Quality certificate
Ceprudikar sikocTi

Product: AUGMENTIN™(BD)

No: 74315

Mpoaykr: AYITMEHTH™(BD)

Homep: 74315

Type: film coated tablets

Importing Country: Ukraine

Tun; TabneTtku, BKpUTI NniBkoBoo 0BONOHKOK

Kpaiua imnoprep: Ykpaita

Dose: 875 mg/125mg

Quantity in the batch: 13698 packs

Dosysanus: 875mr/125 mr

KinskicTe nponykuii B cepil: 13698 yn

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

Registration license No: UA/0987/02/01
Homep peecrpadiidoro nocsigyenns: UA/0987/02/01

MNaxysanus: Ne 14 (7x2) y Gnicrepax

(koxxeH Bnictep y naketi)

Batch: C275

Cepisi: C275

Manuf Date: 26 09 2023

Approved by:  Nik Ball

[ata supobHnurea: 26 09 2023

[NoromxeHo: Nik Ball

Expiry Date: 09 2026

Qualified Person

Tepwmid npuaathocti; 09 2026

YrosHoBaxkeHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin.and clavulanic acid;
1 tablet contains: Amoxicillin (in the form of amoxicillin trinydrate) 875 mg, clavulanic acid (in the form of potassium

clavulanate) 125 mg.

Cuna gil/AktueHicTe: [1iloyi peqoBmrHW: amMOKCHLUWITIH Ta KraByfaHoBa KUCnoTa;
1 TabneTka MicTUTE amokeuumniny (y dopmi amokcumniny Tpurigpaty) 875 mr, knasynaxosol kucnotu (y chopmi kanio

knasyniaHarty) 125 wr.

TEST

LIMITS

RESULTS

HaliMeHyBaHHA TecTy

Honyctnmi Hopmu

Peayneutatu

White or off-white capsule-shaped, film coated tablet,
debossed with ‘A C’ on both sides with a scoreline on one

laenTudikavia B (THIX un {Y un
BIY)

TUIX: Yac yrpumanss nopiBHAHO 3i CTaHAapTOM.
Y-criexTpockonis: Xapakrepuctuka cnekrpa.

BiY-cnekrpockonia: CriexkTp nopiBHIoETLGA 31 CTaHABPTOM.

Desecription side. Passes Test
(Approximately 21.5mm by 10mm and 7 to 8:3muy thick®.
The total nominal weight is 1482mg.)
Bina abo Gina 3 BigTIHKOM, BKPUTa ANIBKOBOIO 0BONOHKOIO,
KancynkHo! thopmi TabneTka 3 niHico poanomMy 3 ofHoro
Boky Ta moHorpamoto A C 3.060x Gokis. . .
Qg (MpuGrmaro 21,5 mm gosxukoio, 10 mm wmpuxow i 7-8,3 Blangsinge
MM TOBLLUUHGIO,
Cymapra HomiHanbHa Bara TabneTin 1482 mr)
Identification A (HPLC) Retention time complies with those references Passes Test
" Yac yrpumaHHs apaska signosigae yacy yrpumaHss . .
laeHTuchixauis A (BEPX) craHaapTa, Bianosigae
TLC: Retention time comparable te the reference.
ldentification B (TLC or IR or NIR) IR: spectrum characteristic. Passes Test__— -]
WEHOH]
NIR: Spectrum comparable to standard. K
et K0

TOKYMER

P

Uniformity of Weight?

Complies with requirements of the Ph. Eur.

. -
¢ 3 /
Pass%“ 18 )
QiRa MNP

OpHopigHicTs Macu®

Bignosigae sumoram €9

———t

Bianosigae

Page/CropiHka 1of/3 4




Product: AUGMENTIN™(BD)

No: 74315

Mpoaykr: AYTMEHTUH™(BD)

Homep: 74315

Type: film coated tablets

importing Country: Ukraine

Tun: TabneTky, BKpWTI NNIBKOBOIO 0OOMOHKOIO

Kpaita imnoptep: Ykpaiua

Dose: 875 mg/125my

Quantity in the batch; 13698 packs

Dosysanus: 875mr/125 mr

Kirbkicte npomykuii B cepil: 13698 yn

Presentation: Ne 14 (7%2) in blisters

(each blister in pouch)

Registration license No: UA/0987/02/01
Howmep peectpauinroro noceiguenns: UA/0987/02/01

Makysaunus: Ne 14 (7x2)y bricrepax

(xoskeH Brictep y nakeTi)

Batch: G275
Cepis: C278
Manuf Date: 26 09 2023 Approved by:  Nik Ball
Hata supoGHulrsea: 26 09 2023 [MoromkeHo: Nik Ball

Expiry Date: 09 2026

Qualified Person

Tepmid npupatHocTti: 09 2026

YnosHoBaxkeHa ocoba

Disintegration Time 30 minutes maximum (Ph.Eur.) 15 min
PosnagaHHst He Ginbiu vk 30-x8 15 x8
The dissolution of the active ingredients complies with the
requirerents of the Ph.Eur.
Dissolution® (Paddle apparatus method, 75 rpm medium: 900mL
(% declared Amoxicillin and water). Not Tested

Clavulanate)

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

PosuuHerHs®

(% Big aasBneHoro BMIiCTY
amMoKcuLuITiHy | KnasynaHosol
KMCHOTH])

Poauuxerts Jilodux pevosuH Bignosigac sBumoram €.
(MeTop 3 3acTOCYBaHHAM NOTIACHOr0 anapary, 75 ob/xs,
cepepopitite: 900 M soan)

Q = 85% yepes 30 x8.

Kpurepii npuitksarHocti: BignosigHo go €& gns nikapcekol
hopmyt 31 3BUYARHUM BUBINIEHEHHSAM.

He BusHavaioTh

Presence and Integrity.of Film Coat

No gross defects are observed (Visual examination)

Passes Test

HasgHicTs Ta LinicHicTs nniskoBol

ofoneHE He cnoctepiraeThes anavunux gedekris Bignosigae
Equilibrium Relative Humidity? 10.0% maximum 4.8 % wiw
PisHosaHa BigHOCHa BonoricTs 2 Makcumym 10,0% 4,8 % miv
831 to 919 mg per-average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 880.mg
(95~ 105% of declared).
831 - 919 wr Ha cepesHio macy TabnerTky, B nepepaxyHky
Buict amokeuuuniny Ha aMOKCULIUNIH BINbHY KUCOTY. 880 mr
(95-105% sin sasBneHoro)
119to 131mg peraverage tablet, calculated as Clavulanic
Clavulanic Acid Content acid 126.-mg

(95 ~105% of declared).

Bwmict knasynaHoBoii kucnoTu

119.-131 Mr Ha cepeaHio-Macy TabneTkn, B NepepaxyHKy
Ha Knasynaxosy KUCnoTy.
(95-105% Bip, 3aABNEHOrO)
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Product: AUGMENTIN™(BD)

No: 74315

Mponykr AYTMEHTUH™(BD)

Homep: 74315

Type: film coated tablets

importing Country: Ukraine

Tun: TaGneTky, BRpuTi NNigkoBolo 060NOHKOK

Kpaina imnoprep: Ykpaixa

Dose: 875 mg/125mg

Quantity in the batch: 13698 packs

[oaysanus: 875mr/125 mr

Kinskicts npogykuii B cepil: 13698 yn

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

Registration license No: UA/0987/02/01
Howmep peecrpauivinoro noceiguenns: UA/Q987/02/01

Makysanus: Ne 14 (7x2) y 6nicrepax

(koxeH Bnictep v naketi)

Batch: C278
Cepis: G278
Manuf Date; 26 09 2023 Approved by:  Nik Ball
Harta supobauitea: 26 09 2023 Moromiexo: Nik Ball

Expiry Date; 082026

Quialified Person

Tepwmin npuaartdocTi: 09 2026 YnosHoBaxena ocoba
Amoxicillin Dimer (Ph.Eur. J) £1.2% 0.6 % wiw
o - Amoxicillin penicilioic acid (Ph.Eur. D) £1.0% 0.1% wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.0 % whiw
. Penilloic Acid Isomer 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 % whw
Any other unidentified impurity £0.3% 0.1 % wiw
Totat Amoxicillin Related Substances 3% 1 % wiw
Amoikecuuuniy anmep (€0, J) £1,2% 0,6 % mim
o - amMokcuLmnib Nexiuunnoina k-ta (€9, D) <1,0% 0,1 % mim
B -~ amoxcuuuniy nexigunnoiHa k-Ta (€9, D) £1,0% 0,0 % mim
1 : 5 TeHinnoiiHol k=T isomep 1 (€@, E) £1,0% 0,0 % mim
%"ggéﬂ AOMILLKY SMOKCHLIANIRY Meninnoiirol k=T isomep 2 (€, E) <1,0% 0,0 % mim
( ) LukeToninepasiv (€®, C) <1,0% 0,1 % wim
byab-sika iHlLa BigoMa JoMitlKa <1,0% 0,1 % mim
Byab-sika iHwa HeBigoMa AomitLKa <0,3% 0,1 % mim
BaranbHa KifbKICTh CyryTHIX JOMilLoK amokeuuuniny $3% 1 % nim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.3 % wiw
Clavulanate Polymer Acid content e
Homiluky knasynaHoBol KWenoTu: Makcumym 2,5 % m/m no BigHOWEHHIO 40 385BNEHOT Ha 0.3 % wim
noniMep KnagynaHary eTukeTLl KinsKOCTI KNaBynaHoBo! KUCHoTH e
Identification Titanium * A yellow-orange colour appears Not Tested

InenTudbikauin Tutany®

3'aBNAETLCS KOBTO-NOMapaHyeBe 3a6apBneHHn

He Buanavyaiotb

Microbial Test * (Ph.Eur.)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10°CFU per gram
Not more than 10? CFU per gram
Absence of Escherichia coli

Not Tested

MikpoBionoriuna uncrora® ()
BaranbHa KnbKICTE XUTTESAATHUX
aepobis

Baranbha KinbkicTe gphigkia i
rpubis

Marorenu

He Ginwbiu s 10° KYO/r
He Ginbiu Hix 107 KYOfr

BigcyricTs Escherichia coli

Jise!
Ky MEHTIB
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Product: AUGMENTIN™(BD)

No: 74315

[Mpoaykr: AYTMEHTUH™(BD)

Homep: 74315

Type: film coated tablets

Supplied to: Ukraine

Tun: Tabnetky, BKpUTi nNiBKOBOID 0BONCHKOI

JamosHUK: Ykpaika

Dose: 875 mg/125myg

Quantity in the batch: 13698 packs

Loaysanus: 875mr/125 mr

KinbkicTe npoayxuii B cepil: 13698 yn

Presentation: Ne 14 (7%2) in blisters
(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peecTpauiivoro noceigdenHs: UA/Q987/02/01

Makysanus: Ne 14 (7x2) v Gmcvepax
(kookeH Bnicrep y naket)

Batch: €278

Cepia: C278

Manuf Date: 26 00 2023

Approved by:  Nik Bali

[Hata supoBHuuTea: 26 09 2023

MorogxeHo: Nik Bali

Expiry Date: 09 2026

Qualified Person

Tepwin npuaaTHocTi: 09 2026

YnoeHopaxena ocoba

Notes

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

Tablet dimensions are not measured at release.

2. Results maybe taken from in-process control test.

3. Performed on 1 batch in 20.

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

1. Posmipn Tabnetky BW3BHaMAIOTLCH OCHAcTKOIO, WO BUKOPUCTOBYETBCH TIpW npecysaHHi TabneTox,

nepesipsetoes 8 BMR,

Poamipu tabrietku He BUMIPIOIOTLCA NIPU BUTYCKY.
Pesynbrati MoxyTs By TH B3sTi 3 TECTYBaHHA Npy MikonepatfifiHomy KoHTponi.

Bukonyerbcs Ha 1 cepiio 3 20.

LRl

crabinsHocTi BignosigHo GMP.

Bukoryerses 1 pas Ha pik npym sBunycky cepii, ska moxe Oytu subpada sk wWopiyHa cepia Ans BUBYEHHS

| hereby cetify that the information in this cerlificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality 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.

Llum 51 rigreepixyio, WO HaBeseHa iHdopmauis € cnpaExHbolo | TouHow. Cepist npenapaty Byna BATOTORNEHa,
BKIHOUAKOUY NaKYBAHHS T8 KOHTPOMNL SIKOCTI, Ha 3asHaqeHill Bulle eupobruuill pinsHull B nosHil BignoeigrocTi oo
sumor Hanexuol supoBruyol npakrinky (GMP), BCTaHOBREHUX MICLIEBUM DETYIISITOPHUM BIZOMCTBOM, 8 TakoX B

noBHiA  BignoeigHocTi oo cneuudikaLlii,

nepenfaveHux y peectpauiddiin  pokymenTauil  KpaiHu-imnoprepa.

[LokymenTailin cTocoBHO BUpOBHUHOro npouecy, nakysaHHs i axanisy cepil Byna nepesipena, | 6yno BcTaHoBREHO,
ujo BoHa signosigae sumoram HanexHol supobandol npakrukn (GMP).

Date of signature: 27 . 1oi 3
lara nigmicy: 27 0. LR

Signed (Qualified person): /J!ﬁw j ok
Mignuc (YnosHosaena ocoba): 7)’ i "?

Qualified person name and surname: fu i Bhee
M e

im’s Ta lNpissuuie ynosHosaxeHol ocobu:

Worthing Quality Assurance Department
Henaprament 3 3abesnedeHns akocTiBo

Manufacturer:
SmithKline Beecham Ph

eutichid 1

TOKY MEHTIB

Bupobuuk:
CwirKnsiin Bivem ©apma
Knapergon Poys, Bopcinr,
BN14 8QH, Benuka Bpuranis
Homep niuensii #a supobruteo Ne: Mi A 18592
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NEP)KABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitnuunoi Haaii, 3, m.Kuig, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
MPpo AKICTHL BBE3€HOI0 B Y KPaiHy JiKapcbKoro 3acody

29.12.2023 Ne 65827/23/10

AYITMEHTHH™(BD)

(HaliMenyBaHH:A NiKapchbKOTo 3aco0y 3TiHO 3 peecTpaLiiHIM ITOCBLIYCHHSIM)
Ta0J/1eTKH, BKPUTI I1iBKOBOIO 060/10HK010, 875 Mr/125 mr; no 7 Tadaerok y OJicrepi; no 1
OaicTepy B makeri; o 2 nakera y KapTOHHIH ynakoBui

(dpopma BuITycKy, TO3yBaHHS, BHJ] NAKyBaHHSA JiKapChKOT0 3aco0y)
Howmep peectpaniiinoro nocsiguenns UA/0987/02/01 crpox nif peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne C27S Kinekicts BBE3eHOTO MiKapcskoro 3acody 13698

Bupobuuk CwmitKnsitn biuem ®@apmacerotukanc, Benuka bputanis

(HaliMeHyBaHHs BHPOOHHUKA JIIKapCchKoro 3acoby, kpaiHa MOX0/DKEHHS)

Beeseno B Yxpainy ToBapucTBo 3 06MexeHoo BinnoBinanpuictio "I'naxkcoCmitKasiin
DapmachlOTiKaJc YKpaina', inent. kox: 35619519

(mafimenyBanHs Ta xoz 3a CJIPTIOV ropummnunoi ocodu aGo npizsuie, imM's, o 6athkosi Gizpanol
ocobu - MiAnpueMIs, i Micue IPOXKUBAHHS Ta peecTpallifHui HoMep 00IiKOBOT KAPTKHU TUIATHHKA
OZIaTKiB abo cepis Ta HOMEp HacropTa)

Tporokoa Bizyansnoro kontpoao sin 27.12.2023 Ne 4184/6.

3a pesyibTaTaMH JICPKABHOIO KOHTPOJK) BCTAHOBIEHO, [0 JHKapchkuil 3aci6 BBezeHO B YkpaiHy 3

JOTPHMAHHSAM BuMor 3aKOHOABCTBA 00 3a0e3MeueH s SKOCTi JIIKapchKUX 3ac00iB.

B.0. 3aCTYMHUKE
. v d sl 5
HeprxasHoi ciryxGu,
3aco0iB Ta KOHT

o Ipuna LIAJIAMAN

/(nimmc) (inigiany Ta npiseuie)

(nocanosa ocoba opraty. AepasHo

M.IT,




AEPIKABHA CIIYAKBA 3 IIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npos. Ceitmaunoi Hanit, 3, M. Kuie, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EAPTIOY 37078774

BHCHOBOK
Npo SKICTH BBE3€HOrc B YKpaiHy JIiKapchbKoro 3aco0y

31.05.2024 Ne 26202/24/10

AVI'MEHTHH™(BD)
(natiMenyBaHHS Jikapckkoro 3acofy ariaHo 3 peccTpaliiaiM MOCBIAIeH M)
TA0/I€TKH, BKPHTI ILTiIBKOBOI0 060.10HK0M0, 875 Mr/125 mr; mo 7 Tabaerok y Gmicrepi; mo 1
GaicTepy B makeTi; mo 2 maKeTa y KApTOHHIHA ymakoBIi

{{hopMa RHIIYCKY, HO3YRAHHA, BRI TIAKYRAHHA TKAPCEKOTo 3ac00y)
HoMep peectpanitiore nocpimaenns UA/0987/02/01 crpok aii peectpanittsoro nocsimaenna 01.01.2099
Cepia mikapcekoro sacoby Ne PL7E KinekicTs BBe3€HOTO Nikapcekore sacoby 14130

Bupofuux CumitKnaita bigem PapMacerorakanc, Bemmka bpuranis
(naliMenyRannA RUPOSHHKA NMIKAPCEKOrD 2acoly, Kpaina noxXopxenrs)

BBeseHo B VipalHy TorapucTBO 3 06MekeHOI0 BimmosigaabHicTIO "T1akcoCMiTK 19itH
MapmaceioTikance Ykpaiaa", inenr. xog: 35619519
(HaliMenyRarms Ta Koj 33 CJIPIIOY opaauaroi ocobn abo mpizsrme, iM's, 0 Gaterori izmanol
0coBH - minmpHeMId, ii Miclie MpoXUBAHHA Ta peecTpalitinnii HoMep 061ikoBOT KAPTKH ILTATHHKA
noAaTKik abo cepis Ta HoMep macmopTa)

IpoTokos Bisyaasaoro kenrpemo six 29.05.2024 Nz 1489/2.

3a pesyIETaTaMH ASpKABHOTO KOHTPOJIC BCTAHOBMAEHO, INO JHKApehkmid 3aci0 BBeseHo B Ykpainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA IIONO 3a0€3CUeHHA AKOCTI TIKAPCHKEX 3ac00iB.

Bixtrop CTE®KIBCHKUHA

(iniuiany Ta npissrue)




Quality certificate

Ceptudpikar siKocTi
Product AUGMENTIN™(BD) No: 74715
MpoayxT: AYFMEHTUH™(BD) Homep: 74715

Type: film coated tablets

Importing Couniry: Ukraine

Tun: TabneTkw, BKPUTI NNIRKOBOIO 0BONOHKOIO

Kpalna imnoprep: YepalHa

Dose: 875 mg/125mg

Quantity in the batch: 14130 packs

Aosyeanda: 875mr/125 mr

Kinskicts npopykuil B cepll; 14130 yn

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

Registration license No: UA/0987/02/01
Homep peecTpauiifvoro nocBiaveHus: UAMSS7/02/01

Makyeanun: Ne 14 {7x2) y OnicTepax
{xoweH Gricrep y nareri)

Batch: PL7E

Cepis: PLTE

Manuf Date: 15 03 2024

Approved by:  Stephen Ramsden

[lata supoBhuuTraa: 15 03 2024

TMoropxeHo: Stephen Ramsden

Expiry Date: 03 2027

Qualified Person

Tepmin npugaTnoct: 03 2027

YnoBHOREEHE ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid;
1 tablet contains: Amoxidiliin {in the form of amoxicillin trihydrate) 875 mg, clavulanic acid {in the form of potassium

clavulanate) 125 my.

Cuna gil/AkTHeHicTS: [Jioqi peqoBuHW: amDXCHMLUMIIH Ta KNaeynaHoBa KMenoTa;
1 TabneTka mictiTe amokeulmniny (y dopmi amokcumnivy Tpurigpaty) 875 mr, knasynaHosol kucnoTy (y cdopmi kanio

knapynasary) 125 mr.

