o
JAEPKABHA CJIYZKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos. Csitnaunoi Hantl, 3, M. Kuis, 02099, ren/axc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy JiKapchKoro 3aco6y

09.022024 3993124110

e _ ECHA-IPA3OJI® L
_(HﬂfthEI;YBa}m& JKapcrRoro 3aco0y 3rigao 3 peecTpaLiiiHuM MOCBiNIeHEAM)
Ta0JIeTKH racrpopesucreHTHi no 20 mr, no 14 Tabxerok B Guictepi (amominicsa donnra 3
060x Ooxis, Ta miaiska PVC/PE/PVAC 3 inmore),mo 2 OaicTepH B KapTOHHIM ynakosmi
(dopma BuIYCKY, RO3YBAHHA, BHA NAKYBaHHA JHKapChKoTo 3aco6y)

‘Homep peccrpauiiinoro nocsiguenns UA/17588/01/01 crpok zii peecrpauiiinoro nocsimuenns 16.08.2024
‘Cepiz nikapeekoro 3acofy Ne 2131536 KistskicTh BE€3eHOro gikapeskoro 3acody 1920

BupobHuK Apnpauc ®apma I'mM6X, Himeuunna =~ | 3
(naiivenyBauHs BipoOHHKaA NiKapCLKOro 3acofy, KpaiHa MOXOTKeHH )

Beeseno B Yrpainy CrniinbHe yKpaiHChKO-eCTOHChKE MiAIPHEMCTBO y (opmi TOBApHETEA
3 obMexeno1o BignoBiganpHicTIo " OnriMa-®apns, T, inewr. xox:
21642228

(waiiMeryBanns Ta xog 3a EIPTIOY opuanasol ocobu abo npiseniue, iM's, no GaTbKoBI Biznunoi
0coGH - RIANPHEMIA, 1i MiClie NPOKHBAHHA Ta peccTpaniiiHmii HoMep 067iKoBOT KAPTKH IIATHHKA
nozarkis afo cepia Ta HOMep nacroprTa)

TIporoxon Bisyannroroe xourponio sin 06.02.2024 No 0281/1.

3a pesynsTaTaMHM JepXABHOTO KOHTPONIO BCTAHOBAGHO, INO JiKapchkuil 1acif BeseHo B Vipainy 3
AOTPHMAHHSAM BHMOT 3aKOHOA3BCTBA OO 3a0e3MeMeHHA AKOCTI KAPCHKUK 3acobis.
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[lanTompazon/ IIpobHuii po3unE T4 po3ymy Bianosiac/Complies
Pantoprazole CTAaHAAPTY NOBUHHI BUARIATH
UV/VIS MaKCHUMAILHY CIICKTPAILHY
Eur.Ph. 2.2.25 | TIOTIIHHABHY 3AATHICTD DK JOBKHHI
B -~ xBuii 290 um/-Sample and standard
advance

\RiSTO

 CEPTH®IKAT IKOCTI
CERTIFICATE OF ANALYSIS

[ Hassa Hpo,uyKTny ame of product

| Ecna;npason@)/Espa—prazol@,'. o
+ TabneTku

TacCTPOPE3UCTEeHTH1I mo 20
Mr/gasttoresistent tablets 20 mg

AKTUBHICTE/ Activity T

mg of Pantoprazole-Sodium Sesquihydrate,

| Tabnerxa micTuTh 22,57 Mr H&HTpraBOJIym
HATpll0  CECKBITIApaTy, 1IN0 EKRiBAJICHTHO
ranTonpasony 20 mr/l tablet contains 22,57

equivalent to 20 mg of pantoprazole

YHHKOBK&/PE{C]( o

14 tabnerox y Giicrepi (PVC/PE/PVAC/Alu),
2 baicTep(H) y KapTOHHIN KopoOii/

14 tablets in blister (PVC/PE/PVAC/Alu),

2 blister(s) in carton

Kpaina noxomxenns/Country of origin

Himeuunna/Germany

Peectpaniiinnit nomep/Reg.Cert No

UA/17588/01/01 (nnie no/exp.16/08/2024)

Howmep cepii/Batch No

2131536

Posmip cepii/Batch size 57.532 yIaKoBOK/packs

Hata supoSuunrsa/Manuf, date 19.10.2023

Tepmin npmpatuocTi/Exp.date 04/2026
| Bupobrnx/Manufacturer Ansanc ®apma 'M6X/
1 Advance Pharma GmbH _-
| Anpeca/Address Bamnenpomep Illtp. 8-14, 13435 Bepnin,

