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JAEPKITIKCIIYKBA
HAEPYKABHA CIYIKEA 3 JIKAPCHEKHX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMHU V KUIBCLKIH OBJIACTI
npocriext Banepis JloGanorcekoro, 51, m, Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,ht ps:/fwww.dls.cov.ua, Kon CHPIIOY 37078774
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BHCHOBOK
npo sIKicTs BBe3eHoro B Yrpainy nikapeskoro 3acoby
29.03.2021 Ne 14251/21/10
CYMAMEN®

(Haltsienyparts nmixapeskoro 3ac00y 3TINHO 3 peecrpauitinmm NOCBingCH M)
TadireTiy, mo ARCAEPryiozned, no 500 yr; wo 3 TabaeTkn y Guricrepi; no 2 Guticrepu B

Kopobui

{hopua BHTIYCKY, (O3YBANIS, BHA NAKyBans TKAPCLKOTO 3ac0Gy)

Howep peectpaniittoro nocsinuernns UA/] 5994/01/03 crpox pit PeecTpanifiuoro nocsimuerss 12.06.2022

Cepis nikapebkoro zacofy Ne 175011 Kinsxicts sRescnoro mikapesxoro sacoty 18400
Bupofuuk TUTIBA Xpsarcka 1.0.0., Xopsaris i
(naliMenrynaisg BHPOGHHUKA THKapesxore 3acody, kpaina TIOX0DKCHHS)
Bsesero B Vipaimy Tosapuerso 3 o6mexenomn BiznoBiganbricTo "Tesa ¥Yxpaiua", igenr.
xox: 34770471 :

(nativMenysanny Ta Koz 3a CIAPTIOV IOPHAMYHGT 0coBH 3o npissunge, in's, no OaTekosi Biznumor
0CO6H - nizipuenus, T Micne UPOKUBAHHS T4 peecTpany Huuii HOMEP 0B1ikOROT Kap ki MaTHykg
[oxatkis abo cepis ta HOMEp nacrepra}

Hporoicon sisyannirore xouTpono sin 25,03.2021 N 0865/5.

32 pesyiraramu AEPHKABHOTO  KOHTPOMO BCTAHOBACHO, mO nikapchkmii  3acit BBE3CHO B Vypainy 3
HAOTPHMAHHIM sumor SaKOHOXABCTBA MO0 3a6e3NeTen s 1KocT] NTKAPCHKHX 3aC0Gin.

3acTyfiam JIEHMKA Bl Uiy
,Z{e_fa’xcqﬁuui'cnw«;ﬁy 3 MiK4PCEKUX 3aco6in

Lo, i Y o s 3y6apesa H. B.
TAKCHTPOITIO 32, HaPROTHKUME v Kuipeskii /77
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@rPLIVA

DRUG PRODUCT
JUKAPCHKHH 34CIF

Active ingredient
Axmusnuil inzpedicum

Batch number
Homep cepiy

Batch size
Pozmip cepil

Release quantity
Bunyugena kizexicms

Date of manufacture
Hama eupotinuymsa

Expiry date
Tipudamuuii oo

Specification
Creyucpivayin

Batch Release Site

Hinvruya, eionosioanena 3a eunycx

cepif

Certificate of GMP compliance of a

manufacturer

Cepmudpixam gionosionocmi GMP

BUPOOHUK G

Number of manufacturing license

Homep eupoBinuoi niyensiy

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymeo neposhacosanoi
npodykyil, nepeunKa ma emopunra

YRAKOBKA, KOHMPoas Axocmi

Certificate of GMP compliance
Cepmucpixam eionosionocmi GMP
Number of manufacturing license
Homep supobruqoi aiyensii

Marketing Authorization License

Peccmpayiiine nocgiovennn
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PLIVA Hrvatska d.c.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

{1/H{BA Xpsamexa 6.0.0.

{Tpinas 6apyna Gininosuwa 25, 10000 Jazped, Xopsamin

CERTIFICATE OF QUALITY

CEPTH@IKAT AKOCTI!
No 1

SUMAMED®, dispersible tablets 500 mg, Ne6 (2 blist. x 3 tab.)
CYMAME®, matnemxu, wo oucnepzyromocs no 500 me, Ne6 (2 6ricm.

x 3 mab.)
500 mg azithromycin as azithromycin dihydrate
500 mz asumpomiyuny y euznadi asumpomiyuny duzidpamy

175011

175011

18 400 boxes
18 400 xopodox

18 400 boxes
18 400 kopotiox

01.2021
01.2021

01,2023

01.2023

SDRAO54164
SDRAN54164

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TI/T1BA Xpeamcka 6.0.0.

lIpinas 6apyna @ininosuva 25, 10000 3acpet, Xopsamis
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

Ne UP/-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
TVIIBA Xpsamexa 0.0.0.

lpinas 6apyna @ininosuwa 25, 10000 3azpeb, Xopsamia

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
N UP/I-530-01/13-03/08

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

Importing Country Ukraine
Kpaina-ivnopmep Vkpaina
e R TR 'REQUIREMENTS = RESULTS -
BHITPOBYBAHHA BHMOI'H PE3IVIIBTATH

