NEPKJIIKCITYIXBA
JEPKABHA CJY/KBA 3 JIIKAPCBKHUX 3ACObIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI
nipocriekT Banepis JloGanoscskoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-miail: dis.ko@dls.gov.ua;https://www.dls.gov.ua, Kox €PTIOY 37078774

BUCHOBOK
NPo AKICTH BBE3e€HOro B YKpaiHy JiKapcbKOro 3acody

03.01.2023 No 56778/23/10

_____________________________ CYMAME/I® ®OPTE

(HaHMEHyBaHHH nmiKkapcbKoro 3acofy 3rigHo 3 peecrpaumnnm HDCBIH‘{EHHHM)
NOPOIIOK AJIS OpaabHOl cycnensii, 200 Mr/S mut; 1 ¢JIakoH 3 nOpoOUMIKOM A5 opaJibHOI
cyenensii mo 30 ma (1200 mr) pazom i3 ABOCTOPOHHLO0I0 MIPHOI) JIOKEYKOIO TA IINPHIOM AJis
J03YBAHHS Y KOpoOui

(dhopMa BENyCKy, J03YBAHHS, BUJ| TAKYBAHHA JIIKAPCHKOTO 3ac00y)
Howmep peectpauiiinoro noceiauenns UA/4170/01/01 crpok aif peecrpauiitnors nocsinuenus 01.01.2099
Cepis nikapcekoro zacoby Ne 6333072 Kinpkicts BBE3€HOTO Nikapchkoro sacody 21540

Bupo6umux TIJIIBA Xpearcka j1.0.0., Xopsaris

(RaliMeHyBaHHA BUPOOHMKE JIIKAPCHLKOTO 3ac00y, Kpalka noxamﬁemm)

Béseno B YKpainy ToBapucrBo 3 oOMeskeHow BiANoBigaNbHicTIO "TeBa Ykpaina'; inenr.
wom: 34770471

(HalivenyBanHa Ta kod 3a C/IPTIOY opuanunoi ocodu abo np133ume iM'a, o 6aTbKOBI (Hi3UMHOT
ocoby - nignpuemus, if Micue MPOWIBAHHA Ta pee:mpaumﬂnu HoMep OGMIKOBOT KAPTKM MNaTliiKa
noaaTkie aGo cepis TA HOMep NnacrnopTa)

Tporekon sizyaibioro kourponio sin 27.12.2022 N 3511/1.

3a pe3yNeTaTaMM AEPXABHOTO KOHTPOJIIO BCTAHOBIIEHO; IO JlIKapChkWH  3aCib  BBe3eHO B YKpaiHy 3

JOTPHUMAHHSAM BUMOT 2aKOHOAABCTRA WOAO0 3abe3neueHHs SKOCTI JIIKApChKUX. 3ac00iB.
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PLIV A Hyvatska d.o.o,

Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia

ILTIBA Xpeanicxa o.0.0.

Hpiraz bapyra @irinceuva 25, 10000 3azped, Xopsamin

CERTIFICATE OF QUALITY

DRUG PRODUCT

JIKAPCOKHY 34CTE

Active ingredient
Axmuenuii inzpedicum

Batch number
Homep cepif

Batch size
Poamip cepii

Release quantity
Bunywena xinoxicmy

Date of manufacture
Hama supobuuymesa

Expiry date
Hlpudamuui; oo

Specification
Creyugpirayis

Batch Release Site

Aieruys, BIONOGIOANBHA 34 dunycic
cepii

Certificate-of GMP compliance of
manufacturer

Cepmucpixam eionosidnocmi GMP
‘GUPOOH KA

Number of manufactuting license.
Homep supobuunor niyensiv

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobnuymeo Hepo3dacosanol
HPGOYKYiL, nepeunna ma BIMOPURMA.
YRAKOBKA, KORMPOIb IKOCM ]
Certificate of GMP compliance
Cepmuchicam sidnosidnocmi GMP
Number of manufacturing license

Homep supobruyor Atyenzir

Marketing Authorization License
Peccmpaytiine noceiduenns

Importing Country
Kpatna-ivnopmep

CEPTHPIKAT AKOCTT
Ne 8

SUMAMED® FORTE, powder for oral suspension, 200 mg/S ml,

30 ml (1200 mg) in bottle Ne1 with a double-sided measuring spoon
‘and a dosing syringe

CYMAMET® ®OPT £, nopowox Ons OpaivHoi cycnenszii, 200 viz2 /3 i
1o 30ma (1200 m2), y dhnaroni Nel pPazom i3 0BOCMOPOHNBOIO MipHO.

