TIEPSKABHA CJIVKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCbKIN OBJIACTI

npo. Citnvunoi Hazii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOT0 B YKpaiHy TiKapcLKoro 3ac00y

30.12.2024 Ne 61529/24/10

HEKCIYM
(HaliMeHYBaHHS TIKapckKoro 3acoby 3rifHo 3 peecTpauifHIM MOCBIEHHsM)
TabJIeTKH, BKPUTI ILTIBKOBOIO 060JI0HKOI0, 110 20 MT; 110 7 Tabaerok y Osicrepi; no 2 Guicrepn
y KapToHHiii Kopolui
(popma BHIYCKY, JO3yBaHHsI, BUA NaKyBaHHs nikapckkoro 3acoby)

HoMep peecTpatifHOro MoCBileHH s UA/2534/02/01 ctpox aif peecrpauiittioro nocsinuenns 01.01 2099
Cepis nikapenkoro 3aco6y Ne ZFBB KinbkicTh BRE3EHOTO Nikapebkoro 3acoby 2835

Bupobuuk Actpa3eneka AB, llBeltis
(HaiiMeHyBaHHs BUPOOHHKA JiKapCBKOTO 3acoby, KpaiHa MOXOKEHHS)

Baeseno B Ypainy ToBapHcTBO 3 00MEAKEHOI0 BiINOBIXANLHICTIO "YHIBEPCAJIBHE
ATEHTCTBO "IIPO-®APMA", igent. xon: 34414427

(naliMeHyBanHs Ta ko 3a €APTIOY topuantHoi oco6u abo Tpi3BHILE, IM'A, 110 GaThKOBI (izHIHOT
0COGH - HiANpHEMILS, Tf Micle IPOXUBAHHA T4 peectpauiiiiuil HoMep 06nikoBOT KAPTKU IIATHIKA
ronarkis abo cepis Ta HoMep Tacnopra)

[poToKo Bi3yaJbHOro KONTPOJIO BiX 28.11.2024 N 3698/1.
JlaGopaTopHuii anani3 sKocTi nikapcskoro 3acoby 3nidCHEHWH:

JIIT "IlenTpansHa 1aGopaTopis 3 aHami3y AKOCTI JIIKApChKMX 3ac0o0iB | MEAHIHOT npoaykuii"
(m.Kuis, Byn. Kyapascexa 10r m.Kuis, Byn. Kynpssceka 8B Kuiscbka 06nacts, c. Hosi [letpisLi,

Byn. Isana ®panka, 19)
(nalimMeHyBaHHS T4 MICLE3HAXODKEHHS naGopatopil, 110 npoBena faboparopHui aHali3 IKOCTH)

BHCHOBOK OO SKOCTI JTiKapchKoro 3acoby, Bianuii naGopaTopieio Bil 10.12.2024 Ne 2454

PesynbTaTh 1a60paTopHOTO aHasTisy AKOCTi nikapchkoro 3acoby 3a epEeBiPCHUMH NOKA3HUKAMH BignoBizawTL
BUMOFaM METOJLiB KOHTPOJTIO AKOCTI (aHaNiTHIHO-HOPMATHBHOT JIOKYMEHTaLIT).

3a  pesynbTaTaMK  JIEPXKABHOTO  KOHTPOJIO  BCTAHOBJICHO, IO nikapchkmii  3aci6 BBE3eHO B VYkpainy 3

JOTPUMAHHSM BuMOr 3aKOHOAABCTBA 01O 3a6e3TeucH s AKOCTI JTiKapChKHX 3aC00iB.
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TMepexnal 3 anrmifickkol MOBH Ha YKPATHCLKY

