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PLIVA Hrvatska d.o.o0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croalia

TJIIBA Xpsarmerea d.0.0.
Hipiaas Gapyna Dizinveuna 25, 10000 3azpeb, Xopoamia

CERTIFICATE OF QUALITY

DRUG PRODUCT

JIKAPCBEKHH 34CIE

Active ingredient
Awriusnuit inzpediceam

Batch number
Hoaep cepit

Batch size
Posnip cepit

Release quantity
Bunywyena rinvricne

Date of manufacture
Hama supobunymsa

Expiry date
Ipudamnuii do

Specification
Creyugbivayin

Batch Release Site

Alinenuys, eidnosidazena sq aunycy
cepif

Certificate of GMP compliance of a
manufacturer

Ceprmudsivam gidnosidnocmi GMP
supobnuxa

Number of manufacturing license
Homep supobuuuol aiyensit

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymso neposgacosanol
HPOAYKYIL, nepaunna ma emopunna
VRAarRosK4, Konmpons akocmi
Certificate of GMP compliance

Cepmugpixam sidnosidnocmi GMP
Number of manufacturing license

Hoxmep supobuuyol niyensiv

Marketing Authorization License
Pecempayiiine nocgiduennn

Importing Country
Kpaina-innopmep

CEPTHQIKAT AKOCTI
Ne 7

SUMAMED® FORTE, powder for oral suspension strawberry

flavoured, 200 mg/5 ml, 30 mi (1200 mg) in bottle Nel with a dosing

syringe

CYMAMEL® ®OPTE, nopowor ons opanbrol cycnensii 3i cmaxom
noxyriagi, 200 e /5 an no 30 ma (1200 m2), y dnaroni Nel pazom 3i

WNPpUYOM ONR 003Y6alHs

Azithromycin 200 mg as azithromycin dihydrate
Asumponiyuny 200 Mz y suznadi aumpoMiyuny duidpamy

4969074
4969074

5 760 boxes
5 760 kopobox

3 760 boxes
3 760 ropobox

08.2024
08.2024

08.2026
08.2026

SDRAQ55510
SDRAO55510

PLIVA Hrvatska d.o.o,

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLIIBA Xpeamera d.0.0.

Ilpinaz 6apyna Dirinosuua 25, 10000 3azpeb, Xapsamin
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)

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

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
IITIBA Xpgamera ,0.0.

Ilpiras 6apyna @ininosuua 25, 10000 3azpeb, Xopsamis

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 fprevious)
MNe UP/I-530-01/13-03/08

