AEPAUIIKCITYXKBA VKPATHU
AEPKABHA CJIVIKBA 3 JHKAPCBI{I_/!X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKIA OBJIACTI

npocriekr Banepis JlobanoBcrkoro, 51, . Kuis, 03110, ren/daxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox E€APIIOY 37078774

BHCHOBOK
NPO SIKICTHL BBE3€HOro B Yxpainy JiKapesKoro 3acoby

22.06.2020 Ne 28779/20/10

CYMAME/I® ®OPTE
(madtmerynanus JHKAPCLKOTO 3806y 3riaHo 3 peecTpartitinmmg MOCBiMYeH M)
IOPOLIOK /I18 0PAILHOY Cycmensit i CMakom menynuni, 200 mr/5 mu; 1 ¢IaKoH 3 nopomkom
ATt opaasHON cycmensit mo 30 mu (1200 mr) pazom iz ONHOCTOPOHHEOI0 MIPHOK JI03KeTKOIO T4
WIPHNOM WIS K03y BAHHA V' Kopobi

(hopma BUNYCKY, NO3YBAKHA, BHI NAKYBAHHS nikapcekoro 3acoby)
Howmep peectpauittioro nocinaenrg UA/1 5663/01/01 crpox mi peecipanilisoro nocsizgenus 01.01.2099
Cepis nikapcsxoro 3acoby Ne 8233040 Kirexicts sBesenoro mikapcrkoro sacofy 5820

BapoGuex IUTIBA Xpsarcka 4.0.0., Xopaaris

(HafiMerypannsa BHPOGING JHKapcERoro 3ac06y, xpaina MOXOMKEHHS)
Breseno 8 Vipainy Tosapncreo 3 o6mesxenoo Bianopixansmictio "Tena Yxpaina", izenr.
rkon: 34770471
(mativerypamns 1a oz aa E€PTIOY 1opamranof ocobr 860 npiseaute, iM's, o Hatekosi disugnor
©colH - mixnpremny, it micue TIPOXHBAHES T2 peccTpartifumi HoMep o0NikoBOT KAPTKY mIaTIDKA
nonatkin abo cepis 14 nomep Hiacopra)

HNporokon sisyan.roroe konTpomo six 18.06.2020 N 1863/5.

3a  pesyimraTamyu ACPXKABHOIO  KOHTPOIIO BCTAHOMICHO, W0 JHKApCEKEM  3acif BBE3CHO B Vxpainy 3
AOTPHMAHHAM smvor 3AKOHO/AECTBA 10N 386e3NeYeHAN TKoCTi NKaPCEKAX 3aC0GiB.
o
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SacTvnmig uadansiKa Cirysk6u

Omexcitt COJIOTPAN

(1¢anora ocolia oprany ACPHEBHOTG KOHTPOITO)
wom Ll B AT L T e

(ininiamu Ta npizsume)
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PLIVA Hrvaska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagrsh, Croati

HEAIHBA Xpeansesa oo
Fipreans Gagyua Grmmaswia 25, 100017 Sacpets. Vopaonti:

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

ALKAPCTBEHHOE
CPEACTBO

Active ingredient
Axmusndit wspeduenn

HBatch mamber
Hosiep cepun

Batch size
Paziep cepuu

Release guantity
Bemywgennoe someiecmeo

Date of manufacture
Heona spiniieademea

Expire date

Cpos cadnacnn

Specification
Cinetudhnes aigus

Batch Release Site
Branver capia

Certificate of GMP compliance of a
manuiaciurer

Cepmudiican coomarmena
OMP tipoussodume s

Number of manufacturing license
Hoxiep spouzendcmeenno
Ty

Bulk manufacturing sitc, primary and
secondary packaging, quality control
Hpaitisodemao wepacpacosannoi
HPOOYRIGEU, REPEUYHAS 1t smOpuiHas
PHOROGRS, RORINPIs copun
Certificate of GMP compliance

