Quality certificate
Ceptucbikart sikocTi

[ Product ALUGM ENTIN™(BD)

No: 75155

Mpoayxr: AYTMEHTIAH ™(BD)

Hamep: 75155

Type: film coated tablets

Imperting Country: Ukraine

Tun: TabneTin, BrpuTi NRiBKOEOI GBONGHKOK

Kpaina imnoprep: Yipaiia

Dose: 875 mg/25mg

Quantity ir: the batch: 14375 packs

Hosysanua: 875MM125 mr

XinskicTe npoayxyii B cepii: 14375 yn

| {gach biister in pouch

Presentation: Ne 14 (7%2) in biislers

{kaxxeH BricTep y nanaTi)

Mawysanua: Ne 14 (7x2) y bricrepax

Registration license No: Ua/0987702/01

_Manuf Dats: 19 08 2024

Homep PeeCTpauiiHero NoesiqueHnrA: UA/BA87/02/01

_Batch: 3J2B ]
Cepia: 3J2B

Dara pupobuvurea: 19 08 2024

Noromueha:

_Expiry Date; 08 2027

Tepmin npuaartHocti: 08 2027

Approved by lan Hutchinson

lan Hulchinson
Qualified Person

1

YnoBHoBaweHa ocoba

]
|

Efficacy/Strength of preparation: Active drug substance: amoxiciliin and clavulanic acid;

1 tablet contains: Amaxiciflin {in the form of amoxicillin trihydrate

clavutanate) 125 my.

Chna o AKTUBHIGTL: Hiraui peyosuru: BMOKCULMNIH Ta knasynadcea Kucnora;

1 1abneTka micturs
Knaeynanary) 125 mr.

TEST

amokeuyuriny (y dopmi aMoKCUMNIHY T

LIMITS

Halimenysakun TecTYy

Lonyerumi Hopmn

White or off-white capsule-shaped, film coated 1ablet,
debossed with ‘A C' on both sides with a scareline on one

) 875 my, clavulanic acid {in the form of potassiurm

purinpaty} 875 wr, ¥nasynadsosoY kucnotu (y dopmi kanio

RESULTS |
Pesynerarn

—_—
Identification B (TLG or IR or NIR)

lenTudhbikauia B (TWX vy U uy
Ei4)

Description sile, Passes Test
(Approximately 21.5mm by 10mm and 7 1o 8.3mm thick".
The total nominal weight is 1482mg.}
Bina aGo Gina a BIfTiHKOM, BKpWTE RNiBKOBOID oGonoHkoa,
RancyrsHOl hOpMU TabneTxa s nikicio PO3INOMY 3 OfHOMG
O Goky Ta MoHorpamos A C 3 ehox Bokis. Bianosizae
(Mprbnusto 21,5 My AvaxuHet, 10 MM WrpKioo | 7-8,3 Anosia
MM TOBLUHOI' .
CymapHa HoMiNanbHa earg TabneTs 1482 vr)
. —
Identification A (HPLC) Retention time complies with those references Passes Test
_— ] . . o
leHTHikaL A (BEPX) Hac yrpumansn spazia BIRN0OBILAE YaCY YTPHMAHHR Blanosinae

CTaHjapTa.

TLC: Retention time comparable to the reference,
IR: spactrum characteristic.

NIR: Spectrum comparable to standard.

Passes Test

TLWX: Yac yTpumanns ropigHAHo ai CTAHAaPTOM,
14-cnexrpackonia: Xapakrepucrika CriexTpa,

BlY-crexrpockonin: Cnektp nopieMoeTLCS 3 CraHgapTom.

nifermity of Waight?
—_—

OpHopigHicTL Mack?
-

Bignosigae

Complies with requirements of the Ph, Eur.

