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AFPKIIKCITYXEA VKPA [HU :
HEPKABHA CILYIKBA 3 JIIKAPCLKI;_[X 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMHA v KHIBCEKIIi OBJACTY

Npocnext Banepis JIoGaHoacrsKoro, 51, M. Kuis, 031 10, Tex/dac: (044) 2753030
E-mail: d!s.ko@dls.gov.ua, Kom €1PTIOY 37078774

BUCHOBOK
Apo AKiCTh BResenoro B Ykpainy JHKAPChKOro 3acoly
26.03.2620 Ne 14096/20/10
CYMAME/® ®OPTE

{HaliMernypanmy mkaperxoro 320Gy ariano 2 DeecTpamifnmg HOCEI Tk, )
HOpomoK jrg opannuol Cycuensiy, 200 mr/5 M 1 aakon 3 Hopomxom g OpaILRoY
Cyenensii mo 30 puyy {1200 wmr) pasom i3 ABOCTOPOHHEE 010 MipHoI0 N0KEeIKOK: Ta WAPHOOM s
AO3YBAHHSA V Ko Yoouri
(hopna BUITYCKY, AO3YBANHSA, By OaxKyBamniy nikapcrkorg 3acoby)

Homep PeecTpaniinoro nocsipvengy UA/4170/01/ 01 crpok nir PCECTDANIRHOIO nochimuermgy 01.01.2099

Cepis nikapenkoro 3acoby Ne 7266129 Kimsxicrs resenoro niKapehkoro 3acoby 21480

BripoGmix IUIIBA Xpsarcxa [1.0.0., Xopgartiyg o
(HadiMeny sapmg BHPOOHHKA JiKapCEKory 34coby, kpaiua IoX0inxenuy)

Bresero s Vipainy Torapuerso 3 obmeskeno0 BlAnOBiZaNLBicTIO "Tena Yipaina", jgenr.

xon: 34770471

Doj1arkie abo cepig ta HOMED nacnopra)

TpoTorosr Bi3yaliLrorg Ronrposre Bin 18.03.2020 Ne 6845/1.

3a Pe3ynbTaramu AepxkasHoro KOHTpOIIO BCTaHOBNEHO, o TKAPCHLKMI  3aciG BBE3EHO g YEpainy 1

AOTPHMAHHY M sunor SAKOHOIARCTRA Iy 3abesnevenny AKOCTL TKAPCLKHX 33c06ip.
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PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

{IIHBA Xpeamcexa d.0.0.
Hpuaas 6apysia Gusunoauua 25, 10000 Jacpeb, Xopaamus

@ PLIVA

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

JIEKAPCTBEHHOE CPEJCTBO

CEPTHOHKAT KAYEC T8A
Ne 3

SUMAMED® FORTE, powder for oral suspension, 200 mg/S ml,
Nel (1 bottle with powder for 30 mi (1200 mg) of suspension)
CYMAME® ®OPTE ROPOULOK Ona opanvrodl cycnensuu, 200 m2 /5

ma, Nel (1 ghnaxon ¢ nopowxom ons 30 wmn (1200

Active ingredient Azithromycin dihydrate
Axmusnviii unapeduenm Asumpomuyuna ducudpam
Batch number 7266129

Hosmep cepuu 7266129

Batch size 21 480 boxes

Pazvep cepuu

Release quantity
Boinywenroe konuvecmao

21 480 kopobox

21 480 boxes
21 480 kopobox

Date of manufacture 12.2019
Hama npoussodcmeaa 12,2019
Expiry date 12.2021
Cpox coducemu 12.2021
Specification SDRA034022
Creyugburayus SDRA034022

Batch Release Site
Burnyck cepuy

Certificate of GMP compliance of a
manufacturer

Cepmughukam coomsemcmeaus GMP
ApOu3BOOUMenn

Number of manufacturing license
Hovep npoussodcmeennos
TUYeHIUY

Bulk manufacturing site, primary and
secondary packaging, quality control
fIpouseoocmao nepacghacosanioil
NPOOYK YU, NEPBUIKaR 1 amopuyHas
YRAKosKka, Konmpons cepuu
Certificate of GMP compliance
Cepmucpuxam coomasememeus
GMP
Number of manufacturing license
Homep npousaodcmeennot