CEPTH®IKAT AHAJII3Y

HEKCIYM
AKTHBHICTB: 20 MT

Actpa3cHexa Ab

Actpa3eneka AB Coifenr Onepeituicnc

SE-151 85 Copeprain’c
1Benis

Ten. +46 (0)8 553 260 00
®akc: +46 (0)8 552 544 80

Jlikapchka dopma: TabneTkH, BKPHT] MTIBKOBOIO 0G0IOHKOI0
Ynakoska: rio 7 Tabnerok y 6icrepi; no 2 6nicrepi y kapToHHiH Kopobui

Cepin: N

- JlaTa BUPOGHHIITBA:
Tepmin npuaaTHocti:
Kpaina-immoprep:

Cneumbilcéuin:
BHUITPOGYBAHH

Omuc

OnuopimnicTs MacH
InenTudixauis,
E3zoMenpasoiry
Inentudikanis, Maruiio

Bmict, Ezomenpasony

Pozuunennn, Ezomenpasony
MiniMaIbHE 3HAUEHHS

Po3uunenns, E3omenpasony
CepeliHe 3HAUENHA

ZFBB v
Ceprienn-2024
Jlunens-2027
Ykpaina

G1.000-126-325.3.0
KPUTEPII IPUUHATHOCTI

CBaiTio-porkeBa, OBaJIbHA, IBOOIIYKIIA, BKPUTA

PE3VJBLTAT

Binnosinae

[UIIBKOBOIO OGOMOHKOIO TabeTka 3 BinouTkoM 20

i ; A .
mG i3 0/iHOTO GOKY Ta gy, 3 iHIIOTO GOKY.

BizyannHii ormsan

Bianoginae sumoram €ap. apm.
Barosuit MeTon

[Mo3utHeHa inenTHdikauis
Pigynnna xpomarorpadis

MosuTieHa ixeHTHGIKaLis
ATOMHO-a6copOLiiHa CTIEKTPOMETPL

95-105% Bix 3a3HaYCHOT KUTbKOCTI TIPH BUITYCKY

Piguina xpoMatorpadis

Binnosinae Bumoram ®apm. CIHA 3a mpHHLKIOM
«PozuuHenns - J030BaHi GOPMH i3 YNOBITLHEHHM

Binrosigae
TTosutnBHA
Tlo3uTBHA

97 % Bix 3a3Havyenol
KiJTLKOCTI

87 % Bijl 3a3HaUEHOT
KiTBbKOCTI

BHBINLHEHHAM, Gydepra crafis». Y npunagi s
posumnenns 2 (momatesoi), 100 06./XB. 3rilHO
®apm. CIIIA. Uepes 30 XBHIMH HE MEHILIC 70 % (Q)

Bijl 3a3HaYCHOT KIILKOCTI.
Pipynna xpomarorpadis
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AstraZeneca £

Actpa3encka Ab

Tlepexitaz 3 aurmifickkol MOBH Ha YKPATHCBKY  Acrpa3encka AB Caisen Onepeiiniciic
b

SE-151 85 Copepran’e
[1IBeuin

Teun. +46 (0)8 553 260 00
daxc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJI3Y

HEKCIYM
AxTHRHiCTL: 20 MI

Jikapcnka dopma: TaGNCTKH, BKPHTI THIIBKOBOIO 060JIOHKOIO
VnakoBka: 110 7 Tabnerok y Giticrepi; no 2 6nicrepu y KapTomiii xopodui

Cepis:

JaTa supofnunrea;

Tepmiu npHaaTHOCTi:
" Kpaina-imuoprep:

Creundikanis:

BHUTIPOBYBAHHJI

Crnopinneni gomimgu

3arajania KUIBLKICTD
Criopinueni govinnic H 168/66
Cropinneni gomiuiku H 153/73

IHI0i AKBINYaTbH] AOMIIUKK

MikpoGionoriuna YHcToTa

ZIBB
Ceprienn-2024
Jhinens-2027
VYkpaiua

G1.000-126-325.3.0

KPATEPI (IPUITHSATHOCTT PE3YJILTAT
He Ginbnie nix 0.8 % y cymi <0.05 %
Pimuyua xpomarorpadis

