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PLIVA Hrvatska doo.
Prilaz baruna Filipovica 28, 10000 Zagreb, Croatia

HitIB4 Xpsamowa d.0.0.
fpisaz Gapyie Pizinosuue 25, 10000 Jacpet, Xopramin

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCRKEH 34ACTE

Active ingredient
Axmusnutt inzpedicum

Batch number
Hoxvep cepir

Batch size

Pozuip cepii
Release quantity
Bumngena xinoxicms
Date of manufacture
Hama supoéuuymea
Expiry date
Hpudammi do
Specification
Creyndhivayis

Batch Release Site

Hiavuys, sionoeidatswa 3q GUNVCK
cepir

Certificate of GMP compliance of a
manifactorer

Cepmudhivam aidnosidnocmi GMP

GupoEruKy

Number of manufac turing license

Hoxep supotimoy Aiyensiy

Bulk mamufacturing site, primary and

secondary packaging, quality control

Bupotmumeo Hepospacosanoi

npodyKyil, nepsuniy ma BIMODURHA

VHAKGEHA, ROumpoie aKocmi
Certificate of GMP compliance

Cepmugbiram sionosionocmi GMP

Number of manufacturing Heense

Hoxtep eupotnunoi aiyensi

Marketing Authorization License
Peecmpogyiinte nocaiduenns

Importing Country
Kpaina-innapmep

CEPTHDIKAT AKOCTI
Ne 2

SUMAMED®, capsules 250 mg, Ne6 (1 blist. x 6 caps.)
CYMAME®, kancyau no 250 me, Net (1 taicm. x 6 xanc.)

Azithromycin 250 mg as dihydrate
Asutmpoviyun 230 me y euzasdi Suzidpany

795074
795074

49 800 boxes
49 800 xopobox

49 800 boxes
48 800 xopobox

07.2024
07.2024

07.2027
07.2027

SDRAD17432
SDRAGI 7432

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

1I/1BA Xpsamera d. 0.0,

lipinas 6apyna @iinostua 25, 10000 3azpes, Xopeamin
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)
330-10/23-07/06; 381-13-08/310-24-08

N UPAL530-10/22-03/71 - 381-13-08/243-22-07 (previous,
Ne UPA-530-01/13-03/08

Ne UF/A-330-01/13-03/08

PLIVA Hrvatska d.o.o,

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TUNBA Xpsamera d.0.0.
fIpinas apyna @irinoeuua 25, 10000 3azpeb, Xopsamix

530-10/23-07/06; 381-13-08/310-24-08
N UP/I-530-10:22-03/11; 381-13-08/243-22-07 (previous)
330-10/23-07/06: 381-13-08/3 0-24-08

N UPA-530-10/22-03/1 1, 381.13-08/243-22.07 {previous)
Ne UP/I-530-01/13-03/08

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

N UA/2396/03/01

Ne UA/2396/03/01

Ukraine

Vipaiua

75
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F TESTS REQUIREMENTS RESULTS
BHIIPORYBAHHS BHMOUH PEIVIIBTATH
bESCRIPTION (&*}éﬁaily) Hard gelatine capsules Nel with light blue opaque body | Conforms
“ and dark blue apaque cap; '
Capsule content: white to pale yellow crystal powder or
-alump formed of white to pale vellow crystal powder, |
OITHC (sizvarnng) Teepdi niceramunoai rancyay Nel, 3 uenposopuy Bionosioac
KOPAYCOM DRgrumuose koaLapy | Henposopow
Kpuiieukon CHRLO20 KoAbOP).
Baicm wancya: kpucmanivis nopouiox ald 6irozo do
HCOBMYGAMO20 KOI6OPY abo 2pydKa, ymeopena 3
KPUCAN R HO20 HOpouKy, 6id bitozn do HCOGIRYGAMO20 |
i KOIBOY, . e
UNIFORMITY OF DOSAGE UNITS Corresponds to Ph.Eur.2,9.40. requirements ! Conforms
{Mass variation)*
QUHOPLARICTS HO3OBAHHY Bidnosidae suvozaw Esp. . 2.9.40 Bidnosidae
OQHHALE (sapiayia macuy*
IDENTIFICATION® B -
IEHTHOIKALLA*
Azithromycin (HPLC) Corresponds to the standard Conformns
Asumpostiyun (BEPX) Bidnosidac cmandapmy Bionoeioae
Azithromyein (UV) Corresponds to the standard Conforms
Azumporiyun (YD) Bidnosidae cmandapmy Bidnosidae
ASSAY (PG T T
{ Each capsule should contain: | 237.5 - 262.5 mg | 254.8 mg
{ Azithromycein
KIABKICHE BHIHAGEHEHSA (BEPX)
Kosicug kaneyvra nosuing s i
. 431”}239&?‘%@{ 23752625 i.a: _ 2548 mz
IMPURITIES (HPLC) N - T i
HOMILTKH (BEPX)

