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JAEPXKIIIKCITYKEA YKPAIHU
AEPKABHA CIIYVIKEBA3 .JIIKAPCBI{I:IX 3ACQBIB TA KOHTPOIIO 3A
HAPKOTHKAMMN v KHIBCBKII OBJIACT]

npocnext Banepis JIoﬁaHoscmcoro, 51, M. Kuig, 031 10, ren/paxe: (044) 2753030
E-mail: dES.ko@dls.gov.ua, Kon €TI0V 37078774

BHCHOBOK
npo sikieTh BBesenoro p Yxpainy JiKapeskoro 3acofy
21.05.2020 Ne 24314/20/10
CYMAME/I® ®OPTE .

(natiMenysammg JKapcEkoro 3acoBy ariqno 3 peccTpamiitimg HochJqu;HHxM)
Oponrox st opansnof cycnensii, 200 mr/s M 1 daakon 3 nopomxom g opasisHof
cyenensii mo 37,5 pyp (1500 mr) Pa30M i3 tBOCTOpOHEE 010 MiPHOX0 Joskeyxoro Ta MOPHIoM

ANS JO3YBAHNY ¥ kg o0mi
—_— L —
(thbopma BHITYCKy, n03yBamus, BHN NaKkyBanug JHKAPCEKOrO 3ac06y)

Homep peecrpaniiinoro nocsimenns UA/4170/01/ 01 crpox nir PeecTpaniiitoro nocsingensy 01 (| 2099

Cepisa nixaperxoro 3acoby Ne 7769030 Kinxicts sBesenorq Tixapenkoro sacoy 1092()

BupoGumk I[UNIBA XpBarcka 1.0.0., Xopearig
- . M-A%M—_ﬁ
(HaitMeny nammy BRPOGHHKA Nikapcriorg 3acoBy, kpaina noxXomien )

Bresero B Vipainy Tosapucrgo 3 o0MexeHoro BiANOBiAa L HicTH "Tena Yxpaina", ineur.

kox: 34770471

(nativenysanmy 14 KOox 32 €JTPTIOY sopumaor ocoby abo Tpiseume, iv's, o GarsKoni Bispagor
ocobu - miAnpyHemng, if Micne npoximanms T PeecTparridtamis HOMED 06xik0BOT KapTru [IATHAKA
nozarkis abo CEpif Ta HOMED nacnopra)

Iporoxon sisyamumorg KORTpOM0 Bix 19.05.2020 M 1540/2.

3a  pesymeraramm AEPKABHOrO KOHTpONRO BCTAHOBIEHO, o TiKapekkmit  3acif BBE3CHO B Vkpainy
AOTpUMaHHaM BHMOT 3aKOHOTaBCTRa Mmoo 3abesnevernns sxocr] MKAPCHKIX 3ac06is,
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PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb. Croatia

TTHBA Xpeamesa o.n.0.
Hpuias Gapyna Qusngeiea 23, 10069 Tacped, Nopeaimin

CERTIFICATE OF CONFORMANCE

BRUG PRODUCT

AERAPCTBEHIOE CPENCTBO

crogirent

Awinaminids viopeduenm

Active

Batch number
Haovep cepuu

Batch size
Pasviep cepun

Release guantity
Bomviyennoe coauvecingo

Date of manufacture
Homa npouseodemea

Expiry date
Cpor codnnen

specification

Creynebricanyus

Batch Release Siwe
Borncer cepuu

Certiticate of GMP compliance of a
munufaciurer

Cepmupcam coomeememaus GMP
Hpouzeotnes

Number of manufacturing license
Hostep npowssodempennoii
BUYCHIH

Bulk manufacturing site, primary and

secondary packaging, quality control

{ipcussooomeo Hepaohacocarn o

Ryt REPAIIHAZ 1t BINOPILH O

YHAKGER G, KORBIPOLL Copiy
Certificate of GMP compliance
Cepmudburam coomsememens
Gup

Number of manufacturing license

Hovep npowscodcmeennoil
Megeizun
Marketing Auvthorization License
Pecucmpayuonnoe coudemeremse

Importing Country

Cmpdng uvnomm en

o W 1945 big 1ol doy

CEPTHOHKAT KAYECTBA
Ne 2

SUMAMED® FORTE, powder for oral suspension, 200 mg/5 mi,
Nel (1 bottle with powder for 37.5 ml (1500 mg) of suspension)
CYMAMEI® POPTE, nopowox das opaibrel cycnensuu, 200 yve/3
i, Nel (1 ghaaron ¢ nopowkom 95 37.5 a (1500 w2) cyenensziy)

