MHHUCTEPCTBO 3/APABOOXPAHEHM
POCCHUNCKOHM GEJAEPALINH

Pernct PAHOHHOC YIOCTOBEPDEHHUE
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(HOMEp PeriCTPaMOHHOTO yIOCTOBEPEHHS ISKapCTBEHHOTO Npernapara)
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B coorBeTcTBUH ¢ [IpaBHiaMu perucTpalyy ¥ SKCNEPTU3bI JISKAPCTBEHHBIX CPEICTB U1 MEUIMHCKOTO

NpUMEHEHUS, HACTOALICE PErUCTPALMOHHOC YA0CTOBECPCHNC BhIIAHO; H

HanMeHoBaHMeE AepiKaTest OO01IECTBO C OTPAHUYECHHOMN OTBETCTBEHHOCTBIO |
PErHcTPALHOHHOrO YIOCTOBEPEHHS: "966Bu" (OO0 "366Bu"), Poccuiickas Oenepauus

Anpec iepiKaTens perucTPalHOHHOTO 125196, r. Mocksa, yi1. JlecHas, A. 7, otax 4,
YJI0CTOBEpEeHHS: nomemenue 1

JlaTa perucrpauHH: 21.02.2025

JlaTa ucreyeHust cpoka AelicTBHS A
perucTpaunoHHOro YI0CTOBEPEHHS:

JdaTta noaTBep:KACHHs] perHCTPaLHH
(mepeperucrpanuu):

JaTa BHeceHHsI H3MEHEHHUIT 21.02.2025
(nepeoopmMiieHHs) B perucTpalHOHHOE
YAOCTOBEpEHHE:

JaTa perucrpauuu B pepepeHTHOM 21.02.2025
rocyaaperse:

Ha Teppmopnn.

'_wuu.(""ﬂ

Poccuiickoii @enepauyu

¥

(rocynapctBo — uneH EBpa3uiickoro 3KoHOMHYECKOr0 CO103a)

¥

WHdopmalus 0 3aperucTpUpoOBaHHOM JIEKapPCTBEHHOM Ipernapare

®
Toprosoe HaHMeHOBaHHE JIEKAPCTBEHHOI0 PanBik
npenapara:

LA A

Rl AL

MesxkayHapoaHOe HeNaTeHTOBAHHOE YnagauutuHu6
HanmeHoBaHue (MHH), uiau o6menpunsToe
(rpynnupoBoYHOe) HAaHMEHOBAHHUE, HJIH
XHMH4YeCcKOe HaHMeHOBaHHe AKTHBHOH
(apmaueBTHYeCKO CyOCTaHLIUH

(npu orcyreteuu MHH):

JlekapcTBeHHas ¢popma: TabJIETKH ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKACHHEM,
HOKPBITBIE TUNIEHOUHOH 000J04YKOH

Hdo3upoBka(-u): 15 mr

Ph-1d
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®opma(-bI) BEINYCKA: TaOJIETKH C MPOJIOHTUPOBAHHBIM BLICBOOOXKIEHUEM;:
MOKPBITHIE TNIEHOYHOH 000104K0OH, 15 Mr (GHHCTep)
X 4 (nayka KapTOHHas)

TaOJIETKHU C IPOJIOHTHPOBaHHBIM BLICBOGO)KneHMeM
NOKpBITBIE TFIEHOYHOM 00071049KOH, 15 M (dmaKOH),
30 x 1 (mayka kapTOHHast)

VYnakoska "in-bulk": :
TabNeTKH ¢ MPOJOHTHPOBAHHEIM HBICHYGooKACHHEM, | |
MOKPBITHIE TUIEHOTHOH 000104KO, 15 Mr (611140169}'}
AARAABN SRR AR NRARA LYYy (%) :‘.,X4(Ha'IKaKapTQHHaﬂ)

i1




CrpaHuua 2 perucTpaudoHHOrO YAOCTOBEpeHHs No

TabJIeTKH ¢ IPOJIOHTMPOBAHHBIM BBICBOOOKIEHHIEM,
MOKPBITHIE ILIIEHOYHOH 00017109K0i, 15 Mr ((akon),
30 x 1 (mayka KapTOHHas)

13 SAPO: IPaHyNAT ynaganuTuauba, 25 %:
ynagauuTuHuba reMuruzapar 15.4 mr (B mepecuete Ha
Oe3BoaHbI ynanauuTHHuo 15.0 Mr),
BCIIOMOTATENbHbIE BEIIECTBA (LIEILTION03a
MHKPOKPHCTAJIMYECKas1, runpomesuiosa 2208,