He 6inbuie wix 0.3 % H 168/66. _ <0.05 %
Pimvrnia xpomatorpadis

He 6inpue nix 0.3 % H 153/73 <0.05 %
Pignuna xpomarorpadis

He 6inbiue Hix 0.2 % OyAb-AKHUX iHUIUX <0.05 %
IHAMBI Y aTbHUX

Pimgnuna xpomarorpadis

Bignosinac sumoram €p. Gapm. He TectyBanoch




//3 . e e Actpa3eneka AB p
Aglraz enecs X epeKial 3 aHrNiHcHKOl MOBU HA YKPAINCHKY chTpa3ex-icxf1 AB Caizeit Onepeitnenc
SE-151 85 Coneprain’c .
[senis ‘

Test. +46 (0)8 553 260 GO
daxc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y

HEKCIYM
AxrusHicry: 20 mr
Jikapebiza dopma: TabNeTKH, BKPITI TUIBKOBOK 000JI0HKOI0
Vrakogica: no 7 tabuerok y Grictepi; 1o 2 Giicrepy y KapTOHHiH Kopooui

Cepis: ZFBB
" JlaTa BUpOOHAUTBA:: * Cepiienp-2024
TepMin npuaaTHOCTI: JIunenn-2027
Kpaina-imoprep: VYkpaitia
KomenTapi: AKTHBHHI iHFPEXi€HT: €30MeNpasoly Mariilo TpHriapar, mwo

Bianosigae 20 Mr e3oMenpasony
Kpaina moxomkenns: [scuis
Pecctpauniiine nocsixenus: UA/2534/02/01

BuposunuTeo, KOUTPOIL IKOCTI, IIaKYBaHHS,
MapKyBaHlis/36epiranus Ta BHIIYCK cepii roToBoro AiKapcLKoro
3aco0y: , SR

Actpa3eneka Ab - - " : -

[epryHeseren,

152 57, Comeprai’e,

seuis

GMP: SE-H-GMP-23-072770
Jliuensis na pupoéuuntso Ne: SE-H-MIA-24-036232, SE-H-MIA-23-
072770 :

Hactynui Tecti e 6yau BuKonani s niei cepil
Inenudirauis, Tritamy piokcuny. Ilosurisha inerrrndikauis. AtTomHuo-abeopbuiina CTIEKTPOMETPIf.
[nentndikauis, bapsruk 3aniza okcuay. [osurisraa inentndirawis. Konboposa peaxiis.

Hacryrunii TecT ne 6yJio RITKOH AN, AKINO He MoKAaIAH0 BHllLe
Kucnorna pesucrenTHicTs, Edomenpasony. | : o
KHCIOTHY PESUCTENTIICTD (BMICT IHTaKTHOrO £30Menpasoiy) BUMIPIOIOTh Uepes 2 TONMHH BUTPIMYBATHA
npoayxty B 500 Mt 0,1 M consiiol KHCIOTH, pHAaz s pO3HHHEHHA 2 (nomatesuit), 100 06./xB 3rijio 3
dapm. CUIA. He menme 90 % Bia 3azHaueHol KiNbKOCTI €30METPa3oily, U0 3aTHIINBCA HE3MIHCHUM Y
IpaHysiax MpoxyKTy. . »

Pimana xpoMarorpadis.




ffx’ m e . . . AcTtpa3cHeka AB
AStraZeneca ,;,CJ epeKnajl 3 aHTVIIHCLKOT MOBU HA YKPAIHCBKY  Acrpa3encka AB Crinen Onepgnmcnc
SE-151 85 Conepran’e

HIpewis

Tes. +46 (0)8 553 260 00
dakc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y

HEKCIYM ' ) ’ o
Axruenicrs: 20 MT
Jlicapcbka dpopma: TabIeTKH, BKPHT] IU1iBKOBOIO 060N10HKO010
VYiakoeka; no 7 TabieTok y diictepi; mo 2 6nicTepn y KapToHHIH KopoGui

