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(HOMep PerucTPauHOHHOTO YA0CTOBEPEHH S JIeKapC TBEHHOTO Npenapara)

B cootsetcTBHY ¢ [IpaBunaMu perucTpaluui H KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB A1 MEAHLIMHCKOTO

NPUMEHEHUS, HACTOALICE PEruCTPAlMOHHOE YIOCTOBEPEHUE BBIAAHO!

1l

I | Haumenosanue nepxartens 000 «3266Bu», Poccuiickas @enepauns |
PErucTpauHOHHOIO yI10CTOBEPEHMA: : o/

2 | Axpec mepikaTesisi perncTpanHOHHOrO 125196, . Mocksa, yi. JlecHas, a. 7, stax 4./~
YAOCTOBEPEHUSA: nomeniexue | 2 ||
Jlata perucTpaumu: 28.04.2023 2l
JaTa ucreyeHus CpoKa JAeficTBHsI 28.04.2028
PErHCTPAaHOHHOIO YAOCTOBEPEHHsI: :

3 | laTa noaTBepiKIeHHsI perHCTPALKH i 4
(mepeperucrpaumu): = |

6 JlaTa BHeceHUs1 H3MEHEHU 03.09.2024 :_ P
(nepeodopmieHHst) B pericTpauHoHHOe -
YAOCTOBEpeHHe:

7 28.04.2023

JaTa perucrpaunu B pedepeHTHOM
rocyxaperae;

amAy

¥ MOJATBEPKIAET, YTO JIEKAPCTBEHHbIH NMpenapaT 3aperHCTPUPOBaH U PE3peLieH K METHLINHCKOMY NPUMEHSHHRIO ).

Ha TEPPUTOPHH:

Poccuiickoit @enepauuu

(rocynapcTBo — usieH EBpa3suiickoro 3KOHOMUUYECKOro CO3a) <A il

HHpopmaLus o 3aperucTpupoBaHHOM JIEKAPCTBREHHOM Mpernapare oy

8 | Toprosoe naumenoBanne JIEeKapCTBEHHOI 0 Osypaexe® =
npenapara: =B
9 | Mesayuaponnoe HenaTenToRaAHHOS HexcamerasoH = f
Hanmenopanue (MHH), uian odenpunsaToe 4|
(rpynnHpoBOYHOE) HAMMEHOBAHME, MU =
XHMHYeCKOe HAUMEHOBAHHE AKTHBHOIA = |
hapmaueBTHYeCKOIi CyGcTaHUHH
(npu orcyrereun MHH):
10 Jlekapcreennas gopma: MUMIUIAHTAT MHTPaBATpealbHbII = 97
11 Jo3upoBka(-u): 700 Mxr .
12 ®opma(-bi) BbIMyCKA: [uMnnanTaT WHTpaBHTpeANbHBIN, 700 MKT (anninkaTop):
X 1 + (xonreiinep ¢ Bnaronornorurenem) x 1] x 1 (nauka
KapTOHHas) <=
13 CocTaB JIeKapCTBEHHOTO Tpenapara: JEKCaMETa30H, MHKpOHPBVIpOBaHHHﬁ 0.700 }Mr,é i
BCIIOMOTaTeNbHble BEWECTBA (MOJIOYHON H MIMKOIEBOM
kucnot cononumep (50:50 CMI'K kuciora), MOJIOUHOM :
M [JTMKOJIEBOI KHCIOT conosiumep (50:50 CMI'K sdup))
14 ' :

Cpok roaHocru:

3rom 056575




Crpanuua 2 perucTpauronHoro yaocrosepenus Ne JIT-Ne(002265)-(PI'-RU)

HH(bOpMaUHH O MMPOU3BOAMTEIIC JICKAPCTBCHHOIO Npenapara (Ha3BaHI/]51 U aapeca npou3BOACTBEHHBIX UIOLIAMI0K,

YUYacCTBYIOLIMX B MPOLIECCE NMPOM3BOICTBA JIEKAPCTBEHHOTO npenapaTa)

Ne | Cragust n1poH3BOACTBA
(BCE YYACTHHKH
MPOH3BOACTBEHHOI 0

npouecca)

HassaHune opranusauuu

Anpec Mpon3BOACTBEHHOMH MJI0IAAKH

1 [Tpou3BoaCTBO rOTOBOM
NeKapcTBEHHOH (POPMbI

Asutepran @apMacblOTHKII3
Aipmyna, Upnanmus / Allergan
Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo,
F28 AW83, Ireland / Kacn6ap Poyaz,
Becrnopr, Ko. Meiio, F28 AW83,
Hpranans

2 [TepBuyHas ynakoBka

Annepran ©apmMacbOTHKII3
Aibpnang, Upnanaus / Allergan
Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo,
F28 AWS83, Ireland / Kacnbap Poygz,
Becrnopr, Ko. Meiio, F28 AW83,
Hpnannust

Bropuunas ynakoBka

(U5}

Anneprad ®apMacblOTHKDI3
Aitdpnsna, Upmanaus / Allergan
Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo,
F28 AW83, Ireland / Kacn6ap Poyx,
Bectnopr, Ko. Meiio, F28 AW83,
WUpnanaus

4 Boinyckaruii
KOHTPOJIb KayecTBa

Amteprad @apMacblOTHKIII3
Aipiann, Upnanous / Allergan
Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo,
F28 AW83, Ireland / KacnGap Poya,
Becrnopr, Ko. Meiio, F28 AW83,
Upnanaus

IlepByrii 3amecTHTEIB
Mnuncrpa

B.C. ®ucenko




