JAEPKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCBKIN OBJIACTI

mpoB. Ceitnu4Hol Haxii, 3, M. Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BHUCHOBOK

PO AKICTh BBE3EHOr0 B YKpaiHy JiKapchKoro 3acoly
20.02.2024

Ne 6166/24/10

AYTMEHTHH™(BD)

(HaliMeHyBaHHA JIKapChKOTO 3aco0y 3TiAHO 3 peecTpaifiHuM MOCEi YEeHHsM)
TA0JIETKH, BKPHTI IVIIBKOBOIO 000/10HK010, 875 Mr/125 Mr; no 7 Ta6aeToK y OJicrepi; mo 1

OsicTepy B makeri; mo 2 naKeTa y KapTOHHIl ynakosui

(opma BuMycKy, T03yBaHHA, BHA IAKYBAaHHS JIIKAapCHKOTO 3aco6y)

Homep peectpauiiinoro noceiguenns UA/0987/02/01 crpok nii peecrpaniitoro noceingenns 01.01.2099

Cepis nikapcekoro 3acoby Ne GN3IK

Kinekicts BBe3eHoro mikapcrkoro 3acoty 13880
BupobHuk

CmitKnsiin biuem @apmaceiotukaiic, Benuka Bpurtanis

(HaAMEHYBaHHA BHPOOHMKA JIIKapCHKOTO 3acofy, kpaiHa NOoXoKeHH )

BgeseHo B Ykpainy

ToBapucrBo 3 o6mexenoro Bignosigaabnictio "T'naxcoCmitKisiin
DapMacbloTiKaaC YKpaina", inent. xox: 35619519

(HaiimenyBanus Ta ko 3a E/IPTIOY ropuamunoi ocobu ado npiseuiue, iM's, 1o 6aThKOBI (hiznuHOT

0CO0H - MiANpHEMLA, ii MiClle NMPOKUBAHHA Ta peeCTpalliiiHuii HoMep 06MiKOBOT KaPTKH IUIATHUKA
nmoAaTkiB abo cepis Ta HoMep macnopTa)

[IpoTokon Bisyansnoro xourpoe.no iz 20.02.2024 N 0124/1.

3a PE3yNbTaTaMH JICPXXaBHOT'O KOHTPONMK) BCTAHOBJIEHO,

o0 JIiKapcbkHH 3aci6 BBe3eHO B

YkpalHy 3
AOTPHMAHHSAM BHMOr 3aKOHOJABCTBA L1010 3a0¢3CUeHHS AKOCTI JIKapcbKUX 3aco0iB.

Anna KJIKOEBA

e g e R e SR

(initiany Ta npizsuile)




Quality certificate
Ceprudhikar akocTi

Product: AUGMENTIN™(BD) No: 74479
[ipoaykr: AYTMEHTWH™(BD) Homep: 74478
_Type: film coated tablets Importing Country: Ukraine
Turt: TabneTru, BKpUTI MNiBXOBOKW 0B0MOHKO0 KpafHa imnoprep: YkpdiHa
Dose: 875 mg/125mg Quantity in the batch: 13880 packs
[osysants: 875mMr/125 mr KinbkicTe npoaykuii 8 cepil: 13880 yn
Presentation: Ne 14 (7%2) in bligters Registration license No: UA/987/02/01
{each blister in pouch} HoMmep peecTpauiiinors nocsiguenus: UAQS87/02/01

MNakysaHHs: Ne 14 (7x2) y Gnicrepax
(kOxeH BnicTep y nakeTi)

Batch: GN3K

Cepis: GN3K

Manuf Date: 12 12 2023 Approved by: Daniel Brookes
Jata supobHuurea: 12 12 2023 [ToTOmMXEHO: Daniel Brookes
Expiry Date: 12 2026 Qualified Person
TepMiH npraaTHocTI: 12 2026 YnoBroRaxeHa ocoba

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

1 tablet contains: Amoxicillin (in the form of amoxicillin trihydrate) 875 mg, clavulanic acid (in the form of potassium
clavulanate) 125 mg.

Cuna aii/AkrieHicTe: [lilodi pevoBrHM: aMOKGULMNIH Ta KNaByNaHoBa KNCMOTE;

1 Tabnetka MicTUTh amoKcuUMItiHy (y tbopmi amoxeumnivy Tpurinpary) 875 wr, KnasyrnaHoBoi kucioTh {y dopmi kanio
knasynaHnary) 125 mr,

TEST | LIMITS RESULTS
HalimenysaBHA TECTY DonycTmi HOpMU PeaynLTaTH

White or off-while capsule-shaped, film coated tablet,
debossed with 'A C' on hoth sides with a scorefine on one
Cescription - slde. ' Passes Test
(Approximately 21.5mm by 10mm and 7 to 8.3rmm thick®.
The total nominai weight is 1482mg.)

