieHHeM O0S3aHHOCTEH U
OTBETCTBEHHBIH MCIIOJHUTEIb BHOCUT HEOOXOAUMBIE U3MEHEHHS B PEECTP.

112. Tocne noamnucaHus (COTIacCOBaHUs) JOKYMEHTOB, YKa3aHHBIX B ITyHKTE
126 PernameHTa, 1 BHECEHHs B PEECTP HEOOXOAMMBIX CBEJCHHH OTBETCTBEHHBIH
HCIIONHMUTENb B TeUYeHHEe S5 pabouumx [OHEH IOATOTaBIMBACT YBEJOMIICHHA O
BHECEHHH W3MEHEHUH B PETMCTPAllMOHHOE [OChe€ Ha 3aPErHCTPHPOBAHHBIN
NEKapCTBEHHBIM IIpemapaT, O BHECEHHMHM M3MEHCHMH B JOKYMEHTHl Ha
dapMmalieBTHYECKyI0  CYOCTaHLMIO,  IPOM3BCACHHYIO  JUIA  pean3aluu
¥ BKIIOYEHHYIO B PEECTp, O IONTBEPXKICHMH TOCYIapCTBEHHOW PpErUCTpalyu

% Yacrs 7.1 cTaten 31 @enepansHoro 3akoHa Ne 61-03.
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JIEKAPCTBEHHOIO Iperapara, 00 OTKa3e B IPEAOCTABICHHMH TOCYIapCTBEHHOM
YCIIyTH.

113. B cnyyae T[pUHATHA pEIIEHHS O BHECEHMH  M3MEHEHMH
B PETHCTPAIIOHHOE JOChE Ha 3aperMCTPUPOBAHHBIN JIEKaPCTBEHHBIN IIpenapar, o
BHECEHMHM W3MEHEHHI B JOKYMEHTH Ha (hapMalleBTHYECKYIO CyOCTaHIMIO,
[POU3BEACHHYIO IS pealu3alMi M BKIIOYEHHYIO B PEECTp, O NOATBEPKACHHU
rOCY/IapCTBEHHOM pETHCTpAallMy JIEKApCTBEHHOTO IIperapaTa, OTBETCTBEHHBIH
HCIONHHUTENL 10 BhIOOpPY 3asBuTens BbAcT (HAMpaBiIAeT) 3asdsBHUTENIO
COIIACOBAHHBIE  JOKYMEHTHI  3asgBHUTENd, OECCPOYHOE  PETHCTPALMOHHOC
yIOCTOBEPEHHUE JIEKAPCTBEHHOTO IIpeapara 3aKa3HbIM IIOYTOBBIM OTIPABJICHUEM C
YBEIOMIICHHEM O BPYUYECHHH.

B ciaydae npuHATHA ~pemieHHd 00 OTKase B IPEIOCTaBICHUU
rOCYJapCTBEHHOM ycimyrd 6o 00 OTKase BO BHECEHMH H3MEHEHHH
B PETHCTPALHOHHOE JOChE HA 3apErUCTPHUPOBAHHBIN JIEKAPCTBEHHBIH Mpenapar, Bo
BHECEHMH W3MEHEHUI B JOKYMEHThI Ha (hapMaleBTHYECKYI0 CyOCTaHIMIO,
MPOU3BEACHHYIO IS PEAM3allid U BKIIOYEHHYIO B PEECTP, B MOATBEPKICHUH
rOCYHapCTBEHHOM pPErucTpalyH JICKapCTBEHHOIO IIpernapara HaIpaBJIseT
yBegoMiIeHHe 00 OTKa3e B MPEIOCTaBICHHU TOCYAapCTBEHHOM YCIYTH 3asBUTEIIO
3aKa3HBIM [IOYTOBEIM OTIIPABIEHUEM C YBEIOMICHHEM O BPy4EHHH OO0 B Gopme
3JEKTPOHHOrO JIOKYMEHTa, IMOAMMCAHHOTO YCHJICHHON KBanM(pHIMPOBAHHOM
3EKTPOHHOM moAmuceo Poccenbxo3Han3opa, CrnocoboM, 00eCIeYHBaIOIIUM
HOATBEPKICHUE IOJIyYEHHS 3asBUTEIIEM TAKOrO YBEIOMJICHHS U IOATBEPHKICHHE
JOCTaBKH YKa3aHHOTO JOKYMEHTa, B TOM YHCiIe ocpeacTBoM ExnHoro moprana.

114, KpurepueM NpUHATHS pEIUCHHS IO aJAMHHUCTPATHBHOHM IIPOLCAYpe
SBJISIETCS OTCYTCTBUE HJIM HalM4YM€ OCHOBAaHHM JUI1 OTKa3a B IPEAOCTABICHUH
rocyJapCTBEHHOM yCIIyTH, yKa3aHHBIX B IIyHKTe 33 Pernamenra.

115. PesynpTaToM aIMUHHCTPATHBHOM IIPOLEAYPHI SABJIACTCH IPHUHATHE
peuleHMs O  BHECEHHHM  H3MEHEHMH B DETMCTPAIlMOHHOE  JOCBE  Ha
3apPErMCTPUPOBAHHBIA  JIEKapCTBEHHBIH IIpenapaT, O BHECCHUM HW3MCHCHHH
B JOKYMEHThl Ha (papMaleBTHYECKyI0 CYOCTaHUMIO, MNPOU3BEACHHYIO UL
peanu3aliy M BKIIOYCHHYIO B PEECTp, O IOATBEPXKACHMH TOCYIapCTBEHHOM
PETUCTPaLMK JIEKAPCTBEHHOrO MperapaTa WK 06 0TKa3e BO BHECEHMU M3MECHEHHH
B PETUCTPALHOHHOE JOChE Ha 3apErHCTPHPOBAHHBIN JIEKAPCTBEHHEIH IIpenapar, BO
BHECEHUM HW3MEHEHWH B JOKYMEHTB Ha (apMaLeBTUYECKYI0 CyOCTaHIMIO,
MPOU3BEACHHYIO JUIA pEaIM3allid U BKIIOYCHHYIO B DEECTP, B MOATBEPKICHUU
rOCYAapCTBEHHOH perucTpalyi JIEKapCTBEHHOIO Iperapara.

116. CnocoGoMm ¢uKcal pe3yJbTaTa BBIIOJIHEHHMS aJMHUHHCTPATHBHOH
IpOLEAYpl SBJIAETCS IMMOAIMCaHHE INpHkasa Poccenbxo3Hag3opa O BHECEHHU
M3MEHEHMI B PErHCTPAlMOHHOE JOChE Ha 3aperMCTPHUPOBAHHBIN JIEKapPCTBEHHBIA
Ipenapar, O BHECEHHMH H3MCHEHHH B JOKYMEHTHl Ha (apMaleBTUYCCKYIO
CyOCTaHIMIO, TPOU3BEACHHYIO M pealM3allid U BKIIOYCHHYIO B peecIp,
0 TIOATBEPXKACHUN TOCYJAapCTBEHHOM DErMCTpalliy JICKApCTBCHHOrO Ipenapara
Wi 00 OTKaze BO BHECEHMM W3MCHEHUH B PErMCTPAllMOHHOE JIOChe Ha
3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIH IIperapaT, BO BHECEHMH H3MEHEHHH B
JOKYMEHTHl Ha (papMalleBTHYECKYI0 CyOCTAaHIMIO, IIPOM3BEACHHYIO IS
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peall3alliii ¥ BKTIOYEHHYI0 B DEECTIp, B IOATBEPXKIEHHH TIOCYAapCTBEHHOU
PErUCTPALIMH JICKAPCTBEHHOTO Ipenapara.

PaccMoTpeHHe 3asiBJIeHUs 00 OTMEeHe rocyJapCTBEeHHOI perucTpanuu
JeKApCTBEHHOr0 NpenapaTa u 00 HCKJII0YEHHH JIeKapCTBEHHOr0 npenapara
win papManeBTHYECKoil CyGCTaHIMH, NPOU3BEICHHOMH MJIs peaan3almu, U3

rocyAapCTBEHHOr0 peecTpa, 0 BbiAaye Iy0IuKaTa perHCTPaIHOHHOTO
yI0CTOBEPECHUSA

117. OcHoBaHMeM Il Hayajia aJIMUHHCTPaTHBHOH IPOLCAYPH! SBISACTCH
MOCTYINEHHE M pErHCTpalus 3adBieHus 00 OTMeEHe rOCyIapCTBEHHON
PErHCTPALIH JEKAPCTBEHHOTO Ipenapara, 0GOpPMICHHOTO Ha OyMaXXHOM HOCHTEI®
WIM B OIEKTPOHHOM BHJE B COOTBETCTBMH C (opMmoi, IpeyCMOTPEHHOM
npuioxenrem Ne 6 k Permamenty, 1160 0 BbAa4e AyONMKaTa PETHCTPALHOHHOTO
YIOCTOBEPEHHUS B COOTBETCTBUH ¢ (POPMOIA, IPEAYCMOTPEHHOH MPHIIOKEHACM Ne 7
k PernameHry.

HavadpHUK OTHENa, OCYIIECTBISIOIIEr0 TOCYTapCTBEHHYIO PETUCTPALMIO
JICKAPCTBEHHBIX IPENaparoB, B TeueHHe 1 pabouero IOHA C JaThl PETMCTPALMK
3aMBJICHUA, HA3HAYaeT M3 4YHCIA COTPYAHMKOB OTBETCTBCHHOIO HCIIOIHUTELA.
damuisi, UMs, OTYECTBO (MPH HAJIMYUM) OTBETCTBCHHOI'O HCIIONHMTEIIA, €ro
pabounii TenedOH TODKHBI OBITH COOOIIEHB! 3asBUTENIIO IO €r0 [HCBMEHHOMY,
YCTHOMY OGpAILEHHIO WK OGPAIIECHHIO 10 NEKTPOHHOH TOTE.

118. OTBETCTBEHHBII HCIOJHHTENIb IPOBOAUT IPOBEPKY  IOJIHOTEI,
JOCTOBEPHOCTH M TPABHIBHOCTH OGOPMIICHHA 3afBICHHUSA, NPOBEPSCT dakr
YILTaThl TOCYAAPCTBEHHOH MONLIMHEI (IIPH IT0/a4€ 3asBJICHUA O BbIAAC oyOnukaTta
PETUCTPALIOHHOTO YIOCTOBEPECHHUA).

119. B ciyuae odopMIICHHS 3asBICHHUS B COOTBETCTBHH C TpeGoBaHUAMU
PernmameHTa, NOATBEPKAEHMA (PAaKTa YIUIATBI TOCYNApCTBEHHOH MOLLIMHEL,
OTBETCTBEHHBIM MCIIOIHHUTENb B TeueHHe 15 paGouux AHEH CO JHA NOCTYIUICHMA
3asBJIEHUS B COOTBETCTBUH C IIyHKTOM 132 Pernamenta, moAroTaBIMBACT MPOCKT
pemenns 00 OTMEHE TOCYJapCTBEHHOH PErMCTpaliy JIEKapCTBEHHOIO mpenapata
6o o Beigaye QyOIrKaTa perucTpalMOHHOTO YA0CTOBEPEHHS.

120. B ciuyyae odopmieHHs 3ajdBJICHHA C HAPYNICHHUAMU TpeOOBaHUN
PeriamenTa u6o He IOATBEPKACHNA (aKTa YILIaThl TOCYIapPCTBEHHOH NONIIMHEL,
OTBETCTBEHHBIH HCIIONHHATENb MTOATOTABIMBAET IIPOEKT YBENOMIEHHs 00 OTKase
B IIPEIOCTABICHUH IOCYJAPCTBEHHOM YCIIyTH ¢ YKa3aHUEM IIPUYMH OTKasa.

121. 3amecturens pykoBomuTens Poccenpxo3Hansopa B COOTBETCTBUU
Cc pacmpefieyieHieM  O0S3aHHOCTEH  NMOANMCHIBACT — PELICHUC 00  oTMeHe
rOCyJapCTBEHHOH  pPETHCTpalli¥  JICKApCTBEHHOIO  Ipemapara, QyOmuKaT
PETHCTPALMOHHOTO  YAOCTOBEPEHHs JIMOO  YBEJOMICHHE o0 oTKaze B
[IPEIOCTABICHHH TOCYAaPCTBEHHON YCIYTH B TedeHHe 3 paboduX JHCH CO AHS €ro
IOCTYIUICHHUS HA MTOJIHUCE.

122. B Teuenne 1 paboyero AHA CO AHS MOANKCAHUS PEHICHHS 00 OTMCHE
rOCyJapCTBEHHOM PErHCTpalMy JIEKAPCTBEHHOIO Ipernapara OTBETCTBEHHBIN
MCIONHATENb HAIPAaBIAET (Bpydaer) 3asBUTENIO YBEIOMICHHE 00 OTMEHE
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IOCYIapCTBEHHOH PEruCTpalyy JICKApCTBEHHOTo IpenapaTa IGO0 YyBeIOMJICHHUS
O BBIAAYE H AyONMKAaT pEerucTPalMOHHOTO  YIOCTOBEPEHHS W BHOCHT
COOTBETCTBYIOLLUE U3MEHEHUS B PEECTp.

