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

TIAIBA4 Xpaancxa d.0.0.
Hpiaaz 6opyra Qininosuva 25, 16000 3azpet, Xopeamin

CERTIFICATE OF QUALITY

DRUG PRODUCT

JIIKAPCHKHH 3ACIB

Active ingredient
Axtusnuti inzpedicum

Batch number
Homep cepit

Batch size
Pozyip cepif

Release quantity
Bunnyena wiiorcicmn

Date of manufacture
Hama supobiuymesa

Expiry date
Tlpudamnuii do

Specification
Cheyuixayia

Baich Release Site

Hinvkuyn, cidnosidansna 3a eunycr
cepit

Certificate of GMP compliance of a
manufacturer

Cepmuchiram eidnogiduocmi GMP
aupobnuxa

Number of manufacturing license
Homep eupobnusiol aiyensit

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobwuymso neposghacoeariol
RpoOYKIEl, nepaurna Ma GMopUHHa
YNAKGoKa, KORMPORs AKOCH
Certificate of GMP compliance

Ceprughiam sidnosionoemi GMP
Number of manufacturing license

Homep supodnunol aiyensii

Marketing Authorization License
Peccmpayitine nocaidvenns
Importing Country
Kpaina-issnopmep

CEPTH®DIKAT AKOCTI
Ne2

SUMAMED® FORTE, powder for oral suspension, 200 mg/5 ml,
37,5 ml (1500 mg) in bottle Nel with a dosing syringe

CYMAMER® ®OPTE, nopowox ons opaswior cycnensii, 200 mz /5 mn
1o 37,5 mn (1500 m2), y haaroni Nel pasom 3i wnpuyom Oas
Co3yeannn

Azithromycin 200 mg as azithromycin dihydrate
Asumpomiyuny 200 m2 y cuznsdi asumponiyuny Ouziopamy

5373094
5373004

17 520 boxes
17 520 xopobox

17 520 boxes
17 320 xopotiox

09.2024
09.2024

09.2026
09.2026

SDRA034022
SDRA034022

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TIIIBA Xpeamexa 0.0.0.

Iipinas 6apywa Piminosuna 25, 10000 3azpeb, Xopaamin
530-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
530-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
T17lIBA Xpeamcexa 8.0.0.

{Ipinaz Gapyna Dizinosua 25, 10000 3azpeb, Xopsamin

330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
330-10/23-07/06; 381-13-08/310-24-08