3550 mlla‘c), BcmoMoraTeabHbIe BEIIECTBa,
CMEIIMBAEMBIE C IPAHYNATOM (LIeJUTI0N03a
MHKPOKPHUCTAJUIMYECKAs, MAHHUTOJI, BUHHAs KUCIIOTA,
runpomenniosa 2208, 3550 mITa ¢, KpeMHHAS THOKCH
KOJUIOMIHBIH, MarHus CTeapar, IIeHOYHas 000J104YKa
IIeHOYHOe nokpeitue Onanpaii I mypnypHsiii
(Opadry® II Purple) [ONHBHHIIOBBIIH CITHPT,
Mmakporon 3350, Tanbk, TutaHa guokcun (E171),
xKenesa okcun yepHslit (E172), xenes3a okcuz
kpacHslii (E172)])

CocTaB JIeKapCTBEHHOTO npenapara;

14 2 roga (mpenapar B 6aucTepax)

Cpox ronHocTH:
3 roaa (npemnapar Bo (yiakoHax)

HH(I)OpMaLlI/DI O NPOU3BOAUTEJIE JIEKAPCTBEHHOI'O Mperapara (HazBaHUA U aJpeca Npou3BOACTBCHHBIX IUIOINA/I0K,

y4acTBYIOLIHX B NpoLiecce NPOU3BOICTBA JIEKAPCTBEHHOTO Mpenapara)

Ne | Cragusi npou3BoACTBa Ha3sBaHne opranu3zauuu Anpec MpOU3BOACTBEHHOM MIOIAAKH
(BCE yUaCTHHKH
TIPOU3BOACTBEHHOTO
npouecca)
1 IpousBoacTBO rOTOBOH 566Bu Alipmun HIIB.B., Manopxamunros Poyxn, Cnaitro, Mpnauaus /

JIEKapCTBEHHOI (hopMBbl

Hpnannus / AbbVie
Ireland NL B.V., Ireland

Manorhamilton koad, Sligo, Ireland

2 IlepBuyHas ynakoBka

266Bu Huk., CIIIA / AbbVie Inc.,
USA

1 H. Boxeran Poyz, Hopt Yukaro,
Hmanoiic 60064, CILIA / 1 N Waukegan
Rd, North Chicago, Illinois (IL) 60064, USA

3 IlepBuunas ynakoBka

5066Bu C.P.JI., Utanusa / AbbVie
S.R.L., Italy

C.P.148, ITontHHa kM. 52 C.H.K,
Kamnosepae au Anpunua, 04011 Anpunua
(JIT), Uranus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia 04011 — Aprila
(LT), Italy

4 BTopuyHas yrnakoBka

D06Bwu Huk., CILA / AbbVie Inc.,
USA

1 H. Bokeran Poyn, Hoprt Yukaro,
Hnmnoiic 60064, CIA / 1 N Waukegan
Rd, North Chicago, Illinois (IL) 60064, USA

5 BropuuHas ynakoska

266Bu C.P.JI1., Uranus / AbbVie
S.R.L., Italy

C.P.148, TITontrna kM. 52 C.H.K,
Kamnosepae au Anpununa, 04011 Anpunna
(JIT), Utanus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia 04011 — Aprila
(LT), Italy

6 Bropuynas ynakoka

Axuuoneproe O6uectso "OPTAT"
(AO "OPTAT"), Poccuiickas
Denepauus

157092, Kocrpomekas 06.1., CycaHuHCKHi
paiioH, ¢. CeBepHoe, MKp. XapUTOHOBO

7 Brinyckaiomuit KOHTpOJib
KayecTBa

20606Bu Huk., CIIA / AbbVie Inc.,
USA

1 H. Bokerau Poyn, Hopt Ynkaro,
Hnaunoiic 60064, CIIA / 1 N Waukegan
Rd, North Chicago, Hllinois (IL) 60064, USA

8 Brimyckaiomuit KOHTPOIIb
KayecTBa

D66Bu C.P.JI., Uranus / AbbVie
S.R.L., Italy

C.P.148, TlonTrHa KM. 52 C.H.K,
Kamnorepze nu Anpunua, 04011 Anpunua
(JIT), Uranus / S.R. 148 Pontina km. 52 snc
~ Campoverde di Aprilia 04011 — Aprila
(LT), Italy

9 Brinyckaonuit KOHTpoJIb
Ka4yecTBa

Axuuoneproe O6uiectso "OPTAT"
(AO "OPTAT"), Poccuiickas
Deneparyis

157092, Kocrpomckas 06:1., CycaHuHCKui

“paiion, ¢. CeBepHOe, MKp. XapHTOHOBO
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OG11ecTBO ¢ OrpaHUYEHHOMN
OTBETCTBEHHOCTHIO "D66BU"

125196, r. Mockga, yi. JlecHas, I.

