JIII-006460
(HOMEp pPerHCTPALMOHHOIO YAOCTOBEPEHHS TCKAPCTBEHHOTO Npenapara)

HanmeHoBanHe qepikaTens (B/1aaesbua)
PErRCTPALHOHHOIC YAOCTOBEDEHHS
JE€KAPCTBEHHOTO Npenapara

OBb1ecTB0 ¢ OrpaHHYeHHON OTBETCTBEHHOCTRIO
"266BH", Poccua

AlIpec MECTOMAXQMICHNA J€pRATE1A
(BAaje/ibIAa) PEFHCTPALIHOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Npenapara

125196, r. Mockea, yn. JlecHad, a. 7, atax 4,
moMelneHue 1

laTa rocynapcTeeHHOil perncTpaunt

JIEKAPCTBEHHOIO Npenapara 14.09.2020
Cpok peficTBHA perncTpauHOHHOFO

YAOCTOBEPEHHA JIEKAPCTBEHHOro npenapara 14.09.2025
JaTa BHeceHHsl H3MEHEHHIT B PErHCTPAUNCHHOE

YAOCTOBEPEHHE NEKADCTEEHHOFG Npenapara 72.12.2022

(naTa 3aMCHBI PCTHCTPARRHOHHOTO
YAOCTOBEPEHHA JAEKAPCTBEHHONO NPEAAPATA)

Hudopmauns o 3aperucTpypoBaHHOM NEKAPCTBEHHOM Mpenapare:

Topropoe HAHMEHOBAHNE Craitpuin
MexnyHapoAHOE HeNATEHTOBAHHOE, HAN
CPYNAHPOBOYHOE, HJIH XHMHYECKOe Pucankusymab

HAHMEHOBAHIIC

JlekaperseHHan gopma

PacTBOp 4714 NOJKOKHOIO BBEACHHA

Jozupoeka

75 Mr/0.83 mn

KadecTBeHHBIii cOCTAB H KOJIHYECTBEHHKLIH cOCTaR neﬁc‘rnyloluux BelUeCTE H KauecTBeHHBIH

COCTAB BCNOMOTATS/IBHLIX BCLIECTB

pucaHku3ymal 735.0 Mr, BcoMoraTenbHble BEWECTRa (CopOuTOoN, HATPHA CYKUHHAT FeKcarnapar,
SHTapHAasA KMCNoTa, nondcopdar 20, sona Ans HHLEKLUA)

Dopma BeInycka (nekapeTBeHHan dopma,
JO3HPOBKA, NEPBHYHAA YRAKOBKA, KOJHYECTRO
JeKapcTBeHHoii GOpMBI B IEPBHYHOH YNIAKOBKE,
KOJIH4YeCcTBO HepBHYHOI YIAKOBKU B
HOTPeOHTENbCKONH YNAKOBKE, KOMIIEKTHOCTD)

PacTeOp ANA NOAKOKHOrO BBEACHHA, 75 MIr/0.83 M
(unpuu) x 2+ (canderka, NpPONHTAHHAA
H3OMPONHIIOBLIM CITHPTOM) X 2 (Mauka KapTOHHAA);
PacTBOp JIA MOAKOKHOrO BBeACHHA, 75 Mr/0.83 Mn
(wmpuu) x 2 (navka kapToHHaA);

Vnaxoska “In bulk™ pacTeop AnA NORKOXKHOIO
BBeAEHHA, 75 Mr/0.83 mn (mnpum) x 2 + (canderka,
NpCNHMTaHHAA H3OMPOTIUIOBBIM CROMPTOM) X 2
{nauxa KapTOHHAR);

PacTBOP ANA NOAKOXKHOro BeeAeHUA, 75 Mr/0.83 mn
{wpuu) x 2 {nayxka KapToOHHanA)

PekBH3HTBI HOPMATHBHOH AOKYMEHTALMH

JIM-006460-221222

045232




Crpanuia 2 pervicTpauMosHoro yaoctoeeperus Ne JIIN-006460

Ipon3BoacTBEHHbIE AJIOIHAKKH, YYACTBYHILINE B NPoLecce NPON3BOACTEA JEKAPCTBEHHOTO
npenapara, ¢ yKalaHHeM cTafuii NPoHIBOACTEA, Ha3BaHMIT B GaKTHUECKHX alpecoB

MECTOHAXO0XKIACHNA

llpousgodcmeo zomoeoi 1exapemeennoi hopms

bephHrep Hrrenbxaiim ®apma Mmoo X u Ko KT,
lepniania/Boehringer Ingelheim Pharma GmbH &
Co.KG, Germany

Birkendorfer Str. 65, 88397 Biberach a.d.R., Germany

[lepenunas ynaxoera

BepuHrep Wnrensxaiin ®apma PMEX 1 Ko KT,
Cepmanus/Boehringer Ingelheim Pharma GmbH &
Co.KG, Germany

Birkendorfer Str. 63, 88397 Biberach a.d.R., Germany

Bmopuunan/nompebumeabekan YHaKoeka

AxunonepHoe obwectso "OPTAT"
(AO "OPTAT"), Poccus

157092, KoctpomMckaa ofa., CycaHuHCK#HA pafiod, ¢.

CesepHoe, MKp. XapHTOHOBO

Bmopusnas/nompebumenvcxan ynaxkoska

IBGGBH C.P.JL, Hranua/AbbVie S.R.L., ltaly

S.R. 148 Pontina 52 km s.n.c. - 04011 Campoverde di Aprilia (LT), ltaly

Hpowzeodumers (Bunyckawyiui Konmpote
Kkavecmaea)

AxuuoHepHoe obimecteo "OPTAT”
(AQ "OPTAT"}, Poccus

157092, KoctpomMekas obn., CycanuHckuil paitoH, c.

CenepHoe, mip. XapHTOHOBO

{Ipauzgodumens (Bunycraiolyuil KOHMpo.Te
xayecmesa)

D66Bui C.PJL., Utanua/AbbVie S.R.L., Italy

S.R. 148 Pontina 52 km s.n.c. - 04011 Campoverde di Aprilia (LT), Italy

3amecTurens Munncrpa

C.B. 'imarones

{moanyce}

M.IL