Bina afo Gina a siaTiHKOM, BKpUTa HNIBROBOK 0BONOKKOW, :
kancyrisHol opmit Tabnerka 3 nilers poinomy 3 0gHOTO ;
Boky Ta MoHorpamore A C 3 oGox Gokia. "

BIY-cnekrpockonia: CnekTp NnopiBHIOETLCS 3i CTAHZAPTOM.

QEuE (Fipudnusdo 21,5 Mp goexuHoo, 10 MM Wrpunoto | 7-8,3 BlAnosiLae
MM TOBILUHOIO!. :
CymapHa HoMiHanbHa Bara Tabnetku 1482 mr)
tdantification A (HPLC) Retention time complies with those references Passes Test
aeHTudikauis A (BEPX) ;IfacHi“;p;rn;mﬂﬂ 3padKa BipnoBigac Macy yrpumMaHts Bignosigae
TI_C: Retention time comparable to the reference.
Identification B (TLC or IR or NIR} IR: spectrum characteristic. Passes Test
NIR: Spectrum comparable to standard.
TUIX: Yac yTpUMaHKA ROPIBHAKO 31 CTAHZapTOM.
;;?qu)iﬂaqiﬁ B (THUX yu 14w 1Y-criekTpockonia; XapakTepucTuka chekTpa. Bignoeigae
$

Uniformity of Weight? Complies with requirements of the Ph. Eur.

OaHOPIAHICTE MacH? Bignosigac sumoram €&

Page/CropiHka 10f/a 4




Product: AUGMENTIN™(BD)

No: 74479

Npoaykt: AYTMEHTUH™(BD)

Homep: 74479

Type: film coated tablets

Importing Country: Ukraine

Twn: TabrieTtiy, BKpUTI MRiBKOBOI 0BONOHKOIO

Dose: 875 maf125mg

KpaiHa imnoprep: YKkpaida

Quantity in the batch: 13880 packs

Hosysannsa: 875mr/125 wr

Kinekicts npoaykyii 8 cepit: 13880 yn

Presentation; Ne 14 (7x2) in blisters
{each blister in pouch)

Registration license No: UA/Q987/02/01
HoMmep peectpadifinoro nocpiguernsa: UA/Q987/02/01

[NaxysaHHa: Ne 14 (7x2) y Brictepax
{xoxeH Brictep y naxeri)

Batch: GN3K

Cepia: GN3K

Manuf Date: 12 12 2023

Approved by:  Daniel Brookes

ftata supobuuurea: 12 12 2023

MoromxeHo:  Daniel Brookes

Expiry Date: 12 2026

Qualified Person

Tepmin npugartdocTi: 12 2026

YaorHoRaxeHa ocofa

Disintegration Time 30 minutes maximum (Ph.Eur.) 15 miin
P0O3NagaHHA He BinbLu Kix 30 xB 15 %8
The dissolution of the active ingredients complies with the
requirements of the Ph.Eury,
Dissolution® (Paddla apparatus method, 75 pm medium: 800mL
(% dedlared Amiexicillin and water). Not Tested

Clavulanate)

Q = 85% within 30 minutes.
Acceptance criteria: According to Ph.Eur. far conventional
dosage form.

Poayunerns?

(% Big 3aABNEHOro BMICTY
AMOXCULIUBIHY | knaBynaroBol
KWCROTH)

PozynHeHHs AlloNux pesosuH signosigae Bumoram €4,
(MeTog 3 3acToCYBaKHAM HONAGHOro anapaty, 75 obixa,
cepepoedlle: 900 mn soaun)

} = 85% qepea 30 xa.

Kpuwrepii npwiHaTHOCTI: BignosigHo A0 €4 aas nikapckkol
hopmit 31 IBUYEWHUM BUBINbHEHHAM.