Cepis: ZFBB

Jara BupoOHuuTBA Cepriens-2024
Tepmin MpuxaTHOCTI::  Jlunens-2027
Kpaina-imnoprep: VYxpaina

JlaHnM TITBEPAXKYETLCS, U0 BUIIE 3a3HAuCHA indoparauis € nocmmpnoro i MPaBUIIEHOLO. Jlana cepis 6yna
BHTOTOBJIEHA, BKITIOUAIOUH nar<y13amm/map1<ynarnm Ta KOHTPONh AKOCTi Ha 3a3HavCHil BHpoOTIMUil JUTSTHIL, Y
rtoBHilt BigmosinHocTi no BUMMor GMP MicueBoro PeryisTopHOro opraHy Ta cneumbmaum peccrpaumuoro
cBiAOLTBA IMIOPTYHOHOL Kpamu Cepiitic BIPOOHHITBO, TAKYBaHHA Ta nporownn aHanisy IepeBipcHO Ta
BCTAHORJICHO, [0 ROHH BiANOBi a0 Th BiMoram GMP.

KinbkicTn cepii: 22 015 yn.

PeectpariiiiHe MOCBIAYCHHS BUKIIFOYAE NOCTABKH 110 Vropwnu, ClroBaqdynHH

Bunycxk expazieno:  Hapin Outamim Yriostiopaxkena ocoba

ViosHOBaXeHa ocoba srigro sumor Jupexrusu 2001/83/EC

Bunyck cepii: - - 04-Koprus-2024 - - - ’

Hen JOKYMEHT ﬁwlo BHAAHO BPYYHY Ta 3dTBprl)KCIlO B c.ucmpoxmomy lerﬂnmc 60 /6 2 p
sikocTi B Critenr Onepeitmmuic NV :



TTepexsal 3 auriiicsKol MOBH Ha YKPATHCLKY

3aTBEPKCHHS JIOKYMEIITY

3aTBEpAKEHHS 31 CTOPOHH AKOCTI Kamimna Crexn
camilla stahl{astrazeneca.col

09-)KosTHa-2024 12:59:37 GMT+0000
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AstraZeneca" “

CoA 182001439 ZFBB 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

Nexium

Strength: 20 mg
Pharmaceutical Form: Film-coated tablets

Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number:
Date of Manufacture:
Date of Expiry:

importing Country:

Speciiication:

TEST/PROCEDURE
Appearance

Uniformity of mass
Identification, Esomeprazole
Identification, Magnesium

Content, Esomeprazole

ZFBB
Aug-2024

Jul-2027

Ukraine

G1.000-126-325.3.0

ACCEPTANCE CRITERIA

A light pink, oblong, biconvex, film-
coated tablet engraved 20 mG on one
side and

A on the other side.

EH

(Visual inspection)

Meets the requirements in Ph Eur.
(Gravimetry)

Positive identity.

(Liquid chromatography.)

Positive identity.
(Atomic absorption spectrometry.)

95%-105% of stated amount at release.

(Liquid chromatography.)

RESULT

Complies

Complies

Positive

Positive

97 % of stated amount
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Check this is the latest version of the document before use.
Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT+00:00
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CoA 182001439 ZFBB UA

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

Nexium
Strength: 20 mg ,
Pharmaceutical Form: Film-coated tablets
Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number: ZFBB

Date of Manufacture: Aug-2024

Date of Expiry: Jul-2027

Importing Country: Ukraine

Specification:  G1.000-126-325.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Dissolution Esomeprazole, Range Meets the requirements in USP 87 % of stated amount
minimum value ' according to "Dissolution - Delayed-

. Release Dosage Forms, Buffer Stage”.
in USP dissolution apparatus 2 (paddie),
100 rpm. After 30 minutes not less than
70% (Q) of stated amount.

(Liquid chromatography.)

