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PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLIIBA Xpeanera d.o.0.
Hpinaz Gapyna Diginoeusa 25, 10000 3azped, Xapeamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCHKEE 34CIE

Active ingredient
Aremusiit inapedicinm

Batch number
Hoaep cepit

Batch size
Pozatip cepit

Release quantity
Bunviyena rinvricmo

Date of manufacture
Hama supobimymea

Expiry date
fpudamuii oo

Specification
Creyuehinayin

Batch Release Site

Hinviringn, sidnveidansna 3a sunycK
cepil

Certificate of GMP compliance of a
manufacturer

Cepmudhivam sidnosionocmi GMP
Supohnia

Number of manufacturing license
Haxteps aupotinimor niyensir

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupotmmpnes neposchacosanoi
APOOYRYIL nepsuna ma smopunna
YRAR08KA, ROHIPONs SKOCHT
Certificate of GMP compliance

Cepmuthicam eidnosionoemi GMP

Number of manufacturing license
Hourep supobinwor aiyensit

Marketing Authorization License
Peecmpayiiine nocgiduenns

Importing Country
Kpaina-ivnopmep

CEPTH®IKAT AKOCTI
Ne |

SUMAMED®, dispersible tablets 1000 mg, Ne1 (1 blist. x 1 tab.)
CYMAMEN®, mabnemxu, uo oucnepzyiomecs no 1000 mz, Nel (1

baiem. x 1 ma6.) _
1000 mg azithromycin as azithromycin dihydrate
1000 ;e azumponriuny y euensdi asimpoatiyny cuzidpamy

747025
747025

10 000 boxes
10 000 xopobok

10 000 boxes
10 000 ropobox

01.2025
01,2025

01.2027
01,2027

SDRA054164
SDRAQS4164

PLIVA Hrvaiska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

ILHBA Xpgamera d.0.0.

fIpinaz bapyna Pininosuua 23, 10000 3azpeb, Xopramia
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)
Ne UP/1-530-01/13-03/08

MNe UP/L-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
I A Xpsamera 0.0.0.

[Ipinas 6apyna Gininosuna 25, 10000 3azpeb, Nopeamin

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

N UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
Ne UP/I-530-01/13-03/08
Ae UP/1-530-01/13-03/08

No UA/15994/01/04
Mo UiA/15994/0 1104

Ukraine
Vepaina
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TESTS i REQUIREMENTS RESULTS
BHIPOBYBAMHA BIMOIrH PESVIIATATH
DESCRIPTION (visually) White to almost white, round, flat tablets, with bevelled Conforms
1000 mg edges, with two perpendicular break bars on one side and
debossing TEVA 1000 on other side
QITHC (aisyansio) bini aBo mafioice 6ini, kpyani, rmacici mabnemy, 3 Bidnosidac !
1000 are ackoIo, 3 0BOMY NEPRENUKYIAPHUMU PUCKAMU HA i
odnitt emoponi ma mucnennnst TEVA 1000 na imaiit i
cmnoponi _
WATER NMT 5.5% 4.4 %
BOlA He Binowe 3,5 % 4,4 %
FINENESS OF DISPERSION complies to Ph. Eur. Conforms
TOHKICTE THCIERPCIT sidnoaidac Egp. . Bidnosidae
DISINTEGRATION (Ph. Eur. 2.9.1)) NMT 3 min 2 min |
PONATARHS (Eap. . 2.9.1) He 6intbue 3 x6 2x8 '
UNIFORMITY OF DOSAGE UNITS ** Complies with the Ph. Bur. 2.9.40 Conforms ‘
Mass variation
OOHOPIRHICTS BO3OBAHHX gidnosidac €ep. @. 2.9.40 Bidnosidae :
OUHHITLE #+ Bapiayin mucu )
IDENTIFICATION UPLC ** Azithromycin | Retention fime of the Azithromycin peak in the sample Conforms ;
solution chromatogram corresponds to the retention lime ;
of the Azithromycin peak in the standard solution
chromatogram as obtained in the assay test
IREHTHOIRALIIS VEPY ** B x00i kinvicicozo ausnauenng wac YIpPUMYeanis nixy Bidnosidace
Asumponsiypnu QIuMpoMiyHIy 1a Xposmamozpai cunpotyeanozo
posunny gidnosidae wacy ympurysanns nixy
ASUMPOMTYNHY HA XpOMAMOZPAr] CITAROapMNOS0
e PO,
. IDENHFICATION UV *#* Avzithrorycin Specira of the Azithromycin peak in the sample solution | Conforms
chromatogram corresponds to the spectra of the
Azithromyein peak in the standard sofution
: chromatogram as obtained in the assay test
' VIEHTHGIKALIS Yoy *% B xadi kinvricrozo suskauenns cnexmp nixy Bidnogioac
| Asumpoxiyun GIUMPOMIUHY Ha Xposamozpami sunpobyeanczo
: poyuiy 8idnoegidge cnexmpy nivy azumpaoniyuny na
| XPoMAmozpari cimandapiniozo posyuiny B
ASSAY (UPLC)
, Each tablet contains 95.0 % - 105.0 % of labeled amount 100.2 %
© Azithromyein '
KUTBKICHE BH3HAYEHHS (YEPX)
Kosicua madnemea sticmumn 93,0 - 105,0 % 810 3astenenol xitsrocmi 1002 %
_G3tmpoMin -
RELATED SUBSTANCES (UPLC)
Impurities E+M NMT 0,5% <0.2%
! Impurity ¥ NMT 0,5% <02%
| Impurity I NMT 0,5% <0.2%
Tmpurity J NMT 0,5% <0.2%
1 Impurity L NMT 0,5% <0.2%
! Tnpurity N NMT 0.5% <02%
! Any other unspecified impurity NMT 0,2% <0.1%
i Total impurities NMT 3,0% <0.1 %
| cvryra! zomiiry (vEPX)
i Hovivin E + M He Binvie 0,5% <0.2%
Hostiniea F He Ginoree 0,5% <02%
i Horthwra | He binnue 0,5% <02%
i Hoxiurca J He Ginviuee 0,5% <0,2%
| Hoviwra L He Binsute 0,5% <0,2 %
; Hoatfutica N He Ginvtue 0,5% <02%
i byde-sixa mua nesidoma doativixa He binpiue 0,2% <01%
: Jacanuii Qortinircy He Binvuse 3,0% <01%
Crop. 233
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MICROBIOLOGICAL PURITY *
(Ph. Eur. 2.6.12 and 2,6.13)