Cepmiugbukam coomeemenisun
GAIP

Number of manufacturing license
Hosep nposgodemeennoi
ANHCHSHE

Marketing Authorization License
Pecrempanrionnoe ceudemennemeao
[mporting Country

Chipaiia wvnopmen

CEPTHDHKAT KAYECTBA
No 2

SUMAMED® FORTE, powder for oral suspension strawberry
flavoured, 2060 mg/5 ml, Nel (1 bottle with powder for 30 mi (1200
mg) of suspension)

CYMAMEN® GOPTE, nopowor das OPUALHOU CYONCHIUY CO GKYCOA
wayOuury, 200 m2/5 ma. Ned (1 ghaccon ¢ ROPOUIKOM 0151 30 411 (1200 a12)
CYCnensuy)

Azithromycin dihydraie

Asumposniuins ducudpaim

8233040
8233040

5 820 boxes

3 820 wopotor
5 820 boxes

5 820 vopobor
04.2020
04.2020
04.2022
14,2022

SDRAO55310
SDRAOSSS5 10

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25. 10000 Zagreb, Croatia

TLiTH BA Xpeamera 0.0.0,

Hpunaz Bapyna Duzsnoswa 25, 10000 3azped, Xopsamus
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

A UIPA-530-10/19-03/12; 381-10-057241.19-07

Ne UP/1-530-01/12-03/0%
Ao GP/I-330-01:13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 16000 Zagreb, Croatia
HAHBA Xpeameka .00,

Hpweas Gapyna Duaunoausa 235, JOO00 Jacped, Nopsaniun

Ne UP/-530-10/19-03/12: 381-10-05:241-19-07
Mo UPA-S30-10209-03/12, 384-10-05:241-19-07

Ne UP/-530-01/13-03,08
N UPAE-530-01713-03/08

Ne UA/15663/01.:01
No UA/15663/01/01

Ukraine

Vepauna

Crp. 1 u3 3
Page 1 of 3
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TESTS
HABBAHHE HOKA3ATEAN

i

| APPEARANCE OF THE POWDER FOR |

ORAL SUSPENSION

200 mgsS mi, 30 ml

OIHCAHHE TOPONIKA JI717 OPATTAHOH
CYCHEHIHH

| 200 Moy S via, 30 anm

TPEBQBAHIA

strawberry odour.

Beaoili wii dceamosamo-Genslii Ropouior ¢
XAPARMEPHBIM 3ANAXAN KAVOHHKY,

| APPEARANCE OF THE PREPARED

| SUSPENSION®

| 200 mg/S ml, 30 mi

L OITHCAHHE FOTOBOI OPATBHOTN
CVUIIEHIHH*

WATER
BCHHA
pH (Ph. Bur. 2.2 3)*
pllitep, dhapa. 2.2.3)%
IDENTIFICATION
HIEHTHAOITKA LS

Azithromycin (1{PLC) ©
Avumpontgun (BIKX) °
Azithromycin (UV) @
Asumpostuyin (V) ©

ASSAY
C 200moeSmd
Every 5 ml of suspeusion contain
Azithromyein
KOTHYECTBEIHOE ONPEAEREHWE
20073
- Kazcowe 5 ur crenensuu codeprcam
| Asumpoxtuyuna _
- UNIFORMITY OF PREPARED ORAL
| SUSPENSION CONTENT % ©
- QUHOPCQIHOCTH COAEPKAHMUS B
FOTOBOIT OPATLHON CYCITEH3HH *°
UNIFORMITY OF THE MEASURED DOSE
MASS (Ph. Fur, 2.0 .37y
QUHOQPCEIHOCTE MACCH]

