& COI1-BIT-OKK-685 A.2

Crp. 1 m33

0AQ "®apmcrannapr-YgaBATA"
450077, ¥Y¢a, yn. Xynaibepauna, 28
Tlupekrop no kauectay (BpHO): Ten/ake (347) 272-35-34, e-mail<evkotsareva@pharmstd ru>
Havansuuk OKK: Ten/thaxe (347) 272-46-14, e-mail<ghkanizova@pharmstd ru>

Nacnopt Ne 040000355350
HaumeHoBaHuKe npenapara no HA Ma6an, pacTBOP 4NA BHYTPUBEHHOTO W BHYTPMMbIWEHHOTO BBeaeHnA 100 MKr/mn
Homep cepuu 041022 Konuuecteo NpoayKuuK B cepum (T.ynax) 3,226

[Oara npoussogcrea 29.10.2022

AHaNM3bl/MCNbITAHWA NPOBEAEHbI B COOTBETCTBUM C HA,

lfopeH go 09.2025

HA NN-001424-130117, M3am. Nel-7

Oara HaumeHoBaHue TpeboBauma HA Pe3ynbTaTtbl aHaAM308/MCNbITAHKUA
aHanus3a nokasarene
08.11.2022 Onucanue MNpo3pauHbii BeclBeTHLIW pacTBop CoorsercrByer
Mpo3payHbli GecLBETHbIA pacTBop
14.11.2022 NoanUMHHOCTL! Ha xpomatorpamme cmecu npenaparta v MNoaTteepikaaeTca
Kap6etounH CTaHAaPTHOO PacTBOPa AOMKeH Habnwopatbea
TONBKO OfWH OCHOBHOW MUK, BDEMA YACPKWBAHWA
KOTOPOTO A0NKHO COOTBETCTBOBATL BPEMEHH
YAEPHMBAHWA OCHOBHOTO NWKa Ha
XPOMaTOrpamMme CTaHAaPTHOro pacTeopa
14.11.2022 MoANMHHOCTb: Bpems yaepMBaHUA OCHOBHOTO MUKa Ha MNoaTeep)kaaeTca
L-MeTHOHMH XPOMATOrpaMMe UCNbITYEMOro pacTBopa A0MNKHO
COOTBETCTBOBATH BPEMEHH YAEPHMBaHMNA
OCHOBHOTO NWKA Ha XpoMaTorpamme
CTaHAAPTHOTO pacTeopa L-meTMoHWHa
07.11.2022 MNpo3padyHocTb JonxeH BbiTb NPO3paYHbIM Mpo3payeH
07.11.2022 LleeTHOCTb AonweH 6biTb 6eCLBETHLIM BecuseTeH
07.11.2022 pH 0715,1005,8 55
10.11.2022 MexaHuuyeckue [L0MKHBLI OTCYTCTBOBATL OrcyTCcTBYHOT
BKNKOYEHUA: BUAUMBIE
07.11.2022 MexaHnuyeckue CpenHee 4ucno YacTuu He Gonee 6000/dnakoH 111
BKNIOYEHWMA: HEBUAWUMbIE
4acTUbl pazmep 10 MKm
n bonee
07.11.2022 MexaHuyeckue CpenHee uncno uactuy He Bonee 600/dnaxoH 0
BK/OYEHHA: HEBMAOWMbIE
4acTvubl pasmep 25 MKM
1 Gonee
14,11.2022 MoCTOpOHHKWE NpUMECH Kap6eTounHa cynbdokcna | — He Bonee 0,5 % He 0BHapyHeHo
Kap6etoumHa cynsdokeung |l — He Gonee 0,5 % He o6HapyHeHo
[D-Asn5] kap6eToumnH — He Bonee 0,6 % He oBHapymeHo
[Gly9-OH] kapBerouux — He Gonee 1,2 % He o6HapyeHo
[Asp5] kapBeTtounH — He Bonee 0,5 % He obHapy*eHo
[bAspS) kapbetouuK — He Gonee 0,6 % He 06HapyKeHo
[Glu4] kapbetounH — He 6onee 1,2 % He oBHapyxeHo
EAMHWYHAA HewaeHTMGMUMPOBaHHAA NPUMECH — HE He 0BHapy™eHo
bonee 0,5 %
Cymma npumecei — He Gonee 4,0 % He 0BHapymHeHo
07.11.2022 M3Bnekaemsli obbem He menee 1,0 mn/dnakoH 1,0 mn
11.11.2022 BaKkTepuantHble He 6onee 200 E3/mn menee 200 E3/mn
3HAOTOKCHHBI
15.11.2022 CTepvnbHOCTL MNpenapart fonxeH GbiTb CTEPUABHBLIM CTepwnthaﬁ
14.11.2022 KonnyecrseHHoe 07190 go 105 mkr/mn 97 mKr/mn
onpegenexue:
Kap6eTtouuH
14.11.2022 KonuuectseHHoe 070,8 po 1,1 mr/mn 1,0 mr/mn
onpegeneHue:
L-METHOHMWH
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MNaban, pacTeop ANA BHYTPUBEHHOIO W
BHYTPUMbILIEYHOTO BBEAEHNA 100 MKr/mn
Cepna: 041022

