FocyRapcTBeHHbIA peectp IPIIC BMKII EDK POII Cepeiic Cnpaska Boiitn
JIeKapCTBEHHbIX CpeacTB
PerucrtpanuonHoe ynoctoBepeHue
Jara
Homep IT N014198/01 Jara perucrpanuu 22.07.2011 24.08.2023
pemieHust
Jara nepeopopmaenust |24.08.2023 Paspewuén BBOA B rpamanciuii Beccpounbrii
o0oport 10
Hanmenosanne epsxarens Hanmenosanue O01ecTBo ¢ orpannyenHoii orBeTcTBeHHOCTHIO " Lxeid THJII" (OO0 " Txeid THJII")
WK BJIQJIEITbIIa
2 PETUCTPALMOHHOTO Poccust
YIOCTOBEPEHUS Crpana
JIEKApCTBEHHOTI'O IIpernapara
3 ToproBoe HaMEHOBaHUE Busun® Anepmxu
JIEKapCTBEHHOTO IMperapara
MexnyHapoaHoe
HEMaTeHTOBaHHOE
JlepokabacTuH
4 | wuau rpynnupoBoYHOE
WA XUMHAYIECKOE
HaUMCHOBAHHE
Cpoxk roqnocTu YeaoBus XxpaHeHust
JlekapcTBennas popma 03HPOBKa
P bop Aosip YnakoBku
5 DopMBI BBITyCKa 2 roja; mocie BCKPhITUA - 1 Mec IIpu Temneparype He Bblle 25 rpaji.
KaIuld IJ1a3Hble 0.05%
o 4 M1 - (hTakoHHI - TAYKN KapTOHHEIE - be3 penenta
Ne i/
Cragusa npousBoACTBa NMpousBoaurtenn Appec npousBoauTens CrtpaHa
6 CBeneHus 0 CTaAUAX n
IIPOU3BOJCTBA ITpoussonurens (Bce craguu, BiIrouast BEITYCKAIOIUI KOHTPOJIb Davap A.B.E. Agiou Dimitriou 63, Alimos Attiki, 17456, Tpemus
KauecTBa) Greece
WHceTpykuus no
7 MIPUMEHEHUIO Iloxa3zars HHCTpYKIUH
JIEKapCTBEHHOTO IMpernapara
Ne n/m Homep HJL Ton Ne uzm HaumenoBanue
g HopmaruBHas 1 IINO014198/01-121020 2020 Bmua® Anepmxu
JOKYMCHTALIMS 2 Msm. Nel k ITTNO014198/01-121020 2021 1 Busua® Anepmxu
3 M3m. Ne2 k [T NO14198/01-121020 2023 2 Buzun® Anepmxu

9 dapmako-TepaneBTHIeCcKas
rpynmna

10 AHaTOMO-TepaneBTHYECKas
XUMHUECKAs

Kop ATX
S01GX02

®dapmMmako-TepanesTMUYecKas rpynna

IIPOTUBOAJUIEPTUIECKOC CPEIACTBO - H1-rucTaMuHOBBIX peuenTopoB 6JIOKaTOp

ATX

JleBokabacTna
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KJIacCH(pHUKAIAS

Me:xayHapoaHoe
HENMAaTEHTOBAHHOC WJIN (I)apMalcon. BXO)II/IT B MMEPEYECHb HAPK.
Topr. Cpox Yenosus
o TPYNIHPOBOuHOE MAM | IIpousBogurtenn Anpec ronnocth | xpanenms | CTATPH / Homep | cpencTs, ICHX. BELIECTB U UX
11 apMaleBTHYECKAs! HMIYECKOe . A P HJ TIpeKypcopoB
cyberanims HaMMeHOBaHHe
TeBokaBacTHH SHCCeH Janssen Pharmaceuticalaan
dapmanesruka HB|3, Geel, 2440, Belgium
Hanuuue nexapctBenHoro mnpenapara B nepeune JXHBJIIT Her
12 Oco6 Hanuuue B nexkapcTBEHHOM Ipenapare HApKOTUUECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, MOIIEKAIUX KOHTPOJIIO B
CcOoObIe OTMETKU

Poccuiickoii @enepaiiuu B COOTBETCTBUU C 3aKOHOATENIbCTBOM Poccuniickoil denepannu, MexX1yHapoIHbIMH 1oroBopaMu Poccuiickoit

Denepanun, B ToM uucie EnuHoll koHBeHIUEH 0 HapkoTHdeckux cpeactBax 1961 rona u KonseHnuelt o ncHXoTponHeIX BemecTax 1971
roga