JEST LIKITS RESULTS
HavimeHy BaHHs TOCTY HonycTumi HopMK Pesynetaty |
White or off-white capsule-shaped, fllm coated tablef,
dehossed with ‘A C' on both sides with a scoreline on one
Dascription slde, Passes Test
{Approximately 21.5mm by 10mm and 7 to 8.3mm thick*.
The total nominal waight is 1482mg.)
Blna abo Gina 2 pigrinkom, BkpUTa nNiBKoBOK: 0GONOHKOIO,
kancynsHot hopmMn 'raﬁnsnca 3 niuiem poenomy 3 OpHOro
Goxy ‘T2 moHorpamoo A Ca-nbox-Gaoxle. i :
e (MpHGrAaHO 21,5 My AGENEIHGD, 10, HRanpiHOIo | 7-8,3 EADosines
MM Toau.muow‘. ‘-‘ 2% TS
CymapHa Homi W Tadridrm
§ LUH\ MEITIB w
Identification A {HPLC) Retention tim ocrﬁ Iﬁfnh thes mlcgs \ Passes Test
Yac yrpuman aIxka Sﬁrﬁﬂ-&a faacy puuyﬂm
IzerTvcbikauin A (BEPX) s e ’\k\ﬂj\ = 0 Blgnosinae
TLC: Retention R W’mbla t? je{o}/oe
Identification B (TLC or IR or NIR) IR: spactrum chal e > -‘_ Paszes Test
NIR: Spectrum comparable to standard.
TUIX: Yac yTpUMAaHHA NOPIBHAKO 3i CTAHABPTOM.
!g.lar;mq:lnamn B (R s IHoun IM-cnekTpockonin: XapakTopueTHka crnextpa. Bigroeipae
BlY-cnexrpockonia: CnexTp nopiaHiDeTsCA 3l CTaHZapTOM.
Uniformity of Welght? Complies with requirements of the Ph. Eur. Passes Tost
OanopigHicTe macw? Blgnogigae sumoram Ed Blanoeigae
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Product: AUGMENTIN™(BL)

No: 74715

NpogyxT: AYTMEHTUH™(BD)

Homep: 74715

Type: film coated tablets

importing Country: Ukraine

Tun: TaGnetin, Bxpur] nnlBrOBOI0 0BONOHKGIO

KpaTua imnoprep: Ykpalia

Dose: 875 mg/125mg

Quantity in the batch: 14130 packs

AosysanHa: 875mr/125 mr

Kinokicts npogykUii & cepil: 14130 yn

{each blister In pouch)

Presantation; Ne 14 (7x2} in blisters

Registration licensa No; UA/0887/02/01
Homep peectpatiiHoro noceigwenHa: UA/0S87/02/01

{xoxeH Bnicrep v nakeTi)

MaxyeaxHn: Ne 14 (7x2) y Gnicrepax

Batch: PLYE

Cepin: PL7E

Manuf Date: 15 03 2024

Approved by.  Stephen Ramsden

| Aara supobruurea: 15 03 2024

NorompkeHo: Stephen Ramsden

Expiry Date: 03 2027

Qualifled Person

Tepmls npuparHocti: 03 2027 ¥YnosHoBaxeHa ocoba
Dieintegration Time 30 minutes maximum (Ph_Eur.) 15 min
Posnapants He 6inbLu Hbk 30 xB 15 xB
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.
Disgolution® (Paddle apparatus method, 75 pm medium: S00mL

{95-105% Bip, 3ansnesoro)

{% dectared Amoxicillin and water). Mot Tested
Clavylanate) Q = 85% within 30 minutes.
Acceptance criterla: According to Ph.Eur. for conventional
dosage farm.
PoavnHenHA Aok pevorvH Bignoeinae sumoram €9,
PosunHonuaA® (MeTog, 3 3aGTOGYBaHHAM NONECHOIG anapaty, 75 ob/xs,
(% eig sasneneHoro BMicTY cepsnouwe: S00 mn roawn)
amoxcHLMnIHY | knasynarosol Q1 = 85% yepes 30 xs. ERRHSHERTE
KHCNGTH) Kpurapil npuiinamiocTi: pignosigto ac €9 anA nikapeerol
dopMu 2l 3euvailiim BuBIHEHEHHAM,
Presence and Integrity of Film Coat | No gross defects are observed (Visual examination) Passes Test
HasexicTs Ta yinichicms nniakaeaol L
aBor il He criocTepiraereca axaunux gedexris Bianosinae
Equllibrium Relative Humidity* 10.0% maximum 5.0 % wiw
PleHosawua slaHOGHA BonoricTs 2 Marcumym 10,0% 5,0 % mim
831 to 919 mg per average tm
Amoxicillin Content Amoxicillin free acid 871 mg
(95 - 105% of decla / il
831 - 919 M na cepajim Maty raoneTiv, llai : B
Buicr amoxkcuumniHy Ha aMoKcHLUMNIH sin Cil | 871 wmr
{95-105% &lp aasnn YE a ﬂ M }
119 to 131myg per a tablet, calculated as ce;i@ e
Ciavulanic Acid Content / 125 my
(95 = 105% of decla i \\ o
1-8% \
119 -131 Mrha oepep.mo famb% HKY
BMicT KnapynaHosol kuanoTw Ha KNaByNaHOBY KUCIOTY. Ha > 125 wr
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Product: AUGMENTIN™#{BD)

No: 74715

Mpoaykr: AYTMEHTUH™(BD)

Homep: 74715

Type: film coated tablets

Importing Country: Ukraine

Tun: TaBneTku, BRPUTI NNiBKOBOIK 00ONOHKOIO

Kpaina imnoprep: Yrpaina

Dose: 875 mg/125mg

Quantity in the batch: 14130 packs

Dosysanua: 875mr/125 mr

Kinbxicts npoaykUil B copil: 14130 yn

Presentation: Ne 14 (7x2) In blisters

{each blister in pouch)

Registration license No: UA/0987/02/01
Homep peecrpadiiidoro noceigqenna: UA/QSB7/02/01

NaxyeanHA: Ne 14 (7x2) y Bnicrepax

{koxeH BnicTep y nakeTi)

Batch: PLYE

Cepin: PL7E

Manuf Date: 18 03 2024

Approved by:  Stephen Ramsden

fara pupobuuurea: 15 03 2024 TlorofxeHo: Stephen Ramsden
Expiry Date: 03 2027 Qualified Person
Tepmin npuaarHocri: 03 2027 YnoBHOBa¥eHa ocoba
Amaxicillin Dimer (Ph.Eur. J) =1.2% 0.6 % whw
o - Amoxiciilin penlcilioic acld (Ph.Eur. D) =1.0% 0.1 % wiw
B - Amoxlciltin penlelliole acld (Ph.Eur. D) £1.0% 0.0 % whw
Penilloic Acid Isomer 1 (Ph.Eur, E) £1.0% 0.0 % wiw
Amoxicllin Related Substances Panilloic Acid [somer 2 (Ph.Eur. E) <1,0% 0.0 % wiw
(HPLC) Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified imptrity ' =1.0% 0.1 % wiw
Any other unidentified impurity =0.3% 0.1 % wiw
Total Amoxicillin Related Substances 3% 1 % wiw
Amorcuumnin gumsp (€D, J) £1,2% 0,6 % mim
o - amokeuuwnli neHluMnnroiida k-ta (E€P, D) 51,0% 0,1 % mim
B - amokcHUUniH neHluvnnoita k-ra (€¢, D) <1,0% 0,0 % mim
i 5 i MexinnoAngr k-TH isomep 1 (€¢, E) =1,0% 0,0 % MM
%yé‘g(" AOMILUE AMOkCHLKHY MaHinnoliHo! K-TH isomep 2 (€, E) £1,0% 0,0 % M/
( ) Awvketoninepasiv (Ed, C) =1,0% 0,1 % mwim
Eyab-Aka iHWa BiaomMa AoMiLKa 21,0% 0,1 % mim
Byab-sika iMwwa HeBigoma AoMiwka 50,3% 0.1 % maim
3aransHa kinbkicTs cynyTHIX poMmluiok amokcHUMIHY $3% % Mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labelad Clavulanic 0.4 % wiw
Clavulanate Polymer Acid content
Homliuiku KnasynaHoBOl XMCNOTH: Maucumym 2.5 % m/m no slaHOLLeHHIO A0 38ABNSHON Ha 0.4 % mim
noslMep knasynaHaty eTukeTLi xinbkocn Knasynasosol % ‘:’_‘._Ofm
AN
Identification Titanium * A yellow-orange colour appea LA 2 \ Not Tested
IL\H\ VEHTIB ?.-\\,
v \F
laeHvudlkauis Turany* 3'ABNACTLCA KOBTC-NOMAPa ﬁﬁ@i‘i M |EJl  He suanavaioms
5 1G]
\ -'H / ‘“".-’I
Microbial Test* (Ph.Eur.) . AN . /
Total Aerobic Micrabial Count Not mora than 10° CFU par gral 18 )
Total Yeasts and Moulda Not more than 102 CFU per gram \“ ‘\/ Pol, Teated

1-‘31 M.

Pathogens Absence of Escherichia colf

MikpoGlonoriuna unctota® (E¢)

SaranbHa KinbKICTh MUTTESAATHUX He BinbLu Hix 10° KYOIr

aspobis

3aranbHa KineklcTb Aphiaxds | He Ginkiu Hix 10% KYO/r P Bpsthatisiony
rpubis

NaToreHu Blacyruicte Escherichia coli
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Product: AUGMENTIN™(BD) No: 74715

NpoaykT: AYTMEHTUH™(BD) Homep: 74715

Type: film coated tablets Supplled to: Ukraine

Twn: TAbNeTkY, BKPUTI NNiBKoBOI0 0CONOHKOID JamoBHUK: YKpaiHa

Dose: 8756 mg/125mg Quantity in the batch: 14130 packs

Hoayeauna: 875mr/125 mr Kinekicte npoaykuii B cepil: 14130 yn

Presentation: Ne 14 (7x2) in blisters Registration license No: UA/09887/02/01

{each blister in pouch) Homep peccrpauiiiHoro noceiguenHs: UA/0987/02/01

MakysauHs: Ne 14 (7%2) y Brictepax
{koxeH 6nicTep y nakeTi)

Batch: PL7E

Cepisn: PLTE

Manuf Date: 15 03 2024 Approved by:  Stephen Ramsden

[arta supobuuuTtea: 15 03 2024 MorogxeHo: Stephen Ramsden

Expiry Date: 03 2027 Qualified Person

TepwmiH npugaTHocti; 03 2027 YnosHoBaxeHa ocoba
Notes

i. Tablet dimensions are defined by the tooling used for tablet compression which is varlf ed in the BMR.
Tabiet dimensions are not measured at release.

2. Results maybe taken from in-process control test.

3. Perfarmed on 1 batch in 20.

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

MpamiTew

1. Poamipv Tabnetkn BuaHauaidTBCH OCHACTKOK, LU0 BUKOPUCTOBYETLCA NpM MpecyBanHi Ta@nevok, naxa
nepesipsetbed B BMR.
Poamipu Tabnatim He BUMIpIOIOTLCA NpPLE BUNYCKY.

2. PesyneTarih MoxyTb GyTi 83T 3 TECTYRAHHA Npu MbkonepauiiHoMy KOHTRpoNI.

3. BukoHyeTbcs Ha 1 cepio 3 20,

4. BuKoHyeThCsi 1 pas Ha pik npu punycky cepii, Aka moxe GyTw BuGpaHa sk LWoOpiuHA Ccepin ANA BUBMEHHA
crabineHocti eignosiaHo GMP.

| hereby certify that the information in this ceriificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Markeling 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.

Unm 5 niaTeepaxyio, Wo HaBegeHa iHdopwmalla e cnpaBkHboio | TouHow. Cepla npenaparty Gyna BWArOTOBNEHA,
BRIIONAIOUW NAKYBAHHA T4 KOHTPONb SKOCTI, Ha 3asHauyeHIH avtie BAPOBHMUIA AiNBHVL B NOBHIA BigNoBIAHOCT A0
eamor HanexwHoi supoBHUYOT npaktvkm (GMP), BcraHOBNEHUX MiCUeBUM PerynATOpHUM BIAOMCTBOM, a TaKoX B
noBHiii BipnosigHocTi A0  cneuudikauii, nepeaBaveHux Yy peecTpauiiiniii  AokymenTauil  kpalu Tepa.
JloxymenTaLja cTocoBHO BUPOGHWYOTO NpoLiecy, nakypaHHs i aHanisy cepil Syna nepesipeHa, i Oyno eHo,
Lo BOHA piAnoBiaae sumMoram HanexHo! supoBHuyol npaktukm (GMP).

Date of signature: Zc\ > 4_ 2

Hfara nipavcy:

Signed (Qualified person): |
Mianuc (¥YnopHoeaweHa ocoba): E »

‘ Quallfied person name and surname:

; flenaprameHT 3 sabezneveHHA AkecTi Bopeivr

Y+ Manufacturer:
SmithKline Beecham Pharmacauticals,

Clarandon Road, Worthing,
BN14 8QH, United Kingdom
: MIA Number; MIA 10592
Steve Ramsden D
Qualified Perso | BupoGhuk:
CwiTKnsiH BiveM CapMachlOTHKANC,
KnapengoH Poya, Bopcinr,
BN14 BQH, Benuka Bpurania
Homep niueHail Ha BupoGRuuTRo Ne: MIA 10592
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Quality certificate
Ceptudhikar skocri

Product; AUGMENTIN™(BD) No: 74835

Mpogykr: AYTMEHTWH ™{(BD) Homep: 74835

Type: film coated tablets Importing Country: Ukraine

TN TabNeTkW, BKPUTI NNIBKOBOIO DBOTIOHKOIO Kpaika imnoprep: Yipaiva

Dose: 875 mg/125mg Quantity in the batch; 14040 packs

BoaysaHka: 876mMr/125 mr KinbkicTs npogyxuii B cepii: 14040 yn

Presentation: Ne 14 (7x2) in blisters Registration licenze No: UA/0987/02/01

each biister in pouch) Homep peecTpayiiinoro nocsiguenua: UA/OS87/02/01

Makysaxna: Ne 14 (7%2) y Gnictepax
| (koxen GnicTep y nakeri)

Batch: TJoX

Cepia: TJOX

Manuf Date; 29 04 2024 Approved by:  lan Bevan

data upobunyTtea: 28 04 2024 MNoropxeHo: lan Bevan
Expiry Date: 04 2027 Qualified Person
Tepmid ipunarHocyi: 04 2027 YnosdosaweHa ocoba

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

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

Cuna alifAkTnBHicTb: Biovi pedYosrHm; AMOKCMLIWNIH Ta knasynaHosa kucnoTa;

1 rabnetka mictuTs AMOKGHUMNIHY (y thopmi amorcmnivy Tpurigpaty) 875 mr, knasynaHoBol KucnoTy Ly popuii kahiio
Knasynanary) 125 mr.

TEST LiMiTs RESULTS
Halimenyeannn recty Jonyetumi Hopmu Pesynbratu

White or off-white capsuie-shaped, film coated tablet,
debossed with ‘A C' on both sides with a scoreline on one
Description side. Passes Test
{Approximately 21.5mm by 10mm and 7 19-8.3mm thick.
The total nominal weight is1482mg.)

bina abo Gina 3 BILTIHKOM, BKPUTA NHIEKCAOW oboncHkac,
KancymbHOT chopmu TabineTka 3 nivielo poanomy 3 ogHoM

Onuc Goky Ta moHorpamor A C 3 aBox Goxis.

(Mpubnuano-21,5 mm gosxHo, 10 Mm LWnpuHo i 7-8,3 Bianosigac
MM ToBWNHOW!,
CymapHa HoMIHanLHa rara Tabnerkn 1487 M)

Identification A (HPLC) Retention time complies with those references

e Hac yTpumantA spaska siznosigas yacy yrpumadHs

lneHTuchikauin A (BEPX) cTannapTa,
TLC: Retention time comparable to the reference.

ldentification B (TLC or IR 6r NIR} |IR: spectrum characteristic.

NIR: Spectrum comparahlé t6 standaid.

TLUIX: Yac yrpumanns NOpiBHAHO 3] CTakAapTOM.

L.;xﬁ;)lmd;maum B (THGHM H s |Y-caekrpockonia: Xapaxrepucrika cnekTpa. Bignoeigae

Bi-cnexTpockonia: Criektp nopisHioeTscs 3l CYanaapTaMm.

Uniformity of Weight= Complies with requirements of the Ph. Eur. Passes Test

Of{HOPIEHICTS Macu? Bianopipae BuMoram €0 Bignosipae

Page/Cropitka 10f/a 4
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Product: AUGMENTIN™(ED) No: 74835

MNpoayxr: AYTMEHTUH™(BD) Homep: 74835
Type; film coated tablets Importing Country: Ukraine
Twit: TaGAETKW, BKPUTI NNIBKOBOIO 0BONOHKOID KpatHa imnoprep: Yipaina
Dose: 875 mg/125mg Quantity in the batch: 14040 packs
03YBaHHA: 875mr/125 mr KinbkicTs npoaykuii e cepit: 14040 yn
Presentation: Ne 14 (7x2) in blisters Registration license No: UA/0987/02/01
|_{each biister in pouch) Homep peecrpauiikoro noceigueHns: UA/QS87/02/01

MakysanHs: Ne 14 (7x2) y Gnicrepax
(koxkeH BnicTep y naxeti)

Batch: TJ8X
Cepia: TJOX
Manuf Date: 28 04 2024 Approved by:  lan Bevan
| Hara eupoBHuiraa: 29 04 2024 Morofxero: lan Bevan
Expiry Date: 04 2027 Qualified Person
|_Tepmix npnaatHocTi: 04 2027 YnosHosameHa ocoba
Disintegration Time 30 minutes maximum (Ph.Eur.) 15 min
PaanaganHa He Binbw Hix 30 xs 16 x8
The dissalution of the active ingredients complies with the
requirements of the Ph.Eur.
Dissolution® {Paddle apparatuz method, 75 mpm medium: 900mL
(% declared Amoxicillin and water). Mot Tested
Clavulanate) Q = 85% within 30 niinutes.
Acceptance criteria;. According to Ph.Eur. for canventionat
dosage form.
PoauuHEHH pilouux pevosiH sifnosigae sumoram €,
Po3unkrenHs® (MeTopa 3 3acTOCYBAHHSM NONACHOMO anapary,; 75 obixg,
(% Big 3anBNeHOro BMiCTY cepegosuLye: 500 mn Bogu)
aMoxeHUKnINY | kKndpynanosol Q = 85% 4epes 30 xs, He Byanaqaiors
KUCNOTK) Kpurepii npuitnatrocTi; innosiakoe fo Ed Ans nikapckkoi
hOpMU 31 ABUMARHUM BUBINbHEHKAW.
Presence and Integrity of Film Coat | No gross defects are ohserved (Visual examination) Passes Test
HaseHicTe Ta yinicHicTe nniexesor ; . . :
0BONOHKY & He cnocTepiraeTsea aHauHux gederTin Bignosigae
Equilibrium Relative Humidity? 10.0% maximum 4.6 % wiw
PisvoeawHa BiaHOCHa BostoricTh 2 Marcumym 10,0% 4,8 % mim

831 to 819 mg per average {ablet, calculated as
Amaoxicillin Centent Amioxiciilin free acid 874 mg
(85 — 105% of declared),

831 - 919 mr Ha cepeaHic macy TabneTky, B nepepaxyHiy
Bmict amokcuumniny Ha AMOKCULYANIM BINBHY KUGHOTY. 874 mr
{96-105% Bsin, 3anenaHoro}

119 to 131mg per average tablet, calculated as Clavulanic
Ciavulanic Acid Content acid 124 mg

(95 — 105% of declared). )

119 -131 wmr H#a cepeghio MAcY TabnieTku, B nepepaxyHiy
BuicT knaeynaHosoii kuonotu Ha knaBynaHaBy KUCNOTY.

