JEPKIIIKCIIYXBA
AEPKABHA CJIVIKBA 3 JTIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUEAMH Y KHIBCBKIN OBJIACTI

npacneﬁ? Banepis JloGanoscskoro, 51, M. Kuis, 03110, ren/dakc: (044) 363-06-50
Eemail: dis.ko@@dls.gov.ua https: J’J’www dls.gov.ua, Koz €JIPTIOY 37078774

’BI‘ICHGBOK

19.08.2022 N 32426/22/10

CYMAME,II@) ______

{HHMMEH}‘EHHHH ﬁ:ﬁ&pﬂé]{ﬂi‘*{} 3aco0y 3riAHO 3 peeCTPalliiHIN NOCBIANEH! ;ﬂM)
TA0IETKH, N0 AuCIepryoThes, 10 1000 mMr; mo 1 ta6aerni y Guicrepi; o 1 Giicrepy B
KOpobil

(dopma Bnnyﬂxy, NO3YBaHEN, BUE HaKYBaHHS m}capcmcﬁm samﬁy}

Howmep peectpauiitnore nocsixsenns UA/15994/01/04 CIPOK Al peecrpaniiisoro noceigenns 12.06.2022
- Cep’ifi-ﬂixapcamm33‘::{3’5}*_ .N_t;tZ?ZGSZ Kinsxicts BBesenoro mikapeskoro sacoby 9780

BupobHuk o TUIIBA Xpsarcka i1.0.6., XOpRatia

(naliveHyBauHs BUpOSHHUKA THKZPELKOTD. 330{}6};, hpama nmﬁ,gmenﬁﬁ}

A el A M et e D BRI B = o R LN R

Beezeno s Vxpainy T{}Bapﬂﬁifﬂ(} 3 0bMexeHow BianosinanbHicTo "Tena Yipaina",
Cinenr, yon: 34770471

{HaliMenysanst 1a x01l 34 QZ{PHOV D AMYHOT oCo0u aﬁ:} {zpmmme M H, H (8] 5&%;{{}:}1
drismasol ocobu - rizmpremus, 1 Micue poskusato Ta peectpaniiiaumdt gomep o8mixoBOY
KapTr TUIaTHEKA O ETKIB alo. cepis Ta HOMEP nacmopra)

Hpotoxon sizyansuore koutponso six 17.08.2022 Ne2019/2.

(iminians T2 nphisms)




PLIVA

DRUG PRODUCT N
JIKAPCHKHH 34ACIE

Active ingredient
Arxmuenuil inzpedicum

Batch number
Houmep cepii

Batch size
Poanmip cepiy

Release quantity
Burywena xizsxicms

Date of manufacture
Hama eupodbrnuymsa

Expiry date
LfTpuoammuit do

Specification
Chreyughixayin
Batch Release Site

Hinonuysa, ¢ionogioavita 3a BUNVCK
cepii

Certificate of GMP compliance of a.
manufacturer

Cepmuchixam eionogionocmi GMP
GUPODHNKG

Number of manufacturing license
Hoxmep eupobuuuo! niyensii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymeo nepospacosanoi
NPOOYKYIL, nepeunna ma emopunra.
ynaxkosxa, kosmpons SKocmi
Certificate of GMP compliance

Number of manufacturing license

PLIVA Hrvatska d.o.o0.
Prilaz banuma Filipovica 23, 10000 Zagreh, Croatia

- ILIBA Xpsamcka d.0.0.

{ipiras bapyna Giinosuna 23, 10000 3azped, Xopeamis

CERTIFICATE OF QUALITY

CEPTUHDIKAT AKOCTI
Ne 2

SUMAMED®, dispersible tablets 1000 mg, Nel (1 blist. x 1 tab.)
CYMAMEJ®, mabremky, wo ducnepeyiomscs no 1000 mz, Nel (1

Oaicm. x 1 mab.)
1000 mg azithromycin as azithromycin dihydrate

1000 vz azumpomiyuny v guzaadi asgmpomiyuny JuZidpamy

292052
292052

9 780 boxes:
9 780 kopobok

9780 boxes
9 780 xopobox

05.2022
05.2022

05.2024
05.2024

‘SDRA054164

SDRAOS4164

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
LVIIBA Xpesamceka d.0.0.

lipinas 6apyna @itinosuva 25, 10000 3azpe6, Xopeamis
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

N UP/I-530-10/19-03/12; 381-10-05/241-19-07

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

-No UP/I-530-01/13-03/08

PLIVA Hrvatska d.o.o.

