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_CYMAMEJA® DOPTE

(Hamdﬁaysanﬂﬂ mxapc&mm 3800y 3riHHO 3 peecrpamﬁﬁmfi Hacﬁmf;&ﬁmm)
HOPOIIGK JI/Is OPAJIBHOL CYCIIeH3IT 31 cMaKoM MannHk, 200 mr/5 mur; 1 duraxon 3 HOPOMIKOM
Aast 0paabHol cycnensii o 37,5 ma (1500 mr) pasom i3 oaHOCTOPOHEBOIO MIPHOIO JIOKEYKOI0
Ta WHPHIOM /1A J03YBaRHSA Yy KopoGui

(bopma BrEmycKY, HO3YBAHHS, B ITaKyBaHHA AIKAPCLKOTO sacoly)

Howmep peccrpaniiinoro noceizuenss UA/15662/01/ 01 CTPOK Al peecrpauiiinoro nocsinyenns. 01.01.2099

Cépia nixapcsxoro sacoby Ne 5688042 KinbkicTh BBe3eHOr0 Nikapeskoro 3aco6y 5460
BupoGruk. IJIIBA XpBarcka 11.0.0., Xopsaris e
{(HallMenyBaHHsT BEPOCHNKA IKAPCEKOrD 32c06Y; KpalHAa TTOXOIKeHHS )
‘Bseseno s Yrpainy ToBapuerso 3 omexenow signopinansnictio "Tesa Vicpaina',
inent. kox: 34770471

{HalfMeHyBaHHA T2 KON 34 EEEPHOY R}pmmqm}i 00 61{ 260 np13rmu1a im's, 110 GaTeKOBI
izpamot ocobm - minnpuemin, i Micie ipoKuBakES TA peecTpaniifut Homep oGkoBoT
KapTKi NTaTHHKE nofaarkis-a0o cepis Ta HOMED Dacmopra)

Iporoxon isyansrere kourpomo six 17.08.2022 N: 2019/5,

3d pesyNsTATAME JEPKABHOIC KOHTPOTIO BCTAHOBEGHO, IO JMIKAPCEKAHN  34CI6  BEeseno B Vpalhy 3
j,I{GT{)HM&HHHM BEMOI 32KOHOJEBCTEA MIOAC 3abesnecyid SKGeT mrcapcmmx 14co618,

Tpmia TIATIAMAP

{imuim ‘ra npmmm}




@ PLIVA

DRUG PRODUCT
JIKAPCREKHH 34CT5

Active ingredient |
Axmuenui inzpedicHm. -~
Batch number

Homep cepii

Batch size
Posmip cepiy

Release quantity
Bunywena rizoxicms

Date of manufacture
Hama eupoduuymea

Expiry date
ATpudamnuii 9o

Specification
Creyugbixayis

Batch Release Site:

Hinvnuys, aidnosidarsna 3a eunycx
cepll |
Certificate of GMP compliance of a
‘manufacturer

Cepmudpiram gidnogionocmi GMP
BUpOOHURA

Number of manufacturing license
Homep qupobuumoi aiyensit

Bulk manufacturing site, primary

and secondary packaging, quality

control

Bupobruymeo repospacosanoi

HPOOYKYLT, nepeunya ma 6MOpuHHA

YRAKOBKa, KORMPOL AKOCMI
Certificate of GMP compliance
Cepmupixam gidonosgionocmi
GMP

Number of manufacturing license

Homep supobruyoi aiyensii
Marketing Authorization License
Peccmpayiiine nocgiovenns

Importing Country
Kpaina-iunopmep

B oo Secoe rumin

PLIVA Hrvatska.d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

[1JIIBA Xpsamcxa 0.0.0.
{lpinas bapyua dizinosuua 25, 10000 3azpeb, Xopeamis

CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI

Ne 6

SUMAMED® FORTE, powder for oral suspension raspberry
flavoured, 200 mg/5 mi, 37,5 ml (1500 mg) in bottle Nel with a one-
sided measuring spoon and a dosing syringe