(95-105% siy 3ananesora)
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Product; AUGMENTIN™(BD)

No: 74835

MNpoaykt: AYTMEHTUH™(BD)

Homep: 74835

Type: film coatad tablets

Imperting Ceuntry: Ukraine

Tun: TabneTki, BKpUTI NNiBKOBOI0 060NOHKOID

Kpaika imnoprep: Yrpaina

Dose: 875 mg/126mg

Quantity in the batch: 14040 packs

| AcayeaHua: B75mrf125 mr

Kinsxiets npogykuit 8 cepii: 14040 yn

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

Registration license No: UA/987/02/01
Homep peecTpauifiioro noceinvenHs: UA/G987/02/01

Makysanna: Ne 14 (7x2) y Bnicrepax

(koxen BricTep y naketi)

Batch: TJgX

Cepia: TJOX

Manuf Date: 29 04 2024 Approved by:  lan Bevan
fAara pupobruuraa: 20 04 2024 MoroaxeHo: fan Bevan

Expiry Date: 04 2027

Qualified Person

Tepmit npupaTHOCTI: 04 2027

YnosHosaxeHa ocoba

Page/Cropitid 2

Amoxiciliin Dimer (Ph.Eur, J) =1.2% 0.4 % wiw
& - Amaxicillin penicilloic-acid (Ph.Eur. D) £1.0% 0.1 % wiw
B - Amaxicillin-penicilloic acid {Ph.Eur. D} <1.0% 0.0% wiw
. Penilloic Acid Isomer 1 (Ph.Eur. E) 51.0% 0.0% whw
Amoxicillin Related Substances Penilloic Acid Isomer 2 (Ph.Eur. E) £1.0% 0.0 % wiw
(HPLC) Diketopiperazine (Ph,Eur. C) -S1.0%. 0.5 % whw
Any other identified impurity =1.0% 0.1 % wihw
Any other-unidentified impurity =0.3% 0:1 % wiw
Totai Amoxicillin Reiated Substances <3% 1 % wiw
AMOKCHUNIIH pumep {€D, J) T <%,2% 0,4 % mim -
a - amMoKCHUMAIH nediyannoita k-ra (€, D} =1,0% 0,1 % mim
B = amokcHUmMAin neriyunnoiika k-ta (€0, [#)} £1,0% 0,0 % mim
G : : . MeHinnofHo! k-Tv laomep 1 (Ed, £) £1,0% 0,0 % mim
Byé';;”' ACMILIKM aMOKCHLNIHY Mexinneinot k-Tu isomep 2 {(E®, E) <1.0% 0,0 % m/m
( ) AukeToninepaain (E®, C) =1,0% 0,0 % m/m
Bynb-axa iHwa sigoMa fomilka =1,0% 0,1 % M
Byab-AKka iHWA HesigomMa- LoMILIKA - 50,3% 0,1 % mim
JaranbHa KinNbKICTh GYNYTHIX AoMituck AMOKCHUMNINY 3% 1% mim
Clavutanic Acid Impurities: 2.8% wiw maximum with respect to the labeled Clavulanic 0.4 % wiw
Clavulanate Polymer Acid contenl =t A
Aomiwkn knasynaxosai xuenotn: Makcumym 2,5 % m/m no sigroweHH:C A0 3aABREHOT Ha 0.4 % wim
NosiMen xnaeBynaxary STHKETL KINLKOCTI KNABYNaHOBOI KNGAOTH e
Identification Titanium * A yeilow-orange colour appears Not Tested
IpenTudbikayin Tutany? A'ABIRETLCR KOBTC-NOMAPAHYERE 3afapaneHHn He BuaHauawoTs
Microbial Test* (Ph.Eur.)
Total Aerabic Microbial Count Not mare than 10° CFU per gram Not Tested
Total Yeasts and Moulds Not more than 107 CFU per gram otie
Pathogens  Absence of Escherichia coff
MikpoGtonoriuna uucrotat (Ed)
3aranbHa KnbKicTs XMTTEanaTHNX He 6inbws Hix 10° KYOir
‘aepobis S y
3aranbia KinskicTe gpixaxis i He Ginbui #idic 102 KYO/r He Busnavarors
rpubie
farorequ ‘BigeyrHicts Escherichia coli




Product: AUGMENTIN™(BD} No: 74835

MpogykT: AYTMEHTUHTM(BD) Howmep: 74835
| Type: fiim coaled tablets Suppiied to: Ukraine
Tun: Tabnerkw, BEPUTI MNiBKOBOIC OBONOKKOK 3amoBHuK: Ypaida
Daose: 875 mg/125my Quantity in the batch; 14040 packs
HoayBaHua: 875m/125 mr KinskicTe ApogykLii B cepil: 14040 yn
Presentation: Ne 14 (7x2) in blisters Registration license No: UA/0987/02/01
{each blister in pouch) Homep peecTpauiiinore nocsigyents: UA/O987/02/04

NawysanHa: Ne 14 (7x2) y 6nictepax
(koxeH BricTep y nakeri)

Batch: TJOX
Cepin: TJOX
Manuf Date: 29 04 2024 Approved by:  lan Bevan
&ra BupobHvuTea; 29 04 2024 Morogxeno:; lan Bevan
Expiry Date: 04 2027 . Qualified Person
TepsiH npupatHocti: 04 2027 YnoBHoBaueHa ocoba
Notes

1. Tablet dimensions are defined by the taoling used for tablet-compression which is verified in the BMR,
Tablet dimensions are not measured at release.

2. Results 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 anmial GMP siability bateh,

Mpumiten
1. Posmipn Tabnetkn BuaxauaioTLCs OCHACTKOW, WO BUKOPMCTOBYETEGA NpU. npecysanii TabneTor, .aka
nepesipsieTbc B BMR.
Posmipu TaBnetsn He BAMIPIOKOTLEGA NpK BUNYCKY.
Pesynbtati momyTh ByTH B3AT] 3 TECTyBaHHA Npy MikonepallifiHoMy KOHTPOTTE,
BukeHyeThes Ha 1 cepio 3 20.
Bukosyetoen 1 pas Ha pik npu aunycky cepil, aka mome 6yt Bubpana HK wopiuHa cepis AN BUBUEHHN
‘¢TabilnbHocT BifinosigHo GMP,

W

! I'hereby certify that the information in this certificate is authentic and accurate. This. bafch of product has been
: manufactured, including packaging/labelling and quality conirof 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.

Hum A nigteepamyio, wo Hasenena IHHOPMALLRA & CrPaBKHEQI0 | TOUHOIO, Cepist npenaparty Syna suroToenaxa,
BRINCYEIONN NAKYBAHHA Ta KOHTPGML AKOCT, Ha 3asHayeHill Buue BUPOOKWIA AiNsHIUL B nosHilk . BignosigHocTi no
suMor  HanexHo! BupoBRUY0T ApakTiku (GMP}, mcranosnenux micLiesum PerynatopHinm BIZOMCTBOM, a TakoX B
noBHid  BigrosigHocTE po cneundikauif, nepeaBauennx y peecTpayifHiil - gokymenTauil kpaiHu-imnoprepa.
Hokymenralja ctocosHo BupeBHUYOro npodecy, nakyeanHa | adanisy cepii Byna nepesipeHa, i 6yno ectaHoBReHo,
WO BOHA BignoBigae sumoram Hanexuoi BUPOBHUIGT npakTukm - (GMP). ol

Date of signature: -} o€, - wicsie Signed (Qualified persan):.
[aTa nignmcy: D el « Mianune (Ynoarosameta ocoBa):

p &
Qualified person name and surname: ' .?mw;’u
l34"4 Ta [Mpissyile ynopHOBMKEHAT OCaBM: | ivu, S s

Worthing Quiality Assurance Department
iy AenapramenT 3 2afeanexann axocTi Bopcinr

! Manufacturer:
: SmithKline Beecham Pharmacetiticals,

Clarendon Road, Waorthirg,
BN14 8QH, United Kingdom
MiA Number: MIA 10592

A BupobHux

CMiTKNsitn Bivem PAPMECEHOTURANIC,
KnapenacH Poya, Bopciwr,

BN14 8QH, Benwga bBputania o
Homep niueHaii ka BupoBHULTao Ne: MIA 10597
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HAEPKABHA CIIYKBA 3 JIKAPCBKHUX SACQBI{B-TA KOHTPOJIIO 3A
' HAPKOTUKAMMU Y KHIBCHKIH OBJACTI
fpos. Carnwukol Hanlil, 3, m.Kuie, 62099, tén/dake: ((44) 363-06-50
E-nil: dis ko@dis.govius, Kon CAPITOV 37078774

BHCHOBOK
PO SKICTH BBE3CHOIo B YKpainy JikapesKoro 3acoby
25.07.2024 Ne 36181/24/10
AYITMEHTHH™(BD)

(madtveryBainis jiikapckkore 3acoly sriano 3. peetTpaniiinm TOCRIZMENHAM)
TabaeTen, BRPATI wiisKkoBo1o o6oaonikow, 875 Mr/125 mr; o 7 rabaerox y Gaicrepi; mo 1
fanicTepy B naxeri; po 2 MAKeTa Y KApTOHHIN yHAKO B

P, i

{hopma BRIYCKyY, AOIYBATEN, BHI N3KYBAKHE HIKApCLKOTD 32000y )
Heumep pecerpaniiinors noceimicuns UANORTO2/0] crpox pii pecerpanifinoro nocsinmenna 01.01.2099
Leplamixaperiors sacoby No TJ9X KiiBEiets BRdasnors Rikapeskoro sacaly 14040

Bupobux CumitKnsiin Bivem Papmacsiotikanc, Benvka Bputauis

{udiMeny BatBl BUPOBHIKA JIKapChKoro 3acely, Kpaina noxoJuxeis)

Beezeno & Yrpaluy Topapuerso 3 obyekenow sianosigaasnicrio "TirakcoCmirKnaity
_PapmacewTirase Yepaiaa'', inesr. xom 35619519

(tHaitvesysanna 1 kom 34 CAPTIOY ropuanvnol ocobu abo mpizsile, iM'z, no Garsxosi
Qisraol ocolu - mianpaesity, I Micle DpomKYBIH ta Pecorpamtiinmii uomep obikesol
KapTkel [0THAKS TONATKE 280 Cepig T4 HOMep DacnopTa)

{Iporoxen sisyansnoro xourpomo sig 24.07.2024 Ne 2142/4,

3a pesyaRTATAMIE LEPKABIIONG KOWTPONO RCTAWOBRCHO. WO RHAPCHKIH 3uci6 Eeéscno B Vipaiy
AOTPBEMAHHAM BuMOT 3aK0HOAABCTER ILOR0 3aBeMTeUemas AKOETE. JKAPCHIX 3acobis,

g CPht
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Quality certificate

Ceprudikar sixocTi
Produst AUGMENTIN®@0) No: 75042
[ NOpoaykr: AV MEHTUH™(BD) Homep: 75042
‘|_Type: film coated tablets Importing Country: Ukraine
| Ten: TaBrerin, BXpuTi nRiBkoBoIo abonoHkon Kpaina imnoprep: Ykpaiva
Dose: 875 mg/125mg Quantity in the batch: 14080 packs
HoayeanHn: 875mr/125 mr KinbkicTe npogyxuii 6 cepii; 14080 yn
Presentation: Ne 14 (7x2) in blisters Regisiration license No: UA/GSB7/02/01
|_{each blister in pouch) Homep peecrpatifinoro nocsiguerns: UA/Q987/02/01
MakysauHs: Ne 14 (7%2} y Gnicrepax
|_{kOeH BricTep y nakeTi}
Batch: XWow
Cepig; XWaw ]
. Manuf Date: 22 67 2074 Approved by, Sandra Hockett
fara supoBhuuTea: 22 07 2024 Moromxero: Sandra Hockett
Expiry Date; 07 2027 Qualified Person
Tepmid npraatHocT: 07 2027 YroBHOBaMeHa ocoba ]

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

1 tabiet contains: Amoxicillin {in the form of amexicillin tihydrate) 875 mg, clavulanic acid {in the form of potassium
clavulanate) 125 mg.

‘Cwva giifAKTUBHICTE: iyl peyoBUHU: aMOKCULUITIH Ta KNaBynaHoBa KMCNoTa;

1 rabnetka mictuTs amMOoKCALMAIHY (y thapmi BMOKCUMAIHY Tpurinparty) 875 mr, Knasynaxosol kicnot (y dbopwmi-kanio
Knasynanary) 125 mr,

TEST ' ~ LIMITS RESULTS
HaltmenyBawns Tecty Honyctimi Hopwn PeaynkTaT
White or off-white capsule-shapad, filrm coated tablet,
debossed with ‘A G’ on both sides with a scoreline on ane
Dascription side. Passes Test
(Approximately 21.6mm by 10mm and 7 to 8.3mm thick®.
The total nominal weight is 1482mmig.)
Bina a0 Gina 3 BITIHKOM, BXPUTA MNiBKOBOIO oBonoHkoa,
KancyneHol opmu TaiineTxa 3 nidien poanoMy 3 ogHoro
; BoKy T2 MoHorpamalo A C 3 oBax 6okis, S
Onue ({TpubnusHo 21,5 mm AOB¥AHOW, 10 MM tWupuHoio | 7-8,3 Biarosigae
MM ToALMHOIR!,
CymapHa HoMiNansHa aara Tabretiu 1482 wr)
ldentification A (HPLG) Retention time complies with those referancas Passes Test
-— ]
o Yac yTpumanns apaaxa BiAnamigae uacy yTpuManua
meﬁmwdumaum A (BEPX) crangapra. Bianosigae
TLC: Relention time cemparable to the reference.
Identification B (TLG or IR or NIR) IR: spectrum characteristic. Passes Test
NIR: Spectrum comparabie to standard.
TUWIX: Yac yTpumanis nopiensHo ai CTaHAaPTOM.
g'zf;rmpmaum BT s |4-criekrpockonis; XapakrepucTuka cnexrpa, Bignosigae
BIY-cnexrpockonia; CnexTp nopisHeThes si CTAHAAPTOM,
Complias with requirements of the Ph. Eur. Passes Test
};‘;‘mz Bianosigae sumoram ¢ Biancsigae
Lt J
g Page/Cropitika 1offz 4
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Product: AUGMENTIN™(BD)

“No: 75042

| MpoaykT: AYTMEHTUH™(BD)

Homep: 76042

Type: film coated tablets

Importing Countyy: Ukraine

Tum: Tabnetkn, BRPUT AMBKOBOIO OBGNOHKOH

Kpaita iMnopTep: Yrpaina

Cose: 875 mg/125mg

Quantity in the batch: 14080 packs

| Dosypanns: 875mr/125 mr

KirbkicTs nposyiii s cepii: 14680 yn

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

Registration license No: UA/0987/02/01
Homep pgecrpauifidero nocsigqeHns: UA/Q987/02/01

‘MakysanHa: Ne 14 (7x2) v Gnicrepax

KoxeH Brictep y nageri)

Batch: XWaw

Cepin: XWIwW

Manuf Date: 22 07 2024
| Harta eupoBumyrea: 22 07 2024
Expiry Date: 07 2027
Tepmit npuaarHocti; 07 2027

Approved by:  Sandra Hocket!

Floromxeno: Sandra Hockeit
Qualified Person

YnoBHOBaZNEeHA 0coba

Disintegration Time 30 minutes maximum (Ph.Eur,) 15 min

PosnagaHus He 6inblu #in 30 xs 15 xB

The dissolution of the active ingredierts camplies with the
requirements of the Ph.Eur.

Dissolution® (Paddis apparatus method, 75 pm medium:  900mL Amox 96 %
(% declared Amoxicillin and water). and
Clavulanate) Q = 85% within 30 minutes. Clav 100 %

Acceptance criteria: According to Ph.Eur. for conventional
dosage form.

PoajuHenHs Aliouwx peuosun BiANOBiLaE BUMoram Eb,

PoavuHenys® (Merog .3 aacTocyBaHHAM nonackaro anapary, 75 ofiii, Amokc 96 %

i (% 8in 3ansnenaro BMiCTY cepefosule: g00 mn Boau) i
AMOKCULIAITIHY | KNABYNaHOBOT Q = 85% uepea 30 xb, Knap 109 %
kucnaTi) Kputepll npuitnarhocri: BlANORIAHO B0 € grs nikapcekol

thopam 3 3BYHAIRHKM BHBINBHERHRM,

Presence and Integrity of Film Coat | No gross defects are observed (Visual examination) Passes Test
HasBHiCTE Ta yinicHicTs nniskosol 5 " . :
oBonoHu He cnocrepiraeTben anaunmx Aethekrie Binnozigae
Equilibritim Relative Humidity? 16.0% maximum 4.2 % wiw
PinHosaxHa sigHocHa sonoricTs 2 Makcumyn: 10,0% 4,2 % min

831 to 919 mg per average tablet, calculated as
Amoxicillin free acid 872 myg

Amoxicillin Content
: (95 — 105% of declared).

831 - 819 mr na cepefhio Macy TaGnerky, b nepepaxyHky
Ha amMakCULuniy einsRy kMEnoTy, 872 mr
(95-105% Bia aanenehora)

BmicT amokcuumniny

119 to 131mg per average tablet, calculated as Clavulanic
Ciavolanic Acld Content acid 125 mg
(95 — 166% of declared).

119 -131 sar na cepeaHio macy TabneTry, B NepepaxyHky
Ha xnaeyhaHosy kucnory. 125 mr
(95-105% sig sasenencro)

BuicT ®naBynanosof kncnarth

Page/Cropitika 20ff3 4




Product: AUGMENTIN™(BD)

No: 75042

Mpoaykr: AYTMERTMH™(BD)

Homep: 75042

Type: film coated tablets

importing Country: Ukraine

Tun: TabneTku, BKkpUTI NRiBKOROIO 6BONOHKOK

Kpaika imnoprep: Yipaina

Dose: 875 mg/125mg

Quantity in the batch: 14080 packs

Boaysannna: 875mr/125 mr

KinbkicTs npoayki & cepii: 14080 yn

Presentation: Ne 14 (7x2) in blisters
 {each blister in poush}

Registration license No: UA/0987/02/01
Homep pesctpaviitoro nocsigyenna: UA/D987/02/01

lMakyearHa: Ne 14 (7x2) y Gnicrepax

| (xoxe Bnicrep y nakeTi)

| Batch: XWow

Cepia: XWow

Manuf Date: 22 07 2024

Approved by:

Sandra Hocketi

fara supotinviTea: 22 07 2024

MNoromxeHo;

Sandra Hockett

Expiry Date: 67 2027

Qualified Person

_Tepmin npunatHocTi; 07 2027

YnoeHoBaweHz ocoba

Amaxicillin Dimer (Ph Eur. J) 21.2% 0.7 % wiw
o - Amoxicillin peniciiloic acid (Ph.Eur. [) £1.0% 0.2 % wiw
B - Amoxicillin penicilfoic acid (Ph.Eur, D) =1.0% 0.0 % wiw
. Penillcic Acid [samer 1 (Ph.Eur, E) £1.0% 0.0'% wiw
Amoxiclliin Related Substances Penilloic Acid Isomer 2 (Ph,Eur. E} 51,0%. 0:0% wiw
{(HPLC) - Dikelopiperazine (Ph.Eur. C) £1.0% 0.1 % wiw
Any other identified impurity £1.0% 01 % wiw
Any other unidentified impurity 50.3%: 0.1 % wiw
Total Amoxiciliin Related Substances =3% 1% wiw
Amokcuunii puvep (€, J) £1,2% 0,7 % mim
O - aMOKGHLIMNIN NediuMnAaolifa k-Ta (ED, D) =1,0% 0,2 % mim
B - amoxkautmAin nexiymonoinzg k-ta (ED, D) =1,0% 0,0 % mim
. . . feHinncinol k-7 izomep 1 (€, E) =1,0% G,0 % wmim
éygg;a" AOMILIKM aMOKCHLMniEy MeHinnolHal K-Tv iacuep 2 (€6, E) £1,0% 0,0 % min
; HArketoninepasiy (¢, C) 51,0% 0,1 % mfm
Byab-sika iHWwa sinoma fomiwka <1,0% 0.1 % mim
Byab-axa iHwa Heaigoia BOMILIKA ) - .50,3% G, T % mim-
SaransHa KinokicTs CYNYTHIX AOMILIOK amaeuuniny <3% . 1 % mim
Clavulanic Acld impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.2 % wi
Clavulanate Palymer Acid content I
Howitkn knaeynanosor kicnotu: Maxcumym 2,5.% m/m no BiAHOWEHKEIO A0 3a88n18HOT Ha 0.2 % wine
noniMep Knasynanarty ETUKETL KiNbKOCTI KNAaBYNaHOBGT KUCRGTH !
[dentification Titanium ¢ A yellaw-orange colour appears Not Tested

lenTncbizauin TuTany?