123. KpurepussMu NpUHATUS PELICHUS O agAMHUHUCTPATUBHON mpouexype
ABJIAETCS] HATMYKE WIIU OTCYTCTBHE OCHOBAHUH IS OTKa3a B MPHUHATHH 3asBICHHUS
U IPUIAaraéMelX K HEMY JOKYMEHTOB, a TaKK€ HaJU4Me WIM OTCYTCTBHE
OCHOBaHMH  JJIA1  OTKa3a  [PENOCTaBICHUH  TOCYHAPCTBEHHOM  yCIyTH,
IPEAYCMOTPEHHBIX OANyHKTaMH 1, 4 myHkTa 33 Pernamenra.

124. PesynsratoM aJMUHUCTPAaTUBHOM TIIPOLEAYPHl SBIACTCA IPUHATHE
pemeHrs 00 OTMEHE TOCYNapCTBEHHOM PETHCTPaLUU JICKApCTBEHHOIO IIperapara
au00 HampapieHHE AYyOIMKaTa pPErHCTPAMOHHOIO YAOCTOBEPEHHS M BHECCHHE
COOTBETCTBYIOIIMX H3MEHEHUH B peecTp Wi 00 OTKaze B IPEAOCTaBICHHHU
rOCYIapCTBEHHON YCIIYTH.

125. Cmocobom (ukcanuy pe3yinbTaTa BBIIONHEHHS aJAMHUHHUCTPAaTHBHOU
IpOLUEAypHl SABJIAeTCS O(OpPMIICHHE [IOKYMEHTOB, SBISIOIIMXCS pPE3yIbTaTOM
aIMUHHCTPAaTHBHOM  mpouemypbl, B (opMe 3JIEKTPOHHOIO  JOKYMEHTa,
HNOAMUCAHHOIO YCWJICHHOM KBalM(PHUUPOBAHHOM IJIEKTPOHHOH  IHMOMIHCEHIO
AomkHocTHOro Jsnna Poccenbxo3Hagzopa, 6o Ha OyMaKHOM HOCHTENE HIIM
yBEIOMJIEHHE 00 OTKa3€ B [IPEAOCTABICHUU TOCYJapCTBEHHON YCIIYTH.

IMopsaaok ocyiecTBJIEHHUS B 3JIEKTPOHHOH popme, B TOM 4ucJIe ¢
HCIN0JIb30BaHueM (eiepajibHOM roCyJApCTBEHHON HH(POPMaHOHHOH
cucTtemMbl «KEQMHBIH IOPTAJI rOCy1apCTBEHHBIX H MYHHUHIAJIBHbBIX YCIYT
(pyHxkumii)», aIMHHUCTPATUBHBIX Npoueayp (AefcTBUI) B COOTBETCTBHH C
noJioKeHuAMH ctatbi 10 @eaepanbHoro 3akona Ne 210-P3.

126. 3asButenro obecrneynBaeTcss JOCTYI K HHPOpPMaLUU O MOPAAKE U CPOKaAX
NPEJOCTaBIECHUs TOCyAapCTBEHHOM YCIyTH, pasMmemaeMon Ha EauHOM mopraie,
Ha Caiire.

127. ®opmMupoBaHHE 3ampoca O MPEAOCTABICHHUM I'OCYAApCTBEHHOM YCIYTd
(maee — 3ampoc) OCYIIECTBIAETCA IIOCPEICTBOM 3alOJHEHUS D3JIEKTPOHHOM
dopmbr  3ampoca Ha EpumHom moprane, Ha Caiite 6€3 Heo0XoauMoCTH
JOTOJTHUTEIBHOHN OaYH 3ampoca B kKakoi-mnbo uHoit popme.

Ha Enmunom mnoprame, Ha Caiite pasmemarTcs oO0pasisl 3aloIHEHHUS
3JIEKTPOHHOM (OPMEI 3a1poca.

B cnyyae ecnmu Ha EguHOM 1mopTane 3asBUTENI0 HE 00ECIEYMBaETCS
BO3MOXXHOCTH 3aIIOJTHEHHS JJIEKTPOHHON (OpMBI 3ampoca, To i GopMupOBaHUS
3ampoca Ha ExmHoM mnoprtane oOecnedynBacTCs aBTOMAaTUYECKUH IIEPEXON K
3aII0JIHEHHUIO AJIEKTPOHHOM opMbI yKazaHHOTO 3ampoca Ha Caire.

®opmMaTHO-JIOrHYECKas IpOBEPKa c(OPMHUPOBAHHOTO 3arpoca
ocymecTBasieTcss Poccenbx03HaA30poM MOCHE 3aI0JIHEHUSA 3asBUTEIIEM KaXKIOro
U3 TMOJIEH OJIEeKTpOHHON ¢opMel 3ampoca. I[Ipu BBIABIEHHHM HEKOPPEKTHO
3aIl0JIHEHHOTO ITOJIS JIEKTPOHHOH (QoOpMBI 3ampoca 3asBUTENh YBEAOMIIAETCS O
XapaKTepe BBIABICHHON OMMOKH M MOpsSJKE €€ YCTPaHEHHs [OCPEACTBOM
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MHPOPMALMOHHOTO COOOIIEHHsT HENOCPEICTBEHHO B  JJIEKTPOHHOH  ¢opme
3aIpoca.

128. Ha Exunom nopraie mpu GOpMHPOBaHUH 3asiBIICHHS 00€CIIEUnBacTCS !

1) BO3MOXHOCTH KOIMPOBaHUS M COXPaHEHHUs 3asBACHHS M MHBIX
JOKYMEHTOB, YKa3aHHBIX B myHktax 17, 18, 19, 21 - 26 Permamenra,
HEOoOXOMMBIX IS IIPEOCTABICHIS FOCY1apCTBEHHOH YCIyTH,

2) BO3MOXHOCTH II€4aTH Ha OYMa)XHOM HOCHMTENE KOIHMH JJIEKTPOHHOM
(GhopMEI 3asBIICHNS,

3) B moOOH MOMEHT IO JXXEIAHWMIO I10JB30BATE/i COXPAaHCHHME paHCC
BBEJCHHBIX B JJIEKTPOHHYIO (opMy 3asBICHHS 3HAYE€HWH, B TOM 4HCIC IpU
BO3HUKHOBEHHMH OIIMOOK BBOJA M BO3BpATE Ul [OBTOPHOIO BBOAA 3HAYEHHH B
ANIEKTPOHHYIO (OPMY 3asIBIICHU,

4) 3anoJHEHUE TONEH BIEKTPOHHOM (GOpPMBI 3asBJICHHSA [0 Hayajla BBOJA
CBEIEHMH 3asgBHUTENIEM C HCIIOIb30BAHMEM CBEACHMI, pasMEIlEHHBIX B EnuHOM
cucteMe UACHTH(HUKAIMA M ayTeHTHOUKALWH, U CBEACHHH, OIMyOIMKOBAHHBIX Ha
EnavHOM mopraiie, B YacTH, Kacalolleicss CBENEHUH, OTCYTCTBYIOIINX B Enunoit
cucTeMe HIECHTH(QUKAIMH U ayTeHTH(QHKALIH,

5) BO3MOKHOCTh BEPHYTBCS Ha JIF00OI M3 3TAIlOB 3aNlOJIHEHHUs JNEKTPOHHOH
(opMsI 3asBeHMs Ge3 OTEPH paHee BBEACHHOM MH(pOpMALKH.

ChopMHMpPOBaHHBIA 3ampoc B  3JNEKTPOHHOH (opMe ¢ MPHIOKCHHEM
HEOOXOAUMBIX JIOKYyMEHTOB HampaBisieTcs B PoccenbX0o3HaA30p MOCPEACTBOM
Enunoro noprana u Calira.

129. 3ampoc ¢ NpUIOKEHHEM HEOOXOIUMBIX NOKYMEHTOB, HAIPaBJICHHbIA
B PoccenbXxo3Han30p B DIEKTPOHHOM (opMe, B TOM uHcie HocpeactBoM ExuHoro
nopTajga, PErHCTPUpPYeTCsl He Io3JHee pabodero IHs, CICAYIOLIEro 3a JHEM
nocTyIuieHus B Poccenbxo3Han30p 3anpoca U NpuaraéMbix K HeMy 10KYMEHTOB.

130. Ilpu npeaocTaBIeHHH TOCYAAPCTBEHHOMN YCIYTH B SNEKTPOHHOH (opme
OCYILECTBIIAIOTCS CIIEAYIOIIME aIMAHICTPATHBHBIE IIPOLIEAYPBI (IEHCTBUS):

1) HanpaBiieHHE YBEIOMJICHHS O IpPHEME 3asBICHHUSA O IPEIOCTABICHUU
rocyJapCTBEHHOM YCJIYIM M NPHUIAraeMbIX K HEMY JOKYMEHTOB, HEOOXOIMMBbIX
I TIPeIOCTaBIICHUS TOCYJAPCTBEHHON YCIYTH,

2) HampaBJE€HHE YBEJOMJICHHSA O PE3yNbTaTax PAaCCMOTPEHMs 3asBJICHMS
O NIPEJOCTABJICHHHA TOCYIapCTBEHHOM YCIyrd ¥ IpUIaraéMelx K HEMY
JIOKYMEHTOB, HEOOXOMUMBIX JUIsl IIPEJOCTaBIICHHA TOCYJapCTBEHHON YCIIyTH;

3) HanpaBJICHUE YBEIOMIICHHS O IIPEJOCTaBIEHHU FOCYJaPCTBEHHOMN yCIIYIH;

4) panpaBleHHE YBEOOMICHHMSA O [PHHATHH pemeHus 00 OTkase
B [IPEAOCTaBICHUN I'OCYJapCTBEHHOM YCIIyTH,

5) HanpaBI€HHE YBEIOMICHHS O FOTOBHOCTH IIPEJOCTaBJICHMA CBEICHHUM,
COZIEPXAIIKMXCS B peecTpe, Nub0 HampaBlIeHHE YBEAOMIEHUS 00 OTCYTCTBHH
3arpamrMBaeMbIX CBEIEHHUH,;

6) HampaBICHHE YyBEAOMIICHHMS O IPHHATHH pelleHus 00 OTMeHe
roCyJapCTBEHHOM pPErucTpalyy JCKapCTBEHHOIO IIperapara H HCKIIOYCHUH
JIEKApCTBEHHOTO MpenapaTa win $hapMaleBTHIECKOH CyOCTaHIMH, IPOU3BEACHHON
JUIS pealTi3allvy, U3 peecTpa,;
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7) HanpaBlieHHE YBEIOMJICHHS O Bbliade IyOsMKaTa pErMCTPalMOHHOIO
yIOCTOBEPEHUS;

131. Ha EguroM noprane obecrieuuBaeTcst:

1) popmupoBaHHe 3arpoca O MPeAOCTaBICHUH rOCYIapCTBEHHOM YCIYTIH;

2) npueM u peructpauus Poccenbxo3Haq30pomM 3anpoca U UHBIX JOKYMEHTOB,
HEOOXOAMMBIX JJIs MPEAOCTABICHHUS TOCYJapCTBEHHON YCIYTH;

3) noy4eHue pe3ynprara NpeaoCTaBICHHUS TOCY JAPCTBEHHOM YCIIyTH.

IMopsigox HCIpaBJIeHHs JOMYIIEHHBIX ONEeYaTOK M (HJIM) omHnbox
B BLIIAHHBLIX B pe3yJbTaTe MPeJ0CTaBJICHUS TOCY JaPCTBEHHOM yCIyru
AOKYMEHTax

132. Hcnpasnenrne AOMYIIEHHBIX ONEYaTOK M (MIM) OMMOOK B BBIAAHHBIX B
pe3ynbTare  MPEOOCTAaBIEHHMS  TOCYAApCTBEHHOM  YCIYyrd  JOKYMEHTax
| OCYIIECTBISAETCA IIPH TOCTyIUIeHMH B Poccenbxo3Ham3op 3asBieHHa 00
MCIPABICHUH JAOMYIIEHHBIX ONEYaToK U (M) OIKOOK B BBIAAHHBIX B PE3YJIbTATE
IPENOCTaBACHUS TIOCYJApCTBEHHOM YCIyrHm JOKyMEHTaX (PEKOMEHAYEMBbIi
oOpasen npuBeeH B npuitoxxeHuy Ne 8 k Persamenry).