Himeuunna/Wallenroder Str.  8-14, 13435
| Berlin, Germany

| Bupo6ruua ninensis/Manuf. License No

s,

DE_BE_01_MIA_2023 0029

| Ceprudixar HBII/GMP Certificate No

DE_BE_01_GMP_2023_0050

Yellow oval shaped tablets

1 apamerpw/Parameters | JlimiTu/Limits PesyanTarn/Results
3aransni xapakrepuceruxu/General characteristics
1 Onuc/Description KomrTi Tabnerku oBaILHOT hopmu / Bignosizae/Complies

I,ueHTchiKaIﬁﬂ/ Identification

HPLC Eur.Ph. 2.2.29

[lantonpazosn /
Pantoprazole

Hac yrpumaHHs naHTONpasony B
KOHTPOJILHOMY PO3YHHI BIJIIOBIAAE
Yacy YTPUMAaHHS [IAHTOIPa301y B
ROCTimKyBaHoMY posanHi/ The
retention time of the major peak in the {Z%|o¢
chromatogram of the sample solution NER
should corresponds to that of
Pantoprazole peak in the
chromatogram of the standard soliition
| obtained in the test of assay.
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Stage-1 (in acid)

KopHa okpeMa ONMHUII HE MEHIIIE
1 H1xx 90 % Bix 3asBieHOl XiIBEKOCTI
MaHTONPa30Ny, U0 3AUIIACTHECS
‘depes 2 roguun/ No individual
‘unit is less than 90% of labeled

| amount after 2 hours.

A2 (6 oauHKIE/Units):

CEPENHE 3HAUCHH A4 12 OAMHULD
(Al + A2) cxnagae ne Menuie uix 90

%o, IO 3&IMIINIKCE, TA XKOJHA OKpeMa

OJIMHHI He MEHIIEe HEK 75 %, mo
3aMHIFIIACE yepes 2 ronuuw/ The
average value of the 12 units (A1 +
A2) is.not less than 90 % remained,
and no individual unit is less than

75 % remained after 2 hours.

A3 (12 onynnus/units):

cepe/iHe 3HaYeHHs 24 omuHuns (Al +
A2 + A3) cxnapae we MeHme Hixk 90

%, mo sanuIuaKck, Ta KonHa OKpEMa.
- OJTHHUIISA HE MCHHIE HiX 75 Y%, mo

3ATMIIMIIMCE Yepes 2 rogqunn/The

‘average value of the 24 units (A1 +
A2 + A3)is not less than 90 %.

1. remained, and no individual unit is
less than 75 % remained after 2 hours.

solution should show maximum
| absorbance at 290 nm
Turany glokcun/ Tecr Ha TuTaHy JiokcHA NI 3paska Bianosimae/Complies
Titanium dioxide JIOBHHEH OyTH HO3UTHBHEM/Sample
| 'should give positive test for titanium
| dioxide. | e
1 3aniza oxcug Tecr na 3aniza okcua A1 3paska Bignosignae/Complies
(llepesipserscs koxna 10-12 | MOBMAEH GYTH MO3UTHBEAM /Sample
cepis, ae woHakMeHme 1 shouid give positive test for iron oxide
| cepis Ha pik)./
Iron oxide
(Every 10th batch or at least
| once a year) e N
CTI#KICTE 710 60-150 H/N 113 H/N
posaaBmoBanus/ Hardness
! Eur.Ph. 2.9.8 o
BuicT Bomu (Y% M/M, 3a <8.0 3.5
Kapiiom-®iwmepom)/Water
(% m/m, By Karl-Fischer)
BurPh.2.9.12 L
Posuunnicts/ Dissolution UV Eur.Ph. 2.9.3
(%o Bix 3agBReHO] KinbkocTi, % Label Claim),
Crams-I (B kucioTi)/ 1 Al (6 omuMIB/UNits): 101

poO3unHi)/

Q=75%

‘Bl (6 onuupus/units): XXKoma

OAWHMIA HE MEHIE HiK Q + 5 %

BT 500 - H 5 LA SAHIIIN
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| 3Havenng Ak 12 ogununs (Bl + B2)
| MopiBHIoe abo 6insiie Hixk Q, Ta a
AHOOHA ODIHHHIA HE MEHIHG_Hi}K Q— 15 _' -_

uepes 45 x8. No unit is less than Q + 5
% after 45 min.
B2 (6 opuuuus/uniis): cepene

% uepes 45 xB./The average value of
the 12 units (B1+B2) is equal to or
greater than Q, and no unit is less than -
Q — 15 % after 45 min. |
B3 (12 omunuusp/units): cepenue
3HaUYCHHA st 24 oquaais (B1 + B2 +
B3) nopisHioe abo Ginmine mixk Q, He
OinbIne HiX 2 ONMHKUNI € MEHIIHMU