Impurity F NMT 0.5 % < 0.1%

Aovibara F He 6iabwe 0.5 % <01%

Impurity 1 NMT 0.5 % < (h1%

Hostiwga § He Ginvse 0,5 % <0i%

! Impurigy J NMT 0.5 % < (.1%
: Hostiwra J He biaeme 0,5 % <0I%
Tpurity E NMT 0.5 % < 0.1%
Hoviura E He Gitewme 0.5 % <0.1%
( Impurity M NMT 0.5 % P < 1%

Aomiuerca M He fiizvwe 0,5 % <0r%

Lmpurity N NMT 0.5 2% < 0.1%

Homiricag N He Gitvue 0,5 % <01%

i Impurity I NMT 0.5 % < 0.1%

Hozvivira L He Binvute 0,5 ¢ <0,1%

Any unknown impurity NMT 0.20 % <010 %

ByOv-ara negidoma domiuxka He Gizsue 0,20 % < 0,10 %

Total impurities { NMT 3.0% <0.1%

Saceaoni doviurcn He Giabume 3,0 % <0,1%
DISSOLUTION (HPLC) NLT 75 % (Q) T ' 01% T
in 45 wmin.

POSYHHEHHS (BEPX) He menue 75% (0 101 %
LuepesdSza S N N
| WATER (KF) NMT 6.0 % 4.8 %
f BOIA (Kay He Binvwe 6,0 % 4.8 %
I _ -
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MICROBIAL PURITY (Ph. Eur. 2.6.12, |
2.6.13)¢*

MIKPOBIOIOITYHA YHCTOTA (€ap,
. 2.6.12, 2.6.13;%%

Total Aerobic Microbial Count NMT 10° CFU/g -
3aearoua kirsrioms aepobuux He Ginwge 10° KV -
Mikpoopzaizmie

Total Yeasts and Moulds Count NMT 10°CFU/g -

Sacarona kivsicicons Opincdocosux i | He Gitoue 1P K YOz -
mricenesnx spubie

Escherichia coli Absent -

!
; Escherichia coli Biocymus -
* - Not tested during stability.
* - He konmponmooms 6 xodi euevenns cmabitpiocmi,
¥ - Tested on every 5th batch but at least one batch per year at release,
Tested at the beginning and at the end of shelf life during stability testing,
** - Hpu eunyery ROHMPOTIOIONS KOXCIY S-my cepir, anre ke mente aduict cepii na pix.
B x00i gusuenna cmabtinerocmi KORIMPONOIOMS H& NOYARUY | 6 Kilyd mepminy npudamnocm,

Certification statement: [ hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated  manufactored, 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.,

3ansa npo cepmupivayin: Aiciy FAMBEPAAHCYIO, WO HABEIEH g inghopmayis € doem OGIpTIOND et movnony. i cepin npodyrn

Bya eupofinena, axaloyacuy HARYSAHHA/ MADIVEAHHA Mo KOWMpOIs Axcemi Ha suiyge axazamis dlreruyi (Dinerusxi & nocii
eidnoeidnocmi do susoz GMP, 0 BCMAROBREN] MICHESUM PESYIAMOPNUM DD2aHOM, Ma creyuiayli Pecompayitingzo noceidvers
kpaiiu-innopmepa. [Ipomoronu BUPODIUYWIBE, NAKYBANNS | anazizy cepii tyao REPEBIPEND W UIHANO MAKUMY, O 6ION0sId tms GIMP

Date: (i OF 2o 27
Aama:
Yo " oo P
i Coi :
Approved by: L/ (/f SR 'LL PLIVA CROATIA Lid
Bameepdneeny: ' T &

Quality Zagreb
Quaiified Person
Martina Zadro
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