‘Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIIIBA Xpeamcwa 0. 0.0. |
Alpinaz Gapyna dininosuua 25, 10000 3acpe6, Xopsamis

Ne' UP/1-530-10/19-03/1 2; 381-10-05/241- 19-07
Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07
Ne UP/1-53D-01/13-03/08

Homep supobnuuol aiyensii Ne UP/I-530-01/13-03/08 . A
Marketing Authorization License Ne UA/15994/0104 & o
Peccmpayiiine noceiouenin Ne UA/15994/01/04 -y
Importing Country Ukraine fo & ff
Kpaina-imnopmep Yrpaina ¥odl/,

TESTS REQUIREMENTS - RESULTS
BATIPOBYBAHHS BHMOI'H PE3VIIBTATEH
White to almﬁst whit; round, hat tablets, with bévellé-d. | Conforms |
1000 mg edges, with two perpendicular break bars on one side and
{ debossing TEVA 1000 on other side J
Crop. 133
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IDENTIFICATION UV ** Azithromyoin

| LIEHTHOIRALIA Y ++

chromatogram corresponds to the spectra of the
Azithromycin peak in the standard solution
chromatogram as obtained in the assay test

i

OITHC (sizyanbuo) bini abo maibnce bial, kpyzal, niacki mabremiy, 3 Bionogioae

1 1000 mz Gackoio, 3 080Ma NEPREHOUKYARPHUMU PUCKAMY. HA ;

| 00Hi#k cmoponi ma mucrennav TEVA 1000 na inmuii

| _ } | emopori e

| WATER NMT 5.5 % ' 5.1%

+-BOAA He 6iaswe 5,5 % £ 5.1%

{ FINENESS OF DISPERSION complies to Ph. Eur. Conforms
TOHKICTh JUCIIEPCIH gionogidac Eap. D. - Bidnosidae
DISINTEGRATION (Ph. Eur. 2.9.1) NMT 3 min 3 min
POINATAHHA (€ap. @.2.9.1) He bizviie 3 xe I xe
UNIFORMITY OF DOSAGE UNITS ** | Complies with the Ph. Eur. 2.9.40 Conforms
Mass variation | |
COHHOPITHICTE JO30OBAHHX - 8idnosgioac €ap. @. 2.9.40 | Bionosioace

 QUHHHALS ** Bapiayin macu
IDENTIFICATION UPLC ** Azithromyciin ‘| Retention time of the Azithromycin peak in the sample Conforms

solution chromatogram corresponds to the retention time
-of the Azithromycin peak in the standard solution
-chromatogram as obtained in the assay test N
ANEHTHOIKALIIA YVEPX ** B xooi rinbkicnozo eusnavennsn wac ympumyaanna niky | Bidhoeidde
Asumpontiyun | asumpomiyuny na xpomamospami unpobyearozo
| POYUHY 6I0R0BIOAE HACY YIMPUMYEAHHS RIKY
1 A3UMPOMIYUHY HQ XpOMAMO2PAME CIANOAPMH20
| po3uuny: | R R
Spectra of the Azithromyein peak in the sample solution | Conforms

e mote Tl s e s

tar- h‘k" "‘r'ﬂ-. |-|.--.