Hix Q — 15 %, Ta )xoaHa OOUHHIT He
MeHie Hix Q — 25 % uepes 45 xs./

The average value of the 24 units (B1

+ B2 + B3) is equal to or greater than
Q, not more than 2 units are less than

Q — 15 %, and no unit is less than Q
— 25 % after 45 min

Kisnbkicnuit Bvict/Assay | 19.00 — 21,00 mMr/mg 2020  Mr/mg
Eur.Ph. 2.2.29 (95 - 105 %)
Aomimku* (% m/m)/ Related Substances (% m/m), HPLC Eur.Ph. 2.2.29
Homimnka/Impurity A <0,3 ra Bunyck (for release) 0.18
Homimika/Impurity B < 0,2 na Bunyck (for release) <0.10
HouMinika/Impurity C = 0,2 na Bunyck (for release) <0.10
Homimxa/Impurity D+F | < 0,3 ma Bumyck (for release) <0.10
Hescrasosneni goMimxn, |
“oxpemo/Unspecified | £0,2 ua sunyck (for release) <0.10
impurity |

| Homimku cymapio/Total | <1,0 ma Bunyck (for release) .18

'} ORHOPIAHICTE H030BaHUX
| omauans/ Uniformity of

Dosage Units

1.Ph. Eur. 2.9.40

1loBunuo BinmoBigaTy BUMoram €Bp.

Papm./ Should meet the requirements
of Ph. Eur.

‘Bianosinae/Complies

| Mikpobionoriuna yucToTA

IlepeBipseTncs xoxxua 10-Ta

Every 10th batch or at least
once a year

Eur.Ph. 5.1.4

3aranbHa KibKiCTb aepo
Oaxtepid (TAMC) 2

< 10> KYO/r (CFUE RO
E. coli pincyrni B Niggea¥nhin

| cepld, ane _HKLIOHaHMBHme 1 < 10 [{VO/r (CFU W< 100 KYO/r (CFU/g)
COpifi Ha pi/ _ 3aranbpHa CyKYIIHAM  \\
Microbiological purity apixcmxis/ mricaa e &

= 10 kyor (CrUA

&

NBimnosinae/Complies

HinTeep/okenns signosixnocti/Confirmation of compliance:

Hum g migTBepmkylo, mo st TapTIA JIKAPCEKMX 3aCOGiB BHTOTOBIGHA T4 'ﬁ'p'ﬁﬁiﬂﬁa' TIEPEBIPKY
BINOBIAHO N0 IHCTPYKLiH CTOCOBHO o0Iry nikapchkux 3acobiB. [HCTPpYKUIT 3aI0BOMLHSAIOTE
BUMOTaM. 3aKoHy mpo jikapcski 3acobu (AMG) rta [octamosu Mp0 BUIOTOBACHHS JIIKAPCLKHX

& 2co6iB ta nitownx pewosun (AMWHY),
advance
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Qualified Perso ey B
Jlara/Date: / e g

AR A .. .

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and.
active Substances (AMWHV).

OKpiM 1B0T0; 51 MIATBEPIKYIO, 1o, HaBeAeHA indOPMALs € CIPaBKHLOI0 T4 UpaBunsHo. Cepis
IpOJIyKTy Oysa BUTOTORJEHA (BKIIOYAIOYH NAKYBAHHSA/MApKyBAaHHS) Ta IICPEBIPCHA 3a3HAYECHUM
BHINE MANPHEMCTBOM-BHPOOHHKOM Yy [OBHiM BinmoBinHocTi 3 BuMmoramu moxo Hanexnoi
Bupobuugoi Ilpaxtukn (GMP) BignoBiansHoro OpraHy iHCIIeKOii, a TakoX BiANOBIZHO HO
cnenuikauii, o MicTATECS y peectpauiinoMmy nocke. BupoGHuua JOKYyMEHTaUis, NPOTOKOIN

MaKyBaHHA Ta OPOTOKOJ KOHIPOJIIO AKOCTI IPOHINIM NEPEBIPKY Ta BiZIOBIIAIOTE YCTaHOBIIEHUM
napaMetpaM GMP.

Besides, I confirm that the information presented is. true-and cotrrect. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in

compliance with specification in the registration dossier. Manufacturing documentation, packaging

protocols and quality control protocol are tested and comply with requirements of Good
‘manufacturing Practice (GMP).

Keranidikopana ocoba/ Qualified person:

Dr. Thomas Backensfelg

29, JAN. 2024
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