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(Haitater

Hopomox s opannej cyenensii, 400 mr/57 yr S v, 1 Quakon 3 mopomcons jis
HpuroTyBanms 70 pyy ¢ CNeHsii 3 MipHolo JI0IREIKOI0 y KapTonmii KOpo6i
Y P_,.__H__.._.__.._ 1 CyCnena LUPHOX0 J1ojxer =070 Y KapTouui  lopoom e
(dbopma BHTIYCIcy, tosynanng, BHI NaKyRanpsg niKapcrLkoro 3acofy)

Homep peecrpaniitiore nocsimierns UA/0987/05/ 02 ctpox nit Peectpanitinoro nocsizuenng 0] .01.2099

Cepix nikapcrkoro 3acoGy Ne GUSP Kinbxicts pesenoro MiKapesKoro sacoGy 23754

BrpoGimg Cnaxco Bennxom [T onaxmH, Opanryis
(naitvenynan iy BHPOGHHKa Jixapenkoro 3acoly, kp:

\ita NOXOIKEHII3)

Bneseno p Yrpainy Toﬂapncrno 3 o6Mexenoro ni,zmoniuanbnicno "IC Jaeo CriTE msiiing

Ma MACKIOTiKATC Vi aima'", inenr. wcon: 356 19519

(ya:‘/‘mcuynmmﬂ Ta Koi 3a €JIPIIOY IOpPHAMYHOT 0cobu afg Hpi3BHIe, iM', mo Barekoni dizrgnof

ocobu - ni,zmpuem[m, i Micre NpOoIKHBaHHN Ta DeecTpauiiinm HOMeD ofnikonof KapTKH MaTHHKa
nonatkin abo cepis g HOMEp nacropra)

Iporoxon Bizyannitoro Korrponio sin 09.06.2021 197311,

3a  pesympratamy ACPHKABHOTO  KoHTpOIO BeTanomneno, o miKaperkuit
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QUALITY CERTIFICATE
CEPTHDIKAT SIKOCT

DATE OF ANALYSIS: 17/05/202 1 ANALYSIS Ne; 1000367906
AATA AHATIZY: 1752021 ATATHI M. 1000367906
MANUFACTURING DATE: 02/11/2020 IMPORTING COUNTRY: UKRAINE
JATA BHPOGHIHITEA: 02/11/2020 KPATHA IMOOPTEP: YRPATHA

EXPIRY DATE: 1072022 QUANTITY IN THE BATCH: 24500 packs
TEPMIH TPHAATHOCTIL: (02022 KITLRICTL B CEPIT : 24500 vH1
REGISTRATION LICENSE NUMBER: UA/0987/05/02 ITEM CODE: 60000000115377
PECCTPALIIHE HOCBINUENHS: UAN987/05/02 KO NPOAYKTA: 6000000015377

PRODUCT NAME: AUGMENTINT POWDER FOR ORAL SUSPENSION (100 mg/57 mg in 5 ml) IN VIALS #1.
L VIAL WITH POWDER FOR 70 M. SUSPENSION PREPARATION WITH MEASURE SPOON
BATCITN®; Gusp

HAZBA IPOJAYVKTY: A YIMEHTHIT, [TOPOUIOK AJS OPAJILITON CYCTIENRI, (400 MI/57 MI7S M) B

DIIAKOHAX Mo | :
L BJIAKOH 3 HOPOUIKOM JJSTTIPHIOTYBAHHS 70 M CYCHEH3IT 3 MIPHOIO JIOIKKOIO
HOMEP CEPIT:  GuUsP

Efficiency/Strength of prepavation:

Active drug substance: § ml suspension containing: 400 mg amoxieillin (as amoxicillin triltydrate) and 57 my clavalanic acid (as

potassium elavulanate),
Craa giA RTuBHicTh:

Hivaura pevosuna: 5 au cyvertensii aticraTy adoReHunainy (y thopai aMowennniny Tpuriapaty) 400 s WIABYARHOBOT Kieao T (y

(hopwi kasriio wiasyan HATY) 57 air,

i TEST SPECIFICATION RESULTS
TECT CNELMBIKALLN PE3Y/NIbTATH

DESCRIPTION A clear glass bottle containing a white to off-white free flowing powder Complies

onuc Nposopuit ckaanmii dnaron, o ricrhTe Binmii abo Ginysaruii nerio BIANOBIOAE
poscunyacTmi ‘nopowou 3 XapakTepHum 3anaxam

