JEPKABHA CIAVYXBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKII OBJIACTI

fipoB. Caitaugnol Hayii, 3, M.Kurie, 02099, ten/daxc: (044) 576-40-41
E-mail: dls kot@dls.gov.ua, Kog €JTPIIOY 37078774

BHCHOBOK
Mpo SKICTH BRE3EHOTo B YKpaiuy nikapchKoro 3acoby

02.01.2025 Ne 70234/25/10

BETAJIOK 30K
(uafiMenypannd Aixaperkoro sacofy 3rinxe 3 peecTpauifiviyM HocsiTueRHAM)
Tabaern, BRPUTI 11iBKOBOI0 06010HKOI0, 3 YIOBINKLHENHM BHBiALIeHHM 10 50 Mr, o 30

TaGaerok y duiakoni; mo 1 daaxony B kaprouniii Kopoui
{thopmMa BUNYCKY, HOIYBEHAA, BIA MAKYEALT mixapceroro 3acoby)

Houep peectpaniétaoro nocainsenns UA/3066/01/01 crpox aif peecrpauitinoro nocsizuenns 01,01.2099

Cepia nikapeskoro 3acoby Ne UEAD Kinnkicrs sBeseroro aikapeskoro sacoby 11352
Bupo6iuik Acrtpa3eneka AB, Lligenis
(naiimenynanng supobruKa TikapesKore aacofy, kpaita noxozKems)
Baesesno » Yipaiay Cnispne ykpaiHchKo-eCTOHCHKe IHANPHEMCTBO Y opai ToBapHCTBa
3 obMesrenoto BiamoBizamsuicTIo " OnriMa-Dapm, AT, izeor. wom:
21642228

{najfimenyranua Ta kog 3a CHPITOY wpnanysol ocobiut 160 mpizsHwe, iM'S, 0 GaTEROBL DiztrgHoT
ocobi1 - nianpHeaus, 1 Micue npositBanns Ta pecerpanitimii HoeMmep 00MIKOBOT KEPTKH NAATHIIRR
nozaTkiB afa cepis T Homep nacropTa)

HOpororoa sisyansiore xenrpoenio sia 01.01.2025 X 4217/2.

3a  pesynbTaTasit HEPKARHOCD KOHTPOMIO BCTAHOBASHO, WO Jkapchkuil 2aci6 BRe3cHO B Vipainy 3
AOTRHMAHHAM euor 3ax0HOJaRCTEA NI0AC 3a6e3neueHis SKOCT] AIKAPCEKIIX 3ac06is,

//g i CQ,;;/ Bixtop CTE®KIBCHKHH
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AstraZeneca &

Ilepexsan na 3 anraiiichkol Ha YKpaiHChKy MOBY

Actpadencka Ab

Acrpadeneka AB Ciien Onepeituiene

SE-151 85 Coaepran’e
[1IBewisn

Ten, +46 (0)8 553 260 00
Paxc +46 (N8 552 544 80

CEPTUDIKAT AHAJIIZY

BETAJIOK 30K

ARTHBIICTL: SO M1

Jlikapebka dopma: Tabnerkn, BrpuTi [UHBKOBOIO OBONOHKOIO, 3 YIOBUILHCHIM BUBIALHCHHAM
Yiaxoska: |x30 quiakon (no 30 tadnerox y pnaxoniz | paaxon 5 KapToHHiit Kopoditi)

Cepin:

Hara supoduuursa:
Tepwmin npuaatuocri:
Kpaina-imnoprep:

Cuenudikanin:
BHITPOBYBAHHS

Onne

Oanopixaicrs sach

Meronponos
cysnmnar (inenrudiranis)

MeTonpoios CYRiMHaT (BMicT)

Meronpoaos
cywRusuaT (BuBianuenns)

Jlianason, MIHIMaABLHC SHAMCHHS
Jlianazon, MaKCHMMILHE 3HAUCHHS
CepesiHe FHAUCHHS

Jianazon, MiRIMAnBLIE 3HAUCHS

UEAD
Kairenn- 2024
bepesenn- 2027
Yipaiua

CV.000-454-631.2.0
KPUTEPI IPHHHATHOCTI

Bisa abo maivke 6ina, Kpyrsi, ABOONYRIA,
BKPITA LHBKOBOI 0G0A0HKOI0 TaduieTka, 3
PHCROIO 113 0/ CTOPONT | FpaBiloBaHsM

My it cToponi.

