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PHARMACEUTICAL COMPANIES

S 8200 WadxayaeH, Weeituapus
Tenedbon: +41(0)52 6309111 — dakc: +41 (0)526309444
CepTudmMkar aHanuaa
MAPUET 20 mr, 14 Tabnetok. Poccus
Koa npogykTa: 090807 [ata narotoBneHus:
Homep cepuu: JLSSEOQO [lata ucteyeHns cpoka rogHoCTH:
ID cepuum: JLSSEQ0 3akaa:
CrpaHa-umnoprep: LLeeiyapus Konuyectso:
McnbiTaHne Cneundurauus
Onucanue CeeTno-xenTble ABOAKOBLINYKNble TaBneTku,
NOKpPbLITbIE 0BONOYKONR, HA OGHON CTOPOHE
MapKWpoBKa KpacHbIMU YepHunamu «E243»
MognuHHocTb (B3XKX) Bpems yaepxMBaHus nuka coenanaeTt ¢

MoanuHHocTk (Y-
cnexkTpodoToOMEeTpMS)
MoTeps B Macce npu BbICYLUMBAHUK
BoicBoboxaeHue:
KucnoTtoycTonunBocTs: cpeaHee
KucnoTtoyctoituusocTs:
MUHUMYM
KncnoToycTonuneocTs: Makcumym
PacTeopeHnue: cpegHee
PacteopeHne; MUHUMYM
PacTBopeHune: Makcumym
Xpomarorpaduyeckas yictoTa
ER-21584/CEBI
ER-82811/BCPP
ER-16089/SHBI
ER-14854/SUBI
ER-14853/PTBI
EAuHW4HOR HenaeHTUduumpo-
BaHHO NpuMecH
CymmapHoe cogepxaHue
€OWHUYHBIX HenaeHTUduLupo-
BaHHbIX NpUMecen
CymmapHoe cogepxxaHue
npumecei
OaHOPOAHOCTL 4O3MPOBAHNS:
CpepaHee 85 - 115 % (konuyecTeo
TabneTok BHe AuanaszoHa)
CpegHee 75 - 125 % (konu4ecTso
TabneTok BHe guanasoHa)

KonnyecTeeHHoe onpenenexue

Wudopmauus:

Cwunar Al', XoxwTtpacce 201

BpPEMEHEeM yAEepPXWUBaHWSA NWKa CTaHAaPTHOro
pacTeopa
OT 289 HM go 293 HM

<=25%

>=90 %
>=90 %

>= 90 %
Q = 75% 3a 30 MUHYT

<=0,10 %
<=0,15%
<=0,10 %
<=1,0%
<= 0,20 %
<=0,10 %

<=0,30 %

<=1,50 %

<=1

0
OT1 95,0 % go 105,0 %

3aknioueHue: CooTBeTCTBYET TpebOBaHUAM

Otuet cepTudukauyuu: DS-SPE-17553 (2.0)

NMAPUET 20 mr 14 Tabnetok POCCUA

CrpaHumua 1 u3 2

C20044701/3

12.2019
11.2021
0020736842
27924.000 yn.

Pesynbrar

CootBeTcTRYET

CooTteeTcTBYET

291 Hm
1,7 %

98 %
97 %

99 %
93 %
91 %
95 %

< 0,05 %
<0,05%
<0,05%
0,6 %

<0,05%
< 0,05 %

< 0,05 %

0,61 %

98,5 %
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PHARMACEUTICAL COMPANIES

e 8200 LLadhcbxay3eH, LLiBeiinapus
TenedoH: +41(0)52 6309111 — Pakc: +41 (0)526309444
Ceprudmkar aHanusa
NAPUET 20 mr, 14 Tabnetok. Poccus

Koa npoaykra: 090807 [lata u3roToBneHus: 12.2019
Homep cepum: JLSSEQO [ata uctevenus cpoka rogHoct:  11.2021

ID cepuu: JLSSEQO 3akas: 0020736842
CrtpaHa-umnopTep: LLsenuapus KonuyecTtso: 27924.000 yn.

Tun ynakosku: 6nuctep

Coctas: PaGenpason HaTpus 20 Mr; MaHHWUTOM; MarHusa okCua, rmapoKcunponuniyenntonosa
cnaboaamelleHHas; TMaPOKCMNPONMILENNoNo3a; Mardua cTeapar; 3aTUNUennnosa; runpoMennoss
dTanaT; AMaueTUNMPOBaHHbLIA MOHOMMUUEPWA,; Tanbk; TuTaHa avokcnd (E171); xenesa okcug
xenTeiit (E172); kapHayBckuil BOck; YepHMna (YepHuna nuiiesble kpacHole A1)

Homep nuueHanm Ha NPOU3BOACTEO U HOMEp cepTudukaTta cootsetcTeus GMP Ne 511726-102624701 v GMP-
CH-1000993

[lononHUTeNbHas NPOM3BOACTBEHHANA W UCNbITaTeNbHas nnowaaka: bywy ®apmacsiotukans Jita. Mucaro
dakTopu, 950, Xupoku, Oxasza, Mucato-mauu, Kogama-raH, Cantama-keH, 367-0198; JlnueHsus Ha
npoussoacTeo: 11AZ200101

YnakoBka:

Mo 14 Tabnetok B BnuncTep u3 2-x Crnoes antoMUHKA.

Mo 1 BnucTepy BMeCTe C UHCTPYKUMEA N0 NPUMEHEHUIO B KAPTOHHYIO NauyKy.

Cpok rogHocTu: 2 roga

XpaHeHve:

Mpw Temnepatype He Bbiwe 25 °C.

He samopaxusaTb.

HacToswmm yaocToBepaeM, YTo NpMBEAEHHaN Bbille MHAPOPMALIURA ABNAETCA AOCTOBEPHON U TOYHOW.

NaHHas cepus nekapcTBeHHOro npenapata Gbina npousseaeHa, BKNKOYASA YNaKOBKY/MApKWPOBKY W KOHTPOIMb
KauyecTBa, Ha BbILLEYNOMAHYTOM(bIX) y4acTke(ax) B nofHom cooTeBeTcTBMW ¢ TpebosaHuamu GMP mecTHoro
pEerynupyrLLero opraHa 1 cneuudukaumaMi B perucTpauuoHHOM yAOCTOBEPEHWM CTPaHbI-MMNopTepa.

[laHHbIE NO NPOM3BOACTBEHHLIM OMEepauuAM, ynakoBke W aHanudy cepun Obinu NpoBepeHbl W NpU3HAHDI
cooTteeTcTBylOWUMN GMP.

HacToswwmit ceptudmkar aHanusa 6bin sbinyweH 09 nions 2020 8 13:04 (UeHTPanbHOEBPONENCKOE BPEMS) 1
nepBOHaYanbHO YTBEPXKAEH 3NEeKTPOHHOW noanuckio Bonbdbraxra 3nnne, YnonHomouexworo nuua, 07 mas
2020. [aHHblit cepTUUKAT NOArOTOBNEH BanWAWPOBAHHOW CUCTEMOW ynpaeneHws nabopatopHon
WHbOpMaLMeid 1 MO3TOMY HEe COOEPXUT NOCTaBNEHHOW BPYYHYIO NOAMNUCH.

MAPUET 20 mr 14 Tabnetok POCCUA

CrpaHuua 2 n3 2