CLOSURE The cap shall be applied in a secure and satisfactory manner, neat with adequate Complies
thread formation

YNAKOBKA Kpuiwka daavona nagiiino i BIANOBIANMM HHHOM NpUARTac Fits] BHANOBIAAE
dnakony, rouna 3 signosigno chopmosanion pianboin

IDENTIFICATION A (HPLC) Retention time comparable to the reference Complies

TAEHTUDIKALLA A (BEPX) Bianoninae yacam YTRHMBHHRA BIarosigae

IDENTIFICATION 8 (IR) Spectrum comparable to the standard Complies

IAEHTUBIRALLA B (14) Cnewrp nopisHanwMil 31 CTaHAAPTOM BIANOBIOAE

CHARACTERISTICS OF THE SUSPENSION | A white to offwhite suspension is formad which slowly deposits a white Complies
sediment on standing )

XAPAKTEPUCTUVIKA CYCHEH3IT VrBoproeTsen Bina aGo Ginysara cycnensin, B nkii npy BigcToloBanui BIATIOBIAAE
NoBINLHO YTBOPIOETHER Ginysaruii ocag

PH 4,0 to 6.0 pH units 4.3

pH Bia 4.0 5o 6.0 ogurHmyL pH 4.3 J




Aomira

TEST SPECIFICATION RESULTS
TECT CHELM®IKALIS N PE3VILTATH B
MoIsTURE L Maximum 9.0 % 7.6
BONOMICTE 1 MatcHmym 9.0% 16
AMOXYCILLIN CONTENT (HPLC) 400 mg per 5 ml of suspension, & 5%, calculated as Amoxicillin free acid (380 — 401
420 mg/5mL) (% label claim: 95-105%)
BIVHICT AMIOKCHLMAIHY [BEPX 400 mar B 5 ran cycnensii, & 5% B nepepakyniy Ha amMorcuuiin slachy a0l
iAoty (380 - 420 mr/5 mn) {% sig 3ansnenol kinkirocri: 95- 105 %)
CLAVULANIC ACID CONTENT 57.0 rng per 5 mL of suspension, & 5% ahout a 5% overage, calculated as 58.6
Clavulanic Acid (57,0~ 63.0 mg/5mL) (% label elaim: 100-110.5%)
BMICT RAABYIAHOBOT KMCROTH | 57,0 Mre 5 mn cyenensii, £ 5% npu 5% Hagnuiuky, B epepakyHKy Ha 58.6
wnasynaHosy KMCAoTY (57,0 - 63,0 mr/5 mn) (% eip 3ananenol
winvirocri: 100 - 110,5 %)
AMOXICILLIN RELATED SUBSTANCES (HPLC) -
CYIMYTHE AOMILUKK AMOKCHULAAIRY (BEPX)
 AMOXICILLIN DIMER (Ph. Eur, J) <1.2% 03
AMOKCHLIMAIH JUMEP (£, 1) A e 1.2% 03
 AMOXICILLIN ALPHA-PENICILLOIC ACID o < 1.00% 015 |
{Ph. Eur., D}
AMOKCLIANIM @ sto0% ) o |
AEHILMTOMHA K-TA {€d, D)
| AMOMICILUN BETA-PENICLLOICACD. | <ioow - oos
(Ph. Eur., D)
AMOKCULIMAIH B-TIEHIMNONHA | ) <1.00% 005
K-TA (€D, D)
AMOXICILLIN PENILLOIC ACID ISOMER i <1.00% =005
1(Ph. Eur., E}
* AMOKCHLANH RERINORHOT T T cioon il oo
K-TU 130MEP 1 (€0, E)
AMOXICILUN PENILLOIC ACID ISOMER i <1.00% 0.05 T
2 [Ph. Eur,, F)
AMOKCULIMAIH TERINORHOT - <1.00% 005
K-TH I30MEP 2 (€4, E)
AMOXICILLIN DIKETOPIPERAZIN.E_:: - o i £ 1.00% o kN o :‘;055___ 1
{Ph. Eur,, C)
AMORCULIAIH <1.00% <= 0.05
AMKETOMINEPA3H (€, C)
ANY OTHER IDENTIFIED IMPURITY SiDD% o <=BI£
Byab-ara ivwa sigoma fomiwka <1.00% <= 0.05 ]
ANY OTHER UNIDENTIEIED IMPURITY <030% <005
Byab-ana inlua Hesigoma R £0.30% <= D.05 7