Riznosiaae sumoras €sp, Gapy

[Mosnrnsua ixenmdikaitis
95 - 105 Y% sia 2aspieHol KUILKOCT

V docdarnomy Oydeptiomy posunii pH 6.8,
500 ar, 37 °C. npuian s posuineiig 2
(nowareniil) srinno Gapm. CHIAL 100
of./xn, Oniika Bizwnopiano 1o Gapa, CLUIA
«CrarTi PO NPONOHTOBAHE BHBLILHCHHS ~
SATQILHITT CTAAAPT 1O BHBILHCHIO
srouoT penonitny. TporectoBano 6

TabIe ok,

Micas | roguns ve Giabsle 25% sin
SAABACHOT KUILKOCTE

[Ticas | rojunn ne Gimuie 25% si
AAARACHOT KINLKOCT

[Ticas | rosuen ue Gizxslue 25% Bix
FAABICHOT KLIBKOCT

[Ticas 4 rozusm 20-50% Bz sasBneHol
KLIHKOCT

PE3YJAbTAT

Bianonizae

Bianosijae

[enurnnha

100 % sijl 3asieHOl
KIABKOCT

§ % iy aaspacHol kbskocti
13 % win saseacHol KinbKocyi
11 9% i 3aBACROT KUILKOCT]
26 % rizt sassiacHol KiapkoeTi
4
By e /6Ly

Ve (. e
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Ilepekimai na 3 anrnifichkol na yKpatHebLKy Moy

£} Actpadeneka Ab
AstraZzenec a(" 25" Acrpa3dencka Ab Criaen Onepeiituene
SE-151 85 Coacpran’c
LIBerisn

Ten. +46 ()R 553 260 G0
haxe +46 (0)8 552 544 80

CEPTUMIKAT AHAJI3Y
BETAJIOK 30K
ARrHBHicTB: 50 Mr
Jlikapeska (opya: TabneTrin, BRPUTI ILHBKOBOIO 0BONOHKOIO, 3 YHOBLILHCHHM BIHBIALHCHHAM
Yuaxoska: | x30 Quiakon (no 30 radnerox y duaxoni: | (pstakon 1 kaprouyiit kopoditi)

Cepin: UEAD
Jara supobuuursa: Kaireun- 2024
Tepmiu NPHAATROCTI: bepesenn- 2027
Kpaina-imnoprep: Vipaina
Creundikanis: CV.000-454-631.2.0
BHUITPOBYBAHHS KPUTEPIH NMPHAHATHOCTI PE3YIABTAT
JHanason, MEKCHMaJIBLHC BHAYCHHS Thicas 4 romm 20-30% Bii 3as8ICHOT 34 G i SOABACHOT KITBKOCT
KiApKOCTI
Cepeste anaueHig licas 4 ropom 20-30% iz sansicnol 31 G Bijt 3aABACHOT KUTLKOCTI
KinbKoOCT
Jlianazou, MIRIMAILHC 3HAMCHHS Micas € roznn 35-65% nij saspacHol A9 G wiz aasBacHOl KibEOCTI
KIILKOCTI
JHanason, MakCHMAIBHE SHAUCHHS TTicas 8 roiuts 35-65% i sanBsiacHOl 58 G pij sasBACHOT KLIBKOCT
KLpKOCTi
Cepestue snadenns ITicas 8 royutn 35-65% wij| sassacol 53 G pijt 3asBACHOT KINBKOCTI
®isrocT
Jlanaszon, MIHIMAILHC 3HAYCHHS Micsn 20 roaun He meame 80% six 87 % Bij 3assicnol KEIBKOCT]
FAABIEHOT KLABLKOCTT
JHanazon, MakCHMAILHC 3UAUCIus TTicas 20 roumi e meyue 80% sii 98 9% pin sassaenol KibKoeTi
SAABICHOT KIIBKOCT]
Cepeine 3Hagenns Micas 20 rous He Menwe 80% sia 92 % piz JAABACHOT KUILKOCTI

