@ PLIVA

DRUG PRODUCT

JIKAPCBKEH 34CIE

Active ingredient
Armuenutl inzpedicnm

Batch rumber
Homep cepiv

Batch size
Pozuip cepii

Release quantity
Bunyuwyena xiasricme

Date of manufactore
Hama supobuvymeq

Expiry date
Hpudammi deo

Specification
Creyugirayin

Batch Release Site

Hiabrag, &idneeidarena za GURPCK
cepil

Certificate of GMP compliance of a
manufacturer

Cepmuchivam sionosionoemi GAP

SUP OB

Number of manufacturing license
Hoxep supobuor ayeusit

Bulk manufacturing site, primpary and

secondary packaging, quality contral
Bupobuyymeo Heposdacosanol
npodyIai, RepeuEa ma SMOPHING
YRaroexq, Kormpoeis axocmi

Certificate of GMP compliance
Cepmugpivam sidnosidnocmi GMP

Number of manufacturing license

Homep supo Sruvol niyensiy

Marketing Authorization License
Peeempayiiine nocaiduernus

Importing Country
Kpaiua-ivnopmep

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

ILIIBA Xpoamexa d.g.0.
Hpinas Gapyna Gizineaina 25, 10000 Jazped, Xopammin

CERTIFICATE OF QUALITY

CEPTHQIKAT AKOCTI
Ne 1

SUMAMED® FORTE, powder for oral suspension, 200 mg/5 ml,
37,5 ml (1500 mg) in bottle No1 with a dosing syringe
CYMAMEI® ®OPTE, nopowox: onn OPANLHOT cycnensii, 200 uz /5 aa
ne 37,5 ma (1500 uz), y aaroni Nel paso 3i HRpUYOM D3R
do3veannn

Azithromycin 200 mg as azithromycin dihydrate
Asumposiyuny 200 a2z Y suziadi azumponiyuny ouzidpamy

4506064
I306064

17 520 boxes
17 520 xopobox

17 520 boxes
17 520 xopobox

06.2024
06.2024

06.2026
06.2026

SDRA034022
SDRAG34022

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zapreb, Croatia

FIIBA Xpsamera é.0.0,

Hpinaz bapyua dirinoguye 25, 10000 3azpes, Aopsamin
$30-10/23-07/06; 381-13-08/3 10-24-0%

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

Ne UP/1-530-10/22-03/11 ; 381-13-08/243.22.07 (previous)

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

PLIVA Hrvatska d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia
IIIBA Xpeamexa d.0.0.

fIpinas apyna Givincenug 23, 10000 3azpes, Xe opeamis

530-10/23-07/06; 381-13-08/3 10-24-08

Ne UP/1-530-10/22-03/11 : 381-13-08/243-22-07 {previous)
330-10/23-07/06: 381-13-08/31 £-24-08

Ne UP/1-530-10/22-03/13 ; 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/4170/01/01
Ukraine
Yrpaina
Crop. 133
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TESTS REQUIREMENTS RESULTS
BHIIPOBYBAHMST BHMOry PE3VABTATH
-:APPEM{ANCE OF THE POWDER FOR | White to yellowish-white powder with characteristic satisfactory
ORAL SUSPENSION cheiry and banana odour.
OIHC HOPOLIKY J/IST OPAJTEHOI bimat abo scosmysamo-Ginuii nopewox 3 xapaxmepHusm Bidnosioac
CYCREHIIF 3anaxom suwni ma Dauany
APPEARANCE OF THE PREPARED Yellowish-white homogenous suspension with satisfactory
SUSPENSION* characteristic cherry and banana odour
OFTHC TOTOROI OPAJILHOT Koemyeamo-6ina 0dnopiona cyenensin 3 XapaxmepH Bionosidac !
CYCIIERZIT* _ 3anaxom suuni ma banany. J
WATER - NMT 1.5 % 0.4 % |
BQ4 He binvwe 1,5 % 0,4 % h
pH (Ph. Eur. 2,2,3)* 8.5-11.0 10.5
FPH(Cep 223 8,5~ 116 10,5
IDENTIFICATION
IBERTHOIKALLT
Azithromyein (HPLC) © Corresponds to the standard satisfactory
Asumporispun {BEPX) ¢ Bionogidae cmandapry Bionosioac
Azithromyein (UV) © Corresponds to the standard satisfactory
Asumpoxiyun (V) 0 Bidnosidae cmandapmy Bidnogidas
ASSAY T 190.0 - 210.6 mg 1997 mg
Every 5 ml of suspension contain
Azithromycin
KINBKICHE BHIHAYEHHST 190,0-210,0 me 1997 m2
Koweni 5 am cyerensii Micmames
Asumipomiiamn -
UNIFORMITY OF PREPARED ORAL. 85 % - 115 % from the labelied amount 100-102 %
SUSPENSION CONTENT *° .
O,[[HOPW{?]CT& BMICTY B FOTOBIH 85 % - 113 % aid somanenot Kinbroomi 100-102 %
OPATTEHII CYCITEH 3T+
UNIFORMITY OF VOLUME OF Meets the Ph. Fur. 2.9.27 requirements o satisfactogf_ -
. DELTVERED DOSES *0
CAHOPITHICTh OF €MV HO3, 1o Bidnosidas suvozay Eap. b, 2.9.27 Bionosidae
F BHTHTANOTHCH *2
IMPURITIES (IPLC)* o T
HOMIHTEI (BEPX)*
Imgurity F NMT 0.5 % <0.1%
Hosiwa F He 6invwe 0,5 % <g1%
Impurity NMT0.5% §<0.1%
Aominina ! | He Binbwe 0,5 % | <01%
Imipurity J NMT 0.5 % L <0.1%
Hosiuica J He Ginvwe 0,5 9% <01 %
Impurity L NMT 0.5 % <0.1%
Hombuxa I, He Bigvine 0,5 % <01%
Impurity B + Impurity M NMT 0.5% <0.1%
Horduixa E+ Hosimwea M He binowe 0,5 % <01%
Impurity N NMT 0.5 % <0,1%
Hovimeca N He 6inore 0.5 % <01%
Any unspecified impurity NMT 0.20 % <0.10 % !
Byde-sxa neeidoma dosmincg He birvwe 0.20 % <010% |
Total impurities NMT 3.0 % <0.1% |
Cyaea domiox He Bivowe 3,0 % <07% if
DISSOLUTION (in 45 min )* NLT 70 % (Q) 7%
| POIYHHEHHS (wepes 45 xe. ) * __I He penwme 70 % (0) 97 %
Crop. 233