Y ABARETLCA WOBTO-NOMapaHYeBe 3abaprneHHa

He BusHayaote

Micrabial Test * (Ph.Eur.}
Tolaf Aerobic Microbial Count
Total Yeasts and Moulds
Pathagens

Nat mare than 10° CFU per gram
Not more than 107 CFU per gram
‘Abserice of Escherichia coli

Not Tested

MikpoGionoriyna unctora? (S)
3araneHa KineKcTbL HATTEIfaTHUX
-aepobip

3araneHa KinbkicTs Apisanie i
rputis

Narorenn

He Binkuw nix 10* KYO/r
He Ginbiw mine 102 KYOur

BigeyTHicTs Escherichia coli

He suanavairs

Page/Cropitka 3of/3 4




{_Product: AUGMENTIN™(BD}

‘No: 75043

| Npoaykr: AYIM EHTHUH™(BD)

Homep: 75042

Type: film coated tablets

Supplied to: Ukraine

Tun: TaBneTke, BXPUT] NIBROBOIO GBONOHKCH

JamoesuK: YkpaiHa

Dose: 875 mg/125mg

Quantity |n the batch: 14080 packs

_DosyeanHsi: B75mr/125 mr

KinskicTs Npoaykyii B cepii; 14080 yn

Presentation: Ne 14 (7x2) in blislers
. {each blister in pouch)

Registration license No: UA/0987/02/01
Hamep peectpauiiiioro noceiguesss: UABORT02/01

fTakysahun: Ne 14 (7x2} y Gnicrepax
(soxeH Briicrep y nakeTi)

Batch: XWow

Cepin: XWaw

Manuf Date: 22 07 2024

Approved by:  Sandra Hockett

| fara snpobvirea: 22 07 2024

Morogyeno: Sandra Hockett

1 Expiry Date: 07 2027

Qualified Person

Tepmin npupatHocti: 07 2027

¥YnosHoaameHa ocobGa

Notes

1. Tablel dimensions are defined by the fooling used for tahlet compression which is verified in the BMR.
Tablet dimensions-are nat measured at release.
‘2, Resuits maybe taken from in-process control fest,

3. Performed on 1 batch in 20,

4. Performed once a year at release, which may be the anriual GMF stability batch:

Fipimirr

1. Poamipy Tabnatiu BUIHANRAIOTECH | OCHAGTKO,

nepesipseThes B BMR.

WO  BUKOPUCTOBYETECH. NpW fipecyBanHi TabneTok, aka

Poamipn raBinetku e BUMIPIOIOTLES Npy BUNYCKY:
2. PeaynbTami MokyTb ByTv B3l a TecTyBanus npy Mf)KOﬂepaLLiﬁHDmy_KOHTP’OJ‘IL

3. Buxonyerbca Ha 1 cepie 3 20,

4. BukoHyeteen 1 pas Ha PiK npw Bunycky - cepii, ska mode ByTu eubparna sk wopiuna

crabinenocti BignosigHo GMP.

Cepia’ ANf BUBYeHHA

reby ceriify thal the information in-lhis cerlificate is authentic. and accurate, This batch of product has been

I he
Manufactured, including packaging/labelling and

quality cenlial at the above mentioned site in full compliance with

the GMP requirements of the local Regulatary Authority and with the specifications in the Marketing Authorisation of
the final destination countiy or product specification file for Investigational Medicinal Produicts. The baich processing,
packaging and analysis records were reviewed and

found to be in compliance with GMP.

Uk A pmigteepmmyio, wo HasgAeHa THgopMaLUin & CrpamkHLOR | TouHO, Cepin npenapary byna. BuroTosneHa,
BKMIUAGCHI NAKYBAHHS Ta KOHTROMb AROCTI, Ha 3aaHavueHiit BrLe BUpaBHUUiR pinbhug B noBHIA- BlgnosigHocT g0
BuMmOr  Hanexhoi enpo6Hruof npaktrkn (GMP), BoTaHoBneHux MicLesum PEIYIIATOPHIM BIAOMCTRBOM, & Fakow B

noBHid  sipnoeigHoctl fo crieyudikat|is,

AokymenTalgis crocosHo BUpOGHKOro npole

nepepBaveHnx y peecTpauiiHii AOKYMeHTauil
CY,

KpaiHu-imnoprepa.
nakyeawxHs | akanisy cepli Gyna nepesipeHa, | 6Yno BCTaHOBREHO,

Lo BoHa Bignosigae aumoram HanexHol BUROEHIOT npakTiikn (GMP),

Pate of signature: (Df, (< Fy 2O

Hata nignacy:

06 0% 2024

Yy
Signed (Qualified parson): is = fi = Cﬁ‘-‘Qf "
Mignuc (Ynosxosaena ocoba): (5. /. o ?é’! J-J},é@‘

Qualifisd person name and surname: __§AhnJ QC(:?TVM;KE”{T
Im’A Ta Hpiseulye ynosHosamenol 0000u, (A E) 7 HeC e

Worthing Quality Assurance Department
Henaprament 3 dabesneverHs AKOCTE Bopcing

Manufacturer;
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Number: MiA 10592

Bupotnuk:

CMmiTKRsitk Bivem PapMackioTuikanc,
Inapenaod Poya, Bopcir,

BN14 8QH, Benuka Bpuranin .
Homep nilensil 4a BupoGHKLras Ne: MIA 10552,
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)IEP}KABHACJIY}KEA 3 JIIKAPCE}RI{'IX 3ACQEIB_TA'. KOHTPOIIO 3A
HAPKOTUKAMM Y KUIBCBHKIH OBJACTI
nipos. Ceitnuanof Hajii, 3, M. Kuis, 02099, Ten/(haxe: (044) 363-06-50
E-mail: dis:ko@dls gov.ua, Koz €JIPTIOY 37078774

BIICHOBOK |
PO AKICTH BBE3EHOro B YKpainy JIKAPCHKOTO 3ac06y

14.10.2024 Ne.51159/24/10

AYTMEHTHH™ (BD)
(HadmMenyRanng mrapcexore 28c00y 20 3 peecTpatrnmi HOCBIRYCIIsM}
TalJeTRY,; BKpHTI TLHEKOBOIO oGoxonrow, 875 mr/125 mr; a0 7 rabnerox y Guictepi; mo 1
_Guticrepy B nakeri; no 2 naxera Yy Raprousniii ynaosni
{dopma BHITYCKY, TOSYBRHI, BIT fIaKYBANID JUKAPCEKOTO 38006Y)

Homep peectpaniimoro nocainvenry UA/09877/02/01 CTPOK Tl peecTpaniiinoro moerijkennr 01.01.2099
Cepin nikapesroro zacoby No XWOW Kimbicrs Besenoro gikapeskoro sacoby 14080

BupoBimx EmirKosiin Bigen DapuackoTHRaC, Beinka Bpurania.

{waithenysanns eupoByRs AIKEPCHROTO sacoby, kpaina TEOROEKCHHT}

Breseno 8 Vepainy Tosapucreo 3 obrMekenoo signosinaisiicrio "InaxcoCwir Kisiiin

@apmacsiotikane Vepaina, ixeicr. wox: 35619519 M

(mafiMeryBarng T xon 24 CAPTIOY 1opssuynoi ncobu ab0 npizemile, 1'8, 10 GaTEKOB] (izmnol

ocob - gianpuenit, ¥ micne HPUAHBIHAA Ta PeecTpatiiing domep o6 aikono] KapTRU INITIHHEA
WOmaTKIp 260 cepis ta HOMOD HaCHopTa)

Hparokosd Blsyansuere Kotiponio six 09,10.2024 N 3049/5.

3a. pesynrTaTaMy  AepkasmHoro KOHTPOMO  BUTAHOBNCHO, MO AIKAPCEKAN 3acilh  puessiio B Vipatuy 3
JOTPUMAHHAM puvor 3EKOHON

aBCTBA H0HO 3aleineuenyy srot TKAPCLKUX 3ac061E,

ATt AN
SR\
BT Lu .
TR N
) pM Aep z@_fﬂm LHTPOIIoY
JORMERrp )

b

Bixtop CTEDKIBCHK M

ry 8 v iuwed 2 e : " .- ...........
thaanuey i (it s nplyane)




JAEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

mpoB. Ceitiuanoi Hanit, 3, m.Kuis, 02099, ten/akc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBe3eHOT0 B YKPpaiHy JikapchbKoro 3acody

14.10.2024 Ne 51157/24/10

AYI'MEHTHUH™ (BD)
(HaiiMeHyBaHHA JTiIKapChKOTo 3ac00y 3rifHO 3 peecTpaLiiiHIM [TOCBITHEHHAM)
Tal0JeTKH, BKPUTI ILTiBKOBOIO 000JI0HK010, 875 Mr/125 Mr; o 7 TabaeTok y Oaicrepi; mo 1
OJicTepy B MaKeTi; 10 2 NaKeTa Y KAPTOHHIH YyIaKoBIIi
(dopma BuIyCcKy, JO3yBaHHS, BUI TAKyBaHHA JKapCEKOTO 3aco0y)

Howmep peectpanitinoro noceimuerns UA/0987/02/01 crpox mii peectpaniiinoro mocsiggenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne XWIU KinekicTs BRE3€HOTO JMiKapcskoro 3acody 13575

Bupo6HuK CmitKngiin biuem ®apmaceiotukaic, Benvka bpurtanis
(HaiiMeHyBaHHS BHPOGHHKA JIiKapchkoTo 3aco0y, KpaiHa IOXOKCHHS)

BreseHo B Ykpainy ToBapucTBO 3 00MexeHo0I0 BiAnoBigaNBHiCTIO "I'TakcoCMmiTKnsiin
DapmacsOTIKAJC YKpaiHa', inenrt. kox: 35619519

(naiiMenyBamns Ta xoz 3a €/IPTIOY opuaudnoi ocobu abo npizsuine, iM's1, 10 6aThKOBi hizHIHOT
oco6H - mianpueMus, il Miciie IPOKUBAaHHA Ta peecTpaniiiHuii HoMep 00NiKOBOT KapTKH IIATHUKA
moAatkie abo cepis Ta HOMep IacropTa)

Iporoxoa Bizyansnoro kontpomo six 09.10.2024 Ne 3049/3.

3a pesynbTaTaMH JepKaBHOI'O KOHTPOIIO BCTAaHOBIEHO, IO JIKapcbKuif 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BrAMOT 3aKOHOABCTBA MO0 3a0€3MEIEeHHA AKOCTI TiKapChKUX 3aCO6iB.

//g @A/ Bikrop CTE®GKIBCHKHI

HTPOIO) nmnuc (iniviany Ta npizsnuie)

AT
#"*‘wun

nad
TOKY VMEHTIB




Quality certificate

CepTtHn

ikaT siKocCTi

Product: AUGMENTIN™(BD)

No: 75028

Npogykr: AYTMEHTUH™(BD)

Homep: 75028

Type: film coated tablets

Importing Country: Ukraine

Tun: Tabnetku, BKpUTI NAIBKOBOIO 0GONOHKOIO

KpalHa imnoprep: Ykpalha

Dose: 875 mg/125mg

Quantity in the batch: 13575 packs

DosyeaHHs: 875mr/125 mr

Kinbkicte npoaykuii B cepil: 13575 yn

Presentation: Ne 14 (7%2) in blisters
(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectpaujiiHoro noceigyeHHsi: UA/0987/02/01

MakysaHHsi: Ne 14 (7x2) y 6nicTrepax
KOXeH 6nicrep y nakeTi)

Batch: XWaU
Cepis: XWaU
Manuf Date: 22 07 2024 Approved by:  Daniel Brookes
[Harta supobHnyrea: 22 07 2024 MorogeHo: Daniel Brookes

Expiry Date: 07 2027

Qualified Person

TepMid npugatHocrti: 07 2027

YnoeHoBayeHa oco6a

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.

Cwuna pii/AxrveHicTb: [ilodi pevyoBUHU: aMOKCULIMITIH Ta KnasynaHoBa KUCHOoTa;
1 Tabnetka micTuTs amokcuLuniny (y dopmi amokcuvniny TpurigpaTy) 875 mr, knasynaHoBoi kucnotm (y dopmi kanilo

Knasynaary) 125 wr.

TEST

LIMITS

RESULTS

HailimeHyBaHHSA TeCcTy

__Honyctnmi HopMu

Description

Peaynbratn

White or off-white capsule-shaped, film coated tablet,
debossed with ‘A C' on both sides with a scoreline on one
side.

(Approximately 21.6mm by 10mm and 7 to 8.3mm thick®.
The total nominal weight is 1482mg.)

Passes Test

Onuc

Bina a6o 6ina 3 sigTiHkoM, BkpuTa nniskosoto o6onoHkolo,
KancysbHoi (popmu Tabnerka 3 niHielo poanoMy 3 0ogHOro
Goky Ta moHorpamoio A C 3 06ox Gokis.

(Mpubnuaro 21,5 Mm aoexmHol0, 10 MM WupuHoto | 7-8,3
MM TOBLUMHOIO',

CymapHa HomiHanbHa Bara Tabnetiv 1482 mr)

Bignosinae

Identification A (HPLC)

Retention time complies with those references

Passes Test

lnenTudikavia A (BEPX)

Yac yrpumaHHsi 3paska BiANoBiAaE Yacy yTpUMaHHs
craHpapra.

Bianosigae

Identification B (TLC or IR or NIR)

TLC: Retention time comparable to the reference.
IR: spectrum characteristic.

NIR: Spectrum comparable to standard.

Passes Test

IlaeHTUdiKauis B (TLUX uu 1Y uu
BiY)

TLWIX: Yac ytpumanHs nopisHsHoO 3l craHaapToMm.
IY-cnexTpockonin: XapaKkrepucTika criekrpa.

B!Y-cnekrpockonin: CnekTp NOpiBHIOETLCA 3i CTaHAApTOM.

Ay

" g
TOKYME HT

= m
oYBignoBiAae-’2,,
o Q

Uniformity of Weight?

Complies with requirements of the Ph. Eur.

OptopiaHicTe Macu?

Bianosigae sumoram €¢

Page/Cropitka 10f/a 4




Product. AUGMENTIN™(BD)

No: 75028

Npopykr: AYTMEHTUH™(BD)

Homep: 75028

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTky, BKpUTI NniBkoBOID 0GONOHKOI0

KpaiHa imnoprep: YkpaiHa

Dose: 875 mg/125mg

Quantity in the batch: 13575 packs

JosysaHHs: 875Mr/125 mr

KinbkicTe npogykuii B cepii: 13575 yn

Presentation: Ne 14 (7x2) in blisters

{(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peecrpauiiiHoro nocsiguenHs: UA/0987/02/01

MNakyBaHHA: Ne 14 (7%2) y 6nicrepax

(koxeH 6nicrep y nakeTi)

Batch: XWaU

Cepia: XW9OU

Manuf Date: 22 07 2024

Approved by:  Daniel Brookes

[ata supobxuurea: 22 07 2024 MorogxeHo: Daniel Brookes
Expiry Date: 07 2027 Qualified Person
TepmiH npnaatHocri: 07 2027 YnoeHoBaxeHa ocoba
Disintegration Time 30 minutes maximum (Ph.Eur.) 16 min
PoanapaHHs He Ginbus Hix 30 x8 15 x8
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.
Dissolution® (Paddle apparatus method, 75 rpm medium: 900mL
(% declared Amoxicillin and water). Not Tested

Clavulanate)

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

dosage form.

PosunHexns®

(% Bia 3asiBNEHOro BMicTy
amokeuumniHy | knasynaHosol
KUCROTH)

PosunHeHHA Ajiouux peuosuH signosiaae BuMoram €0,
(MeToz, 3 3acTocyBaHHAM NIONAcHOro anaparty, 75 06/xs,
cepeposuile: 900 mn BozK)

Q = 85% uepes 30 xs.

Kputepil npuifHaTtHocTi: BignosiaHo Ao € ana nikapcbkol
¢hopmu 3i 3BMMAAHUM BUBINIbHEHHAM.

He Buri3Ha4aioTh

Presence and Integrity of Film Coat | No gross defects are observed (Visual examination) Passes Test
HaseHicts Ta uinichicTs nniskoBoT . '
0GOTNOHIN He cnoctepiraeThea aHauHuX Aedekrin Bianosigae
Equilibrium Relative Humidity* 10.0% maximum 5.3 % wiw
PisHoBaxHa BigHOCHa BonoricTs 2 Makcumym 10,0% 5,3 % m/m
831 to 919 mg per average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 870 mg
(95 — 105% of declared).
831 - 919 Mr Ha cepeaHIo Macy Tabneriv, B nepepaxyHKy
Bmict amokeuumuniny Ha aMOKCULIMIIH BiNbHY KUCROTY. 870 mr
(95-105% Bip 3asiBrieHoro)
119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acld Content acid 126 mg
(95 — 105% of declared).
119 -131 Mr Ha cepepHio Macy TabneTku, B nepepaxyHKy
Bmict knaBynaHoBoW kucnotu Ha KnasynaHoBy KUCNOTY. 126 mr

(95-105% Bip 3anBneHoro)
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Product: AUGMENTIN™(BD)

No: 75028

Mpoaykr: AYTMEHTUH™(BD)

Homep: 75028

Type: film coated tablets

Importing Country: Ukraine

Tun: Tabretku, BKpUTI NNiBkoBOK 060M0HKOIO

KpaiHa imnoprtep: YkpaiHa

Dose: 875 mg/125mg

Quantity in the batch: 13575 packs

HosysaHHa: 875mr/125 mr

KinbkicTb npoaykuii 8 cepit: 13575 yn

Presentation: Ne 14 (7%2) in blisters
(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectpauiittoro noceiguenns: UA/0987/02/01

MNakysaHHs: Ne 14 (7x2) y Gnicrepax
(koxeH 6nicrep y naeri)

Batch: XWaU

Cepin. XWOU

Manuf Date: 22 07 2024

Approved by:  Daniel Brookes

Hara supobHuurea: 22 07 2024

MoromxeHo: Daniel Brookes

Expiry Date: 07 2027

Qualified Person

Tepmid npugarHocri: 07 2027

YnoeHoBaeHa ocoba

Amoxicillin Dimer (Ph.Eur. J) $1.2% 0.7 % wiw
o - Amoxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.0 % wiw
- Penilloic Acid Isomer 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 <0.3% 0.1 % wiw
Total Amoxicillin Related Substances <3% 1% wiw
Amoxcuuunid gumep (€, J) =1,2% 0,7 % m/m
Q - aMOKCULIUNIH neHiuyvnnoiiHa k-1a (EP, D) <1,0% 0,2 % mim
B - amokcuumnii nexiLmnoiiva k-ta (EP, D) <1,0% 0,0 % m/m
T T— MexinnoiHoT k-Tu iomep 1 (EP, E) <1,0% 0,0 % m/m
BVE& A umniHy MeHinnoiiHoi k-Tn isomep 2 (€D, E) £1,0% 0,0 % m/m
( ) [Owvketoninepasiu (€P, C) <1,0% 0,1 % m/m
Byab-fKa iHwa BifoMa fomilika <1,0% 0,1 % mim
Byab-Aika iHWa Hesigoma AoMillKa <0,3% 0,1 % m/m
3aranbHa KifibKiCTb CynyTHIX AOMILIOK aMokevLmniny $3% 1 % mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.2 % wiw
Clavulanate Polymer Acid content -
Domiwkv knaBynaHoBol KUCNOTH: Maxcumym 2,5 % m/m no BigHOLWEHHIO R0 3asBieHOT Ha 0.2 % M/M
nonimep knasynaHary eTukeTL|i KINbKOCTI KNaBynaHoBOI KUCIIOTW !
Identification Titanium 4 A yellow-orange colour appears Not Tested
laeHTuchikaLlis TUTaHY* 3'aBnsETLCA KOBTO-NOMapaHyene 3abapsneHHs He BusHavaliotb

Microbial Test 4 (Ph.Eur.)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10° CFU per gram
Not more than 102CFU per gram
Absence of Escherichia coli

Not Tested

MikpaGlonoriuha uucroTa* (€d)
3aranbHa KinbKicTb KUTTE3RaTHUX
aepobis

3arantHa KinbKicTe ApbraXiB |
rpubie

MaTorexu

He 6inbw Hbx 10° KYO/r
He Ginbw Hix 102 KYO/r

BiacytHicte Escherichia coli

He BusHavaloth
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Product: AUGMENTIN ™(BD)

No: 75028

MpoaykT: AYTMEHTUH™(BD)

Homep: 75028

Type: film coated tablets

Supplied to: Ukraine

Tun: Tabnerku, BKPUTI NNiBKOBOI 0GONIOHKOIO

3amoBHuk: YkpaiHa

Dose: 875 mg/125mg

Quantity in the batch: 13575 packs

03yBaHHs: 875Mr/125 mr

Kinbkictb npoayxuii B cepil: 13575 yn

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

Registration license No: UA/0987/02/01
Homep peectpauiiiHoro noceiguenHs: UA/0987/02/01

NakysanHs: Ne 14 (7x2) y Gnicrepax
(koxeH Bnictep y nakeri)

Batch: XWoU

Cepisn: XWoU

Manuf Date: 22 07 2024

Approved by: Daniel Brookes

Hara supo6uuyrsea: 22 07 2024

MorogxeHo: Daniel Brookes

Expiry Date: 07 2027

Qualified Person

Tepmin npugartHocri: 07 2027

YnoBHoBaxeHa ocoba

Notes

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

Tablet dimensions are not measured at release.

