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DRUG PRODUCT

JIKAPCEKHE 34ACIE

Active ingredient

Armugind inzpedicim

Batch number
Hoarep cepii

Batch size
Poamip cepit

Release quantity
Bunyuiea nitoricnn

Date of manufacture
Hama supotnuymea

Expiry daie
Tpvdaminii do

Specification
Crenuchicanin

Batch Release Site
Bunyex cepfi

Certificate of GMP compliance of a
manufacturer

Cepmuthinam eidnoeiduocmi GMP
supobnura

Number of manufacluring lcense
Houep SUPOBHUYOE Riyeysii

Bulk manufacturing site, primary
and secondary packaging, quality
control '
Bupobumngmeo Hepo:fqbacqsauaé'
npodyryil, nepeunna ma GHIOPIING
YRAKOSRA, koumpaiy cepif

Certificate of GMP compliance

Cepmudhinam sionosidnocmi
GMP

Number of manufacturing license

Hoatep supoBuunoi aiyensit

PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, ('roatip

TLIBA Xpeamexa d.0.0.
lipiaas Gapyna Girimagiva 25, 10000 Jacped. Xopeanin
CERTIFICATE OF QUALITY
CEPTHQIKAT AKOCTI
Ne 3

ALMAGEL® M, tablets for sucking with spearmint flavour, Ne24 (4
blist, x 6 tabs.) '

AAMATEIIL® M, matinemen das CMOKIMAHHA 31 examrom x ‘sunu, No24 (4
Gricm. x 6 mab.,)

Aluminium hydroxide - magnesium carbonate dried gel 450 mg, maguesium
hydroxide 300 mg.

Awmioxtiniro zidpoxeudy — staenino Kapbonamy 2emo eucyuienozo 450 zE, Maerio
2idporendy 300 sz

3039014
3039014

37560 boxes
37 560 wopodor

37 569 boxes
37 560 xopation

01.2024
01.202¢

01.2027
01,2027

SDRA00S684
SDRAO0S684

PLIVA Hrvatska d.o0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

HAIBA Xpeamexa d.0,0. )

ITpiaas Bapyna Givinoeuya 25, 10000 3azpes, Xopeamin
Ne UP/1-530-10/22-03/1 1;381-13-08/243-22-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07 {previous)
N UP/.530-10/22-03/11 » 381-13-08/243-22.07

MNe UP/I-530-10/1 9-03/12; 381-10-05/241-19-07 (nonepeaniﬁ)
Ne UP/I-530-01/13-03/08

Ne UP/I-530-01/13-03/08

PLIVA Hrvaiska d.o.o,

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

THBA Xpoamera d.0.0, '
lipinas bapyua Pirinosuya 25, 10000 3azpes, X, opaanin

Ne UP/I-530-10/22-03/11; 38 1-13-08/243-22.07

Ne UP/1-530-10/19-03/ 12; 381-10-05/241-19-07 (previous)
Ne UP/I-530-10/22-03/11: 381 -13-08/243-22-07

Ne UP/I-530-10/1 9-03/12; 381-10-05/241-19-07, (nonepednity)
Na UP/1-530-01/13-03/08

