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~ PLIVA Hrvatska d.o.o.
Prilaz bariia Filipovica 25, 10000 Zagreb, Creatia

{HBA Xpeamicka 0.0.0.

flpindas dapyiig diainoeuva 25, 10000 3acped. Xapsamis

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCHKHY 3ACIE

Active ingredient
Axmuennii incpedicm
Batch number

Huovep cepii

Batch size

Posvip cepii

Release quantity

Bumveena kinexicns

Date of manufacture
Hama supobituymea

Expiry date
Tipuoamunui oo

Specification
Crenuhinayia

Baich Release Site

Hinonuyn, 8ionogiddivua 1a unver
cepii

Certificate of GMP compliance of &
‘manufacturer

Cepmudhixum gidnosionoeni GMP
gupoinuKka

‘Number of manufacturing license
Hoviep supobuuuoi aiyensii

Bulk manufacturing site, primary and
‘secondary packaging, quality control
Bupobruymeo neposghacosanoi-
APOOVKYIT, nepeusNa md 8mopunna
VRAKOBKA, KONMPONib AKOCHT]
Certificate of GMP compliance

Cepminihikanm ¢idnogidnocmi GMP

‘Number of manufacturing license
Homep supoburioi niyensii

Marketing Authorization License
Peccmpayiiine noceidveins

Importing Country
Kpaina-ivnopmep

CEPTHOIKAT SIKOCTT
Ne 1

SUMAMED®, film-coated tablets 500 mg, Ne3 (1 blist. x 3 tabs.)
CYMAME®, mabaemxuy, expumi naigxogoio obononkow, no-500 se,

No3 (T buicnr. x 3 mab.)

Azithromyein 500 mg as dihydrate

Azumpositun 500 M y sueasndi Qusiopany

451103

451103

118 000 boxes:
118 000 xkopobok
118 000 boxes
118 000 kopobox

09.2023
09.2023
09.2026
09.2026
SDRA024967
SDRAO24967

PLIVA Hrvatskad.co.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIJHBA Xpsamcka 0.0.0. )
{lpinas bapyna @ininceuua 25, 10000.3acpeb. Xopsamis
Ne UP/I-530-10/22-03/11;.381:13-08/243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 (previous)

No UP/H-530-10/22-03/11 381-13-08/243-22-07

No UP/1-530-10719-03/12; 381-10-05/241-19-07 (noriepedsiiiy

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

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

PLIVA Hrvatska d.o.o. N
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIHTBA Xpsamcka d.0.0.

IIpinaz Gapyna Pininoguua 25, 10000 3azped, Xopsamis

Ne UP/1-530-10/22-03/11; 381-13-08/243-22:07
Ne UP/I-530-10719-03/12; 381-10-05/241-19-07 (previous)

Ne UP/I-530-10/22-03711, 381-13-08/243-22-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07 (nonepedniii)

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

Ne UA/2396/02/02
Ne UA/2396/02/02

Ukraine

VYrpaina
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KITBKICHE BH3HAYEHHSA (BEPX)

475,00~ 3250 m2

TESTS REQUIREMENTS RESULTS
BHITPOBYBAHHA BHMOIMH PEIVIALTATH
DESCRIPTION (visualiy) Pale blué,r c‘abloﬁg biconvex ﬁlm-coated.tabiéts, with impriﬁf Conforms
| PLIVA on one side and 500 on the other.
ONHC (sisvarsno) Tabaemicu, arpumi nijgro8om 060 0HK00, Ceiman-barakumnoco | Bidnosidae.
KONBOpY, dogcacmoi hopmu, daooryrni, 3 namicom PLIVA 3
odnozo boky [ 500 3 Opyzozo 6oky.
UNIFORMITY OF DOSAGE UNITS Corrcsponds to Ph.Fur.2.9.40. reqﬁirements Conforms
| (Mass variation)* |
ONHOPITHICTE JJO3OBAHHY Bionosioae aumocav Cep. @, 2,9.40 Bionogidac
QUHHRULB (sapiayin vacu}*
[ DISSOLUTION (HPLC) Not less than 75 % (Q) 100 %
After 45 minutes |
POIYHHEHHA (BEPX) He mewnwe 75 % () 100 %
Yeper 45 xeunun
IDENTIFICATION*
HEHTHDIKALIT* |
Azithromycin (UV) 1 Corresponds to the standard Conforms
Azumposiyun (Y 1 Bionogioae cmandapmy - Bionoagiouc
Azithromycin (HPLC) | Cotresponds to the standard Conforms
Asumposiyun (BEPX) Bionogidac cmandapmy | Bionosioac
ASSAY (HPLC) 475.0 - 525.0 mg 507.9 mg