2. Results 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.
MpumiTkn

1. Poamipn TabneTkn BWU3HAUAKOTLCA OCHACTKOIO, LU0 A BUKOPUCTOBYETLCS MpW NpecyBaHHi Tabnevok, ska

nepesipseTses B BMR.

Po3amipu TabneTtiku He BUMIPIOIOTLCS NPV BUNYCKY.
PeaynbTatit MOXyTh GyTW B3ATi 3 TECTyBaHHA NPy MiXkonepauiiiHoMy KOHTpon.

BukoHyeTbca Ha 1 cepito 3 20.

pON

crabinbHocTi BignosiaHo GMP.

BukoHyeThcA 1 pas Ha pik npu Bunycky cepii, ska Moxe Gyt BuGpaHa sik LiopiuHa cepis ANA BUBUEHHS

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality 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 fite for Investigational Medicinal Products. The batch processing,

packaging and analysis records were reviewed and

found to be in compliance with GMP.

Lium s nigteepaxylo, Wo HaeseaeHa iHdopMallisi € cnpaBxHbolo | TouHolo. Cepist npenapaty 6yna euroToenexa,
BKMIOYAIOUM NaKyBaHHA Ta KOHTPONb AKOCTI, HAa 3a3HaueHii Buwe BupoGHWYIKA AinbHVLI B noBHIW BignosiaHocTi A0
sumor HanexHol Bupo6Huyol npakTukm (GMP), BCTaHOBNEHWX ‘MiCLEBUM PErynsaTopHUM BiJOMCTBOM, a TakoX B

noBHiin BignosigHocTi Ao  cneuwdikawii,

nepeabaveHnx y peecTpaUiiiHiii pokymeHTalil KpaiHu-imnoprepa.

JokymeHTallia cTocOBHO BUPOGHUYOrO NpoLiecy, NakyBaHHA i aHanisy cepil Gyna nepesipeHa, | Gyno BCTaHOBNEHO,
Lo BOHa Bignosigae Bumoram HanexHol BupoBHuuol npaktuxu (GMP)

Date of signature: € & &R} ROR G
Ramanipmey: 03 ©9 o R

APPROVED

03 SEP 2024

Daniel Brookes
Qualified Person
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Signed (Qualified person): ; Z‘ ';‘
Nignuc (YnosHosaxeHa ocoba): VD ;a[?’

Qualified person name and sumame: PAMEL BROORES
ImM’5 Ta Mpissuiye ynosHosaxeHol ocobn: DANIEL. RReokES

Worthing Quality Assurance Department
[HenaptameHT 3 3aaGesneusHHA skocTi BopciHr

Manufacturer:

SmithKline Beecham Pharmaceuticals,
Clarendon Road, Worthing,

BN14 8QH, United Kingdom

MIA Number: MIA 10592

BupoGHuk: . f*%
CwmitKnain Biuem dap, ""{“}‘i‘

'V’/>,;
KnapenaoH Poya, Bopghfr? s ”\0«
BN14 8QH, Benuka bsahia O Ky M1 %

ot it AT Y M‘")

/

nau®

£5%

it (l(l ”




Quality certificate

CepTudhikar skocTi’

Product, AUGMENTIN™(BD)

No: 75029

MpoaysT: AYTMEHTWUH™(BD)

Hamep: 75029

Type: film coated tablets

Imparting Country: Ukraine

Tun: TaBneTim, BrpuTi nnfakoBck oBonoHkal

Kpaina imnoprep: Yipaika

Dose: 875 mg/125mg

Quantity in the batch; 13880 packs

Losysarhs: 875mr/125 mr

KinesicTe npoaykuii B cepii: 13880 yn

Presentation: Ne 14 (7x2) in biisiers
each blisler in pouch)

Registration license No: UA/Q987/02/0%
Homep peecipadinnoro noceigyens: UA/QI87/02/01

Makypansn: Ne 14 (7x2) y GnicTepax

{koxen Briictep v nakeri)

Batch: XWav

Cepis; XWoV

‘|_Manuf Date: 22 07 2024

Approved by:  lan Bevan

[ata BupoBuuurea: 22 07 2024

Moromxero: lan Bevan -

Expiry Date: 07 2027

Quaiified Person

Tepmin npupaTHoeT; 07 2027

¥YnoBHosaxeHa ocoba

]

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

1 tablet cantains: Amoxicillin (in the form .of amoxicill

clavulanate) 125 mg.

Cuna afifAKTMBHICTS: Aitou PEUOBUHIA AMOKCHUMNIN T8 KNaByNaHoBa KHcnoTa;
1 TabreTa mictuTe amokcrLininy (y gopMi amokcluiiHy TpUriApaTy) 875 mr, knapynaHose] kicrioTi {y chopmi kanifo

KaByfaHaTy) 125 wmr,

in trihydrate) 875 mg, clavulanic acid {in the form -of potassium

LIMITS

TEST RESULTS
Halimenysauns recty Donycrumi Hopmu Peaynetaru
White or off-white Gapsute-shaped, film coaled tablet,
debossed with *A ' on both sides with a scoraline on ona
Description sida, Passes Test
(Approximately 21.5mm by 10mm and 7 o 8.3mm thick®.
The total nominal weight is 1482mg.).
Bina &6a 6ina 3 BiATIHKGM, BkpUTa NABRODOIO GBonoHKoIO,
KancynbHoi (hopmu TaGneTka a NiHlglo POINGMY 3 0fiHOrQ
Boky Ta soHorpamdie A C 3 aGox Gokis, o :
£ Mpwbnusho 21,5 MM A0BXVHOI, 10 MM WitpUHO § 7-8,3 Bianosinac
MM TOBUIMHOI', )
CymapHa HOMIHANbHE Bara Tabnerkn 1482 mr)
Identification A (HPLC) Retention time complies with those references Passas Tasl
ineHTRpikaLin A (BEPX) Yac yTpuMannn spasia BMINOBIRAE Yacy YTPUMAHHS Blanosinae

CTaxpapra.

Identification B (TLC or IR or NIR)

TLC: Retention time comparabls to the reference.
IR: spectrum characleristic.

NIR: Spectrum comparable 16 standard.

Passes Toest

laentadikayin B (TLX um 19 yu
5I4)

TLX: Yac yrpumanis nopleHaAND al GTaHaapTOM,
[H-cnekrpackonia: Xapakrepuctura creKTpa.

BIY-crekTpackonis: Crexrp nepieHiaeTaes al CTEHRAARTOM,

Bianoaigac

Uniformity of Weight?

Complies with requirements of the Ph. Eyr,

"OfHOpiaHICTE Macu?

Bianosisae Bumoram €0
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Product AUGMENTIN™(BD] T No 785020

Mpoaykr: AVTMEHTUH ™(8D) Homep: 75029
Type: film coated tablets Importing Ceountry: Ukraine
Tun: Tabnetuu, BrkpuTi nRiskoroo 0BonoHKOK Kpaina iMnoprep: Vepaida
Dose: 875 mg/125mg Quantity in the batch: 13880 packs
| AosyparHn: 875mi/125 mr KinbxicTh npoayxuil 8 cepii: 13880 ya
1 Presentation: Ne 14 (7=2) in blisters Registration ficense No: UAKI987/02/01
| (each blister in pouch) Homep peecipauiiioro nocaiquanns: UAQSST/02/01

Nakysanna: Ne 14 (72} y Bricrepax
(koxsn BnicTep-y nakeTi)

Balch: X\Wav
Cepis: XWav
Manuf Date: 22 07 2024 Approved by:  lan Bevan
fla7a supoBHuyrea: 22 07 2024 Morompiedo: lan Bevan
Expiry Dale: 07 2027 Qualified Person
Tepwmis npwaardocti; 07 2027 YnosHoBaxeHa ocoBa
Disintegration Time 30 minutes maximum (Ph.Eur.} 15 min
Posnaaanun He Sinbw Hix 30 x8 15 xB
The dissolulion of the active ingredients complies with the
requirements of the Ph.Eur.
Dissolution® (Paddle apparatus method, 75 rpm medium;  900mL
(% deciared Amoxichiin-and waler), Not Tesled
Clavulanata) Q = 85% within 30 minites.
Acceplance criteria: Accordirig to Ph.Ewr. for canvenlional
dosage form.
PO3MBHEHHA BlI0MUX peqosrH siaacelgac eumoram E4.
Po3yuneHHa® (MeToA 3 3acTocypatHAM nonacHoro anapary, 75 ob/xs,
{% Blg sanenenorc emicty cepeaosrwe; 900 Mi BogH)
AMOKCUUMNIHY | xnaeynatonol Q = 85% vepes 30 xe. He Bushavaiors
KUCAGTH) Kpurepil npuiisarractt; sipnosigro Ao B¢ ana hikapcskel
-hOPIUL 31 IBUUBIHUM BUBINR bHEHHSM.
Presence and integrity of Film Coat | No gross defects are observed (Visual examination) Passes Test
HanrewiCTs Ta ginicHlcrs nnisxonol ; 3 . )
OBORBHK . He cnocrepiraeTacs aHaunmy AedexTie Bianosipae
Equilibrium Relative Humidity® 10.0% maximum 5.3 % wiw
PisHosaxta sigrocHa sonaricTs 2 Makcumyn 10,0% 5.3 % mim

831 Lo 919 mg per average lablet, calculaied as
Amaxicillin Confent Amoxiclilin free acl? 869 mg
{95 — 105% of declared).

831 - 919 wr Ha cepeaHIo Macy TatneTky, 8 n'epepaxynxy
BuicT amokcHumniny Ha aMOKCULNIH BINbHY kUCADTY. 869 mr
{95-105% sin 3ansnemoro)

119 to 131mg per average tablet, calculated as Clavulanic
-Clavutanic Acld Content dcid 125 mg
{95 -~ 105% of deciared).

119 -131 Mr Ha cepegrio nMacy rabneTiy, B nepepaxyHyy
BuicT kTaRynaHosol kKuenoty Ha KARABYNEHOBY KACHGTY. 125 mr
(95-105% i 3anenenoro)
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Product AUGMENTINT™(BD)

No: 75029

Mpoaykr: AYEMEHTWH™(BD)

Homep; 76029

Type: fiim coated {ablets

Imporiing Country; Ukraine

Tvin: rabneTxu, BrpUTi nRiakoaso oBonoHko

Kpaina iMnoprep: Yipaina

Dose; 875 mg/125mg

Quantity in the balch: 13880 packs

Bosyaatns: 875mr/125 mr

KinekieTh npoaykyii B cepii: 13880 yn

Presentation: N2 14 (7x2) in blisters
{each blister in pouch)

Registration license No: UA/0987/02/01
Howmep peegrpaulifHore nocaiayenns: UAQIET/OZ/01

(xomer Bnictep y nakeri)

Marysansn: Ne 14 {7x2) y Baicrepax

Batch: XWwav

Cepin: XWgv

Manuf Date; 22 07 2024 Approved by:  |an Bevan
ata supoBhutea: 22 07 2024 Moropxero: lan Bevan

Expiry Date: 07 2027

Qualified Person

Tepmid novpatHocti: 07 2057

¥YnosHoeaXeHa ocoba

Amoxiciliin Dimer (Ph.Eur. Jj £1.2% 0.7 % wiw
a - Amoxicillin penicilloic acid {#h,Eur, 0} 51.0% 0.2 % wiw
B - Amoxicilin penlcilloic acid (Ph.Eur. D) £1.0% 0.0% wiw
. Penilloic Acid Isomer 1 (Ph.Eur, E) <1.0% 0.0% wiw
Amoxicillin Relaled 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 £0.3% 0.1 % wiw

Total Amoxicilin Related Substances 53% T % wiw

AMKCULMNIH anvep (€D, J) 51,2% C.7 % mim

U - BMOKCHUMNIH NaHILMANDAHE K-T3 (€%, D) =1,0% 0,2 % Mim

B - amokcuUMAiH NexiLMAnolina k-ra (b, D) £1,0% 0,0 % Mim

N Mexinnoirol k-1 laomep 1 (Ed, E) 51,0% 0.0 % mim
'CBYEIB;E” AGMILLIEN AMOKGHLMNIHY Nexinnokwol k-Tw isomep 2 (6D, E) =1,0% 0.0 % m/u
{ ) Avketoninepasiv (E®, C) . =1,0% O % mim
.Byak-aka iHwa sinoMa gomilika 51,0% 0.1 % mim
ByAb-fKa iHWa HeBioma gomilka: =0,3% 0.1 % mim

‘3aransHa KinbkicTb cynyrHix ROMILIOK @MOKCULMIHY $3% T % MM
Clavulanic Acid Impurilies: 2.5% wiw maximum with respect to the labeled Clavulanic 0.2 % wiw

Clavutanate Polymer Acid conlent R
FloMillixys kNEABYNAHCBO! KUCHOTH: Makcuisym 2,5 % MiM no igHowesHHo A0 3aABASHOT Ha 0.2 % mim
noniMep knzeynaHary ETUHETU KILKOCT] KNABYNEHOBC! KHCTOTH i

Identification Titanium * A yellow-orange colour appears Not Tested

|EeHTutikavis TuTany!

JHBNABTLER IKUBTO-IOMAPAHUEBS 3a5apBIEHHS

He Buaxavaots

Microbial Test * (Ph.Eur,)
Total Aerobic Microblal Count
Totai Yeasts and Moulds
Pathogens

Not more than 10° CFU per gram
Not more than 10°CFU per gram
Absence of Escherichia coli

Nat Tesled

MikpoGionariua unctora ()
Jaramsna vinskicrs HMTTEI[ATHIX
aepobin

JaranbHa KinsKicTs AphHamis i
rpHbio

Natoreny

He Ginkww #ive 10? KYOir
He: Ginew Wi 102 K¥O/r

Biacyrticte Escherichia colf

Hé susHavaioTL

|
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Product AUGMENTIN™{BD] T No: 75026

Mpogykr: AYTMEHTUH™(BD) Homep; 75029
Type: film coated {ablets Supplied to: Ukraine
T Taliletin, Bkpwur NNIBKOBOIO GBCNOHACIC 3aMOBHUE: Y¥paina
1 Dose: 875 my/125mg Quanltity in the batch: 13880 packs
Oosysans; 875Mi/125 mr KinexicTs npogykuli B cepii; 13880 ¥
Presentation: Ne 14 (7x2) in biisters Registration license No: UA/Q87/02/01
| {each blister in pouch) Homep peeerpauiiioro noceiguanus: UA/987/02/01

Iakyeanns: Ne 14 (7x2) y ﬁriicrepax
(koweH Gnictep v nakeTi)

Baich: Xwav
Cepia: XWav
Manuf Date; 22 07 2024 Appraved by:  lan Bevan
ara BupoBuuuTea:; 22 07 2024 HNorogweHo: lan Bevan
Expiry Date; 07 2027 Qualified Person
Tepmid npraatroctl; 07 2027 YnoBHOBakeHa ocoba ]
Notes

1. Tablet dimensions are defined by the fooling used for tablet compression which is verified in the BMR.
Tabletdimensions are not measured at release.

2. Results 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 bsten;

pusiTion

1. PoaMiph TaBreTku BUIHAYATLCA  OCHACTKOI; {0 BUKOPUCTOBYETECS NPU. npecysanH Tabnerok, #ka
nepesipreTsts B BMR.

. -Poasipn Tabnerki He BUMIDIOIOTECA NpA BURYGRY,

2. Peaynwtam moxyib ByTW 83sTi 3 TecTyBaHHa npi Mimonepauiﬁuomy KOHTponi,

3., BukonyeTbeh Ha 1 cepito 3 20.

4. ‘BukoHyetscs 1 paz wa PiK NPpYU BUNYCkY cepil, wka Mome Gytv subipana ai WopIGHA tapis Aha: suBuUSHKS
crafinkHocTi BignosigHo GMP,

| hereby cetify thal ihe information in {his certificate is authentic and accurate. This batch of prodtict has been
manufactured, .including packagingflabelling and quaiity controf at the above mentionad site in fult compliance with
the: GMP requirements of the local Regulatery Authority-and with the specifications in the Marketing Autherisation of
the finat destination ceuntry or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviswed and

found to be in compliance with GMP.

Uwm s ninteepmiyio, wo HageaeHa. iidopMallis & cnpasmHbolo | TouHso.- Cepis nipenapary- 6yna BUIDTOBMEHE,
BRIIOYAIOYR NAKYBAHHA Ta KOHTPOAL -AKOCT, Ha dazHaqeHii snwe BupobHUYA AinsHuul B noBkHiE signobigkacri fits)
BUMOr HanexHo? snpoBhuqgl npakTagi {(GMP), BeTaHoBnEHnk MicLeay PEIYNATOPHUM BiAOMCTBOM, A TaKoX B
nosHin - elanosigHocTi  po cneuwdikauii, nepepGaveHnx Y PpeecTpalliinin  poxymenTawii KpalHu-imneprepa,
HokyMmenrauin crocosio BUPOCHUMOrO NpoLiecy, NaKysanks | aHanizy cepil 6yna nepesipena, | 0yno acraHoangHo,
\Wo BoHa signosigae sukoram HanemHol BUPOSHWHOT NpaKTwiv: {GMPY. /

Date of signature: asst . . 2t Signed (Qualffied parsony; = /
Bata nignncy: N e D 2 ) Nigrue (Ynosnoeakena ceoba):

1 e
-Qualified person name and surname: ‘GQ— e
t'A Ta Mplasnite ynoaxoeakeHoT 0cobit: v, v

Waorthing Quality Assurance Depariment
[fenaprament 3 3abeanevenia skocti Bopcinr

Manufacturer:
‘BmithKline Beecham Pharmaceuticals,

: Clarendon Road, Worthing,
ey b BN14 8QH, United Kingdont
U ne 2024 MIA Number: MIA 10592

fan Bovan BUpaBHMK: _ _
ualified Person CMivKniin Blusy apmacsioraxane,

bl b : KnapeHgon Poya, Bopcinr,
BN14 BQH, Banuxa bpurania .
HoMep niuenaii na BUPOGHULTBO No: MIA 10562

Page/CropiHia 4affa 4.
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JEPKABHA CJIVKBA 3 JIIKAPCLKHX SACQEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMHM Y KUIBCHKIH OBJIACTI
rzpos. Ceirmumol Hapii, 3, M. Kiis, 02099, ren/daxe: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €1PIIOY 37078774

BUCHOBOK.
Ipo SAKICTH BB3eHoro B YKpainy mikapcskoro 3acoby

- 14.10.2024 ' . Ne 51158/24/10

AYI'MEHTHH™ (BD)
{naihvenyBanns rixapczkoro 3aC0TY STIAND 3 peacTpaliiEIM. TOCEIA9SIH SN
TadureTkH, BRpUTI IisKoso0 obononow, 875 Mr/125 MT; o 7 tafneror ¥ OgicTepi; mo. 1
. Suaicrepy B maxeri; mo 2 HAKETA Y KAPTOHHI ynaxkosi
“{thopma BERYCKY, ROBYBAHHF, B TARYBAHET FiKAPCHECTO 3ac06Y)

Homep peecrpauiiinors nocsizuenns UA/0987/02/01 CTpoK mif peectpauiiinoro nocsigvesny 01,01:2099
Cepisr nir‘c&pc_&s«bfo_aacéﬁy N XWoV Kinexicrs Beseiioro mikapeskoro sacoby 13880

Bapobuiix . CwmitKusity Bigem DapmacsroTriaie, Benvka Bpuraris
{maibenyBanes upoGHika o Kaperroro 3acely, kpatia MoxofxCHNS)

Bieseno 5 Vipaiiy TOBAPHCTEO 3 06MeIKETOI0 Bignosixansnicro "iakcoCyit IOy
PapmackioTikage Yrpaina', ixenr. xoz: 35619519 _ _ N
{ralMenyBanas T4 ko 34 CAPTIOY wpsanaB0l ovehn 260, FpI3BHIe, 'y, 0o fateroni thissnoy
BLoBH - HignpHeMus, T Micme HPOMUBANHA Ta PEECTpAliinKE RoMep ofiniioro] Kap ek TIRTHERA
HomaTkis abo cepis o woMep nacopia)

Hporoxon sisyaifbioro KomTpono six 09.10.2024 3 3049/4,

3d  pesyiinratamMu . IepiaBiore KOWIPONIO  BOTANOBACHO, 1O .Jikaposkail s4ci6  Beesens o Vrpainy 3
NOTPUMAHHAM savor 3aROHOMABCTER 1N0A0 3abesneaen iy 1waor TKAPCHKIE 3800616

Havih, " Y _ % i
{nog Gig 2 0‘?@-&%3 @,}?ﬁiﬁﬁ; WLHTDOMIG) {}f Ghanncy {istiiany ra nplasinne)

S\AORYMERTp ) <
S
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AEPIKABHA CIIYAPBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KMIBCHKIM OBJACTI

mpoB. Ceitmaasoi Hanil, 3, m.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37073774

BHCHOBOK
Ipo AKiCTh BRe3eHOT0 B YKPaiHy Jikapcbkoro 3acoly

26.09.2024 Ne 47282/24/10

AYTMEHTHH™(BD)
(HaliMeHYBAHHA TIKAPCHEOTO 32000y TiOHO 3 PEECTPAINHEIM MOCE] [IeRHIM)
TAGICTKH, BKPATI ILTIBKOBOI0 000JIOHKOI0, 875 Mr/125 mMr; mo 7 TaGaerok y Gaictepi; mo 1
GicTepy B DAKETI; m0 2 MAKCTA Y KAPTOHHIH yHaKoBI
(dopua BHITYCKY, HO3YBAHHA, BH NAKYBAHHA JHKAPCLEOTs 3acefy)

HoMmep peectpanifinoro mocsimaeuna UA/0987/02/01 otpox ail peectpanifiuoro noceinuenna 01.01.2099
Cepis nikapcskoro zacofy Ne X45V Kinuxiets BReseHoro nikaperkoro aacofy 13860

BHpOSHHK CuiTI iaiie bivem PapmackioTHEaNC, Bennka bpuranis
(naliMeRyBaHEA BEpOGHIKA NikapeskoTo 3acoly, KpalHa MOX0IKEHHA)

Beescro B Vipainy TorapucTBO 3 00MekeH0N0 BiATOBiRaLEICTIO "T NakcoCmiTK 1aiin
PapmaceoTIKAAC YKpaina", inenr. won: 35619519
(ualiMenysanns Ta kog 33 CPIIOY ropaapasol ocoba abo npissmme, iM'a, o Garsrosi disaamol
oco6H - MAUpHEMI, 1T Micle DpOXUBARHA Ta peceTpaniiinali HoMep ofnikoBol KaPTKH INTATHHKA
mofeTE 800 cepid T2 HOMEp NacIopTa)

IpoToxen sisyansuore kourpome sig 26.09.2024 N 2802/4.