CYMAMET® ®OPTE, nopoiuox 015 opaneitoi cycnensii 3i cuaxomu
-manuny, 200 .mz /5 mano 37,5 mn (1500 m2), v chraxoni Nel pazom i3
OOHOCMOPORHBOIO MIPHOIO TOJICEUKOI0 MA WNPUYOM OIS DO3YBAHHS
Azithromycin 200 mg as azithromycin dihydrate

Asumpomiyuny 200 me y gueandi asumposiyuny duzidpamy

5688042
5688042

5460 boxes
5460 kopobox

5460 boxes

3 460 kopobox
04.2022
04.2022

042024
04.2024

SDRA0S5510
SDRAOSS5510

PLIVA Hrvatska d.o.0;.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TTHIBA Xpeamcka d.0.0.

IIpinaz 6apyna @ininosuna 25, 10000 3azpeb, Xopsamin
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/I-530-01/13-03/08

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

PLIVA Hrvatska d.o.0. -

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TI/TIBA Xpaamexa d.0.0. |

IIpiaaz Gapyna ininoeuya 25, 10000 3azpeh, Xopeamia

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

Ne UA/15662/01/01
Ne UA/15662/01/0]

Ukraine -

Ykpaina
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. TESTS | REQUIREMENTS " RESULTS
BHIIPORYBAHHA BAMOIH | PE3IY/IBTATH
APPEARANCE OF THE POWDER FOR -White to yellowish-white powder with characteristic | satisfactory
ORAL SUSPENSION " raspberry odour. -
200 mg/5 ml, 37.5 ml] |
OITHC NTOPOLIKY JUTA OPAJTBHOI Binuti abo sicosmyeamo-6inuti nopouiox 3 | Bionogidae
CYCHEH3II  XQPAKMEPHUM 3anaxom Manun.
200 Mr/5 mn, 37,5 M o 4 | | | .
APPEARANCE OF THE PREP " - Yellowish-white homogenous suspension with satisfactory
SUSPENSION* -characteristic raspberry odour..
200 mg/5 ml, 37.5 ml |
OITHUC FOTOBOI OPAJIBHOI CYCIIEH3I* Kosmysamo-6ita ooHopidna cycriensis 3 Bionosidac
200 Mr/S M, 37,5 Mn | xapakmepHuM 3anaxom MAaTHHIL |
WATER - [ NMT 1.5 % | 04 %
so;4 | He Ginvwe 1,5 % 1 04%
pH (Ph. Eur. 2.2.3)* 1 85-11.0 i 10.5
PH(Cep. p.. 2.2.3)% 85—-11,0 10,5
IDENTIFICATION |
IOEHTHDIKATIIA :
Azithromycin (HPLC) @ |- Corresponds to the standard | satisfactory
Asumponmiyun (BEPX) © | Bidnosidac cmandapmy Bionogioae
Azithromycin (UV) ° . Corresponds to the standard sansfactory
Asumpomiyun (YPj ° | Bionogidac cmandapmy | Bionogidac
ASSAY -190.0-210.0 mg 1995.9 mg
200mg/5mi |
Every 5 ml of suspension contain
Azithromycin :
KITBKICHE BH3HAYEHHSA | 190,0 - 210,0 me 199,9 m2
200mz/5317 '
Koaeni 5 ma cyenensii micmame
- Asumpomrivun o N . T
UNIFORMITY OF PREPARED ORAL | 85 % - 115 % from the labelled amount 93-96 %
SUSPENSION CONTENT * © i
OAHOPITHICTS BMICTY B I'OTOBIH 85'% - 115 % 6id saneaenot kitbkocmi 93-96 %
OPA/JBHIV CVCIIEH31/*0 |
UNIFORMITY OF THE MEASURED DOSE | Meets the Ph. Eur. 2.9.27 requirements satisfactory
'MASS (Ph. Eur, 2.9.27)* ° :
+ OAHOPIIHICTD MACH BIIMIPSTHHX TO3 | Bidnosidac sumozam Cap. ¢. 2.8.27 Bionogidae
(Eap. ¢h. 2.9.27)*° |
| IMPURITIES (HPLC)*
 JOMILIKH (BEPX)* | |
~ Imparity F (3-N-demethyl-3-N- NMT 0.5 % <0.1 %
formylazithromyein) 1 .
Homiura F (3-N-Oemernun-3-N- 1 He 6itoume 0,5 % 1 <01%
dopminazumpomiyun) T
Impurity T (3-N-demethylazithromycin) - NMT 0.5 % . < 0.1%
Homimra I (3-N-dememuaasumpomiyun) - He birowe 0,5 % & < 0.1%
Impurity J (Desosaminylazithromycin) NMT0.5%  §& & 1<0.1%
Honiwra J ([lesosavinirazumpomiyun) He Ginowe 0,5 R E. 1 <01%
Impurity L, (Azithromycin N-oxide) INMTO05% Q&S 1<01%
Homiwra L (Azumpomivuyy N-oxcud) 't He bizvwe 0,5 %\ O, L < 0.1%
Impurity E + Impurity M NMT 0.5 % <0.1.%
(Aminoazithromycin + 3-(N,N-didemethyl)- |
3-N-formylazithromyein) ] - |
Homiwxa E + Jomiwxa M ~ |'He biawe 0,5 % <01% 1
(Aminoazumpomiyun + 3-(N, N-Oudevemiir)- | f
3-N-bopminasumpomivun) ig -
Impurity N'(3-de(dimethylamino)-3- | NMT 0.5 % <0.1% 1
‘oxoazithromycin) | . |
Homiuexca N (3-de(duviemunamino)-3- V He Ginvtue 0.5 % <0,1%
OKcoazumpomiyuy) 3
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Any unidentified impurity ‘NMT020% <0.10%
byodv-aKa Hegidoma domiuika He 6iwwe 0,20 % <010%
Total impurities NMT 3.0 % < 0.1 %
Jaeaneni domiuru. - He 6invwe 3,0 % <01%
DISSOLUTION (in 45 min) * = I NLT 70 % (Q) 78 %
PO3YHHEHHA (uepes 45 x8.)* | Hemenuie 70 % (Q) 78 %
MICROBIAL PURITY (Ph. Eur. 26.12, |
2.6.13)** |
MIKPOBIOJIOITYHA YHCTOTA (Esp. ob.
2.6.12, 2.6.13)**
Total aerobic microbial count { NMT 10° CFU/g -
3azarena kinoxicms aepobHux He Ginvuie 10° KYO/2 |-
Mikpoopzaniamia | |
Total yeast and mold count 1 'NMT 10* CFU/g { -
3azarvna kinbricms Opinconcosux. ma | He 6iteme 107 KV Oz | -
naicenesux apubia |
Escherichia coli 1. Absent -
Escherichia coli | Bidcymna =

