DRUG PRODUCT

JHKAPCHKHE 34CIE

Active ingredient
Axmuenutt inzpedicinm

Batch number
Hoatep cepii

Batch size

Pozuip cepii
Release quantity
Bumyena kizoricme

Date of manufacture
Hama gupobumpnea
Expiry date
lipudamuuii oa
Specification
Creytbivenyin

L

“ Batch Release Site

Hiavhuyr, aionocidareua 2 aURYCK
cepil

Certificate of GMP compliance of a
manufacturer

Cepmuchivam sidnosionocmi GMP
BUPOGIUKRG

Number of manufacturing license
Homep supotiuusoi siyenziv

Bulk manufacturing site, primary and

secondary packaging, quality centrol
Bupotuuymeo neposacoaanol
APOOYRYIL nepaning ma GHIOpuHia
FHAROBKE, KGHIPOIG AK0cHmi

Certificate of GMP complianrce
Cepmudbinam aidnceidnoemi GMP

Number of manufacturing license

Hoviep supobruvoi wiyensi
Markcting Authorization License
Pecempargiinte noceiouens

Importing Country
I(pai}'m»iuf?apmep

g

PLIVA Hrvatska d.o.o.
Prilaz bavuna Fitipovica 25, 10000 Zagreb, Croatia

TLTIBA Xpaarncra d.0.0.
Hpiyr Bapyra Oirineeyna 23, 10000 Qazpets, Nopsaniiz

CERTIFICATE OF QUALITY

CEPTHOQIKAT AKOCTI
Ne 1

SUMAMED® FORTE, powder for oral suspension banana flavoured,
200 mg/5 ml, 15 ml (600 mg) in bottle Nel with a dosing syringe
CYMAME® QOPTE, HOPOUIOK 1% opatshol cycnensii 3i eMaron
banana, 200 m2 /5 mia no 15 s (600 m2), y haraxoni Nl pazoss 3i
wnputom 0as 0osysanus

Azithromyein 200 mg as azithromycin dihydrate
Asumposiyuny 200 me v guzindi asumposiury duzidpamy

4688064
4688064

18 080 boxes
18 080 kopotiox

18 080 boxes
18 080 kopodor

06.2024
06.2624

06.2026
06.2026

SDRADSS510
SDRA055510

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 0000 Zagreb, Croatia
TITIBA Xpaamera 9,0, 0.

fIpiaaz Gapyna @izinveuya 25, 10000 3uzpes, Xopsamis
530-10/23-07/06; 381-13-08/31 0-24-08

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/-530-10/22-03/11; 381-13 -08/243-22-G7 (previous)

Ne UPA-530-01/13-03/08

N UPA-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TLIIBA Xpgamexa o.0.0,

fipizas Gapyna Pirinosuua 25, 10000 3azpes, Xopeamis

330-10:23-07/06; 381-13-08/31 0-24-08 .

Ne UP/1-530-10/22-03/11; 381-1 3-08/243-22-07 (previous)
330-10/23-07/06; 381-13-08/310-24-08