Bignosigae eumoranm €4
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Passes Test

Bignorinas




Product: AUGMENTINT(BD)

No: 75185

_poaykr: AYITMEHTUH™(EBDY

Hemep: 75155

Type: film coated tahlets

tmporting Country: Ukraine

Tun: TabreTiv, BKPUTI NNIBKOBOIC oGoncHkoio

Kpaika imnaprep: Yipaina

Dose; 875 mg/125mg

Guantity in the batch: 14375 packs

| Hosyeaunsa: 875mr/125 mr

Kinexicts npoaykuii B cepil: 14375 yn

Presentation: Ne 14 {7x2)in biisters
{each blister in pouch)

Registration license MNo: UA/0987/02/01
Homep peecrpauifinoro noceinuenus: UA/Q987/02/01

Nakysarus: Ne 14 (7x2) y bricTepax

(koxen Briictep y naketi)

Batch; 3J2B

Cepis: 3J2B

Manuf Date: 19 08 2024

Approved by, lan Hutchinson

fata supoBruyrea: 19 08 2024

MNeromuenc: lan Hutchinson

Qualified Persen

Expiry Data: 08 2027

YnoBHORa¥eHa ocoba

Clavulanats)

Disintegration Time 30 minutes maximum (Ph.Eur) 15 min
Poanananna He Binbw i 30 x5 15 xB
The dissclution of the aclive ingredienis complies with the
requirements of the Ph.Eqr.
Dizsolution? (Paddle apparaius method, 75 mm medium:  900mi
(% dedclared Amoxiciliin and water), Not Tested

Q = 85% within 30 minutes.
Acceptance criteria; According to Ph.Eur, for conventional
dosage form.

Posunnenra®

(% Big 3aneneHoro BMICTY
AMOKCHLNRIHY | knaBynaHosoi
KHcnoTu)

Po3urHeHHA gilounx peuosmu BignoBigac sumMoram Cob.
(MeTog 8 aacrocysanHam nonachoro anapazy, 75 of/xs,
cepegosuie. 900 mn sogu)

Q = 85% 1epea 30 xs.

Kputepil npuiHsTHOCT: 8iAnoBiaHo Ao Ed Ann nikapesKol
dropnut 3i asmuABHUM BUBINLHEHHRM,

Prasence and Integrily of Film Coat

He BuanavawTs

aboncHKu

Amoxicifin Contant

BmicT aMoKchuuniny

Clavulanic Acid Conlent

No gross defects are observed (Visual examination) Passes Tesl
Hamewiers 1a winicnicts nMBKasoT He CNOCTEPIFAETLCR 3HAYHUX Aedpeurip Bignosiaae
Equilibrium Relative Humidity® 10.0% maximum 3.9 % wiw
PiBnosaxna sighocra Bonoricrs 2 Marcumym 10,0% 3,8 % mim

831 to 919 mg per average tablet, caloulated as

Amoxiciilin free acid B72 mg

(95 ~ 106% of declared).

831 - 919 mr Ha cepeario Macy rabnetk, B nepepaxynky

Ha aMOKCULIANIM BINbHY KucnoTy, 872 mr

(95-105% Big 3AABNEHOFD)

115 to 131mg per average tablel, caleulated as Clavulanic -

acid 126 myg

(85 — 106% of declared).

119 =131 wmr wa cepepio Macy Tafinerku, B nepepaxyHxy
BumicT knasynavosoi kuenoTy H& KTEBYNAHEBY KMCNOTY. 126 mr

