JEPXIIIKCIIYKBA YKPATHU
JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npocnexT Banepis Jlobanoscekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Mpo SIKICTh BBE3€HOr0 B YKpaiHy JiKapchLKoro 3acody

15.03.2023 Ne 10109/23/10

CYMAME/I®

(HaliMeHyBaHHS JIIKapCHKOTO 3ac00y 3TiHO 3 peecTpariiHM IIOCBIAYEHHSAM )
Ta0/1eTKH, WO JUCNEPryIoThes mo 250 mMr; no 6 Ta6eTok y Oaicrepi; o 1 OJicTepy B Kopo6ui

(opma BurTycKy, J03yBaHHA, BUI NAKYBAHHS TIKAPCHKOTO 3acoby)
Howmep peecrpauitinoro nocsimuenns UA/15994/01/02 crpoxk nii peecrpaniiinoro moceimuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 804092 KinekicTs BBE3€HOTrO Nikapcekoro 3acoby 3200

Bupo6Huk IUTIBA Xpsatcka 1.0.0., Xopsaris

(HailiMeHyBaHHS BHPOGHUKA TiKapCHKOro 3aco0y, KpaiHa MOXOMKEeHHH )

Baeseno B Ykpainy ToBapucrBo 3 00mesxenolo BianoBinaabnicTio "TeBa Vipaina", izent.
xon: 34770471

(naiimenysanns Ta kox 3a €JIPIIOY ropummanoi ocobu a6o NPI3BHILE, iM's, 0 6aTEKOBI (i3uaHOT
0COOHM - MAMPHEML, ii MiClie IPOKUBAaHHA Ta peecTpaniifHuii HomMep 06IiKoBOT KapTKH IJIaTHAKA
MOAATKiB a6o cepis Ta HOMEp nacnopra)

IIporokoa BisyansHoro xourposo Big 15.03.2023 Nz 0669/1.

3a pe3yinbTaTaMM JEPXKAaBHOTO KOHTPOIIO BCTAHOBJIEHO, IO MKapChKuii  3aci6 BBezeHo B VkpaiHy 3

AOTPHMAHHSM BUMOT 3aKOHO/IABCTBA IOAO 3a0€3MEYEHHA AKOCTI TIKAPCHKHX 3aCOBiB.

Ipuna ITAJIAMAP

(imimianu Ta npisume)
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PLIV A Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

[L/TIBA Xpeamexa d.0.0.
lipiraz Gapyna Pirinoauna 25, 10000 3azpe6, Xopeamis

@ PLIVA

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTT
Ne 4
DRUG PRODUCT SUMAMED®, dispersible tablets 250 mg, Ne6 (1 blist. x 6 tab.)
JIKAPCBEKHH 3ACIE CYMAME®, mabremxu, wo ducnepeyiomves no 250 m2, Ne6 (1 6nicm,
x 6 mao.)
Active ingredient 250 mg azithromycin as azithromycin dihydrate
Axmuerun inzpedicnm 250 mz asumpomiyuny y euznzdi azumpomiyuny oueiopamy
Batch number 804092
Homep cepii 804092
Batch size 3 200 boxes
Posmip cepii 3 200 xopobox
Release quantity 3 200 boxes
Burnywena cinoxicmo 3 200 xopobox
Date of manufacture 09.2022
Hama supobuuymea 09.2022
Expiry daie 09.2024
fIpwdamuuii 0o 09.2024
Specification SDRA(S54164
Cneyugbixayin SDRAQ54164
Batch Release Site PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Hirohuyn, gidnesioarsna 2a sUNYCK IVIIBA Xpeamceka 0.0.0.

cepii fiptnaz bapyna @ininoeuua 25, 10000 3azpeb, Xopsamin
Certificate of GMP compliance of a Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07
manufacturer

Cepmuchixam gidnosionocmi GMP
gupobnuxa

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

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
II/1IBA Xpaamcka d.0. 0.

IIpiaas bapyna Pininosuna 25, 10000 3azpe, Xopsamin

Number of manufacturing license
Homep aupobnuyol niyeusir

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymeo nepozhacosanol
npooyKyil, nepeunta ma emopunna
YNaKoexa, KOHMPO.1e AKOCHH
Certificate of GMP compliance
Cepmudhixam aidnosionocmi GMP
Number of manufacturing license
Homep supobnuvor aiyensit

