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CERTIFICATE OF ANALYSIS

Hassa npoaykTy/Name of product

Ecna-npason®/Espa-prazol®, TabneTku
ractpopesaucredTHi no 40  mr/gastroresistent
tablets 40 mg

AxTusHiCTB/Activity

1 vabnetka wmictuth 45,17 mr naHronpasony
HaTpit0  CEeCKBIrigpaTy, WO  eKBIBaNeHTHOD
nantonpa3zony 40 mr/1 tablet contains 45,17 mg of
Pantoprazole-Sodium Sesquihydrate, equivalent
to 40 mg of pantoprazole

Ynakoska/Pack

14 1abneTok y Grictepi (PVC/PE/PVAC/AIU),
2 Bnictep(w) y kapTOHMINM Kopobui/
14 tabiets in blister {PVC/PE/PVAC/AIU),

2 blister(s) in carton

Kpaina noxopseHna/Country of origin

Himeusnna/Germany

Peectpauilinuit Homep/Reg.Cert.No

UA/17588/01/02 {pie go/exp.16/08/2024)

Homep cepii/Batch No

2131537

Poamip cepii/Batch size

119.012 ynakosaok/packs

HaTa supebruursa/Manuf. date

20.10.2023

Tepmis npuaaTHocti/Exp.date

(04/2026

Bupobnur/Manufacturer

Agsarc dapma M'mbX/

Advance Pharma GmbH

Appeca/Address

BanneHpopep LWrp. 8-14, 13435 bepain,
Himeyunna/Wallenroder Str. 8-14, 13435 Berlin,
Germany

Bupobruuya ninensia/Manuf. License No

DE_BE_01_MIA_2023_ 0029

Ceptudirar HBN/GMP Certificate No

DE_BE_01_GMP_2023_0050
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MapameTtpyu/Parameters

NimiTn/Limits

Peaynbratu/Results

3aranbhi xapaxkrepucTuxku/General characteristics

Onwuc/Description

HoeTi TabneTkn oBanbHOI dopmu /
Yellow oval shaped tablets

Bianosinae/Complies

laenTudikania/lde ntification

[laHTonpason /
Pantoprazole

HPLC Eur.Ph. 2.2.29

Yac yTpumaHHA NaHTONpPa3ony B
KOHTRONBHOMY PO3YMHI Bianosigae
Yyacy YTPMMAHHA NaHTONPa3ony 8
AocninwyBaHomy po3uunHi/ The
retention time of the major peak in
the

chromatogram of the sample solution
shouid corresponds to that of
Pantoprazole peak in the
chromatogram of the standard
solution obtained in the test of assay.

Bianosigae/Complies

Manronpason/
Pantoprazole
UV/VIS

Eur.Ph, 2.2.25

NpobHUIM PO3YKH Ta PO3UKMH
CTaH{apTy NOBUHHI BUABAATH
MAKCUMANbHY CNEeKTPaNbHY
NOrAYHaNbHY 343aTHICTD NPYU JOBXKiHI
xBUNi 290 um/ Sample and standard

solution should show maximum
absorbance at 290 nm

Bignosigae/Complies

Tutany giokcua/

Titanium dioxide

TecT Ha TUTaHY AioKCUA AnA 3paska
nosuHeH ByTu nosutusHum/Sample
should give positive test for titanium

dioxide.

Bianosinae/Complies

3aniza oxcua
(NepeBipaeTbea koxHa 10-
Ta cepia, ane woHahmeHuwe
1 cepia Ha piK) /

Iron oxide

(Every 10th batch or at least
once a year)

TecT Ha 3ani3a oKcKg AAA 3pa3sKa
NoBUHEH ByTH NO3UTUBHKM /Sample
should give positive test for iron oxide

CTinRicTe A0
po3aaaenioBaHHs/ Hardness

Eur.Ph, 2.9.8

100-230 H/N
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Bmict sBoam (% m/m, 3a <80 3.5
Kapnom-diutepom)/Water

(% m/m, By Karl-Fischer)

Eur.Ph. 2.9.12

PosuvHnicTe/ Dissolution UV Eur.Ph. 2.9.3

(% Bif 3as80eH0T KinbKocTi, % Label Claim),

Cragia-1 (B knucnoTi)/ A1 (6 oguHuuub/units): 100 %

Stage-f {(in acid)

HogHa okpema 04UHUUA He meHwe
HIXK 90 % Big 3aaBneHol KinbKoCT}
TAHTONPa30Any, Wo 3aNULIAETLCA
vyepes 2 roanHn/ No individual

unit is less than 90% of labeled
amount after 2 hours.

A2 {6 onvHuLs/unitsl:

cepefHe 3HaveHHA anAa 12 oamHuub
(Al + A2) cknapae He meHwe Hix 90
%, WO 3a/IMWKMINCD, T3 KOAHA OKpPeMa
OAVHULUS He MeHWe HiIX 75 %, wo
3anUWUAKCD vepes 2 roausu/ 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 canruus/units);

CEpeAHE 3HayeHHA 24 oamHulb (Al +
A2 + A3) cknafac He meHite Hix 90 %,
L0 33NUWKUAKUCE, Ta KOAHA OKPEME
OAMHULA He MeHLWe Bk 75 %, Wwo
3anvuimnuce yepea 2 roaunu/The
average value of the 24 units (Al +

A2 + A3} is not less than 90 %
remained, and no individual unit is

less than 75 % remained after 2 hours.