IMPURITIES (11IPLC)*
HPHMECH (B KN *
mpurity T (3-N-demethyl-3-N-
lormvlazithromyein)
Hpieecs I (3 -N-devemun-3-N-
dopanrananosun)
Impurity T (3-N-demethylazithromycin)
Hpusiecn [ (3-Neoewemunanumporsuun)
| Impurity | (Desosaminylazithromycin)
Hpivecn J (Aezoraruansmazumporupny
Iupurity L (Azithromycin N-oxide)
L Upwaeen Lidsumposgma N-oxcud)
i lmpurity E ~ Impurity M

A-N-formylazithromycin)

Hpuseen I+ Hpusecs M
{daroanimposuyin ~ 3-(N,N-
Audesiemu - 3-Nehopanrasmpostuin
lmpurity N (3-de(dimethylamino)-3-
oxoazithromycin)

; 85 % - 115 % from the labelled amount

i

|

| OTMEPAHHBIX 7103 (Esp. hapar. 2.9.27)% 9

f
1

Yellowish-white homogenous suspension with
characteristic strawberry odour.

AKeamogamo-enas oduopoduas cycneisus ¢
XAPAKMEPHBIM 3ANGX O KRyOcH,

e onee 1.3 %
85-11.0
?&':Sﬁfl,()

Corresponds to the standard
Coomsememayem cmaudapnty

Corresponds to the standard
Coomaenicmaeyem cmandagiy

190.0 — 210.0 mg

1900~ 2100 ve

B3 % - 115 % om vansnennoco xoansecmaa

Meets the Ph. Eur, 2.9.27 requirements
Coomsememeayem mpebasanua Esp. drapa. 2.9,

NMT 0.5 %
He bonee 1,5 %

NMT 0.5%
He eonec 0,5 %,
NMT 0.5%
He boaee 0,5 %
NMT 0.5 %
He bonee 0.5 %

| NMT 0.5 %
{Annnoazithromyein + 3-(N,N-didemethyl)-

C He toave 0.5 %

| NMT 0.5 %

‘White 1o yellowish-white powder with characteristic

5

LA

 RESULTS
PEIVIALTATH!

satisfactory

| coomgememayen

satisfactory

| COCHIGERICINGY TN

i
0.4 %

| 7.4 %

105
105

. satislactory
COOMBCIRCMAGY e
satislactory
COOMBRCHIGY e

’ 199.0 mg
i
|
| 199.0 1
99-107 %

99-107 %,

satisfactory

i COCMGCHICING VeI

<0.1%
L <00 %

<0.1 %
< @I
<{1.1 U
<01 %
< 0.1 %
<tf%
<1 %




COURUIRPON Y5 )

Any unidentified unpurity
Arwbas wewseecmian npuwecs
Tolal impurities

Ohigiee BpULIECH

DISSOLUTION (in 45 min) *
PACTBOPEHHE (30 45 asun) *

- MICROBIAL PURITY (Ph
2.6.13)%*
MHKPOBHOAOUITYECKAA YHCTOTA
(lsp. dhapar. 2.6.12, 2.6.13) %%

| Tetal aerabic microbial count

' Oduee koauwermso aspodnbx
MURDOOPeanusMos
Total veast and mold count
Otipee KOTUHLCTNRG DPONCHCCRBIX 1
HASCHRRRY Fpubiog
Escherichia col
Esclierichia coli

! He Boaee (1,5 %

NMT 0.20 %
He Goave 0,201
NMT 3.0 %

He doyee 3,00 %

NLT 70 % (Q)

He menee 70 % ()

NMT 10° CFU/g
He Gonee 107 KOE:

NMT 10° CFU/e
He baree 10° KOR/»

Absent
Omevmemayem

*test is conducted for prepared suspension

Fenuimans APOGEASM 038 20MOBOI CreneruL

i
f
|

<0.10%
<10 "%
<01 %

<01 %

<5 CFUsg
< 5 KOE

<5 CFU

< S KOE%

Absent

Omcvmcmsyen

Friested on every 5 batch and at least one batch per vear. Tested at the beginning and the end of shell~life.

