HEPAIIKCIIYKEBA
AEPIKABHA COYIKBA 3 MIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMH ¥V KHIBCLKIN OBJIACTI

npocnexT Banepiy Jlobanogcrkoro, 51, m. Kuis, 03110, Ten/ake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:f/’www.dlsggov.ua‘ Kop €JIPTIOY 37078774

BUCHOBOK
Hpo AKICTH BBE3EHOro B Yxpainy aikapeskoro 3acoby

29.03.2021 Ne 14252/21/10

CYMAME/I®

(Haiivenysarna Tikapcskoro 3aco0y ariano 3 peecrpauitinmm NOCBLAYCHAAM)
tabaerkn, mo ARCIEPIYI0TL o, 110 250 Mr, 1o 6 Tabserox y Gaicrepi; no 1 @aicrepy B
Kopobui

{dopma Bumycky, AO3YBAHHA, BRI [IAKYBAHIA NiKaPChkoro 3acofy)

Homep peectpaniiiioro moceimuenns UA/1 5994/01/02 erpox aii PeecTpaniiinoro nocsigaenns 12.06.2022

Cepist mixapeexoro sacoGy Ne 172011 Kinexiers presenoro iikapeskoro sacoby 13600
Bupobimx ITTIIBA Xpratcxa J.0.0., Xopsaris
(nativenypanag BHpoGHERA JKAPCHKOTD 3ac06Y, KpaiHa noxXomKenns)
Baeseno B Vepainy Tosapuerso 3 o6mesxenois Binnosinanenicrio "Tepa Yxpaina", inesr.
xon: 34770471

(HaliMenyBanms Ta ko za €IPTIOVY ropunnuHoi ocobi 160 npissrLge, iv's, o GaTerosi dizwunol
0coBH ~ minnpuemn, 1 micue TPORHBAKHA TA PEECTPALT IS noMep o6nikoBol KapTk nnathmKa
nozarkis abo cepis ta HOMEp nacnopra)

[Iporoxon sisyamsnore wowrpomo sin 25.03.2021 Ne 0865/6.

32 pesysbTaTamu ACPKABHOTO  KOHTPOIO  BCTAHORIEHO, 1m0 NiKApCHKMH  3aciS  BEesenmo Yipaluy 3
AOTPHMAHHAM BHMOT 30KOHOAABCTEA 1oz 3a0e3neden s AKoCTi NiKapCEKMX 3acofin,
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@rPrLIVA

DRUG PRODUCT
JHUKAPCHKHI 3ACTE

Active ingredient
Axmusnuit incpedicnm

Batch number
Hoamep cepii

Batch size
Posmip cepii

Release quantity
Bunywena xinsiicms

Date of manufacture
Hama supobruymea

Expiry date
[Tpudamuu oo

Specification
Creyudhixayis

Batch Release Site

Hinerinys, sionosidansna a GUAYCK
cepif

Certificate of GMP compliance of a
manufacturer

Cepmudhicam gidnosionocmi GMP
supofinuxa

Number of manufacturing license
Homep eupobuuvoi niyensii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupotuymeo nepospacosaroi
npodyKyil, AePEUHHA ma eMopusHa
YRAKoeKka, konmpone skaocmi

PLIVA Hrvatska d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

HAIBA Xpsamexa 0.0.0.
Hpinas dapyna @ininoauna 25, 10000 Jacpes, Xopeamin

CERTIFICATE OF QUALITY

CEPTHDIKAT AKOCTI
Ne |

SUMAMED®, dispersible tablets 250 mg, Na6 (1 blist. x 6 tab,)
CYMAME/T®, mabremru, o oucnepeytomscs no 250 me, No6 (1 Oricm.
X 6 mab.)

250 mg azithromycin as azithromycin dihydrate
250 m2 azumpomiyuny y euzandi azumposiyuny duzidpamy

172011
172011

13 600 boxes
13 600 kopobox

13 600 boxes
13 600 kopobox

01.2021
01.2021

01.2023
01.2023

SDRAD54164
SDRA054164

PLIVA Hrvatska d.o.o0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[1/11BA Xpgamera 0.0.0.

Tlpinaz bapyna @ininosuva 25, 10000 3acpes, Xopsamis
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

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

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[1711BA Xpsamexa d.0.0.

[Tpinaz 6apyna ®ininoeuwa 25, 10000 3acped, Xopsamin

Certificate of GMP compliance
Cepmughivam sidnosionocmi GMP
Number of manufacturing license
Homep supobruyoi niyenszii

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

Marketing Authorization License Ne UA/15994/01/02

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

Pecempayiiine nocsiduenns Ne UiA/15994/01/02
Importing Country Ukraine
Kpaina-ivnopmep Ykpaina
. TESTS REQUIREMENTS ~ RESULTS
BHIIPOBYBAHH S BUMOIH PE3YIIBTATH
DESCRIPTION (visually) White to almost white, round, flat tablets, with bevelled | Conforms
250 mg edges, with a break bar on one side and debossing TEVA
L 250 on other side Pa
Crop. 1133
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Mass variation
OAHOPIIHICTE JO3ORAHHY
OAHHHUB ** Bapiayin macu

gidnosidac Cap. @. 2.9.40

[ OnHC sisyanoio) bini abo matixce Gini, kpyeni, nnacki mabnemucy, 3 Bidnosidac

250 me dhackowo, 3 puckorw na oduit cmaponi ma mucrenum
TEVA 250 wa inwit cmoponi

