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DRUG PRODUCT
JIIKAPChKHH 34CIB

Active ingredient
Axmugnuti inzpedieHm

Batch number
Homep cepit

Batch size
Poamip cepil

Release quantity
Bunywjena xitekicms

Date of manufacture
Hama supobruymsa

Expiry date
Tpuoamuuii 00

Specification
Creyupivayis

Batch Release Site

Hirbrnuys, 8idnosioansHa 3a 6URYCK
cepil

Certificate of GMP compliance of a
manufacturer

Cepmugpixam sionogionocmi GMP
aupobHUKa

Number of manufacturing license
Homep aupobrunol aiyensii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobruymeo neposgacosanol
HPOOYKYIT, REPEUHHA MG BMOPUHHA
VHAKOSKA, KOHMPORs AKOCMI

Certificate of GMP compliance

Cepmugpixam gionosionocii GMP

Number of manufacturing license

Hoxep supobruol ainensil

Marketing Authorization License
Peccmpayiiine nocei0YeHHs

Importing Country
Kpaing-ivnopimep

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 23, 16000 Zagreb, Croatia

TIHBA Xpsamcxa 0.0.0.
TTpinaz 6apyra dizinosuna 23, 10000 azpef, Xopsamin

CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI
No 1

SUMAMED®, film-coated tablets 500 mg, N3 (1 blist. x 3 tabs.)
CYMAMEIT®. maénemiu, spumi niigkosow 06onouxoio, no 500 ae,
Ne3 (1 6aicm. x 3 mab.)

Azithromycin 500 mg as dihydrate
Asumpomiyun 500 m2 y suernoi ouziopamy

197034
197034

100 000 boxes
100 000 xopobox

100 000 boxes
100 000 kopobox

03.2024
03.2024

03.2027
03.2027

SDRA024967
SDRA0G24967

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
J1/TIB4 Xpsamcka 0.0.0.

Ipinas 6apyna Pininosuna 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
No UP/I-530-10/22-03/11; 381-13-08/243-22-07 (nonepeonii)

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIJIIBA Xpsamcka 0.0.0.

[Ipinaz 6apyna Pininosuua 25, 1 0000 3azped, Xopeamis

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 (nonepedniii)
Ne UP/1-530-01/13-03/08

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

Ne UA/2396/02/02
Ne UA4/2396/02/02

Ukraine
Vipaina

Crop. 133
Page 1 of 3

217 06, Hp, - ———l

1%




TESTS REQUIREMENTS RESULTS
BHITPOBYBAHHA BHMOIH PE3VABTATH
DESCRIPTION (visually) Pale blue, oblong biconvex film-coated tablets, with imprint Conforms
PLIVA on one side and 500 on the other.
OITHC (gizyarvro) Tabaemxu, erpumi WBK080I0 06BOnoHKOI0, CBIMAO-ONaKUMHOZ0 Bidnosgioae
xoawopy, doszacmot ropmu, GB00NYKI, 3 HANUCOM PLIVA 2
0dnozo 6oxy i 500 3 opyzozo Goky.
" UNIFORMITY OF DOSAGE UNITS | Corresponds to Ph.Fur.2.9.40. requirements Conforms
(Mass variation)*
OIHOPIAHICTh JO30BAHNUX Bionosidae eumozam €ap. @, 2.9.40 Bionosgioue
OIMHULID (sapiayin macy)*
DISSOLUTION (HPLC) Not less than 75 % (Q) 9%
After 45 minutes
. PO3YHMHEHHSA (BEPX) He vemue 75 % (Q) 99 %
Yepes 43 xewiun
IDENTIFICATION*
ITEHTUOIKALIA*
Azithromyein (UV) Corresponds to the standard Conforms
Asumpomiyun (Y&) Bidnogidae ciandapmy Bionosioae
Azithromycin (HPLC) Corresponds to the standard Conforms
Asumpomiyun (BEPX) Bionosioae cmanoapmy Bidnosidae
ASSAY (HPLC) 475.0~525.0 mg 498.7 mg
KIFBKICHE BH3HAYEHHA (BEPX) 4750 — 525,0 M2 498,7 u2
IMPURITIES (HPLC)
HJOMILIKH (BEPXj
Impurity F NMT 0.5 % <0.1%
Homviwra F He 6invuwie 0,5 % <{0,1%
Tmpurity 1 NMT 0.5 % <0.1 %
Homiwra | He 6invuie 0,5 % < 0,1 %
Impurity J NMT 0.5 % <0.1%
Homiwra J He 6inouie 0,5 % <0,1%
Impurity E NMT 0.5 % <0.1%
Tomimra E He 6irvwe 0,5 % <@,1%
Impurity M MMT 0.5 % <0.1%
Homimrxa M He binvwe 0,5 % <0,1%
Impurity N NMT 0.5 % <0.1%
Homiwxa N He Ginowe 0,5 % < 0,1%
Impurity L NMT 0.5 % <0.1 %
Hoviwka L He Giavie 0,5 % < {,1%
Any unknown impurity NMT 0.20 % <0.10%
Byde-sixa Hesiooma domimra He Binowe 0,20 % < 0,10 %
Total impurities NMT 3.0 % <0.1%
3azanvui domimKky He 6iavwie 3,0 % <0,1%
WATER NMT 6.0 % 4.4 %
BOHA He 6iavue 6,0 % 4,4 %
Crop. 233