HEE

* do not tested during stability

Cre konmporupvion 6 xode uB e cmabuibnocmu

mecmupyyeincs Kaweowsi §-u COPNA H HE MENbHLE Q0T CEPHU 6 200 Te(_,??.’b'])}‘tl‘lh‘(,‘ﬂ G HANATIC U 6 KOHie opoKa SOOI CHIT.

Clertification statement: [ hereby certify that the abave information is authentic and accurate. This batch of product has been

fabricated / manufactured, including packaging and quality control at the above menticned 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.
Sanerenns o cepmuisangun: Hacmonmus s YOQUHOBEPSIO, 4 HPUSEDEHRA GBI URDOPMAUT SETHEMCA RODANEHON 1 OHHOT
i cepis ppotVRING GRIAd MPOUSEEOeId, GO VHUKOSKV MUPKUPUBKY W KOHIRPONG KAYCCHIBE Ha GhIHE PEETEHHGM VYAQOMRS

(PHACMRGY) & ROTHOM  COOMBEHCMBHN ¢ mpeGosaiusy. GMP,  yomanogaensoivu  secmmssi PESVARIROPHDLY
COUMGEIRCIGIT CO crendiuaunan Topeosont Juyensuy om

CEPNL BbLiG PUCCMOTEEND ¥ APUSHAND coomacmomeie ¢ GMP.

Date:
Al

Approved by: .
Yeeepocoena:

GPOAHOM, U 8
panvi-uvnoprepd. JIpomorois npoussodcmed, Ynakees i anensos

Cmp.3us3
Page 3 of 3
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AEPKIITKCIIYVIKBA YKPATHH
HAEPKABHA CJIVKBA 3 JIIKAPCLK@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKTIT OBJACTI

lipocnexr Basepis Jlobanoncskaro, S I, M. Kuig, 03110, Ten/(axc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog CAPIIOY 37078774

BHCHOBOK
1IPO AKICTh BBE3EeHOro B Yxpainy nikapenkoro 3acofy
22.06.2020 Ne 28777720110
B CYMAME/I® ®OPTE

(nafiMeHyDaHHT JKEPCEKOTO 38¢06Y 3ringo 3 PEECTPAMIAHIM NOCBLITE M)

DOPOINOK ISt OPANbHOY Cycensii 3i eMaronm mouryvmni, 200 mr/5 mu; 1| doraxon 3 IOPOITK oM

15 OpanbHol cycnensii o 30 mu (1200 mr) pazom i3 OAHOCTOPOHHBLOI0 MIPHOK JIOKENK0I0 Ta
L IITPHIOM 11 JO3YBAHHS v Kopobmi

(hopma sunycky, HO3YDAHHA, BHI NIHKYBAHHS JIKAPCLKONO 3acofy}

Homep pecctpartiitsoro nocsixvenns UA/15663/0] /01 etpox zif peectpaniittioro noceimaesns 01.01.2099

Cepist nixapepxoro 3aco6y Ne 8234040 Kimskicts BBe3enor0 nikapesxoro 3acody 5856
BupoGumui IIJTIBA Xpearcka 1.0.0., X0opBaris

(maliMenysarms BHPOGHAKa Jrikapcekoro 3acofy, kpaiua HOXOJAEHH)
Beeseno B Vipaiuy Tosapucree 3 o6mexenoro BimoBizanbHicTIO " TeRa Ykpaiua", inenr.
ko 34770471 o
(HalMeHyBanms Ta kol 3a €JIPTIOY ropummaiol ocobr afio mpisesme, im's, mo Gatekoni hisHTHOT

ocobu - mignpuemus, i micne TIPOMHBANHY Ta peecTpaniitnuil HoMep oGnikopoi KAPTKH [JIATHHES
noAaTkin afo cepia Ta HOMED nacnopra)

Hporexan sisyam.roro xonrpomo six 18.06.2020 N 1863/3.

