B PLIVA

DRUG PRODUCT

JIIKAPCHKHE 34CIB

Active ingredient

Arimvgnuii inzpedienm

Batcl number
Hoxep cepii

‘Batch size
Poanip cepir

Release quantity
Bumayena kinericmn

Date of manufacture
Hamea supoBuuymea

Expiry date
Tepatin npudamiocmi

Specification
Cretrughinayin

Batch Release Site

Bunyer cepir

Certificate of GMP compliance of a

manufacturer

Cepmudhixcam sidnosionocmi GMP

aupobnuxa

Number of manufacturing license

Howep supobuugor niyensiv

Bulk manufacturing site; primary
and secondary packaging, quality

control

Bupobunymeo neposchacosanoi
npOOYKNIT, nepaunna ma emapunna

YRarosKa, ROURpoN, cepit

Certificate of GMP compliance

Cepmughicam sionogidnocmi

GMP

Number of marufacturing license
Hoatep eupobnuyal niyensis

Marketing Authorization License

Peeempaniiine nocaidvenms

Importing Country
Kpaina innopmep

5

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

IISITBA Xpsamexa o.0.0.
fpinas Gapyna Dininosuva 25, 10000 Jazpeb, Nopeamia

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTI

Ne 2

ALMAGEL® M, tablets for sucking with cherry flavour, N224 (4
blist. x 6 tabs.) '

ANMATETIE® M, mabnemuu dns cMORmams 3i cmarom cuwi, No24 (4 Bricm.
X 6 mab.)

Alyminivm hydroxide — magnesium carbonate dried gel 450 mg, magnesitm
hydroxide 300 mg.

Anrominito zidporeudy — maznio kapbonamy 2emo gucyuenoczo 450 sz, mazuin
aidporeudy 300 me.

3953114
5953114

37 400 boxes
37 400 xopotox

37 400 boxes
37 400 kopubox

11,2024
11.2024

11.2027
11.2027

SDRAQ08684
SDRAO08ES6

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TUIIBA Xpsamera d.0.0.

Hpinas 6apyna Gininceuna 25, 10000 3azpeb, Xopsamia
530-10/23-07/06; 381-13-08/310-24-08.

Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 {(previous)
330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 {previous)

Ne UP/1-530-01/13-03/08

M UP/T-530-01/13-03/08

PLIVA Hrvatska d.o.o.
Frilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TIIBA Xpsamcexa d.0.0.
fIpinaz Gapyna Dininosuya 25, 10000 3azpeb, Xopsamin

530-10/23-07/06; 381-13-08/310-24-08
Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
530-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
Ne UP/I-530-01/13-03/08

M UP/1-530-01/13-03/08

. Ne UA/3993/01/01
Ne UA/3993/01/01
Ukraine
Yepaiua
Crop. 133
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TESTS e REQUIREMENTS - - .RESULTS
BHITPOBYBAHHA BHMOIH PEIVIBTATH
DESCRIPTION {visual method) white to almost white, round flat tablets, with a smooth Conforms
surface and with beveled edges
OITHC (sisyanouuit mentod) Bini abo maiince 6ini, kpyeni nrocki mabnemicu 3 anadxoio Bidnogidae
ROGEPXILIC MA CKOUIHIMY KpaTu
DISINTEGRATION (Ph. Eur. 2.9.1) not more than 15 min, 4 min.
POTATAHHA (Cap. Papm. 2.9.1) He Bimowee 15 xeunun 4 xa,
UNIFORMITY OF DOSAGE UNITS corresponds to the Ph.Enr.2.9.40 Conforms
Mass variation '
OHHOPITHICTS JO30OBAHHY aidnoaidag Egp. Papum. 2.9.40 Bidnosidae
OAHHHITH
Bapiayin macu
IDENTIFICATION
JAEHTHBIKALIIA
~ Aluminium yields reaction Conforms
Anioainifi dae peaxyio Bidnosioae
Magnesium yields reaction Conforms
Mazuiii Qac pearyin Bidnosidac
ASSAY
Each tablet must contain:
AlO3 162.0~ 198.0 mg 183.1 mg
_ Mgz0O 210,6 - 2574 mg 234.8mg
KUIBKICHE BH3HAYEHHS
K oaff;.rla graﬁnemxa nogurna Michunu.; 162,0— 1980 32 .
e 210,6— 2574 M2 i
Ma () - ’ 234,8 M2
ACID-BINDING CAPACITY
Each tablet must bind: HCI | mol/l | not less than 19.0 mi 20,9 mi
(theoretically 21.5 ml)
KHCIIOTOHEHTPATIIZVIOUA
ITATHICTH
Kootena mabnemea nosunna He memnue 19,0 vn 20,9 an
wemmpapizyaamu: HCEL Taons/n
(imeopemuyno 21,5 ain)
MICROBIAL PURITY# (Ph. Eur. 2.6.12,
2.6.13)
MIKPOEBIONIOMTYHA YHCTOTA*
(€sp. Papa. 2.6.12, 2.6.13)
Total Aerobic Microbial Count not more than 10° CFU/g <5CFU/g
3azanvna kinsricms aepobitux ne Ginvue 10° KY O/ <5 KVO/z
MIKpoopeanizatie
Total Yeasts and Moulds Count not more than 102 CEU/g <5CFU/g
3azansiia Kinekicms Opinedmcogux i | e Ginowe I 0 KV O/ <S5 KYO/z
naicernesx 2pupie
Escherichia coli absent absent
Escherichia coli gideyvinna gidcymun
Comment: * Microbial purity is controlled on one batch a year
Komenrap: * Kontpomoors Mikpobionoriuxy gucroTy ommiel cepil ma pik
Crop. 2123
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Certification statement: I hereby certify that the above information is 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,
3aaca npo ceprrpiragio: Jiticiun 1 samsepddeyio, uo Hagedena Guie indhopmanyia & docmosipnoto ma movnolo. Iin cepia npodyxnty
fyna Gupobiuena, arMoYaioun RAKYSQUUS/MADKYBANRA ING KOHMPORL SKOCHT HA eunge srazaniil dsnuyi (diawniyax) e nosniii
sidnogidnocmi do aunoz GMP, wo ecmanoeneni Aicyeann pesynamopium opaano, ma cneyubicanili Peccmpayiiinozo nocgidvenn
xpalitu-isngpmepa. Hpomoxony supobiuymea, naxyeamist i aranisy cepit byne nepeaipeno i suanano marxumy, wo sidnosidaons GMP.