133. JlomokHocTHOE yMI0 Poccenbxo3Haa3opa, OTBETCTBEHHOE 3a IIPHEM
M PETUCTPALIMIO  JHOKYMEHTOB, pPETHCTPUPYET IIOCTYNMBIIEE 3asBlICHHE 00
UCIIPABIEHUH JAOMYIICHHBIX ONMEYaTOK U (MJIM) OUOOK B BBIIAHHBIX B PE3YJILTATE
IPEAOCTABIICHHUS TOCYAAPCTBEHHOM YCIyTH TOKYMEHTaX B ACHb [IOCTYILICHHUS.

OnHOBpEMEHHO C TOAayel 3asfBIEHUS 00 HCIPABICHUH JOIYINIEHHBIX
omeyaTok M (miad) ommOOK B BBIJAHHBIX B pPE3YJAbTaTE IMPENOCTaBJICHHS
rOCYIapCTBEHHOH YCIYTH JOKyMEHTaxX 3asBUTENb YKa3plBa€T HA CBEACHU,
COZICPIKAILIHeCs B PEECTPE, UMEIOIIHIE HOIIYIIEHHBIE ONIEYaTKH U (MIH) OIIHOKH.

134, HavanpHUK OTHENa, OTBETCTBEHHOrO 3a OKa3aHHWE TIOCYJapCTBEHHOM
yciyry, B TeueHue 1 pabodero AHs C JaThl NOCTYIUICHHS 3asABJICHUS Ha3HA4YaeT U3
YKUCIa COTPYAHHKOB OTJENa OTBETCTBEHHOI'O MCIIOJNHHUTENSA II0 PACCMOTPEHMIO
sasBienus. Pamuansg, UMI M OTYeCTBO (IPU HAIMYHMH) OTBETCTBCHHOIO
HCIIOJTHUTEISA, €r0 pado4ui TenedoH JOJDKHBI OBITh COOOMIEHBI 3asBUTEINIO 110 €10
IMUCbMEHHOMY, YCTHOMY OOpPAaIliEHHIO WM 0OPAIEHUIO 110 3JIEKTPOHHOH 1104TE.

135. B ciyyae BBIABACHMS MONMYHICHHBIX OIEYaTOK M (MJIH) OIIHMOOK
B BBIJAHHBIX B PE3yJIbTaTe  MNPEAOCTABICHHUS  TOCYJapCTBEHHOM  YCIyIM
noKyMeHTax PoccenbX03Haa30p B CPOK, HE HPEBBINAIOMMHA 5 pabounux AHEH €O
IHS PErvcTpaliMy 3asBJICHUS, OCYHIECTBISIET HCIPABICHUE TAKHUX OIECYATOK U
(umu) ommOOK, MOArOTaBIMBACT HOBOE PETUCTPALMOHHOE YIOCTOBEPEHHME W
IPOEKT YBEIOMJICHHUS OO0 HCIpPABJICHUH JIONYILEHHbIX OIEe4aToK M (WiIH) B
cOPMHPOBAHHBIX B peE3yJbTaTe€ MPENOCTABICHHUS TOCYAapCTBEHHOM YCIIyru
JOKYMEHTax.

136. Cpok ucnpaBiieHHs JOMYIEHHBIX ONEYaTOK U (MJIH) OIIHOOK HE JOJDKEH
npesbimaTe 10 KadeHZapHBIX [OHEW CO JHA perucrpauuu obpaimieHus o0
MCIIPABJICHUH IOIMYIIEHHBIX OINEYaTOK M OMMOOK B BBIOAHHBIX B PE3yNbTATE
IPEIOCTaBJICHHUA TOCYJaPCTBEHHON YCIYTH JOKYMEHTAX.

[Tocie momamucaHus YIOJHOMOYEHHBIM JOJDKHOCTHBIM JIMIIOM YBEAOMIICHUS
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06 MCIpaBJICHUM HOMYLICHHBIX OredYaToK H (M) omubOoK B CHOPMHUPOBAHHBIX
B pe3y/bTaTe  MpPEAOCTAaBICHHS  TOCYAAapCTBEHHOM  YCIyrH — JIOKYMEHTax
PETUCTPAIIHOHHOE YIOCTOBEPEHHE B CPOK, HE NPEBBILAIONIMHA 5 pabo4nx JHEH CO
JHSA TOCTyIUIeHHs B PoccenbX03Ham30p 3asBICHHUA, BPY4YacTCsA 3asBUTEIIO MIIH
HAIPaBJIACTCS 3aKa3HBIM [IOYTOBBIM OTIPABICHUEM C YBCIOMIICHUEM O BPYUCHUH
mm60 B (QopMe ONIEKTPOHHOTO IOKYMEHTa, MOANMCAHHOIO  YCHJIEHHOM
KBATH(UIMPOBaHHONH IMOANUCEI0 Poccenbxo3nansopa, mocpenctsom EnmmHoro
nopTasa.

137. B ciy4ae OTCYTICTBHS ONEYaTOK M (MIM) OIIMOOK B C(POPMHUPOBAHHBIX
B pe3y/ibTaTe  IPENOCTaBICHHS  TIOCYJApCTBEHHOHM  YCIYrM  JOKYMEHTax
TOJKHOCTHOE JHII0 Poccelbx03Haa30pa MOArOTaBIKBAET IPOESKT yBEJAOMIIEHUS 00
OTCYICTBMM OIl€4aToK U (i) omMOOK B COOPMHUPOBAaHHBIX B PpeE3yibTaTe
IPEI0CTABICHNUS TOCYAaPCTBEHHON YCIYTH JIOKYMEHTaX.

[Tocne moAmMCaHUs YIIOJHOMOYEHHBIM JOJDKHOCTHBIM JIMIIOM YBEIOMIICHUS
00 OTCyTCTBUM oOme4aTok M (Wix) OMHUOOK B CPOPMUPOBAHHBEIX B PE3YJIBTATE
IPENOCTABJICHUS TOCYIapCTBEHHON YCIyTd JOKYMEHTax TaKoe YBEHOMIICHHUE
B CPOK, He mpeBplArOmMi 5 pabouynx JHEH CO JAHA MOCTYIUICHHA
B PoccenpX03Han30p 3asBICHHS BpydaeTCs 3asBUTENIO WM  HaMpaBIsACTCS
3aKa3HBIM [IOYTOBBIM OTIPABJIEHHEM C YBEIOMICHHEM O BpydeHHHU ub0 B hopme
3NEKTPOHHOTO JOKYMEHTa, MOANKHCAHHOTO YCHJICHHOH KBaIH(DULIMPOBAHHOM
3JEKTPOHHOM IOANUCHI0 Poccenbxo3Haa3opa, crnocoboM, 00ecrneynBaroInuM
IIOATBEPKACHHE MOTYYCHHS 3asBUTENIEM TaKOr0 YBEIOMJICHHS M MOATBEPXKICHUC
JIOCTaBKH YKa3aHHOTO JOKYMEHTa, B TOM 4HCIIE TOCPEACTBOM EnuHOro noprana.

IV. Ilopsiaok 1 popMbI KOHTPOJIA 32 OCYIIECTBJICHHEM rOCyAapCTBEHHOI0
KOHTPOJIs (Haa30pa)

ITopsaoK ocyuiecTBAeHUS TEKyLIero KOHTPOJIsl 3a CO0/II0eHneM
M HCHOJIHEHHEM OTBETCTBEHHBIMH JO/DKHOCTHBIMM JIMIIAMH I10J10KEHH i
perjiaMeHTa ¥ MHbIX HOPMATHBHBIX NIPABOBLIX AKTOB, yCTAHABIUBAIOLINX
TPeGOBAHHUS K MPEXOCTABICHHIO FOCYAaPCTBEHHOM YCJIyrH, a TaKKe
NPHHATHEM MMH peLuieHHi

138. Texyuuii KOHTPOJIb 32 COOJIIOAEHHEM U HCIOIHEHUEM JODKHOCTHBIMU
anuamMu  Poccenbxo3Ham3opa MOJIOKEHUH PerimamMeHTa M HMHBIX HOPMaTHBHBIX
MpaBOBBIX akKTOB Poccumiickoil Denepaliy, YCTaHABIMBAOIMX TpeGOBaHUS
K MPEIOCTABICHHUIO TOCYAapPCTBEHHOH yCIIyTH, OCYLIECTBIIACTCS YIOJIHOMOYECHHbBIM
JOJDKHOCTHBIM JIMLIOM.

139. Tekymuii KOHTPOJb IHOIHOTEI M  KayeCTBa IMPEAOCTABICHHA
rOCYAapCTBEHHOM YCIYyTH BKIIOYAeT B ceOs MPOBEPKY, BBHISABJICHHE M YCTPAHCHUE
HApYLIEHU} paB 3asBUTEJICH, PACCMOTPEHNE, IPHHATHE PEIICHUA U MOArOTOBKY
OTBETOB Ha oOOpalleHus 3asBUTENeH, coAepixKallhe XalnoObl Ha JICHCTBHS
(GesmeiictBre) W (WIM) pEIIEHHUS JOJIDKHOCTHBIX JIMII, OTBEYAMOLINX 32
IPEAOCTABIICHHE FOCYAaPCTBEHHON YCIyTH.
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140. Ilpum BBIABAICHMH B XOJ€ TEKYLIEro KOHTPOJISA HapyUICHHIt
YCTAaHOBJIEHHOro PeriaMeHTOM IIOpsiAKa TNPEAOCTaBJICHUS TOCYJapCTBEHHON
YCAYI'¥ YIIOJHOMOYEHHOE JOJDKHOCTHOE JIMLO INPUHHUMAET MEPHI IO YCTPAHEHUIO
TaKMX HapYyIIEHUH W HalpaBisIeT PYKOBOAMTENIO (3aMECTHTEIIO PYKOBOIMTEISN)
Poccenbxo3nag3opa NpeayIoKEHHS O IPUMEHEHHHM WIHM HENPUMEHEHHH Mep
OTBETCTBEHHOCTH B COOTBETCTBUM €  TpeOOBaHMAMH  3aKOHOJATEIHCTBA
Poccuiickoii ®enepauud B OTHOIIEHHH JOJDKHOCTHBIX JIMI, JOIYCTHBINUX
HapyLICHUS.

IHopsinok ¥ NepruOAMYHOCTD OCYIIECTBJIEHHA NJIAHOBBIX H BHEIJIAHOBBIX
NPOBEPOK NMOJHOTHI M Ka4eCTBA NMPEJI0CTABJIEHUS roCyIapCTBEHHON yCJIyr,
B TOM 4HCJI€ HOPAAOK U (JOPMbI KOHTPOJISA 32 MOJTHOTOH M Ka4€CTBOM
NpPeAOCTABJICHHS FOCYIaAPCTBEHHOM YCIyTH

141. KoHTpOb 3a IOTHOTON U KaYECTBOM HPENOCTaBIECHUS IOCYJapPCTBEHHOM
YyCIYTM BKJIIOYaeT B ceOs NpOBEICHHE NPOBEPOK, BBIABICHHE M YCTPaHCHHUE
HapyUIeHU# MpaB 3asBUTEJICH, IPUHATHE PELIEHUH U IMOATOTOBKY OTBETOB Ha HX
oOpanieHusi, coaeprkaique >xajao0bl Ha nerdcTBus (0e31efCTBHE) MOKHOCTHBIX
JULL.

142. ITpoBepku MOTYT OBITH IUIAHOBBIMH M BHEIUIAHOBBIMU. [lepHoANYHOCTE
IUIAaHOBBIX MPOBEPOK YCTaHABIMBACTCA pyKoBoauTesneMm PoccenbxoszHansopa. [Ipu
IIPOBEPKE MOTYT PAacCMaTPHUBATECA BCE BOIIPOCHI, CBSA3aHHBIC C MPEAOCTaBICHUEM
rOCyJapCTBEHHOH YCIyru (KOMIUIEKCHBIE MPOBEPKH), WUIK OTIAEIHHBIE BOIPOCEHI
(rematndyeckue npoBepku). I[IpoBepku Takke MOryT NPOBOAMUTHCA IO
KOHKPETHOMY OOpaIleHUIO 3asiBUTEIIA.

143. BHennaHOBBIE IPOBEPKU IPOBOAATCA B CBSI3H C IIPOBEPKOM YCTpaHECHHUS
paHee BBISBICHHBIX HAPYIIECHUH, a TAK)KE B CIIydae MOJIyYeHHUS XKano0 Ha AeHCTBUS
(6e3neicTBUE) TOJKHOCTHBIX JIHII,

IIpoBepky IOJHOTHI U Ka4ecTBa IMPEJOCTaBJICHUS T'OCYHApCTBEHHON yCIyTH
OCYILIECTBIISIOTCA Ha OCHOBAaHUU PaclOpAIUTENFHOTO akTa Poccenbxo3Hanzopa.