MICROBIAL PURITY (Ph. Fur. 2.6.12,

26,130
MIKPOBIOHOITYHA YHOTOTA (Eap. ¢
2.6.12, 2.6.13)%%
Total acrobic microbial count NMT 10* CFU/g <5CFU/g
3azansua winokicme aepobuiy He binvwe 1P KY Oz < 5 KYO/>
MIKPOGP2anissmis
Total yeast and mold count NMT 10°CFU/g <5 CFU/g
Sazanbua kinvricms dpixcoucoeuy He Ginvure 10° K'Y= <SKYO/):2
ma nrcenesuy 2pubia
Escherichia coli Absent Absent
Escherichia coli Bideymus Bidcymns

*test is conducted for prepared suspension
* Konmponoloms & 2omogii cyenensiy

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

¥ Konmpomowms koocw v S-my cepiro, ane ne Meinue oonicr cepll ha pix. Kosmpomowme ng Houamry | & kiuyi mepminy
npudamroemi,

° do not tested during stability
®He xoumposioioms ¢ xodi Buguennn cmabinsnocmi

Impurities:

Impurity F = 3‘-N-demethyl-3'—N-formylazi&lmmycin

Impurity I= 3'-N-demethylazithromycin

Impurity I = Desosaminylazithromycin {13-0- dﬁcladinosylazithromycin)
Impurity E= Aminoazithrormycin (3'-(, N—didememy!)azithromyciﬂ)
Tmipurity M = 3'-(MN—didemcthyl)—3‘-N~fonnylazithromycin

Impunity N = 3'-de(dimethylamino)—&)‘—oxoazithromycin

Impurity L = azithromyein 3~ N-oxide

Hostiuru:

Hosthura F = 3 N-demenn-3 “N-gopainasumponrtiyun

Homineeq ] = I-N-dememunazumporiyuy

Homivaea J = [T esozamininazumpomiyun (1 3-0—0ema()m{oazmaa’umpo,mqu)
Hosiuxa I = Aminoazumpoiun (3 '-ﬁ\iN—dude,uemm)a.?umpo,m'z;wg}
Hoximxa M = 3-(N.N-Quderem ui)-3 ~N-opaizasumportiun

Hovivuea N =3 “defdunemunaning).3 “oxcoazumpontiyun

Hosttura §, = asumposiyuny 3'-N-oxcud

Ceriification statement; I hereby certify that the above informalion is authentic and accurate, This batch of product has been
fabricated / manufactured, including packaging and guality 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. ‘

3azea npo cepmudginanire: JTiicuum » IAMEEPONCYIO, o HaGedena suige inghopmayia ¢ OOCMOBIPROIC ma mowno. I cepin
npodykmy 6yaa supobuena, SKMIOUWIOYH HAKYGAHHA/ MAPKYSANNT Mg KORIPOAL SKOCME 1O Guue Gikazanis Olronuyi (disbrunsx) 6
neswii sidnosidnocmi do sunos GMP, wio ecmanocarent MiCyesum pezyaamopuiw opzanoM, ma cneyudbixayiii Pecompaniiinozo

ROCSIderNA kpainu-imnopmepa. flpomosonu sUpObRUYmea, nakyeanus i aHi3Y cepil Gyao nepesipeno u GUIHEND MK, 1o
sidrogidmome GAP.

Date: ['::‘ '/:;fa ’5«1 "J}e‘ ./:?\/U’;} "’L {if

Hama: . 4 k' PLIVA CROATIA Lid
] . L F & R Quality Zagreb

Approved by: : \// (,( v L Qualified Person

Jameepdnceno: v

LR,

Martina Zaden
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