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MUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCUHCKOHN ®E/IEPALIN

PerucrpannoHtoe yiocToBepeHne
JEeKAPCTBEHHOTO Npenapara s MeIHIHHCKOTO IPUMEHEeH s

JIIT-003844 \
(HOMEp PerkCTPALMOHHOTO YI0CTOBEPEHHS JICKAPCTBEHHOTO Mipenapara)

HanmeHoBanue fepaxarens (Baajgebua)
PErncTPauHOHHOr0 YA0CTOBEpPEHUS
JIeKapcTBEHHOT0 Npenapara

Actpa3eneka IOK Jlumuten, Benukobpurauus
AstraZeneca UK Limited

Allpec MECTOHAXOKACHHS Nep:KaTens
(Bi1aienbLUA) perncTPaUHOHHOIO YIOCTOBEPEHHS
JEeKapCTBEHHOr0 Npenapara

1 Francis Crick Avenue, Cambridge Biomedical
Campus, Cambridge, United Kingdom CB02 0AA

JlaTa rocyaapcTBeHHOI perucTpauum
JIEKapCTBEHHOTO Nipenapara

19.09.2016

Cpok AeHeTBHS PerucTpaLHOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Npenapara

31.12.2025

Jata BHeceHHst H3IMeHeHHIi B perHcTpalHoOHHOe
YI0CTOBEPEHHE JIeKaPCTBEHHOr0 Mpenapara
(1aTa 3amMeHb] PErHCTPALHOHHOIO
YAOCTOBEPEHMS JIEKAPCTBEHHOIO Npenapara)

23.10.2023

HHdopmaums o 3aperncTpupoBaHHOM NeKapcTBEHHOM Npemnapare:

ToproBoe HaHMeHOBaHHe

Hyaxnup Jaxenyoiip

Memnyuaponuoe HENAaTeHTOBAHHOE, HJIH
rpynnupoBovYHoOe, HIIH XHMHYECKoe
HaHMCHOBaHHe

Aknuaunus dpomun+dopmoTeposn

JlekapcTeeHHas dopma

NOPOLIOK U1 MHTaNALKUIA 103MPOBaHHbIH

HosupoBka

340 mxr+11.8 Mxr/nosza

KayecTBeHHBI COCTAB M KOJIHYECTBEHHBII COCTAB ﬂeﬁc’rBleilll’lX BeLIeCTB H KaYecTBeHHbI

COCTAB BCNIOMOraTe/IbHbIX BEIIIeCTB

AKNMAMHEA SPOMHI MUKpOHHU3MpoBauHbtii 0.400 Mr (B pacueTe Ha aknuIuHuii 0.343 mr), dopmoTepona

(ymapata aurnapat MukpoHusMposadHstii 0.012 Mr, BcioMoraTebHble BelecTsa (makTo3b MOHOTHApPAT) | =

| ®opma Brinycka (ekaperBennan ¢opma,
MO3UPOBKA, MEPBHYHAS YIAKOBKA, KOJIHYECTBO
JieKapeTBeHHOH GopMBl B TepBHYHOI YNaKoBKe,
KOJIHYECTBO NePBHYHOI YIAKOBKH B
NOTPEOHTENLCKOH YNAKOBKE, KOMILUIEKTHOCTD)

MOPOWIOK U1 MHTaNAUMH 103MpoBaHHbIA, 340 MKr |
+ 11.8 mxr/nosa (uuranarop) 60 nos x 1 (nauxa
KapTOHHas)

PeKBH3MTHI HOPMaTHBHOI AI0KYMEHTAIINH

JIT1-003844-190916
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Crpanuua 2 perucrpauuonHoro yaoctopepenns Ne JII1-003844

[1pou3sBoACTBEHHBIE IIOMIAAKH, YIACTBYOLLHE B MPoLecce NPOH3BOACTBRA JIeKapCTBEHHOIO
fipenapara, ¢ yKazaHueM CTAAMII NPOH3BOJICTBA, HA3BAHUI H PAKTHYECKHX a/IpecoB

MECTOHAXOKACHHUH

{Ipouzgooumens (Bce cmaduu npousgodcmea) WHuanycrprac @apmaceytukac Aasmupanis C.A.,
Mcnanusa/Industrias Farmaceuticas Almirall SA,

Spain

Ctra. Nacional 11, km 593, 08740 Sant Andreu de la Barca, Barcelona, Spain
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