B x00i xinoricnozo eusnavenns cnexmp niry Bionogioae
-Asumpoxiyun d3UMPOMIYURY HA XPOMAMOSDavE 6URPOBYSAHOZ0-
| POIUUHY BIONOGIOAE CHEXMPY RIKY azumpomiyuny na
e XPOMAMOZPAME CMAndAPMEO20 POIUUHY .
1 ASSAY (UPLC) P
1 Each tablet contains - 95.0 % - 105.0 % of labeled amount 1102.2.%
Azithromycin 3!
KUILKICHE BH3HAYEHHA (VEPX) I
| Kooicna maéiemica micmume 95,0 —103,0 % 6id sanarenol xizsxoemi 1 102,2%
ASUMPOMIYUH. _ | .
RELATED SUBSTANCES (tJPLC)
Impuzities E+M- 1 NMT 0,5% <(.2 %
Impurity F | NMT 0,5% <0.2%
Impurity I 1. NMT 0,5% <0.2%
Impurity J + NMT 0,5% <0:.2.%
Impurity L NMT 0,5% 1<0.2%
Impurity N - | NMT 0,5% | <0.2%
Any other unspecified impurity- | NMT 0,2% <01 %
~ Total impurities NMT 3,0% <0.2%
CYNYTHI JOMIUIKY (YEPX) |
| Homiuacu E + M | He Ginsuze 0,3% <0,2'% :
Homimxa F He Girowe 0,5% <0,2%
Homima I He 6invue 0.5% <02 %
AHoviwxa J He bitbuie 0,5% <0,2%
Aoviuika I He 6izvue 0,5% <02%
Hovituxka N He binvie 0,5% <0,2%
. -Byov-axa imua iegidoma dominixg He 6invwe 0,2% | <0,1%
1 Bazareni Qomimxu | He binbe 3,0% i S02%
+ MICROBIOLOGICAL PURITY * ]
{ (Ph. Eur. 2.6.12 and 2.6:13)
Total Aerobic Microbial Count NMT 10°CFU/g <5 CFU/g i
Total Yeasts and Moulds Count - NMT 10*CFU/g. <5 CFU/g
| Escherichia coli | absent | absent WMJ
Crop. 2223
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MIKPOBIO/IOTTYHA YHCTOTA*
| (Cap. @. 2.6.12, 2.6.13)
| 3aearwna ritsrioms aepobuic He 6invuwe 10° KV Oz | <3 KYO%e
- Mikpoopeanizmis I o -
| 3azarena kixvkicmo Opinconcogiy i 1 He binvwe 10° KYO/z <5 KYO/2
| .naicenesux 2pubis - |
Escherichia coli o i Biocymnz | Biocymus

* Test the first three production batches and every tenth baich 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. | |

* Konmpoawowmes neputi mpu npoumucnosi cepil, a nomiM KoxuCHy decamy cepiio abo, sk Minivyu, OOHY “ceplto & piK; AKiyo
supobascmoca meriwe 10 cepiti wa pix. K OHMPOLIOIONMY HA NOYAMKY I Kilyi mepMiny npudamnocmi,

¥* He xonmpomowms 6 x00i suguenna cmabinbuocmi

Certification statement: I hereby certify that the above information is authentic and accurate, This batch of product has been
fabricated / manufactured, inclading packaging and quality control at the above mentioned site(s) in firll 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. |
3asséa npo cepmudpirauiro: Jisicnum 3AMBEPONCYI), WO HABEdEHA Guie inpopmayis € docmosipnoio ma mounow. la cepin
npodyikmy byaa eupobiaena, ey RAKYBAHHAIMAPKYEANNA M KOHMPOTL AKOCME HA suwe 6Kasaniu OiAvhuyl (Oitbhuysax) a

nOsHIU -gidnosidrocmi 0o eumoz GMP, wo ecmanogieni MICYEGUM DeZYAAMOPHUM OP2aHOM, Ma creyuhikayis Peecmpayiunozo.
nocgiovenna kpainu-imnopmepa. Ilpomoxonu SUpOOHUYMSa, nakysanis i anarizy croiF funa memenincre 0 SUTLANG MaKuMY, WO
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gionogioaioms GMP.
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Quality Zagred .

Qualified Person
‘Martina Zadro
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