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MHUHUCTEPCTBO 3JPABOOXPAHEHI
POCCHUMCKOHU GEJNEPALIMA

Tt

e TS e

Pemnpaunonnoe YaoCTOBEPEHUE

JEeKapCTBEHHOIO npenajPaTa JJIsE MEIHIMHCKOTO IPUMEHEeHUs
I1-Ne(004387)-(PI'-RU)

(HOMep PerucTPaHOHHOTrO YA0CTOBEPEHHUS JICKAPCTBEHHOTO NpenapaTa)
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‘B coorsercTBin ¢ IpaBunamy perucTpauuu u SKCNEPTH3bI EKAPCTBEHHBIX CPEACTB IS MEAHLIMHCKOTO |
NMPUMEHEHUs, HaCTOos Iee PErucTpaliioHHOE YAOCTOBEPEHHUE BbIAAHO: i

HaumeHoBaHue aepxarelis
PErHCTPAUHOHHOIO YA0CTOBEPEHUsI:

Aﬂpec JAep:KaTe/isi perHCTPalHOHHOIO ]25]96, e’ Mocxaa, Y. Hecaas{, . 7, ITAXK 4,
YAOCTOBEPEHUS: TNMOMCHICHHUEC 1

000 "266Bu", Poccus

Jata perucrpauumn: 23.01.2024

JlaTa ucTeyeHusi cpoka aeiicTBUs
PEerucTpalHOHHOI0 YI0CTOBEPEHHSI:

JlaTa noaTBepkKACHUS perucTpauut
(mepeperucTpanuu):

JaTa BHeceHHsI H3MEHEHH i
(nepeoopm/IeHHs) B perHCTPaliHOHHOE
YAOCTOBEpeHHe:

Jata pernctpaunu B pedpepeHTHOM 23.01.2024
rocyaapcrse:

~ M MOATBEPK/IACT, YTO JIEKAPCTBEHHbIii Npenapar 3aperncTpUpOBaH U paspellieH K MEAULMHCKOMY TPUMEHEHH]
= Ha TEpPHTOPHUH:

Poccuiickoit ®enepaiuu

(rocynapcTBo — uneH EBpazuiickoro 3K0HOMHMYECKOT0 CO103a)
Hupopmanus o 3aperucTpupoBaHHOM JIEKApCTBEHHOM Npenapare

Toproeoe HaHMeHOBaHHe J1EKAPCTBEHHOIO 3emniap®
npenapara:

MemnynapoaHoe HenaTeHTOBAHHOE [apukanpunrosn
HaumeHoBaHne (MHH), niu odwenpuHsiToe
(rpynnupoBo4YHOe) HAaHMEHOBAHHE, HJIH
XHMHYECKOe HAHMEeHOBAHHE AaKTHBHOIA
thapmaueBTHUYecKoii cyGcTAHIMH

(npu orcyrcreun MHH):

PErnrryey

JlexapcrBennas gpopma: pacTBoOp AJisi BHYTPUBEHHOTO BBEAEHUS

T

Jo3upoBka(-n): S MKr/mn

®opma(-b) BbINyCKA: PacTBOP A1 BHY TPUBEHHOTO BBEIACHWS, 5 MKI/MII
(pmakon) 1 M x 5/10 (nauka kapToHHas)

“In Bulk™

pacTBOp A1 BHYTPUBEHHOTO BBEJAEHHS, 5 MKI/MII
(makon) 1 mat x 5/10 (mavka kapToHHas)

CocTaB JleKapeTBEHHOI0 NpenapaTa: NAPUKAJILLMTOJN 5 MKT, BCIIOMOTraTe/ibHble BELIECTBA
(3TaH0J1, NPONMIEHIJIMKOIb, BOAA U1 HHbEKIIHIT)
Cpok roaHocTu: 3 roaa 053084
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Crpanuua 2 perucrpauuontoro yjnocrosepenus Ne JI[-Ne(004387)-(PI'-RU)

WHdopMaliis 0 mpoH3BoaUTENE JTEKapCTBEHHOr0 NpenapaTa (Ha3BaHHs U ajipeca MPOU3BOACTBEHHbIX MIOMIAI0K,

Y4aCTBYHOILIHX B MPOLECCE NMPOHU3BOACTBA JIEKAPCTBECHHOIO npenapaTa)

Ne | Cragust nponsBoacTBa
(BCe YYACTHUKH
NPOU3BOJACTBEHHOI0
npouecca)

Ha3zBauue OpraHu3auHH

Azpec NpoH3BOACTBEHHOMH IIOIAAKH

1 [Tpou3BOACTBO rOTOBOMH
JeKapCTBEHHOH Hopmbl

Agapa Jluckare
dapmachiotukan Ceparces
C.n.A., Utanusa / Avara Liscate
Pharmaceutical Services S.p.A.,
Italy

Bua ®occe Apaeatune, 2, 20050 —
Jluckare (MH), Jluckare, Utanus / Via
Fosse Ardeatine, 2, 20050 — Liscate
(MI), Italy

(39

[TepBUyHas ynakoBKa

ABapa Jluckare
®apmacbioTukan Cepauces
C.n.A., Uranus / Avara Liscate
Pharmaceutical Services S.p.A.,
Italy

Bua ®occe Apaearune, 2, 20050 —
Jluckate (MHN), Jluckate, Utanus / Via
Fosse Ardeatine, 2, 20050 — Liscate
(MI), Italy

3 BropuuHas ynakoBka

Agapa Jluckare
dapmacstotukan Cepsuces
C.n.A., Mranus / Avara Liscate
Pharmaceutical Services S.p.A.,
Italy

Bua ®occe Appeatune, 2, 20050 —
Jluckare (MH), Jluckare, Utanus / Via
Fosse Ardeatine, 2, 20050 — Liscate
(MI), Italy

4 BropuuHas ynakoBka

AKLHOHEpHOE 001IECTBO
"OPTAT" (AO "OPTAT"),
Poccusi

157092, Koctpomckast 00u1.,
CycaHuHCKUH paifoH, c. CeBepHOE, MKP.
XapUTOHOBO

5 Beinyckarouuii
KOHTPOJIb KayecTBa

AXuMoHepHOe 0011eCTBO
"OPTAT" (AO "OPTAT"),
Poccus

157092, Koctpomckas o01.,
CycaHHHCKUH paiioH, ¢c. CeBepHOE, MKp.
XapHuTOHOBO

6 Beimyckatoiuii
KOHTpPOJIb KauecTBa

5060Bu C.PJ1., Utanus /
AbbVie S.R.L., Italy

C.P. 148, ITouTnHa 52 kM, CHK,
Kamnosepne n1u Anpuamna 04011 —
Anpunua (JIT), Mranus / S.R.148,

P%;zjga 52 km, snc, Campoverde di

“Apritia 04011 — Aprilia (LT), Italy
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