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

Marketing Authorization License Ne UA/15994/01/02
Peecmpayiiine noceiduenus ANe UA/15994/01/02
Importing Country Ukraine
Kpaina-imnopmep Yxpatua
""" TESTS REQUIREMENTS | “RESULTS
BHIIPORYBAHHA BHMOIH PEIVIBTATH
DESCRIPTION (visuaily) White to almost white, round, flat tablets, with bevelled | Conforms
250 mg edges, with a break bar on one side and debossing TEVA
. 250 on other side | | !
Crop. 133
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OIHC (sizyarvio) Bini abo maiince bini, kpyani, naacki mabremxu, 2 Bionogidae
250 me2 Packor, 3 pucKor0 Ha o0oHill cmoponi ma muckerHsm
| TEVA 250 ua inwiii cmoponi
WATER [ NMT 5.5 % - 43 %
BOJIA - He bie 5,5 % 1 4.3 %
FINENESS OF DISPERSION complies to Ph. Eur. 1 Conforms
TOHKICTH AHCITEPCH | | eidnoesidae Esp. P. Bidnoaidac
DISINTEGRATION (Ph. Eur. 2.9.1.) NMT 3 min 1 min
PO3IMTATZAHHA (€ap. @. 2.9.1) o . He Ginowe 3 xe I xg
UNIFORMITY OF DOSAGE UNITS ** | Complies with the Ph. Eur. 2.9.40 Conforms
Mass varniation |
OHHOPITHICTS JO3OBAHRX gionosioae Eagp. ¢. 2.9.40 Bionogidae
OOHHHALID ** Bapiayis 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
IHEHTHDIKAIIA VEPX ** B X001 KiNbKICHO20 BUBRAYEHNS HAC YMPUMYBARHA NIKY Bignoaidace
Asumpomiyun AIUMPOMIYUHY HA Xpomamozpami eunpobysanozo
PO3HUHY 8I0N0GIOAE Yacy ympuMysanns nixy
AIUMPOMIYUNY HA XpoMamOzpami cmandapmuczo
| POFUUNY. n .
IDENTTFICATION 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
UIEHTHDIKALIIA Y ** B xo00i xinvricnozo eusnanenns crexmp nixy Bionosgidae
Azumposiyun G3UMPOMIYUHY HA XPOMAMOpami sunpobysano2o
PO34UNY 8I0NOBIOAE Criexmpy NIKY azumpoMiyuny na
. | xpovamozpayi cmandapmuozo posyury. . |
ASSAY (UPLC)
Each tablet contains 95.0 % - 105.0 % of labeled amount 102.9 %
Azithromycin
KUTBKICHE BH3HAYEHHA (VEPX) 3
Kooicna mabiemica vicmume 95,0 — 105,0 % @id 3ananenoi kizviocmi | 102,9 %
azumpomiyun
RELATED SUBSTANCES (UPLC)
Impurities E+M NMT 0,5% <0.2%
Impurity F NMT 0,5% <02%
Impurity 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% 0.1%
Total impurities NMT 3,0% 0.1%
CYIYTHI JOMILIKH (VEPX)
Homiwxu E + M He binvuee 0,5% <02%
Homiwxa F He binviue 0,5% < 0,2 %
Homiwmra I He binvwe 0,5% <02%
Homiwrca J He binvue 0,5% <02%
Homiwixa L He binbuie 0,5% < 02%
Homixa N He 6imvue 0,5% <0,2%
bydu-sxa inua Hegidoma domimra He binvue 0,2% 0.1%
_Jacazeni dosimxu He 6inbute 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 <5 CFU/g
Escherichia coli absent absent
Crop. 233
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Sy gy o FORTTeE
.

(€ep. &.2.6,12 2.6.13)
3azaneRa Kinbkicme aepaﬁr—rux - He 6iavuie I KYO/z | < 5 KYO/:z

MIKPOOP2aHIIMIG * - 5
3azarvra Kinvkicmo Opincoicoeus i | He bizvwe 10° KYOre | <3 KYOe

naiceneeux 2pubis 1. :
Escherichia coli | 1 Biocymus 3 3 | Bidcymus

* Test the first three production batches and every tenth batch thereafier, or at least one baich 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.

* Koumpomowme nepuii mpu npomuciosi cepil, a nomim xodcHy oecamy cepilo abo, sx MiHMyM, 00HY cepio & piKk, AKUO
gupobasemvcn meruie 10 cepiti na pix. Kowmponioioms na novamiy i Kinyi MEPMIRY npudamuocmi,

** He konmpomwoioms & x00i ausyenus cmabironocmi,

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 stte(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 cepmudpinayito: Qisicnum s sameepdoicyro, wo nasedena suuye inhopmayin € docmoeipnow ma mounoro. Ll cepia
npodykmy byra eupobnena, 6KNOUAIONU NAKYGARHA/MADKYBAHHA M KOHMPpORy AKOCMI HA suiye exazauit Oitenuyi (OiibHuysix) e
noguii gionosionocmi do eumoz GMP, wo secmanoereni micyeauw Pe2yIiamopHuM Op2anomM, ma cneyugixayin Peccmpayitinozo

nocgioyenns kpainu-imnopmepa. Hpomokonu eupobuuymea, RAKy8anHA | GHAni3y cepii Oyno nepegipeno u SUIHAHO MAKUMU, WO
gionogioaroms GMP.
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Date; 20. 40, Lol «FEB

Hama: oo CIPARE A
I}IJI.VA CR{)ATIA Ltd w flx?i-ﬁL‘:}“'i-‘g,J-_il,iﬁ% -1

Approved by: Quality Zagreb NGy H77471 g

3ameepdnceno: Qualified Person b, Nl P
“Aartina Zadro Uty ron g
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