: : -2 7.02'.202--3
ﬂ,a"ra H(:Te‘le!ﬂlﬂ cpmca neficTBus - 27.02.2028
perucrp&unonnoro  YAOCTOBEpeHHs: =

)laTa NOATBEPKICHHS PErHCTPALIHH
nepepe«ruchauun)

ar A BH@CEH]HI HJMBHEHHH

uepeo¢opmneuuﬂ) B PErHCTPALIHOHHOE
A0CTOBEpeHHe:

aTa perm:Tpauu.H B pecl:epeHTHOM = 2?.02.2023
o__ynapc'n;e. : '

;lTB_ pmnaeT tn'o JIEKAPCTBEHHBIH Npenapar 3aperucTpUpoBaH H pazpemeﬂ K Menuuuucxomy p
¢ HTome fiess

Poceuiickoit ®enepanun

(rocynap(:'rao uieH Eepazwuiickoro 3KOHOMﬂ'—IeCKOF0 cmosa)

HHd)opmalmﬂ o 3apernc7pnposaHHoM nexapc:TBeHHom npenapare

KOHLEHTPAT 15 NPHIOTORNEHH a

-KOHueHTpaT' ﬂ,ﬂﬂ p
150 mr/ma (dpnaxon) 2




13 CocTaB 1eKapcTBeHHOr0 Npenapara:

Crpanuua 2 - perucTpatoHHOro yaoctopeperus Ne JII-Ne(001857)-(PI-RU)

aHupponymad 150 Mr, Bcnomorare/bHbie BeIeCTBA
(L-rucTuanH, L-ructuanHa ruipoxaopuaa MOHOTHAPAT,
L-nu3uHa rHAPOXNOPHA, O, O-TPErano3bl AMrUAparT,
nonucopbat 80, Boa AJ1si HHbEKLIMH)

14 !Cp(m roOAHOCTH:

3 rona
LAY R BDE b g bty

Wudopmaist 0 Npon3BoauTeNe JIeKapCTBEHHOrO Npenapara (Ha3BaHHs M aapeca NPOU3BOACTBEHHBIX MIIOIAIOK,
YUACTBYIOLIMX B MPOLECCE MPOH3BOACTBA IEKAPCTBEHHOIO Npenapara)

Ne | Craauns npou3soacrea | HaspaHue oprasM3aunu Ajpec NpoOH3BOACTBEHHOH MIOIANKH
(BCe YYACTHHKH
NPOM3BOACTBEHHOIO
npouecca)
1 |Ipowussoacteo rotoeoii | Actpa3eHexa Heiimeren B.B., Jlarenannceser 78, 6545 CG, HelimereH,
nexapcrBenHoi Gopmel | Hunepnauabt / Huaepnanapl /
AstraZeneca Nijmegen B.V., Lagelandseweg 78, 6545 CG, Nijmegen,
Netherlands Netherlands
2 | llepBuuHas ynakoBka Actpa3eneka Hefimeren b.B., Jarenanaceser 78, 6545 CG, Heiimeren,
Hugepnanap / Hunepnawnns /
AstraZeneca Nijmegen B.V., Lagelandseweg 78, 6545 CG, Nijmegen,
Netherlands Netherlands
3 |BropuuHas ynakoBka Actpa3eneka AB, leeuus / ®opckaprartat 18, Conepranse, 151 36,
AstraZeneca AB, Sweden Iseuust /
Forskargatan 18, Sodertalje, 151 36,
Sweden
4 | Beinyckaloumii Actpa3eneka AB, llIBeuus / I"aptyHaBareH, Copepranbe, 151 85,
KOHTPOJb KauecTBa AstraZeneca AB, Sweden Ligenus /
Gartunavagen, Sodertalje, 151 85, Sweden

3amecturesa» MuHHCTpA

C.B. I'naroaes