PLIVA Hrvatska d.o,o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TI/THBA Xpeamexa 0.0, 0.

lIpunas 6apyna @urunoguna 25, 10000 3acpeb, Xopeamus
No 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/-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TUIHRA Xpaamcexa o.0.0.

lpunas bapyna Gununosuua 25, 10000 3azpeb, Xopsamus

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-] 9-07

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

NuyenIuu
Marketing Authorization License Ne UA/4170/01/01
Peaucmpayuonnoe ceudemensemso Ne UA/4170/01/01
Importing Country Ukraine
Cmpana umnopmep Yrpauna

@W Q1. 2 A5y é)fo /5.035. 2O/

M2) cycnenzuu)

Cm. 1u33




TESTS REQUIREMENTS RESULTS
HA3BAHHE TOKA3ATEIS TPEBOBAHHA PE3YIIBTATHI
APPEARANCE OF THE POWDER FOR | White to yellowish-white powder with characteristic satisfactory
ORAL SUSPENSION cherry and banana odour.
ONMHCAHHE ITOPOLLIKA 1715 Benwiit wiu scermosamo-tenerii nopouox ¢ xapakmepneist | coomsemcmeayem
OPATTBHOKH CYITEH3H H Ianaxom suwinu u baranga.
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satisfactory
SUSPENSION* characteristic cherry and banana odour
OMUCAHHE FOTOBOH OPAIBHOIT | HKeamogamo-6enan odnopoonas cycnenaus ¢ coomeememayem
CYCIEH3HI* | XAPAKMEPHBIM 3ANAXOM GUMIHY U BaHand,
WATER NMT 1.5 % 0.3 %
BOAA He bonee 1.5 % 0.3 %
pH (Ph. Eur. 2.2.3)* 85-11.0 10.4
PH (Ph. Eur. 2.2.3)* 85-110 10,4
IDENTIFICATION |
HAEHTHOHKALH S
Azithromycin (HPLC) © Corresponds to the standard ‘ satisfactory
Asumposuyun (BIXKX) © Coomeememayem cmanoapmy | coomeememayem
Azithromycin (UV) ° Corresponds to the standard ‘ satisfactory
Asumpossuyun (YY) © Coomeemcemeyem cmandapmy 1 coomeemcmayem
ASSAY 190.0-210.0 mg 199.7 mg
Every 5 ml of suspension contain
Azithromycin
KOIMHYECTBEHHOE ONPENEAEHHE 190,0 - 210,0 m2 199,7 a2
Kagcowe 5 vn eyenensun codepxcam
Asumpomuyuna
UNIFORMITY OF PREPARED ORAL 85 % - 115 % from the labelled amount 99-100 %
SUSPENSION CONTENT *°
AHOPOIHOCTE COOEPKAHHSA B 85 % - 115 % om sanereinoso koruwecmea 99-100 %

FOTOBOH OPASIBHOR CYCITEH3HH*°

UNIFORMITY OF THE MEASURED
DOSE MASS (Ph. Eur, 2.9.27)%°

Meets the Ph. Fur. 2.9.27 requirements

satisfactory

OAHOPOOHOCTS MACCHI Coomsemcmayem mpetGosanunm Ph. Eur. 2. 027 coomaeemomayen

OTMEPAHHbBIX 403 (Ph, Eur. 2. 9.27)%°

IMPURITIES (HPLC)*

TTPHMECH (BRXX)*
Impurity F NMT 0.5 % <0.1%
Mpusecs F He bonee )5 % <0,1%
Impurity 1 NMT 0.5 % <0.1%
flpusiecs T He 6onee (1,5 % <01 %
Impurity J NMT 0.5 % <0.1%
Tlpumecs J He bonee 0,5 % <01%
Impurity L. NMT 0.5 % <0.1%
llpumecs L He bonee 0.5 % <01 %
Impurity E + Impurity M NMT 0.5 % <0.1%
fpusecs E+ Mpumecs M He bonee 0.5 % <01 %
Impurity N | NMT 0.5 % <0.1%
fTpusecs N | He Boaee 0,5 % <01 %
Any unspecified impurity | NMT 0.20 % <0.10 %
JMobas neudenmuduyuposannan | He bonee 0,20 % <0,/0%
npuMecs _
Total impurities | NMT 3.0% <0.1%
Cysma npumece | He bonee 3,0 % <01 %