JARBICHOT KINBKOCT

Mirpodioaoriana vucrora Bizanosizae suaoranm €sp, bapy. Bianosizae

Crop. 2133



Ilepeknaz na 3 aHriiiicekol Ha yKpaichKy Moy

Acrpa3encka Ab

Actpadeneka Ab Crizen Onepeiimenc
SE-151 85 Coaepran’e

[linenis

AstraZeneca :

Ten. +46 (0)8 553 260 00
ake +46 (0)8 552 544 80

CEPTUDIKAT AHAJIIZY
BETAJIOK 30K
Axrusiicrs: 50 mr
Jikapeska gopma: Tabnersu, BKPHTL AIBKOBOIO OBGONOHKOIO, 3 YHOBIILHCHHM BUBLILHEHHAM
Yoarosra: 1%30 ¢puaxon (no 30 rabacrox y dnaxoni; | (pnaxon B Kaprouuiii kopodiLi)

Cepise UEAD

Jara supobunnraa: Knireus- 2024

Tepumin npnaarnocri: Bepesens- 2027

Kpaina-innoprep: Vrpaiua

Komeunrapi: AKrupua peaosuia: 47,5 Mr MCronpoaoy CyKUHHATY {expinanenTio 50 Mr

MCTOUPOIIONY TAPTPATY)

Kpaina noxokenns: Usciis

Pecerpauiiine noenijruenis: UA/3066/01/01

Bupofuuirso Tabdiaerox, KOHTponL SKOCTH, NAKYBAMI TA BUIYCK cepii:
Actpa3denexa Ab

Uepryuesercu

152 537 Conepran’c

Hsenin

Ceprudikar GMP Ne 5.9.1-2023-045385
Jlinensin ua supobumurso Ne SE-H-MIA-24-036232, SE-H-MIA-23-072770

JlaHuAM NATBEPLKYETHCS, HIO BHIICBKazana inopsalLis € socToBipHoio i Tounow. [lana cepis Gyna
BHpoBEHa, BKIKOMAIONH 1AKY BAHHS/MAPKY Bats i KOHTPOJIb AKOCT], B NOBHIH BiANOBIAHOCTI 3
mivorasis GMP, BCTAHOBACHIMH MICLCBIM PEryasTOPHUM OPraHOM, & TAKOXK ¥ BiANOBIANOCTI 31
cnctikanisMi, AKi MICTSTBCS B PeCCTpauiifioMy 0Che kpann-imnoprepa. Hporokosnn
BHPOGHULITEA, TAKYBANHS TA ananizis Oy HEPErASHYTI | BETANOBICHO BINOBLICTD BUMOraM GMP.

Kinnrices cepii: 19 152
PeceTpatiiine NoCBLTICHIS BAKINOMAC NOCTABKM 10 Y TOPHUHIL
Bunymeno: Hiua Jlywicrpys Yrosuosakena ocoba  (Iewarka)

19.07.2024  (ITionuc)
Viosrorakena ocoba 3riano simor Jipekrusn 2001/83/EC

Jara sunycky cepii: 16-Jlnus-2024

(EAeiTpoHIHil MU € I0PIAIING 0605 A3K0BIM eRBIBAICHYOM BAACHOPYIHOTO Hijumey)
Crop. 333



AstraZeneca AB
AstraZeneca AB Sweden Operations
AstraZeneca - SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Betaloc® Zoc
Strength: 50 mg
Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number: UEAD

Date of Manufacture: Apr-2024

Date of Expiry: Mar-2027

Importing Country: Ukraine

Specification: CV.000-454-631.2.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Appearance A white to off-white circular, biconvex, Complies

film-coated tablet with a score on one
side and engraving

i\ on the other side.
mQO
Uniformity of mass Meets the requirements in Ph Eur, Complies
Metoprolol succinate (identity) Positive identity Positive
Mstoprolol succinate {content) 95% to 105% of stated amount 100 % of stated amount

Metoprolol succinate (drug release)
Range, minimum value In phosphate buffer solution pH 6.8, 500 8 % of stated amount

mL, 37°C, USP dissolution apparatus 2 {
paddle) 100 rpm. Judgement according
to USP "Extended Release Articles -
General Drug Release Standard”. After 1
hour. Not more than 25% of stated
amount.