5” ?, 9 AfS

IMPURITIES (HPLC)

HOMILLIKH (BEPX)
Impurnity F 1 NMT 0.5 % <{.1 %
Homiwrka I | He 6invwe 0.5 % <01 %
Impurity I NMT 0.5 % < 0.1 %
Hoxthwxa | He Binvree 0,5 % <01 %
Impurity J NMT 0.5 % <0.1%
Homimka J He Ginbue 0,5% < 0.1 %
Impurity E NMT 0.5 % <0.1%
Hoviwika E He 6inoure 0,5 % <0 1%
Impurity M. NMT 6.5% <0.1%
Hdovimxa M He 6inbute 0,5 % <01 %
Impurity N NMT 0.5 % < 0.1 %
Hosiwxa N He 6invuie 0,5 % <0,1.%
Impurity L. NMT.0.5% <0.1 %
Hosiwxa L He 6inoue 0,5 % < 0,1 %
Any unknown impurity NMT0.20% < 0.10 %
Byov-nika negidoma dosinika He 6invuie 0,20 % <0,10 %
Total impurities NMT 3.0 % <0.1%
Jacarert QoMituny He binviee 3,0 % < 0.4 %

T T eg o ———— LT

BOA He Olnoue 6,0 % 4,7 %

Crop. 233
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MICROBIAL PURITY (Ph. Eur.
2.6.12, 2.6, 13)**
MIKPOLIONONTYHA YHCTOTA
(Caep. ©. 2.6.12, 2.6.13)**

‘Total Aerobic Micrabial Count
Saearivna kinerxicme qepobHx
MIKPpOOp2aniavMia

Total Yeasts and Moulds Courit
3acarena kitericmo
Opixcdncosux i niicenesux 2pubic

‘Escherichia coli.
FEscherichia coli

* . Not tested during stability.

* - He xonmporiolomes ¢ xodi ustienns cmabirsiuocnti,
*#* - Tested on every 5th batch and at least one batch per year.
Tested at the beginning and at the end of shelf life.

NMT 10 CFU/g.

He Gizowe 10°P KV >

NMT 102 CFU/g

CHe Biavwee 102 KY O/

Absent.
Biocymus

<5 CFU/g

< 5CFU/g
< 5 KYO/

Absent

———r T

F- Konmpotoioms kodxcuy 5-my cepiio, are ne smenue oduict cepii na pir.

Konmponieiome Ha novamy i 8 Kinyi mepsiny npudamuocmi.

Impurities:

Impurity F = 3'-N-demethyl-3-N-formylazithromycin

Impurity I'= 3-N-demethylazithromycin - N
Impurity J = Desosaminylazithromycin (1 3-O-decladinosylazithromyein).

Impurity k= Aminoazithromycin (3'-(N;N-didemethyl)azithromycin)
Impurity M = 3'-(N,N-didemethyl)-3"-N-formylazithromycin
Impurity N = 3'-de(dimethylamino)-3“oxoazithromycin

Impurity L= azithromycin 3'- N-oxide

Sovinercti:

Hoviuika F = 3-N-destemun-3 -N-choprilnazimipostitfisi

Hosiwra | = 3-N-oememurazumpomiyun -
Hosimexa J = [lesosaminirasumponiyun (13-O-0exradun ONLIAZHMPOI Iy

Homiwwd £ = Astiroasumposiyun (3'-(N,N-Oudesemunjazsumposiyu)
AHomiuica M= 3-(N,N-Quoesemun)-3'-N-popminazumpomiyis
Homtxa N = 3"-Oe(dusiemunamino)- 3 -okcoazumpor iy

Homiwwa L = azumposiyuny 3-N-oxcuo

Biocymist

Certification statement: I hereby certify that the above informiation is authentic and accurate, This batch of product has beeti
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 compliarnice with GMP.

3ansa npo cepmudpirauio: Jinicwun 1 sameepdacyio, 1o nasedena siiye Hpopmayin € docmogipior ma mownoso. L cepis’
APOOYKIMY -OVRA GUPOOREHA. BEAINYAKNU FAKYBAHNI/MAPKYEANNA MA KOHMPOAL AKOCH HA BHIEe gRAZanil Qirenunl (libuiiax) 6
noshin gignogidnocmi do gusmoe GMP, wo ecmanosaeni MICHCGUM PEZVASIMOPHUM OP2AHOM, A cneyubicayin Pecempaitiiinoso
nocgiduenun. kpainy-ivnopmepa. Ipomoxoiau supobHuymaa, naxyeanua I ananisy cepii 6y10 nepesipeno u GUINAHO MaKuM, 140

gionogioaronie GMP.

%&w

Date:
AHama:

Appraved by:
-3ameeposiceno’
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