3a pesyapraramu NEPHABHOTO  KOHTPOIIO BCTAHOBNEHO, 10 Jikapchkdl  3aci  emeseno B Vkpainy 3
AOTPHMAHHAM buMOr 3ak0HO aRCTRA 10710 330E3NETEHHS FKOCTI MKAPCHKUX 33C05in.

: v ;
; i L‘ /\ \,{ - e . -
Sacryninur uagambigga CorywGn 1 W oo Onexciit COJIOJIPAN
t.nocano;a ocoba vprany IEPKABHOTO KOKTPOIUO) - {mimnwe) (ininiam ta npisaniue)

M.IL




PprPLIVA

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

AEKAPCTBEHHOE
CPEACTBO

Active ingredient
Axmusitoir uncpeduenm

Batch number
Hosrepr copiin

Batch size
Pasviep copii

Release quantity
Buinviennoe kosecmsn

Date of manufacture
Sarma npogodemsa

Expiry date
Cpok codiocmu

Specification
Cneyughuranus

Batch Release Site
Buinyew cepnint

Certificate of GMP compliance of a
[]lﬂl'lLl]‘HlllLerr

Cepmulukam commsememeus
GMP npowsaodimen

Number of manufacturing license
Haoxtep npouagademeennion
SAuCH s

Bulk manufacturing site, primary and
secondary packaging, quality control
Hpowseodemao nepachacosannoi
HPU(J_FKH!HI. H(’ﬂ(ﬂ'{"f”(”ﬂ' i (3.’??()[3!{””((73
VHAKOARA, KOHMPOID Cepui
Certificate of GMP compliance

Cepminchusam coomeencncus
ri\MP

Number of manufacturing license
Hoxrep npousgodomaettnon
SHHCH

Marketing Authorization License
Pcﬁuc'm/rauur)mme CRUDEMETLCIIBO

Importing Country
( -IH‘P(TH(‘I mmr)p.'n l.,’[)

%@um%@”% L?g

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreh, Creatia

TLHIBA Xpramexa don.o.
Hpuras 6apyica @uaunoguua 25, 10000 Jacped. Napaamus

CEPTHDOHKAT KAYECTRA
No 3

SUMAMED® FORTE, powder for oral suspension strawberry
flavoured, 200 mg/5 ml, Nel (1 bottle with powder for 30 ml (1200
mg) of suspension)

CVYMAMET® @OPTE, nopoutok 028 0pansnom cycnensuu co 8Kyeos
kayonuku, 200 me/5 s, Nel (1 gaaxon ¢ nopowrwoas dis 30 ma (1200 a10)
CYCHEH3UL)

Azithromycin dihydrate

Asumporuyiiia duendpam

8234040
8234040

5 856 boxes
5 856 kapodox

5 856 boxes
5 856 xupobiox

04.2020
(04.2020

04.2022
(4.2022

SDRAOQS55510
SDRA0OS55510

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
THTHBA Xpsamceka 0.0.0.

[punas Bapyua Dwrunoguya 25, 16000 3azpen, Xopeamus
Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

Ne UP/1-530-01/13-03/08
N UP/-330-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
[ITTHBA Xpesameka 0.0.0.

Hpuras Gapyna Orwinoswia 25, 10000 3acpet, Xopaamus

No UP/1-530-10/19-03/12; 381-10-05/241-19-07
Ne UP/A-330-10/19-03/12; 381-10-05/241-19-07

No UP/1-530-01/13-03/08
No UP/-530-001713-03/08

No UA/15663/01/01
Noe UA/15663/G1/01

Ukraine
Vepauna

‘ Crip. I w33
§ Page 1 of 3

LooY 2
Z

i ML

&

Sl farr

AR TS G B S e AR A S N S e a1

P R Al Y SR AN A

A

et e VS A

T

SRy

¥




TESTS
HAZBAIHHE NOKA3ATENA

|
|

REQUIREMENTS
TPEBOBAHHS

RESULTS
PEIVILETATHI

- APPEARANCE OF THE POWDER FOR
ORAL SUSPENSION

2000 mgsS ml, 30 ml

CHTHCATITE HOPOUIKA L5 OPASBHO
CNCITEH

| 200 21273 v, 3

{ White to yellowish-white powder with characteristic
| strawberry odour.