Azithromycin dihydrate
Arumposanaia Guauopam

7769030
7769030

10920 boxes
10 920 ropodor

10 920 boxes
10920 xopodox

(2.2020
02.2020

02.2022
02.2022

SDRAO34022
SDRA034022

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HTHBA Xpsamera 0.0, 0,

puwias Gapvaa Puzunosuua 23, 10000 3azpet, Nopeantua
No UP/I1-530-10/19-03/12; 381-10-05/241-19-07

N UPA-530-10/19-0312; 381-10-05/241.19.07

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

PLIVA Hrvalska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIHBA Xpaamexa ¢.0.0,

Hpwias bapyna wiuncsuqa 25, 10000 Bacpes, Xopeamus

Ne UP/1-530-10/19-03:12; 381-10-057241-19-07
Ne UPA-530-10719-03/12; 381-10-05/241-19-07

Ne UP/1-530-01/13-03/08
No UPA-530-01/13-03/08

Ne UAM4170/01:01
N UA/M170/01/01
Ukraine

Yepauue




| APPEARA ANCE ()

| pH (Ph. Fur, 22.3)%

ASSAY

At
| UNIFORMITY OF PREPARED ORAL

- N TESTS' 7
HAZBAHUE HHOKAZATES

_______________ TR mR

ORAL SUSPENSION

OHHCAHHE BOPOIIKA 174

OPAJBIOR CYTIEHZIE

APPEARANCE OF THE PREPARED

SLSPENSION

OHHCATIE FOTOROR OP ABHOE
VOCHEHTIT*

WATER

BeA

%

P PR Eur 2.2, i

IDENTIFICATT 10N
HAEHTHDHKALIIS

Azithromyein (HPLC) ©
Asumposyuy (B)KX) ©
Azithromycin (UV) ¢

4 f.zm‘po wn;mf { ‘fff)) 2

Every 3 mlof suspension contain
Azithromycin

NOTHYECTREHHGE ONPETEEHIE
Kaxcdwe 5 wr cpenensi codepaicam

NG

SUSPENSION CONTENT %0
QAHOPOTHOCTH COTEPKANHY B

FOTQBOH OPAALHOR CYC :’]’LHBH}?””

UNIFORMITY OF THE MEASURED
DOSE MASS (Ph. Tur. 2.9.27)%0
| QITHOPOIHOCTD MACCH]

OTMEPAHIIBIX 03 (Ph. Fzzf 2 927 %0

IMPURITIES (IIPLCY*
FLPHAEC B MG *

Impurity F

fé;fnf ween I
Impurity [
Hpuveen |

Impurity 1

Hpuvecs J

Topurity I

Hpsiees L

Impurity E+ Impurity M
Hpavecs E- lpusiecs M
Impurity N

Mo

A Ty ans

seified impurity
WO URUP ORENH O

Total impuritics

Cyager npuiecedn
DISSOLUTION (in 45 min)*
| PAC Hi()l’LHHf(w 43 anen ¥

o __;_ —

REQUIREMENTS
TPEBOBAITHS

cherry and b'inana ndous“

b aeemaogamo-Hein i HOPDGHIOK ¢ XUPaRMepHpt Y
| RARAXOM Sui ¥ OaHana.

Yellowish-white homo%nous suspension with
- charaetenistic cherry and banana odour

Hewmosamo-Geras odnopadnas cyenensus ¢

lu"”(!m‘?!(’pﬁhf MO 2ANAGXOM HZ(Z&HU i U(I’xuh'(l

NMT 15 %
! He daree f ‘5 %

.......

8.5-110

Corresponds to the standard

| Coomsememayem cmandapiny

' Corresponds to the standard

L 1900

i O oom&c’mmz&yem Lmam)apm!

11190.0 - 2100 mg

2100 uz

85%- 11 % from the labe Hed amount

83 % - 115 % om 3assirenncee cuanvecmsa

Meets the | Ph. Fur. 2.9.27 1equ:r<,mentq

Coomaemenmsyem mpebosanuny Ph. Eur. 2.9.27

NMT 0.5 %%
He bonee 0.5 %
NMT 0.5%

He 6onee 0.5 2%
CNMT 0.5 %

He doxee 0.5 %
NMT 0.5 %
He 6oxee (1,5 %%
NMT 0.5 %
He donee 0,3 %

NMT 0.5 %

 He Goree 0.5 %

NMT 0.20 %
He Goaee 0,20 %5

NMT 3.0 9%

He bozee 3,00 %

| NLT 70 % (Q)
| He venee 70 % (0)

RESULTS
PEINTRTATHE

satistactory

COONIGEICIREYein

satisfactory y

(."{'JG!?’EGG’?’»’IC'}i;‘f:’}*é”fﬁ

[

g i

e
N

o

T

104
10,4

I satisfactory
‘ Ce’?(}r‘h’(&’{,’i’}}L’i)?()i‘,’t’ff??
satisfactory
COOBIGER! CIRGVOH