OTBETCTBEHHOCTD J0JIKHOCTHBIX JIUL OPrana, NpeAoCTaBIAIOLIEr0
roCyJapCTBEHHYIO YCJIYTy, 32 pelIeHUN U JeiicTBus (0e3aeiicTBue),
NpHHUMaeMbie (0CYLIEeCTBAAEMbIEC) HMH B X0/1€ NPea0CTaBIeHU
rocyXapcTBeHHOH yCJIyIru

144, B cnyuae BbIABICHHA HapynieHud coOmrogenus Permamenta
JOJDKHOCTHBIE nvna Poccenbxo3naazopa HecyT YCTaHOBJICHHYIO
3aKOHONATeNbCTBOM Poccuiickoi ®Denepali OTBETCTBEHHOCTh 3a PELUICHUA U
neiicteust  (Oe3meiicTBUs), NpUHUMAEMble (OCYHIECTBISEMBIE) HMH B XOIC
NPEAOCTABICHUS TOCYAAPCTBEHHOHN YCIIyTH.
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IToJ103KeHust, XapaKTepu3yolue TpeGoBanus K NOPSAAKY H (hopmam
KOHTPOJIs 32 NPEJ0CTaABIeHHEM rOCyAapCTBEHHOMH YCJIyIH, B TOM YHCJIE CO
CTOPOHBI rPaXaaH, HX 00beAMHEHUH H OPraHN3aLHH

145. KoHTpob 3a MpeaoCTaBICHUEM rOCYIapCTBEHHOM YCIIyTH, B TOM YHUCIIE
CO CTOPOHBI TpaxIaH, WX OOBEAMHEHHMH M OpPraHM3aIMH, OCYLICCTBIIICTCS
OCPEACTBOM OTKPBITOCTH JEATENbHOCTH Poccenpxo3Haazopa npu
NPEAOCTABICHUM TOCYAAPCTBEHHOM YCIYTH, MONYYCHHMH IIOJMHOM aKTyaabHOH H
JOCTOBEPHOM MH(POPMALIMHK O HOPSIKE [IPEJOCTABICHHS FOCYJAPCTBEHHON YCIyTH
1 BO3MOXXHOCTH HOCYAeOHOro paccMoTpeHHs oOpameHuil (kanob) B Ipouecce
HOJyYEHHS TOCYJapCTBEHHOU yCIIyTH.

I'pakgane, #uX OOBEAMHEHUS M OpraHU3alldd BIPABC HANpaBIATh
B PoccennbX03Haa30p 3aMe4aHusi M IPEUIOKEHHS II0 YIY4IICHHIO KadecTBa
IPEIOCTABJICHHUS rOCY JapCTBEHHOM YCIIyTH.

V. Jocynebuntii (BHeCyaeGHbIIi) MOPAXOK 00kaJ0BAHUS PELICHHI U AeHCTBUA
(6e3npeiicTBUA) OPraHOB, OCYLIECTBJISIIOLINX FOCYAAPCTBEHHBIA KOHTPOJIbL
(Hag3op), a TaK)Ke UX J0JKHOCTHBLIX JIHI

MudopManus Jisi 3aHHTEPECOBAHHBIX JUI 00 MX NpaBe Ha JocyaedHoe
(BHecyneOHOe) 00xaioBaHue AeiicTBHii (Oe3aeiicTBHS) H (MJIM) pElIEHUN,
NPHHATHIX (0CYLIECTBJIEHHBIX) B X0/I€ NPeJ0CTaBJIeHNs roCyapCTBEHHOM

yCayra

146. 3asBurenu BmnpaBe Ha gocylneOHoe (BHecyneOHOe) 00XKaloBaHHE
meifictBuit (GesmeiictBusa) W (WiIM) pEUNIEHMH, MPHHATHIX (OCYLIECTBIAEMBIX)
Poccenpx03Ha 30poM, IODKHOCTHBIME JHLamu PoccenpxosHagszopa B Xone
MPEIOCTABICHUS] TOCYJAapCTBEHHOM YCIyrM B  IIOpSOKE, YCTaHOBJICHHOM
nocranosienueM [IpasurenscTBa Poccuiickoit ®@enepaunu ot 16 asrycra 2012 .
Ne 840 «O nopsake momavyd M PacCMOTPEHUS KanoO Ha PEIICHMA M HEHCTBHS
(6esmeiicTBue)  (enepanbHBIX OpraHOB — HCTIONHUTENBHOM BIACTH M MX
JOJDKHOCTHBIX JIMI, (heAepabHBIX T'OCYHAPCTBEHHBIX CIYXAIIUX, JODKHOCTHBIX
JWI] TOCYJApCTBEHHBIX BHEOIODKETHBIX (QoHmoB Poccmiickon deaeparuy,
rOCYapCTBEHHBIX KOPIIOpPALIMii, HaJeICHHBIX B COOTBETCTBHU C (PeaepanbHbIMK
3aKOHaM{ ITOJIHOMOYMSIMH IO IMPENOCTABICHUIO TIOCYNAPCTBEHHBIX YCIYr B
YCTAaHOBIEHHON chepe MEATEeNPHOCTH, U MX JOJDKHOCTHBIX JIMI, OpraHu3aluy,
npeAycMOTpeHHBIX uwacThto 1.1 crateum 16 ®epepampHoro 3axona «O0
OpraHW3alUy NPEJOCTABICHNU [OCYAAPCTBEHHBIX M MYHUIIMITIAIBHBIX YCIYI», U HX
paOOTHHKOB, a TakkKe MHOTOQYHKIHOHAIBHLIX LIEHTPOB IPEIOCTABICHUS
rOCYAapCTBEHHBIX ¥ MYHHIMIANBHBIX YCIYT M HX paGoTHUKOB»® (mamee —
nocranosinenue [IpaBurensctBa Poccuiickoit @eneparuu Ne 840).

147. OcHoBanusMH I 0OpaleHus 3assBUTEIS € K000 SIBIAIOTCS:

1) HapymieHne CpoKa perucTpalmy 3asBICHHUS,

4 Cobpauue 3axonozaTenscta Poccuiickoii ®enepauuu, 2012, Ne 35, cr. 4829; 2018, Ne 25, ct. 3696.
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2) HapyleHHe CpoKa MPENOCTaBICHUS TOCYAapCTBEHHON YCIYTH;

3) TpeGoBaHMe€  INPEACTABICHHUA  3asABUTENIEM  JOKYMEHTOB,  HE
IpEAYCMOTPEHHBIX HOPMAaTHBHBIMM NpaBOBbIMH akTamu Poccuiickon Penepanuu
IUIS IIPEAOCTABJICHUS TOCYIapCTBEHHON YCIIYTH;

4) oTKa3 B mpHUeMe OKyMEHTOB, IPEICTaBICHUE KOTOPBIX NPEAYCMOTPEHO
HOPMAaTUBHBIMH  IpaBOBRIMH  akTamu  Poccuiickoii ~ Dexaepaumm s
IPEIOCTaBICHHUA TOCYJApCTBEHHON YCIIYTH;

5) oTka3 B MNpPENOCTAaBICHUU TOCYJApPCTBCHHOHN YCIYrH, €CIH OCHOBAHMS
OTKa3a HE IPEAYCMOTPEHbI (enepanbHBIMM 3aKOHAaMH U IPUHATHEIMM B
COOTBETCTBHHM C HHMM HMHBIMH HOPMATHBHBIMH IPaBOBBIMU akTamMu Poccuiickoi
®enepanuu;

6) TpeboBaHME  BHECEHMsS  3asgBHTEIEM  INPH  NPENOCTABIICHHH
rOCYJapCTBEHHOM YCIyrd IUIATBl, HE IPEXyCMOTPEHHOM HOPMATHBHBIMU
nmpaBoBeIMH akTaMu Poccuiickon denepanny;

7) oTkKa3 HODKHOCTHBIX JMI Poccenbxo3Haig3opa B HCIPaBICHUU
JOIMYIICHHBIX OII€YaTOK U OUIMOOK B 3aNpalliiBacMBIX CBEIEHHAX;

8) HapylIeHHE CpOKa WIM MOpsJKa BbIA4¥ JAOKYMEHTOB IIO peE3yJbTaraM
IPENOCTABICHUA TOCYJapCTBEHHON YCIYTH;

9) NpPUOCTAHOBJIEHHWE TIPEIHOCTABICHUS TOCYAAPCTBEHHOM YCIYTH, €CIH
OCHOBaHHUS IPHOCTAHOBJICHUS HE IPEAYCMOTPEHBI (pelepalpbHBIMH 3aKOHaMU H
IPUHATHIMH B COOTBETCTBHM C HUMHU MHBIMM HOPMATHBHBIMH IIPABOBBIMHM aKTaMH
Poccuiickon ®enepauny.

148. 3asBuTEIM UMEIOT IPABO MOJATH XKAN00y Ha peleHus U (MiIK) ACHCTBHS
(6esnericTBue) Poccenbxo3Hag30pa, €ro JOLKHOCTHBIX JIML IIPY MPEAOCTaBICHUH
roCcyJapCTBEHHO# YCIYTH IO MOYTE, C UCTIONb30BaHNeM cetd «HHTepHeT», Caiira,
EnuHoro moprajia, a TakXKe Ha JIMYHOM IPUEME, B MOPSAAKE, NPEAYCMOTPEHHOM
rnaBoit 2.1 @exnepanpHoro 3axkoHa Ne 210-P3.

OpraHbl rocyapcTBeHHOH BJIACTH, OPraHM3alMHM M YIIOJTHOMOYEHHbIE HA
paccMOTpPeHHeE )KaN00bI JTULA, KOTOPBIM MOKET ObITH HANPaBJeHa xkKaj100a
3asiBUTEJIS B 10CyeOHOM (BHecy1eOHOM) MOPsAKe

149. YOJIHOMOYEHHBIM OPraHoM TOCYAApCTBEHHOH BIACTH, KOTOPOMY
MOJKeT OBITH HalpaBJieHa jkajo0a, aBisercsa Poccenbxo3Hansop.

150. Pemenns wu  geiictBusa  (Oe3meicTBHME)  JO/DKHOCTHBIX  JIMI
Poccenpxo3Ha30pa, OCYIMIECTBIIEMBIE B X0/I€ IPEAOCTABIICHUS IOCYJapCTBEHHON
yCIIyTd, MOTYT ObITh OOXKaJIOBaHBI 3asBUTENEM — 3aMECTHTENIO PYKOBOAMUTEILA
Poccenbxo3nanzopa. Pemenus 3amecturens pykoBoautens Pocceapxo3Hanasopa —
pykoBoaureno Poccenpxo3nanzopa.
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Cnoco0b! HH(pOpMHUpPOBaHuS 3asiBHTEIEH 0 MOPAAKe NOJAYH H PACCMOTPEHHUs
’aJ100bl, B TOM YHcJIe ¢ ucnojb3oBanneM Eqnnoro noprana
rocy1apCTBEHHBIX 1 MyHHIHMNAJBHBIX YCIYT (PyHKIWUIT)

151. MudopMupoBaHUe 3aMHTEPECOBAHHBIX JIUI] O MOPSAKE [MOJAYH >KanoObl
OCyIIeCTBIsSETCS Ha oduuuampHOM caiite Poccenpxo3Han3opa u Ha Enunom
nopTae.

IlepeyeHb HOPMATUBHBIX NPABOBLIX AKTOB, PEryJIHPYIOIIHX OPAAOK
aocyaedHoro (BHecyaeOHOro) 00:ka10BaHHsl PeIIeHNH U el cTBUH
(Oe3peiicTBHUS) OpraHa, NpeJOCTABJIAIOLIEI0 FOCYIaPCTBEHHYIO YCIYrY, a
TaKKe ero J0JKHOCTHBIX JTHI

152. Tlopsmok JmocyneOHOro (BHECYAEOHOro) o00XalOBaHUS PEIIEHUM
u neiicreuii (OeszmericTBusa) Poccenbxo3Haa3opa, a TakKe €ro JOJDKHOCTHBIX JIMIL
PETYIUPYIOTCS CIEAYIONIMMU HOPMATHBHBIMH IIPABOBBIMU aKTaMHU:

1) ®enepanphbrit 3akoH Ne 210-P3;

2) ®enepanbhbiid 3akoH or 2 Mas 2006 r. Ne 59-®3 «O mnopsaake
paccMoTpeHHs obpameHuit rpaxaan Poccuiickoi Mepepauuu»*;

3) ®enepanbHslit 3akoH Ne 61-D3;

4) nocranosienue [IpaBurenscrBa Poccuiickoit @enepannu Ne 840;

5) mocranosieuue IIpaButennbcrtBa Poccuiickoit ®epepanmu or 16 Mmas
2011 r. Ne 373 «O pa3paboTke ¥ yTBEpKACHUH aAMUHHUCTPATHBHBIX PETTIAMEHTOB
OCYILECTBJICHUS] TOCYJAPCTBEHHOrO0 KOHTpOJIA (Han3opa) M aIMHUHMCTPATHBHBIX
PETIAMEHTOB NPEJOCTABICHHUS FOCYAAPCTBEHHBIX YCIyT»*,

153. IlepeueHr HOPMATHBHBIX MpPaBOBBIX AKTOB, PETYIHPYIOIIHUX IOPAIOK
nocynebHoro (BHeCyneOHOT0) 00KaIOBaHUs pelIeHui U neiictBuit (6e3nelcTBus)
Poccenpxo3Han30pa, a TaKKe €ro JOMKHOCTHBIX JIMI, pasMmemaercs Ha Caiire
u EquHoMm noprane.