Range, maximum value Not more than 25% of stated amount. 13 % of stated amount

Page 1 of 4
Report, 2146620



AstraZensca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

AstraZeneca

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Betaloc® Zoc
Strength: 50 mg

Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number: UEAD
Date of Manufacture: Apr-2024
Date of Explry: Mar-2027
Importing Country: Ukraire
Specification: CV.000-454-631.2.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Average value Not more than 25% of stated amount. 11 % of stated amount

Range, minirmum value

Range, maximum value

After 4 hours. 20% to 50% of stated
amount

20% to 50% of stated amount

26

34

% of stated amount

% of slated amount

Average value 20% to 50% of stated amount 31 % of stated amount

Range, minimum value After 8 hours. 35% to 65% of stated 49 % of stated amount
amount

Range, maximum value 35% to 65% of stated amount 58 % of stated amount

Average value 35% to 65% of stated amount 53 % of stated amount

Range, minimum value After 20 hours. Not less than 80 % of 87 % of stated amount
stated amount.

Range, maximum value Not less than 80 % of stated amount. 98 % of stated amount

Average value Not less than 80 % of stated amount. 92 % of stated amount

Microbial Quality Meels the requirements in Ph Eur, Complies

Page 2 of 4

Report: 2146620
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AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

AstraZeneca .

Tel, +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Betaloc® Zoc
Strength: 50 mg
Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number: UeAD

Date of Manufacture: Apr-2024

Date of Explry: Mar-2027

Importing Country: Ukraine

Released by : Nina Lundstrdm Qualified Person
20240717

Qualified Person according to the requirements of Directive 2001/83/EC
Released On : 16-Jul-2024
(This electronic signature is the legally binding equivalent of a hand writien signature)

Page 4 of 4
Report; 2146620



AEPIKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCEKIH OBJIACTI

npos. Cairnyurol Hanii, 3, m.Knis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €[PIIOY 37078774

BHCHOBOK
PO SIKiCTh BBE3eHOT0 B YKpaiHy NMiKapcbKoro 3acody

17.03.2025 Ne 12178/25/10

BETAJIOK 30K
(maiiMenysarss nikapcokoro sacofy 3riaHO 3 peecTpalliitinim MOCRiTICHHAM)
T20A€TKH, BKPHUTI IIIBKOBOIO 060JIOHKOW, 3 YIOBINLUEHHM BHBLALHEHIIM no S0Mmr, no 30
Tadaerok y dulakoni; no 1 guiaxoHy B KaprouHiii kopo6ui
{dhopna BUNYCKY, AOIYRAMIA, BIA HAKYBAKHS JKAPCLKOTo 32600Y)

Honmep peccrpauiiinoro nocsizuenna UA/3066/01/01 crpox aii pecerpautitnoro rocsiadenas 01,01.2099

Cepis aikapeskoro sacoby Ne UEAR Kinskicrs sBeseroro aikapeskoro sacoby 1344

BupoGuik Actpa3enexa AB, IUseuis

(waiimenyrauHs BupofnuKa nikapcnkoroe sacofy, kpaiia noxoawena)

Baeseno B Yxpaiuy Crinpne ykpailucbKo-ecTOHEbKe MUANPHEMCTRO Y GOoPMi TOBAPHCTBA
3 o0MesRenolo Binmosinaasnicrio "Onrisma-Oapm, JITJ_{", imenT. xoa:
21642228

(naitmenysanis 1o xox 32 €IPIICY opianitoi ocobit abo npiseiwue, iM', no Gatskosi hisnyHol

0cofH - miAnpiieMna, i Micite NPOKIBANIS Ta peecTpaniiiHni HoMep 0GIikOROT KAPTRE NAATHIKA
moparkis 200 cepid Ta HOMEp MacnopTa).

