JEPKABHA CJIYKBA 3 TIKAPCbKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KUIBCbHKIHN OBJIACTI
npor. Critmurot Hai, 3, m Kuir, 02099, ten/harc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua. Kon €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

10.04.2025 Ne 16725/25/10

ECIIA-TIPA30JI®

(HaliMeHyRAHHS NiKAPCLKOTO 3acoby 3riHO 3 peecTpauliliHyuM OCRiTUeHHSM)
TalJaeTkH racTpopesuctenTHi no 40 mr, o 14 Ta6aeTok B daicrepi (anominiesa oabra 3
oanora dory 1a wiaiska PYC/PE/PVAC 3 inmoro), no 2 GaicTepd B KapToHHii ynakoBni

((hopma BEITYCKY, NO3YRAHHA, BNl NAKYRAHHA JIKaPCEKOrD 2ac00Y)
Hamep peecrpanivinoro nockiwenns LA/ 7588/01/02 crpox nii pererpaniiinoro nocsigenns (11.01.2099
Cepist sikapeskoro sacoly Ne 2150238 Kk kicrs BBE3€HOIO JIKAPCLKOLO 3ac00y 160

BupoGnux Anganc @apma I'm6X, Himewunna

(HaliMCHYBAHHA BHPOOHIKA TIKAPCHKOTO 38C00Y, KPATHA NOXOMKCHHA)
Baeseno s Vipainy CrinbHe yKpaiHcbKO-cCTOHCHKC NIANMPHEMETBO Y (hopMi TOBapHCTBA
3 o6MekeHo0 BiAMoBinaaLHicTIO "OnTiMa-®apm, JIT", inent. woa:
21642228

(HalimenysanHa Ta kon 3a CAPTIOY ropunn4eoi ocobn aGo npissuine, iM'a, mo 6aTekoei (i3HHHOL
ocobK - mianpueMuA, 1 Miclle NpoKHBaHHA Ta PeecTpauiHENH HoMep o6IIKOROT KapTKX UIaTHHEA
HOIaTKIB 800 cCpiA Ta HOMCP nacnopTa)

Mporokon Bisyanunoro kourpomio six 08.04.2025 Ne 1058/1.

3a pe3yIsTaTAMH JIEPXKABHOIO KOHTPONKO BCTAHOBIEHO, Mo Jdikapcekuii 3aci6 BBezeno B Vkpainy 3

TOTPHMAHHSAM suMOr 3aKOHONABCTBA MO0 330C3MNCICHHA AKOCTI JKAPCHKHX 3ac001B.
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CEPTHRIKAT SIKOCTI
CERTIFICATE OF ANALYSIS

Hazea nponyxry/Name of product

Eena-npazon®/Tspa-prazoldy,
Tabnevkn  racrpopesucrentai no 4D
mr/gastroresistent tablets 40 mp '

Axrusnicrs/Activity

1 rabnrerka MicTuTh 45,17 wir nosronpasony
HATPlIO  cecKBiriipary, IO  OKBIB&SCHTLO
nantotipazony 40 mr/l tablet contains 45,17
mg of Pantoprazole-Sodiy '
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Ynakosxa/Pack

couivalent 1o 40 mg of pan
14 vabnierox y Gnictepi {7
2 Bnicrep(n) y Kapronmii

2 blister(s} in carton

Kpaina noxoxenus/Country of origin

Himeunnna/Germany

Peectpaniiinuii nomep/Reg.Cert.No UA/17588/01/02

Homer cepti/Batch No 2150238

Poanip cepii/Batch size 117600 vnaxopox/packs
Jlara supobnurea/Manuf. date 20.08.2024

Tepmiu npupacnocti/Exp.date 02/2027

Bupotnnx/Manufacturer Anpane Gapma FmOX/

Advance Pharma GmblH

Aupeca/Address

Bameuponep 1lrp. 8-14, 13435 Bepaiu,
Hisewunna/Wallenroder  Str. 8-14, 13435
Berlin, Germany

