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Janssen I C20064123/2

Cunar AT, Xoxwrpacce 201
8200 WaddpxayseH, Lsenuapus
TenedoH: +41(0)52 6309111 — dakc: +41 (0)526309444

PHARMACEUTICAL COMPANIES

or ffehnion-fohwen

CepTudmkar aHanusa

MAPUET 20 mr, 14 Tabnetok. Poccus

Kop npoaykra: 090807 JlaTa u3roToBneHus: 05.2020
Homep cepuu: KESS700 [laTa ncTeyeHus cpoka rogHocTn:  04.2022

ID cepvu: KESS700 3akas: 0020749860
CTpaHa-umnopTep: LWeenyapus KonwuyecTgo: 30498.000 yn.
McnbiTaHue Cneundwurauma PesynbTat
Onwucaxve CBeTno-KenThie ABOAKOBbLINYKble TabneTky, CooTtBeTcTBYET

NOKpbITbIE 0BONOYKOIA, Ha OAHOK CTOPOHE
MapKupoBKa KpacHbIMu YepHunamm «E243»

MoanuHHoCTb (BOXX) Bpemsa yaepxu1BaHua nuka coenaaaeT ¢ CooTeeTcTBYET
BPEMEHEM yAePKUBaHUA NKa CTaHAAPTHOrO
pacTBopa
MoanuHHocTb (Y- OT 289 HMm Ao 293 HM 291 HM
cnekTpodoTOMETPUS)
MoTepsi B Macce npu BbicylumBanmm <= 2,5 % 1,7 %
BoicBODOXOEHWE:
KucnoToycToN4MBOCTL: CpeaHee >=90 % 97 %
KncnoToycTon4MBOCTb: >=90 % 96 %
MUHUMYM
KWcnoToycTOR4MBOCTL: Makcumym  >= 90 % 99 %
PacTBopeHue: cpeagHee Q = 75% 3a 30 MUHYT 93 %
PacTsopeHue: MUHUMYM 91 %
PacTBOpeHue: MakcuMym 94 %
Xpomarorpadguyeckasa 4ncToTa
ER-21584/CEBI <=0,10 % <0,05 %
ER-82811/BCPP <=0,15% <0,05%
ER-16089/SHBI <=0,10% <0,05%
ER-14854/SUBI <=10% 0,6 %
ER-14853/PTBI <=0,20% <0,05 %
EAMHUYHON HeuaeHTudnumpo- <=0,10 % < 0,05 %
BaHHOW NpuMecy
CymmapHoe cofepxaHue <=0,30 % <0,05%

eOuHUYHBIX HenaeHTUudMUpo-
BaHHbIX NpUMecein

CymmapHoe coaepxaHnue <=1,50 % 0,64 %
npumecei
OAHOPOOHOCTL A03UPOBaHUS!
Cpeptee 85 - 115 % (konuyecteo <=1 0
TabneToKk BHE AUanasoHa)
CpegHee 75 - 125 % (konm4ecTso 0 0
TabneToK BHe gvanasoxa)
KonwyecTBeHHoe onpeaeneHune 0T 95,0 % Ao 105,0 % 97,9 %

Undopmauma:

3akntouenmne: CooTBeTCTBYET TpeboBaHUAM

OT4eT ceptudpukaumum: DS-SPE-17553 (2.0)
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Ceprudmkar ananusa

MAPUET 20 mr, 14 TabneTtok. Poccus

Kop npoaykra: 090807 [aTa nsrotoBneHus: 05.2020
Homep cepun: KESS700 [ata nctedenus cpoka rogHocTu:  04.2022

1D cepun: KESS700 3akas: 0020749860
Crpana-umnoprep: LWseiyapus KonwnyecTtso: 30498.000 yn.

Tun ynakoskw: 6nuctep

Cocras: Pabenpa3son Hatpus 20 mr; MaHHWUTON, MarHus OKCWUA, ruapoKCUNPONMNLUEenonosa
cnabo3ameLleHHas; rmapoKCMNPONUILENON03a; MarHus cTeapar; aTUNUennino3a; rMNpoMennoss!
dhTanat; AvaueTMNIMPOBaHHBIN MoHOrnuuepuna; Tanek; TutaHa anokeug (E171); sxenesa okcug
xenteiid (E172); kapHaybekuin Bock; YepHUna (YepHuna nuwesbie KpacHble A1)

Homep nuueHsun Ha npouaeoacTso 1 HOMep cepTudbukaTta cooTBeTcTBus GMP Ne 511726-102624701 v GMP-
CH-1000993

HononHutensHas NpoM3BOACTBEHHAN U UCMbITaTENbHAN nnowagka: bywy ®apmacstotukans Jita. MucaTto
®akTopu, 950, Xupoku, Oxasa, Mucato-maun, Konama-raH, Cautama-keH, 367-0198: NueHaus Ha
npowssoacteo: 11AZ200101

Ynakoeka:

Mo 14 TabneTtok B GNMUCTEP U3 2-X CIOEB antoMUHUS.

Mo 1 6nucTepy BMeCTe ¢ UHCTPYKUMeEi No NMPUMEHEHWIO B KAPTOHHYH NaqKy.

Cpok rogHocTu: 2 roaa

XpaHeHue:

Mpu TemnepaTtype He Bbiwe 25 °C.

He 3amopaxwvearts.

HacToawmm ygoctoBepsiem, 4To npuseaeHHas Bbille WHbopMaLms ABNAETCH AOCTOBEPHON U TOYHOIA.

HaHHaa cepus nekapcTseHHoro npenapata 6bina NpousseneHa, BKNoYas ynakoBky/MapKUPOBKY WM KOHTPONb
Ka4ecTea, Ha BblLLEYNOMSAHYTOM(bIX) y4acTke(ax) B NOMHOM COOTBETCTBUM C TpebosaHusmu GMP mecTHoro
PErynupytoLLEero oprata 1 cneungukaumsmu B perucTpaLuoHHOM YA0CTOBEPEHUN CTpaHbl-uMnopTepa.

HaHHble No Npou3BOACTBEHHLIM ONepauusM, ynakoeke w aHanway cepun Obinv NPOBEpEHbl U MPU3HaHbI
cooTeeTcTBYOWUMN GMP.

HacToswuit ceptucbukat aHanmaa 6sin BbinyLieH 28 aerycta 2020 B 15:32 (4eHTpansHoesponeiickoe BPEMS) U
NepBOHaYanbHO yTBePXAEH 3NEKTPOHHOW Noanuckio BonbdraHra 3nnne, YnonHOMOYeHHoro nuua, 19 aerycra
2020. [aHHbiit cepTUdUKaT noAroToBMeH BanMAMpOBaHHON CUCTEMOW ynpasnewus naGopaTopHO
WHOpMaLIei U NO3TOMY HE COAEPXUT NOCTABNEHHO BPYYHYIO nognucu.
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