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JEPYHKCIYIXBA ‘
AEPIKABHA CIIVIKBA 3 JIIICAPCBKILIX BACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥V KHIBCBKIU OBJACTI

npocnekT Banepin JloBanoseskoro, 51, M, Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail; dIs.ko@dls.gov.ua,ﬁtgqg;f/\mvw.cﬂigov.ua, Kox €IPTIOV 37078774

BHUCHOBOK
PO SIKICTh BBE3eHOI0 B Yxrpainy xikapeskoro 3aco0y

25.03.2021 Ne 14256/21/10

CYMAMEJI®

(maiimenyranug AiKaPCEKOrO 3acoBy aTinHo 3 PeECTpatifinuM nocsinue )

TabJjieTky, mo RHCHEPTYIOThCs, Ho 500 Mr; no 3 Tabaerkn y Gaicrepi; mo 1 Oicrepy B
= KopobOui

(dopma prmycky, RO3YRaHHA, BUI NaKyBaHs nikapchkory 3acoly)

Homep peectpaniiinoro mocsigrenns UA/15994/01/03 CTPOK 1ii peecTpauilinoro noceiguens 12.06.2022

Cepist nixaperkoro sacofy No 176011 Kinsxicts BBesenoro TiKapcekoro saco6y 55200
BupoGuuk [JIIBA Xpsarcka 2.0.0., XoDBaTig
(Haiimenynanng BHPOOHHKA Hikapcsxoro 3acoby, kpaina TIOXOMKEHHS )
Baesexo » Vipainy Tonapuerpo 3 o6meskenore BiANOBiNaNLHicT0 "Teny Ykpaina", inenr.
wozm: 34770471

(mativerypanns ta oz g2 ECLPTIOY wopunummoi ocobn abo npissuie, iM'A, 1o Garoros Gisamot
OCOBH - nianpuemns, ¥ micue TIPOKHBAHHS Ta peecTpanifmuii HOMep abnikoBol kapTen nnarmma
noaaTKiB aGo cepis Ta HOMEp naciopra)

Hporowon Bisyanssoro xontposio six 25.03.2021 N2 0865/4.

33  pesyneTaTtamp ACPKABHOLO  KOHTPOING BCTAHOBNCHO, W0 Jikapcekuil  3aciG BHEICHO B VipaiHy 3
AOTPpHMaAHHIM BHMOT 3aKOHGJaBCTRA IOXO 3abesneuenns skocTi JKapCeKuX 3acobis,
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DRUG PRODUCT
JUKAPCBKHH 34CIB

Active ingredient
Axmuenutt inzpedicHm

Batch number
Homep cepii

Batch size
Pazuip cepir

Release quantity
Bunyuena kinwicme

Date of manufacture
Hama supobuuymsa

Expiry date
Tpudamuuit do

Specification
Cneyupicayia

Batch Release Site

Hinvnuys, aidnogioarsna 3a eunycex

cepii

Certificate of GMP compliance of a

manufacturer

Cepmuchixam gionogionocmi GMP

supobruka

Number of manufacturing license

Hosep aupobuuyor aiyenzii

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymeo neposhacosanoi
npodykyil, nepeuHHA ma amopurHa

YNaKoska, KONMpons AKOCM |

Certificate of GMP compliance
Cepmusgpivam gionoeionocmi GMP
Number of manufacturing license
Homep aupobuuvoi niyensir

Marketing Authorization License

Peccmpayiiine noceiovenus

PLIV A Hrvatska d,o.oW

Prilaz baruna Filipovica 28, 10000 Zagreb, Croatia

T A Xpeamexa d.o.0.
Hpiaars Bapyna @ininosuqa 25, 10000 3ucped. Xopsamia

CERTIFICATE OF QUALITY
CEPTHQIKAT SKOCTI!

Ne2

SUMAMED®, dispersible tablets 500 mg, No3 (1 blist. x 3 tab.)
CYMAMEJT®, mabnemru, wo ducnepeyiomscs no 500 me, Ne3 (1 6ricm.
x 3 mab.)

500 mg azithromycin as azithromycin dihydrate
500 me asumpomiyury y 8ucagdi azumpomiyuny duzidpanty

176011
176011

55 200 boxes
55 200 kopobok

55 200 boxes
55 200 kopobok

01.2021
01.2021

01.2023
01.2023

SDRA(D54164
SDRAO54164

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
ITJ1IBA Apsamcka d.0.0.

lTpinas 6apyna @ininosuua 25, 10000 3azpeb, Xopaamis
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

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

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

PLIV A Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TTJTIBA Xpeamcka 0.0.0.

{Ipinaz 6apyna @ininosuqa 25, 10000 3azpeb, Xopsamis

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07
Ne UP/I-530-10719-03/12; 381-10-05/241-19-07
Ne UP/1-530-01/13-03/08
Ne UP/1-530-01713-03/08

Ne UA/15994/01/03
Ne UA/15994/01/03

Importing Country Ukraine

Kpuina-imnopmep VYepatua

[ C I TRSTS R REQUIREMENTS =~ " RESULTS
" BUIPOBYBAHHS BHMOI'H PE3YIIBTATH

DESCRIPTION (visually) White to almost white, round, ﬂat.tablels, with bevelled Conforms

|

500 mg

edges, with a break bar on one side and debossing TEVA
500 on other side |

5 B |
Dix. ast, waqor  bip 09 0% o %%/




ONHC (sisyansio) bini abo matince 6ini, kpyani, macki mabremxu, 3 Bidnogidac
500 m2 Gacxowo, 3 puckowo na 0Ol cmoponi ma mucnenssm