(95-105% sig 385BMNEHOIO)
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| Product; AUGMENTIN™(BD) No: 75156
TooaykT; AYTMEHTWUH™(BD) Homep: 75155 R
Type: film coated tablets Imperting Country: Ukraine
Tun: TabneTios, BKPUTI ANIRKOBOIO OBONOHKAIO Kpaiua imnopTep: Ykpaina
Dose; 876 mgf125mg Quantity in the batch: 14375 packs
| JosysaHHs: 875mMr/125 mr KinbkicTs npoaykyii B cepii: 14375 yn
Presentation; Ne 14 (7x2) i blisters Registration license No: UA/QS87/02/07
(each blisterinpouc) Homep peccrpadiiiioro noceiguenns: UA/S87/02/04
Nakypawnus: No 14 {7%2) y BricTepax
_{xoxen Bnicrep v nakeTi)
Batch: 3J2B i o
Cepia: 3J28 N R |
Manuf Date: 19 08 2024 Approved by:  lan Hufchinson
Lata supoGuutea; 19 08 2024 MoropkeHo: lan Hutchinson
Expiry Dale: 08 2027 . e e Qualified Person
L Tepmin npiugaTrocti: 08 2027 YnorHoBaeHa ocoba
Amoxiclllin Dimer (Ph.Eur. J) =1.2% 0.8 % whw
o - Amoexicillin penicilloic acig (Ph.Eur. D) <1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. B} =1.0% 0.0 % whw
o Penilloic Acid !somer 1 (Ph.Eur. E) £1.0% 0.0 % wiw
Amaxicilin Related Substances Penilloic Acid Isomer 2 (Ph.Eur, E} 51.0% 0.0 % wihw
(HPLG) Diketopiperazine (Ph.Eur. C) £1.0% 0.1 % whw
Any olher identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity £0.3% 0.1 % wiw
Total Amoxicillin Refated Substances <3% 1% wiw
- AMOKCULUITH Aumep (E, B £1,2% G,B % mim
O - AMOKCUUMARIH NEHiUMNIoHKHe k-Ta [{(SCH)] %1,0% 0,2 % mim
B - amoxeHUUNiH neHiywAnoiina k-Ta €, 51,0% 0,0 % mirs
. . . MerinnoiHoT K-Tn iaomep 1 (E®, E) 21.0% 0,0 % mim
CByEﬂg;(H' AOMILLEM AMOKGU L NIHY NexinnoR4GT k=T [30mep 2 (€%, E) =1,0% G,0 % m/ir
{ ) Au«eToninepasin (€, C) £1,0% 0,1 % mim
Byne-axa inwa nigoma gomiwka =1,0% 0.1 % mim
Byae-aka lwa nesinoma gomiwka =0,3% 0,1 % mint
SaraneHa KinbkicTs CYNYTHIX goMiltay AMOKCUUUNIHY 3% 1T % mim
Clavulanic Asid impurities: 2.5% whw maximum with respect {o the labeled Clavulanic 0.4 % wh
Clavulanate Polymer Acid content AW
Lomiwim knasynanesol kucroru: Mavwcumym 2.5 % MM no sigHoweHHIo A0 3aR8NeHoi Ha 0.4 % mi
noniMep knasynanary BTUHETLY KiNLKOCT! KNaByNaHoB0l KUCMOTY e i
ldentification Titanigm ¢ A yellow-orange colour appears Not Tested
lneHTucbinauia TeTany! 3'ABnALTLCA MOBTO-NoMapaHyens 3abaprnansn He suaHauaoTs
Micrabial Test * (Ph.Eur.)
Total Aerabic Microbial Count Mot more than 102 CFU per gram Not Tested
Tatal Yeasts and Moulds Not more than 10% CFU per gram sle
Pathogens Absence of Escherichia coli
MixpoBlonariuia wuerorad (Sd)
3araneHa kineKicro HUTTEIRATHIEX He Gisbw Hin 10 KYO/r
aepotia He BusHaqawoTs
JaranbHa KinBKICTL APPKIDNIR § He Binbuz Hise 107 KY O/ a
rputia
L Matorenu Biacyruicts Escherichia cofi
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'—“Pr_?duct: AUGMENTINT#(BEN MNa: 75155
_TIpoay«T; AVIMEHTVH ™(BD) Howmep: 75155
_Type: film coated tablets Supplied to: Ukraine  ~ — — ]
Tun: T2GaeTiu, BkpnTi ARiBKORCIC oBonopkow 3amoBHUK: Ykpaiva
Dose: 875 mgf125my Quantity in the balch: 14375 packs
Hosysauin: 875mMr/1285 mr KinskicTs npoay«uii B cepil: 14375 yn
Presentation: Ne 14 {7%2) in blisters Registration license No: UA/0987/02/07
leach biister in pouch | o HOMeQpe_ecrpaL;ifu_tgggo_rl@aip,qemm: UA/0987/02/01
Hakysanns: Ne 14 (7x2) y Bnicrepax
(koxeH Bpictep v naxeri)
Batch: 3J2B
Cepis: 3J28 e
Manuf Date: 19 08 2024 Approved by lan Hulchinson
dara anpobhuyTtea: 19 08 2024 Maromkeno: lan Hutchinson
_Expiry Date: 08 2027 -~ I _ .. Qualified Person
L. Tepmin npnaatHocTi 08 2027 1 YfouHoBaueHa ccobia
Notes

