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PLIVA Hovatska d.ao. //6

Prilaz baruna Filipovicn 28, 10000 Zagich, Croatiy

HLBA Xpsansera doo.e
Hpinas Gapyea $isinagwna 23, 10000 Suiped, Nopeams

CERTIFICATE OF QUALITY

CEPTHDIKAT SKOCTT
Ne 3

SUMAMED®, dispersible tablets 500 mg, Ne3 (1 blist. x 3 tab.)
CYMAMEI, matiaemxu, 1o oucnepayromien no 500 a2, Ne3 (1 6iem,
x 3 mad.)

300 mg azithromyein as azithremycein dibydrate

00 xe azumportiyuny v gueindi az HIRPOMIGURY duriopamy

652113
G32113

48 400 boxes
4& 400 ropofior

48 400 boxes
48 400 kopobox
11.2023
11,2023

11.2025
112025

SDRA0GS4164

SDRAOS 164

PLIVA Hrvatska d.o.o.

Frilaz baruna Filipavica 25, 10000 Zagreb, Croatia

INTIBA Xpsamera 0.0.0.

Mpiaas Gapyna Dizinoguua 25, 10000 Sazpet, Xopsamin
Ne UP/1-530-10,22-03/11: 381- 13-08/243-22-07

No UPA-530-1019-03/ 12, 381-10-05/241.19-07 (previous)
Ao UPA-330-10/32-03/1 - IR0 3-08/243-22-07

Ne UPA-530-10¢19-G3/12: 381-1(-05/241-1 G-07 (nonepedniin
Ne UP/-530-01/13-03/08

Ne UPA-530-0171 3-03/08

PLIVA Hyvatska d.o.o,

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLAIBA Xpsamera 0.0.0.

fipiaas Gapina Divinoguna 25, 10000 Jaspeti, Nopaamis

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/L-S30-10/22-03/11: 3871 3-08/243-22-07

Ne UP/A-530-10/19-03/12; 381-10-05/241-19- nanepedniiy
Ne UP/I-330-01/13-03/08

Ne UP-330-01/13-003/08

Ne UJA/15994/01/03

M LA T5994/0003

Ukraine
Yupaing
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| TESTS REQUIREMENTS | RESULTS

BHITPOBVBAHISY BHMOIH L PEBVALTATI |

- DESCRIPTION (viéhal[y} h T F White to almost while, round, flat tablets, with bevelled | Conforms ‘

300 mg i edges, with a break bar on one side and debassing TEVA

: { 300 on other side :

C O feivatone) Biaf afio wadince Gini, Kpyeni, macewi mabaeris, 3 Hidnasidac

00 e BacKoIo, 2 prCKO Ha 0O CHGPONE BIG HUCHenam

? TEVA 500 na inuit emoponi o

! WATER T T NMT 554 P51 %

| BOLIA He Gineaye 5,5 % | 5.4 %

CVINENESS OF DISPERSION | Gomplies o Ph Bar . Conforms

C TOHEICTD JHCTIEPCH Bidnoaioae

- DISINTEGRATION (Ph. Eur. 25,1 2 min

POBIATZAHAS (Eap. o, 29,7, He Ginvwe 3 x6 2xa

% UNIFORMITY OF DOSAGE UNITS *# Complies with the Ph. Fur. 2.9 40 Conlonms

I Mass variation ]

e BHOPLTTICTh JO30OBAHEY sionosidar Eap. @, 2.0.40 t Bidaonidue

QUL ¥ Bapiayin sieen ;

IDENTIFICATION UPLC #+ Azithromycin | Retention time of the Azithromycin peak in the sample Conforms
solution chromatogram corresponds to the retention time

7 of the Azithromycin peak in the standard solution

! chromatogram as obtained in the assay test

[ VEHHTHBIKA LI VEPY B xaoi kitericuoze suinauenss wae Jopuoiyaanaa gy | Bidnogidae

‘ Axuipariyun SUPOMINURY A Xposamoepasti GURDCOVEaNO. o !