Page 2 of 3




MICROBIAL PURITY (Ph. Eur.

2.6.12,2.6.13)*

MIKPOBIOAOTYHA YHCTOTA

(€ep. ®. 2.6.12, 2.6.13)**
Total Aerobic Microbial Count NMT 10° CFU/g < 5 CFU/g
Bazanvta KinbKicmn aepobHux He 6invwe 10° KYO/e <5 KVOrz
Mikpoopaanismie
Total Yeasts and Moulds Count | NMT 10?CFU/g <5 CFU/g
3azarena kiabKichb He binvuie 10° KYO/2 < 5 K¥Ore
dpigicdacosux | naicenegux epubia
Escherichia coli Absent Absent
Escherichia coli Bidcymus Biocymna

* _ Not tested during stability.

* . He xOHmMPOMOIOMS 8 X00i BUBHEHHA cmabinerocnii.

#* _ Tested on every 5th batch and at least one batch per year.
Tested at the beginning and at the end of shelf life.

% . KoHmponiGionts KOJXCHy S-nty ceplio, are He mentie odrict cepil na pix.
Koumpomoiome Ha nouamiy i @ Kinyi mepminy npudamnocmi.

Impurities:

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

Impurity I = 3'-N-demethylazithromycin

Impurity J = Desosaminylazithromycin (13-O-decladinosylazithromycin)
Impurity E = Aminoazithromycin (3 (N, N-didemethyl)azithromycin)
Impurity M = 3‘~(N,N—didemethyl)—3'-N-fonnylazithromycin

Impurity N= 3'—de(dimethylamino)—3‘—oxoazithromycin

Impurity L = azithromycin 3'- N-oxide

Homiweu:

Homiwxa F = 3-N-oememun-3 “N-ghopMinazumposiyun

Howimka 1 =3 LN-QeMemurazumpoMiyun

Jomiuka J = [esosaminizasumpomiyut (1 3-0-0ex1aduHoIUACSUMPOMIYLUH)
Homiwxa E = Avinoasumpomivun (3 (N, N-Qudememun) asumposiyut)
[Homiuxa M = 3-(N,N-oudememun)-3 " N-ghopmiaazumpomiyun

Homiwka N =3 Lde(dumemunanino)-3'-okcoasunpomiyun

Tomiwxa L = asumpomiyuny 3'-N-oxcud

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.

3anea npo cepnuuirayiro: Jiiicnuv 2 3ameepdacyio, wo lasedeHa suue inghopmayin € GUCMOGIPHOW WA MOHHOW. Ha cepis
npodykny GyNa eupobaena, eKA0YAIONY NAKYEAHHA/MAPKYGARHA A KOHMPORL axecmi HO GUIE EKA3ANTT dieHuY (OineHuysx) 8
nosniii gionosionocmi do eusez GMP, 140 6CMAHOBIEHT MICHEEUM PESYIAMOPHUM OPZAROM, Ma cneyudpicayiti Peecmpayliinozo
nocsiouennsn kpainu-imnopmepa. lipomoronu supobHuymss, naKysanns i anaaizy cepil 610 nepesipens U GUIHAHO MAKUMY, HO

gionogidaiwome GMP.
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