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AEPKABHA CJIYKBA 3 JIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJACTI

npoB. CeiTimunoi Hanii, 3, m.Kuis, 02099, Tes/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOV 37078774

BUCHOBOK
PO AKICTH BBE3€HOr0 B YKPAaiHy JiKapchKoro 3aco0y

29.12.2023 Ne 65946/23/10

CYMAMEJI® ®OPTE

(HaHMEHYBaHHA JTIKAPCHKOTO 3aco0y 3rigHO 3 peecTpaLiiiHmM TTOCBITYEHHSM) 2
HOPOIIOK LISt OpaBLHOI cycnensii 3i eMakoM moayumui, 200 mr/5 mo: 1 (y1axoH 3 NopomKoOM

AJ1d OpaJibHOI cycneH3ii mo 30 mu (1200 mr) Pa30M 3 IINPHIOM s 103YBaHHS 'Y KopoOi
(dopma Bumycky, no3ypanns, Bua IIaKyBaHHA JIKAPCHKOTO 3ac00y)

Homep peectpauiitioro nocsinuenns UA/15663/01/01 crpox aii peectpauiiisoro noceiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 2044103 Kinekicts BBe3enoro nikapeskoro 3acoGy 5700
Bupo6Hux [IJIIBA Xpsarcka 11.0.0., XopBaris
(HaliMeHyBaHHS BUpOGHMKA NIKApPCBKOTo 3acoby, KpaiHa TOXO/KEHHS)
Beeseno B Vkpainy ToBapucrBo 3 0o6Mexenolo BixnoBina bHicTIO "Tena Ykpaina", izenr.
xoa: 34770471

(HatfimenyBanHa Ta ko 3a €JIPTIOY IOPHHYIHOI 0co0u a0 npi3BHIIE, iM'S, 0 GATHKORI thizuunoi
0co0M - miAnpuemIy, ii Micue NpoxuBaHHS Ta peecTpauiiinnii HoMep 06/1ikOBOT KapTKH IIaTHUKA
NOAATKIB a6o cepist Ta HoMep racnopra)

IIporoxon Bisyansnoro xourpouio six 29.12.2023 Ne 4208/1.

3a pesynbTaTaMH  JEpIKABHOTO KOHTPOTIO BCTAHOBNEHO, IO JIKAPCHLKHUI 3aci6 BRe3eHO B Ykpainy 3
AOTPHMAHHSIM BHMOT 33KOHONABCTEA 1010 3a0e3NeYeHHS AKOCTI JIIKAPCHKHX 3aCO6IB.
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P rPLIVA

DRUG PRODUCT

JIKAPCBKHI 3ACIE

Active ingredient
Arimusrivd inzpedicnm

Batch number
Homep cepit

Batch size
Posrip cepir

Release quantity
Bunyuiena sirsxicms

Date of manufactyre
Hama supobunyman

Expiry date
Hpuoamiudt do

specification
Crneyuchinanis

Batch Release Site

Hinonuys, gidnosidarona 3a GUNYVCR

cepif

Certificate of GMP compiiance of a

manuiacturer

Cepmubixam gionosionocmi GMP

BUPOOH 4K A

Number of manufacturing license

Hosep supoduuyoi siyeisiy

Bulk manufacturing site, primary and
secondary packaging, quality control
BupoGuiymeo neposdpacosansy
NPOOYVKUIL, nepetnna ma BIOPUNNE

SHARGEHA, KOHMP oIy sixocnti

Certificate of GMP compliance
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PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia

I1HIBA Xpeamewa d.0.0.
lipina3 Gapyna Dininastva 25, 10000 3azped, Aopgamia

CERTIFICATE OF QUALITY
CEPTH@IKAT AKOCTI

Ne 4

SUMAMED® FORTE, powder for oral suspension strawberry
flavouared, 200 mg/5 ml, 30 ml (1200 mg) in bottle Nel with a dosing
syringe

CYMAMET® GOPTE, NOPOULOK 18 OPAILHOL CYCHen3ii 31 cmarom
noayauyl, 200 me /5 ua no 30 sa (1200 mz), Y paavxoni Nel pazom 3i
WRPUYOM 017 003VEGHHA