Note:

ITepeunna nata ninnuey Ceprudixaty axocri 09.12.2024. Motouna Bata — Ne jJaTa KOPHIyBaHAA OJMHMUBL BHMIpIOBZHHA mnA
PESYNBTATY TCCTy Kuchomoneimpanizyioua s0amuicme. — The initial date of Certificate of quality signing is 09.12.2024, Current date
of signing is the date of measurement units amendment for Aci -binding capacity,

Date: BLIVA CROATIA Lid
Luma:. Bh2 QO?LI ) Quality Zngreb
Qualified Person

} ters Plifek
Approved by: (—? % ‘Ot& Sonjn Pe r-.. i
Janeepduceno: @jd 0

Crop.333
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AEPXXABHA CJIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHWIBCHLKIHA OBJACTI

npos. Ceitmuaroi Hagii, 3, m.Kuis, 02099, ten/ac: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kog €IPIIOV 37078774

BHUCHOBOK
TIpo AKICTL BBE3EHOro B YKpainy AikapceKoro 3acoby

31.01.2025 Ne 2224/25/10

AIMAT'EJIL® M

(wafimernynanua aikaperkoro 3aco6y arigwo 3 peecTpanifingy nocsinuenmny)
TaONeTKH AN CMOKTRHNA 3i cMaKkoM BHIIHI; X0 6 TabyeTok y Giicrepi; no 4 Omicrepa y
Kopooui

(dopma nunyery, nosysanns, syux naxysaxna nikaperKoro 3acody)
Homep pecctpaniiinoro nocsinuerms UA/3993/01/01 CTpoK Aii peceTpaniiinoro nocsinvenns 01.01.2099
Cepis nikapcenkoro sacoGy Ne 5953114 Kinekicrs Bresenoro nikapcrxoro sacoby 37400

BupoGuux ITTIBA Xpeatcka 11.0.0., Xopsaris

(maitMenysanss BUpo6HUKA dikapchkoro 3acoby, kpalra NoXomKeHHs)

Bseseuo & Yipainy Torapucreo 3 o6nmexenoro Binmosigamsmicrio "Tepa Yxpaina™, inenr.
won: 34770471

(Haftmerysanns Ta ko 3a EXAPIIOY wopnaryEol ocobu aGo npisswue, iv'a, 10 GaTskan (hizrsrnol
oceGy - niampreMu, Tt Mice npoxuaaHIT T peecTpaniiimii nosmep o6TikoRol KapTKI MaTINI
AOHATKIB 450 cepit Ta Homep nacnopra)

Hporoxon Bizyansnoro xontpomo sig 24.01,2025 Ne 0153/8.

3a  pesynsTatamMu ACPKABHOIO  KONTPOMIO  BCTAHOBIENO, MO nixapeelwii  3aci6  pseseno s Yrpainy 3
AOTPHMAHHSM BuMOr 20K0HOLARCTEA LI0A0 3a0e3neeH s AKOCT] NKaPCHKHX 32¢0BiB.

Onera EPELOMEHKO

(rinauc) (iniviam ta npizamme)
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