1. Tablel dimensions are defined by the tooling used for tabiet compression which is verified in the BMR.
Tablel dimensions are not measured at release.

2. Resuils maybe taken from in-process confrol test,

3. Performed on 1 batch in 20,

4. Performed once a year at release, which may be the annua GMP stabifity batch.

Mpumirin
1. Posmipn Tabneru BUSHAYAIOTECA  OCHACTHOW, Wo DUKOPUCTOBYEYLGA FMPW  NpecypaqHi TabneTok, ska
NepesipaeTLes 8 BMR.
Posmipu Tabnetiun He BUMIDIOIOTLES Npu BUTIYCKY,
2. PeaynnTamu MOXYTe BYTi B39Ti 3 TECTYBAHKA Npu Midkonepauidnomy KOHTHOM,
3. BukonyeTsos Ha 1 cepito 3 20.

4. Bukonyethcn 1 pas na PIK pW BUnycky cepi, sxa mMowe ByTi BUGpaHa sk Wopluka cepist Ans BUBYGHHS
cTabinskocTi BianoeigHo GMP,

I hereby certify that the information in this certificate is authenlic and accurale. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance with
lhe GMP requirements of the logal Regulatory Authority and with the specifications in the Marketing Autharisation of
the final destination country or product specification file for Investigational Medicinal Products. The baich processing,
packaging and analysis records were reviewed ang

found to be in compliance with GMP,

U a nigTeepmiyio, Wo HaesgeHa iHdopmalis CNpaBkHLom | ToyHelo, Cepin npenapaty Byna ewroToRnewa,
BKMIOHAKYYM nakyBaHHA Ta ROHTROMb SKOCTI, Ha 3a3Havenil BULE BUPOBHAYIA AlnbHULI B NOEBHIG slanosigtocti go
BUMOT  HamexHol BupoGHus! PpakTakn (GMP), BcTakosnennx micuesun PETYIATOPHAM BIZOMCTBOM, A Taxom B
noskiit  BifnoerigHacTi a0 cneuudbikallit, nepenBayenux Y peectpaliiuin  aokymenraui KpaliHu-imnoprepa.
Hovymentauin crocoano BupoSH14oro npotecy, naxysaHus | ananizy cepii Gyna neperipena, | Byro BCTZHOBNEHD,
140 BOHA BIANOBIAAE BUMOram Hanesaoi BUPOBHUYGT npakTikm (GMP).

Date of signalure: v | 5, 7o g Signed (Qualified person); 11,0 AT
Aatamignvey: [\ o aher flinnue (Ynoanosaxera 0coBa)y g4 L. XTI

Qualified person name and surname: « .o PR
IM°A Ta Mpisslie ynosHopakeHol ocobu: VA

Worthing Quality Assurance Department
flenaprasenr 3 sabeaneueHnn AxocTi Bapcinr

Manufacturer:

SmithKline Beecham Pharmaceuticals,
Clarendon Road, Werthing,

BN14 8QH, United Kingdom

MIA Number: MIA 10592

BupohHug:

CuitKnain Biuem PapmackioTUkanc,
KnapeHgon Poyg, Bopeinr,

BN14 8QH, Benuka Bpurania

Homep nivenaii va BUpoBHUYTE0 No: MIA 10592
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