3a pesymeTaTaMH JepXRABHOTO KOHTPOJIK) BCTAHOBNEHO, Mo Jikapcekmif 3acidé BBeseHo B YxpaiHy 3
AOTPHMAHHAM EEMOT 3aK0HOJABCTEA MO0 3a0eaneuenHs AKoCTi mikapeekax 3ac00in.

:\D /é@;/ Bikrop CTE®KIBCHKHH
R

THANHG (iniuians Ta npizamine)




CepTundbikat AKOCTI

Product: AUGMENTIN™(BD} No: 75000

Mpoaykr: AYTMEHTWH™(BD) Homep: 75000

Type: film coated tablets Importing Country: Ukraine

Tun: TabneTin, BKPUTI MNiBkosolo 050NOHKOI KpaTHa imnoprep; Ykpaida

Dose: 875 mg/125myg Quantity in the batch: 13860 packs

Doaypauun: 875mr/125 mr KinexicTe Rpoaykuii B cepil: 13880 yn

Presantatian: Ne 14 (7x2) in blisters Registration license No: UA/QS87/02/M1

{each blister in pouch) Homep pacctpaujiinoro nocsiguetns: UAJDSB7/02/1

MaxyeaHua: Ne 14 (7x2) y GnicTepax
(xorkeH BnlcTep v nakeTi)

Batch: X45V

Cepis; X45Y

Manuf Date: 04 07 2024 Approved by: lan Bevan

[Oata eupoGuuyrea: 04 07 2024 Moromrenc: lan Bevan
Expiry Date: 07 2027 Quaiified Person
TepmiH npwaaTHoeti: 07 2027 YnoeHopaweHa ocoba

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

1 tablet contains: Amoxicillin {in the form of amaoxicillin trihydrate) 875 mg, clavulanic acid (in the form of patassium
clavulanate) 126 mg.

Cvna ahAKTWBHIGTL: [liloMi pEMOBMHIL AMOKCULIMITIH Ta KIaByNTaHOBa KMCNoTa;

1 TabneTka MICTUTE amokcHUMNIHY (v chopmi amokeuwniny Tpurigpary) 875 mr, unasyranosol kucnom (y dopmi kanio
knapynanary} 126 mr.

TEST LIMITS RESULTS
HalMeHyYBaHHA TeCTY HonycTumi HopMKU PegynetaTtit

White or off-whita capsule-shaped, fiim coated tablet,
debossed with *A C' on both sides with a scoreline on one
Deseription side. Pasges Test
{Approximataly 21.5mm by 10mm and 7 to 8.3mm thick®.
The total nominal welght is 1482mg.)

Bina a6o Glna 3 alpTinkom, SKkpuTa NNREKEBOIY CBONOHKO,
xancynbHol hopmy TabneTka 3 niHlso po3NOMy 3 OAHOIC

Goky Ta MoHorpaMoie A G 3 obox Gokla.
grmio (Mpwbnusho 21,5 mm goexuHo, 10 MM WwxpuHowe | 7-8,3 Biancsliae

MM TOBLLMHOIO'.

CymMapHa HoMiHanbHa Bara TaGnetew 1482 mr)
|dentification A (HPLC) Retention time complias with those references %\; HOH ) B

oLt

Yac yTpHmaHHA apaska elgnosinae vacy y-rpuma% b 4 W}N

IRER DRI BEE cTaHaapTa. ° /, S M E HTI N

1
1t
{]

TLG: Retantion titne comparable to the refaran "

B

=S

Idantificetion B (TLC or IR or NIR) IR: spacirum characteristic,

/{6\#3?3""71

NIR: Spectrumn comparable to standard.

NIOMT TN
TLLES: Yac YyTOUMAHHA NOPIBHAHG 3] CTAHRARTOM, w;;j\“r >

S , -
|4-cnexTpockonia: XapakTepucTuka cnexTpa. Bianoeigas

lgenTuclxauia B (TILEX wu 14 ym
BIY}

BiY-cnexTpockenia: CnekTp NopiBHIDETLGA 3i GTAHRAPTOM.

Uniformity of Welght® Complles with requirements of the Ph. Eur. Passes Test

OpHopigHicTe mach? Bignogigae enmoras SO Bignosigae

Page/Cropinka 1offz 4




Product; AUGMENTIN™{(BD)

No: 76000

Mpoaykt: AYTMERTVIH ™(B0)

Homep: 756000

Type: film coated tablets

Importing Country: Ukraine

Tun: TabineTw, BKPUTI NNIBKOBOIO OBONOHKOIO

Kpaina imnoprep: YkpaiHa

Dose: 875 mg/128mg

Quantity in the batch: 13880 packs

Joaypanya: 875mr/125 mr

Kinbiders npogyeyli b cepli: 13860 yn

{each blister in pouch)

Presentation; Ne 14 (7x2) in blisters

Registratlon license No: UA/Q987/02/01
Homep peecTpauiiiHoro nocaiayenys: UA/O987/02/01

(kDxeH GnicTep v nakeTi)

MNakysanun: N2 14 (72} y Gnicrepax

Batch: X45V

Cepia: X45V

Manuf Date; 04 07 2024

Approved by, lan Bevan

JaTa eupobHuyrea: 04 07 2024

MorompxeHo; lan Bevan

Expiry Date: 07 2027

Qualified Person

Tepmin npuaatHocTi: 07 2027

YnosHosaxeHa groba

Clavulanate)

Q = 85% within 30 minutes.

Acceptance criteria: According to Ph.Eur. for conventional
dosage form.

Disintegration Time 30 minutaz maximum (Ph.Eur.) 15 min
PosnagasHA He Ginbw Hbx 30 xB 15 x8
The dissolution of the active ingradients complies with the
requirernents of the Ph.Eur.
Dissolution® {Paddle apparatus method, 75 rpm medium: 800mL
(% declared Amoxicillin and waler). Not Tested

PoavuuHeHHs"

(% elg saneneHoro BMlcTY
amoKctLUinY | Knaeynadosol
RUCNOTH)

POMMKHEHHA AlIO4MK PEMOBKH BiANOBIRAE EUMOram €9,
{MeTop, 3 3aCTOCYBRHHAM NONACKOro anapary, 75 o6ixe,
capeagosuLye: 500 Mn BOAH)

Q = 85% 4epes 30 xB.

KpureplT npuilnaTHoctl: BlgneelgHo Ao €0 4Ns NiKAPCHKOT
thopeav 3i spKHERHUM BURLNEHEHHAM.

He BuanavawoTh

Prasence and Integrity of Film Coat | No gross defects are abserved (Visual examination) Pasges Test
Hasapulere Ta uinlcHlcTe nniskoaol .
SEoTiOHLH He cnocTepiracsThcn aHauHnx aedekrin Bianopigae
Equilibrium Relative Hurmidity® 10.0% maximum 5.7 % wiw

PlevopacHa BiAHOCHA BONOricTs 2

Marcumym 10,0%

r "'_(\_"l{?f_( L B MW
- \.\'-f/) N

Amoxicillin Cantent

831 to 919 mg por average tablet, calculated as / >
Amoxiclliin fres acld by
{85 — 105% of declared). n

BumicT amorcuumniny

831 - 819 Mr Ha cepagHIo Macy TabneTkn, B n
Ha AMOKCHLNIH BiNbHY KMCNOTY.
{85-105% Big 3aABneHoro)

.1

CN
v MEH i'lgah\-ﬁ,.;;\
\=

1\l

Clavulanic Acid Content

>
119 to 131mg per average tablet, calculated as C}% "
acid 4 pat—

(95 — 105% of daclared).

BmlcT KnaeynaHoso#l KMCNoTH

119 -131 nir Ha copegHio Macy TaBneTiM, B nepepaxyHky
HA KNABYNAHOBY KKCNOTY.

(95-105% sl sanmneHoro)

Page/Cropitka 2offa 4




Product: AUGMENTIN™(BD)

No; 75000

Mpoaykr: AYTMEHTHUH™(BD)

Homep: 75000

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTiu, BKPKTI NNIBKCROIC 0GONOHKOKD

Kpaina imnoprep: Yipaina

Dosa: 875 mg/125mg

Quantity in the bateh: 13860 packs

HoayeanHn: 875Mi/125 Mr

KinuxicTt npogykuil B cepil: 13860 yn

Presentation: Ne 14 (7%2) in blisters
{each blister in pouch)

Registration license No: UAS87/02/01
Homep peecrpauiitHoro nocsipuents: UAXSB7/02/01

NanyoanHn: N2 14 (7%2) y GnicTepax
(xoweH Gnicrep y naxkeri)

Batch: X45V
Cepin: X458V
Manuf Date: 04 07 2024 Approved by:  lan Bevan
| flara pupobHuLTEA: 04 07 2024 NorogpxeHo: lan Bevan
Explry Date; 07 2027 Qualified Person
TepwmiH npugaTtHocTi; 07 2027 YnosHuBEMEHA DCObA
Amoxicillin Dimer (Ph.Eur. J) 51.2% 0.5 % wiw
a - Amoxiclilin penicllicic ackd (Ph.Eur. D) 21.0% 0.1 % wiw
g - Amaxiciilin peniclllole acid (Ph.Eur. D) <1.0% 0.0% wiw
Penilloic Acld Isomer 1 (Ph.Eur. E) 51.0% 0.0 % wiw
Amoxicillin Related Substances Penilloic Acld Isomer 2 (Ph.Eur. E} £1.0% 0.0 % wiw
{HPLC) Diketopiperazine (Ph.Eur. C) £1.0% 0.1 % wiw
Any ather dentiflad impurity 21.0% 0.1 % wiw
Any other unidentifled Impurity 50.3% 0.1 % wiw
Total Amoxicilin Related Substances =% 1 % wiw
AMOKCUALANTH Aumep (Ed, 1) 51,2% 0,5 % M
1 - amarcuunnli nanlyunnciina k-ra (Ed, D) =1,0% 0,1 % mim
B ~ amokcuuKniH nadiuwnnoiia k-Ta (€, D) =1,0% 0,0 % mim
I i Meuninnoiéisol k-u isomep 1 (€D, E) £1,0% 0,0 % mim
Qg‘é‘;’;' AOMILLKY ANORSHLIMNNY. flaninnoiinol k-ru faomep 2 (€, E) <1,0% 0,0 % mim
(BEFX) Duwerorinepasi (€, C) <1.0% 0.1 % tain
EByab-Aka WA BiacMa AoMiLxa <1,0% 0,1 % mim
Byab-AEg iHIWLa HeBinoMd OOMiLLKa £0,3% 0,1 % mim
JaranHa KReKICTh CYNyTHIX JOMILLIOK aMOKCHUMAINY 3% 1 % WM
Clavulanic Acid Impurities: 2.5% wiw maximum with respact to tha labaled Clavulanic 0.3 % wiw
Clavulanate Palymer Acid content E
CHOM
JlomiLukw knaeynaHoRol KWCAOTH: Marcumym 2.5 % mim no 8 M IO I8 0.3 % wim
nonimep knabynaHaTy eTukeTL kinkKkocT knaBynpiosd ucnn{rw‘ o Y
L{ '| h ¥ Nl l } ‘i E \ ’ \
Identification Titanium * A yellow-orangs colour " 1 u‘ \ Not Tastad
”f"f'l:ca nM™

IneHTHdikaLin THTaHY

| — ] pumn | .i _: ||IJ
3'nsnneTecA mfo-nou% gra saﬁepanauua g ! 5
& )2 /

He BUsHauSIaTh

Microblal Test* (Ph.Eur.}
Tatal Aerobic Microbial Count

- .};\\‘ \\/
’i;i AR
IHJ\\ /

Not more than 103 CFU per gram

Total Yeasts and Moulds Not more than 102CFU per gram Not Tested
Pathogens Absence of Espherichia coll
MikpaBionoriuia uncrorat (E¢)
3arancHa KNGKICTE MUTTEZZETHUX He Gintu Hbx 10° KYOIr
aepobie
Saranuha KineKicTk Aphroxda i He Binbww Hbi 107 KYOIr He BusHauaioTh
rpubia
MaroreHu BlgcytHlcTe Escherichia cofl
Page/CropiHka Jofis 4




Product: AUGMENTIN™{BLY)

No: 75000

MpogyxT: AYTMEHTAH™(BD)

Howmep. 75000

Type: film coated tablets

Supplied to; Ukraine

Tun: Tafinatn, BKPUTI NNIBKOBOI 0BOMOHKOID

3aMoBHMK: YipaiHa

Dose: 875 mgl125mg

Quantity in the batch: 13880 packs

oayeannsa: 875mi/125 mr

KinkkicTe npoayril B cepii: 13880 yn

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

Reglstration license No: UA/0887/02/01
Homep peecrpauidiHoro noceigyerHs: UAADY87/02/01

NaryeanHA; N2 14 (7x2) y Gnicrepax
{koeH BnicTep y nakeri)

Batch: X45V

Copin: X456V

Manuf Dale: 04 07 2024

Approved by:  lan Bevan

ata supobHuurea: 04 07 2024

MoropweHo:  lan Bevan

Expiry Date: 07 2027

Qualified Person

Tepmit npugatHocti: 07 2027

YnosHosameHa vooba

Notas
1. Tablet dimensions are defined by the fooling used for tablet compression which Is verifled in the EMR.
Tablet dimensions are not measured at release.
2. Results maybe taken from in-process control lest.
3. Performad on 1 batch in 20.
4. Performed once a year at release, which may be the annual GMP stability batch.

MpumiTion
1. PosMmipy TatneTkM BUIHAYAIOTLCA OCHACTKOID, WO BMKOPWCTOBYETLCA NpPU NpecyBaHHl TabneTok, Aka
nepeslpAcTLCA B BMR.
Poamipn TabneTkn He BUMIDIOIOTLCA NPK BUNYCKY.
Pesynbtatv moxyTe GyTH B3ATI 3 TECTYBAHHA NPU MiXONEPaLIAHOMY KOHTPOTI.
BuroHyerses Ha 1 ceplio 3 20,
BukoHyeTECS 1 pa3 Ha pik npu BuNycky cepil, Axa moxe OyTw BUOpaHa AK LLOPIMHA CepiA ANA BUBYEHHA
crabinshoceri BigneeiaHo GMP.

hon

| hereby certify that the information in this certificale is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling and quality control at the above mentioned site in full compllance with
the GMP raquirements 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 betch processing,
packaging and analysis records were reviewed and

found to be in compliance with GMP.

Lum s nigreeprkyto, WO HareasHa iHPopMaLia € cnpamiHbolo | TOYHOKW, Cepia npenapaty Oyna euroTosnena,
BRMHOYAIOMM NAKYBAHHA Ta KOHTPOSb AKOCTI, Ha mnmm _auule Bupoﬁu-lw-liﬁ AlbHul B noauiﬁ sianogigHoCcY Ao

HorymenTanin crocoeHo swpobHUYOro NPoLKG

wWo BoHa BianoBiaas BMMoram HanexHol BypohA
Date of signature: 22 Fz s Zuaf
Bara nianmey: 22 Asy Dozl

/%z

a \QsaJ fed person name and surname: \ns ﬁ'w
I 8 \ / w'b.y'rarlplasuup ynoBnoBANEHOT 00oBH; Vrems G ai_

\
/ Worthing Quallty Assurance Department
flenaptamenT 3 aabasneqsHHA AROCT BopclHr

" APPROVED oo
SmithKline Beacham Phamaceuticals,
12 AUG 2024 Clarendon Road, Worthing,

BN14 8QH, United Kingdom
lan Bevan MIA Number: MIA 10662
Qualified Persan BupoSHuK:
CmiTKnafH Bivem ®apmacbloTMRanc,
Knapenaon Poyg, Bopciur,
BN14 8QH, Benuka BpuraHin
Homep nluenaif Ha empoGunureo Ne: MIA 10592

Page/Cropinka 40f/3 4




Quality certificate
CepTudikar AKocTi

Product: AUGMENTIN (BD)

No: 75380/A

Mpoaykr: AYTMEHTHWH (BD)

Homep: 75380/A

Type: film coated tablets

Importting Couniry: Ukraine

Tun: TabreTky, BXPUTI NAIBKOBOK 0BONOHKOI0

Kpaina imnoptep: Ykpaina

Dose: 875 mg/125mg

Quantity in the batch: 14400 packs

Hozysanna: 875mr/125 mr

Kinbkicts npoaykUii B cepir: 14400 yn

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

Registration icense No: UAQSR7/02/01
Homep peecrpaujiiroro nocsiguenka: UAMQ9ST/02/01

MakysanHa: Ne 14 (7x2) y GnicTepax

(kowmeH BaicTep y nakeTl)

Batch: 836D

Cepia: 836D

Manuf Date: 20 11 2024

Approved by:

Melanie Prince

| Jata supobunyrea: 20 11 2024

Toropxero:

Melanie Prince

Expiry Date: 11 2027

Qualified Person

Tepmin npuaartHecTi: 11 2027

¥YnoeHoeayeHa ocoba

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

1 tablet contains. Amoxicillin (in the form of amoxicillin trihydrate) 875 mg,

clavulanate) 125 mg.

Cuna piifAktrBHicTb: Qo4 peuosHN: aMOXCULMNIH Ta KNaBynaHOBA KMCNOTS; )
1 TabreTka MIGTNTL amokcHLMNiKY (Y hopMi amOKCLMMHY ToUrgpaty) 875 wr, Knaeynaxosol kvenatu {y dopmi kanio

Knaeynadarty) 125 mr.

clavulanic acid {in the form of potassium

TEST

LIMITS

RESULTS

HarmeHyBaHHA TecTyY

LHonycrnmi HopMu

Pesynbraru

Descriplion

While or off-white capsuie-shaped, film coated tablst,
debossed with 'A C' on both sides with a scoreline on one
side.