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

Ne UA/15663/01/01
Ne UA/15663/01/01

Ukraine
Yupaina
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TESTS REQUIREMENTS RESULTS
BHIIPOEYBAHHA BHMOrH PESYVIBRTATH
APPEARANCE OF THE POWDER FOR, White to yellowish-white powder with characteristic satisfactory
ORAL SUSPENSION strawberry odour,
200 mg/5 ml, 30 ml
OITHC ITOPOLIKY JIA OPAJILHO! Blauii abio sicosmyaamo-6Ginuii nopoutox 3 Bidnogidae
CYCHEH3I XOPAKMEPHUM 3aNAXOM NORYRUYI,
200 Mr/5 a, 30 ar
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satisfactory
SUSPENSION* characteristic strawberry odour.
200 mg/5 ml, 30 m]
OITHC FOTOBO! OPAJIBHO! CYCITEH3I* | Xosmysamo-6ina 00HOpIONa cycnensia 3 Bidnogidae
200 m2/5 ma, 30 mn XAPAKMEPRUM 3GRAXOM NORYHUYI,
WATER NMT 1.5 % 03%
BOIA He binviue 1,5 % 0,3%
pH (Ph. Eur. 2.2.3)* 8.5-11.0 10.3
PH (€ep. ¢h. 2,.2.3)* 85-110 10,3
IDENTIFICATION
JUEHTHPIRAIIT
Azithromycin (HPLC) @ Corresponds to the standard satisfactory
Asumpomiyun (BEPX) ° Bidnosioae cmandapmy Bionosidae
Azithromycin (V) ° Corresponds to the standard satisfactory
Azumpontiyun (V) © Bionosioas cmandapmy Bionosidae
ASSAY 190.0~-210.0 mg 198.6 mg
200mg/5m]
Every 5 ml of suspension contain
Azithromycin
KUTBKICHE BHIHAYEHHST 190,0-210,0 m2 198,6 mz
200me/. Samn
Kooweni 5 mn cyenensit sicrams
Azumporiyun
UNIFORMITY OF PREPARED ORAT, 85 % - 115 % from the labelled amounnt 99-100 %
SUSPENSION CONTENT * @
OOHOPITHICTE BMICTY B FOTOBIA 85 % - 115 % gid 3ansnenof xinvxocmi 99-100 %
OPATBHIH CYCITEH3II*
UNIFORMITY COF VOLUME OF Meets the Ph. Eur. 2.9.27 requirements satisfactory
DELEIVERED DOSES* ©
OIHOPIIHICTB OB'€MY JJO3, I[[O Bidnoeidae eunozam Egp. ¢, 2.9.27 Bidnosidas
BHTATAIOTECH*e
IMPURITIES (HPLC)*
JOMIHIKFH (BEPX)*
Impurity F (3-N-demethyl-3-N- NMT 0.5% <0.1%
formylazithromyein)
Hoxsiuea F (3-N-dearenun-3-N- He Ginvwe 0,5 % <0,1%
dopminaaumpomiyur)
Impurity I (3-N-demethylazithromycin) NMT 0.5% <0.1%
Homiuna I (3-N-Oememunasumpomiyun) He binvue 0,5 % <01%
Impurity J (Desosaminylazithromycin) NMT 0.5% <0.1%
Homivira J (ezozamininasumpontiyum) He 6invue 0,5 % <0,1%
Impurity L (Azithromycin N-oxide) NMT 0.5 % <01%
Honiwra L (Asumponiyuny N-orcud) He binmve 0,5 % <0,1%
Impurity E + Impurity M NMT 0.5 % <0.1%
(Aminoazithromyein + 3-(N, N-didemethyl)-
3-N-formylazithromycin)
Homiuxa E + Jomimra M He Ginvuee 0,5 % <01%
(Artinoasumpoiyun + 3-(N,N-
Audememw)-3-N-thopmingsumpomiyun)
Crop. 233
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Impurity N (3-de(dimethylamino)-3- NMT 0.5 % <0.1%
oxoazithromycin)
Homiwxa N (3-Oefdusemunamino)-3- He &iavue 0,5 % <01%
orcoasumponiyu)
Any unidentified impuarity NMT 0.20 % <0.10%
Bydv-axa uesidoma domiutra He 6lnvue 0,20 % <01%
Taotal impurities NMT 3.0 % <0,1%
Sazaneni domiuku He Ginvie 3,0 % <0,1%
DISSOLUTION (in 45 min) * NLT 70 % (Q) 96 %
PO3YHHEHHA (yepes 45 xa.)* He menue 70 % (O} 96 %
MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6.13)%*
MIKPOBIO/IOITYHA YHCTOTA (€ep. b,
2.6.12, 2.6.13)%+*
Total aerabie microbial count MMT 10° CFU/g -
3azanera xirericms aepobuux He Ginvwe 10° KYO/2 -
Mikpoopaanizaig
Total yeast and mold count NMT 10 CFU/g -
3azanvna kinsricme dpivcdacosux ma He 6Ginvute 10° KV O/2 -
nricenes 2pubie
Escherichia ¢oli | Absent -
Escherichia coli Bidcymusn -

*test is conducted for prepared suspension
* Konmponoiome 6 20mosiii cycnensii

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

** Konmponiowoms xosicuy 5-my cepiio, ane e Menue oOHicl cepii na pix. Konmponioiomy na nouamiy | 6 xinyi mepMiHy
npudamiocml,

? do not tested during stability
% He xonmponiotome ¢ x00i eyeuennsn cmabinorocmi

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 conirol 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.,
3anga npo cepmudinanin: Jitcrum 2 sameepdxcyio, wo nagedena cuye ingopmayin € docmosipuoo ma mounow. I cepia
npodyxmy Gyaa supobRend, arloLaioNy RAKYBANNA/MAPKYBAHNIR ma KONIMPOAL AKocmi Ha sutje exazaniit dineuuyi (Dinvuuyax) ¢
noerili eidnosidnocmi do eunoz GMP, wo ecmanosneni MICHESUM DezynsmopNuM opzanom, ma cheyugbicayiii Peccmpayitinozo

ROCGIONERNR Kpalnu-itthopmepa. Hpomoxonu 8UPOBHIYMEa, nakyeanns i ananizy cepii Gyno nepesipeno u suInAHO MaKuMy, o
eidnogioaroms GMP,

Date: OQ\.A\O‘ W

Hama:

: ATIA Lid
Approved by: \l/& . U{‘y\q ijlrayc;‘(;mb
Jamaepoacero: %‘:::aii fied Person
Martina Zadro
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