WATER NMT 5.5 % 42 %
BOA He 6inowe 5,5 % 4,2 %
FINENESS OF DISPERSION complies to Ph. Eur, Cenforms
TOHKICTb JHCIEPCI gidnogidac Cap. @, Bidnagidac
DISINTEGRATION (Ph. Eur. 2.9.1.) NMT 3 min 2 min
PO3NTALDAHHA (Cep. . 2.9.1 ) He Ginvwe 3 xa 2 xe
UNIFORMITY OF DOSAGE UNITS ** Complies with the Ph. Eur, 2.9.40 Conforms

Bionogioac

AZUMPOMIYUH

IDENTIFICATION UPLC ** Azithromycin | Retention time of the Azithromycin peak in the sample Conforms
solution chromatograin corresponds to the retention time
of the Azithromycin peak in the standard solution
chromatogram as obtained in the assay test
UIEHTHDIKALIA VEPY ** B x00i kinbkicioco gusnavenus wac ympumyasainsg nixy Bidnosidac
Azumpoamiyun QIUMPOMIYUNY HA XPOMAMOLPAM] sunpobyeanozo
Po3tuny gidnogidac vacy ympumyeans niky
AIUMPOMIYUNY 1A XpoMamozpami cmandapmnozo
PO3YUNY.
IDENTIFICATION UV ** Azithromycin Spectra of the Azithromycin peak in the sample solution | Conforms
‘ chromatogram corresponds to the spectra of the
Azithromycin peak in the standard solution
chromatogram as obtained in the assay test
HEHTHDIKALA Vb ** B x00i kinbkiciozo eusnavennn cnexkmp niky Bignosidac
Asumpomiyun QIUMPOMIYUHY Ha XpoMamozpami Gunpobysanozo
PoOvuKY 8idnosioac cnexmpy nixy azumposiyuiy na
1 Ypomamozpami emandapmiozo pozvuny
ASSAY (UPLC)
Each tablet contains 95.0 % - 105.0 % of labeled amount 101.4 %
Azithromycin
KUIBKICHE BH3HAYEHHA (VEPX)
Koxciia mabaemea smicnmime 95,0 - 105,0 % aid sasanenol kirekocmi 101.4 %

RELATED SUBSTANCES (UPLC)

Impurities F+M NMT 0,5% <0.2%
Impurity F NMT 0,5% <0.2%
Impurity I NMT 0,5% <0.2 %
Impurity J NMT 0,5% <0.2 %
Impurity L NMT 0,5% <0.2 %
Impurity N NMT 0,5% <0.2 %
Any other unspecified impurity NMT 0,2% <0.1%
Total impurities NMT 3,0% <{(.1%

CYIIVTHI AOMILIKH (VEPX)
Homiwxu E + M He Ginvuie 0,5% <02%
Homiuwa F He 6invwie 0,5% <02%
Homiura | He 6invute 0,5% <02%
Homiuxa J He Ginbwe 0.5% <02%
Homiwxa L He Ginbute 0, 5% <02%
Hoatiwxa N He @iavuie 0,5% <0,2%
Byds-aka finua nesiooma domiuka He biavwe 0,2% <0.1%

! 3acaneni domiiku He 6Ginbute 3,0% <01 %

MICROBIOLOGICAL PURITY *

(Ph. Eur, 2.6.12 and 2.6.13)

Total Aercbic Microbial Count NMT 10° CFU/g <5 CFU/g

Total Yeasts and Moulds Count NMT 10 CFU/g <5CFU/g

Escherichia coli absent absent




MIKPOBIONIONTYHA YHCTOTA*
(Cep. &.2.6.12,26.13)

3azarena kinexicms aepofmuuy
Mikpoapearizmie , ) i
3azanena kinekicme Opixconcosuy i He binbwe 10° KYO/2 <3 KYOr |

He Binbwe 10° KY /2 <3 KYO/2

naicenesux 2pubia . '
Escherichia coli Biocymus Bidcymua

* 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.

* Koumpomowms nepwi mpu npomuciosi cepil, a nomim Kkoxcuy decamy cepiio abo, ax MIHIMYM, 0OMY cepito 8 piK, sKujo
supobnsems e menwe 10 cepiii na pix. Koumponooms na novamsy i kinyi mepMiny npudamuocmi.

** He konmponiowms @ xodi suguenna cmabinsnocmi,

Certification statement: | 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.

3assa npo cepmudpivayivo: [iticrum 5 3ameepANYI0, wo Hasedena suuje inpopmayis € docmogipnow ma mownoiw. Un cepin
npodykmy Gyaa supoGiena, sxmovayy RAKYBAHNA/MAPKYBANHS Ma KOHMPore aKkocmi Ha suwe Grazanii dinvruyi (dineruynx) a
nosuit eionogidiocmi do sumoz GMP, WO BCMAHOBRENT MICYEBUM DecYIAMOPHUM Op2aNoM, ma cneyuchikayiii Pecempayitnozo
noceiduerng Kpainu-istnopmepa. Ipomoxonu supobuuymea, nakyeawna i ananizy cepii Gyno nepegipeno u susnano maKuMu, uo
sidnogidaroms GMP,

Note:

The initial date of Certificate issue is 09.03.2021. Current date of issue — is the date of correction of typo mistake in Packaging size.
lTepenuna nara sunycky ceprugikary 09.03.2021. MoTo4na naTa BHITYCKY - 1I€ 1IATA KOPEryBAHHS TEXHIYHOT [TOMHIKH B po3Mipi
YNAKOBKH.

Date: M 0% 102 /.

Hama;

¥/ PLIVA CROATIA Ltd
Semiegtaen H { » /l/w Quality Zagreb
‘ Quulified Person

3ameepoxnceno: r
NMartina Zadro

Crop. 333
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