TOHCEUKOIO MA WRPUYOM 0N 003Y8AHAA
Azithromycin 200 mg as azithromycin dihydrate

Azumpomivury 200 M2 y euonsoi A3LMPOMIYURY Ouziopamy

6333072
6333072

21 540 boxes
21 540 xopobox

21 540 boxes
21 540 kopoboi

07.2022
(G7.2022
07.2024
(07.2024

SDRA034022

SDRA034022

PLIVA Hrvatska d.o.0. o -

Prilaz baruna Filipovica 25, 1 0000 Zagreb, Croatia
IIJTIBA Xpeamceka 9.0.0. |
{Ipinaz 6apyna Oizinosuyg 25, 10000 3azped, Xopeamis

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-077

Ne UP/I-530-10/19-03712: 381-1 G-05/241-19-07

Ne UP/1-530-01/13-03/08
Ne UP/1-330-01713-03/08

PLIVA Hrvatska d.o.o. - |

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TITIBA Xpeamexa 0.0, 0.

IIpinas bapyua @izinoguua 25, 10000 3azped, Xopeamis

Ne UP/1-530-10/19-03/1 2;.381-10-05/241-19-07
Ne UP/1-330-10/19-03/12: 381-10- 05/241-19-07
NeUP/1-530-01/13-03/08

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

Ne UA/4170/01/01
Ne UA/4170/01/01

Ukraine

Yrpaina

Crop. 133
Page | of 3
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| TESTS REQUIREMENTS RESULTS
BUIIPOBYBAHHA BUMOrH PE3YITBTATH |
s ;
i APPEARANCE 0%1% THE POWDER FOR | White to yellowish-white powder with characteristic F satisfactory
' ORAL SUSPENSION . cherry and banana.odour.
OHHAC TOPOLIKY I OPAIBHOT biaui abo acosmysamo-6iruii nopousox 3 Xapaxmeprum Bionosioac :
CYCITER3IT Janaxom euuni ma banawy
i APPEARANCE OF THE PREPARED | Yellowish-white homo genous suspension with satisfactory
i SUSPENSION* - characteristic cherry and banana odour '_
1 OTHC TOTOBO OPAIBHOT Kosmysamo-6ina oonopiona CYCRensisn 3 xapaximepuu | Bidnosidae
CYCITEH3IT* 3anaxoM sumni ma Ganany, B
WATER NMT 1.5 % 0.4 % 5
BOAA He binbwe 1,5 % 04% |
' pH (Ph. Eur. 2.2.3)* R T, 10.5 | |
 PH (Cep. . 2.2.3)* 8,5—110 (105 o
| IDENTIFICATION
WIEHTHOIKALILA
| Azithromycin (HPL.C) © Corresponds to the standard - satisfactory
Asumpomiyun (BEPX) © Bidnosioae emanoapmy -Bidnogidae
Azithromycin (UV) © 1 Corresponds to the standard | satisfactory
Azumposiyun (V) © | Bidnosidae cmandapmy | Bidnogioae
* ASSAY 190.0 - 210.0 mg 1 201.0mg
Every 5 ml of suspension contain |
. Azithromycin - i
KUIBKICHE BHIHAYEHHS 1900 -210,0 M2 201,03 me
1 Kooeni 5 un éyeneusit micmame '

L Asumposiyun _ e e N e
1 UNIFORMITY OF PREPARED ORAL | 85%- 115 % from the labelled amount . 98-100 % |
¢ SUSPENSION CONTENT *0 :
- OAHOPIIHICTE BMICTY B.F OTOBIH | 859% - 1159 €10 3AACIEHOT KiTLKOCHIT 1 98-100%
- OPANIBHIA CYCIIEHSI* - 1