MNe UF/I-530-10/22-03/11; 381-13-08/243-22-07 {previous)
Ne UP/1-530-01/13-03/08

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

Ne UA/M4170/01/01

Ne UA/M4170/01/01

Ukraine

Vrpatua
Crop. 133
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TESTS REQUIREMENTS RESULTS
BHITPOBYBAHHA BHMOrH PE3VIIBTATH
APPEARANCE OF THE POWDER FOR | White to yellowish-white powder with characteristic satisfactory
ORAL SUSPENSION cherry and banana odour.
OITHC NOPOLIRY JiIA OPANBHOI Binuit abo srcoentysamo-Biuii nOPOUIOK 3 XaPAKMEPHUM Bidnogidae
CYCIER3IT 3anaxon euuii ma Banany
APPEARANCE QF THE PREPARED Yellowish-white homogenons suspension with satisfactory
SUSPENSION* characteristic cherry and banana odour
OITHC FOTOBOI OPANTBHO! Hosmysamo-6ina 00nopiona cycneizin 3 xapaxmepHum Bidnogidae
CYCHER3I* 3anaxomM suuisi ma 6anany.
WATER NMT 1.5 % 03 %
BOHA He Ginvute 1,5 % 03%
pH (Ph. Eur, 2.2.3)* 8.5—11.0 10.3
pH (€ap. p. 2.2.3)% 85-110 10,3
IDENTIFICATION
HEHTHOIKALTA
Azithromycin (HPLC) © Corresponds to the standard satisfactory
Asumpomiyun (BEPX) © Biorogidae cmandapmy Bionosidae
Azithromycin (UV) @ Corresponds to the siandard satisfactory
Asumpomiyun (YP) © Bignoeidae cmandapmy Bidnogidae
ASSAY 190.0 - 210.0 mg 204.1 mg
Every 5 ml of suspension contain
Azithromycin
KUIBKICHE BH3HAYEHHA 190,0-210,0 m2 204,1 m2
Koxeni 5 mn cycnensii micmame
Azumpomitn
UNIFORMITY OF PREPARED ORAL 85 % - 115 % from the labelled amount 97-98 %
SUSPENSION CONTENT *?
CIH! OPWIjICTb BMICTY B FOTORIH 85 % - 115 % &id sanenenol kitexocmi 97-98 %
OPAJTRHIE CYCITEH3II*0
UNIFORMITY OF VOLUME OF Meets the Ph. Fur, 2.9.27 requirements satisfactory
DELIVERED DOSES #o
ONHOPIOHICT OB'E€MY JO3, HIO Bidnogidae enstozam €ap. . 2.9.27 Bidnogidae
BHTATAHOTRCH *°
IMPURITIES (HPLC)*
JOMILUKH (BEPX)*
Impurity B NMT 0.5 % <01%
Hovivwa F He binvume 0.5 % <0,1%
Impurity I NMT 0.5 % <0.1%
Homiwa I He Giaoute 0,5 % <0,1%
Impurity J NMT 0.5 % <01%
Hosiwxa J He bizptue 0,5 % <0,1%
Impurity L NMT 0.5 % <0.1%
Homiwiza L He 6iavtue 0.5 % <0,1%
Impurity E + Itapurity M NMT 0.5 % <0.1%
Homiwwa E+ Homiura M He binviee 0,5 % <01%
Impurity N NMT 0.5 % <0.1%
Homiuika N He biavue 0,5 % <01%
Aay unspecified impurity NMT 0.20 % <0.10%
Byde-nxa nesidoma domiutka He Ginpuee 0,20 % <010%
Total impurities NMT 3.0% <0,1%
Cyata doimox He binviue 3,0 % <01%
DISSOLUTION (in 45 min.}* NLT 70 % (Q) 93 %
POIYHHEHHA (4epes 45 xa.)* He ymene 70 % (0) 93 %
Crop. 2133
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MICROBIAL PURITY (Ph. Fur. 2.6.12,
2.6.13)

MIKPOBIOJIONTHHA YHCTOTA (Eap. g.
2.6.12, 2.6.13)%*

Total aerobic microbial count NMT 10° CFU/g -
3azanvra xiericme aepobiux He Binpuee 10° KVO/2 -
Mikpoopeanizmia

Total yeast and mold count NMT 102 CFU/g e
3azansna Kinericms Opincdcosux He binvue 1Y KYO/2 -
ma nafcenegux zpubia

Escherichia coli Absent -
Escherichia coli Biocyrmmna -

*test is conducted for prepared suspension
* Kontmponmwoioms e 2omoeiii cycnensii

**tested on every 5™ batch and at least one batch per year. Tested at the beginning and the end of shelf-life.

** Konmponioloms xosicky S-my cepio, aie xe senue odniel cepif na pix. Konmpomoioms na novamicy i & kinyi mepminy
APUOAIMHOCE,

® do not tested during stability
? He koumponiotoms & x00i eusdettn cimabinoiocmi

Impurities:

Impurity F = 3'-N-demethyl-3'-N-formylazithromycin

Impurity 1= 3-N-demethylazithromyein

Impurity J= Desosaminylazithromycin (13-O-decladinosylazithromycin)
Impurity E = Aminoazithromycin (3 "-(N,N-didemethyl)azithromycin)
Impurity M = 3'-(N,N-didemethyl)-3'-N-formylazithromycin

Impurity N = 3'-de(dimethylamnino)-3"-oxeazithromycin

Impurity L = azithromyein 3'- N-oxide

Homiwrcy:

Homimwa F = 3-N-dememun-3-N-ghopminazumpomiyun

Hominexa I = 3 N-dememunazumpominun

Homituxa J = Hezosaminirazsumpomiyun (1 3-O-derxaadunosunazumpotiyn)
Homimpa E = Asiinoasumpontiyun (3-(N,N-9 udememun)asumpomiyun)
Houtua M = 3-(N N-dudememun)-3 “N-ghopminasumpominun

