JAEPKITTKCITYIKBA
JAEPKABHA CAYIKBA 3 .JHKAPCBKI:lX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KUIBCLKIT OBJACTI

npocuext Banepis JloGanosceskoro, 51, m. Kuis, 031 10, ren/daxe: (044) 363-06-50
E-mail: dis‘ko@dis.gomua,hl;pg_;//wandls_,gg\_'._ug, Kon €APTIOY 37078774

BHCHOBOX
NPOo AKICTH BBE3eHOro B Yrpainy gikapeskoro 3acoly

01.04.2021 Ne 14249/21/10

CYMAME/I®

(naiivenysanps micaperkoro 3ac0Gy 3riMHO 3 peecTparyfamm NOCBITHCHHAM)
TabIeTRH, nIo Aucnepryiorses, wo 1000 mr; o 1 tabaermi ¥ Gaicrepi; o 3 Outicrepu &
®opobid

(Dopma prnycky, AC3YBANINA, BV HAKYBAHHSE NIKAPCHKOTD 3acoby)

Hontep peecTpauitisoro nocsimaerzn UA/15994/01/04 CTPOX Afi peecTpaniiinoro nockiguens 12.06.2022

Cepis nixapceekoro sacoGy Ne 208021 Kinexicrs sresenoro mikapepkoro aacoby 35400
Brpofnux TUNBA Xpsarcka 1.0.0., XopeaTis
{(nafiseenynanus BHPOOHHKA NikapChisro sacoby, kpaiug TOXOKEHHS)
JBescho o Vkpainy Tosapucrso 3 o6mexenono sBianoBizansnicTio "Tena ¥Yxepainaa", inewrr.
wo: 34770471

(nafivesryBanny ta kox 3a CHPTIOY 1opuawano’ ocobu abo npisere, iM's, 1o Sarnrosi thiswanol
ocobu - nianpueMig, i micie HPOAHBAIN TA peccrpauiinmi noMep o6nikouo KajiTEH MIaTHHES
1104aTKiB 200 cepig 4 HOMEp nacnopra)

Hpotoxea sisyamsnoro xenrpome pix 25.03.2021 Ne 0865/3.

3a  pesynbratamu HEPXaBHOTO  KOHTPOMIO BCTAHOBACHO, 1IN0 nixapenkmi  3acif Beseno B Vkpainy 3
DOTOHMAITHAM Bunor SAROHONABCTEA W00 3a6e3MeucHNn sKocTi HKapehKUX 33C0DIR.

3acTymHu i Hay WILHHKA Binalny
Hepisanriol caymin 3 IKAPChKUX 3ac0o6in

A%y “ ; 3y6apesa H. B.
Ta KOHTROO 33 HapKoTHkaMu y Kuiscpkilt

obnacti -

£71
1/

(nignnc) o (iriutamm Ta npissre)




@rPLIVA

DRUG PRODUCT
JIKAPCHKHE 34CIE

Aclive ingredient
Axmusnuii inzpedienm

Batch number
Hamep cepii

Batch size
Poasip cepit

Release quantity
Bunmyena kinexicme

Date of manufacture
Hama supobnuymea

Expiry date
ITpudamuui do

Specification
Creyugpixayin

Batch Release Site

Hinenuys, sidnosiounena 1a aunycx

cepil

Certificate of GMP compliance of a

manufacturer

Cepmudhivam eidnosionacmi GMP

supoOKUKQ

Number of manufacturing license

Homep aupobruvoi niyensii

/5

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

[LHIBA Xpeamexa d.0.0.
Hpinaz Bapyna Gininoguna 25, 10000 3acped, Nopsamis

CERTIFICATE OF QUALITY
CEPTHOIKAT SAKOCTI

Ne 1

SUMAMED?, dispersible tablets 1000 mg, No3 (3 blist. x 1 tab.)
CYMAMEJ®, matremxy, wo oucnepeyiomucs no 1000 mz, Ne3 (3
bricm. x 1 mab.)

1000 mg azithromycin as azithromycin dihydrate

1000 M2 azumpomiyuny Y GU2ASA @3umposiyuny duzidpamy

208021
208021

35 400 boxes
35 400 kopofiox

35 400 boxes
35 400 kopobox

01.2021
01.2021

01.2023
01.2023

SDRA054164
SDRAOS4164

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIJTIIBA Xpsamexa d.0.0.

lpinas 6apyna @irvinosuva 25, 10000 3ucpeb, Xopeamis
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/1-530-01713-03/08

T Ty A A T A i A g

Bulk manufacturing site, primary and PLIVA Hrvatska d.0.0. o

secondary packaging, quality control
Bupobuuymeaa Hepoihacoaaiiol
npoodykyii, nepsunna ma AMOPUHHA

YNakaexka, KoHmpons Rkacmi

Certificate of GMP compliance Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07
Cepmudhixam aidnosionocmi GMP Ne UP/1-530-10/19-03/1 2; 381-10-05/241-19-07
Number of manufacturing license ~ No UP/1-530-01/13-03/08

Homep supobiuyol aiyensit

Marketing Authorization License

Pecempayiiinie nocgidvenns

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[/IIBA Xpaamcka o.0.0.
fpinaz bapyna Girinoguya 25, 10000 3azpeb, Xopeamin

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

Ne UA/15994/01/04
Ne UA/15994/01/04

Importing Country Ukraine
Kpaina-imnopmep Yrpaina
P ; Gi TESTS 5 0 - REQUIREMENTS - RESULTS
BHIIPOBYBAHHS BHMOI'H PE3YIIBTATH