Azithromycin 200 mg as azithromycin dihvdrate
Azumporiyuny 200 w2 y euonsidi A3umposminuny ouziopamy

2044103
2044103

5 700 boxes
3 700 xopotiox

5 700 boxes
2 700 kopobiox

10.2023
10.2023

10.2025
10.2025

SDRAQ55510
SDRAN53510

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25. 10000 Zagreb, Croatia

IIVHBA Xpeamcica d.0.0.

lipinas bapyna @izinosusa 25, 10060 3acpet, Xopeamin

Ne UP/1-530-10/22-03/11; 381-1 3-08/243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-] 9-07 {previous)
Ne UP/I-530-10/22-03/] 1, 381-13-087243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/24]-] 8-07(nonepedniiy)

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

PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia
I1THBA Xpsamexa d.0. 0.

[Ipinaz dapyna Ginrinosusa 25, 10000 Zacped, Xopsamin

Ne UPA-530-10/22-03/11; 381-13-08/243-22.07
No UP/-530-10/19-03/12; 381-10-05/241-19-07 {(previous)

Cepmuchivam sionosidnocmi GMP  Ap CPiI-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/-530-10/19-03/12; 381-10-05/24] ~{9-07 (nonepedniii)

Number of manufuacturing license Ne UP/T-330-01/13-03/08

flovep cupobuuyol aiyensiy

Marketing Authorization License

Peccmpayiiine noceiovenns

Importmg Couniry
Kpaina-ivnopinen

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

No UTA/15663/01/01
N UA/15663/01/01

Ukraine

Yrpaing
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REQUIREMENTS
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RESULTS
PE3YALTATH

APPEARANCE OF THE POWDER FOR White to yellowmh-wh}te pou der with characteristic satzsfantory
ORAL SUSPENSION strawberry odour.
200 mg/5 mi, 30 ml
OUHAC HOPOLIIKY [T OPAJIBHOT biaun abo scosmysamo-Hiauil nopowox 3 Bionogidae
CYCHEH3! XUPAKMEPHUM 3QNAXOM HOTYHUYS.
i 200 me/5 Ma, 30 ma — L
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satisfactory
: SUSPENSION* characteristic strawberry odour.
; 200 mp/5 ml, 36 ml
\ ONHC FOTOBO! OPAIBHOI CYCIEH3I* | Xosmysamo-6ira COHOPIONG cychnenzia 3 Bidnosidae
200 m275 wun, 30 an XGPAKMEPHUM 3ANGX0M ROAVHIGY,
WATER. NMT 1.5 % 0.4 %
BCHA He 6inotme 1,5 % 04 %
pH (Ph, Eur, 2.2.3)* 8.5-11.0 10.6
pi (Cep. . 2,2.3)% 835 - 110 10,6