44 CoGpanne 3akoHonarensctsa Poccuiickoit ®enepanuu, 2006, Ne 19, ct. 2060; 2018, Ne 53, c1. 8454.
45 Cobpanne saxoHonaTenscTea Poceuiickoit ®enepamuu, 2011, Ne 22, ct. 3169; 2018, Ne 46, cr. 7050.
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[Mpunoxenue Ne |

K AIMMHUCTPAaTUBHOMY pPETJIaMeEHTY
denepanbHOi cykObl 110 BETEPHHAPHOMY H
(pUTOCAaHUTAPHOMY HAA30PY
NIpeI0CTaBIICHHS TOCY1apCTBEHHOM YCyru
110 TOCYIapCTBEHHOH perMCcTpaLyH
JIeKapCTBEHHBIX MPENapaToB s
BETEepMHAPHOIO TIPUMEHEHHH,
yTBEpXKIeHHOMY TiprKa3oM PenepanbHoi
CITyXOBbl 110 BETEPUHAPHOMY U
(GUTOCAaHUTapHOMY HAaA30pY

ot 28 utons 2021 Ne 846

OOPMA

B GEEPAJTLHYIO
CIIYXBY

110 BETEPUHAPHOMY

1 ®UTOCAHUTAPHOMY
HAJI30PY

3ASABJIEHUE
0 rocyapCTBEHHON PEerncTpaLliiy JIEKapCTBEHHOTO Tperapara

T[Ipoiny 3aperucTpupOBaTh JEKAPCTBEHHBIH pernapar 11 BEeTepUHAPHOro
IpUMEHEHUA

(Toprosoe HAMMEHOBAHHUE JIEKAPCTBEHHOTO Mperapara)

1.3asBuTenn
(NOJTHOE HANMEHOBAHME FOPHANYECKOTO THIA B COOTBETCTBUH € YUPEAUTETbHBIMHU
NOKYMEHTaMH )

(axpec, TenedoH, aapec H1eKTPOHHON MouTH (Mpy Hanndun), UHH u KIIIT)

2. TIpencraButens 3asgBUTENSA

(hamMuTHs, UMS, OTYECTBO (TIPH HATKYHH), afipec, TeneoH, aapec 3MEKTPOHHOH MOUTH
(MpW HaJIMYUK). AOKYMEHT TOATBEPKAAFOILUIN OJTHOMOYNA 3aABUTENA — nata/No)

3. Pa3paboTuuK JleKapCTBEHHOr0 nperapara

(HOHHOe HauMCHOBAHKC IOPUAHYECKOTO JIMla, aﬂpec)
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4. HpOI/I3BOI[I/IT€JIB JIEKapCTBECHHOTIO Nperiapara

TTonnoe HaumMeHOBaHUE HOpyUAnYEcKoro Juia aJapec, TCJ'le(bOH
1)
2)
n)

5. Mecto npou3BOACTBA JEKAapCTBEHHOTO Mpenapara
1) :
2)

6. CBejcHIS O JIEKAPCTBEHHOM TIperiapare:
TOProBo€ HAaUMEHOBaHUE
MEXIYHAPOAHOE HEMAaTeHTOBAaHHOE, WIH IPYNNUPOBOYHOE, MIIK XUMUYECKOE

JeKapcTBeHHas popma ;
JI03UpOBKa ;
CI1ocoOBI BBEJIEHUS U NPUMEHEHHUS ;
CpPOK I'OJIHOCTH ;
(apMakoTeparneBTHyecKas rpymnra ;
COCTAB BEllECTB, BXOIAIINX B COCTaB JIEKAPCTBEHHOIO Mperapara:

NCPEUCHD IleIL/'ICTBy}OHH/IX BCIICCTB .
(C YKa3aHMEM KOAMYECTBA KAXKAO0TO 13 HI/IX)

NepeUCHb BCIOMOraTeJIbHbIX BCIICCTB

(c ykazaHueM KOJIMYECTBA KOKIOIO U3 HUX)

7. HeoOXoguMOCTb TIPUMEHEHHS YCKOPEHHOW TPOUEAYpPBI  OKCIEPTH3BI
JIEKApPCTBEHHBIX CPEICTB

8. Hammuwe corachs pa3paboTdvKa WM YIOJHOMOYEHHOrO UM JIMLA,
0/IaBIIEr0 3asBJEHME O TOCYJAPCTBEHHONW pErHCTpaluu pedepeHTHOro
JIeKapCTBEHHOTO TIpenapara, 06 WCIOIb30BaHIi HHPOPMAUUN O pe3ylnpTaTax
JOKIMHUYECKHX HCCIeNOBAHNN JIEKAPCTBEHHBIX CPENCTB M KIMHWYECKNX
VCCIIeI0BaHMI TeKapCTBEHHBIX MPETIApaToB, eCITH MPOIINIO MeHee 6 JIeT ¢ JaTH
rocyapCTBEHHOM perucTpalum pedepeHTHOrO JIeKapCcTBEHHOTO
npenaparal

(MMeeTCs/0TCYTCTBYET)

9. CBeneHus O perucTpaium JEKapCcTBCHHOI'O IIperapata

(cBEIEHUS O HATYHH WM 06 OTCYTCTBHH (hPAKTOB PErHCTPALIMK JIEKAPCTBEHHOTO
npenapata 3a npeznenamu Poccuiickont Genepattin)

"' Tlynkr 11 yactu 3 cratbn 17 GegepanbHoro 3akona Ne 61-@3.
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10. Iporiry BeIAATh PETHCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO Iperiapara

(HAaUMEHOBAHKE JIEPIKATENS PETMCTPAIIMOHHOTO YIOCTOBEPEHNS, ajipec, TeneoH, aapec

anekTpoHHoM mourtsl (npw Hanuuun), UHH u KTTIT)

11. TlepeueHb TOKYMEHTOB, TPUJIaraeMbIX K 3asBJIEHHIO:

1)
2)
n)

«

»

20 .

/

(moanvck / pamMuitks, WMs, OTYECTBO (MIPU HAITMYUN) 3aBUTENS

ITeyats (Mpy HATUYHN)
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TMTpunoxenue Ne 2

K AIMUHUCTPaTUBHOMY pPErIaMEHTY
denepanbHON CyX OBl IT0 BETEPUHAPHOMY U
(pUTOCAaHUTAPHOMY HAL30PY
MPeOCTABIICHUS TOCYAaPCTBEHHON YCITyTH
110 TOCYAapCTBEHHON perucTpauuu
JIeKapCTBEHHBIX TIpenapaToB s
BETePUHAPHOTO ITPUMEHEHUS,
yTBEP)KIAEHHOMY TIpHKazoM DenepaibHOM
cIy»OBbl TT0 BETEpUHAPHOMY U
buTOCaHUTApPHOMY HAJI30py

ot 28 utons 2021 Ne 846

OOPMA

B ®EJIEPAJIBHVYIO
CIIYXBY

11O BETEPUHAPHOMY

U ®PUTOCAHUTAPHOMY
HAJI3O0PY

3AABJIEHUE
0 BKJIIOYeHHH (apMalieBTHUeCKOl CyOCTaHIMHK, TPOM3BEACHHOM AT
peau3alui, B peecTp NEKapCTBEHHBIX CPEACTB

TTpoiny BKIFOUUTH (apMalieBTUUECKYIO CYOCTaHIUIO, IPOU3BEACHHYIO I
peayu3aium, B peecTp JIeKapCTBEHHBIX CpEeNCTB

(Ha3BaHWe — apMalEeBTUHIECKON cyOcTaHLMN)
1.3asBuTenH
(MoJIHOE HAWMEHOBAHVE FOPUIVYIECKOTO JIMUA B COOTBETCTBUM € YUPEANTETbHBIMH
JOKYMEHTaMH)

(anpec, Tenedon, anpec 3NeKTPOHHO# nouTel (npu Hanuuun), HHH)

2. TlpencraBuTesb 3asBUTEIIS

(pamunns. ums, oT4ecTBO (NpK HATKYUK), ANPEC, TENEPOH, aaPec INEKTPOHHOH NOUTHI
(NpY HAJIMYKMK), JOKYMEHT HOATBEPKAAIOIHHA MOJIHOMOYNS 3a9BUTETT — nata/Ne)

3. PazpaGoTunk (papMaleBTHUECKOH CyOCTaHIMH

(ﬂOﬂHO@ HaWMEHOBaHUE OPUIANIECKOTO JIMla, aapec, Teﬂe(bOH)
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4. TTpoussoauteb hapMalieBTHHECKOH CyOCTaHLUN

(HOHHOC HAUMMCHOBAHHE HOPUAHYECCKOTO m/ma)

(anpec, TenedoH)

5. Mecto TPOU3BOJICTBA ¢apmaneBTHUECKOH cybcTaHIuu

(HaUMEHOBAHUE 1 aJipec MPOU3BO/CTBA)

6. CeieHUs 0 hapMalleBTUYECKON CYOCTaHIUN:

HauMeHOBaHUE MEXIyHapOJHOE HEMaTeHTOBAHHOE, WK TPYNNMPOBOUHOE, WITH
XUMUYeCKOe ;
topma BhIITyCKa X
cepa NpUMEHEHUS ;
oTicaHue (hapMaKoIOTHIECKUX u (hapMaKoIUHAMUYECKUX WK
UMMYHOOHOIOMMYECKUX CBOMCTB:

7. CBejieHHs 0 BKIIOYSHUH (hapMalleBTHUECKOW CyOCTaHIIMU B rOCYNapCTBEHHbIM
peecTp JieKapCTBEHHBIX CPEICTB IS BETEPMHAPHOTO IPUMEHEHUS

(HoMep U jaTa BKitoueHus B Poccuiickoit ®exepatmu v (i) 3a pydeskom)

8. IlepeueHb JOKYMEHTOB, IPWIAraeMbIX K 3asiBIE€HUIO:

1) ;
2) :
n)

« » 20 1.

/

(noanuck / paMuns, UMsI, OTUECTBO (MTPH HANUYUU) 3a9BUTENS

[TeyaTs (Ipy HATMYUN)
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[Mpunoxenne Ne 3

K AJIMMHHCTPaTUBHOMY PETTIAMEHTY
DenepalnbHOMN CTYKOBI [10 BETEPUHAPHOMY 1
(GuTOCaHUTaApHOMY HaA30py
TpeIOCTaBIICHUS TOCYJapCTBEHHOM yCIIyrH
110 TOCYAapCTBEHHON perucTpanum
JIeKapCTBEHHBIX NPENapaToB s
BETEPUHAPHOTO MPUMEHEH U,
yTBepXkIeHHOMY NpukasoM DenepaibHOU
CIyOBI 1O BETEPUHAPHOMY U
GHUTOCAaHUTAPHOMY HAI30DY

oT 28 uronst 2021 Ne 846

®OPMA

B ®EJIEPAJILHYIO
CITYKBY

[10 BETEPUHAPHOMY

1 ®UTOCAHUTAPHOMY
HAJ[3OPY

3ASBJIEHUE
0 BHECEHUHU U3MEHEHHU B JOKYMEHTBI, COAEPIKAIIUECS B PETUCTPALIMOHHOM
J0ChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapat 1Jisi BETEPUHAPHOTo
TIPUMEHEHHUS

IIpowry  BHeCTH  W3MEHEHMs B JOKYMEHTBL,  COJAepXKalinecs
B PEHCTPALIMOHHOM J0CHE Ha 3apeTHCTPUPOBAHHBIN JICKapCTBEHHBIN IIpenapar
It BETEPHUHAPHOTO NpUMEHEHHS

(T‘OpI’OBOC HauMEHOBAaHUEC JICKAPCTBEHHOIO npenapaTa)

1.  HauMeHOBaHME U ajipec AepxaTells perucTPaMOHHOIO YAOCTOBEPEHUA
JIeKapCTBEHHOTO Ipenapara:

2. HoMmep perucTpaudOHHOTO yJ0CTOBEpEHMS:

3. JlaTa rocyzapcTBeHHO! perucTpaluu JekapcTBeHHOIO Mpenapara.
«_» r.

4. CaelleHUs 0 JICKapCTBEHHOM IIpeniapare:

TOProBoc HaMMEHOBAHUC JIEKapCTBCHHOI'O Mpernapara 5
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MEXKIYHAPOAHOE HENATEHTOBAHHOC, WM I'PYNINUPOBOYHOC HanMCHOBAHHUC, HUJIN
XUMHUUYECKOC HAUMEHOBAHWEC JICKAPCTBCHHOI'O IIpcriapara.