Hoxiwxa N = 3-de(dumeninanino)-3-oxcoasumpomiyun

Homiwra L = asumpomiyuny 3-N-oxcud

Certification statement: I hercby certify that the above information is authentic and acourate. This batch of product has been,
fabricated / manufactured, inchiding 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.
danea npo cepmuchivanio: Hificium n zamaeepdaicyio, 1o nagedexa aiutye IHPOPMAYIA € DOCIMOGIDHOIO MA MOYHOID, Lr cepin
npodyxnty Gyia eupobnen, skuougion NAKYBAHHA/MAPKYEAINS, MA KOHMPOTL AKOCMI HQ Gute 8KA3aiT Qinbiuyi (Oinbruyaxj @
noguitt gidnosidrocini do eusoz GMP, ujo ecmanoaeni micyesum pezpnamoprhuM opzanoM, ma cneyudivayitt Peccmpayitinozo

nacgiduenns Kpainu-iMnopmepa,. Ilpomoxonu supobuuymea, naxysaris | anaiisy cepil 6yno nepegipeno u Gusnano maxum, wo
sidnoaidaome GMP.

Date;
Hama:

Approved by: % ) (//QruQ PLIVA CROATIA Ltd
3ameeposicetio:

78 do. 2024 .

Quality Zagreb
Qualified Person
Martina Zadro
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JAEPXKABHA CJIIYXEA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJUIO 3A
HAPKOTHUKAMH V¥ KMIBCBKIN OBJACTI

npoe, Ceitmuanoi Hagil, 3, m.Kuis, 02099, Ten/baxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO AKiCTL BBE3EHOro B YKpainy Jikapcenikoro 3acoby

06.12.2024 Ne 63154/24/10

CYMAMEI® ®OPTE

&

(maifvenyBanms niKapesKoro 2acofy 3r1AHO 3 peecTpauiiinyuM IOCEi RUeHIM)
TIOPOIIOK IS OpANLHOT cyermensii, 200 mr/S mu; 1 IaKon 3 NOPOHIKOM AJIst OPANBHOT
cycnensii wo 37,5 mu (1500 mr) pazom 3i IpHIOM VA O3YBAHHS y Kopo0ui

(thopma BuITyCKy, R03yBaHHA, BHA MAKYBAHHA JIKAPCHKOTO 3ac0by)

Homep peectpauiftioro nocsinwenns UA/4170/01/01 crpox nii peccrpaniitnoro nocsinuenss 01,01.2099

Cepia mixapcsroro sacoby Ne 5373094 KimexicTs pBeseroro nikapeskoro zacoby 17520
Brpobuux ILIIIBA Xpsarceka 1.0.0., XopBaris
(wafimenyBanns BUpoBHIHKA MKapcsKoro 3acoby, KpaiHa IoXomKenna)
Brezero B Vkpainy Tonapucrso 3 o6mexenoro BinnosigansHicTo "Tesa Yrpaina", izenr.
rom: 34770471

(HafiMeryranmg Ta Kog 3a EAPTIOY fopumraHol 0cobn a6o npizrilLe, ', 0o GarbKoBl hI3HIHO
OCOOH - MIANPHEMUY, 1T MICIIe IPOKUBANHA Ta peccTpaltitunii HOMep 0BMIiKOBO! KAPTKH MIaTHMKA
nonarxis ado cepisi Ta HOMED NACnopTa)

Ilporoxoa Bizyansnore xowrpommo eig 29.11,2024 N 3793/3.

32 pesynbTATAMM JEPXKABHONO KOHTPOHIO RCTAHOBNEHO, IO nixkapeskuii  3aci6  Bmesemo B Vkpainy 3
JOTPHMAHHAM BHMOT 3aKOHOAARCTRA OO 3a6e3neuey s HKOCTL nikapchKux 3acobiB.

Omnera EPEOMEHKO

{ninnuc) {ininiann ra npizemue)

InpuinHwd
2*2‘770471
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KOR



http://www.tcpdf.org