(Appreximately 21.5mm by 10mm and 7 to 8.3mm thick”,
The total nominal weight is 1482mg.}

Passes Test

Onuc

Bina abo Gina 3 BigTiHKOM, BKpUTa NNiBKOBOK 06ONOKKDIO
KarncynbHoi hopmu Tabinerka 3 niHieo po3nomy s oaHoro
Boky Ta MmoHarpamoto A G 3 obox Bokis,

{Mpubnuano 21,5 MM JoBxubo, 10 MM WnprKoIo | 7-8,3
MM TOBLUMHOIO',

Cymapha HomiHanbHa sara Tabnerkn 1482 wmr)

Bignosigae

ldentification A (HPLC)

Retention time complies with thase referances

Passes Test

laenTadikauis A (BEPX)

Hac yTpumaHha 3paaka signosinae dacy yTpumaHis
CTaHAaPTA.

Bignosigae

Identification B (TL.C or IR or NIR}

TLC: Retention time comparable to the reference.
IR: spectrum characteristic.

NIR: Spectrum comparable to siandard,

Passes Test

tnenTudikauis B (TLUX qm 1Y yn
BI4)

TUHIX: Yae yTprmatisg NopiBHAHO 3i CTAHAARTOM.
IY-cnexTpockania: XapaxTepucTuke cnekTpa.

BlY-cnexrpockonisn: CnexTp nopiBHioeTEeA 81 cTabpapTom.

Bignosipae

Uniformity of Weight?

Complies with requirements of the Ph. Eur.

Passes Test

QpHoplgHicTs macu?

Bianosinae aumoram €4

Bisniosigas

Page/CropiHka 1ofia 4




Product: AUGMENTIN (BD) No: 75380/A

Opogyrr: AYTMEHTUWH (BD) Homep: 75380/A

Type: film coated tablets Importing Country: Ukraine

Tun: Tabnetkn, skpuTi NRiskoBo:0 0BONOHKOIO KpaiHa imroprep: Yepaiua

Dose: 875 mg/125mg Quantity in the batch: 14400 packs

HosysaHHs: 875mr/125 mr KinbwicTs npogykuil B cepii; 14400 yn

Presentation: Ne 14 (7%2) in blisters Registration license No: UA/0987/02/01

{each blister in pouch) Homep peecTpadifinero noceindennn: UA/987/02/01

lNakynauHa: Ne 14 (7x2) y Gnicrepax
(xoxen Bnictep v nakeri)

Batch; 836D
Cepis; 836D
Manuf Date: 20 11 2024 Approved by:  Melanie Prince
Hara pupobuuyrea: 20 11 2024 MMoromena: Melanie Prince
Expiry Date: 11 2027 Qualified Person
Tepmin npnagatdocti: 11 2027 YnoekosakeHa ocoba
Disinlegration Time 30 minutes maximum (Ph.Eur.) 15 min
Posnaganis He Ginkiu Hix 3C xB 18 xB
The dissolution of the active ingredients complies wilth the
requirements of the Ph.Eur.
Dissolution® (Paddle apparatus method, 75 rpm medium: $00mL
(% declared Amoxiciltin and waler), Not Tested
Clavulanate) Q = 85% within 30 minutes.
Acceplance criteria: According to Ph.Eur. for conventional
dosage form.
PoauuHeRHa Allcuux peuoBuH aignosigae sumaram €.
PG3yuHeHHnA® (MeTog 5 3acTOCYBaHHAM NONacHOro anapary, 75 ob/xe,
(% win sanenenoro emicry cepenosue: 900 mn sogun)
BMCKCULMMNIRY | KNaBynaHosol Q = 85% vepes 30 xs. WIS TRASHES AT
KWGOTH) KpuTepil npulinarnocti: signosigHe go €4 ana nikapcskoi
chopmu 3i 3BKUUABHUM BUBINbHEHHAM.
Presence and Integrity of Fifm Coat | No gross defecls are chserved (Visua! examination) Passes Test
Hasanicrs ta uinicHicts nniskozoi : R . .
oBonOHIM He cnociepirasThes sHayHux fecexTin Bianoeigae
Equilibrium Relative Humidity? 10.0% rnaximum 4,0 Y% wiw
PisnoeanHa sigHocHa sonoricts 2 Makcumym 10,0% 4,0 % mim

831 to 919 myg per average tablet, caleulated as
Amoxiciliin Centent Amoxicillin free acid 868 mg
(95 — 105% of declared).

831 - 919 Mr Ha cepeaHIc MaCY TAGRETKY, B NepepaxyHKy
BMICT amORcULMIHHY HA aMOKCULIMAIN BiNLHY KKCNOTY. 868 mr
{95-1056% Bin aaAeneHoro)

119 to 131mg per average tablet, caloulated as Clavulanic
Clavulanic Acid Content acid 125 myg

(95 — 105% of dectared).

119 -131 M7 Ha cepenHio Macy TaBNeTKy, 8 nepepaxyHKy
BmicT knaeynarosoii kucnoty HA KNABYNAHOBY KUCIOTY. 125 mr
(95-105% sip, aansnexoro)
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Product: AUGMENTIN (BD)

No: 75380/A

MNpogysr: AYTMEHTHH (BD)

Homep: 75380/A

Type: film coated tablets

Importing Country: Ukraine

Twn: rabneTv, BKPUTT NMIBXOBOIO OB ONOHKOID

Kpaisa imnoprep: Yxpaiva

Dose: 876 mg/126mg

Quantity in the baich; 14400 packs

AoayBaHHA: 875mr/125 mr

KinbxicTe npoaykuii B cepii: 14400 yn

Presentation: Ne 14 (7%2) in blisters
(each blister in pouch)

Regisiration license No: UA/0987/02/01
Homep peecTpatjiiHoro nocelagerns: UA/QQ87/02/01

MakysanHA: Ne 14 (7x2) y Bricrepax
(kodweH BricTep v nakeTi)

Baich: 836D

Cepin; 836D

Manuf Date: 20 11 2024

Approved by:  Melanie Prince

Bata supobruuraa: 20 11 2024 MMoroaxeHo: Mefanie Prince
Expiry Date: 11 2027 Qualified Person
Tepmin npupaTHoeTi: 11 2027 YrogrosaeHa ocoba
Amoxicillin Dimer {Ph.Eur. J) £1.2% 0.8 % wiw
o - Amoxiclllin penicilloic acid (Ph.Eur, D) £1.0% 0.2 % wiw
B - Amoxiciliin penicilloic acld (Ph.Eur. D) =1.0% 0.0 % wiw
. Penilloic Acid Isomer 1 (Ph.Eur. E) =1.0% 0.0 % wiw
Amoxicilin Related Substances Penilioc Acid Isomer 2 {Ph.Eur. E) £1.0% 0.0 % wiw
(HPL.C) Diketopiperazing (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified impurity £1.0% 0.1 % wiw
Any other unidentified impurity %0.3% 0.1 % wiw
Total Amoxicillin Related Substances £3% 2 % wiw
AMOKCULKAIH AnmMep (€@, ) £1,2% 0.8 % mim
a - aMOKCHUMNIH neHiyunmoitua k-ta (@, D} £1,0% 0.2 % Mim
B - amoxevuunin neriuunnolira k-ra (E®, D) =1,0% 0,0 % mim
. : : MeHinnoiinol k-Ty isomep 1 (Ed, E) 51,0% 0,0 % mim
%’Eg;”' AOMILIKAAMORCHLIAIHY MeHinnodoi k-Tv izomep 2 (E, E) <1,0% 0.0 % mim
(BEPX) HuseToninepasin (Ed, C) <1.0% 0.1 % mim
Bynb-aka iHwa sijoma gomiluka =1,0% 0,1 % Mim
Byab-fika iHWa HesinoMa gomiluxa <0,3% 0,1 % mim
3aransHa KinsKicTe cynyTHix femiltiok amokcuumniny 3% 2 %% mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the jabeled Clavutanic 0.7 % wih
Ciavulanate Polymer Acid content R
Homilikn knasynaHosof kKenoT: Marcamym 2,5 % mim No BIAHOLWEHHIO 40 38ABREROT HA 0.7 % mim
nonivep knasynaHary ETUKEeTL KiNbKOCTi KNaBYNAHOBAT KUCNOTH 2 oA
identification Titanium * A yellow-orange colour appears Not Tested

taenTudikayia Turany?®

J'ABRRETLCA HOBTO-NAMApaH4ese 3aGapBHeHHs

He suanavaoTh

Microblal Tesl? {Ph.Eur.)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10 CFU per gram
Not more than 10*CFU per gram
Ahsence of Escherichia coli

Not Tested

MikpoBionoriuka wictotal (S¢)
3arancHa KiALKICTb MUTTEIAETHUX
aepohia

3aranbHa KineKicTs APIGKB |
rpubis

MaroreHu

He Ginbul Hixk 10° IKYOIr
He Binbw Hix 107 KYOIr

BincyTHicTe Escherichia coli

He BuanadaoTh
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Product. AUGMENTIN (3D)

No: 75380/A

Mpogysr: AYTMEHTWH (BD)

Homep: 75380/A

Type: film coated tablets

Supplied to: Ukraine

Tun: ¥abnetkw, BRpUTI ANiskosoie 06oMNoKKow

3amoeHUK: YkpaiHa

Dose: 875 mg/125myg

Quantily in the batch: 14400 packs

HoasysaHHs: 875mr/ 125 mr

KinexicTe mpogykuii B cepii: 14400 yn

Presentation: No 14 (7%2) in blisters
each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectpauintoro nocsigdenus: UADOST/02/01

NakysadHa: Ne 14 (7%2) y GricTepax
| (xoxeH Bnictep y nakeTth

Baich: 836D

Cepin: 836D

Manuf Date: 20 i1 2024

Approved by:  Maslanie Prince

Hara Brpobuuyrea: 20 11 2024

Noromxkerio: Melfanie Prince

Expiry Date; 11 2027

Qualified Person

Tepmik npraartocti: 11 2027

YnosHopamesa ocaba

Notes

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

Tablet dimensions are not measured at release.
Results maybe taken from in-process control test,

2.
3. Performed on 1 batch in 20.
4.

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

MpunaiTion

1. Posmipn TabneTin BUGHAYAIOTLCH OCHACTKOW, O BUKOPUCTOBYETBCA npu npecyeandi Tabnetox, ska

nepesipreTeca 8 BMR.

Poamipu TalineTki He BUMIPICIOTLCH NPW BUNYCKY.
PesynbTaTti MoxyTe ByTi BasTE 3 TECTYBAHHA MY MixkonepaLiAHoMy KeHTROI,

BukoHyeTbGa Ha 1 cepilo 3 20.

B

crabinbHocTi Bignosigno GMVP.

BuronyeTben 1 pas Ha pik npn eunycky cepli, fka Mowe Gytw BMOpaHa AK LWopiYHa cepin Ana BUBYEHHS

} hereby cerlify that the information in this certificate is authentic and accurate. This batch of product has been
manufaciured, Including packaging/labelling and quality control at the above mentioned sile 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.

Lm a nigteepaxyio, Wo HaseaeHa HMOPMaWif & CAPABAHLOW | TOUHOE, Cepis npenapaty Gyna suroTosneHa,
BKMHUAI0UWN NAaKYBAHHS Ta KOHTPOMb AKOCTI, Ha 3askadeHin puiLe BUPOBHWIIA ginsHuui B NOBHIN BignoBiaKoCT Ao
BUMar HanexHol BupoBHuUIot npaktukn {GMP), BCTAHOBNEHUX MICLSBHM PErynATOPHYM BIZOMCTBOM, A4 TAKOM B
noeHidl  BignosigHoctl no  cnegudikauii, nepepBavennx y  pescTpauiiHi AckymeHTaull  kpaiHu-iMnopTepa.
HoxymeHTaUin CTOCOBHO BYUPOGHUHOrO NPOLECY, NAKyBaHHsA | aHaniay cepii Byra nepesipeda, | Byno BCTaHOBMEHO,
1110 BOHA BiftIoBIAaE BuMoram HanexHol supoBhudct ripaktuii (GMP),

Date of signature: 27 O 2028
Aara nianvcy: 17 oi 2ws

Signed (Qualified person): J""?O A/
Migaue (YneerosaweHa ocoba): pi% AL

Qualified person name and surname;

Worthing Quality Assurance Depariment
HenaprameHT 3 3abeaneqeHHs akocTi BopciHr

Manufacturer:
SmithKiine Beecham Pharmaceuticals,

Clarenden Road, Worthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10592

BupoBaux:

Cmitlnin Bivem DapMackioTiianc,
Knapengon Poyg, BopciHr,

BN14 8QH, Banuka BpuraHia

Homep niuensif Ha BupoBHuuTeo Ne: MIA 10532
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AEPAKABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIN OBJIACTI

npos. Ceitangnoi Haail, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis ke@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK

PO SIKICTH BBE3€HOI0 B YKpaiHy JiKkapebKoro 3acoby

12.02.2025 Ne 4593/25/10

AYI'MEHTHH (BD)
(uaiiveHyBanHA JliKapchKoro 3acofy 3riZHO 3 PEECTPALIANMM NOCBLIYCHAM)
TafileTKH, BKPHUTI IUTiBKOBOI0 0601011010, 875 Mr/125 mMr; 1o 7 TabaeTok y OJicrepi; mo 1

Guaicrepy B makeri; no 2 maxkera y Kapronuiil ynaxosui
((hopMa BHITYCKY, A0O3YBaHHA, B IAKYBAHHS NiKADCLKOTO 33c06Y)

Howmep peectpanifinoro nocimaenns UA/G987/02/01 crpox nii peectpauiiinoro nocsimuenns 01.01.2099
Cepin nikapcoxoro sacoby Ne 836D KimbkicTs BBE3¢HOIO Nikaperkoro 3acoby 14400

Bupofnuk CuitKnsiiin Bigem @apmaceiotuxasie, Benka Bpuranis

(nabiMenyBaws BHPOGHEKA NiKapCEKOTO 3208y, kpaita MOXOIPKCHES)

Beesero B Vipainy Tosapuerso 3 00mexkenolo BinnosigaaskicTio "InaxcoCaitKnaiin

PapmacerTikanc Ykpaina', izent. woa: 35619519

(HaitMenyparns Ta ko 3a €]IPTIOY wpwinanol ocobu abo NpisBue, IMA, M0 6aTHROB] (izuunol

ocobu - ANprueMus, 1 Micle MpoXEBaKIA Ta peecTpauifiHuit HoMep 0ONiKOBOT KAPTKH TTHRATHMKA
HoAaTKIB 460 cepis T4 HoMep TacnopTa)

IlpoToxon sisyansnoro xourpomo sig (45.02.2025 N 0323/2.

33 pesynpTaTaMM JEPXKABHOMO KOHTPOMK) BCTAHOBISHO, IO nikapcykuMil  3acif  eeeseno B VipaiHy 3

HAOTPHMAHHAM BUMOT 3aKOHOJABCTEA 1110/10 3a063Ie9eHH AKOCTI MiKapceKHX 3acobis.
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Quality certificate
Ceprudikar AKOCTI

Product; AUGMENTIN (BD)

No: 76371/A

fipoayrr: AYITMEHTUH (BD)

Homep: 7537 17A

Type: flm coated tablets

Importing Country: Ukraine

Tun: TabneTku, BxpuTl nnlekosoic cBonaHKoto

Kpaina imnopTtep: Ykpaina

Dose: 875 mg/125mg

Quantity in the batch: 14400 packs

Hoasysanns: 870m/125 mr

KinekicTe npoaykuii 8 cepiit 14400 yn

{each blister in pouch)

Presentation: Ne 14 {(7%2) in blisters

(koyeH Brictep y naketi)

MNakyeanus: Ne 14 (7x2) y 6nicrepax

Registration license No: UAM987/02/01
Homep peecTpayifitero noceigyenHa: UA/GOS7/G2/01

“Balch: 844F

Cepin: 844E

Manuf Date: 20 11 2024

Approved by:

lan Hutchinson

Hata supcbruyraa: 20 11 2024

Morogxeno:

lan Hutchinson

Expiry Date: 11 2027

Qualified Persan

Tepmin npuaarkocti: 11 2027

YnosHoBa¥eHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid:;
1 tablet contains: Amoxicilfin (in the form of amoxicillin tribydrate) 875 mg, clavulanic acid (in the form of potassium

clavulanate) 125 mg.

Cuna AifAKTVERICTE: A4 pEYOBUHI: aMOKCULIMAIK Ta KNnaByNaHoBa KUCNoTa;
1 TabneTka MicTUTE AMOKCHEMITIHY (Y DOPMI BMOKCLMNIKY TpUriapaTy) 876 Mr, KNasynaHoBoI KUCNOTH {y dhopmi kanio

knasynadary) 125 mr.

TEST LIMITS RESULTS
HanmeHyBaHng Tecry DonycTumi HopMu Pesynutatw
White or off-white capsule-shaped, film coated tablet,
debessed with 'A C' on both sides with a scoreline on one
Description side. Passes Test
{Approximalely 21.5mm by 10mm and 7 {0 8.3mm thick™.
The total nominal welght is 1482mg.)
Bina abo Gina a sigTiHkom, BKOUTA ONIBKOROIC 0BOAOHKOID,
Kafncynbhol thopmu Tabnerka 3 niHieo posnomy 3 ogHoro
Boxy Ta moserpamok A C 3 ofox Sokis, . .
Qnye {Tipubnuano 21,5 mM 40BNMHOI0, 10 MM WHPKHOK | 7-8,3 Bianasinae
MM ToBLYWHOH,
CymapHa HoMiHansHa Bara TabneTky 1482 mr)
ldentification A {(HPLC) Retention time complies with those references Passes Test
InerTadixauisn A (BEPX) Yac yTpumaHniA 3paska signosigae vacy yrpumanns Bianosinac

craHAapTa.

Identification 3 {TLC or IR or NIR)

TLC: Retention time comparable to the reference.
IR: spectrum characteristic.

MNIR: Spectrum comparable to standard.

Passes Test

lnenrudivania B (TIUX yu 14 uu

TLX: Yac yTpumanha nopisvaHo 31 cradgaprom.

BIY) IH-cnekrpockonia; XapakTepucTuka criektpa. Bianosigae
ElY-cneirpocxonia: Cnektp nopiBHIOETHCA 8i GTAHAZPTOM.,

Uniformity of Weight? Compties with requirements of the Ph. Eur. Passes Test

CAHOpIAHICTD Macu? Bipnosigae bumcram €@ Bianosinae

Page/Cropinka 1ofiz 4

[Hw al _/; éd d

200275




Product. AUGMENTIN (BD}

No; 75371/A

| Npoayer: AYTMEHTWH (BD)

Homep: 75371/A

Type: film coated tablets

Impaorting Country: Ukraine

Ty TabneTky, BKPUTI NNIBKOBOK 0BGHOHKOI0

Kpaina imnopTep: Yrpaina

Dose: 875 mg/125mg

Quantity in the batch: 14400 packs

flosysadHa: 875mr/125 mr

Kinbkicte npogykuii B cepii: 14400 yn

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

Registration ficense Na: UADS87/02/01

Homep peecrpadiitoro noceinqenHs: UA987/02/01

Makypaxua: Ne 14 (7x2) y GnicTepax
Koker 6nicrep y nakeTi)

Batch: 844E

Cepis: 844E

Manuf Date: 20 11 2024

Approved by:  lan Hutchinson

Hara supoBHuursa: 20 11 2024

Morogkenc: lan Hutchinscon

Expiry Date: 11 2027

Qualified Person

Tepmin npupathocti: 11 2027

YnoeHOoBaMeHa ocoba

Disintegration Time

Clavulanate)

QG = 85% wilhin 20 minutes.
Acceplance criteria; According to Ph.Eur, for conventional
dosage form.

30 minutes maximum (Ph.Eur) 15 min
Poznaaamia He Binblw 1w 30 xB 15 x8
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.
Dissotution® (Paddle apparatus method, 75 rpm mediunt: 900mbL
{% deciared Amoxiciltin and water). Not Tested

PosunHerHs?

{% Big 2anBREHOTO BMIGTY
amoKkcULMniny i knaeynanosol
KUGNoTy)

Po3yvHeRHA AlI0UMK peyoBrH BianoBigae sumoram EG.
(MeTog 3 sacTocysaHHAM NONACHOro gnapary, 75 o6/xB,
cepeqoeue: 900 mn Boaw)

Q = 85% uepes 30 xa.