;
5.  HU3MmeHeHus, KOTOpble BHOCATCS B JIOKYMEHTHI, cozaepiamuecs
B PETHCTPALMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHELIN JIEKapCTBEHHBIN Mperapar
(HY)KHOE OTMETHTB):

1) MH3MeHeHHs, B OTHOWIEHMHM KOTOPHIX MPOBOIOWTCSA  3KCHEPTH3A
JIEKapCTBEHHOrO CpEeACTBAa JUli BETEPUHAPHOIro TNpPUMEHEHUs, Kacaroluecs
U3MEHeHUi W (Wid)  JONOJHEHUH  TIPOU3BOACTBEHHOW  IUTOILAIKU
JIeKapCTBEHHOTO CpeJICTBA, MOKAa3aTelleil Ka4eCcTBa JICKApCTBEHHOTO MpernapaTa
¥ (M71) METOAOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOIO Mpenapara:

(1 /. JIOKyMeHT Ha pPYCCKOM S3bIKE, BBIIAHHBI KOMIIETEHTHBIM OPraHOM
CTpaHbl TIPOM3BOJUTENS JUIS KaXJOH IPOM3BOJCTBCHHON TUIOLIANKY
JeKapCTBeHHOrO TMpenapara (B TOM 4HClEe IS NPOU3BOAMUTEIIA
(bapmalieBTHIeCKOl CyOCTaHUMH), IOATBEPXKIAOUHKE COOTBETCTBHE
NIPOU3BOANTENS JIEKAPCTBEHHOro [Mpenapara TpeOOBaHMAM MpPaBUll
HaJyiexalen MIPOU3BOACTBEHHOM NPaKTUKU

5

[ 2. JInuensus Ha IPON3BOACTBO JTEKaPCTBEHHBIX CPEACTB I POCCHHCKUX

MPOU3BOAUTENIEN .
3. UsmeHeHus MHCTPYKUMM 10  BETEPUHAPHOMY  IIPUMCHEHHUIO
JIEKapCTBEHHOI O Ipenapara.
3.1. Tlokazanus 1iid IpUMeHEHNs ;
3.2. IlpoTuBonokasaHus Ajis NIpUMEHEHUS :
3.3, PexuMm [03UpOBaHUs, CMOCOO BBENEHUS W IPUMCHEHUS, TpU
HeOOXONUMOCTH  BpeMs  IpHeMa  JIEKapCTBEHHOro  mpemnapara,
MPOIOJIKUTENBHOCTD JICYEHHS ' ;
[J 3.4. Bo3moxHble 1MOOOYHBIE AEHCTBUsA, HEKeNlaTeNlbHbIE peaklHu MpH
TIPUMEHEHUH JISKApCTBEHHOIO Ipernapara ;
(] 3.5. BzauMmoeiicTBHe ¢ APYTUMH JIEKApCTBEHHBIMU TTpenapaTamMu U (1Uin)

oo

KOpMaMM_ ;

[J 3.6. Cpok rogHOCTH U yKa3aHue Ha 3alpeT MPUMEHEHUS JIEKapCTBEHHOTO
npenapara o MCTEYECHUU cpoka
rOJHOCTH ;

[1 37 Cpoku BO3MOXKHOIO HCIIOJIb30BaHUS MPOAYKUMH AKUBOTHOTO
MPOUCXOXICHNUS  TOcde  BBEICHUS  JKMBOTHOMY  JICKApCTBEHHOI'O
npernapara .
4. Ceezienus o QapMaleBTHUECKON CyOCTaHLIMM WITH (apMaleBTHUECKIX
CyOCTaHUUSX, BXOAALUIMX B COCTaB JIEKAPCTBEHHOTO TIpenapara:

[0 4.7, Onucanne MeTOAMK KOHTPOJIS KayecTBa (apMaLeBTHYeCKOH
cyOcTaHIMU ;

[14.2 Agpec MPOU3BOACTBA (dapmaLeBTUUECKOT
cyOcTaHLUH X
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0 4.3 Crnenduxanms Ha  (apMaleBTHYECKYIO cyOCTaHIUIO

[1 5. HopMaTuBHBIA JOKYMEHT Ha JIEKapCTBEHHBIA TNpenapar, B 4YacTH
W3MEHEHHs  [IOKasaTejaeil  KayecTBa M METOAOB  KOHTPOJISA

(] 6. JloxymeHTanbHOe TOATBEpP)KAEHUE (BalMAalMs) aHaIUTUIECKHX
METOAMK, HCIOJb3YEMbIX MPU OCYLIECTBJIEHHU KOHTPOJ KavyecTsa
JIEKapCTBEHHOIO Npenapara

[0 7. JIokyMeHT, MOATBEP KJAIOIINI KaueCTBO JIEKapCTBEHHOrO Npernapara
MPOMBILLIEHHBIX — cepuil  (TPOTOKOJ — aHamu3a WA cepTuduKat
aHasnusa) .

[1 8 OnucaHue W COCTaB JIEKapCTBEHHOTO Mpenapara ([IpU W3MEHEHUH
ToKasaTesell KayecTBa U MEeTOJI0B KOHTPOJIs JIEKApCTBEHHOTO Mperapara,
(hapMaKOKMHETUKU u (dapMaKoaAMHAMUKI JEeHCTBYIOLLErO
BELIIECTBA) .

[ 9. Otuer o pe3ynbTaTax JOKIMHUYECKOTO HCCIIEJ0BAHNS JIEKapCTBEHHOTO
cpelcTBa i BETEPUHAPHOTO NMPUMEHEHUS, BKJIIOYAIOLIMK ONucaHue
METOJIOB ONpeIeeH!s OCTATOYHBIX KOJIMYECTB JEHCTBYIOLIETO BEIIECTBA
(DeHCTBYIOLIMX BEIIECTB), JOCTUTAOILETO (JOCTUralOMIMX) CHCTEMHOTO
KPOBOTOKa, B TPOAYKUHM SKMBOTHONO MNPOMCXOXKACHHS  [OCHE
NpUMEHEHHUs ~ TaKoro  JIEKAPCTBEHHOTO  CPeACTBA, A  TaKke
JOKYMEHTaIbHOE MOJATBEPKACHUE (BayuaLlys) YKa3aHHBIX
METOJIOB :

[1 70. OtyeTt o pe3yabTaTaxX KIMHHYECKOIrO UCCTIEIOBAaHUSA JIEKApCTBEHHOTO
npenapara A7 BETepUHApHOro MPUMEHEHHs Y KaXKA0TO BUJIA JKMBOTHBIX,
yKa3aHHBIX B  WHCTPYKUMM TI0  BETEPUHAPHOMY  MPUMEHEHHUIO

2) WUsmeHenws, B OTHOIIEHMU KOTOPBIX HE INPOBOIUTCS OKCIEpPTU3a
JIEKapCTBEHHOIO Cpe/ICTBa Il BETEPMHAPHOrO MPUMEHEHUA:
. CBenenus o GpapMaleBTHIeCKOH cyOcTaHUMU UK (papMaleBTHIECKUX
CyOCTaHIMsX, BXOAAIINX B COCTaB JIEKAPCTBECHHOTO TIpernapara:

011 HauMEHOBaHHE dapmaneBTHYECKON
cyOCTaHIUU ;
L1 1.2. HauMEHOBaHKe u IOPUANYECKUIA ajpec
TIPON3BOAUTENS ;
[0 /.3. TexHOoOrHs TIPOM3BOJACTBA C ONMUCAHMEM CTaAMd MPOU3BOACTBA U
METOI0B KOHTPOJIS Ha BCEX cTafusax NPON3BOACTBA

>
L1 /.4. uadopmanms o npuMecsx ;
O] 1.5. pesynbTaThl aHajim3a cepuii (apMaleBTUUECKOH CyOCTaHUNH

bl

[J 1.6. mepeyeHb cTaHAAPTHBIX 00Pa3LIOB WK BELIECTB, UCMOJIb3YEMbIX IIPH
OCYIIIeCTBJIEHUU KOHTPOJIS Ka4yecTBa ;
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1.7. omnMcaHUe XapaKTepUCTHK U CBONCTB YNAKOBOYHBIX MaTepualoB W
YKYINOPOYHBIX CPEACTB :
2. OTYET 0 pe3yibTaTax JOKIMHUYECKOTO UCCIIEI0BAHMUS JTEKApCTBEHHOTO
cpeicTBa €  yKasaHueM  TIPMYMH  BHOCHMBIX  W3MCHEHUH

3. oT4eT 0 pe3ynbTaTax KIMHUYECKOTO WCCIIEOBaHUs JIEKapCTBCHHOTO
npenapara y KaxJIoro BUa XHBOTHBIX, YKa3aHHbIX B UHCTPYKLUU 110
BETEPUHAPHOMY [PUMEHEHUIO ¢ YKa3aHWeM TIpUYMH BHOCHMBIX
W3MEHEHUMN

4. WHCTPYKUWS [0 BeTEpUHAPHOMY TNPUMEHEHHUIO JIEKApCTBEHHOTO

nipenapara:
4.]. HaWMEHOBaHWe JIEKApCTBEHHOro Tmpenapara (KOPPEKTHPOBKA
HAaUMEHOBaHWs MEXTYHapOJAHOIO HENaTeHTOBaHHOTO, W

rpYNHOMPOBOYHOrO, MM XUMHYECKOr0 U H3MEHECHHE TOProBOOTO
HaUMEHOBAHUS ) ;
4.2. nexapcTBeHHas popMa ¢ yKkasaHHeM HaMMEHOBaHU (KOPPEKTUPOBKa
6e3 U3MEHEHHs caMol JIeKapCTBEHHOM (POPMBI) KOTMYECTBEHHOIO ¥ (HITH)

KayeCTBEHHOI'0 cocTaBa BCIIOMOTaTENIbHBIX
BEIHECTB ;
4.3. ornucanue BHELLHETO BHJA JIEKapCTBEHHOTO
npernapara ;

4.4. (bapMakoTepaneBTHYECKas rpynna JIEKapCTBEHHOTO
npenapara ;

4.5. ¢dapmakogMHaMpKa M (apMakOKMHETHKa WM  ONMHMCaHUEe
HMMYHOOHONOTHYECKUX CBOIICTB JIeKapCTBEHHOIO
npenapara ;

4.6. Mephbl MPEAOCTOPOIKHOCTH nipu MIPUMEHEHUHU

b

4.7. ykazaHne BO3MOKHOCTU U 0COGEHHOCTEl TpHMeHeHNs Y GepeMEeHHBIX
JKHUBOTHBIX, y JKUBOTHBIX B MEPUOJ JIAKTALMK, Y MOTOMCTBA XKUBOTHBIX

b

4.8 cUMIITOMBI MepPelo3UpPOBKH, MEPHl MO OKa3aHUIO NOMOIIU [OpU
nepe103upoBKe ;
4.9. (hopMBI BBIITyCKa JIEKapCTBEHHOIO npenapara

b

4.10. yxazanme (npd HeOOXOAMMOCTH) OCOOEHHOCTEH JeHcTBUA
JIEKapCTBEHHOTO Tpenapara Mpy II€pBOM TpUeMe WM NIPU €ro OTMEHE

b

4.11. onucanue (pu HEOOXOAUMOCTH) AEHCTBUN BETEpUHAPHOTO Bpayua
(BeTepuUHApHOro  (enbalepa), HHOrO CHeuuanucTa B 00IacTH
BETEpPUHAPHH, BJaJeliblia )KHBOTHOTO TIPH NPOMyCKe MpHEeMa OJHON Ui
HECKOJTBKUX 103 JIEKapCTBEHHOTO npemnapara

»

[0 4.12. ycnosust XpaHEeHUs :
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[1 4.13. ykazanrie Ha HeOOXOAUMOCTb XpaHEHUs JIEKAPCTBEHHOTO Mpenapara

B MECTax, HEJAOCTYTHBIX IJIs aetel

;

(1414  yxazanue (Ipy  HEOOXOAUMOCTH)  CIEUMAIBHBIX  Mep
TIPEIOCTOPOIKHOCTH npu YHUUTOXKEHUH HEUCTIONIb30BaHHBIX
JIeKapCTBEHHBIX MPEINapaTroB X
4.15. ycnoBus OTiIycKa X
4.16. HadMeHOBaHWE, aApec  OpraHu3alMy,  YMNOJHOMOYEHHOU
JepKareieM WIM BIAAENbLEM PEruCTPalMOHHOIO  YIOCTOBEPEHUS
JIeKapCTBEHHOrO Mperapara Ha MPUHATHE TPETEH3U OT NoTpeduTeIs

L]
[J

[J 5. npoexThl MakeToB MEPBUYHOM YMAKOBKM M BTOPUYHON YMAKOBKH
JICKapCTBEHHOTO TIperapara
6. CBeJIeHUS O JIEKapCTBEHHOM IIpenapare:

