HEPHKABHA CIIYKBA 3 JIIKA?CBKHXBACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCBHKINA OBJIACTI
HpOCHerT Banepis JIoGaEoscskoro, 51, w. Kuip, 03110, re/darc: (044) 363-06-50
E-mail: dls ko@dis:gov.ua, Kog €JIPIIOV 37078774

BUCHOBOK.
PO AKICTH BBe3eHOro B YKpalny Jikapeskoro 3acoby

07.04.2023 Ne 14299/23/10

APAMIIEKC

) {HaliMERYBANNS THEKSPCRKOrD 32006y 3riH0 3 peccTpaniingm ﬁocaimegﬂs{r&)
TaBIeTKH, BRPUTI HIIBKOBGIO oboxonkoio, oo 1 mr; no 14 Tadiaerox y Oaicrepi; no 2 Guicrepu
¥ KapTouHiil Kopobui

(dropma BHIYCKY, JO3YBAHEN, BHI HaKyBAHHA HRAPCHKOTO 38006y}

Hewep peectpaniitioro moceimuenns UA/2417/01/01 Crpox Al peecTpanibiuoro nocsizvernns 01.01.2099

Cepin nikapesxoro sacoby Ne RX478 Kinvkicts Besenoro nikapeskors sacoby 90
‘Bupobamme Acrpa3enexa IOK diviten, Benmuxa bpurraznis .
(FralvenyBaHTT BUpoOHHKa HKAPCBKOrD 2ac06y, Kpaina noxomxen s}
Beeseno p Vipainy Crineue yRpaiHcEKO-€CTORCHKE MANPHEMCTBO y-thopmi ToBapucrea
) 3 00MEeREeROK BitnoBizaabHicTIO "Onriva-®apm, TTA", inenr. won:
21642228

(natvenysmuni Ta kop 33 €4PTIOY WprREYHol 0cotu abo rpiseuiile, M, To Garkxon dirmae]
0e60 - plunpuenis, T Micie npomABaHTE Ta peecTpauinii somep ofiikosol KapTru finaTkuzxa
nojarrie abo.cepis Ta Homep acuropTay

Nporexoi sisyaaunore xenrpeiite nin 29.03.2023 N 093971,

38 pesyITATENM  IEpIKABHOIG KOHTPOAI0  ACTAHOBICHO, 10 NiKAPCEKUH. 34616 Bpesens. & Vepaldy 3

JAOTPHUMAHHAM Binvor 3aX0H0MaECTHA MO0 3a0esTeIenHs SKOST] HkAPerEnX 1acoHin,

.  Ipwa TAJIAMAP

(rimmee) {initdamy 2 upisamine)




lepeknan 3 aurnidiceoi MOBH-Ha YKpaTHCBKY
Actpa3denera 0K Jlimiten -
‘Cimie Poan biznee Mapic: Mawkacding - Yemup © Benuka Gpuranin: SK10 2NA
Ten.: + 44 (0)°1625 582828 Marcc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTH®IKAT AHAJII3Y
APUMIIEKC 1 mr rabaerkn, Ne28
(BKPHTI M1IBKOBOKO 060I0HKOI0 TA0NETKH » AKTHBHICTL: 1 Mr)
14 Tadaerox y Gaicrepi, no 2 Gticrepa B KapTonHii Kopo6ui
AKTHEHA pedorHHA: anacTpazon 1 mr

Cepis RX478
Jata upobHUITEA 01 mororo 2021
Crpox npupaThocri 31 ciuna 2026
Homep ninensii Ha BEPOSHHIITRO 17901
Homep peectpaniitnoro nocsigueHsst UA/2417/01/01
BHIIPOLYBAHHS KPUTEPII IPHUAHATHOCTE PE3YJBTAT
Ounuc (BisyanbHii anaiz) - Kpyrni, 6ini, npoomykni Ttabnerku, BKpuTi ffiskoBoio Bizmosinae
obononkor, Tabnetku BUrpasiiopani
Cepenna Maca 07 - 107 mr 102 Mr
Pozunnenns (BEPX). IlopyHen BignosinatH BuMoraM Mapmaxomne! CILIA.. Binnosigae:
_ Q =80 % 3a 30 xBunyH.
Bwmict girouoi peuorniu (BEPX) 95 — 105 % Bin HOMIHANBHOTO BMiCTY 99%.
OnHopignicTs BMicTy (BEPX) IloBuHen sianosinatH Bumoram Mapmaxomei CIIIA ta Bignosijide
Cap. dapm.
Bumicr Bopu (Kynonomerpuanuii He &insbie 7,0 % m/m 5,1% m/m

THTpumMeTp Kapaa ®imepa)
Enenrudikanis (3a qjonomororo 1) TToBaHen BIAMOBIDATH 3ATREPAKEHOMY METOLY. ‘Biamoeinac

Kpaina noxomxenns: CLHIA o

Bupobuuk, sinnosinansauii 3a «in bulks: S
Acrpa3enexa Gapmacsiorukanc JII1, 587 Ona Bantumope Ilike, HeroApk, Jlenasape; CIITA,19702
FDA Homep nitensii Ha upobrunTro 2517100

BupoGuuk, Binnopinansamii 3a nakyBanus, KOHTPO/Is AIKOCTI Ta BHIYCK cepii: -
Actpa3eneka IOK Jlimiten, Cink Poax Bizuec Mapk, Maxxneding, Benuka bputanis, SK102NA .
MIA: UK MIA 17901

‘GMP Ne UK MIA 17901 Insp GMP/GDP/IMP 17901710117-0043

Kinskicrs cepii: 2160 yn

Hara sBunycry: 12 nucronana 2021
3akaovuHe NONOKEHH: _ _
Hanum miaTBepiukyto, WO BULIEBKA3aHA iIHQOPMAILL € AOCTOBIPHOW | niparuibHOW0. Hana cepis Gyna BHrOTORNSHA, BRAIGUAIOHH
YNAKOBKY/MaPKyBAHHA | KOHTPOIb IKOCT], B TOBHI# BiANOBiAHOCTI 3 BUMOraMK GMP NoRAIBHOrO PerynsSTopHOTO opraHy Ta
sriano crienmdikauiil pecctpattiiinoro nocke kpainu imnoprepa. Cepiiine BUPOGHHITRO TA [IPOTOKONK aHaNizy nepesipesi i
BCTAHOBMACHO, U0 BOHH BiAMOBinaroTe BuMoram GMP.

Hignucano fnipnue/
®in C.X: lesic  (Menemiep s sabesnevents axocti)
YHoBroBaxkeHa 0¢oba
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