‘ ! POy gidnosidae vucy VIPUMPGaHHI RiKy

| asunipomiiuny na xpostupioapuai cmandapmu o |
R TSy e ROy . e

CIDENTIFICATION 1y #% Azithromycin Spectra of the Azithromyein peak in the sample sofution | Conforms '

; clromatogram corresponds o the spectra of the

| Azithromycin peak in the standard solution !

i chromatogran us obtained in the assay test ; !

| HEEHTHDIKALS Y *% B xodi kiwricnozo susnavenns CHERIE Ry b Bidnosidae }

Asumineyin AIUDOMIURY B XPOvI@moapani BUNPOOVRAHO 0 I |
i POSYUNY gidnosidae CREXMPIY RIKY Gaumporinany ma
U e POMAROSPAMT Cnandurmitoze po3aus — . S
ASSAY (UPLC) :

! Each whblet containg 95.0 % - 105.0 %, of labeled amount 1009 %

" Azithromycin

CRLHBRICHE BIIMAYE NS (YEPX) |

VRt imainenisy siciose 95,0 - 105,00 % si0 sungrenor KLtbkoomi P I00,9%, i

Lwsopouan S R R | |

' RELATED SUBSTANCES (UPLQ) T T T i
Impurities F+M NMT 0,5% <0.2%
Impurity F NMT 0.5% <0.2% §
fmpurity 1 NMT 6,5% < 0.2 % i
Tnapurity ] NMT 0,5% <02 % |
Impurity L NMT (,5% <0.2% [
Impurity N | NMT 0.5% <0.2% 5
Any other unspecified impurity | NMT 0,2% 0.1 % |
Tonal impurities NMT 3,0% 0.1 %

P CVITYTHI AOMILIKH (VEPY) ;
Senthay £+ M | He Oirore 0,5% <2 % s
vt F ! He binve 0,5% < (0,2 % |
i ¢ | He dinsue 0,5% <07 %

Aenifuieg 7 He Bigeue 0,5% < 2% ;
HAoviuea I He Giavie 0,5% <$.2%
Aovfuca N He biame (), 5% <02% |
DVos-ARa inea neaidong doaiwia He Birsae 0, 2% 0.1 % ;
e St At — A HeOme 0% RS LY T i
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MICROBIOLOGICAL PURIFY ™ T
{PDh. Bur, 2.6.12 and 2.6.13) i

- Total Acrobic Microbial Count { NMT 10° CFU/g <5 CFUg
i Total Yeasts and Moulds Count | NMT 162 CFU/p < 3 CFU/g
i Fucherighia coli | absent absent

MIKPOBIOAONTYHA YHCTOTA*
CCep, 2052 26.73)

Jacannia Kiveriomp Qepotinnx
" vikpoapoaniasiic

He Siwure 107 KV s

!
|
i < 5 KV

. . , ; ; EF o JO? KN n < (Ve
| 3rcaannid kivoicn dpixedoiosuy § He Glawme 107 KY () S KV
[ RECeHas cpndis P

| Escherichio coli Bidcymin [ Biocyni

* Test the first three production batches and every tenth batch thereafter, or at feast one batch per year if fess than 10

batches per year are many factured; test af the beginning and the end of shelf life,

## Not tested during stability testing.

* Kowmpodiowns repui WP NPOMUCIOGE cepil, @ nowmiv Koy decamy cepio @bo, ax MEHGY, 00Ny ceplio 8 pik, axige
CUPOGAR e veuie [0 cepisl na pi. Konmponsowms na nONAmERy i & wingt mepiny REEGGmHaCH),

T He konmponionms @ xooi BUBGENUHHA CIRAGIRLH ORI,

Certification statemenr: 1 herehy certify that the above information i5 aulhentic and accurate. This baich of product has been
fabricated / wznufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of 1he 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 complisnce with GMP.

Jasea npo cepmmapiangiro: Jiticn g IAINBEPONCYIO, UL HAGEOEIG guiye ghopyauis ¢ DOCROGIPHGID [ MO, Us cepis np OOVREY

PN BHROATCHA, SRTIY 0N NURYEARNA apryveanns ma KOHMPONe AKOCMI HA GUIE 8ROIGHIT airarzg (Oirvnitgx; & nowsit
SQROSIGHOTT GO guvos GMP, o acmanosuent Micyesnn pez SO M Op2aHOM, P crayudhirail F eCempayitinoeo nocsiduedis
kpaini-isirepaepa. pomoory SUPOGHINME, Naxyeming { areaizy cepit frg HEPECIDEHO U SUINANG maKiary, tf0 glonosidanny GAP,

Diate:

Hama: ) . o
e R e 2R o

Approved by:

Santeponceiio:
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