AEPXJIKCIIYXBA YKPATHU
AEPXKABHA CJIYXEBA 3 JIKAPCHKHX 3ACOEBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMH Y KHIBCBHKIHN OBJIACTI

npocnekT Banepis JloGanoscrkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
Npo SAKICTh BBE3€HOr0 B Ykpainy jgikapcekoro 3aco0y

27.03.2020 Ne 10134/20/10

CYMAMEI®
(HaltMeHyBaHHS JKAPCHKOTO 3ac06y STiAHO 3 PpeecTpanitauM nocBixaeH M)

NOPOMIOK A1s opasnHol cycnensil, 100 mr/5 mu, 1 gpaaxon 3 TIOPOMIKOM [IJIfi OPAJIbHOT
cycmensil mo 20 mu (400 mr) pasom i3 ABOCTOPOHHBLOIO MiPHOIO JIOKEYKOI0 TA INPHIOM 415
A03YBaHHA B KopoOmi
(bopma sumycky, nosyBanHs, BN NaKypaHms JKapCEKOro 3acofy)

Homep peecrpanitirioro nocsiraerns UA/4612/01/01 crpo ait peectpaui#tioro nocsimaenns 01,01.2099
Cepis nixapcekoro 3aco6y Ne 7321010 KinekicTs BBe3eHOr0 Nikapeskoro 3acoy 29680

BupoGank IITIIBA Xpsatcka 11.0.0., XopBaris
(naifMeHyBaHHs BUpOGHNKA JikapcEKoro 3acoby, Kpaiua TIOXO/I:KEHH1)

Beesero B Vxpainy ToBapucTBo 3 06mexeno010 BixnoBigaTbHicTIO "Tena Ykpaina', igenr.

xox: 34770471
(naliMeryBaHHs Ta kog 3a €JJPIIOY I0pHAMYHOT 0co6H 460 mpiseame, iM's, 0 6aTEKOBI dismanoi

ocobu - nimmpremug, i Micue npoxuBaHHS Ta peecTpanjitamit Homep 06iKOBOT KAPTKA MIATHMKE
Tonatkis a6o cepis Ta HoMep nacopra)

Hpotokon sisyansHoro konTpomo six 24.03.2020 M 0640/4.

32 pesynsTaTaMH  IEpKABHOTO KOHTPOIO BCTAHOBICHO, MO JikapChKHM 3aci6 BBe3cHO B VYkpainy 3
AOTPHMAHHSIM BHMOT 3aKOHONABCTBA IIONIO 3a6€3METEHHS SKOCT NiKapchKuX 3acobis.

3acTynHHUK HaYaILHMKA BilIiTy

HepxasHoi ciryx6u bKHX 35.1.(:0611? 3y6apesa H.B.
Ta KOHTPOJIIO DROTREMY KwuiBchkil /
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0ITI0) (nizrmc) (iniuiam Ta npizpume)




@ PLIVA

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
II/THBA Xpsamcxa o.0.0.

1/ 6apyna O a 25, 10000 3acpeb, Xopsamus

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

JIEKAPCTBEHHOE CPEJ/ICTBO

Active ingredient
AxmugHniil unzpeduenm

Batch number
Homep cepuu

Batch size
Pazvep cepuu

Release quantity
Buinywennoe xonusecmeo

Date of manufacture
Hama npoussodcmea

Expiry date
Cpox 200H0cmu

Specification
Cneyughurayus

Batch Release Site
Boinyck cepuu

Certificate of GMP compliance of a
manufacturer

Cepmudbuxam coomeemcmeus GMP
npoussodumens

Number of manufacturing license
Homep npouseodcmeennoi
nuyensuu

Bulk manufacturing site, primary and
secondary packaging, quality control
Tpoussodcmeo HepacgacoanHoi
npm)yxuuu. nepeu4Has u 8Mmopu4Han
YNaKoBKa, KOHMpPONb cepuu
Certificate of GMP compliance
Cepmucghuxam coomeemcmausn

GMP

Number of manufacturing license

Homep npouseoocmeennoi
Auyensuu

Marketing Authorization License
Pecucmpayuonnoe ceudemenbcmeo

Importing Country
Cmpana umnopmep

CEPTH®HUKAT KAYECTBA
Nel

SUMAMED®, powder for oral suspension 100 mg/5 ml, 20 ml

(400 mg) in bottles N2l

CYMAMEL®, nopowiox ons opanwhoii cycnensuu 100 m2/5 mn no 20 ma
(400 m2) 80 ¢hraxone Nel

Azithromycin dihydrate
A3umpomuyuna ouzuopam

7321010
7321010

29 680 boxes
29 680 xopobok

29 680 boxes
29 680 xopobok

01.2020
01.2020

01.2022
01.2022

SDRA034021
SDRA034021

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[1JTHBA Xpsamcka 0.0.0.

Mpunaz 6apyna @ununosuya 25, 10000 3azpeb, Xopeamus
Ne UP/I-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
M UP/I-530-01/13-03/08

PLIVA Hrvatska d.o.o0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[1JIHBA Xpeamcka 0.0.0.

