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Macnopt Ne 040000238294
Haumenosanue npenapara no HA Maban, pacTsop 4NA BHYTPUBEHHOO BHYTPUMBILWEYHOro BBeaeHus 100 mkr/mn
Homep cepun 030421 Konwnyecrso npoaykumuu B cepuu (1.ynak) 3,241

HAara npoussoacrea 28.04.2021 lfopen ao 03.2024

11001424 - 130117, Nam. Ne1,2,3,4

AHanu3bl/MCNbITaHMA NPOBEAEHbI B COOTBETCTBUM ¢ HAO

Oara HaumeHoBaHue Tpe6osanua HA Pe3ynbTathl aHanU30B/McnbiTaHmnit
aHanuaa nokasartenei
11.05.2021 OnucaHue Mpe3payHbii BecyBeTHbIR pacteop CooTeeTcreyer
Mpo3payHblit becyBeTHbIk pacTeop
12.05.2021 NoANMHHOCTL: Ha xpomatorpamme cmecu npenaparta u NoarsepwaaeTcs
Kap6eToumH CTaHA3PTHOTO PAacTBOPa A0AMEH HabNaaTLCA
TO/ILKO OAWH OCHOBHOW MUK, BDEMA YAEPIKMBAHUA
KOTOPOro A10/KHO COOTBETCTBOBATE BREMEHM
YAEPHUBAHUA DCHOBHOrO NMKA Ha
XP3aMaTorpamme CTaHAapTHOro pacTeopa
14.05.2021 NoANMHHOCTb: Bpems yaepKuBaHWA OCHOBHOrO NuKa Ha MNoateepskaaeTca
L-meTuoHuH XPOMaTOrpamme UCNbITYeMOro PacT8opa A0NKHO
COOTBETCTBOBATL BDEMEHM YALPIUBAHMA
OCHOBHOrO NUKa Ha XxpomaTtorpamme
CTAHAEPTHOrO PacTeopa L-MeTUOHUHA.
11.05.2021 Npo3payHocTs BonweH BbiTb NPO3paUHbIM Mpo3payen
12.05.2021 UsetHocTb Lonwxen boiTb BecuseTHbIM BecuseTex
11.05.2021 pH 0715,1005,8 5,6
14.05.2021 MexaHuueckue LoKHbI 0TCYTCTBOBATL OTcyTcTBYIOT
BK/TKOYEHUA: BUAWMbIE
11.05.2021 MexaHnyeckue Cpepnree uncno Hactuy He 6onee 6000/dnakoH 228
BKAOYEHMA: HEeBUOAWMMbIE
YacTuubl pasmep 10 mkm
v Bonee
11.05.2021 MexaHn4eckue CpeaHee uncno yactuu He Gonee 600/dnakoH 0
BKAOHEHUA: HEBUAMMbIE
4acTuubl pasmep 25 MKm
u Bonee
12.05.2021 NocTtopokHue npumecu KapBerouuHa cynbporcug | — He Gonee 0,5 % He oBHapymeHo
Kap6eTouunHa cynbdokemna Il — He Bonee 0,5% He obHapy®eHo
[D-Asn5] kap6etouuH — He Bonee 0,6 % 0,5 %
[Gly9-OH] kap6etouuH — He Bonee 1,2 % 0,1%
[Asp5] kap6eToumnH — He Bonee 0,5 % He oBHapymeHo
[BAspS] kap6eTtoum — He Gonee 0,6 % He oBHapymeHo
[Glud] kapbeTouuH — He Gonee 1,2% He oBHapymeHo
EQuHnyHan HempeHTMdMUMPOBaHHAR NpyUmech — He He 0BHapyeHo
6onee 0,5 %
Cymma npumeceii — He Gonee 4,0 % 0,6 %
11.05.2021 M3Bnekaembiit 0bbem He meHee 1,0 mn/dnakoH 1,0 mn
07.05.2021 BakTepuanbHbie He 6onee 200 E3/mn 0,17 E3/mn
IHOOTOKCHHbI
14.05.2021 CrepunbHoCTs penapar ao/MmKeH BbITb CTepUALHbIM CTepunbHbIH
12.05.2021 KonuyecrseHHoe Ot 80 no 105 mkr/mn 96 mKr/mn
onpeneneque:
KapBeroumH
14.05.2021 KonuyecteeHHoe 070,800 1,1 mr/mn 1,0 mr/mn
onpegeneHue:
L-MEeTHOHMH
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Maban, pacTaop ANA BHYTPUBEHHOMO 1
BHYTPUMbILWEYHOrO BBeAeHMA 100 mMKr/mn
Cepua: 030421