*test is conducted for prepared suspension
* Konmpoawwome & 20mosgiti cycnensii

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

** Koumpomowome koscny 5-my cepito, are ne Mentie odHict cepil na pix. Konmpoawiome na nouamxy .6 Kinyt mepminy
npuoamuocmi.

° do not tested during stability

°He xonmponioioms @ x00i suguenns cmabinenocmi

Certification statement: | 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,

Jansa npo cepmudpivayiro: disichum 5 3ameepdocyio, wo nasedena euwe indiopmayiz € docmogipuon ma mounoio. La cepis
npooykmy 6yna upobrena, exmovaronyu naKySanHs/MapKysanus ma KOHMPONe AKOCMI NA euufe erasanii QnoHuyl (QiloHuysx) ¢
nogriul gionogionoemi 0o gumoz GMP, wo ecmarcaneni MICHEBUM DESYyNAMOPHUM OP2aROM, ma cneyuixayitt Peccmpayiiirozo

nocgidvenun kpainu-imnopmepa. pomoxoau EUPOGHUYMAd, RAKYSAnHR i anazisy cepii BYao nepesipeHo u GUSHAHO MAKUMY, WO
gidnosioaoms GMP. -

Date: /Wt(j—} WL

Aama: o
PLIVA CROATIA 1td

Approved by: Quality Zagreb

3ameepoxceno: Qualified. Person

Martina Zadro
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