Mpunaz 6apyna dununosuya 25, 10000 3azpeb, Xopsamus

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

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

Ne UA/4612/01/01
Ne UA/4612/01/01

Ukraine
Ykpauna




" TESTS &

HA 3BA HHE ITOKA34 TE/I}I TPEEOBA HUA PE3YJIBTATHI
APPEARANCE OF THE POWDER White to yellowish-white powder with characteristic satisfactory
FOR ORAL SUSPENSION cherry and banana odour.
OITHCAHHE ITOPOLLKA JUIA Benviti wru sicenmosamo-benviii NOpOUIOK ¢ XapakmepHuimM | coomeemcmeyem
OPAJIbHOH CYIIEH3HH 3anaxom 8uwny u 6anana.
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satisfactory
SUSPENSION* characteristic cherry and banana odour
OITHCAHHUE FOTOBOF OPAJIbHOH Xenmosamo-6enas o0HOpoOHas cycnen3us ¢ coomeemcmayem
CYCIIEH3HH* XapakmepHsiM 3anaxom suwHyu u banana.
WATER NMT 1,5% 02%
Booa He 6onee 1,5% 0,2 %
pH (Ph. Eur, 2.2.3)* 8.5-11.0 10.4
pH (Ph. Eur. 2.2.3)* 85-11,0 10,4
IDENTIFICATION
HIEHTHOUKALHA
Azithromycin (HPLC) ° Corresponds to the standard satisfactory
Asumpomuyun (BIXKX) ° Coomsemcmayem cmanoapmy coomeéemcmayem
Azithromycin (UV) ° Corresponds to the standard satisfactory
Asumpomuyun (Y®) ° Coomeemcmeyem cmanoapmy coomeemcmayem
ASSAY 95.0 — 105.0 mg 96.5 mg
Every 5 ml of suspension contain
Azithromycin
KOJIMYECTBEHHOE OITPEQETEHHE | 95,0 — 105,0 m2 96,5 m2
Kaoicowie 5 mn cycnensuu cooepaicam
A3zumpomuyuna
UNIFORMITY OF PREPARED ORAL | 85 % - 115 % from the labelled amount 98-102 %
SUSPENSION CONTENT*°
OQHOPOOHOCTb COOEPXAHHA B 85 % - 115 % om 3as81enH020 Konuvecmea 98-102 %
TOTOBOH OPAJIbHOH -
CYCITIEH3HH*°
UNIFORMITY OF THE MEASURED Meets the Ph. Eur. 2.9.27 requirements satisfactory
DOSE MASS (Ph. Eur. 2.9.27)*°
ONHOPOOHOCTb MACChI Coomeemcmeyem mpebosanusim Ph. Eur. 2.9.27 coomgeemcmayem
OTMEPAHHBIX JO3 (Ph. Eur.
2.9.27)%°
RELATED IMPURITIES (HPLC)*
CONYTCTBYIOLHE TPUMECH
(BIXKX)* :
Impurity F NMT 0.5 % <0.1%
TMpumecsy F He 6onee 0,5 % <01%
Impurity I NMT 0.5 % <0.1%
Tpumecs 1 He 6onee 0,5 % <01%
Impurity J NMT 0,5 % <0.1%
Ipumecy J He 6onee 0,5 % <0,1%
Impurity L NMT 0.5 % <0.1%
ITpumecs L He 6onee 0,5 % <01%
Impurity E + M NMT 0.5 % <0.1%
TMpumecs E + M He 6onee 0,5 % <01%
Impurity N NMT 0.5 % <0.1%
Ipumecs N He 6onee 0,5 % <01% .-
Any unidentified impurity NMT 0.20 % <0.1 0% y .
JTio6oii neudenmugpuyuposannoli | He 6onee 0,20 % <@l 0 "/‘ %0
npumecy
Total impurities NMT 3.0 % <0.1%' 0//7/
Cymma npumeceis ' He 6onee 3,0 %
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DISSOLUTION (in 45 min.)* NLT 70 % (Q) 99 %
PACTBOPEHUE (uepe3d5 mun.)* He menee 70 % (Q) 99 %
MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6.13)**
MHUKPOBHOJIOTHYECKAA
YHCTOTA (Ph. Eur. 2.6.12, 2.6.13)**
Total aerobic microbial count NMT 10° CFU/g <5 CFU/g
Obwee konusecmao aspobubix He 6onee 10° KOE/2 <5 KOE/>
MUKPOOP2AHUIMO8
Total yeast and mold count NMT 102 CFU/g <5CFU/g
Obwjee konuyecmeo dpoxcxcevix | He 6onee 10? KOE/> <5 KOE/:
u niecnesbix 2pubos
Escherichia coli Absent Absent
Escherichia coli Omcymcmeyem Omcymcmayem

*test is conducted for prepared suspension
*KoHmponupylom 8 20moaou cycnensuu

**tested on every 5™ batch and at least one batch per year. Tested at the beginning and the end of shelf-life.
**KoHmponupyIOm Kaxcoyio 5-10 cepuio, HO He Menee 00Ho1: cepuu 8 200. Konmponupylom @ navane u xonye ¢poKa 200HOCMU.
® do not tested during stability

e konmponupylom & xode usyuenus cmabunbHocmu

Certification statement: I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, iricluding 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.

3ananenue o cepmudpuxayuu: Hacmosuwum 2 ydocmogepaio, umo npusedennas aviuie UHOPMayus ABIREMCA NOOTUHHOT U MOYUHO.
3ma cepus npodyxma 6bina npoussedena, 6KMIOYAS YNAKOBKY/MAPKUPOBKY U KORMPOAbL Ka4ecmaa Ha BbIULEYKA3AHHOM YuacmKe
(ysacmkax) & nonwom coomeemcmeuu ¢ mpebosanuamu GMP, yCmaHOBIEHHBIMU MECMHBIM DEYNAMOPHBIM Op2aHOM, U @
coomeemcmeuu co cneyugpuxayusmu Topzosoti nuyensuu cmpanwi-umnopmepa. IIpomokons: npousgodCMaa, ynaxoeku u aHau308
cepuu bb110 paccmompero u npusnano coomsemcmeue ¢ GMP.

Date: A0.0R . 2020.
Mama:

Approved by: ) ¢ PLIVA CROATIA Ltd
Ymeepacoeno: . m Quality Zagreb
) Qualified Person
Martina Zadro
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