He su3zHauaors

Presence and Integrity of Film Coat

No gross defects are observed {(Visual examination)

Passes Test

HaABRICTs Ta UinicHicTs nniskorot

B oo He cnocrepirasTeca aHauHnx pedekTie Bianorigae
Equilibrium Relative Humidity? 10.0% maximum 4.1 % whw
FisHoBaHA BifHOCHA BONDICT 2 Maxcumym 10,0% 4,1 % mim
831 to 919 mg per average tablet, calcuiated as
Amoxicillin Content Amoxicillin free acid 875 my
{95 — 105% of declared).
831 - 319 mr Ha CepegHK MEcy TAGNETKNY, B NEpepaxyHKy
BMICT aMOKCULIAITIHY Ha aMOKCULIWAIH BIRbHY KUCHOTY. 875 mr
{95-105% uig 3aspneHoro)
112 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 128 mg
(85 — 105% of declared). | |
119 131 mr Ha cepeghio macy TaBsieTKY, B MepepaxyHKy
BMICT KRaBynaHOBOR KUCNOTH Ha KNasynaHoBy KUcnoTy. 128 mr

(95-105% mip 3anapneHoro)

Page/CropiHka 2offs 4




Product: AUGMENTIN™(BD) No: 74479

[Ipoaykr: AYTMEHTUH™(B) Homep: 74479

Type: film coated tablets Importing Country: Lkraine

Tun: TaBnerky, BKpUTI NRIBKOBO 0BONGHKOIO Kpaiua imnoprep: Ykpaiva

Dose: 875 myg/125mg Quantity in the batch: 13880 packs

HosysanHs: 875mr/125 mr KinbkicTh npoaykuii B cepii: 13880 yn

FPresentation: Ne 14 (7x2) in blisters Registration license No: UA/Q987/02/01

{each blister in pouch) Homep peectpaliliHoro noceinuenHa: LUAJGSB7/02/01

MNakysanHs: Ne 14 (7x2) y Gnictepax
{xOoxeH Bnicrep y naxeri)

Batch: GN3K
Cepis: GN3K
Manuf Date: 12 12 2023 Approved by:  Daniel Brookes
Hara sBupobruyrea: 12 12 2023 [oropxeHo: Daniel Brookes
Expiry Date; 12 2026 Qualified Person
TepmiH npuaatHocTi: 12 2026 YnoBHOBaMKeHa ocoba
Amoxicillin Dimer (Ph.Eur, J) 21.2% 0.6 % wiw
a - Amoxicillin penicilloic acid (Ph.Eur, D) 21.0% 0.1 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.0 % wiw
o Penitlolc Acid 1somey 1 (Ph.Eur. E} £1.0% 0.0 % wiw
Amoxicillin Related Substances Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % wiw
{(HPLC) Diketopiperazine (Ph.Eur. C) £1.0% 0.1 % wiw
Any other identified impurity =1.0% 0.1 % wiw
Any other unidentified impurity 20.3% 0.1 % wiw
Total Amoxicillin Related Substances <3% 1 % wiw
Amoxcuuunik aumep (EP, J) <1,2% 0,6 % minm
o - aMOKCHIWNIH nediyunnolita k-ta (Ed, D) 51,0% 0.1 % mim
B - amokcUUUNiY nediunnnoida k-ra (€, [1) 51.0% 0,0 % MM
: ; ; FleHinnoi=of k-Tu i3omep 1 (Ed, E) <1,0% 0,0 % Mim
?Bygg’;(};! ASMELLIE: SBMOKCALAAIHY FleHinnoisot k-Th i3omep 2 (ED, E) =<1,0% 0,0 % nim
Aunkeraninepasiy (€&, G} <1,0% 0,1 % mim
Byas-aka iz sipoma AoMiwka =1.0% 0,1 % mim
EByas-aKka iHa HeslpoMa poMmilka =0,3% 0,1 % wim
JarafibHa KiNLKICTh CyayTHIX AOMILLIOK aMOKCULMNIHY <3% 1 % MM
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.8 % wiw
Clavutanate Polymer Acid content 8
[OoMILLIKY KNasynadoeol KUCNOTWY: Makcumym 2.5 % m/M no BifHOWEHHIO A0 3arBneHol Ha 0.8 % MM
noniMep xnasynasarty ETUKETL KiNbKOCTI KI8BYIaHOBOT KWCNOTH CE
identification Titanium * A yellow-orange colour appears Not Tested
faenTudikavia Turany? 3'ABNSAETHCA MOBTO-IOMApaHYEBe 3abapBNEHHA He sn3Ra4aTe
Microbial Test * {Ph.Eur.)
Total Aerobic Microbial Count Not more than 10 CFU per gram Not Tested
Total Yeasts and Moulds Not more than 102 GFU per gram
FPathogens Absence of Escherichia coli
MikpoBionoriuna wucrorat (Ed)
3aranbHa KinbKicTh MUTTE3AATHUX He Binbw uik 10° KYO/r
aepobis
JaraneHa KinbKicTE Apbraxie i He Ginww: Rk 10% KYOIr B SHAAIOTE
rpubis
MaTtoresu Bigcythicte Escherichia coli