"TRAKCOCMITKAAIH
OAPMACEOTIKANG
YPALHA'
lpgnTuditayifnan koy

35619519
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TEST SPECIFICATION RESULTS
TECT CRELHSIKALLA B ?ﬁayflb'l'f\_'l'i'l
TOTAL RELATED SUBSTANCES (HPLC) £3.5% o N _0-5___4” .
15;i-ir_aflglira‘l<ijiaxticrb CYITYTHIX S “7;35%_# o - 0.5
Aomilor
CLAVULANATE .;\CID IMPURITIES: 2.5% wi/w maximum, with respect to the labeled Clavulanic Acid content. 0.7 B N
CLAVULANATE POLYMER
Homilmm KIaBYNanoBol KUCAOTH! Mareumyia 2,5% vifta, o signowennio A0 BRas3aHI0T Ha eTuieTLi T 0.7 o
nonimep waasyaanary Kinurocti KnaBynaHosol kMCnoTH
MICROBIAL CONTAMINATION (Ph. Eur.) | Total Aerobic Microbial Count (TAMC) not more than 107 CFU/g And Not Performed
{2} Total Yeasts/Moulds count (TYMC) not more 102 CFU/g.
e Absence of Escherichia Coli (Ph. Eur.). L
MikpoGionoriuna uncrora (@) @) 3araneba KinsRicts aepobamy mipoopranizmis - He Ginow Mg Not Performed

108 RyO/r;
3araneha KinbiicTs AphrAHOBHE T LoineDux rpubis - ve Ginbw Him
10 Ryo/r;

Bigcythicrs Escherichia coli _J
Tests may be performed either on the filling mix prior to filling into hottles, or on the filled bottles

Tectu MoxyT, By BrkoHaH! abo ANA NOPOUIKOBOT Cynilli A0 1T HAMOBHEHHA Y GaaKkoHl a6o AR HanoBHeHKX GaakoHis

U Performed on 1/50 th balches or at least once a year

" Bukonyerses na oaniii cepii 3 30 eepiii abo e pimue omore Py 14 pik

@ Performed at a frequency of at least once a year which may be the GMP annual stability batch.

) Brkonycrnes ne HACTO, WIS He piitiie DANOIY Pasy Ha pik, mo aoKe By it pimiow naprieso g susienu crabiannoeti ariino GMP

[ hereby certify that the above information is authentic and aceurate. This bateh of product has been fabricated/ wanufactured, inchuding
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements ol the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The hatch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP

iy g NETBERBRYIO. 10 Hane e indopsauiys ¢ cupasii o Erouneio. Cepis upznapaty Oyia sHroTonie, 3 TOMY et ynaxona i
TCPERIPEIA B MEIKAX HPONELYPH KOUTPOMO SIROCTL 10 3usianenili Buie vpodinmitt tinsimg s uonuiii pEAnOBLI0CT 1o ausor [Hwena i
BHpoSHIOT npakrina (GMIP), peranorIcHig MICLEBHM PETYATOPHING BLAOMCTROM, 2 TAKMK & noeniii BianorinHoeTi 1o crenndiraiii.
nepeabauernx y Jlivensiv ua supoGusnrso ra enetmpizatiasm na npeaykuio. oKy sMeHTallg crocanio OBPOBKLL NARYBALHA | ananiay cepit
Oyan nepenipena, | 6¥a0 BETAOBACID, 10 ROHA Bianosizay sinoray npam Haaeknot BHPODRIOT rpakTioa {GMP).

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: HPHITHATO,  AA1I NPOAYKT BIAINOBLIAC CHELH®IKALI

MANUFACTURER: Glaxo Wellcome Production,
ZI de la Peyenniere,53100 MAYENNE, France
Manufacturing authorization license number M 19/207

BHPOBGHUK: Uaarceo Beasroy Hpoaawun,
31 ne aa Heiieunep, 53100 MAICHH Mpanin
Jlittensin ua supodnuwrtso N M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIEHO MEHEAKEPOM 3 JABE3NEYEHHSA SAROCT]

Name _Surname/ Ini*a_Ipissine PETITFRERE Julien

Signature, Date of signature /lHinnnc, Jara nidanicy
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OAPMACHOTKAIC
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