[] 6.1. onucaHne M COCTAaB JIEKApCTBEHHOro mnpenapara (0e3 M3MEHEHUs
TioKaszatesieil KauecTBa ¥ METOJIOB KOHTPOJIA JIEKapCTBEHHOIO Npernapara,
(papMaKkoKMHETUKH ¥ (hapMakoAMHAMUKH [EHCTBYIOIIEro BEleCTBa)

b

6.2. onucanue hapMalleBTHIECKOH pa3paboTKu ;
6.3. omucaHde Qpouecca  NPOU3BOACTBA M €r0  KOHTPOJIA

6.4. omnmcaHWe KOHTPOJIA KPUTUYECKUX CTafAui INPOU3BOACTBA U
POMEKYTOUHOHN TPOLYKIIUH ;
6.5. HaUMEHOBaHHA U ajpeca pa3padoTyuKa, JepxKaTells UK Biajesbla
PErMCTPALMOHHOTO  yIOCTOBEPEHUS  JIEKAPCTBEHHOrO  Mpernapara

O O Od

b

6.6. GhapMmarieBTHUECKasi COBMECTUMOCTD ;
6.7.  MUKpOOHOJOTHUECKHE  XapakTepuUCTHKH  (0e3  HM3MCHEHWS
mokazaTesieil KauecTBa) ;
6.8. MarepuaibHbIl OanaHc I MPOU3BOACTBA CEPUU TOTOBOTO MPOAYKTa

K

6.9. omnucaHve XapaKTePUCTUK WM CBOWCTB YINAaKOBOYHBIX MaTepualioB
1 YKYTIOPOYHBIX CPEACTB ;

6.10. TOKyMeHTaNbHOe MOATBEpKAeHNe (BaTUAALIMA) TPOLECCOB U (WITH)
WX OLIEHKa ;
6.11. TpeGOBAHUS K KauyeCTBY BCIOMOTATENbHBIX BELIECTB (CepTUdUKAT,
crieliMDUKAMsA HAa BCIOMOTATeNbHBIE BEIIECTBA M MX 00OCHOBAaHWUE)

O O O o odg

i

(1 6.12. aHanWTUYeCKHE METONUKH, WCTONB3YEMBIE INPH OCYIIECTBICHUN
KOHTPOJA KavyecTBa BCTIOMOTaTENbHBIX BEINECTB

5

[0 6.13. noKyMeHTaIbHOE TOATBEP)KACHUE (BalvIalHs) aHATUTUUSCKHX
METONMK, WCIOJb3YEMBIX MPU OCYLIECTBJIEHHH KOHTPOJS KauecTBa
BCITOMOTaTeIbHBIX BELIECTB :




58

0 6.14. undpopmauus 00 UCMNONB30BaHUM BCIOMOTATEIbHBIX BELIECTB
YeJIOBEYECKOTO U JKUBOTHOIO MPOUCKOKIACHUS ;
[1 6.15. xapakTepucTuKa IpUMecen ;
[0 6.16. nepeyeHb CTaHZApTHbIX 00pPasUOB, HCIOJIB3YEMBbIX IIPH
OCYUIECTBICHUN  KOHTpONsS Ka4yecTBa JIEKapCTBEHHOro Ipemapara

7. CezieHus o (apMaleBTHYECKON CyOCTaHLMH WK (apMaleBTUYECKIX
cyOcTaHIUSIX, BXOJSIIIMX B COCTAB JIEKAPCTBEHHOTO Npenapara:
[17.1 cpok TONHOCTH, YCJIOBHS XpaHeHHs  (apMaleBTHUecKol
cyOcTaHIMN :
(] 72 namdbie 0 cTaOWIbHOCTH  (papMaleBTUYECKOH  CyOCTaHLUU

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

1) ;

2) ;

n)

3asBIeHUE NOaeT
(MOAHOE HAUMEHOBANUE OPSAHUAYUY 3AACUMEIS, PAMUTUS UM OMUECMBO (Npu HATUYUL)
npedcmasumens

aopec, mejeon, aopec NeKMPOHHBLIL NOYMbL (APU HATUYUL)
Ha OCHOBAaHUM JOKYMCHTA, MNOATBEPXKIAAOIIETO MTOJITHOMOYH 3aABUTEIIA (l'[pl'/l
HEOOXOANUMOCTH )

« » 20 1.

/

(moanuck / GpamMunus, UMsi, OTYECTBO (MTPU HAJUUMH) 3asTBUTES

INeuats (MpyU HATUYUW )
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[Tpunoxxenne Ne 4

K AIMHHUCTPAaTUBHOMY PETTIAMEHTY
denepanpHOi Cy)Obl MO BETEPUHAPHOMY H
(bUTOCAaHUTAPHOMY HAI30pY
NpeA0CTaBIeHNs TOCYIapCTBEHHOMH yCIIyTH
0 FOCYAapCTBEHHOM perucTpauuy
JeKapCTBEHHBIX MpenapaTos A
BETEPUHAPHOTO IIPUMEHEHNS,
YTBepXkKACHHOMY NpuKazoM DenepanbHOi
CTy’KOBI O BETEPUHAPHOMY M
(GUTOCAaHUTAPHOMY HAA30pY

ot 28 nrons 2021 Ne 846

OOPMA

B GEJIEPAJILHYIO
CIVKBY T10
BETEPMHAPHOMY

1 GUTOCAHUTAPHOMY
HAJI30PY

3ASBJIEHUE
0 BHECEHUHU M3MEHEHNH B JOKYMEHTHI Ha hapMaueBTHYeCKyI0 CyOCTaHIIHUIO,
[IPOW3BEACHHYIO U1 peau3aliy, U BKIIOUEHHYIO B PEECTP JIeKapCTBEHHBIX
CpeICTB

TIpoimy BHECTH H3MEHEHWs B JOKYMEHTHl Ha (papMaieBTHYECKYlo
CyOCTaHIMIO, TPOM3BEICHHYIO AN peajli3alii, W BKIIOYEHHYIO B PEECTp

JCKapCTBCHHBIX CPCACTB
(ToproBoe Ha3zBaHWe (apmaleBTHUECKOH cyOcTanuum)

Homep peectpoBoii 3anucu
Jlata peecTpoBoOii 3amucu
HaumenoBanue (apMmarneBTHIeCKOl cyOcTaHLUM
®opwma BhIITyCKa

WU3MeHeHus, B  OTHOUICHHMM  KOTOPBIX  IIPOBOJAMTCA  SKCMEpTU3a
JNIEKAPCTBEHHOTO CPEICTBa AJA BETEPHHAPHOrO IPUMEHEHHs, Kacaroluecs
U3MEHEeHUN 1 (WIH) AOMOHEHNH PON3BOACTBEHHOM TTOLIAKH JIEKAPCTBEHHOTO
CpecTBa, MoKasaTesell KauecTsa JIeKapCTBEHHOTO Mpenapara W (in) MeToloB
KOHTPOJIS KauecTBa JIeKapCTBEHHOTO Iperapara:

[0 cBeneHus o cocrase (hapManeBTUYECKON CyOCTaH 1N ;
[0 mauMeHoOBaHME U aJipec IPOU3BOAUTEINS ;
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TEXHOJIOTHS NPOU3BOJCTBA C OMMCAHUEM CTaIul MPOU3BOACTBA H
METO0B KOHTPOJIA Ha BCEX CTaAUAX MPOU3BOACTBA ;
oTIMcaHue pa3pabdoTKH MpoLecca NPOon3BOICTBA ;
OMMCaHUE  KOHTPONsA  KPUTHYECKHX  CTaJuii  TPOW3BOACTBA U
MPOMEKYTOYHON MPOTYKIMU ;
JOKyMEHTaIbHOE MOATBEPIKACHHE (BaMaALN) TPOLECCOB (M) HX
OLICHKa
aHAJTUTHYECKUE METOINUKH, UCTIONb3yeMble IIPU OCYIIECTBICHUH
KOHTpOJIS KauecTBa (papMalleBTUUECKOH CyOCTaHIMH ;
JAOKyMEHTAIIbHOE TIOATBEpIKAeHNE (BaTMIALNs) aHATTUTHIECKUX
METOVIK, UCITOJIB3YEMBIX TPH OCYIECTBIICHUU KOHTPOJIS KauecTBa
(apmalieBTHYECKOl cyOCTaHLMK ;
O cnenudukauys Ha GapMalleBTHIECKYIO CyOCTaHUMIO M €€ 000CHOBaHHe

O O O oOog O

[ pesynbTarsl aHau3a cepuil hapManeBTHIECKOH cyOcTaHUMH

U3MeHeHUs, B OTHOUIEHWH KOTOPBIX He IPOBOAMTCS 3KCMEpTHU3a
JIEKapCTBEHHOTO CPEACTBa I BETEPUHAPHOTO TPUMEHEHU:

(] HaumeroBanie ¢apmaleBTHIeCKo cyOCTaHUMH, €€ CTPYKTYpa, o6mue
cBOMcTBa ;
CBOMCTBA U CTPYKTYpa AEUCTBYIOLNX BELICCTB ;
XapaKTepUCTHKa IIpUMeceil ;
mepeueHs CTaHJAPTHEIX 00pa3LoB WITH BEIIECTB, UCTIOIb3YEMBIX NIPU
OCYINECTBICHNN KOHTPOJIS KauecTBa ;
OMUCaHKie XapaKTEPUCTUK U CBONCTB yIIaKOBOUHBIX MaTepHajloB H
YKYTIOPOUHBIX CPEICTB
NaHHBIE 0 CTA0MIBHOCTH (hapMaleBTHUEeCKOH cyOCTaHIHU ;
CPOK FONHOCTH

OO0 O 4ood

HCpC‘-IBHB JOKYMEHTOBR, IpunaracMaix K 3a4BJICHUIO:

1) ;
2) ;
n)

3asBIIeHHE ToJ1aeT
(MOAHOE HAUMEHOBAHUE OP2AHUSAYUY 3AAGUMEITA, PAMUIUA UMA omuecmeo (npu HaIuduy)
npeocmagumeis

aopec, meie)oH, aopec 1eKMpPOHHbIU NOYMbL (NPU Hanuyuu)
Ha OCHOBAHWH JOKYMCHTA, MOATBEPKAAIOILECTO MOTHOMOYMA 3aABUTEITA (HpI/]
HEOOXOIUMOCTH) '
/

(nonuch / pamunus, UMst, OTHECTBO (MIPU HAJIMUKK) 3asBUTEA
IMeuars (MpU HANHYHW)
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[punoxenune Ne 5

K AIMUHHCTPATUBHOMY PETIAMEHTY
denepanbHOll CyKObI 10 BETEPUHAPHOMY U
(huTOCaHUTApHOMY HAA30PY
MpeNoCTaBIeHHs FoCyJapCTBEHHON yCITyTH
110 TOCYJIaPCTBEHHOW perucTpaiyy
JleKapCTBEHHBIX MTpenapaTos s
BETEPUHAPHOTO NPUMEHEHUS,
yTBEpXKIeHHOMY TIpuKa3oM DenepanbHOl
CITy’KOBI TIO BETEPUHAPHOMY U
(GUTOCAaHUTAPHOMY HAA30PY

ot 28 mons 2021 Ne 846

O®OPMA

B ®EJIEPAJIBHYIO CIIVKBY
10 BETEPUHAPHOMY

U GUTOCAHUTAPHOMY
HAJI30PY

3AABJIEHUE

O NMOATBEPIKACHNN rOCYIapCTBEHHON PErMCTPaLiiK JIEKapCTBEHHOIO Tpenapara

IMpoury MOATBEPAUTh TOCYAAPCTBEHHYIO PErMCTPALMIO JIEKapCTBEHHOIO
mpenapara M BBIATh  OECCPOYHOE  PETHCTPALMOHHOE  yJOCTOBEpEHUE
NEKapCTBEHHOTO fpernapaTa B CBA3M C 3aBePIICHUEM 5 JIETHEr0 CpoKa AeicTBUA
TIPEKHEr0 PEMUCTPALIMOHHOTO YAOCTOBEPEHHS TOCYIAPCTBEHHON perucTpauum

{(TOproBoe HaAMMEHOBaRE JIEKAPCTBEHHOrO Niperiapara)

1.  CaeacHus 0 JepKarene perucTpaloHHOro y10CTOBEPEHUS
JIeKapCTBEHHOTO Tipenapara:

HauMEeHOBaHUE

aznpec

TenedoH: , (hakc (Tpy HATMUUK):

afpec DIEKTPOHHON MOUTHI (IIPH HATMYHH ).

MECTO MIPOU3BOACTBA!

