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PLIVA Hrvatgka d.o.o.
Pritaz baruna Filipoviea 25, 10000 Zagreh, Croatia

fLI1IBA Xpsamcra 6.0.0.
lpinas 6apyua Gisrinosuua 23, 10000 Jazpes. Xopsamin

CERTIFICATE OF QUALITY

CEPTHDIKAT AKOCTI
Ne 2

SUMAMED?®, powder for oral suspension strawberry flavoured 100
mg/5 ml, 20 mi (400 mg) in bottle Nel with a dosing syringe
CYMAMEI®, nopowox dns opansenoi CYCRen3ii 31 cmarom noayHulyi
100 m2/5 xn no 20 mx (400 m2) y paaroni Nel 3i wenpuyon dan
003V8aNHS

Azithromycin 100 mg as azithromycin dihydrate

Asumpomiypry 100 mz y 6uznsdi asumporiyuy Suzidpamy

Batch number 4189054
Hoxep cepii 4189054
Batch size 14 400 boxes
Pozvip cepiy 14 400 xopobox
Release quantity 14 400 boxes
Bumnyena xizoricma 14 400 rapoboxr
Date of manufacture 05,2024
Hama supobnuymen 05.2024
Expiry date 05.2026
Tpudamnuii do 05.2026
Specification SDRAOS5510
Creyudivayin SDRAO55510
Batch Release Site PLIVA Hrvaiska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Hinonuya, sidnosioansua 3a unycx TVHBA Xpsamcera d.0.0.
cepii ‘ fpiras Bapyna Ginincewna 25, 10000 Jazpeb, Xopsamis
Certificate of GMP compliance of a 530-10/23-07/06; 381-13-08/310-24-08 .
manufacturer Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 (previous)
Cepmucbinam sidnosioncemi GMP 330-10/23-07/06; 381-13-08/310-24-08
SUPODBHUKQ Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)

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

Bulk manufacturing site, primary and PLIVA Hrvatska d.o.o,
sceondary packaging, quality control Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Bupobnuymeo neposgracosanoi TLIBA Xpsamcica 0.0.0.
npodyiyli, nepsuna ma smopunna pinas 6apyua irinosuya 23, 10000 3azpes, Xopeamin
YRAKOGKE, KORMPOTs AKDCMI '
 Certificate of GMP compliance 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)
Cepmudbicam sidnogionoemi GMP  530-1 0/23-07/06; 381-13-08/310-24-08
‘ Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 (previous)
Number of manufacturing license Ne UP/E-530-01/13-03/08
Howep supoGmol yiyensiy Ne UP/L-530-01/13-03/08

Number of manufacturing license
Hoatep supobumor niyensii

Marketing Authorization License MNe UA/15660/01/01
Pecempayiiine nocsiduenys Ne UA/I S5 660/01/01
Importing Country Ukraine
Kpaina-ivnopmep Yipnina
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TESTS REQUIREMENTS RESULTS
BHITPOBYBAMHHA BHMOrH® PE3VIIBTATH
APPEARANCE OF THE POWDER - White to yellowish-white powder with characteristic Conforms
FOR ORAL SUSPENSION strawberry odour.
OfTHC OOPOUIKY J/IA OPAABHOT Binuit abo scoemysamo-6inuit nopowox ¢ XUPAKINEPHUM Bidnosidae
CYCITEHIT 2anaAxomM noyHuLi.
APPEARANCE OF THE PREPARED | Yellowish-white homogenous suspension with Conforms
SUSPENSION* characteristic strawberry odour
OITHC FOTOBOF OPAABHOI Kosmysamo-Gina 00HOpioHa cycnensin 3 xapaxmepiun Bionogidae
CYCHEH3T* 3ANAYOM ROTYHULI.
WATER NMT 1,5% 0.2 %
BOIA 1 He 6invwe 1,5% 02%
pH (Ph. Fur. 2.2.3)% 85110 103
PH (€ap. &, 2.2.3)% | 85-110 10,3
IDENTIFICATION |
ITEHTHDIKALILA
Azithromycin (HPLC) © Corresponds to the standard Conforms
Asumposiyun (BEPX) © Bidnoeidae crmandapmy Bidnosidac
Azithromycin (UJV) ¢ Corresponds to the standard Conforms
Azumposiyun (Y<p) © Bidnosioac cmandapmy Bionogidae
ASSAY
Every 5 ml of suspension contain 95.0-105.0mg 993 mg
Azithromycin
KITBKICHE BH3HA VEHH)Y
Kooweni 3.5 cyeneusii micmsme 95,0~ 1050 m2 99 3 me