Beawtit unu seexnmogamo-Gennt it ROPOUIOK ©
XAPUKMEPHBM SURAXOM KIVONUKY.

satisfactory h

e

CoMmaemomayent

APPEARANCE OF THE PREPARED
SUSPENSION*

200 mg/5S ml, 30 ml

OITHCAHHE FOTOBOH OPASLIHO

CYCIEH3HIT*

Yellowish-white homogenous suspension with
characteristic strawberry odour.

Meamosamo-teaas 0dnopoOHast CYCREN3NA ©
XapaKmepibiM 3anavoM KaVonuKu.

" satisfactory

caomaemomayent

BOAA

pll tFap. hapn. 2.2 3%

pH(Ph Fur 223 T T

[ IDENTIFICATION

TN DAL
Azithromycin (HPL.C) °
Arumpasgun (BIIKX) ©
Azithromycin (UV) ?
Asumposagon (Ydo) °

Coomsememayem cmdandapmy
Corresponds to the standard
Coomeememayem cmandapmy

NMT 1.5 % 0.4 %

He 6().’:‘(.‘(:’ ,",5 % (},4 i (i}

85— 110 10.4 o
85—ty 10,4

Corresponds to the standard satisTactory !

| coomaememayem

caomgememayem

satisfactlory

ASSAY

200mp/Sml

Every 5 ml of suspension contain
Azithremycin

KOTINYECTBEHWOR OINPEAEJIEHHE
20030y

Raxedpie 5 st cvenenzuy codepacam

Anemposiigung

190.0-210.0 mg

190,0 - 210,0 a0

197.7 mg

197.7 w2

UNIFORMITY OF PREPARED ORAL
SUSPENSION CONTENT * ©
OHNOPOINHOCTR CONEPKANIST B
FOTOROH OPAZIBHON CYCIIEH3HE *°

85 % - 115 % from the labelled amount

85 % - 115 % om sasaieniioso Koaueemedad

| 994102 %

99-102 %

| UNIFORMITY OF THE MEASURED DOSE
MASS (Ph. Eur, 2.9.27)* ©
CTHOPOAOCTS MACCHI
OTMEPSHIBIX O3 (Eap. chaps. 2.9.27)* °

Meets the Ph, Eur. 2.9.27 rcquircﬁwnls

- Coomeememavem mpebusanusms bap. hapy, 2.9.27

satisfactory

COOMBLINCIMOGYent

IMPURITIES (HPLC)*
TIPHMECH (B3IKX)*
Impurity I (3-N-demethyl-3-N-
formylazithromycin)
Hpwsreen £ (3-N-oevemiei-3-N-
DOPALT UM POALH {11
Impurity T (3-N-demethylazithromycin)
Hpuwsteon { (3-N-ade WEeMIIa3umpoMitijii)
Impurity I (Desosaminylazithromyein)
Tmasiece J (eosasunud aaimposniagun)
Impurity L (Azithromycin N-oxide)
Hpwvecs L (Azumposnapoiag N-oxkcud)
Impurity E + Impurity M
{Aminoazithromycin + 3-(N,N-didemethyl)-
3-N-formylazithromycin)
Ipussecs £+ fipuarees M
(Asrunowumpasuyun '+ 3-(N, N-
ondenentin)-3-N-hopaticiasumposuii)
Impurity N (3-de{dimethylamino)-3-
oxoazithromyein)

