JEPKABHA CJIVKBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIM OBJIACTI

rpoe. Cairnwanol Haail, 3, M. Kuis, 02099, ten/takc: (044} 363-06-50
E-mail: dls.ko@dis.gov.ua, Kog €4PIIOY 37078774

BHCHOBOK
Ipo AKICTh BBE3CHOI0 B Y KpPalHy JiKapCchKOro 3acoly

20.10.2023 Ne 51097/23/10

KCII'AYO IIPOJTORT

(HaliMCHYBAHHA JiKAPCEKOLe 3acoly rigHO 3 peecTpallifiHiM DOCRIZYCHHAM)
TabIeTky, BKPHETI mniskopoio 060x08K010, npoaoHrosaHol il mo 5/1000 mr; o 7 TaGnerox y

G.ricrepi; no 4 faicTepd y KapToHHii KopoOii

{dhopMa BHNYCKY, JOIYBAHKS, BRI MAKYBAHEA JiKApCLRoro 3acoby)

Homep peecrpauiiinoroe mocsiavenust UA/15984/01/01 crpok aii peectpauifizoro nocsinvenns 23,02,.2027

Cepis nikapesxoro 3acofy Ne TF0224 KimskicTs sreseroro mikapeskoro 3acofy 84(
BrpoGmik Actpadeneka Papmackroruxainc JII, CIIIA
{najintenyrakng BRpoOHKKA RiRapesroTo 33000y, Xpalkia NOXCIAEHHI)
Bae3eHo 8 Ypaiuy CrninsHe yKpaiHCBK0-€CTOHCHKE NIANPHEMCTBO Y OpPMi TOBAPHCTBA
3 o0MemeHoI0 BignosigaasuicTio " Onriva-Papm, ATA", ixenr. roa:
21642228

(nafimexysanis Ta Kox 3a CJAPIIOY opnananoi ocofist abo npissniie, iM's, o Garsxosi dizirmol
ocobu - nignpremid, ii Miclle MpOXKHBAHRA T2 peccTpauifiaii HoMep obnikopol KAPTKY NAATHIKA
TI0AATKIB 260 cepis Ta HOMep HaCTopTa)

IIpoToxon sizyannroro xourpomxe six 19.10.2023 N= 3282/2.

3a pelynETaTAMM AEPKABHOTC KOHIPOMN BCTAHOBNEHO, uI0 Jikapeskwii 3aci6 Beeseso B YipaiHy 3
JOTPHMAHHSIM BiMOr 3aKOHOR2BCTAA MIOAO 3abe3neterus sKOCT] MIKAPCbKAX 33¢06is.

_Ipuns TIATIAMAP




Nepeknaa 3 aHrniicbKOT MOBM Ha yKpalHCbKy

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East
Mount Vernon, IN 47620 US

CEPTH®IKAT AHAJII3Y

Omnuc npoaykry: Keirayo [Iposnonr, Tabnetku BKPUTI I17iBKOBOIO OOOJIOHKOIO NTPOJIOHTOBAHHOL Ml 110

> /1000 mr (4 baictepax7t Tabnerok) Yipaina

Kox SAP: 100003112
Homep cepii: TF0224

Omuc: Bix poxesoro no Temuo
TUTIBKOBOIO 0G0JIOHKOIO, 3 rpaBiroBanHsaM « 1071y 1 «

Aata Bupoounnrsa: 11 JIumnms, 2023
Tepmin npuaaruaocti: 30 Yepsus, 2026

~POXXE€BOI'0 KOJIBOPY,

ABOOITYKJ1a, OBAJIbHO! (POpMHU TabieTKa, BKpPUTA

5/1000» 3 oanoro 60Ky i mocka 3 inmoro 6oky.

AHani3 Onuc Cneundikanis PesynesTaru
95012271 [nenTrdikanin — a narsigJio3nny: Hac yrpumyBaHHS OCHOBHOrO MKy Ha Bianosinae
BEPX (OcHoBnmit) XpOMaTorpami 3pa3ka BiIOBigae gacy
YTPHMYBaHHIO OCHOBHOT'O IIiKY Ha
XpOMAaTOrpaMi CTaHAapTy.
95015162 InenTndixauin — Manaraignaosuny: 14- Criextp 3paska Bignosinae cnexkrpy Bianoigae
IITIIBB CTaHJIAPTY.
95012253 Inentndixania - Merdopminy: BEPX Hac yrpumyBaHHs OCHOBHOrO MiKy Ha Bignosinae
(OcHoBHHiH) XpoMaTorpami 3paska BiAmoBijgae gacy
YTPHMYBaHHIO OCHOBHOT'O ITiKYy Ha
XpoMarorpami CcTaHaapry.
95015162 Inentndikanin - Merdopminy: [4- Criektp 3paska Bianosigae cnexrpy Bignosinae
IITIBB CTAaHIAPTY .
95012271 Kinekicne Bn3navennn 90.0 - 110.0 % Bix 3asBneHoi 98.9 %
- Tanargaignaosuny - BEPX KUTBKOCT
95012253 KinbkicHe BH3HaYeHHA 90.0 — 110.0 % Bix 3asBrenOl 100.9 %
- Merdopminy - BEPX KUIBKOCTI
95012253 omimku/IIpoayxTu posknany — Metdopminy - BEPX
InpuBigyanoui <0.1% <0.1%
Hecnenudikosani
AOMIIKH
3aransHa cyma aomiwok <05% <0.1%
356X/ Onnopinnicrs 1030BaHEX 0AHHUIE IToBunen BignoBizat Biamosinae
95012271 Hdanarniguiosuny rapMOHI30BAHNM (hapMaKOTICHHNM BHMOraM
356X/ Onnopignicrs f030BaHuX oAMHMID [ToBuneH BianoBinaTu Bigmosigae
95012253 Merdopminy rapMOHI30BaHHUM (hapMaKOTIEMHIM BUMOraM
95012246 Po3unnennsn Janaraigosuny - BEPX >80 % (Q) uepes 30 xprimH 96 %
95012246 Pozunnennn Merdopminy - BEPX 2 20% ta <40 % uepes 1 roauny 28 %
>45% Tta<65 % uepe3 3 roguHU 56 %
> 85 % uepes 10 ronuu 95 %
003J) BmicT Boau <54% 1.6%
250367/5450A | 3araneue wneso aepoOHux <1000 KYO/r <5 KYO/r
MiKpoopranizmis
3arasbHe YN0 APIKAKOBHX Ta <100 KYO/r <5 KYO/r
njliceHeBHX rpubis
Escherichia Coli lloBunen OyTu BincyTnii B 1 rpami BincyTwiit