Page/CropiHka 30f/3 4




Product. AUGMENTIN™({BD)

FinoayxT: AYIMEHTWUH™{(BD)

Na: 74479

Homep: 74479

Type: film coated tablats

Supplied fo: Ukraine

Tua: TabneTky, BKPUTI NNIBKOBOK OBOMDHKOI0

JamMoBHUK: YipaiHa

Dose: 8756 mgf125mg

Quantity in the batch: 13880 packs

HoaysanHn: B75mMr/125 mr

KinsKicTe npanykuii 8 cepii: 13880 yn

Presentation: Ne 14 (7x2) in blisters
(each blister in pouch)

Registration license Neo: UA/0987/02/01
HoMmep peectpauiiHoro noceipvuerda: UA/QS87/02/01

[akysaHHn: Ne 14 (7x2) y bnicTtepax
_(koxen Bnicrep y nakeri)

Batch: GN3K

Cepis: GN3K

Manuf Date: 12 12 2023

Approved by; Daniel Brookes

HaTta supotHuuTtaa: 12 12 2023

[Moropuero: Daniel! Brookes

Expiry Dale; 12 2026

Clualified Person

Tepmin npuzaTHocTi: 12 2026

YRoBHOBaXeHa ocoba

Notes

%, Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.

Tablet dimensions are not measurad at release.

2. Resulis maybe taken from in-process control test,
3. Performed on 1 batch in 20.

4, Performed once a year at release, which may be the annual GMP stability batch.

MpUmMiTRIA

T. Posmipn rabnertkd BMIHAYalOTLCA OCHACTKOK, IO BUKOPKCTOBYETLCA MPW NpecysaHHi TabneTox, ska

nepesipacsThes B BMR.

Poamipy TabneTky He BUMIpIOIOTLCS NPU BUNYCKY.,
Pesynoratii moxyTs 6yTi B3aT 3 TecTyBaHHA MpU MiKonepauidHOMY KOHTPO,

nal N

BukoHyeThCs Ha 1 cepilo 3 20.

ctabineHocTi signosigHo GMP,

BukoHyeTbcs 1 pas Ha pik Npu Bunycky cepil, sxa Moxe Bymv BuBpaHa sk WOPRIHA cepis ANA BUBYEHHS

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling and guality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of
the final destination country or product specification file for Investigational Medicinal Products. The batch processing,

packaging and analysis records were reviewed and
found to be in compliance with GMP,

Lium a1 nigTeepaxyio, w0 HasepeHa inhopmalis € cnipasxhboilo § TOMHOK. Cepis npenapary 6yna BUroTosneHa,
BKMIOUQI0YM NAKyBaHHA Ta KOHTPOMb SKOCTI, HA 3a3HauveHiil Buie supobHnyii ainsHUL B noBRIA signosigHocT oo
BAMOr  HanewHot enpobuuyoi npakrvk (GMP), BcTaHOBNEHWX MICHEBUM PErynsaTopHUM BIOMCTBOM, 2 TaKOX B
noeHiM  BignosigHocTi no  cneuncikauin, nepepBadeHux y peecTpatliinii  pokymeHTaull  kpalHu-iMRopTepa.
[lokymeHTaLin cTecoBHO BUPOSHWYORO Npouecy, HakysaHHa i aHanisy cepil 6yna fiepesipeHa, | Byno scTaHoBhEHo,
40 BOHA BiANoBiAae Bumoram HanexHot srupobruuol npaktukn {(GMP),

Date of signature: {¢J 3 o (b
Nara nignucy: (@ Of R
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Signed (Qualified parson}: ;‘ ';Eé/ﬁ”’

Mignue (YnoeHOBaMEHA ocﬂﬁa}:?‘

I

Qualifiest person name and surname: DANIEC BEcxr K £,
Im°s1 Ta Mpiasmtie yriosHoraxeHo! ocobu: [3aMiEl. Bk ES

Worthing Quality Assurance Department
AenapramedT 3 sabeaneueltn sikocTi Bopaiur

Manufaciurer;
SmithKline Beacham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10582

BrpoBHUK:

Cuitnan bivem PapmackoTHRaNCG,
KrapsHgcHx Poya, Bopcinr,

BN14 8QH, Benuka BpuTanis

Homep niyexsil Ha BupoBHuyTeo N2: MIA 10602

Page/Ctopinka 4of/z 4