NMT 0.5 %
He Goaree 0.5 %

NMT 0.5 %
He Gonee 0,5 %4
NMT 0.5%
He Gouee 0,5 %
NMT 0.5 %
He Goaee 0,5 %

NMT 0.5 %

He Goaee 0,5 %

NMT 0.5 %

<0.1 “(!
<01 %

0.1 %
0.1 %
<0.1%
< (1%
<0.1 %
<%

< 0.1 %

<0.1%

<0.1%

Crp. 2133
Page 2 of 3
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rlfﬁ'uizr-:ct; ;’.\.-"?j—_._rl-z'f:rm)i;ifﬁ'mu_'ltmiﬂm}-}- | He fonee (0.5 % “ < 0,1 % o |
? (U\'['U((’ﬂ'l.’))[)(i.WH.I{IJH} |
Any unidentilied impurity NMT 0.20 % <0.10 % |
Anas newssecmias nprsecs He Boaee 0,20 % <0 1%
Total tmpurities NMT 3.0 % 0.1 %
(o Ofugie npuviecu He boaee 3,0 % 0,1 %
| DISSOLUTION (in 45 min) * NLTT0O%(©Q 95 % -
i PACTBOPEHIE (30 43 yun) * He menee 700 % (@) 93 %4 |
[MICROBIAL™ PURITY (Ph. Eur. 2612, - ) ‘

MHKEPORHONONHYECKAN HHCTOTA

26,13y ‘
(o, thapa. 2.6.02, 2.6.13) %% |
\

Total acrobic microbial count NMT 10° CFU/g -

Oimgee kidwiecmean aypoiney He Gogee 1) KOE - '
.Ui'l’fl]t')(}/)n(ﬂ”f'},‘ff){r) |
Total yeast and mold count NMT 10° CFU/g -

hngee KOIMECnao dpodCNeeanx 1 He boree 10F KOE/» -

nreciequx cpubiog '

Escherichia coli | Absent -

Escherichia cofi | Omeymemesyem ~

*test is conducted for prepared suspension
*ucntmianus aposedsm 0% COMocoN Cychenuy

**tested on every ™ batch and at least onc batch per year. Tested at the beginning and the end of shelf-life.
#*mt‘i'””-'f{}’c.’??ft‘ﬂ KAXCAast -3 Cepui w e Mensuie 000 cepuu 8 200, Tecmupyenics 8 Hawaie i 6 Kouye CHOKa 2OONOCIHN.
% do not lesied during stability

”Hf "Y”Hﬁ‘j}“'”(/3_1‘?()”] ( .X()!')L‘ u3pHeni (,'fnu{)‘l[ﬂhf”)(,'””{

Certification statement: | hercby certify that the above information is authentic and accurate. This batch of product has been
labricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requircments of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the imperling country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3ansnenue v cepmudpurauuu: Hacmosum s YAOCMOBEPAI, HIMO NPNBEOCHNAS BBIC WHBOPMAYUA AISHEMCH RODIUREOT 1 TOY 0T,
Dma copus H{)(JO"_)'K}HCI tpina ?T[JFJH,'J‘(?(:‘()EHU, BRAHIV AR .}’H'GK(?GK)%’:ifﬁpKVﬁUGK)-’ U KOHMPOML KAUECBA 1 Bhilie YKAIHROM PYACMKe
fruaemiay) & aoanost coomeememany ¢ mpeGosanussu GMP,  YemanGeienisimi MECmups - peayiAmopsy opeancy, u 6
COMMGCICIGHY () (,'I?t,’i{lt(]i}lﬂ\’a?{N'Jf,\ﬂ( Te’)p?()ﬂ()fl AUyeH3IuN cmpansl-iMhopmepa, n])()f??()K{).’JM I’Jﬂl}ll'i(s’()()("f??(f(}, VHAKOBKN W anains:og
cepr Dt pacestompeno w apuinano coomeememaue ¢ GMP,

Date; 50,;' (]ér '2 & 'fj'{-}

Hama:

3 1N SLIVA CROATIA Ltd

e >//€/( i [/Q“’(/R Quality Zagreb

sepenen: Qunlii‘icd Person
Martina Zadro
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