Ne UP/I-530-01/13-03/08

Marketing Authorization License Ne UUA/3991/01/01
Peccmpeyitine nocaiovenns Ne UiA/3991/01/0]
Importing Country Ulraine
Kpaina ismopmep Yrpaina
TESTS REQUIREMENTS RESULTS '
BHITPOEYBAHHA BHMOr K PESVITRTATH i
Crop. 1332
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DESCRIPTION (visual method) | White or almost white, round flat tablets with smooth Conforms
surface and beveled edges.
ONHC (sisyazonuil vemod) bini abo matinee Gini xpyani nnocki mabnemicy o 2Ra0KoI0 Bidnosgioae
HOBEPXNE G CROWEHILMY KpamiL, _ -
DISINTEGRATION (Ph. Eur. 29.1) NMT 15 min. . 6 inin.
POIMATALHA (Cep. Dapm. 2.9.1) He Ginvwe 15 xatwmm 6 xa.
UNIFORMITY OF DOSAGE UNITS ? Corresponds to the Ph. Eur. 2.9.40 Conforms
Mass variation
QUHOPITRICTS JO30BAHHY Bidnosidue €ap. Papm. 2.9.40 Bidnoeitae
QURHHELIS ? -
Bapiayia vacu
IDENTIFICATION #
ITEHTHOIKALILS #
Aluminium Yields reaction Conforms
Anraxtinis; Aae pearyio . Bidnosidac
- Magnesium Yields reaction ' Conforms
Maznits - Hae pearyip Bidnosidac
ASSAY
Lach tablet must contain;
AlLOs 162.0-198.0 mg 182.5 mg
MgO 210.6 -2574 mg 2415 my
KUILKICHE BH3HAYEHS
Koxcna maBremica RoguurRa sichimuy;
Al:0; 162.0 - [98.0 m2 . 182,5 a2
. MgO 210.6 - 2574 yz : 2415 me
ACID-BINDING CAPACITY
Each 1tablet must bind: HCl 1 moli not less than 19.0 mi 20.8 m]
(theoretically 21.5 m])
KHCIIOTOHERTPATI3VIOHA
IAATHICTD _
Koxena mabiemia noguyng e yere 19,0 i 20.8 s
neitmpasizysamu: HCI, Itoasly
Imeopemuyno 21,5 ) ]
MICROBIAL PURITY*S (Ph, Eur. 2.6, 12,
2.6.13)
MIKPOBIOAONTYHA YHCTOTA
(Cap. Capx. 2.6.12, 2.6.13)
Total Aerobic Microbial Count ‘ NMT 10° CFU/g <5 CFUig
3azanena xivexicnp aepabuiee He Biaviee 10° KV O/e <5 K¥YO/
Mikpoopeanisia
Total Yeasts and Moulds Count NMT 102CFU/g <5CFU/%
3azamona rizsicicms Opinconcogux i | He Ginbiwe 107 KV Orz <5 KYO/>
Aticenesix zpudis : .
Escherichia coli Absent absent
- Escherichia coli Bidcymns gidcymus

Comments: * Microbial purity is controlled on one batch a year.
#Is not controlled regularly during stability testing,
$ Microbial purity is controlled in the beginning and in the end of shelf life,
Kontenrap: * Konrpomorors MikpoSionoriyuy HUCTOTY ofHiel cepii Ha pix.
# He xoutpomoiots PETYAAPHO B X0z BHBYEHHS CTaBiNbHOCTL
$ Kourpomorots Mixpobionoriuny uncroty na noyarky i B xinui repminy npuparuocri,
Certification statement: I hereby certify that the above information s authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging 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,
3asaa npo capmmuinaiiio: dificiu 5 3ameepaicylo, uo nasedena suue inchopuayin e docmosipuow mea noynorp. Lin cepin npodveny
Byna aupobrena, exmonaoyy hakysanug/mapryeanns ma Koumpons AKOCMN Ha Guwpe arasanii dinen i (Qinenunax) o nosuii
sidnogionocmi do sunoe GMP, wo ecmanveneni Micteguns PCEPRAMOpHUM opzanom, ma creyugixayiii Peeempayitinoze nociovenny
kpaivu-isnopmepa. Mpomarcony aupobHImea, narysaus i ARAA3Y cepil Gyno nepesipeno i eusnaio manumy, we cionositdaiome GAP

Date: L 627 %o oA CHOATIA L
Hama: 2 X ZLI zll;ality Lagreh

Quolified Person
Approved by: :? O{;'c Cﬁﬂ\ WL’\ G Peters PLiE
3ameeporcenn: = U R

Crop.232
Page2 of 2




