FocypapcTBeHHbIN peecTp

NeKAPCTEEHHBIX CPAACTS I'PJIC BMKII EDK POIT Cepsuc CrnpaBka BoliTu
PerucrtpanuonHoe ynoctoBepeHue
Homep JII-Ne(000822)-(PT-RU) Jlata peructpamun 24.05.2022 pemf}‘l‘;z 10.11.2023
Paspewén BBOJ B rpaskaaHCKui Beccpoumbiii
o0oport 10
HaunmenoBanue nepxxarens Hauveropanue JlaGopatopuu Cepebe
WK BJIQJIEITbIIa
2 PpEeTHUCTPanOHHOTO Dpanuus
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIperapara
3 ToproBoe HaMEHOBaHUE Terpanerc®
JIEKapCTBEHHOTO TIperapara
MexnyHapoaHoe
HETIATCHTOBAMHOC OunieHHass MUKPOHU3HPOBaHHas (p1aBoHONAHAs ppakuus (AHocMUH+(IaBOHOMBI B IlepecyeTe HA
4 | wuau rpynnupoBoYHOE - P P A pakust (1 A P
recrnepuanH)
WIIH XUMHYIECKOe
HanMEHOBaHHE
CpoK rogHoCTH YciaoBusi XxpaHeHHs
JlekapcTBenHasi popma Jlo3upoBka P e P
‘YnakoBku
4 rona [Ipu Temneparype e Boitie 30 rpa.
¢ 1000-300000 mT. - MemKH - 60YKH TIacTHKOBEIE - In-Bulk
5 DopMBI BBIMyCcKa ¢ 1000-475000 mT. - MKy - Kopoba KapToHHEIE - In-Bulk
N o e 12 . - Omucrepsr (3 mT.) - mayku KapToHHEIE (36 1T.) - bes perenita
TaOJICTKU, OKPBITHIE TNICHOYHON 000I0YKON 500 mr
e 14 mT. - Gnuctepsl (2 MIT.) - TaYKK KapToHHBIE (28 mT.) - bes penenTa
e 14 mT. - Onuctepsl (4 MIT.) - MaYKy KapToHHBIE (56 mT.) - bes penenTa
e 15 mT. - 6nuctepsl (2 miT.) - mauky kapToHHBIE (30 mT.) - be3 penenTa
e 15w - Omucreps (4 1wT.) - nayku kapToHHEIE (60 1T.) - be3 perenta
6 CBezmeHUS O CTamMsIX | Nem/ c n A C
HpOI/ISBO,Z[CTBa o TaauAa NnpousBoACTBa pou3BoauTeslb Apec npounssoauTens TPpaHa
1 ‘YakoBIIUK/(hacoBIINK (BTOpHYHAs/ Jlaboparopuu Cepbe 905, route de Saran, 45520 Gidy, France Dpanus
TpPETUYHAS yITAaKOBKA) Wupactpu
> 'YnaxkoBIIHK/(acOBIIHK (B IEPBUYHYIO Jla6opatopun Cepsbe 905, route de Saran, 45520 Gidy, France e
YIIaKOBKY) MNupactpu
3 IIpoussoxnutens (rotosoit JID) Jlabopatopui Cepare 905, route de Saran, 45520 Gidy, France OpaHuus
Munactpu
4 YrakoBOIHMK/pacoBIIHMK (BTOpHYHAST/ 000 "CEPBBLE PYC" 108828, . Mocksa, nocenenue KpacHonaxopckoe, KBapTai Pocens

TPETHYHAasl yIIaKOBKa)

158, Bnanenue 2, ctp. 1
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YnakoBIIHK/(acoBIIHK (B TIEPBUIHYIO

000 "CEPBBLE PYC" 108828, . Mockaa, nocenenue KpacHomnaxopckoe, KBapral

5 Poccus
YIaKOBKY) 158, Bnanenue 2, ctp. 1
. " " 108828, . MockBa, nocenenue KpacHomaxopckoe, KBapTan
6 [IpomsBomurens (rotoBoit JID) 00O "CEPBBE PYC P P P Poccust
158, Bnagenwue 2, ctp. 1
o Jla6opatopuu Cepsbe .
7 |BbITycKarOmui KOHTPOJIh Ka4ecTBa I/IH):[aI;TpHp p 905, route de Saran, 45520 Gidy, France Opantys
. 108828, . Mockaa. Kpa a KO€, KBapTai
8 Beimyckaromuii KOHTPOJIb KauecTBa OOO "CEPBBE PYC" 08828, r. Mocksa, nocenenne Kpacronaxopexoe, Ksapt Poccus
158, Bnanenue 2, ctp. 1
WucTpykuus o
7 TIPUMEHEHHIO IToka3aTh HHCTPYKLHH
JIEKapCTBEHHOTO IMpernapara
8 HopmarusHast Ne /i Homep HJL Ton Ne uzm HaumeHoBanue
JIOKyMEHTaL st 1 JITI-Ne(000822)-(PI'-RU)-240522 2022 Hetpanexc®
9 (DapMaKO-TepaHeBTquCKaﬂ ®dapmako-TepanesTMUyeckas rpynna
rpyImna AQHTHOMPOTEKTOPHI; KAMMIIIPOCTAOMIH3UPYIOINE CPECTBA; OHOGBIaBOHOUIBI
10 AHaToOMO-TeparneBTHYECKas Kom ATX ATX
XAMITICCKA CO05CAS3 JlnocMuH, B KOMOWHAINY C IPYyTHMH IpenaparaMu
kiaccuuranms
Meatynaponmoe Bxonut B nepeyeHn
HENMATCEHTOBAHHOC UJIN
Cpok YeaoBus dapMakon. cTaTbsi,  HapK. CPeACTB,
TPyNNHPOBOYHOE HIH Topr. HauMm. I[Ipoussoaurens Anpec
TOIHOCTH XpaHeHHus! / Homep H/L TICHX. BelleCTB U UX
XHMHYECKoe 1IpeKypCopoB
HaAauMMCHOBaHHE P
11 ®dapmarieBTUIECKas OunrmeHHas
MUKPOHU3UPOBAHHAS
eyoeraninn q)naII;OHOH Eaﬂ OunrmeHHas 13, rue Auguste Tpm
(bpaxis A MK Hj)HmH oBAHHAS Opun Desgenetais B.P. 3 ropa TEMUEpaType JICP-004051/10- ~
( I;IOCHMI/IH‘HIJHEIBOHOI/I bl (bJIa]I;OHOI/I Eaﬂ (bpaxums Hrnactpu 17, 76210 " e mume 30 150318
e A A paKit Bolbec, France rpaj.
B TIIepecyeTe Ha
TeCTIepUINH)
Hanuuue nexapcreenHoro npenapara B nepeune JXHBJIITT Hert
Hanuuue B nexapcTBEHHOM IpernapaTe HApKOTUIECKUX CPEACTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOUIEKALIUX KOHTPOIIIO B
12 Oco0ble OTMETKH

Poccwuiickoii deneparuy B COOTBETCTBHU € 3aKOHOIATENECTBOM Poccuiickoit denepannm, MexXayHapOIHBIME JoroBopamu Poccuiickoit

®Deneparun, B TOM yuciie EnuHoi KoHBeHLIKEeH 0 HapKoTHUecKux cpeacTBax 1961 rona u Konsennueii o ncuxorponHsix Bemiectsax 1971

roza
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