IDENTIFICATION
LTEHTHGIKA LIS

Azithromycin (HPLC) 9

Corresponds to the standard

satisfactory

Azumposiyun (BEPX) © Bionogidae cmandapny Bionogioace
Azithromycin (UV) © Corresponds to the standard satistactory
Azumpomivun (YD) ° Bidnogidac cmandapmy Bidnousioar
ASSAY 190.0 - 210.0 mg 199.8 mg
200mg. Sml
Every 5 ml of suspension contain
Azithromyvein
KITOKICHE BU3H A YEHHSS 190,0-210.0 uz 199,8 a2
200me 3 mn
Koxerni 5 v cyenensit micmsme
 Azumposiyun
UNIFORMITY OF PREPARED ORAL 85 % - 115 % from the labelled amount 97-103 %
SUSPENSION CONTENT * 2
CUHOPLTHICTH BMICTY B I'OTORBRIIF 85 % - 115 % 6id 2anazenoi kinokocmi 97-103 %
OPATbHIH CYCHEH31I%°
- UNIFORMITY OF THE MEASURED DOSE | Meets the Ph. Eur. 2.9.27 requirements satisfactory
MASS (Ph. Eur. 29.27)%©
| QOQHOPIAFICTD MACH BIIMIPSIHEY AO3 | Bionogidae suvozam €ap. ¢h. 2.9.27 Bionogidae
(Eep ¢. 2.9.27)*0
- IMPURITIES (IIPLC)*
| AOMILITKH (BEPX) ¥
Impurity F (3-N-demethyl-3- N NMT 0.5 % < 0.1 %
formylazithromycin)
Mdovimra F (3-N-dememun-3-N- He oivbuie 0,5 % < 0.1 %
hoparinasumposiyyng)
Impurity I (3-N-demethylazithromycin) NMT 0.5 % <0.1%
Alorhnka 1 (3-N-devemuasumposiyuy) He 6ixvumie 0,5 % <8,1%
Impurity J {Desosaminylazithromyein) NMT 0.5% <0.1%
Hoviwera J (lesosavinis FAIUMPOMI ) He biasuie 0.5 %4 <0,1%
Impurity L (Azithromycin N-oxide) NMT 0.5 % <0.1 %
domiura L {Asumponiyuny N-oxeud) He 6izvute 0.5 % <01 %
Impurity E + Impurity M NMT 0.5 % <0.1%
(Amunocazithromycin + 3-(N, N-didemethyl)-
3-N-formylazithromycin)
Homawra E + Homhwra M He Ginvwue 0.5 % <01%
(Aninoasumponriyumn + 3-(N.N-
oudevemu)-3-N-ihopsirgsumpoiyun) o
Crop. 233
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~ Impurity N (3-de(dimethylamino)-3- NMT 0.5 % <0.1 %
oxoazithromycin)
Howiukg N (3-0efumemiiasino)-3- He binve 0,5 % <0,1%
OKCOAZUMPOMIUH)
Any unidentified impurity NMT 0.20 % <0.10 %
byow-axa wecidoma doximra He binvee 0,20 % <010 %
Total impurities NMT 3.0 % <0.1%
3aewieni domitixcy He birvie 3,0 % <01%
DISSOLUTION (in 45 min) * NLT 70 % (Q) 96 %
POIHHHEHIA (vepes 45x00* | He seme 70 % (0) . 96 %
MICROBIAL PURITY (Ph. Fur 2.6.12,
2.6.13)%*
MIKPOBIOAOTTYHA YHCTOTA (Esp. b,
2.6.12, 2.6.13)**
Total aerobic microbial count NMT 10°CFU/g < 5 CEU/g
Sazazenq Kizexicms aepobui He &lrvwe 10° KYO/2 <3 KYO/
MIKpoopzauizwia
Total yeast and mold count NMT 10?CFU/g < 5 CFU/g
acarsua kinvricms Opincomcosice ma He binouwe 10° KV Q> < 5 KV
riicenegix 2pubia
| Escherichia coli Absent Absent
| Escherichia coli Biocymusx Biocymun
b oo g R a : . _ i b
*test is conducted for prepared suspension

* Konmpomnawome ¢ 2omosiii cychensii

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

** Konmponoiome KodiC1y 3-my cepiio, ane se menute gonics cepil wa pix. Kowmpomnowme na ROMamKy | 6 Kinyi mepminy
PPNIAIMHOCTR,

® do not tested during stability

" He koumpomooms & x00i eugsenns cmatis bAHOCHI

Certification statement: 1 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

country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.,

3aa8a0 7P cepmudpicaniro: Titicnuw sz SAMEEPONCYIO, 1O HagedeHa suie inpopmanin ¢ docmosiproio ma moynow. Ln cepia
APGAYIKINY BYaa eupobirena, sxniowqioun NAKYGAHRA/MAPKYBARKA MG KOMIBPOTL RKOCHT Ha Sutye BRA3GHIL Oirenuyi (Diteuuynx) g
HOGBHTT GIONORIAROCH] Do Blestos CMP, wo ecmanvezeni MICHEBUM DESYIMOPHEM OpeanoM, ma creudinayiti Pecempayiiingso

HOCGicenns Kpdinu-ismopmepa. Hpomoroay SUDODHUYMEA, NARVEBAHKS | aHaAizy cepil Byno REPEBIPERD ¥ BUINAHO MAKUMY, o
gionogidarnme GMP.
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