. DISSOLUTION (in 45 min.)* NLT 70 % (Q) 89 %
He senee 70 % (Q) 89 %

i PACTBOPEHHE (3a 45 vun,) *

Cm 2uxd




2.6.13)%*
MHKPOBHONOIHYECKAS YHCTOTA
(Ph. Eur. 2.6.12, 2.6.13)**

MICROBIAL PURITY (Ph. Eur. 2.6.12, 1

Total aerobic microbial count NMT 10* CFU/g -
Obuee konuvecmeo aspobisix He 6onee 10° KO/ » s
MUKDOOP2AHUIMOB

Total yeast and mold count NMT 102CFU/g -

Obusee konuvecmaa Opoxcacesox u | He Gonee 10° K, QO -
niectieasix cpudoe
Escherichia coli Absent -
Escherichia coli Omcymemsyem :

*test is conducted for prepared suspension
*ucnotmanus nposodsm das comosoii cycheniuy

**tested on every 5% batch and at least one batch per year. Tested at the beginning and the end of shelf-life.
**mecmupyemen kaxcoan 5-n CEPUA U e mettbiie 00H0U cepuu 8 200. Tecmupyemes 6 navane u g KOlYe CPOKa 2odHocmu,
® do not tested during stability

® e koumponupytom & xooe usyuenus cmabursnocmu

Impurities;

Impurity F = 3'—N-demethyl-3'-N-fonny1azithromycin

Impurity I = 3'-N-demethylazithromycin

Impurity J = Desosaminylazithromycin ( 13-O-decladinosylazithromycin)
Impurity E = Aminoazithromycin (3’—(N,N-didemethyl)azithmmycin)
Impurity M = 3'(¥, N—didemethyl)—3'-N-fonnylazithromycin

Impurity N = 3’—de(dimethylamino)-S‘»oxoazithromycin

Impurity L = azithromycin 3'- M-oxide

fTpumecu:

fIpumecs F = 3"-N-dememun-3 ~N-chopmunasumposuyun

ITpusmecs | = 3-N-dememunasumpomuyun

flpumecs J = Aesozamununazumpomuun (1 3—()Lr)emar):mnymaawmp(wz.rqzm)
lTpusmecs £ = Amunoasumpossugun (3 '-(N,N—()m)auemun)asumpomzu{un)
Hpumecs M = 3'-(N, N-duoememun)-3 “N-ghopmunazsumpomuyun

MTpumecs N = 3 '—de(dfz.wemquwuyr))—3’nrmcoammpomuquy

lpusiecs L = asumpomuyuna 3'-N-oxceuod

Certification statement: | hereby certify that the abave 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.

3anenenue o cepmuipurayuu; Hacmoswpum 1 ydocmosepsio, umo npUGEdennan auluie uHopMayus REASEMCR ROOIUINOL U movHou.
Sma cepus npodyxma beina npowigedena, ermoNan YRAKoGKY/MAPKUPOBKY U KOHMPO#L Kauecmed na BLIUEYRAIAGHHOM yYacmKe
(ywacmkax} @ noanom coomeememany ¢ mpebosanuwimu GMP,  yemanosnennmmu  mecmusim PEYIAMOPHEIM  OPPAHOM, U @
coomsememeun co creyuduxayusmu Topz08ou nuyensun Cmpanel-umnopmepa. llpomoxoiel npousgodcmea, ynaxkosku u ananios
cepuu bbiio pacesompeno u npushana coomeememeue ¢ GMP. ‘

Date: /0; 0. B0k o,

Hama:

o , 7 ,

: \ ~LiVA CROATIA Ltd _ W

Approved by: \%&{ ?C,(Q Quality Zagreb L S

Ymeepacoeno: Qualified Person y -
Martina Zadro i
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