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(HOMep PEerMCTPaLMOHHOTO YI0CTOBEPEHHS JIEKapCTBEHHONO Npenapara)

o

B cooTBeTCTBUM C HpaBymaMn perucTpauru v 3KCNCPTH3bI JIEKQpCTBEHHBIX CPEACTB 1A MeZlPII.lPlHCKOF
MPUMEHEHUs1, HACTOALLEE PErHCTPALLHOHHOC YAOCTOBEPEHHUE BbIAAHO!: \’
2

HaumenoBaHue aepiares 000 "266Bu", Poccus
PerucTpaLHOHHOIO YA0CTOBEPEHHSI:

Alpec JepsKaTeNsi perncTpaHoOHHOTO 125196, r. Mocksa, yi. JlecHas, a. 7, atax 4, nom. 1
YAOCTOBEPEHHSI:

R

JlaTa perucrpauum: 21.12.2023

JlaTa McTeueHHsl CpoKa AeHCcTBUSA 7
PErncTpauHoOHHOro YA0CTOBEPEHHS:

e

Jlara noaTBepKACHHs PErHCTpauuu
(nepeperncTpauMM):

£

JlaTa BHeCeHUs] H3MEHEHHIH
(nepeodopmieHHs) B perucTpalHoHHoe
YAOCTOBEPEHHE:

VNI IS

JaTa perucrpauuu B peepeHTHOM 21.12.2023
rocyaapcree:

W MOATBEPIKAAET, YTO IEKAPCTBEHHbIIT PEnapart 3aperucTpUpOBaH U paspellieH K METMUMHCKOMY MPHMEHEHI
Ha TEPPUTOPHH:

&}
22
<
=
=

AUEASS

T

YRR
x

QR

Poccuiickoil @enepaunu

(rocyapcTeo — wie EBpasniickoro 5KOHOMHYECKOro c0i03a)
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WHdopmains 0 3aperncTpHpoBaHHOM JIeKapcTBEHHOM Mpernapare
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Toprosoe HauMeHOBAHHUE JIEKAPCTBEHHOI0 Magupet
npenapara:
MesayHAPOAHOe HeNnaTeHTORAHHOR ['nexanpesup + [NuGpenTaceup
nanmenosanue (MHH), niau obmenpunsiToe
(rpynnupoBo4YHOE) HAHMEHOBaHHE, HIIH
XHMHY€ECKOe HAHMEHOBAHHE AKTHBHOM
(dapmaueBTHYECKOH cyOCTaHUHH

(npu orcyrerBun MHH):

JlexapcTBenHas popma: TabneTkH, NOKPLITHIE MIEHOYHON 000N0UKOMH

Jo3upoBka(-u); 100 mr+40 mr

®opma(-bi) BbIMyCKA: TabaeTKH, MOKPLIThIE TIEHOUHOI 060m0uKOi#, 100 M

+ 40 mr (6nuctep) 3 x 28 (mauka KapTOHHAas)
Vnakoska "In bulk™:

TabiaeTKH, MOKpLIThIE M1IEHOUHON 06onoukok, 100 M
+40 mr (6nuctep) 3 x 28 (nauka KApTOHHAA) /
3KCTpyAaT riekanpesupa (rnekanpesup 100.0 mr,
BcriomoratesbHblie Beuectsa (konosunox K 28, D- :
anb(ha-Tokodepona makporosa cy MHHsI
JUOKCHUIL KOJUIOI/I[[HHH)) 3KCprIIaT n:%pemacs
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CocTap J1eKapCcTBEHHOI0 Npenapara:




CrpaHuia 2 perHeTpatoHHOFo yaecroBeperus-Ne JHH-No(004106)-(PI-RU)

CYKLHMHAT, NPOMUIIEHTINKONS MOHOKanpuiar Tun [1,
KPEMHHS IHOKCHA KOJIJIOUAHbIH), BCIOMOraTe/IbHbie
BELIECTBA (KPEMHMS AHOKCHI KOJUIOMAHBIH,
KpoCKapmeJuto3a HaTpusi, HaTpUs creapuidymapar,
000J104Ka MICHOYHAs [TIEHOYHOE MOKPbITHE
Onanpaii 1 po3osblii (Opadry® I1, 32F240023)
(runpomennosa 2910, nakTo3bI MOHOTHAPAT, THTAHA
AHOKCHA, Makporon 3350, skesie3a OKCHA KpacHblii)])

14 | Cpok roanocrn:

5 ner

I/IH(popmaum O MPOU3BOAUTEJIC JIEKAPCTBEHHOIO fnpenapara (Ha3BaHus 1 ajpeca Nnpoun3BOACTBEHHbIX MIOLIANA0K,
Y4acTBYOLKWX B [IPOLECCE NPOU3BOACTBA JIEKAPCTBEHHOI'O npenapaTa)

Ne | Ctanus npouseoacrsa | HasBanue opranuzaumu Anpec Npon3BOACTBEHHOI MJOLIAAKH
(BCE YYACTHUKH
NPOHU3BOACTBEHHOI O
npouecca)

1 [Ipoussoacteo rotoBoit | ®ypHse JI3Gopatopus AfipnsHa Dunrpoys, Kappurrsoxuan, Ko. Kopk,
JIEKapCTBEHHOH opMmbl Jlumuten, Upnauausa/Fournier Hpnanans /Anngrove, Carrigtwohill,

Laboratories Ireland Ltd, Ireland Co.Cork, Ireland
2 260Bu Hoitunann I'M6X u Ko. Knonaswpacce, 67061

[TepBuuHas ynakoBka

KT, I'epmanus/ AbbVie
Deutschland GmbH & Co0.KG,
Germany

Jlronsurcxaden, Nepmanus
/Knollstrasse, 67061 Ludwigshafen,
Germany

3 Bropuunas ynakoska

AKLHOHEPHOE 00UIECTBO
"OPTAT" (AO "OPTAT"),
Poccus

157092, Koctpomckas 06..,
CycanuHckuii paiion, ¢. CeBepHoOe, MKD.
XapHTOHOBO

4 Bropuunas ynakoska

D66Bu Hoitunana 'm6X u Ko.
KT, 'epmanus/ AbbVie
Deutschland GmbH & Co.KG,
Germany

KHonnbwpacce, 67061
Jlioneurcxaden, l'epmanus
/Knollstrasse, 67061 Ludwigshafen,
Germany

5 Beinyckatowmii
KOHTPOJIb KayecTBa

AKUHOHEpHOE 00LIECTBO
"OPTAT" (AO "OPTAT"),
Poccus

157092, Koctpomckas 06.1.,
Cycanuncknii paiion, c. CeBepHoe, MKp.
XapHTOHOBO

6 Bbinyckatowmii
KOHTPOJIb KauecTBa

206Bwm Hoiiunana 'moX u Ko.
KT, I'epmanus/ AbbVie
Deutschland GmbH & Co.KG, .
Germany

M

Knosubwrpacce, 67061
Jhoasurcxagen, I'epmanus
/Knollstrasse, 67061 Ludwigshafen,
L ~GeTmap g
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