MI/IHI/ICTEPCTBO 7, aTax 4, nomerenue 1

3APABOOXPAHEHMUSI
POCCHUCKOU ®EAEPALIUNA

PaxmanoBsckuif mep., 3, r. Mocksa, I'CII-4, 127994
Tes.: 628-44-53, dakc: 628-50-58

21.02.2025 No 25-6-4288137/Uam/P/H3M
Ha Ne oT

Penrenne o BHeCEHHH U3MEHEHHH B
AOKYMEHTBI PErHCTPAMOHHOIO 0CHE HA
JIEKAPCTBEHHBIHA Npenapar 1Jist
METHIMHCKOT0 IPHMEHEeHH s, COAepP KANHecs
B PErdcTPAllMOHHOM JI0ChHE HA
JIEKAPCTBEHHBIH Npenapar,
3aperuCTPHPOBAHHBIN B COOTBETCTBHH C
TpedoBanuamMu EBpasuiickoro
KOHOMHYECKOTO COI03a

B coorsercreuu ¢ mynkrom 153 IlpaBuii perucTpandu U SKCIEPTH3EL
JIEKapCTBEHHBIX CPEICTB JUI1 MEAMUIHHCKOrO IMPHUMEHEHHS, YTBEPKICHHBIX
Pemrennem Cosera EBpasuiickoit sxoHoMudeckoii komeccuu ot 03.11.2016 Ne
78, MuHHCTEPCTBOM 3apaBooxpanenus Poccuiickoit @enepalivy, Ha OCHOBaHUH
npencrasieHHoro 3asBiueHust Ne EASC 016278 ot 13.05.2024 (Bx. Ne 4288137
ot 13.05.2024) n 3axmouenus OI'BY «Hayunbiii HeHTp 3KCITEpTH3HI CPELCTB
MEIHIMHCKOro npuMeHeHus» ot 19.02.2025 Ne 4011 npunsaTo pemienme o
BHECEHHM U3MECHCHUH B IOKYMEHTEI, COAEPXKAIMECs B PETHCTPAIIMOHHOM JOCHE
Ha  JIEKapCTBEHHBIA  @pemapar  [Iusd  MEAHUMHCKOrO  IPHUMEHEHWS,
3apPETUCTPUPOBAHHBIL B COOTBETCTBHM C TpeGoBaHmsMu EBpasmiickoro
SKOHOMHYECKOTO COI03a:

Paussx®

(ToproBoe HauMMeHOBaHHE JIEKAPCTBEHHOTO CPE/ICTBA)

Vmananuruau6

(MeXnyHAPOIHOE HETTATEHTOBAHHOE, MM FPYTIHPOBOYHOE, HIH XHMHUYECKOE HAUMEHOBAHUE
JIEKAPCTBEHHOIO CPEJICTRA)

TabJIETKH C IPOIOHTMPOBAHHAIM BEICBOOOXKICHHEM, ITOKPHITHIE TUIEHOYHOM
000n04KoM, 15 Mr

(nexapcTBeHHas Gopma, 103MPOBKA)

JITT-Ne(008990)~(PT-RU) or 21.02.2025

(HOMEp PeruCTpaMOHHOTO YAOCTOBEPEHHS, 1aTa PErkCTPALIH)

266Bu C.P.JIL., Utanus




S.R. 148 Pontina km. 52 snc — Campoverde di Aprilia 04011 — Aprila (LT), Italy
266Bu Unk., CIITIA
1 N Waukegan Rd, North Chicago, Illinois (IL) 60064, USA
AxknuonepHoe O6miectso "OPTAT" (AO "OPTAT"), Poccuiickas Oeneparnms
157092, Koctpomckas 0611., CycaHuHcKui paiion, c. CeBepHoe, MKD.
XapuTOHOBO

(HaI/IMeHOBaHI/Ie H apec MeCTa OCYILIECTBIICHHUA l'IpOPI3BOI[CTBa)

B cooTrBercTBHH C IIPUHATBIM pPEUHICHUEM B PETUCTPALlIMOHHOE OOCKE
BHOCSTCS UBMEHECHUS.

Hupextop Jlenapramenra
peryJMpoBaHHUs 00paIleHuUs
JICKapCTBEHHBIX CPEJICTB H
MEIULUHCKUX HU30ETUN E.M. Acrtanenko

A.A. Tlonskosa
(495) 627-24-00 (4904)