198.0 mg

1980 ye

96-105 %

99105 %

| satisfactory

COOMBECINCIEYEnT

! <2 Gi 9”0
l <01 %
< 0.1 9%
0,1 %
<0 %
| %%
01
| .17,
< (.1 %
< f %
<0.19%
<] %
<0.10 %
< 310 %

[ <0.1%
| <01 %
102 %
102 %4

Crp. 2003

Page 2 of .




| Mi(‘,‘R{}ﬁﬁifi‘f’fE§ITZS7_(P_}[.7E{§._ 2.6.12, | -
2.6.13)+* g
MHKPOBHO TONTIIEC AN YUCTOTA

VP Eur 26,12 2.6 13)%%

Total acrobic microbial count NMT 10°CTUrg
Ctngee koawecmen aspodnix | He Boaee 0P KO/

ATURFIOGODAGIEIN 06
Total yeast and mold count NMT 10° CFU/g
Otigee komecmeo OPONCHECBBIX U fle donee 10F KOF 2
PICCHERBIY 2PUONG

Escherichia coli - Absent

Escherichia coli ? Omeymemeayem

*test is conducted for prepared suspension
*ucramaniz nposodsm dan comogoii CveHeHsun

<35 CFU'g

&

<3 KOE:»

Absent |
Omeyvmemayem

*Fested on every 5™ batch and at least one batch per vear. Tested at the beginning and the end of shelf-ljfe.

e

* da not tested during sability
o . o
HE RSP OIRDVIGNT 5 XG0C W3V ehis cmatinboom

Impurities;

Impurity F = ,“:'—Nfd&:nzelh},’l'-3'—N~ik}nnylaziihromycin

Impurity [ = 3'-N-demethylazithromycin

Impurity 1 = Desosaminylazithromycin (1 3—O~decladinosyfazi[hmmyciz&)
Impurity £ = Aminoazi thromyein (3 ~(V, N-didemethyl)azithromyci n)
Impurity M = 3'«(¥ N-didemeth ¥1)-3"-N-formylazithromycin

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

Impurity L = azithromvein 3'- N-oxide

Tmesecu:
Hpuvecs 7 = 3-N-devenuz-3 ~Nechopsunasumpostigun
fpustecn { = 3 ~N-desemurasumpostuyun
Hprvecs J = ,'?"ce_'n_zf;cww.«zi.‘.irfs?fmzp();magzm (7 3—O—r}c:c'.-ur)zsﬂ(::mw?rmaprj,t-fuzgahf)
Hpwvecs I - Asunoasumpoxiigi (3‘-f}".",:\"—-r)aeje_uemzg;.')ammpoMs.'zgu.u)
M= 3N NQuden ehie)-3 - .-'\."-(]'Jop.ww. UM POMULY UL
N=3 "--()s,'(()w.-wmz.f.-‘rcz‘.:zmr)j—j “orcogsumposunin
fTputecs | = asimpostayiria 3N orcud

Hpusiecs

fpusecn

Certification statement: [ hereby certify that the above information is authentic and accurate, T
fabricated : manufactured, including packaging and quality controf at the above mentioned site(s

nECHupYenca kaxedas S-a CEPUA W HC MEHDUIZ OONOTE cepli 8 200, Tt?Cf!Hprl.'!HC}t G Hauaie ¥ e KONYE CHOKG SOGNOCHN,

his batch of product has been
) in full compliance with the GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the Iporiing couniry.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Faggicnpe o cepmuduanun: Hacmonugus s YOOCHOGEPRID, Wmo nprcedennan eee unhopatauns seanemon nodmon 1 RO

Dma ce IS PO KIT OBLIG ?I,DM}(J’{’:(}UH(!, GICHOYDT PHAKOBKY v, KUEPOBKY W KONIMDOAL gy
i : 5 - =

ComBa 1 SBIULCYRK Az a0 Yuacnike

(Vuacmeex; & noarom coomigememein ¢ mpeGosanusmu GMP, yemanosienimmu MECIRHDIM  PCRVIAMOPHEIM  op2anon, H
coomsememsun o cneyuuxayuany Topzogoii Auyensuy chipanvi-unnopmiepa. [lpomorome BPANIEOOCRIGH, YRAKOSKE 1 Gt 30

CEPII TR0 PUCEMORIPEHO 1 Hpisnang coomgemomsue ¢ GMP,

Pate:;
Aanea:

Approved by: A e
Ymuepacdeno: ;

Crp.3us:
Page 3 of .
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