10.11.2022 YnaxkoBKa Mo 1 mn pacTeopa BO GpNaKkoHbl GecuBeTHoro CooTBercrayer
cTekna TMNa |, ykynopeHHbie 6pombyTunosoh Mo 1 mn pacTeopa BO GNaKOHBI
npoBKoi, 06KaTaHHbIE aNHMWHWUEBLIM KONNAYKOM BGecuseTHOro CTekna Tuna |,
C 3aWMTHOM NNACTUKOBOM KPbILWKOW (KOHTPONEM ykynopeHHble 6pomByTunoBoi npobkoi,
NepBOro BCKPLITHA). 06KaTaHHbIE aNKOMWHWEBBIM KONNAYKOM
Mo 5 GpnakoHOB B A4EMKOBOM ynakoBKke BMeCTe C C 3aULMTHOM NNACTHKOBOM KPbIWKOW
WHCTPYKUMEN NO MEAMLUMHCKOMY NPUMEHEHWIO B (KOHTpONEM NepBOro BCKPbITHA).
nayke KapTOHHOW. Mo 5 GNAKOHOB B AYENKOBOM YNaKOBKE
Ha Nauky KapTOHHYIO BO3MOXHO HaHECEHWe BMECTe C MHCTPYKLUMel no
CTMKEPOB ANA KOHTPONA NEPBOrO BCKPBITHA. MEAMLIMHCKOMY NPMMEHEHMIO B NayKe
KapTOHHOWA.
Ha navky KapTOHHYHO HaHeCceHbl CTUKepbI
[1A KOHTPONA NEPBOro BCKPbITUA.
10.11.2022 MapKUpoBKa Ha ¢nakoHe Ha pyCCKOM A3bIKE yKa3blBaeTCA! CooTsetctayeT

TOProBOe HaMMeHOBaHHe Npenapara,
MemayHapoAHOe HeNaTEHTOBaHHOE
HaWMeHOBaHM1e, KOHLEHTPaLKA (A031POBKa),
nexkapcTeeHHas Gopma, NUKTOrpamma Toprosoro
HaumeHoBaHuA, 06bem pacTeopa BO GnakoHe 8
mn, «CTepunsHO», HOMep Cepun, Aata
NpoM3BOACTBA, AaTa UCTEYEHMA CPOKA MOAHOCTH,
bapmaropbl.

Ha HapTOHHOI NaYKe Ha PYCCKOM A3biKe
YKa3bIBABTCA: TOPrOBOE HaMMEHOBaHKeE
npenapaTa; MEexayHapoaHoe HenaTeHToBaHHoe
HaWMEHOBaHMWE; NeKapcTBeHHan popma;
KOHUEHTPAUMA (003MPOBKA); KONMYECTBO
$nakoHOB B ynakoBke; 06bem pacTBopa 8O
hnakoHe B MN; COCTaB Ha 1 M/ (HAMMEHOBaHKE 1
KONMYECTBO AEWCTBYHOLLErO BEWeCTBa, NepeyYeHb
BCNOMOTaTenbHbIX BEWECTs); NMKTOrpamma
TOProBOro HAaMMEHOBaHWA; cnocob npumeHeHuA
(«BHYTPMBEHHO.», «BHYTPUMBbILIEUHO.»);
«CTEPUNBHO.»; «XpaHuTb B HEAOCTYNHOM ANA
peteit mecte.»; «MOKa3aHUA U PEXUM
[03MPOBAHKUA: CM, MHCTPYKLMIO.»; «He NPUMEHATL
NO UCTEYEHWUM CPOKA rOAHOCTU.»; YCNOBUA
XpPaHeHUA; yCNOBUA OTNYCKa; «[POM3BOAMTEND:»
HaUMEHOBaHMe NPOM3BOANTENA M aapec (MHAEBKC,
cTpaHa, ropoa); norotvn komnauun FERRING
PHARMACEUTICALS; Homep PY; nHdpopmauma Ha
NaTMHWLE o NpaBoobnasarene TOProOBOW MapKK U
norotMna komnaHuu «Pabal, FERRING and the
FERRING Logo are trade marks of Ferring B.V. ©
2012 Ferring B.V.»; HOMep cepuu, aata
Npou3BOACTBA, AaTa UCTEYEHMA CPOKA FOAHOCTH;
WTPUX-KOA,; hapmakoabl.

JloNONHUTENBHO MOMET BbITb HAHECEHO!
33BOACKME TeXHONOTMYECKNE KOABI, BHYTPEHHME
33BOACKME WTPUX-KOABI.