[AaTa Bumyexy cepii: 16 Ceprniasi 2023

HaHuM MiATBEPIKYETHCA, 1110 BULIE 3a3HAYEHA iHpOopMauis € 1OCTOB]
BHIOTOBJICHA, BKJIIOYAIOYM TaKy BAHHA/MAPKYBaHHSA T4 KOHT
TIOBHIH BiANOBIAHOCTI 10 BUMOr GMP MicueBoro Perysato
iMropryiovoi kpainu. Cepiline BApOGHUITRO Ta MPOTOKOJIH aHalli3y MepeBipeHo Ta BC

BIANOBiNarOTh BUMoramM GMP.

Bumnyck cxsaneHo:

Ceprudikar nepenisinyTo:

(nionuc)

(nionuc) _Jlata: 16 Cepmas 2023

Keiini CriseHcoH — [0/I0BHUI] CHELiaNiCT 3 IKOCTI

17.08.2023

PHOIO i NpaBHILHO0. [laHa cepis Gyia
POJIb AKOCTI, HA 3a3HAYEHOMY BUPQDHrestaiNITHLI y

PHOTO OpraHy Ta cnenuikauipgR&N'Dall H :
L




Mepeknan 3 aHrniNCbKOT MOBM Ha YKPaTHCLKY

AstraZeneca &

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East
Mount Vernon, IN 47620 US

Hexaapauis BUpoGHHYOT QinbHULI

[Ipoaykr: Kcirayo [posoHr, TabneTku BKPUTI IUTiIBKOBOK 060JI0HKO0 IIPOJIOHrOBAHHOI il
1o 5/1000 mr

Jlixapceka ¢opma: TaOJIETKH BKPHTI IITIBKOBOK 060J10HKOK0 5 /1000 Mr

YnakoBka: [To 7 Tabnetok B GuicTepi; mo 4 Gricrepa B kapToHHil Kopobui 3 MapKyBaHHIM
YKpPalHChKOIO

AKTHBHICTE: Hanarmigosus nponangion 6,15 Mr, 1110 eKBiBaNEHTHO AamarTiduiosuHy 5 mr i
MeTgopmina rinpoxnopuny 1005.04 mr

AKTHBHA pPEYOBHHA:: 5 Mr aanariignosus/1000 mr Merdopmina rigpoxnopuaa

Cepis: TF0224

Kox SAP: 100003112

Kpaina-imnoprep: Ykpaina

Kpaina BupoOHuLTBRA: CIIA

KpaiHa moxomxeHHSs: CIIA

PeecTpauifine nocsziyeHHs: UA/15984/01/01

Bupobnuirreo in-6ank: Actpa3eneka ®apmacsrotukanc JII1
4601 Xaiiyeii 62 Ict, Mayut Bepron, IN, 47620, CILIA
GMP: 938368834

InenTndikanidinuii HoMep mignmpueMcTBa: 1825662

BHpobHHUTBO, ynakoBKa Ta BHITyCK cepil: Actpa3eneka ®apmacerotukanc JII1
4601 Xaityei 62 Ict, MayuT Bepnow, IN, 47620, CILIA
GMP: 938368834

Inentudikanitinuit Homep mignpuemcTsa: 1825662
Kinekicts cepii: 18 237 ym.

JlaHMM NiATBEPIKYETHCS, IO BUIIE 3a3HAYEHA IH(pOpMaLlis € JOCTOBIPHOO i MPaBHUIBLHOW. JlaHa cepis Oyna
BHI'OTOBJICHA, BKJIIO1AI01H NaKy BAHHA/MAPKYBAHHS Ta KOHTPOJIb IKOCTi, Ha 333Ha4Y€HOMY BHPOOHMYOMY AUIAHLI Yy
IOBHiH BiMOBigHOCTI 10 BUMor GMP Micuesoro PerynaTopHoro oprany ta cneuudikauiii peecTpauiiiHoro crinonTea

IMIOPTyr0Yoi Kpaitu. CepiiiHe BUPOGHUIITBO Ta IPOTOKOJTH aHaNI3y TEPEeBiPEHO Ta BCTAHOBJIEHO, 10 BOHH
BiOBinar0TE BUMoram GMP,

Bunyck cxsaneno: (nionuc) 16 Cepnus 2023
Keiini Crisencon — IN'onoBHHI criemiaicT 3 SKOCTi

Ceptudikar nepersnyTo: (nionuc) 17.08.2023