Dissolution Esomeprazole, Average 93 % of stated amount
value _
Related substancses
Total amount Not more than 0.8% in total. <0.05 %
(Liquid chromatography)
Related substance H168/66 Not more than 0.3% of H 168/66 <0.05 %
: (Liquid chromatography)
Related substance H153/73 Not more than 0.3% of H 153/73 <0.05 %

(Liquid chrornatography)

Check this is the latest version of the document before use.
Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT+00:00
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CoA 182001439 ZEFBB UA

ik AstraZeneca AB
o 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

Nexium
~ Strength: 20 mg
Pharmaceutical Form: Film-coated tablets
Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number: ZFBB
Date of Manufacture: - Aug-2024
Date of Expiry: Jul-2027
Importing Country: Ukraine
Spacification: G1.000-126-325.3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Any other individual Not more than 0.2% of any other <0.05 %

) ' individual, L T
. (Liquid chromatography)
Microbiological quality Meets the requirements in Ph Eur. Not Tested

Check this is the latest version of the document before use.
Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT-+00:00
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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

Nexium
, Strength: 20 mg
Pharmaceutical Form: Film-coated tablets
Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number: ZFBB

Date of Manufacture: Aug-2024

Date of Expiry: - Jul-2027

Importing Country: Ukraine

Comments: Active ingredient: esoheprézolt; 'magnesium lrihydréte e.q‘uivalent t6 20 mg of
esorneprazole

Country of Origin: Sweden
Registration Certificate: UA/2534/02/01

Manufacture, quality control, packaging, assembly/storage and batch release
of the drug product: ' ' ‘ ‘

AslraZeneca AB
Gartunavagen
152 57 Sodertalje

Sweden

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

Check this is the latest version of the document before use.
Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT+00:00
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AstraZeneca AB
. ; L 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

Nexium
: } Strength: 20 mg -
Pharmaceutical Form: Film-coated tablets
Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number: ZFBB
Date of Manufacture: - Aug-2024
Date of Expiry: ‘ Jul-2027
Importing Country . Ukraine

The following tests have not been performed for this batch::
Identification, Titanium dioxide

Positive dentity.

Atomic absorption spectrometry.

|dentification, Colour iron oxide
Positive Identity.
Colour reaction.

The foilowinig lest have not been performed unless displayed above: ’

Acid Resistance, Esomeprazole

Acid resistance (intact esomeprazole content) measured after 2 hours treatment of the productin

500 mL in 0.1 M hydrochloric acid, USP dissolution apparatus 2 (paddle), 100 rpm.

Not less than 90% of the stated amount of esomeprazole remains intact in the pellets of the

product.

Liquid chromatography.

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 racords were reviewed and found to be in
compliance with GMP.,

Released Quantity: 22 Q15 EA "

Marketing Authorisation excludes supply to market(s) Hungary, Slovakia

Check this is the latest version of the document beforé use.
~ Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT+00:00
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AstraZeneca AB

AstraZeneca SE-151 85 SODERTALJE

AstraZeneca AB Sweden Operations
Swedean

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

CERTIFICATE OF ANALYSIS

Nexium
Strength: 20mg _
Pharmaceutical Form: Film-coated tablets
Pack Size: 7 tablets in a blister; 2 blister in a carton box

Batch Number: ZFBB
Date of Manufacture: Aug-2024
Date of Expiry: Jul-2027
Importing Country: Ukraine

Released by : Nahrain Oshalim Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC

Released On 4-Oct-2024

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

Check this is the latest version of the document before use.
Printed by Sara Zillén on 10 Oct 2024 06:42AM GMT+00:00
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Document Approvals

Quality Approval _ _ Camilla Stahl 4 ‘
' Camilla.Stahl @astrazeneca.com
09-Oct-2024 12:59:37 GMT+0000

Check this is the latest version of the document before use.
Printed by Sara Ziilén on 10 Oct 2024 06:42AM GMT-+00:C0
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