[ononHWTeNbHO HAHOCATCA CPeACTBa
WOBHTUOWMKALWMK DA MOHUTOPWHIE ABHMEHWA
NeKapCTBEHHbIX NPEnapaTos ANA MEOULMHCKOTO
NPUMEHEHUA OT NPOU3BOAMTENA A0 KOHEYHOTO
notpebutens.

Ha ¢nakoHe Ha PyCCKOM A3bIKke
yKa3aHbl: TOProBoe HauMeHoBaHWe
npenapara, MexayHapoaHoe
HEenaTeHTOBAHHOE HaWMEHOBaHWe,
KOHUEHTpaLma (A03UpoBKa),
nexapcTBeHHan Gopma, NMKTorpamma
TOProBOro HaWMeHoBaHWA, 06bem
pacTeopa BO GpNaKkoHe B M/,
«CTepunbHO», HOMEP CepuM, aaTta
NpOU3BOACTBA, AATA UCTEUEHMA CPOKA
rogHocTu, hapmakoa.

Ha KapTOHHOM NayKe Ha PyCCKOM A3bIKe
YKa3aHbl: TOProBoe HaMMeHOBaHWe
npenapaTta; MemayHapogHoe
HenaTeHTOBaHHOE HAWMEHOBaHWE;
nekapcTeeHHan Gopma; KOHUEHTPaUMA
(no3nposka); KONM4ECTBO pNaKkoHOB B
ynakoske; 06bem pactsopa BO GpnaxkoHe
B M1, COCTaB Ha 1 MA (HaMMeHOBaHWe U
KONMYECTBO AECTBYIOLLEro BELEeCcTBa,
nepeyeHb BCNOMOraTeNbHbIX BEWECT8);
NWKTOrpamma TOProBoro
HaUMEHOBAHWA; CNOCOB NPUMEHEHMA
(«BHYTPMBEHHO.», «BHYTPUMBILLEYHO.»);
«CTEPUNIBHO. »; «XpaHWTb B
HeaoCTYNHOM ANA AeTeil mecTe.n;
«MOKa3aHMA U PEKWUM A03MPOBAHMA: CM.
MHCTPYKL M. »; «He NpuMeHATb No
MCTEYeHWHW CPOKA FOAHOCTHU. »; YCNOBMA
XPaHeHWA; YCNOBUA OTMYCKE;
«pon3BOAUTEND:?» HAMMEHOBaHHE
npou3aBoanTeNnA M aapec (MHAeKc,
CTpaHa, ropoa); N0roTMN KOMNAHKUK
FERRING PHARMACEUTICALS; Homep PY;
WHOOPMALWA Ha NaTMHKUE 0
npasoo6nanarene TOProBoi MapKH 1
norotuna kKomnaHuu «Pabal, FERRING
and the FERRING Logo are trade marks
of Ferring B.V. © 2012 Ferring B.V.»,
HOMEp CEepM1M, AaTa NPOM3BOACTBA, AaTa
WCTeUEHMA CPOKA FOAHOCTH; WTPUX-KOA,;
dapmarog,.

JlononHKWTeNnbHO HaHeceHbl cpeacTea
MAeHTUOMKALWMKM ONA MOHMTOPWHrA
LBWKEHWA NEKaPCTBEHHbIX NPENapaTos
DNA MEAMLMHCKOrO NPUMEHEHUA OT
NPOM3BOAMTENA A0 KOHEYHOTO
notpeburens.
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Na6an, pacTBop ANA BHYTPUBEHHOTO W
BHYTPMMBIWEYHOTO BBeAeHNA 100 MKr/mA
Cepwun: 041022

10.11.2022 XpaHexue MNpw remnepartype He ebiwe 30°C. He CooTtsercTeyeT
3aMOpamunBaTh. ®NaKoHbI C NPENapaTOM XpPaHHTL
B KAPTOHHOW Nayke ANA 3aLWUThl OT CBETA.

10.11.2022 CpOK rogHoCTH 3roga CootseTcreyeT

lopex po 30.09.2025

3akniouenmne OKK: flekapcTBexHbiv npenapaT MNaban, pacTeop ANA BHYTPMBEHHOMO ¥ BHYTPUMbILWEYHOTO BBEAGHWUA 100 mEr/mn cepum
041022 cootBetcrayet HA /IN-001424-130117, M3m. Nel-7

BTOpO# 3amMecTuTEND

HayanbHMKa oTaena

KOHTPONA Kauyecrsa:

MoANMHHWK 3NEKTPOHHOIO A0KYMEHTA,
NoANMCAHHOr0 3NEKTPOHHOW NOANKCHIO, XPAHWTCA B
cucteme IMMC dapmcTaHaapt

CBENIEHWA O CEPTUGUKATE 3N
CepTrduKaT: 03662c8d0040af5f8149b9b6ff0b4adB5f

Komy BblaaH: Kosanbuyk TaTbAHa AnekceesHa
kﬂeHCTBHTE.HEH: ¢01.11.2022 n0 01.11.2023 )

[ata Bblgauu 3aKkN4eHKna 0 kayectee 15.11.2022