IpeTexoa rizyanshoro korrpomo sin 13.03.2025 Na 0768/6.

32 pesyasraTaMp  JIEPAKABHOTO KOHTPOMIO BCTAHOBNEKO, IO WikapehKuil 3aci6  BBezeno B Yxpainy 3
AOTPHMAHHAM sesor 3aK0HOABCTEA MIOAO 3afe3Neyerils AKOCT Nikapeakux 3acobib.

Omsra EPBOMEHKO

{inttiany ta npiznrme)

(l'.l 2 i .'-_ e OI'

A kG RTpOIIC) (mignuc)




[Mepexnan Ha 3 aHrAiRCHKOT Ha YKpaiHCLKY MOBY

Actpa3eHexa Ab

AstraZeneca\ 4 Acrpa3enexa Ab Ceinen Onepeiiuienc
SE-151 85 Conepran’e

[Bewuis

Ten. +46 (0)8 553 260 00
Daxe +46 (0)8 552 544 80

CEPTHDIKAT AHAJII3Y
BETAJIOK 30K

AKTHBHIcTb: 50 mr
Jlikapceka dopma: Tabnerku, BKpUTI MITIBKOBOIO 0GONOHKOIO, 3 YTIOBIILHEHWM BUBITLHEHHM
Ynakoska: 1x30 dnakoH (o 30 Tabaerok y ¢guakoi; 1 dsakoH B KapTOHHIN Kopobiti)

Cepis: UEAR

Jara Bupo6HuuTBAa: TpaseHb- 2024

Tepmin npuaaTHocTi: Kgitenn- 2027

Kpatna-imnoprep: Ykpaina

Cneundgikauin: Doc ID-000993164 v.2.0
BUITPOBYBAHHSI KPUTEPIi MTPUAHSATHOCTI PE3YJILTAT
Onnce bina abo maitxe 6ina, kpyraa, iBoonykia, Binnosinae

BKPHTa IU1IBKOBOIO 000JI0HKOIO TadeTKa, 3
PHCKOIO Ha OJHIN CTOPOHI i rpaBiloBaHHAM
A

M0 ya inwiit cTopoui.

Onuopinnicts macu Bianosinae sumoram €sp. ®apm Bianogrinae

Meronposnon

cykunHar (inentTndiranis) [TosuTusna izenTndikaiis ITosnrusia

MeTonposos cykunHat (BMicT) 95 - 105 % Bin 3asBiicHOT KiNLKOCTI 99 % Bix 3assneHor
KinbKocrti

Meronposon Y docdaraomy Gyepuomy posuuui pH 6,8,

CYKUNHAT (BUBIIbHEHHS) 500 mn, 37 °C, npunaa ass posunHens 2

(nonaresuit) arigno ®apm. CILIA. 100
06./x8. Ouinka sianosinno go ®apm. CIIA
«Crarri npo nposoHroBANC BUBINLHCHHS ~
3arajibHHil CTaHAApT 110 BHBIILHEHHIO
aitouoi pewosuniy.lIporecrosano 6
Tabnerok.

Hianason, MiniManbue 3HaucHus [Micns 1 roguuu ne 6iasue 25% sin 10 % Bin 3asBaenol Kinbkocti
3a4BICHOT KIJILKOCTI

JlianazoH, MakcUMaJIbHE 3HAUEHHS [Ticns 1 roauuu ue Ginswe 25% Bin 12 % Bia 3asBiaenol KinbkocTi
3a1BACHOT KiNbKOCTI

Cepenne 3HaueHHA IMicnst | roauny ue Ginbine 25% Bix 11 % Bin 3asBaeHOT KiNbKOCTI
3a9BACHOT KiJILKOCTI

