MoanunHHoCTL (BIXKX)

MoanuHHoCTL (YO-
cnekTpodoToMeTpust)
MoTeps B Macce npu BbiCy LUMBAHA
BbicBoGOXAEHME:
KncrnoToycTonumBoCTb: cpeaHee
KncnoTtoycTonumBoCTb:
MUHUMYM
KncnoTtoycronuBoCTb: MakCUMyMm
PacTBopeHue: cpeaHee
PacTBopeHue: MUHUMYM
PacTtBopeHue: makcumym
Xpomarorpadmyeckas ymcroTa
ER-21584/CEBI
ER-82811/BCPP
ER-16089/SHBI
ER-14854/SUBI
ER-14853/PTBI
EonHmnyHon HempeHTudunumpo-
BaHHOW Npumecu
CymmapHoe cogepxaHue
€0VHUYHbIX HeMaEeHTNOULUMPO-
BaHHbIX NpUMeEcen
CymMmmapHoe cogepxaHue
npumecen
OaHopOaHOCTL A03UPOBaHUSA:
CpeaHee 85 - 115 % (konm4ecTBo
TabneTtok BHe AnanasoHa)
CpegHee 75 - 125 % (konn4yecTso
TabneTok BHe AnanasoHa)

KonunyecrBeHHoe onpeaerneHne

UHdopmauums:

Cwunar AT, XoxwTpacce 201

o fehend 8200 LLachchxayseH, LLisenuapus
TenedoH: +41(0)52 6309111 — dakc: +41 (0)526309444
Ceptudwmkar aHanmsa

MAPUET 20 mr, 28 Tabnetok. Poccusn
Koa npogykta: 090808 [aTa nsrotoBneHus:
Homep cepun: LFSSDO0 [lata ncteveHms cpoka rogHoCTu:
ID cepum: LFSSDO0O0 3akas:
CrtpaHa-umnoprep: Lsenuapwus KonuyecrtBo:
UcnbiTaHune Cneundunkauma
OnwucaHune CeTno-xenTble ABOSIKOBbINYKIblEe TabneTky,

NOKpPbITbIe 060MOYKON, Ha OAHOV CTOPOHE
Map KMUpOBKa KpacHbIMW YepHunamm «E243»
Bpems yaepxvBaHua nvka coBnagaet ¢
BpEeMEHEM yaepXXMBaHus Nvka ctaHgapTHOro

pacTBopa
Ot 289 HM 00 293 HMm

<=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%

0T195,0% go 105,0 %

3akntoyeHue: CooTBETCTBYET TPEOOBAHUAM

OTtyet cepTudmkaumm: DS-SPE-17553 (2.0)

MAPUET 20 mr 28 tabnetok POCCUA

CtpaHuualms 2

C21123525/1

06.2021
05.2023
0020800672
2106.000 yn.

Pesynbtat

CooTBetcrByeT

CooTtBetcrByeT

291 HM
1,7%

98 %
97 %

99 %
92 %
88 %
94 %

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

< 0,05 %
< 0,05 %

<0,05%

0,59 %

98,9 %



h
janssen C21123525/1

e comnnes Cwunar Al, XoxwTpacce 201
o fehwor4 8200 LLachchxayseH, LLisenuapus
TenedoH: +41(0)52 6309111 — dakc: +41 (0)526309444
Ceptudwmkar aHanmsa
MAPUET 20 mr, 28 Tabnetok. Poccusn
Koa npogykta: 090808 [ata nsrotosnenus: 06.2021
Homep cepun: LFSSDO0 [ata nctevenus cpoka rogHoctu:  05.2023
ID cepum: LFSSDO0O0 3akas: 0020800672
CrtpaHa-umnoprep: Lsenuapwus KonuyecrtBo: 2106.000 yn.

Tvn ynakoBku: 6riMctep

CocrtaB: Pabenpason HaTpusa 20 Mr; MaHHUTOI; MarHus OKcua,; r’mapoKCMNPonMnUenstonosa
cnabosamelleHHas; r’MOPOKCUMPONUILENIION03a; MarHusa cTeapar; aTUMLENIoI03a; rmnpoMensiosbl
(Tanar; gMaueTUNMpPoBaHHbLIN MOHOMNMUEPUA; TarnbK; TUTaHa auokena (E171); xenesa okeng
xenTbi (E172); kapHayb ckuii BOCK; YepHUna (YepHuna nuiLeBble KpacHble A1)

Homep nuueH3umn Ha Npon3BoacTBO M HoMep cepTudukata coorsetcTBust GMP Ne 511726-102624701 1
GMP-CH-1000993

[ononHutensHas Npon3BoACTBEHHAA U UCNbITaTenbHas nnowaaka: bywy ®apmacstovkans J11a. Mucato
dakTopu, 950, Xnpokn, Oxasa, Mucato-maum, Kogama-raH, Cantama-keH, 367-0198; JueH3ns Ha
npowussogctso: 11AZ200101

YnakoBka:

Mo 14 Tabnetok B 6nMCTEP U3 2-X CIIOEB antoMUHUA.

Mo 2 6nncTepa BMeCTe C MHCTPYKUMEN MO NPUMEHEHWNIO B KAPTOHHYHO Nadky.

Cpok rogHocTu: 2 roga

XpaHeHue:

Mpu Temnepartype He Bbiwe 25 °C.

He 3amopaxuneaTts.

HacTtosawmm ygoctoBepsiem, YTo NpuBeaeHHas Bbille MHhopMaumns SBASeTcs JOCTOBEPHON U TOYHOM.

[daHHasa cepusi nekapcTBeHHOro mpenapara 6bina npousBedeHa, BKYas ynakoBKy/ MapKMPOBKY U KOHTPOSb
KayecTBa, Ha BbleynoMsaHyToM(bIX) y4acTke(ax) B MofiHOM COOTBeTCTBMM € TpeboBaHusmn GMP mecTHoro
perynupytoLLero opraHa u cneumgukaumamm B permcTpaumoHHOM yaOCTOBEPEHMUU CTPaHbI-MMiopTepa.
[aHHble Mo MPOW3BOACTBEHHBIM OMepauusM, ynakoBke UM aHanuady cepum ObImv NMPOBEPEHbl U MPU3HAHbI
cooTBercTByoWwmnmm GMP.

HacTtoawun ceptudunkar aHanmsa 6bin BbinywieH 31aekabpa 2021 B 09:04 (ueHTpanbHOEBpONENCcKoe BPeEMSI)
N NepBOHAYanbHO YTBEPXKOEH 3MEKTPOHHOM moanucbio BombdoraHra 3nnne, YnonHomoyeHHoro nuua, 02
ceHTs0ps 2021. [aHHbI cepTudmKaT NOArOTOBMNEH BanuaupoOBaHHOW CUCTEMOW yrpaBneHus naboparopHon
NMHGOpMaLMel 1 NO3TOMY HE COAEPXKUT NOCTaBMEHHOW BPYYHYHO NOANUCH.

MAPUET 20 mr 28 tabnetok POCCUA

CtpaHuua2us 2