14.05.2021 Ynakoska Mo 1 mn pacTBopa Bo pnakoHsi becugerHoro Cooreercrayer
CTeKNa Tnna |, ykynopexHsie 6pomByTunoso Mo 1 mn pacTBopa 80 dnaKoHsl
NPOBKOW, 0BKATAHHbIE ANKOMUHMEBLIM KOANZYKOM BecuseTHoro cTekna Tvna |,
C 33WMTHOM NNACTUKOBOM KPBILIKOH (KOHTPONEM yKynoperHeie 6pomByTunosoit npobrow,
NepBOro BCKPbITUA), 0bkaTakHble SNIHOMUHMEBBLIM KONN3YKOM
Mo 5 dnakoHoB B AYeitkoBoM ynakosKe amecTe ¢ C 3aWNTHOW NNACTUKOBON KPbILKO
MHCTPYKUWER N0 MEAMLMHCKOMY NPUMEHEHMIO B (koHTpONEM nepBoro BCKDbITHA).
Na4yKe KAPTOHHOM. Mo 5 pnakoHoB B s4eiikoBON ynakoske
Ha nayky KapToHHYI0 BO3MOMHO HaHeceHne BMECTE C MHCTPYKUMEN MO
CTUKEPOB A/1A KOHTPONA NEePBOro BCKPbLITUA. MELAULIUHCKOMY NPUMEHEHMIO B Na4Ke
KapTOHHOM,
Ha naviky KapToHHYIO HaHeceH bl CTHKepbI
£NA KOHTPOAA NEPBOFO BCKPbITHA.
14.05.2021 MapKkupoBKa Ha ¢nakoHe Ha pycckom asbixe YKa3biBaeTCA: CooTBeTtcrayet
TOProsoe HaMMeHOBaHWe npenapaTa, Ha dnaxoHe Ha pycckom A3bike
MEX/YHAPOAHOE HEeNATEHTOBAHHOE YKa3aHbl: TOProBOe HauMeHOBaHue
HaMMEHOBaHUE, KOHLUEHTPALMA (A03MpoBKa), npenapata, MEXAYHAPOAHOE
NeKapcTBerHas Gopma, obvem pacTeopa 8o HENaTeHTOBAHHOE HAMMEHOBAHME,
®nakoHe B M/, «CTepunbHOY, Homep cepuu, nata KOHUEeHTpauus (4031MposKa),
NPOU3BOACTBE, CPOK rOAHOCTU, Bapmakoab. /lexkapcraenHas popma, 06vem pacTsopa
Ha KapToHHOW Nauke Ha pycckom s3bixe 80 dnakoHe B mn, «CTepUNbHOY, Homep
YKa3bIBAGTCA: TOPrOBOE HAMMEHOBaHMe Cepuu, AaTa NPOW3BOACTBA, CPOK
npenapara; MemayHapoAHOE HeNnaTeHTOBaHHOe rOAHOCTH, dapmakon.
HauMeHoBaHwWe; NeKAPCTBEHHAR GOpMa; Ha kapToHHoM nauke Ha PyCCKOM f3bike
KOHUEHTPaUMA (03MPOBKA); KONMYECTBO YKA3aHbl: TOProBOE HAMMEHOBAHME
bnakoHoB B ynakoske; o6bem pacTeopa Bo npenapara; memxayHapoaHoe
dnaxkoHe 8 MA; cocTas Ha 1 mA (HaumeHoBaHue 1 HENaTeHTOBAHHOR HAWMEHOBaHME;
KO/IMHECTBO AGHCTBYIOLLENO BEWECTBA, NEpeYeHs /IeKapCTBEHHAR GOPMa; KOHUEHTPaLMA
BCNOMOTaTe IbHbIX BELWECTR); CNocob npumeHeHua (Ao3uposKa); KonuuecTso $nakoHoB 8
(«BHYTpMBEHHO.», «BHYTPUMbIWEYHO . »); ynakoske; 06bem pacTBopa 8o GAaKoHe
«CTEPUNBLHO.»; «XpanuTs 6 HEAOCTYNHOM ans B MA; cocTas Ha 1 mn (HavmeHOBaHUeE U
Aeteii mecTe. »; «MoKa3aHWA W pemmum KONMH4ECTBO ACNCTBYIOLLEND BELLeCTEa,
A03MPOBAHUA: CM, MHCTPYKUMIO.»; «HE NpuMeHsTs NEPEYeHb BCNOMOraTe ibHbIX BellecTs);
No UCTe@YEHUM CPOKA rOAHOCTH. »; YCAOBMA cnocob npumeHeHun («BHyTpuseHHo. »,
