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MUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCUHCKOM ®EAEPALIUY

PerucrpalinioHHOE yI0CTOBEPeHHE
JEKAPCTBEHHOI0 Npenapara s MeIHINHCKOTO NPUMEHeHUSs

JITI-Ne(003380)-(PT'-RU)

(HOMEp PEruCTPALHOHHOTO YAOCTOBEPEHMSA TEKAPCTBEHHOTO IIpenapara)

B cootBercTBHH C HpammaMﬂ PErHCTPalHH H IKCTIEPTH3bI TEKAPCTBCHHBIX CPEACTB AJIA MEJ.'[HHHHCKOI‘&: I
NPHMEHEHHA, HACTOALLCE PErHCTPAlMOHHOE YIOCTOBEPCHHUE BbIAAHO. |

HanmeHnoBaHHe Jep:kaTeis Actpa3enexa Ab, lsenus /
PeTHCTPALHOHHOIO YA0CTOBEPEHH: AstraZeneca AB, Sweden

Ajnpec aepaaTe/is perucTpalMoOHHOTO SE-151 85 Cogepranse, lIBens /
YROCTOBEpeHuA: SE-151 85 Sodertalje, Sweden

Jara perucrpauun: 10.10.2023

JlaTa McTedyeHHs CPOKA AeHCTBHSA -
perucTpandoOHHOr0 YA0CTOBepeHHA:

Jata noATBepxKIeHHA perncTpauuu
(mepeperucTpanun):

JlaTa BHeceHHs H3MeHeHHU 10.10.2023
(nepeodopmiIeHHs) B perucTpalHOHHOE
YAOCTOBEpeHME:

Jara perncrpauns B pedpepeHTHOM 10.10.2023
rocyaaperse:

M TOATBEPIK/IAET, YTO JICKAPCTBEHHBII IpenapaTr 3aperuCTPUPOBaH M paspelleH K MEAUIMHCKOMY MPHMEHE
Ha TEPPUTOPHHU: :
Poccuiickoit Denepauuu

(rocypapcTso — wicH EBpasuiickoro 3KOHOMHYECKOTO €OI03a)

WubopMaums 0 3apericTPHPOBaHHOM JIEKAPCTBEHHOM Mpernapare

Toprosoe HaHMeHOBaHHe JIEKaPCTBEHHOTO Hexcuym®
npenapara:

MexayHapoaHoe HenaTeHTOBAHHOe JzoMenpason
Hanmenosanue (VIHH), niau obmenpuasaToe
(rpynnupoBoYHOE) HAHMEeHOBaHHe, HIH
XMMHYeCKOe HAHMEHOBAHHE AKTHBHOH
tapmaneBTHecKOH cyOCTAaHUHH

(npu orcyrerBun MHH):

JlekapcTreennas ¢gopma:
H rpaHyHbI A1 IPHTOTOBJICHHA CYCHEH3HH I npﬁﬁ

BHYTpb

Hosuposka(-u): 10 mr

@opma(-bI) BBITYCKA: IeJUIETHI, IOKPAITHIE KHIIEYHOPACTBOPHMOIE 06010 KO,
M IpaHyJIbl AJ11 OIPHTOTOBICHHA CYCIEH3HH U1 IPH "f a |
BHYTpb, 10 Mr (maket) 3042.7 mMr x 28 (mauxa xap'mb@

CocraB JeKapCcTBEHHOr0 Mpenapara: 330MeNpa3oi MarHui TpHruapat (9KBHBaIeHTHEIH 10

a3oMenpazona) 11.1 mr (B cocrase 3@
BCIIOMOTaTe/IbHEIE BEILECTBA (nemlegi[ gcp

e N R N R i e e n .




CrTpaHiiEa 2 PErHCTPELMOHHOTO YAOCTOBEpEHHA No JITI-Ne(003380)-(PT-RU)

caxapo3a, chepuuecKue rpaHysl (caxap, chepHUeCKHe
rpanysst) (pasmep 0.250-0.355 mMm), ranpoiosa,
THNPOMEIII03a, TPHITHILMTPAT, MarHusA CTeapar,
rnnepona Monocteapat 40-55, nommcop6ar 80],
rpaHynsl [JeKCTpo3a, KPOCHOBHAOH, KCAHTAHOBAA
KaMe/Ib, THIIPO/03a, IMMOHHas KHCIoTa Ge3BoaHad,
KpAacHTellh OKCHJ| JKeIe3a JkKeThli])

14 |[Cpok roaHoCTH: 3 rona

HudopManms o NPOM3BOATEIE IEKAPCTBEHHOTO NpenapaTa (Ha3BaHHs U aipeca NPOH3BOACTBCHHBIX ILTOLIAN0K,
YYACTBYIOUIMX B [POLECCE MPOH3BO/ICTBA EKAPCTBEHHOTO NPENapaTa)

Ne | Cranusa npoussojcrsa | Haspaune opranu3anuu Azpec 0poH3BOACTBEHHOI IIOMATKH
(BCE YHACTHHKH
NPOH3BOACTBEHHOr0
npouecca)
1 |ITpoussozcteo rotosoit | Actpa3eneka Ab, llIserus / [aprynasaren, 152 57 Conepraise,
nexapcTeenHoit Gopmer | AstraZeneca AB, Sweden Iserma / Gartunavagen, 152 57
Sodertalje, Sweden
2 |llepBH4Has ynakoBka Actpa3enexa AB, IlIseuns / Taprynasares, 152 57 Conepraise,
AstraZeneca AB, Sweden IIsenns / Gartunavagen, 152 57
Sodertalje, Sweden
3 |BropuuHas ynakoBka Acrpa3enexa AB, Illseuns / I'aprynasareH, 152 57 Coaepranse,
AstraZeneca AB, Sweden IlIeuns / Gartunavagen, 152 57
Sodertalje, Sweden
4 |Brimyckaromui Actpa3eneka AB, lIsewmns / laprynagares, 152 57 Coaepranse,
KOHTpPOIIb KayecTBa AstraZeneca AB, Sweden HIserus / Gartunavagen, 152 57

Sodertalje, Sweden

/

IlepBoiii 3amecTuTeNb MHHHCTPA r/ B.C. ®uceHKo
(noanucs)
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