TEVA 500 na ivwit cmopowi
WATER NMT 5.5 % 4.4 %

QOEA He binvwe 5,5 % 44%

FINENESS OF DISPERSION complies to Ph. Eur. Conforms
TOHKICTb JHCIIEPCH gionogidac €sp. @, Bidnosioac
DISINTEGRATION (Ph. Eur. 2.9.1.) NMT 3 min 2 min
PO3INIATAHHA (€ap. ®. 2.9.1) He Ginbuie 3 xo 2 xa
UNIFORMITY OF DOSAGE UNITS ** Complies with the Ph. Eur. 2.9.40 Conforms
Mass variation i
OOHOPITHICTE TO30BAHHX | gionosidac €ep. . 2.9.40 Bidnosgioac
OLHHHIb ** Bapiayin macu
IDENTIFICATION UPLC ** Azithromycin | 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
IOAEHTHDIKALIA VEPY ** B x00i kinekiciozo eusnavenng vac VIIPUMYBUHNS RIKY Bidnoasidac
Azumposiyin AIUMPOMIYUHY 1A XPOMAMOZPAMI 8URPOBYEaH 00

PO3NUNY 8IOROBIAAC HaCY yMpUMYEanua nixy

A3UMPOMIYUNY 1A XPOMAMOZDAMI CMGHOGPMHOR0

POIUUHY.
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
AEHTHOIKALIIA Vb ** B x0di kinexiciozo ausnavenna crexkmp niKy Bidnogioac
Asumpomitun AZUMPOMIYUIY 1 XpoMamozpami sunpobysanczo

PO34uHy 8idnosidac cnexmpy nixy azumpoMiyuny na

XpoMaAmMospaMi CMandapmuoce posviny
ASSAY (UPLO)
Each tablet contains 95.0 % - 105.0 % of labeled amount 102.2 %

| Azithromycin

- KIIBKICHE BH3HAYEHHS (YEPX)

\ Koxicna mabnemsa sticmums 95,0 - 105,0 % 6id 3aseuenoi kinexocmi 102,2 %

asumpomiyun

RELATED SUBSTANCES (UPLC)
Impurities E+M NMT 0,5% <0.2%
Impurity F NMT 0,5% <0.2%
Impurity I NMT 0,5% - <0.2%

‘ Impurity ] NMT 0,5% <0.2%

i Impurity L NMT 0,5% <0.2%

| Impurity N NMT 0,5% <02%
Any other unspecified impurity NMT 0,2% 0.1 %
Total impurities NMT 3,0% 0.1%

CYIIYTHI AOMILIKH (VEPX)
Homiwru E + M He Ginvuwe 0,5% <02%
Hositurxa F He Binvuie 0,5% <02 %
Homiwika ! He Ginvure 0,5% <02%
Hostiwra J He Binvwe 0,5% <0,2%
Hosiwura [ He 6invwe 0,5% ’ <0,2%

i Hosmiwra N He Ginvute 0,5% J <0,2%
byde-aka inwa negidoma domiuika He Ginbwie 0,2% 0.1%
Sazansni domiuxu He Ginowie 3,0% ! 0,1%

| 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 <5CFU/g
Escherichia coli absent absent

Crop. 233




MIKPOBIOTOTIYHA YHCTOTA*

(€ap. ®.2.6.12,2.6.13) )
3“{}(1{“,”(} j\'i’qbecmb aep()éHﬂx He 61}75“[6 [03 K y()/(" <5 K.V()/."

Mikpoopeariamie
3acansna kinskicms OpinOHCOBUX | He Ginvuie |7 KYO/e <5 KYOr:
nuicenesux epubis
Escherichia coli Biocymun Bidcymus

¥ 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.

* Konmpomowome nepui mpu nposmuciosi cepil, a nomiv Koxcxy decamy cepiio afo, Ak MiHIMPM, 00HY cepio ¢ piK, AKUO
supoonsemocs mexuie 10 cepli na pix. Konmponooms wa novamy i & Kinyi mepMIRy npudamnocmi.

** He konmpomiooms 8 x0di gusyenns cmabinsaocmi.

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.

3ansa npo cepmudpixauiro: [iticnum s 3ameepANCYIo, 1o Hasedena euuje indhopmayis € docmogipror ma mounoio. La cepia
npooykmy Oyaa SupoOaena, GKIONAIONU NGKVEAHHA/MAPKYGANNA ma KOMMPONs AKOCMI G Guuje GKaiauiii QinbHuyi (OlabHuisx) 8
nognit gionosionocmi do sumoz GMP, wo ecmanosneni aicyesunm PESYAAMOPHUM Opeanom, ma cheyudixayilt Peecmpayiiinoza
nocgiouenna kpainu-imnopmepa. pomoxonu eupobuuymaa, RAKYSanua I anaunizy cepii Gyno nepegipend u SUIHAHO MAKUMU, WO
aignogioaioms 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 Microbiological
test (Total Yeasts and Moulds Count) result in Ukrainian translation.

Mepsuiita pata unycky cepTubixaty 09.03.2021. TToTouna AaTa BHIYCKY — L€ aTa KOPETYBAHHA TEXHIUHOT TOMMAKH B nepexnani
Ha YKpaTHCLKY MOBY pe3ynibTaTy TecTy MikpoSionorivua unctora (3aransha KinbkicTs OpLKKOBUX Ta MiceHeBuX IPpHBiB),

Date: fﬂ(ﬁ} 202,/

Hama: )
/ b / PLIVA CROATIA Lid

Approved by: - z/ Gunlity Zagreb

Jamizpdacene: Cualified Person

Martina Zadro

Crop.333



http://www.tcpdf.org