Total Aerobic Microbial Count NMT 10° CFU/g <5 CFU/g
Total Yeasts and Moulds Count NMT 10? CFU/g <5 CFU/g
Escherichia coli absent absent

MIKPOBIONONTYHA YHCTOTA ¥
(Eap. . 2.6.12, 2.6.13)

Jacarnna rinokicms aepobuux He Binvwe 10° KYO/2 <5 KYO. ;
Mikpoopaanizie _ \ {
3uzaavna kinexicnie Opincdocosux i He Ginvuee 10° KYO/e <3 KYO/ !
wriceneguy epubic .
Escherichia coli Bidcymna Bideymus e o

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

batches per year are manufactured; test at the beginning and the end of shelf life.

** Not tested during stability testing,

* Koumpomoioms neputt mpu npoxucrogl cepil, a nomiy xoorcry decany cepio abo, ax Atinirypar, oduny cepito ¢ pir. sujo
supobnacmoca mentee 10 cepiit na pix. Konmpomooms na novamey I kinyi mepatiny npudamnocni,

** He xonmpomoioms g xodi aueuenns cmatitnocnt,

Certification statement: I hereby certify that the above information is authentic and accurate. This batch of product has been
(abricated / 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.
3asiea npo cepmudiirario: Jificiim 5 3ameepoocyio, uo nasedena swje ingropataiis ¢ Qocmogipuoio ma mouneio. La cepin npodyin):
fyna gupobuena, armovaOT NAKYGARNUA/MAPKYBANA A KoMMpons axocti na guge axasaieiit dinonuyi (Oinonyax) & noeniti
sidnosionocmi do eunoz GMP, wo acmanoaneni micyeanss PecyasimopHiM OpeaioM, ma chequhiayili Peccmpayitinozo nocaitvenns
kpaiuu-imnopmepe. lIpomokony supoGinuymea, naxyeanns i ananisy cepii 6yne nepesipeno u auanane maxun, wo gionosidmomn GMP.

Date: 19, 02, 2020

Hama:

Approved by: W( " '/L@ y e ivA [;{*f:r‘{i"i-\ il /
3 aiity Aagaed ‘

3umeepdaceno: Juabity A i

Quu‘liﬁul Persop I
Vingting Ladro 8
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HAEPKABHA CIIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM ¥ KUIBCHKIA OBJIACTI

npos. Critnnynol Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.va, Kog €APIIOY 37078774

BIICHOBOK
Ipo sIKiCTH BEBE3ENOro B Yipainy Jixapeskoro 3acofy

(1.05.2025 Ne 20124/25/10

CYMAMEI®

(uafisenysaina nikapebkoro sacoby 3rizno a peceTpaltiifim XoeRirIern)
TabjerKn, wo AucneprywTses, mo 1000 ar; no 1 tabuerui y 6nicrepi; mo 1 Guicrepy B
Kopobui

{thopata cunycky, Ko3ysanity, BUA NAKYBAHASA niKapeLKoro 3acoby)
Howep peecrpauiiinoro nocsizuenns UA/15994/01/04 cipox aii peecrpaniiizoro nocsinuenns 01.01,2099
Cepist nikapchkoro saco6y Ne 747025 Kinsxiets ppeacuoro aikapeskoro sacosy 10000

Bupobunx TUTIBA Xpsatcka 1.0.0., XopeaTis

(nafiMenynazmis BupoBtnka AikapcLkoro zacofy, kpaina moxomxcis)

Breseno » Vipaity Tonapmnerso 3 ofnmescenoo sinnosinansiicrio "Tesa Yiepaina®, inenr.
ron: 34770471

(maiimertyBanits ta xox 3a CJ[PTIOY lopuiraitel ocobit abo npisnunte, iv's, mo Garekoni diziuiod
ocobit - nianpsess, i micue npoxusanns Ta peecTpauiiinmit HoMep o6aikonoT Kaprky MmATANKA
nosatxis alo cepist a nomep nacniopra)

IIporoxoun sisyanniore xonrponro six 29.04.2025 Ne 1297/5.

38 pe3YNRTATAMH  JIEDKABHOTO KOHTPORIO BCTAHNOBMCHO, IO JixapchkMii 3acif  Beeseno B Yxpainy 3
OOTPHMAHISIM BHMOT 30KOHOAABCTER UION0 3263IEUCHHS AKOCTI JTIKAPCHKUX 3ac06in.
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