Azumportiyun

UNIFORMITY OF PREPARED ORAL
SUSPENSION CONTENT*?

| 85%- 115 % from the labelled amount

102-103 %

OAHOPIHICTE BMICTY B FOTOBIH | 85 % - 115 % eio 3a883EHOF KitbrOCH 102-103 %

OPAABHIN CYCITEH3I] + :

UNIFORMITY OF VOLUME OF | Corresponds to the Ph. Eur. 2.9.27 requirements Conforms

DELIVERED DOSES #°

CHHOPUIHICTh OB €MY 103, L0 Bionosidae sumoean €gp. . 2.9.27 Bidnosidae

BHTATAROTHCH*®

IMPURITIES (HPLC)*

AOMILLIKH (BEPX)*
Impurity F NMT 0.5 % <0.1%
Homima F | He Ginvwe 0,5 % <0,1%
Impurity 1 NMTO0.5% <0.1%
Hovinica 1 He binowee 0,5 % <0,1%
Impurity J NMT 0,5% <0.1%
Hoxiwka J He 6inoute 0.5 % <0,1%
Impurity L NMT 0.5 % <0.1%
Hovitra L He biivuwe 0,5 % <0,1%
Impurity E+ M NMT 0.5 % <0.1%
Homimra E + M He Girowe 0,5 % <01%
Impurity N NMT 0.5 % <0.1%
Homimxa N ' He Ginvuie 0,5 % <0,1%
Any unidentified impurity NMT 0.20 % <0.10 %
Bvdu-axa nesidoma domiwxa He 6invie 0,20 % <0,10 %
Total impurities NMT 3.0 % <01 %
Cyvia doximor He Ginvue 3,0 % <0,1%

DISSOLUTION (in 48 min.)* NLT 70 % (Q) 86 %

POZYHHEHHS (vepes 45 x8)* He menue 70 % (Q) 86 %
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MICROBIAL PURITY (Ph, Eur, 2.6.12, |
2.6.13)%%

MIKPOBIOIOTTYHA YHCTOTA (Cap.
®. 2.6.12, 2.6.13)**

Total aerobic microbial count NMT 10° CFU/g -
Jazanvna kivericme aepobuux He Bizvie 10° KVO/ez -
Mikpoopeanizmis

Total yeast and mold count NMT 10*CFU/g -

3azaneua kinericme Opincdacosux i | He Ginoue 10° KYCrz -
HRiCeReaUx epubie

Escherichia coli Absent - -
Lscherichia coli Biocymun : -

*test is conducted for prepared suspension
*Koumponiowoms napavmempit ¢ 20mogiis cyenensii.,

**tested on every 5% batch and at least ane batch per year. Tested at the beginning and the end of shelf life.

¥ Kaumpomoioms xosicry S-my cepiio, ane ne menwe odwici cepii na pix. Konmponioioms na nowamry i g xinyi
mepMiny npuoamnocni,

® do not tested during stability

YHe KOHIMPOTIOIOML 6 X0O! uguenns cmabitenocmi,

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.

3anen npo cepmudiraniio: Jiticnun a 3ameepoxcyi0, wo nasedena euge ingopuayis ¢ Qocmosipuoio ma movnoiwo. L cepin
apodyrmy Gyaa supobaena, skmouaiovy HAKYBUHHS/MEPKYBAHHS. Q. KOHMPORL AKOCMI HA GUILE GKASENITI Olavruni (Qlavnuyax) s
noanin aidnogionoemi do sumoz GMP. mo scmanoaneni MICHESUM PeaYTAINOPHUM OP2arHOM, Ma cneyughixayiti Pescmpayiimoro
nocgiouenns kpainn-inopmepa. Hpomoronu supobuuymea, naxysanns i anarizy cepit Hyno nepesipeno u gu3NaHO MaxuMy, wo
sionvsidame GMP.

Date: D2.07. 202 4.

Hama:

% PLIVA CROATIA Ltd
' . ¢ Yuutty Angreh
Approved by; ‘. ?/Q«Q ngi‘a?im& greh

Jameepdoicenn; .
oep * Mariina fadro
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