BupoGuiaa sigenzis/Manuf, License No

DE_BE _01_MIA_2023_0029
$373/1-advance/09 human

Ceprudixar HBIVGMP Certificate No

5373/ 1-advance/01 human

Oasamerpw/Parameters | Jlivirn/Limits

| Peavunrarn/Results

Zarasbhi xanarrenucrarn/General characteristics

Ounc/Desceription

Hosri abnerku opansrol Gopmu /
Yellow oval shaped tablets

Binnosigae/Complies

Lientndirauis/ldentification

Manronpason /
Pantoprazole
HPLC Eur.Ph. 2.2.29

Yac yrpHManiis HaHTonpasoiy B
KOHTPOILHOMY po3kui Binnosinae
YACY YTPHMAHHA TanTONPasoiy B
Jocaijerysanomy posunui/ The
retention time of the major peak in the
chromatogram of the sample solution
should corresponds o that of
Pantoprazole peak in the
chromatogram of the standard solution
obtained in the test of assay.

Bimonigae/Complies

[ManToupazon/
sptoprazole

[Tpobuuit po3dus T2 pOIUIH
CTAIANTY ITOBHHHEI BUARMNTY

2
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UVv/vis
Eur.Ph. 2.2.25

MAKCHMAIBHY CHEKTPAILIY
HOFIUHABHY 2JaTHICTE PR HOBMKHEI
xsuni 290 um/ Sample and siandard
solution should show maximum
absorbance at 290 nm

Turany glokeu/
Titanium dioxide

Tect Ha THTAIY RIOKCHA JUIR 3paiKa
nosusxen 6yty nosurunuum/Sample
should give positive test for titanium
dioxide.

Bianosigae/Complics

3anisa oxenn
{(Iepenipserbes komua 10-1a
cepin, aie wouaiimerune |
cepis na pix) /

Iron-oxide

{Every 10th batch or at Jeast
ONCe 4 Year)

TecT va 301130 OKCHA A 3DAIKA
nosuHen SyTH nomTHBHMM /Sample
should give positive test for iron oxide

L S 7o P L
Bignonpigac/Complies

cepefHe 3HaveHHs ans 12 ofnHRIe
(A + A2) cimagae ue mere Hix 90
%, L0 JAAUIIHIHCE, T2 KOAHA OKpeMa
oauHnns He meHwe #ik 75 Yo, wo
agsunumcs vepes 2 roguan/ The
average value of the 12 units (Al +
A2) is not less than 90 % remained,
and no individual unit is less than

75 % remained afier 2 hours.

A3 (12 osuHryue/units):

cepente anauenns 24 oxnHanms (Al +
A2 + A3) cknagac He MeHwe Hix 90
%, IO 3ATHILMITHCE, T WOHHE OKpena
ONMHKUSR He MeHne Bix 75 Y%, 1o
sanuaIHes vyepes 2 roaunn/ 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.

Crifigicts 10 100-230 H/N 172 H/N
posnasmobanys/ Hardness
Fur.Ph. 2.9.8
Buict soiw (Yo m/n, 32 < 8.0 EX
Kapnom-(imepon)/ Water
(% m/m, By Karl-Fischer)
Eur.Ph. 2.9.12
Pozumraiers/ Dissolution UV Eur.Ph. 2.9.3
(% wig sassnesol kinskoeri, % Label Claim),
Craain-1 (8 kucnoti)/ Al (6 onuuunb/units):
Stage-1 (in acid) Womia oxpemMa OLHHKLL HE MOHIIE 100
ik 90 % Bix 3asuicHoY KinbxocT
NAHTONPA3ONY, U0 JAIHUACTHEN
yepes 2 rogunn/ Mo individual
unit is lcss than 90% of labeled
amount afler 2 hours.
A2 (6 onuurub/units): o

V.
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Crapis-Il (8 6ydeprnomy
posasHi)
Stage-I1 (in bufler)

Q=75%

B1 {6 gmunun/units): XKoana
ojuuLg He Medue Hiw Q + 5%
yepes 45 xu. No unit is less than Q + 5
% after 45 min.