MNe UFA-530-10/22-03/41- 3811 3-08/243-22-G7 (previous)
Ne UP/1-530-01/13-03/08

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

Ne UAS15661/01/01

A UA/I5661/01/01

Ukraine

Vapaina
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! TESTS REQUIREMENTS - RESULTS
BUIIPOBEVBAKHY BHMOFH PEIVILTATH
. THE POWDER FOR White 1o yellowish-white powder with characteristic satisfactory
ORAL SUSPENSION banana odour.
200 mg/5 ml, 15 mi
OIHC BOPOLIKY A8 OPATLHO! Bimai abo ocosmyeama-Ginuii nopowor 3 Bidnostdac
CYCOArasig XAPAKIEPHUM SURAXOM Bunanty
| 200 Mr/5 M, 15 i o .
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satislactory
SUSPENSION* characteristic banana odour.
200 mg/5 ml, 15 ml
1 OITHC FOTOBOI OPAABHOF CYOITER 3T Hogmyeamo-6iita 0dnopiona cycnensin 3 Bidnosicae
200 a5 mo, 15 ma XAPAKMEPHUM IARAXOM GanaHy
WATER NMT 1.5% 0.4 %
BOIA Fe Bitwue 1,5 % 0,4 2%
pH {(Ph. Eur, 2.2.3)* 85-11.0 104
PH (€ap. . 2.2.3)° A 85110 LS
IDENTIFICATION
INEHTHOIKALILS
Azithromyein (HPLC) © Corresponds to the standard satisfactory
Asumpostiyun (REPX) © | Bidnosidae cmandapmy Bionvaidue
Azithromyein (UV) © Corresponds to the standard satisfactory
Azumposiyuy (Vb 0 Bionoaivac crandapmy Ridnosidae
ASSAY 150.0 —210.0 mg 1974 mg
200mg/sml
Every & ml of suspension contain
Azithromycin i
KITBRICHE BUSHAYUEHHS 190,0--210,0 m2 1974 32 E
200251
Kooeui 3 s cyenensii wicmame
_Asumpoviygun N I
| UNIFORMITY OF PREPARED ORAL 85 % - 115 % from the labelled amount 100-103 %
- SUSPENSION CONTENT * ©
; QUHOPIIHICTE BMICTY B FOTORIE 85 %% - 115 % 610 sanarenof xizexocmi 100-193 %
OPATIBHIT CYCITEH3II %0
UNIFORMITY OF VOLUME OF Meets the Ph. Fur, 2.9.27 requirements . satisfactory ‘
DELEIVERED DOSES* ¢ |
OAROPIIHICTH OB €My HO3, HiG Bionogidae eurtozaw Cep. ¢h, 2.9.27 Bidnoaidae !
BHTHTAIOTHCH*
IMPURITIES (HPLC)* ;
E HOMIUIIKH (REPX)* |
Impurity ¥ (3-N-demethyl-3-N- NMT 0.5 % < 0.1 %
i formylazithromycin)
Aosthura F (3-N-desemua-3-N- He Glaouee 0,5 % < 0,7 %
dopmirasumpomiyun)
Impurity 1 (B-N-demeihy]azithromycm) NMT 0.5 % <0.1%
Homivixa I 3-N-devemuwrazumpontiyun) He Ginne 0,5 % <80,1%
Impurity i (Dcsosaminylazithromycm) NMT $.5% <0.1%
Hoxbuka J (Aescsaninirazumporiyun) e Oiuwe 0,5 % <fi%
impurity L (Azithromycin N-oxide) NMT 0.5 % <(0.19%
U dovimea L (Asumportiyumy Nooxcud) He Biavuwe 0,5 9% <0,1%
b DImpurity £+ Imapurity M NMT 0.5 % <0.1 %
| {Amincazithromycia + 3-(N MN-didemethyl)-
3-N-formylazithmmycin) E
Homiwea E -+ Hoviwra M He 6ireue 0,5 % <0,1% |
i {Asisogsumposiyun + 3-(N, N-Oudememun)- i
3-N-ghopsirasumposivuny
Impurity N (3-de{dimethylamino}-3- NMT 0.5 % <0.1% i
L. oxomzithromycin) e : RN
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5 Hominma N (3-de(Dumemuraming)-3- He bitoe 0,3 % < 0.1 %
| oKcousmmporiyun)
| Any unidentified impurity NMT 0.20 % <0.10 %
Bvdv-mica nesidosa domiuxa He binvine 0,20 % < 0,10 %
Total impuritics NMT 3.0 % <0.1%
Saearvni dominmu He Girswe 3.0 % <0.1%
DISSOLUTION (in 45 min) * NLT 70 % (Q) 101 %
POIYHHENRY (vepes 45 xe ¥ He wewnwe 70 % 10} i s
MICROBIAL PURITY (Ph. Fur. 2.6.12,
2.6.13)¥*
MIKPOBIOSIOTHHA YHCTOTA (€ap. .
2.6.12, 2.6.13%%
Total aerobic microbial count NMT 10 CFU/g -
Ja2aAoHd KixeRICIY GepotHIY He 6itome 10° KV O/ -
i Mixpoopeanizvis
f Total veast and mold count NMT 10° CFU/g P -
; Buzarvng kivricome dpixcosecsux ma He Sinowe 1P KYO/» -
i wriventeaux apuiia
; Escherichia coli Absent -
{ Escherichia coli Biocymun -

*“test is conducted for prepared suspension
* Konmpemoioms ¢ 2omonii cyvenensit

**tested on overy 5™ batch and at least one batch per year, Tested at the beginning and the end of shelf-life.

¥* Konmponowne Kaoiey 5-niy ceplio, ane ne ymenme odnict cepil na pix. Konmposeione na RONQmKY |6 kingl mepyriny
Hpudamioom|,

% do not tested during stability
YHe KOHMPOVNOME & XOMN cuskenns cmabizbiocmi

Certification statement: | 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 lecal Regulatory Anthority and with the specifications in the Marketing Awthorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,
3anca npe cepmudivanin: Hiticrunt 5 samsepdcyro, 1o nagedeny suge nopruayin € docmosipucio ma mosnow. Ha cepia

nealii sionoeidnocmi do eumos GMP, MO GCManCEIeH] MICURSUM PEYIAMOPRUM OP2atOM, td crreyubinayid Pecompaytinace
nocgicennn kpatwu-ivinopmepa, Mpomoroan BUPOGHIYMES, RaKyaaHR | anarisy cepii 6yie nepesipeno u eusnano maruMy, o

Date: |
AW e seon L et g
Approved by: ‘ \ '
Jumeeponceno: ! ; A CROATIA " | E ':_;»,.W

LR L ’j’.h:‘zt [T PLIV. Y

Quality Zagreb
Qualified Person
Marta Velikanovit
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