UNIFORMITY OF THE MEASURED Meets the Ph. Fur. 2,9.27 requirements satisfactory

- DOSE MASS (Ph. Fur. 2.9.27)%0 ;

| OHHOPIIHICTH MACH BUIMIPAHHX | Bionosidae euvosa Cep. ¢h. 2.9.27 - Bionosioae

-f'ﬂoa*:(e:gp.gb. 2.9.27)% ~'

| IMPURITIES (HPLC)* e

+ AOMILLIKY (BEPX)* |
Impurity F | NMT 0.5 % F<0.1%
AHoxiwrka F | He 6inbue 0,5 % I <01%
Impurity I 1 NMT 0.5 % F <0.1 %
Homiwra He binowe 0,5 % <0,1%
Impurity J NMT 0.5 % P <0.1 %
Homiutca J He 6iabuie 0.5 % <0,1%
Impurity L. NMT 0.5 % <0.1%
Hoxiwrca L He 6irowue 0.5 % <01%
Tmpurity E + Impurity M 1+ NMT 0.5 % 1 <0.1%
Homiwra E+ Jowiwxa M { He Ginvwe 0,5 9 1 <0,1%
Impurity N 1 NMT 0.5 % 1 <0.1 %
Hosiwrwa N He 6rwue 0,5 % <01%
Any unspecified impurity - NMT 0.20% A= T <0.10 %
Byov-sra negivoma domitiica He 6inve 0,20 % o ! <0,10 %

X Total impurities - NMT 3.0 % - < 0.1 %

L. Cywadowiwox (Hebimwe3 09 Nwevw” [ <01%

. DISSOLUTION (in 45 nin,y¥* NLT 70 % (Q) 95 %

1 PO3 YHHEHHA Luepes4Sxg* | He mernuie 70 % () 95 %

Crop.233
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. MICROBIAL PURITY (Ph. Eur. 2.6.12

| 2.6.13)x+ |

- MIKPOBIOIOTIYHA Y CTOTA (Eap. ¢b. -

| 2.6.12, 2.6.13)*% |

’ Total aerobic mictobial count NMT 10°CFU/g -

1 Bazaabra kizexicms aepobiigy He binvute 1P KY iz -

| i | MIKpOOp2anismig -

Total yeast and mold count. NMT 10*CFU/g i
3aeaneHa kinexicme Opincoxcosiy | He binowme 10° KY O/ -
A nAIceneeux zpubie 3 _'
Escherichia coli | Absent -
Escherichia coli 1 -Bidcymun 1

*test is conducted for prepared suspension
* Konmponisroms g zomogii cyvenenati

**tested on every 5% batch and at Isast one batch per year. Tested at the beginning and the end of shelf.ife. |
** Konmponoome KOXACHY 5-my cepii, ane we mernwe pdnics cepil na pix. Konwmponiowms na novamxy I g winyl mepainy
RpMoamuocmi.

%.do not tested during stability

*He xonmpomoroms & x00i gusuenns cmabinsocmi

Impurities:

Impurity F = -3'-N-demethyl-’-?i'—N:fﬂnnylazithmmyc'iﬁ

Impurity I '='3'4N-demethyiazitbr0mycin o

Impurity J = Desosaminyl azithromycin ('13-O-deciadinn'syla'z‘ithrtiﬁi'y'biﬂ)'
Impurity E = Aminoazithromycin (3'- (M'N-di'demethyI)azithromycin)
Impurity M = 3'-(N.N-didemethy1)-3 ~N-formylazithromyein

Impurity N = 3-de( dimethylamino)-3 -oxoazithromycin

Impunity I = azithromycin 3'- N-oxide

Homiwicy:

Horinra F = 3"N-dememni-3 “N-ghopm Lnasumpontiyun

Homiwra I = 3 ’-Naf}memwrmumpmfiuwf |
Hoxmhwra J = ﬂemmufﬁimmmpmﬂquﬂ (13-0O-dexnad UHOSURAZUMP OMiYtiH)
Homiwrka E = Aminoazsumpomiyun (3 (Y, N—du@&wemm)mump{mmuﬂ 1
domiwxa M= 3N N-dudememu)-3 ~N-ghopminazumposiyus

Aomimxa N = 3.9 e(Ousemutaming -3 -ox COQIUMPOMIYUN

Homiwxa I, = asumpomiyuny 3'-N-orxcud

Certification statement: { hereby certify that the above information is avuthentic and accurate. This baich of product has been:

fabricated / manufactured, including packaging and quality contro! at the above mentioned site(s) in fuil compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing coun try.
The batch processing, packaging and analysis records were teviewed and found to be in compliance with GMP.

8IOn0sIdHOCmi do sumoz GMP, wo ecmanoeneni MICHesUM pe2yramoprium Opeanom, ma cneyughixayiii Pecempayifinozo HOCEI0YeH A
Kpainu-tunopmepa. [Tpomoxosu supobnuymeaa, naiyeauns | arami3y cepii 8yino nepegipeno u susnano MARUMU, WO gidnosidaioms GMP,
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