Jlianason, MiniManbHe 3HAUCHHS [Ticas 4 roaun 20-50% Bin 3assienor 29 % Bin 3asBicHOT KishKoCTi
KiIbKOCTI

Crop. 134

b aw VLG58 Ly TLO8 KT “/;;/
Hier

y



TNepekna Ha 3 aHrNIACHKOT HA YKPaTHCbKY MOBY

A Actpa3eHeka Ab
Astrazeneca’ é{’ Actpa3enexa AB Cainer Onepefiluenc
SE-151 85 Conepran’e
IlBeuis

Ten. +46 (0)8 553 260 00
Dakc +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y
BETAJIOK 30K

AxTHBHIiCTb: 50 Mr
Jlikapebka dopma: TaGeTku, BKPUTI M1iBKOBOKO 060IOHKOIO, 3 YTOBISIbHEHHM BUBINLHEHHAM
Ynawxoska: 1x30 dnakon (no 30 tabnerok y dnakoi; 1 Gnakon B kapTOHHH Kopobi)

Cepis: UEAR
Jara Bupobuuurea: Tpasenb- 2024
Tepmin npuaaTHOCTI: Kgirens- 2027
Kpaiua-imnoprep: Ykpaina
Creundixauis: Doc ID-000993164 v.2.0
BUITPOGYBAHHS1 KPUTEPIi MPUAHATHOCTI PE3VIJIbTAT
Jlianaszon, MaKCUMaNLHE 3HaUCHIs ITicns 4 roaun 20-50% Bia sassienof 34 % Bij 3a8BCHOT KiILKOCTI
KinbKocri
CepenHe 3HavueHHs Micns 4 ropun 20-50% Bin 3assnenol 31 % Bin 3assacnol KinbkocTi
KinbKocTi
[lianasowu, minimManble 3HaqenHs TTicas 8 ropauu 35-65% Bia 3aasnenof 50 % Bia 3aaBaeHol KinbKocTi
KinbKOCTI
Jlianason, MaKCUMaJILHE 3HAUCHUS Micns § roanu 35-65% Bia 3asBaeHol 55 % Bi 3a8BACHOT KILKOCTI
KIIbKOCTI
Cepeae snadcuns [Ticin 8 roaun 35-65% vig 3aspacnoi 52 % Bij 3asiBACHOT KiflLKOCTI
KijbKOCTI
Jlianason, MitiMaibLHE 3HadCcHud [Ticna 20 roaun ne menne 80% sin 88 % BiA 3aBJEHOT KifLKOCTI
3asgBaenol KisbKocti
Jlianason, MakCUMabHE 3HAYCHHS [Ticas 20 roaun xe meniue 80% sin 94 % Bia 3a9BREHOT KiNbKOCTI
3aaBAEHOT KiJIbKOCTE
CepejiHe 3Ha4eH s Micasa 20 roaun e menure 80% Bin 90 % Bin 3agBACHOT KiALKOCTI

3a8BIEHOT KILKOCTI

MikpoGiosoriuna uncrora Bianosizac sumoram €sp. ®apm. Bixnosinae

Crop.234



INepexnan Ha 3 aHrNIHCLKOL Ha YKpaiHCbKY MOBY

} Actpa3eneka Ab

Astrazeneca‘;z,{ Actpa3enexa AB Cainen Onepeiitienc
SE-151 85 Conepran’e

[LseLiis

Tesnt. +46 (0)8 553 260 00
Daxc +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y
BETAJIOK 30K

AKTHUBHicTB: 50 mr
Jlikapebka opma: Tabnetku, BKPUTI MITIBKOBOIO OGOIOHKOIO, 3 YTIOBINLHEHHM BHBIILHEHHSM
Ynakoska: 1x30 dnakon (o 30 Tabnerox y duiakoui; 1 duiakon B kapToHHiit kopo6ui)