DESCRIPTION (visually) White to almost white, round, flat tablets, with bevelled | Conforms
500 mg edges, with a break bar on one side and debossing TEVA

500 on other side _;1
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! OITHC (isyansro) bini abo maiixce Bini, kpyeni, nnacki mabremiu, 3 Bionosidac

500 me Packolo, 3 puckor na 0Ouiti cmoponi ma mucrenns

TEVA 500 na inwist emoponi
WATER NMT 5.5 % 4.4 %
BONA He Giabe 5,5 % 4.4 %
FINENESS OF DISPERSION complies to Ph. Eur. Conforms
TOHKICTS THCIEPCH eidnogidae €ap. O,  Bignosidac
DISINTEGRATION (Ph. Eur. 2.9.1.) NMT 3 min 2 min
POIMALAHHA (Cap. @. 2.9.]) He binve 3 xo 2 xe
UNIFORMITY OF DOSAGE UNITS ** Complies with the Ph. Eur. 2.9.40 Conforms
Mass variation
OAHOPIAHICTE AO30BAHUY gidnosidac €ep. @. 2.9.40 Bionosioac
OLHHHLb ** Bapiayia 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
ITEHTH®IKALIST VEPX ** B x00i kinbricioco ausnavenns vac ympusyganin nixy Bidnosidac
Azumposiyun asumpomiyuny na xpomamozpami sunpobysannao

PO3UUHY 6idnosidac wacy ympusyeaanus nixy

asumpoMiyuny na xpomamozpasi cmandapmnozo

pozuuny.
IDENTIFICATION UV ** Azithromycin Spectra of the Azithromycin peak in the sample solution | Conforms

IOEHTHOIKALIIA Vb *+
Azumpomiyus

chromatogram corresponds to the spectra of the
Azithromycin peak in the standard solution
chromatogram as obtained in the assay test

8B x00i kinvkicinoco quznavenns crnekmp nixy
AFUMPOMIYUHY Ha XpoMamocpasi sunpobyeaioso
posiuny gidnosioac cnexkmpy nixy Q3IUMPOMIYUHY HQ
XPOMamospasi cmandapmiozo posiuLy

Bidnosidac

| Escherichia coli

ASSAY (UPLC)

Each tablet contains 95.0 % - 105.0 % of labeled amount 101.4 %

Azithromyein

KUIBKICHE BH3IHAYEHHSA ( VEPX)

Koxcna mafnemra sicmums 93,0 - 105,0 % aid sananenol Kinekocmi 1014 %

@umpmviuua |

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 J NMT 0,5% <02 %
Impurity L NMT 0,5% <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%

CYNYTHI ZOMILLIKH (VEPX)
Hosmiuwku E + M He 6invwe 0,5% <02%
Hosiwwa F He binvwe 0,5% <02 %
Homitka ! He binvwe 0,5% <02%
Hosmiwra J He bimvwe 0,5% <02 %
Homiwxa L He Ginbwe 0,5% <02%
Hosmiwura N He binvwe 0,5% <0,2%
Byos-axa inwa nesidoma domiuka He binswe 0,2% 0,1%
Jacanbui dosmiwuxu He Ginbwe 3,0% 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 102 CFU/g <5 CFU/g

absent absent

Cton. 233




MIKPOBIONIOTTYHA YHCTOTA *

(Cap. @, 26,12, 2.6.13) )
3acanvna kinvkicmy aepobuux He bixowe 107 KYO/e <IKYOe

MIKpoopeaniamia _ 3
3aecanena kinexicms Opixcoxcosux i He 6invwe 10° KYO/2 <3 KYO~L
naiceneaux 2pubis ) ;
Escherichia coli Bidcymus Bidcymus

* Test the first three production batches and every tenth batch thereafier, 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.

* Koumponwowome nepui Mpu RpoMUCTogi cepii, a nomis KoxcHy decamy cepilo abo, Ax MIHIMYM, 00Ny Cepio & piK, AKuyo
supobnsemoca menwe 10 cepii na pik. Kowmponowmes na novamy i g Kinyi mepasiny npudamuocmi.,

** He xonmpomoioms & x00i eusvennsa cmabitenocmi

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,

Janea npo cepmudpixauin: Hiiicium = 3ameepoxcyio, o nasedena suwge ingopmayis € oocmosipror ma moynoio. Ls cepis
npodyKmy Gvaa aupobiena, exmoyaovu RAKYBAHHA/MAPKVEBARKA 1A KOHMPONb FKOCMI Ha suuje sxasawiu dineHuyl (Qinbhuysx) @
nosuiit gionosidnocmi oo aumoz GMP, WO GCmanoaneni Micyeaum pecyimopHuM opaaHoM, ma cheyudpixayiu  Peccmpayitinozo
noCcsiouenns kpainu-imnopmepa, lTpomokonu eupobruymsa, HAKYGannA | ananizy cepii 6Y10 nepesipeno u 8UINAHO MAKUMY, 14O
aidnogioaroms GMP,

Date: Mﬁﬁf 202.(

Hama:

‘ FLIVA CROATIA Lic

Approved by: ¢ (/Q/(Q Quality Zagreb

3ameepdxceno: Qualified Person
Marting Zadro

Crop. 333
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