-DESCRIPTION (visually)
1000 mg

White to almost white, round, flat tablets, with bevelled Conforms
edges, with two perpendicular break bars on one side and

i o I8ty B

debossing TEVA 1000 on other side - |

7
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ONAC (gizyarsno) bini abo maiixce Hini, kpyeni, nacki mafnemin, 3 Bidrnogioac |
1000 me2 ackoi0, 1 drOMa REPREHOUKYARPHUMU PUCKAMY NG j
ol cmoponi ma muciennsm TEVA 1000 na i |
CMOpOF| -
[ WATER NMT 5.5 % 44% T
BOTA He Oinowe 5,5 % 4.4 % =
FINENESS OF DISPERSION complies to Ph. Eur. Conforms
TOHKICTh JHCITEPCH sidnoaioae Eap. &, Bidnosidac
DISINTEGRATION (Ph. Eur. 2.9.1) NMT 3 min 2 min
POITTATTAHHS (€ap. @, 2.9.1 ) He Binswe 3 xa 2 x8
UNIFORMITY OF DOSAGE UNITS ** Complies with the Ph, Fur. 2.9.40 Conforms
Mass variation
OAHOPIIHICTE JIO30BAHHX aidnogioac €ap. @. 2.9.40 Bionosioae
QIHIHLE ** Bapiayin macy
r[DENTIFICA'I“I(.‘)I‘J 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
IHEHTHOIKALIA VEPX *+ B x00i kinvkiciozo ausnavenns sac ympumyeanss nixy | Bionogidae
Azumpomiyun A3UMPOMIYUHY HA XPOMAMOPaM | GuRpOBYGaN o
posvuny eidnosidac wacy ympumysannn hiky ‘
AIUMPOMIYUIY Ha XPOMamospami cmandapmnozo i
posvuny. |
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
| TEHTHDIKALLIST Vb *+ B x00i kinvkicnozo auinavenns cnexmp niRy Bionogidae
Asumposiyun AIUMPOMIYUHY HA XpOMamospani cunpobysanoeo
posvuny sionasioac chekmpy nixy azumposMiyuy Ha
XPOMAMOZpaMi Crandapmnocg paziuny
ASSAY (UPLQ)
Each tablet contains 95.0 % - 105.0 % of labeled amount 101.8 %
Azithromycin
KITbKICHE BH3HAYEHHSA (YEPX)
Koxcna mabnemra sicmumes 95,0 105,0 % 8i0 3a981¢H07 kinoxocmi 101,8 %
A3UMPOMIYUH -
RELATED SUBSTANCES (UPLO)
Impurities E+M NMT 0,5% <02%
Impurity F NMT 0,5% <0.2%
Impurity [ NMT 0,5% <0.2%
Impurity J NMT 0,5% <0.2%
[mpurity 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% .‘
CYIYTHI TOMILLIKH (VEPX)
Homiwrku £+ M He 6invute 0,5% <0,2%
Josmiuxa F He binvwe 0,5% } <02% |
Homiwka [ He Binvuee 0.5% 1 <02% |
Homiwra J | He binvwe 0,5% | <02%
Homiwra L | He Ginoute 0,5% <02% ‘
Hominiwa N | He binbuee 0,5% <0,2%
Byos-aka inuea nesidoma domiuxa l He binvwe 0.2% <01 %
3acanoni domiwiku | He blavue 3,0% <0,1% B
MICROBIOLOGICAL PURITY * I
(Ph. Eur, 2.6.12 and 2.6.13)
Total Aerobic Microbial Count NMT 10° CFU/g <5 CFU/y
Total Yeasts and Moulds Count NMT 10° CFU/g <35 CFU/g
Escherichia coli absent absent
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MIKPOBIONIOTIYHA YHCTOTA* |
(€ap. @, 2.6.12,2.6.13) |
3aeanbua kizbkicme aepobuux He binvuse 10° KYO/2 ‘
MIKPOOpeanizvia
Jaeanviia kinbkicms Opincoxcoauy | He Ginvue 10° KV ’
rilcenesiy 2pufiia (
\ Escherichia coli Biocymus

<5 KV

<35 KYO/&.

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.

** Net tested during stability testing,

* Koumponowme nepwii mpu npomuciosi cepii, a nomiy KOXMCHY decamy cepil abo, sk MiHiMyM, 00Hy cepin g pik, sxiyo
aupobirscmucs menwe 10 cepiii na Pik. Konmponwowome na novamey i xinyi mepsiny npudamuocmi,

** He konmponiotoms a xadi sugyenus cmabinerocmi.

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

3area npo cepmudrixayin: Jiticium 5 3ameepascy, 1Mo nasedena sume inopmayis e docriosiptory ma movnoio, {{s cepin
npodykmy Byna supobiena, exnouaovyy NAKYBQUHR/MAPKYBaNNS ma Koumpons skocmi na suie erasanit dinenuyi (dineuunsnx) e
noenilt gidnogidnocmi do sumos GMP, wo ecmanoaneni sicyesum pezynamopuum opeanom, ma cneyughicayii Pecempayitinozo

nocaidvenns kpatiu-inopmepa. pomoxoau BUPOBHTIYMEA, RAKyBanHs | anarizy cepil byno nepesipedo u susnano MAKUMU, 1o
aidnngidams GMP.

Date: O% G307 1

Hama.

. PLIVA CROATIA Ltd
A d by: M Quatity Zagrebh
L %( ‘ Qualified Persan

Jameeponceno: : £
eponceno Marting Zadro
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