Cepisi: UEAR
JaTa BupoGuuuTsa: Tpaseus- 2024
Tepmin npuaaTHocTi: KBiteHb- 2027
Kpaina-imnoprep: Ykpaina
Creundikauis; Doc ID-000993164 v.2.0
KomenTapi: AKTHBHA peqoBHHA: 47,5 M METONPOJIONY CYKLLMHATY (eKBiBaNEHTHO 50 Mr
METOIPOJIONY TapTpaTy)

Kpaiua noxomxennsi: LUseuis
Peectpauiiine nocsinuennsi: UA/3066/01/01

BupoGHruTBO, NAKYBAHHS, KOHTPOIIL IKOCTI Ta BUIYCK cepii roTosoro
JIiIKapcbKoro 3acoby:

Actpa3enexa AB

I'epryHeBeren

152 57 Conepran’e

Ulsewis

Ceptudikat GMP Ne SE-H-GMP-23-072770
Jliuensist Ha BupoGHHUTBO Ne SE-H-MIA-24-036232, SE-H-MIA-23-072770

JlaHuM niATBEpIKYETHCA, IO BHLUEBKa3aHa IHpOpMaLLis € KOCTOBIpHOIO | TouHOW. JlaHa cepist 6yna
BHPOOJIEHa, BKIIFOUAIOUM MaKyBaHHA/MapKyBaHHs | KOHTPOJb SKOCTI, B MOBHIMN BiANOBIAHOCTI 3
Bumoramu GMP, BCTaHOBNEHMMH MICLIEBHM PEryJIITOPHUM OPTaHOM, a TAKOXK Y BIAMOBIXHOCTI 3i
crnieundikauisMu, ki MiCTATLCA B peecTpaliifHoMy A0Che kpaiHH-iMnopTepa. [TpoTokosu
BUPOGHHUTBA, MaKyBaHHs Ta aHaJl3iB By/M NepernsHyTi i BCTAHOBNIGHO BiANoBiAHicTs BuMoram GMP,

Kinbkicts cepii: 14 016 yn.

PeecTpauiiine nocBifueHHs BUKIIIOYAE MOCTABKY 10 Y FOPLUMHH.

Bunyweno: Hina Jlynactpym YnoBHoBaxeHa ocoba
YnosHoBaxkeHa ocoba 3riaHo Bumor dupektusu 2001/83/EC
Jara Bunycky cepi: 21-2KopTHs-2024

(EnexTponnnit nianuc € 10puanyHo 060B’I3KOBUM EKBIBAJEHTOM BJIACHOPYUYHOTO MiANHCY)

Lleii foKkymMenT Gy/10 BUAAHO BPYUHY Ta 3aTBEPAKEHO B eJeKTPOHHOMY BHIISLTI Ci1y kG010
3abe3neyenns sikocti B CBinen Onepeitiune
Crop.334



[Mepeknaj Ha 3 aHMMIACbKOT HA YKPaiHChKY MOBY

3aTBep/KeHHs JOKYMEHTY

3arTBepasKeHHs 31 CTOPOHH AKOCTI

Cara Ponbepr
sava.ronnberg(astrazeneca.com
03-JTrotoro-2025 14:02:06 GMT+0000

Crop.434



AST-0168039 v1.0  Status: Approved Approved Date: 03 Feb 2025 Page | of 5

CoA 186754839 UEAR UA

AstraZeneca

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax. +46 (0)8 5652 544 80

CERTIFICATE OF ANALYSIS

Betaloc® Zoc
Strength: 50 mg

Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number

Date of Manufacture
Date of Expiry
Importing Country
Specification
TEST/PROCEDURE

Appearance

Uniformity of mass

Metoprolol succinate
(identity)

Metoprolol succinate
{content)

Metoprolol succinate (drug
release)

Range, minimum value

Range, maximum value

Average value

UEAR

May-2024

Apr-2027

Ukraine

Doc ID-000993164 v.2.0

ACCEPTANCE CRITERIA

A white to off-white circular, biconvex,

RESULT

Complies

film-coated tablet with a score on one

side and engraving

A

— on the other side.

mO

Meets the requirements in Ph Eur

Positive identity

95% to 105% of stated amount

In phosphate buffer solution pH 6.8, 500

Complies

Positive

99 % of stated amount

10 % of stated amount

mL, 37 °C, USP dissolution apparatus 2 (
paddle) 100 rpm. Judgement according

to USP "Extended Release Articles -

General Drug Release Standard" After 1

hour. Not more than 25% of stated
amount.