2. CBeleHHs O perMcTPallMOHHOM YIOCTOBEPEHNN:
HOMED ‘

Jdata FOC}’JI&pCTBE:HHOfI perucTpaiui JIEKapCTBEHHOIO npenapara:
« »

3.  CseacHus 0 NeKapCcTBEHHOM IIperapare:
TOProBoe HAMMEHOBAHME JIEKApCTBEHHOTO Mpernapara
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MEXAYHApPOAHOC HCIIATCHTOBAHHOC, WM I'PpYIINHPOBOYHOEC HAMMEHOBAHUE, UIIN
XUMHUYECKOC HAUMECHOBAHUCEC: .
COCTaB JICKAPCTBEHHOIO Iiperapara

;
(yKa3aTB NEPEUYCHDb BEWIECTB, BXOASAIIWX B COCTAB ¢ YKa3aHHUEM KOJTMYECTBA KAXKI0T0 U3 HMX)
JieKapcTBeHHas popma

4. JIOKYMEHTBI, coliepiKalune pe3ysbTaTbl MOHUTOPHHTA 3G (HEKTHBHOCTH H
0€30MacHOCTH JIEKApCTBEHHOTO Mperapara B YTBEPKAECHHOI (popMe2 oT
« » 20 r. Ha .

5. IlepeueHb 1OKYMEHTOB, MPUJIaraeMbIX K 3asBICHUIO:

1) ;

2) :

n)

3asiBJIeHME [10/1aET
(I’lOle()e HAUMEHOBUHUEC 0])20HU3GZ!MM 3aAa6ume’is, (j)afwwmﬂ UMA OMYECMB0 (npu HCL’IM‘{HM)
npedcmasumens

aopec, meepou, aopec HEeKMPOHHBIT NOYMbL (NPU HATUYUU)
Ha OCHOBAHUM AOKYMCHTA, INOATBECPXKAANOIICIOo NOTHOMOYNA 3adABUTECIIA (le/l
HEOOXOAUMOCTH ).

« » 20 T

/

(moanuck / paMunms, UMs, OTIECTBO (TIPU HATTMYHHK) 3aBUTES

[Tevats (npu HaIMUMK)

2 Tlpuxas Muncensxosa Poccun or 24 oktaOps 2011 r. Ne 376 «O6 yTeepkaeHnn hopMel JTOKyMeHTa,
COAEPKALIETO Pe3yJTbTaThl MOHUTOPHHTA 0e30MacHOCTH JIEKapCTBEHHOTO TMperapatra Ui BeTepHHapHOTO
NMPUMEHEHNUS B UEIAX MOATBEPXKACHUS €r0 FOCYAaPCTBEHHOM perncTpalum.



[MTpunoxenue Ne 6

K AIMUHUCTPATUBHOMY PErJIAMEHTY
denepanbHON ciykObl 110 BETEPUHAPHOMY U
(GuTocaHuTapHOMY HaI30py
IPeI0CTABICHHUS TOCYAaPCTBEHHON YCITyTH
T10 TOCY/IapCTBEHHOM perucTpaunm
JIeKapCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO ITPUMEHEHH S,
yTBEpKACHHOMY NpuKa3zoM PeaepabHoit
cIry OBl 110 BeTepUHApHOMY H
buTOCaHUTApHOMY HAI30pY

ot 28 urons 2021 Ne 846

OOPMA

B ®EJIEPAJIBHYIO CIIYXXBY
110 BETEPUHAPHOMY

U ®UTOCAHUTAPHOMY
HAJI30PY

3ASBJIEHHUE
06 OTMEHe TOCYAapCTBEHHOMN PeruCTpalvK JIEKapCTBEHHOTo TIpenapara, 00
HCKITIOUeHUH (papMaleBTHIecKol cyOCcTaHIINH, TPOU3BEICHHON [UTA
peai3alyy, U3 rocy1apcTBEHHOTO peecTpa

IIporry OTMEHUTH TOCYAAPCTBEHHYIO PETHUCTPALMIO JIEKAPCTBEHHOIO
npenapara bl BETEPUHAPHOIO TIPUMEHEHUS

(TOpFOBOC HAWMEHOBAHWE TIEKAPCTBEHHOTO npenapaTa)

1. CaeleHus o JiepKaTelle perucTpaloOHHOro ya0CTOBEPEHU
JleKapCTBEHHOTO Mperapara:

HAaUMEHOBaHUE ;
aapec ;
TenedoH: , bakc (Tpy HaJM4HN): ;

aJpec AIEKTPOHHOMN MOUTHI (P HATMYUH):

2. CBejieHHs O PErUCTPallMOHHOM yIOCTOBEPEHUM!
Howmep
Jlata rocyIapCTBEHHON perucTpaliy JeKapCcTBEHHOT o Npemnapara.

3. CBeieHHs 0 JICKapCTBEHHOM IIpernapare:
TOProBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO IIpenapaTa
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MeXIYHApOoAHOE HENATCHTOBAHHOE, WM IPYNIIUPOBOYHOE HAMMCHOBAHUC, HIIN
XHMHUYECKOC HAWMEHOBAHUAC JICKAPCTBCHHOIO TIpcllaparta.

COCTaB JICKApCTBCHHOI'C IIpe€riapara

5
(yKaBaTb NepeUYEHb BCUIECTB, BXOAALINX B COCTaB € YKa3aHHUEM KOJIMYECTBA KAXKIAOIO n3 HMX)
JlekapcTBeHHAs popMa

4. IlpuurHa OTMEHEI

(yKasblBaeTcs MPUYUHA OTMEHBI)

3agBiieHHEe TTI04ACT
(I’IOJIHOG HauMeHosarnue Op?dHuB’aL[llll 3a5a6umeii, (/)GMLUILI}i UMA omiyecmeo (ﬂpll H(l.’lulluu)
npe()cmaeume.m

aopec, meneon, aopec d1eKMPOHHLII NOYMbL (NPU HATUYUY)
Ha OCHOBaHHWH JOKYMECHTA, DOATBEPKIAAIOLIETO [TOJIHOMOYHA 3a4BUTEIA (le/l
HeO0OXOUMOCTH).

« » - 20 T

/
(noanuck / paMuius, UMs, OTYECTBO (ITPU HAJIMYUH) 3aBUTENS

Tleyats (py HANUYMW )
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Ipunoxenue Ne 7

K AAMHMHHUCTPAaTUBHOMY PETJIAMEHTY
deepanbHON CITykObI 10 BETEPUHAPHOMY U
(GUTOCAHUTAPHOMY HaA30pY
NIPeIOCTaBIEHUS rOCYJapCTBEHHON YCITyrH
MO TOCYAApCTBEHHOU pernucTpaumnm
JIeKapCTBEHHBIX MPENAPATOB 115
BETEPUHAPHOTO NIPUMEHEHN,
yTBepkACHHOMY TNpukazom DexepanbHoii
CITyKOBI TIO BETEPUHAPHOMY U
duTOCAaHUTAPHOMY HAZ30pY

ot 28 urons 2021 Ne 846

OOPMA
B ®EJEPAJIbBHVYIO CIIVXBY
ITO BETEPUHAPHOMY
U ®PUTOCAHUTAPHOMY
HAZI30PY
3AABJIEHUE
0 BbiZlaue AYOIMKaTa perucTPaliOHHOIO YI0CTOBEPEHUS JIEKAPCTBEHHOI O
npenapara

IIpomy  BblAaTh  AyONMMKAaT  PEerucTpaliMOHHOTO  YAOCTOBEpPEHUS

JICKApCTBECHHOTO NIpLIiapara
(TOpl’OBOe HanMEHOBAHHWE JICKAPCTBCHHOTO npenapaTa)

1.  CseacHus 0 AepixaTelie perucTpaliOHHOTIO0 YAOCTOBEPEHH S
JIEKapCTBEHHOIO Tipenapara:

HauMEHOBaHUe

azipec

TeseoH: , (bakc (Mpy HAUTNYHH):

aJipec 3JIeKTPOHHOU MOYTHI (TIPY HAIUYHN):
MECTO TIPOU3BOJICTRA!

2. CpeaeHMS O perMCTPallUOHHOM YAOCTOBEPEHHUH:
HOMEp
JlaTa rocy1apcTBEHHOM perucTpaluy jJeKapcTBEHHOro Npernapara:
« » T.

3.  CaezaeHus o JieKapCTBEHHOM IIpernapare:
TOProBOC¢ HAUMEHOBaHUE JIEKaPCTBEHHOIO Mpernapara
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MCKIAYHApOAHOE HENATCHTOBAHHOC, WM I'PYIIIIMPOBOUYHOC HAMMCECHOBAHUE, HUIIH
XUMHYCCKOC HaAWMCHOBAHUC JICKAPCTBCHHOIO IpeliapaTa:

COCTaB JICKApCTBCHHOI'O Tiperapara

5
(yKa3aTb NCpCUCHb BEULIECTB, BXOAALIMX B COCTAB C YKA3aHUEM KOJMYECTBA KAXKIAOI0 W3 Hl/]X)
JekapcTBeHHas popma

4. OcHoBaHue i BbIgauu AyOjMKaTa perucTpallMoHHOrO yA0CTOBEPEHHs
JIeKapCTBEHHOTO TIperapara - B CBA3M C yTparoil / MNOBpexAeHHeM (HYKHOE
MO{UEPKHYTh) PErUCTPALMOHHOIO YA0CTOBEPEHHUS.

3asBIIeHUE TI0/IaeT
(I’IO.’IH()Q HAUMEHOBAHUEC ()pg:‘anus’az;uu 3U461MeESN A, (i)LIMM.r'II/I}Z UM oMmMyecmeo (I’IpLI II(,L"ILI‘ILILI}
npedcma@umezlﬂ

aopec, menegon, aopec 3NeKMPOHHbII NOYMbL (NPU HATULUL)
Ha OCHOBAHHM JOKYMCHTA, IMOATBECPKIAIOILETO MOJTHOMOUMA 3aABUTCIIA (HpI/I
HEOOXOAVMOCTH).
« » 20

/

(roanwucn / GaMUIUs, UM, 0TUECTBO (NPU HANHUUN) 3asdBUTENS

[TeyaTs (Mpyu HATMYHHN)




[Mpuioxenue Ne 8

K AIMMHUCTPAaTUBHOMY PerjlaMeHTy
deepabHON CIYXkKOBI IO BETEPHHAPHOMY U
(UTOCAHUTAPHOMY HAA30py
npeJoCcTaBIeHNs TOCy1apCTBEHHOH YCIyTH
110 TOCYAPCTBEHHON perucTpaumu
JleKapCTBEHHBIX MPENnapaToB i
BETEPUHAPHOTO MTPUMEHEHHS,
yTIBepKACHHOMY NpuKa3oM PenepanbHoii
CITY’KOBI TIO BETEPUHAPHOMY U
duTOCAaHUTAPHOMY HAZ30pY

ot 28 urons 2021 Ne 846

PexomeHayeMblil oOpasel

B GEEPAJILHYIO CJIYKBY
IT0 BETEPUHAPHOMY

1 ®GUTOCAHUTAPHOMY
HAJI30PY

3ASABJIEHUE
00 MCIpaBIeHuHt JIOMYIIEHHBIX OTIEUaTOK 1 (MJIM) OIKHOOK B BBIJIAHHEIX B
pe3ynbTarTe npejlocTaBlIeHHs rocyAapCTBEHHOM YCAYTH IOKYMEHTaxX

ITpory MCHpaBHUTh JOMYLEHHBIE ONEYaTKH M (/M) OIIUOKM B BBIIAHHBIX
B pe3y/IbTaTe MPeJoCcTaBleHUs rocy1apCTBEHHOM YCIyrd JOKYMeHTaxX

(TOProBo¢ HAMMEHOBAHHUC JICKApPCTBCHHOTO npenapaTa)

1. CBezieHUs O iepKaresie perucTpalliOHHOro y10CTOBEPEHNUS
JIEKapCTBEHHOI O TIperapara:

HanMEHOBaHUEC s
azpec o
TeneoH: , hakc (py HAIMYKH): ;

aJipec 3JIEKTPOHHON TOUTHI (TIPU HAJIHYKK): ;
MECTO NPOU3BOACTBA!

2. HazpaHne 10KyMeHTa

3. Ykazartb HeBCPHbIC JaHHbIC

4. VYkaz3aTh BepHble JaHHBIE
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Hepequb JOKYMEHTOB, ITpHAIaraéMblX K 3a4BJICHHUIO.

1) :

2) | ;

n)

3asiByieHuE NojIaeT
(noAHOe HAUMEHOGANYUE OPeAHUZAYUL 3ALGUMEIS, HAMUTUSL UM OMYECMBO  (MPU HATUY L)
npeodcmasumei

aopec, meneon, adpec NeKMPOHHbLIL NOYMbl (RPU HAUYULY)
Ha OCHOBAHWU JOKYMEHTA, MTOATBEPKAAIOLICI 0 NTOJITHOMOYHA 3aABUTCIIA (le/l
He0OXOAUMOCTH).

« » 20 .

/

(Morich / pamMuINs, UMsl, OTHECTBO (TIPU HAMYWW) 3asBUTEITS

[Meuars (MpU HATHYUM)