B2 {6 ojunn/units): cepenue
snadesns i 12 opuunus (Bl + B2)
nopisxioe abo Bisswe uix Q, 1a
WONHA OJMBHLY He Mentie wiw Q — 15
% uepes 45 xn./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 oyupuusfunits): cepeastc
anauctias Juig 24 oypnsus (B + B2 +
B3) nopisuioc abo Sinpwe wix Q, He
Ginblue HiX 2 OAMHULI € MEHLIIMA
aisk Q ~ 15 %, 'ta woHa OGHHHLS HE
menwme vk Q ~ 25 % uepes 45 x8./
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

102

wf

Kinpricuuit uicr/Assay
Sur,Ph, 2.2.29 )

38.00 —42.00 mr/mg
(95 - 105 %)

4048 wrimg

Jomimru® (% m/v) Related Substances (% m/m), HPLC Fur.Ph. 2,2.29

Jomimxa/Impurity A
Jlomimxa/Impurity B
Homituxa/Impurity ©

< 0,3 na sunryex (for release)
< 0,2 ua suayck (for release)
< 0,2 ua munycx (for release)
i

0,19
not detected
not detected

Jlonmiwka/Impurity D+F < 0,3 ua sunyck (for relcase) 0,04
Hencraopneri ZOMILIKHY,

okpemo/Unspecified < 0,2 na punyek (for release) 0,03
irmpurity

Homiugn cymapuo/Total | < 1,0 na sunyek (for relcase) 0,27

OnnopinsicTs R030HAHNK
ommunue/ Uniformity of
Dosage Units

Ph. Eur, 2.9.40

TToruitno siznosigary sumoram Cep.
apm./ Should meet the requirements
of Ph. Eur.

Bianosigas/Complics

MikpoGiosoriuna unerora
Iepesipgersen kowua 10-Ta
cepig, ane wonafimemnne |
cepis Ha pik/
Microbiological purity
Every 10th batch or at least
once & yesr

EurPh.5.1.4

Jaraspua Kinbricts acpobnux
Saxrepil (TAMC)

< 10* KYO/r (CFU/g)

FuranbHa CYKYHA KinbKiCTh
ppixis/ noicussn (TYMOC)

< 102 KYO/r (CFU/g)

E. coli pineyrui n | r/absentin 1 g

7

100 KYO/r (CFU/E)

10 KYO/r (CFU/g)

4y

Bimosinac/Complics

Migreepuxenns sinnosipnocri/Confirmation of compliance:

M A ATBEPIUKYIO, WO LR napiis Jikapcukux 3acoGis BUTOTOBAEHZ Ta npoiuna nepesipky




pimmosime a0 imcTpywuiit crocomuo o6iry mikapewknx zacobis. [nerpyiti 320BONEHAOTE
pumoraM 3akory npo likapeuki sacobu (AMG) ra TloctanoBy npo BHTOTOBRCHHS JIKAPCHKHX
3acobin ta mitounx peuosnd (AMWHV),

Heeeby | 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 (AMWIIV),

OkpiM 1010, 5§ MATREPIXYIO, 110 HaBefena iHPOPMALiX ¢ CUPARKIBOIO Ta npaBIbHoI0. Cepis
NPoOAYKTY Gyiia BHIOTORJEHA (BKIIOHAROUH TAKYBAHHS/MAPKYBANIA) 12 JICPCBIPCHA 3U3HAMEHIM
BIHIUG MATPHEMCTBOM-BHpoBHMKOM y utoBHIH sinmosimsocti 3 sumoramu 1mono Hanexwol
Bupobuuyoi [lpaxruku (GMP) signosinansnoro opramy iHCHexuil, a Takox BiIORIAHO A0
crierudikauiil, wo Micrareen y peectpauiifiiomy jocke. Bupoluuua AOKyMeHTallis, 1POTOKON
NAKYBAHIA 12 TPOTOKO KOWIPOMIO AKOCT NMpoliiiy nepesipky 1a BLANOBIIAIOTE YCTAHOBIICHHM
napamerpasr GMP.

Besides, I 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 manulacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol arc tested and comply with requirements of Good
manufacturing Practice (GMP).

Kaanidikonana ocoba/ Qualified person: Br. Thomas Backensfeld
Qualified Porson
Hata/Date:18.10.2024 s
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