XPaHEHWA; YCNOBWA OTNYCKA; «[1poM3BOaMTENb: » «BHYTPUMBILLIEYHO.»); «CTEPHUNBHO. »;
HaMMEHOBaHWe NPOM3BOANTENA W 3APEC (MHAEKC, «XPEaHWTb B HEAOCTYNHOM Ans nete
CTpaHa, ropoA); noroTun Komnannm FERRING mecTe.»; «MoKa3aHus M pemxmum
PHARMACEUTICALS; Homep PY; uHbopmauma Ha A03MPOBAHUA: CM. MHCTPYKUMKO. »; «He
NaTuH1Ue o npasocBnagaTene Toprosoit Mapki u NPAMEHATL N0 UCTEYEHMM CPOKA
norotina komnaxum «Pabal, FERRING and the TOAHOCTW. »; YCNOBUA XPAHEHUS; YCNOBMA
FERRING Logo are trade marks of Ferring B.V. © oTnycka; «Npounasogutens:»
2012 Ferring B.V.»; HOMEp Cepuu, Aata HaumeHoBsaHWe NpoM3BOANTENS W aapec
NMPOM3BOACTBA, CPOK FOAHOCTH; WTPUX-KOA; (wHaexc, cTpana, ropoa); noroTun
dapmakonbl. KomnaHum FERRING PHARMACEUTICALS:
[0oNoNHUTEeNBEHO MOMET BbiTh HaHeCeHo: Homep PY; nHbopmauma Ha natuhuue o
33BOACKME TEXHONOTMYECKME KOOBI, BHYTPEHHWE npasoobnasaresie TOProBOH MapKM u
33BOACKME WTDUX-KOALI U CPEACTBA NorotTyna komnauumu «Pabal, FERRING
AOEHTUDUKALMM ANA CHCTEMBI MOHWTOPUHra and the FERRING Logo are trade marks
ABWKEHWA NEKAPCTBEHHOTO Npenaparta aAns of Ferring B.V. © 2012 Ferring B.V.»;
MEAMLMHCKOrO NPUMEHEHKS, HOMep cepuu, aaTta NPOM3BOACTBA, CPOK
FOAHOCTM; WTpUX-Kon; papmakoa.
HAononuutensho Hanecers cpeacTsa
MABHTUDUKALUM N8 CUCTEMBI
MOHWUTOPWUHIE ABMIKEHUA
NeKapcTBEHHOro npenaparta Ans
MEANUMHCKOro NPUMEeHeHMA,
14.05.2021 XpaHeHue MNpu Temnepatype He soiwe 30°C. He Coorsetcrayer
3aMOPaXHBaTh. PNAKOHBI C NPENAPATOM XPaHUTL
8 KBPTOHHOW Nayke ANA 33WKTbl OT CBeTa.
14.05.2021 Cpok rogHocTm 3rona Cootsetcrayer

lonex no 31.03.2024




3akntodeHue OKK: JlekapCTBeHHbIA npenapat MNaban,

030421 cootsetctayer JINM 001424 - 130117, Uam. No1,2,3,4

Bropoii 3amecturens

HayanbHWKa oTtgena
KOHTROANA KavecTBa:
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Maban, pacTBop ANA BHYTPHUBEHHOMD W
BHYTPUMBIWEYHOTO BBeAeHMA 100 mKr/mn
Cepua: 030421

PacTeop AN1A BHYTPUBEHHOMO W BHYTPUMbIWEYHOTO BBEAeHMA 100 MKr/mn cepum

MOANMHHUK INEKTPOHHOTD AOKYMEHTa,
NOANMUCAHHOIO 3NEKTPOHHOK NOANKCHID, XPAHUTCA B
cucteme JIMMC Gapmcranaapt
CBEAEHWA O CEPTUOWKATE 3N
CeptndukaT: 02a5c541007dacafbedecaf8bb2f6d4219

Komy BblaaH: KoBanbuyk TaTeAHa AnekceesHa
L,ﬂeﬁCTBHTeﬁEH: €24.11.2020 no 24.11.2021

y

[1aTa BbIAAYM 33KNOYEHMUA O KauecTse 14.05.2021