Not more than 25% of stated amount.

Not more than 25% of stated amount.

12 % of stated amount

11 % of stated amount

Check this is the latest version of the document before use.
Printed by Gabriel Aberg on 03 Feb 2025 02:50PM GMT+00:00
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AstraZeneca

CoA 186754839 UEAR UA

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE
Sweden

Tel. +46 (0)8 553 260 00
Fax. +46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Betaloc® Zoc
Strength: 50 mg

Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number

Date of Manufacture
Date of Expiry
Importing Country

Specification

Range, minimum value

Range, maximum value
Average value

Range, minimum value

Range, maximum value
Average value

Range, minimum value

Range, maximum value

Average value

Microbial quality

UEAR

May-2024

Apr-2027

Ukraine

Doc |D-000993164 v.2.0

After 4 hours. 20% to 50% of stated
amount.

20% to 50% of stated amount.
20% to 50% of stated amount.

After 8 hours. 35% to 65% of stated
amount.

35% to 65% of stated amount
35% to 65% of stated amount.

After 20 hours. Not less than 80 % of
stated amount.

Not less than 80 % of stated amount.
Not less than 80 % of stated amount.

Meets the requirements in Ph Eur

29 % of stated amount

34 % of stated amount
31 % of stated amount

50 % of stated amount

55 % of stated amount
52 % of stated amount

88 % of stated amount

94 % of stated amount
90 % of stated amount

Complies

Check this is the latest version of the document before use.
Printed by Gabriel Aberg on 03 Feb 2025 02:50PM GMT+00:00
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ASt ra Zen@(:a Sweden

CoA 186754839 UEAR UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Tel. +46 (0)8 553 260 00
Fax. +46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
Betaloc® Zoc
Strength: 50 mg

Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number

Date of Manufacture
Date of Expiry
Importing Country

Specification

Comments

UEAR

May-2024

Apr-2027

Ukraine

Doc ID-000993164 v.2.0

Active ingredient: 47.5 mg metoprolo! succinate
(equals to 50 mg metoprolol tartrate)

Country of Origin: Sweden
Registration Certificate: UA/3066/01/01

Manufacture, packaging, quality control and
release of the finished product:

AstraZeneca AB
Gartunavagen
152 57 Sodertalje
SWEDEN

GMP No: SE-H-GMP-23-072770
Manufacturing License No: SE-H-MIA-24-036232, SE-H-MIA-23-072770

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Ukraina: Batch Quantity: 14.016 EA

Marketing Authorisation excludes supply to market(s) Hungary

Check this is the latest version of the document before use.

Printed by Gabriel Aberg on 03 Feb 2025 02:50PM GMT+00:00
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca =

Tel. +46 (0)8 553 260 00
Fax. +46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
Betaloc® Zoc
Strength: 50 mg
Pharmaceutical Form: Tablets, film-coated controlled release
Pack Size: 1x30 Bottle (30 tablets in a bottle; 1 bottle in a carton box)

Batch Number UEAR

Date of Manufacture May-2024

Date of Expiry Apr-2027

Importing Country Ukraine

Specification Doc ID-000993164 v.2.0

Released by: Nina Lundstrém Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On: 21-Oct-2024

(This electronic signature is the legally binding equivalent of a hand written signature)

This document has been manually issued and electronically approved by QA at Sweden Operations

Check this is the latest version of the document before use.
Printed by Gabriel Aberg on 03 Feb 2025 02:50PM GMT+00:00
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Document Approvals

Quality Approval Saga Ronnberg
Saga.Ronnberg @astrazeneca.com

03-Feb-2025 14:02:06 GMT+0000

Check this is the latest version of the document before use.
Printed by Gabriel Aberg on 03 Feb 2025 02:50PM GMT+00:00
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