MHHUCTEPCTBO 3APABOOXPAHEHHA
POCCHUHUCKOHW ®EJEPALIMH

PerucrpannoHHoe y10cToBepenne
ACKAPCTBEHHOTO Npenapgra tusg MATUHEKOT0 NPUVEH IS

(HOMep PerucTpaliOHHOTO YIOCTOBEPEHHS IeKapCTBEHHOIO MpenapaTa)

B cootsercTBuH ¢ [IpaBHIaMy PErHCTPALMH U SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB MUIS MeIFIHHCKOTO:
NPUMEHEHHA, HACTOALIEE PETUCTPALMOHHOC Y A0CTOBEPEHIS BhIAAHO, i

HauMeHOBAaHHE eprKaTes OG11ECTBO C OTPAHAYEHHO OTBETCTBEHHOCTHIO" |
PerucTPALMOHHOIO YA0CTOBEPEHHSI: "966Bu" (000 "266Bu"), Poccuiickas Denepauus

Alpec fepiKaTesisi PerucTPALHOHHOTO 125196, r. Mocksa, yin. JlecHas, 1. 7, atax 4,
Y/I0CTOBEPEHMSI: noMeinenne |

Jarta perucrpaunu: 21.02.2025

JaTta ucTeveHust CPoKa AeiicTBHSA
perHcTpauHoOHHOrO yI0CTOBEPEHHA:

Jara noaTBep/KACHHA PErHCTPaLHH
(nepeperucrpanun):

FEYRA O YT

JlaTa BHeceHHsI H3MeHEeHHUii 21.02.2025
(nepeoopmiieHHsT) B perMCTPAaLIHOHHOE
yA0CTOBEpEHHE:

AL AN

Jata perucrpauun B pedepeHTHOM 21.02.2025
rocyaapcrse:

1 TIOATBEPIK/IAET, YTO IEKAPCTBEHHbIH NPENAPAT 3aPErUCTPUPOBAH M PA3PELLIEH K MEIMIMHCKOMY [PUMEHEHUHD |\ «
Ha TEPPUTOPHH:

Poccuiickoii @enepaunu

(h ]

(rocynapctBo — 4neH EBpa3uiickoro 3kOHOMMYECKOro COK03a)

Hudopmalps o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpernapare

®
Toprosoe HaHMeHOBaHHE JIEKaPCTBEHHOI' 0 Pangak
npenapara:

AV ey

il

MexayHapoaHoOe HeaTeHTOBAHHOE VnagaunTHHHO
HanmeHoBaHue (MHH), niu o6menpunstoe
(rpynnHpoBoYHOE) HAHMEHOBaHHe, HIIH
XHMHYECKOe HAHMEHOBAHHE AKTHBHOMH
(hapmaneBTHYECKOIT CyOCTAHIHH

(mpu orcyrerBun MHH):

ARSI

¥

JlekapeTBeHHas opma: TabJIeTKH C MPOJIOHTHPOBAHHBIM BLICBOOOXKACHHEM,
HOKPBIThIE TUIEHOYHOH 000104 KO

Jo3nporka(-n): 15 mMr

®opma(-b1) BBITYCKA: TaGJIeTKH C NPOTIOHrHPOBAHHBIM BBICBOGOKICHHEM;
MOKPBITHIE TIIEHOUHOM 060710uKol, 15 Mr (61ucTep)
x 4 (mavka KapTOHHas) =]
Ta6JETKH C MPOJOHTHPOBAHHBIM BbICBOOOXKICHHEM,
NOKPbITIC MJICHOYHOM 0007104YKO#, 15 Mr (d)naKOH),
30 x 1 (mayka KapToOHHas)

VnakoBka "in-bulk":

TaGIIeTKH C NPOJIOHIMPOBAHHBIM HBICHYBOKEEHMEM,
HOKPbITbIE [UIEHOYHOM 000/104KOiA, 15 Mr (GHMCTep) 2ines

| X 4 (mavKa KapTOHH aa)m_.-.v




TabJIETKH ¢ IPOJIOHTHPOBAHHBIM BBICBOOOIKICHHEM,
MOKPBITBIE NIICHOYHOIT 006009K0H, 15 Mr (dakon),
30 x 1 (mayka KapToHHasA)

13 | Cocras JexapeTBeHHOro npenapara: AApPO: FPAHYJAT ynajanuTHHAGa, 25 %:
ynagauuTuHuOa remuruapar 15.4 Mr (B nepecuere Ha

Oe3BoaHBIH ynagauuTHHUO 15.0 mr),
BCIIOMOTAaTElbHbIC BEIIECTBA (LI,EJ'IJ'I.K)JIOB'd
MHKPOKpPUCTAIIMYECKast, runpomestosa 2208,