(101%, 98%, 97%, 101%,
103%, 160%)

Crapia-ll {6 6ydepHomy
pPoO3YyuHi)/

Stage-lt {in buffer)

Q=75%

B1 {6 opuuuus/units): MogHa

CAMHULA He MmeHwe HXX Q+5 %

(106%, 103%, 104%, 102%,
101%, 103%)
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yepes 45 x8. No unit is lessthan Q + 5
% after 45 min.

B2 {6 oaunvus/units): cepeaHe

3HaqYeHHa ana 12 oanuuub (B1 + B2)
AopieHioe abo Binvwe HiX Q, Ta
WMOAHA O4UHULA He MeHwe Hix Q ~ 15
% yepe3 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 oamuuus/units): cepeane
3Ha4YeHHA ans 24 oguHunub (B1 + B2 +
B3} aopisHioe abo Binblue Hixk Q, He
Ginblie HiXK 2 0AUHULI € MEHILWMMU
HiX Q ~ 15 %, T3 KoAHa OAUHWLA HEe
MeHwWwe Hix Q- 25 % yepes 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

KinbkicHuii pmict/Assay

Eur.Ph. 2.2.29

38.00 - 42.00 mr/mg

(95 - 105 %)

39,92 mir/mg

(99,8%)

Domiwkn* (% m/m)/ Related Substances (% m/m), HPLC Eur.Ph. 2.2.29

Adomiwka/lmpurity A
Aomiwka/Impurity B
Homiwka/Impurity C
Aomiwra/Impurity D+F

HescTaHos/eHI pOoMILLKH,
okpemo/Unspecified
impurity

Jdomiwku cymapro/Total

< 0,3 va sunyck (for release)
< 0,2 na sunyck {for release)
< 0,2 Ha sunyck {for release)

< 0,3 Ha sunyck (for release)

< 0,2 Ha Bunyck {for release)

< 1,0 Ha sunycxk (for release)

0,17
<(0,10
<(,10

<(,10

<0,10

0,17

OpHopigHicTe RO30BaHKX
oaukulb/ Uniformity of
Dosage Units

Ph, Eur. 2.9.40

NosurHo signosinatk sumoram €sp.
®apm./ Should meet the requirements
of Ph. Eur.

Bianosigae/Complies
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Mikpobionoriyna uncrora 3aranbHa KiabKicTh aepobHHMX
[epesipseTsea KoHa 10-ta | Gaxrepitt (TAMC)
cepin, ane WoHaimeHwe 1

2 100 KYO/r (CFU
cepin Ha pik/ < 10° KYO/r (CFU/g) < YO/r (CFU/g)

i ; : - ra CYKYTHZ KINbKICTb
Microbiological purity 3aranbHa cyxynHa T

ApbraKis/ nnicHasu (TYMC)
Every 10th batch or at least

1 <10 KYO/r {CFU
once a year < 10% KYO/r (CFU/g) /r {CFU/g)

EurPh.5.1.4 E. coli Bigcythi 8 1 r/absentin 1 g Bianosigae/Complies

NigTeepmkerns signosignecti/Confirmation of compliance:

Llnm A nigTeepasKylo, WO ua NapTia NikapcerUX 33coBis BUroTOBNEHA T2 NpoWWAa NepesipKy Bi4NoBRIAHO
A0 IHCTPYKUIW cToCOBHO O6iry NiKapchkux 3acobis. |HCTPYKL] 3340BOJILHAKOTL BUMOram 3aKkaHy npo
Alkapcoki 3acobu (AMG) 1a TlocraHoan Apo sUroTOBNEHHS NKBPCLKKUX 3acobiB Ta Ai0uMUX pevyoBuH
(AMWHV),

Hereby | 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 Ub0ro, A NIATBERAMYIO, 1O HageneHa IHPOPMALIA € CNPABXKHBAKD Ta NPABUABHOKD, Cepia npoaykTy
byna surotoBneHa (BKAIONAIOUM nakyBaHHA/mapKryBanHa) Td NEpesipeHa  3a3HaYeHUM  BuUlle
NIANPUEMCTBOM-BUPOBHUKOM y nNOBHIM BIANOBIAHOCTI 3 BUMOramu wono HanexxHoi BupobHunyoi
lpakruku (GMP) BignosiganbHoro opraHy IHCNEKLUT, @ TAaKOHK BigNOBIAHO A0 cneumdikauiit, wWo micraTees
Y peectpauinHomy aocse. BupobHuua aokymeHTalis, npoToKoAu NaKyBaHHA Ta MPOTOKOA KOHTPOAID
AROCTI NPOULINK NepesipryY Ta BiAMOBIARIOTb YCTaHOBAEGHUM napameTpam GMP.

Besides, | confirm that the information presented is true and correct. 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
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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).

Ksanipikosana ocoba/ Qualified person;

Dr. Thomas Backensfeld
Qualified Person

Aara/Date:
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