3550 mlla‘c), BcmomorartensHbie BEECTBA,
CMEIIHMBAaEMble C FPAHYJIATOM (LeJUTHo03a
MHUKPOKPUCTA/IUYECKAS, MAHHUTOJ, BHHHAS KUCIIOTA,
runpomeriosa 2208, 3550 mITa ¢, KpeMHHS THOKCHI
KOJUIOMAHBIH, MarHus creapar, ImieHoYHas 000109Ka
mIeHo4Hoe nokpeitae Onanpaii Il mypmypHbIit
(Opadry® II Purple) [MOMHBHHAIOBBII CIIHPT,
Makporoa 3350, Tansk, Tutana guokeun (E171),
kenesa okeun yepHsiit (E172), xenesa okcun
kpacubiii (E172)])

14 | Cpox roanocru: 2 rona (mpemapar B GiucTepax)
3 roza (npemapat BO (hJJaKoHax)

Hudopmaiiis o Tpou3BoauTe e JIEKapPCTBEHHOTO Npenapara (Ha3BaHHs U aJpeca MpOU3BOACTBEHHBIX IIOMAA0K,
YYACTBYIOIIMX B [POLIECCE NPOM3BOCTBA IEKAPCTBEHHOTO Npenapara)

Ne | Cragus npou3BoacTBa Ha3zBanue oprannzanuu Afnpec NpoH3BOACTBEHHOH MI0WALKH
(BCe y9acTHUKH
NPOH3BOJCTBEHHOr0
npouecca)
1 [Ipon3BoacTBO roTOBOH 366Bu Alipmux HIIB.B., Manopxamuirron Poya, Craiiro, Upnaumus /
JIEKAPCTBEHHOH (JOPMBI HWpnanaug / AbbVie Manorhamilton koad, Sligo, Ireland
Ireland NL B.V., Ireland
2 [TepBuunas ynakoBka D066Bu Huk., CILIA / AbbVie Inc., 1 H. Boxeran Poyzn, Hopt Yuxkaro,
USA Hanunoiic 60064, CIIA / 1 N Waukegan
Rd, North Chicago, Illinois (IL) 60064, USA
3 IlepBryHas ynakoBka 206Bu C.P.JI., Uranus / AbbVie C.P.148, [lonTtHHa kM. 52 c.H.K,
S.R.L., Italy Kamnosepae nu Anpunna, 04011 Anpunua

(JIT), Uranus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia 04011 — Aprila

(LT), Italy
4 BTopuyHas ynaxoBka 260Bu Uuk., CILIA / AbbVie Inc., 1 H. Bokeran Poya, Hopr Yukaro,
USA Hnaunotic 60064, CILIA / 1 N Waukegan
Rd, North Chicago, [llinois (IL) 60064, USA
] BropuuHas ynakoska 266Bu C.P.J1., Uranms / AbbVie C.P.148, Iouruua kM. 52 C.H.K,
S.R.L., Italy Kamnosepae au Anpuina, 04011 Anprsnua

(JIT), Mranus / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia 04011 — Aprila

(LT), Italy
6 Bropu4nas ynakoska AxunonepHoe Obuecrso "OPTAT" 157092, Koctpomckas 06:1., Cycanunckmii
(AO "OPTAT"), Poccuiickas paiion, ¢. CeBepHoe, MKP. XapHTOHOBO
Oenepauns
7 Brinmyckaiommuit KOHTpO!1h 966Bu Huk., CILIA / AbbVie Inc., 1 H. Bokerau Poyn, Hopr Yukaro,
KauecTBa USA Hanunoiic 60064, CHIA / 1 N Waukegan
Rd, North Chicago, Hlinois (IL) 60064, USA
8 Beimyckalowuit KOHTpOIb D66Bu C.P.JL, Uramus / AbbVie C.P.148, IlonTHHa KM. 52 C.H.K,
KayecTBa S.R.L., Italy Kamnosepne a1 Anpunua, 04011 Anpuanua
(JIT), Uraana / S.R. 148 Pontina km. 52 snc
— Campoverde di Aprilia 04011 — Aprila
(LT), Italy
9 Brinyckaioniuii KOHTpoIIs Axuuoneproe Obuiecto "OPTAT" 157092, Kocrpomckas 001., CycaHUHCKHH
KayecTBa (AO "OPTAT"), Poccuitckan .o ==paiion, ¢. CeBepHOE, MKp. XapHTOHOBO
Denepauyis RS

3amecruTeas> Munucrpa

(noamuce)