Kputepii npuithaThocTi: signosigie 4o €O ana nikapcskei
dopmut 3i aBruaiHKM BUSINBHEHHAM.

He suasavarTs

Presence and Integrity of Film Coat

No gross defecls are observed (Visual examination)

Passes Test

Hasaskicts Ta UinicHicTs nniskosol

(95-105% wig 3assnedoro)

oBononin He cnocrepiraeTecn aHauHux gedexris Binnoeigae
Equilibrium Reiative Humidity? 10.0% maxirnum 4.0 % wiw
PisHOBAMHA BigHOGHA BONOMCTD 2 Makcumym 10,0% 4.0 % mim
831 to 919 mg per average tablet, calculated as
Amoxicilin Contenl Amoxicillin free acid 869 mg
{95 — 105% of declared).
831 - 919 Mr Ha CEPeAHIC MaCy TAGNETKY, B NEpEP axXyHKY
BMicT aMokevLniHy Ha 2MOKCULMAIH BINbHY KUCHOTY. 869 wmr
(85-105% Bin 3aABNEHOrO)
119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 124 mg
(95 ~ 105% of declared).
119 -131 Mr Ha cepegHIo Macy TalneTik, B nepepaxyHKy
BMICT KnasynaHoBoR KUGNOTH Ha ®RABYNAHOBY KWCNOTY. 124 wmr
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Product: AUGMENTIN (BD)

No: 7537 1/A

Mpocayer: AYTMEHTWUH (BD)

Homep: 7637 1/A

Type: film coated tablets

Impoerting Country: Ukraine

Tun: vabnetw, BKPUTI NNIBKOBOID 0BONOHKOID

Kpaina imnoprep: Yrkpaina

_Dose: 875 mg/125mg

Quantity in the baich: 14400 packs

HosysanHs: 875mr/ 125 mr

KinbkicTs npoayui B cepli: 14400 yn

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

Registration license No: UA/0987/02/01
Homep peectpauiiidore noceipdednn; UA/QIB7/02/01

MarypanHa: Ne 14 (7x2) y Gricrepax
(korker EnicTep v nakeTi)

Batch: 844E
Cepin: 844E
Manuf Date; 20 11 2024 Approved by:  lan Hutchinson
Hata supobrnurea: 20 11 2024 [ToromkeHo: lan Hutchinson

Expiry Date: 11 2027

Qualified Person

YnoeHosameHa 0coba

Amoxicillin Dimes (Ph.Eur. J) =1.2% 0.7 % whw
a - Amoxicillin penicilloic acid (Ph.Eur. D) 21.0% 0.2 % wiw
f - Amoxicillin penicilioic acid (Ph.Eur. D) £1.0% 0.0 % wiw
o Penilloic Acid Isomer 1 (Ph.Eur, E) £1.0% 0.0 % wiw
Amoxicilin Related Substances Penilloic Acid Isomer 2 (Ph.Eur. E) £1.0% 0.0 % whw
(HFLC) Diketopiperazine {Ph.Eur. C) £1.0% 0.1 % wiw
Any other identified impurity 21.0% 0.1 % wiw
Any ather unidentified impurity 20.3% 0.1 % whw
Total Amoxicillin Related Subslances 3% 1 % wiw
AmoKcuuunie aumep (€d, J) £1,2% 0,7 % ming
T - aMOKCHLIMNIK nerilunnoiita k-ra (E®, D) <£1,0% 0,2 % mim
f# - amoxcuuunin neniyunRoida i-Ta (E®, D) £1,0% 0,0 % mim
CynyTH! LOMILLIKH SMOKCULLARIHY FleH'!nnofjHo'l' H-T# iaomep 1(€¢, E) <1,0% 0,0 % mim
(BEPX) t Merinnofinoi k-tv isomep 2 (E€®, E) =1,0% 0,0 % mie
AvkeToninepasid (E®, C) =1,0% 0,1 % mim
Byab-aKa iHila BigoMa LOMILUKS £1,0% 0,1 % mim
Byab-nka iHwa Hepigoma goMiuka £0,3% 0,1 % nfna
3aranuHa KinbricTe CYNYTHIX JOMILLIOK aMeKcuUUniby 3% 1 % mim
Ctavulanic Acid Impurities: 2.5% wiw maximum with respect fo the iabeled Clavulanic 0.6 % wiw
Ciavulanate Polymer Acid conlent R
AoMilLKa KnasynaHosoil KUCnoTw: Makchumym 2,5 % miv no BifHOLWBHHIO 40 3aABReHol Ha 0.6 % m/m
nofiMep knasynaHary STUKETL KiNbKOCT KN2BYNAKOBOT KMCNOTK d
Idantification Titanium * A yellow-orange colour appears Not Tested

laeHTuchikayin Turany®

3'ABNAETLCA WOBTO-NOMAapaHyese sabapanexra

He Br3HaUYRKTEL

Microbial Test * (Ph.Eur.}
Total Aerobic Microbial Count
Total Yeasts and Motlds
Pathogens

Not more than 10 CFU per gram
Not more than 102 CFU per gram
Absence of Escherichia coli

Not Tested

MixpoGionoriuna yuctora? (E0)
3arantHa KinbKiCTh MUTTEZAATHAX
aspobin

3aransta KiNekicTb APdKAKIB i
rpuGie

Matoreny

He Binbti Hixk 10% IKYOIr
He Binbw Hix 102 KYOrr

Biacyrricte Escherichia coli

He BusHa4dawoTe
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Product: AUGMENTIN (BD) No: 75371/A

Mpoaykr: AYTMEHTWH (BD) Homep: 75637 1/A
| Type: film coated tableis ‘ Supglied to; Ukraine

Tun: Tabnern, BKPUTI NHiBKOBOK 0SONOHKOID JamoHKUK: Yipaika A
Dose: 875 mg/125mg Quantity in the batch: 14400 packs

JosysanHa: 876mr/125 mr KinekicTe npoaykuil B cepii: 14400 yn

Presentation: Ne 14 (7%2) in blisters Registration license No: UA/G987/02/01

{each blister in nouch) Homep peecrpadiidoro noceigdenyds: UA/0987/02/01

NakypanHa: Ne 14 (7x2) y Snicrepax
(koxer BnicTep y nakeTi)

Batch: 344E

Cepis: 844E
L Manuf Date: 20 11 2024 Approved by:  lan Huichinsen

Data supabunurea: 20 11 2024 MoromreHo: lan Hutchinson

Expiry Date: 11 2027 Quaiified Person

_fepmin npuaaTthocTi: 11 2027 YnosHosaxeHa ccoba _
Notes

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

2. Results maybe laken 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.

Mpwnaitin
1. Posmipy T1aBnetkd BUIHAYAIOTLCA OCHACTKOW, MO BUKOPWUCTOBYETBCA MpPW  NpecysaHHi TabneTok, mKa
nepesipaeTeca B BMR.
Po3mipy TabneTki HE BUMIDIOIOTSCH NPY BURYCKY.
PeayneTati MoxyTe DYTH B3ATI 3 TECTYBAKHA ApK MKONEPaLIRHOMY KOHTRORI.
BukoryeThcs Ha 1 cepito 3 20,

BukoHyetscs 1 pas Ha pik npu BUnycky cepii, ska moxe GyTu BuBpaHa sk wiopldHa cepin AnS BUBYEHHS
crabinsHocTi Bignosigre GMP.

Awme

I hereby certify thal the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packagingflabelling and quality control at the above mentioned site in full compliance with
the GMP requirernents of the local Regulatory Authority and with the specifications in the Marketing Authorisation of
the final destination country or preduct specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and

found to he in compliance with GMP.

Uum 51 nigreepaiyio, wo Hasenska iHopmalis e crnpamideolo i TouHola, Cepin npenapaty Gyna suroToeneHa,
BINIOYAIOHN NAKYBAHHA Ta KOHTPOSb SIKOCTI, HA 333HAYEHIN BKWe BUPOGHWYIR DinbHULi B NoBRIA BignosigHocTi oo
srimMor  Hanexnol BupobHayct npaktuky {GMP), BCTAHOBNEHUX MICUSRUM PEryNATOPHUM BiOMCTBOM, 4 TakoK B
noBHId  BianosigHocTl go  cneundpikauih, nepeaBauenwx vy peecTpauitiin gokymenTaull  xpaiHu-imnopTepa.
JokymeHTaLin cTOCORHO BUPOGHWMOrO npoLgcy, nakysadHs i aqanisy cepii Byna nepesipena, | 6yno scTaHoBREHO,
Lo BOHA BIAN0BIA&E Bivoram HanexHol BupoBruioT npakTikn (GMP).

Date of signature: > ¢ . -« -7 Signed (Qualified persony: I« .- i
Jata nignucy: . c Mignne (YnosrosaxkeHa ocoba):

Qualified persen name and surname: .
ImM's Ta Fpissuwe ynoBHes@keHo! ocobu: . .,

Worthing Quality Assurance Departrment
HenapramenT 3 3afeanevyerHn akooTi Bopcinr

Manufacturer:
SmithKiine Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QRH, United Kingdom
MIA Number; MIA 10532

Bupobhux:

CmiTKnsAaK Bivem ®@apMackioTHRanc,
Knaperaor Poya, Bopciur,

BN14 8QH, Benuka Bputanis

Homep nideHall na aupobrisyTeo No: MIA 10592

Page/Cropinka 4of/z 4




A

AEPXKABHA CJIIYIKBA 3 JIIKAPCHhKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMW Y KHIBCHKIA OBJIACTI

npoe. Ceitnnunot Hanil, 3, m.Kuie, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls. gov.va, Kog €APTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOI0 B YKpaiHy AiKapchKoro 3acoby

12.02.2025 No 4594/25/10

AYI'MEHTUH (BD)
(aafiMeHyBANES TIKAPCRKOTO 3ac00yY 3UIMHO 3 peecTpAIliIMM LOCBIAMEHILIN)
Ta6IeTKH, BKPUTI [U1IBKOB0I0 06010HKO010, 875 Mr/125 Mr; o 7 taGaerox y Guicrepi; no 1
OicTepy B makeri; o 2 naKeTa y KAPTOHHIN ynakosui
((hopma BUTIYCKY, MO3YBaNis, BI TAKYBAHHS JIKADCLKOTO 3aC00Y)

Homep peectpanitinoro nocsinuenus UA/G987/02/01 erpox aii peecrpauiiiznoro nocsinuenns 01.01.2099
Cepis nikapckkoro sacoby Ne 844K Kinskicts BBeseHoTO Mikapeskoro sacoby 14400

Bupofiunk CumitKnsiin bivem ®apmacsiotrranc, Benuka Bpuranis

{irabiMenyBats BupoGRUKA JiKapeRKOro 3acody, KPaita NOX0/KCHHA)

Breseno B Yipainy Topapucereo 3 06Mmekernow sirnopizanbuicto "IiakcoCyitKusiin

PapmackloTikage Ykpaina', izenr. kox: 35619519

(nakvenyRaHeEs Ta koit 32 CIAPTIOY ropuanuHo! ocobi abo npiskuie, iv'a, 1o Garsiosi (isusoi
©colH - nianpuemus, 1 Mictte APOXKHEAHER Ta peecTpailitiuit noMep 08IikoR0T KAPTKY 1IATHEKA
no1aTxis abo cepis Ta HoMep facuopra)

[Iporukon Bisyansuoroe kourposno sin 05.02.2025 Ne 0323/3.

34 pesynbTaTaMH  JIEKABHOTO KOHTPOMO BCTAHOBIEHO, W10 JKApCsKuii 3aci6 BRezeHo B Ykpalny 3

AOTPHMAHHIAM BUMOr 3aK0HOAABCTRA L1010 3a6¢3NeUeHH AKOCT] nikapcekux 3acodib.

B anennmuiEs ey 0 . Olinga N b
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Quality certificate
CepTtudikar sikocTi

Product: AUGMENTIN (BD})

No; 78381/A

Mpogykr: AYTMEHTUWH (BD)

Homep: 75381/A

Type: film coated tablets

importing Country: Ukraine

Tun: Tabnetiw, BipUTI NNiBKOBOK 060NORKoK

Kpaina imnopTep: Yepaida

Dose: 875 mg/125mg

Quantity in the batch: 14397 packs

HozysaHus: B75mr/125 mr

KinbxicTe npogykuii 8 cepii: 14397 yn

Presenlation: Ne 14 (7%2) in blisters
(gach blister in pouch)

Registration license No: UA/Q987/02/01
Homep peecTpauifikore noceigdenna; UA0987/02/01

Naxysarna: Ne 14 (7x2) y Gnicrepax
(koxeH GricTep y nakerti)

Batch: 844F
Cepisnt; 844F
Manuf Date: 20 11 2024 Approved by:  lan Bevan
Hara supobuuyraa: 20 11 2024 [Norogwene: lan Bevan

Expiry Date; 11 2027

Qualified Parsan

Tepmid npuaaTroceTi: 11 2027

YnoBeHoBaeHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid:
1 tablet centains: Amexicillin (in the form of amoxicillin trihydrate) 875 mg, clavulanic acid (in the form of potassium

clavulanate) 125 mg.

Cvna pifAKTBHICTB: Qiov] peuoBrHY: aMOKCULMIIH Ta KaBynaHoBa KNCRoTa;

1 TabneTka MicTUTE amoxeLUNiHY (y opMI amMOoKCUWiHY TpUrigpary) 876 mr, knaBynaHoro! kMenoTy {y chopmi kanio

knaeynadaTy) 125 wr.

TEST LIMITS RESULTS
HatimenyBaHBA TecTy Lonyctumi HopMu Pesynbratun
While or off-white capsule-shaped, fiim coated tablet,
debossed with ‘A C’ on both sides with a scoreline on one
Description side. Passes Test
(Approximately 21.8mm by 10mm and 7 to 8.3mm thick!.
The total nomina! weight is 1482mg.)
bina afio Gina & BigTIHKOM, BEPUTA NNIBKOBOK OBONOHKOI,
KanGynpHaT chopmis Tabnerxa 3 Nikiglo poanomMy a oAHoro
Omvic Boky Ta Marorpamo A G 3 o6ox Bokia. Binnosigae

(fMpuBrmnske 21,5 Mm goaxurolo, 10 MmM Livpunow | 7-8,3
MM TOBLYMHAIO',
CymapHa HoMidanbHa Bara Tabnetiu 1482 mr)

Identification A (HPLC)

Retention time complies with those references

Passes Test

laexTuikauin A (BEPX)

Yac yTpumanta 3paoka BignoBiaae Yacy YTpuManHa
crangapra.

Bignosigae

Identification B (TLC or IR or NIR)

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

NIR: Spectrum comparable to standard.

Passes Test

laenrudikanis B {TWIX un 1M un
BIY)

TUX: Yac yrpumania nopieHsHe 3i cTadaapTom.
tY-crnekTpockonin: XapakTepucTika cnekrpa.

BiY-criextpockorin, CRekTp NGpIBHIOETLCR 3 CTaHAAPTOM.

Bignosigae

Uniformity of Weight?

Complies with requiremenis of the Ph. Eur,

Passes Test

OAHOPIBHICTL Macy?

Bignerigae eumoran Ed

Bignosinae

Page/Cropinka tofiz 4
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Product: AUGMENTIN (BD)

No: 7638 1/A

Mpogykt: AYTMEHTUH (BD)

Homep: 75381/A

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTiw, skpuTi NAIBKOBOK 0BONDHKOIO

Kpaina imriopTep: Yxpaina

Dose: 875 mg/125mg

Quantity in the batch: 14397 packs

Dosysantn: B75mr/125 mr

Kinskicts npogykuii 8 cepil: 14397 yn

Presaentation: Ne 14 (7x2) in blisters

_{each blister in pouch)

Registration license No: UA/DS87/02/01
Homep peectpauiiHoro noceinderds: UASE7/02/01

Maxysann: Ne 14 (7%2) y GnicTepax

(roued Gnictep y naketi)

Balch: 844F

Cepis: 844F

Manuf Dafe: 20 11 2024

Approved by:

lan Bevan

Dava supoBruursa: 20 11 2024

Morogmeno:

lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmid npupardocti: 11 2027

YNoBHOBAMEHa ocoba

Disintegration Time

Clavulanate)}

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

30 minutes maximum {Ph.Eur.) 15 min
Po3anapants He GinbL Hisk 30 xs 15 xB
The dissolution of the aclive ingredients camplies with the
requirements of the Ph.Eur,
Dissolution® (Paddle apparatus method, 75 rpm mediurm: 900mbL
(% declared Amoxicillin and water). Nol Tested

Poauinerra?

(% Bia 3asBneHoro BMIGTY
AMOKCHUMAINY | KnasynaHosol
KMCROTY)

PoauuHeHHA Allouux peuoBrH BIANORIZAE BUMOram €,
(MeTog 3 sacTocysaHHAM NONAcHoOro anapary, 75 o6/xa,
cepeaoanuie: SC0 mn rogu)

Q = 85% vepes 30 xs.

KpuTepil npuiliaTsect!: sianosigHo Ao €4 ang nikapcbko
hopmu 3i 3BUYARHUM BUBINBHEHHAM.

He puaHauawrs

Presence and Integrily of Film Coat

No gross defects are observed (Visual examination)

Passes Test

HassnicTe Ta UinicHicTs nniskosoi

(95-105% vig 3aaeneHore)

oBorosiH He cnocTepiraeTscna aHaukux gedeTis Bignoeigae
Equilibrium Relative Humidity? 10.0% maximum 4.4 % wiw
Pishosawda sigHocHa BonoricTs 2 Makcumym 10,0% 4.4 % wmim
831 to 919 mg per average lablet, calculated as
Amaoxicillin Content Amoxicillin free acid 872 mg
{95 — 105% of declared).
831 - 919 mr Ha cepepRIo Macy TaBReTkY, B NEPEepaxyHry
Buict amokcuiuniny H3 aMOKCYLUAIH Binbxy KMCNOTY. 872 mr
(95-105% Bip, 3ananexoro)
119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 124 mg
(95 — 105% of declared).
119 131 Mr Ha cepegHio Macy TaGNeTkN, B nepepaxymky
Buict knasynanosoh kuenoty Ha KNa|ynaHoBy KMCNOTY. 124 wmr

Page/Cropidka 20f/3 4




Product: AUGMENTIN (BD)

No: 7538 1/A

NpoaykT: AYTMEHTUH (BD}

Homep: 75381/A

Type: film coaled tablets

importing Country: Ukraine

Tun: TaBneTiku, BKPUTI NNIBKOBOIL 06ONOHKOIO

Kpaina imnoprep: Ykpaida

Dose: 875 mg/125mg

Quantity in the batch; 14397 packs

Ho3ysaHua: 875mr/125 mr

KinbkicTe npeayxuii 8 cepil: 14397 yn

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

Registration license No: UA/0887/02/01
Homep peecipaliiitoro noceiguenns; UA/QB87/02/01

MakysanHA: Ne 14 (7x2) y Gricrepax

(roxeH BnicTep v naketi)

Balch: 844F

Cepis: 844F

Manuf Date: 20 11 2024

Approved by:  Jan Bevan

ata supobHunurea; 20 11 2024

MNoroprkerc; lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmii npwaarhocTi: 11 2027

YnosHoBa)eHa ocoba

Amoxiclllin Bimer (Ph.Eur. J) =1.2% 0.8 % wiw
d - Amoxicillin penicillaic acid (Ph.Eur. D) =1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.0 % whw
o Penilloic Acid Isomer 1 (Ph.Eur. E} <1.0% 0.0 % wiw
Amoxicillin Related Substances Penilioic 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 2£1.0% 0.1 % wiw
Any other unidentifiad impurity =0.3% 0.7 % whiw

Total Amoxicillin Related Substances =3% 2% wiw
AMOKCULNNIK BUMeDn (E0, J) <1,2% 0,8 % m/m
@ - AMOKCULMAIK nediysnnoiiga k-Ta (Ed, 0) =1,0% 0,2 % mfm
B - amokcuumrnin nediywnnolira k-ta (€O, I) =1,0% 0,0 % mis
) . ' ) MedinrnoliHol k-Th i3oMep 1 {€d, E) <1.0% 0,0 % m/m
ggg&' AOMIILIEM BMOXCULIUAIHY Meninnofiol k-Tu isavep 2 {ED, E) <1.0% 0.0 % mim
Nuexetoninepasin (€®, C) <1,0% 0,1 % mim
byab-Aka iHWa eigoma gomiwka <1,0% 0,1 % mim
Byab-aka iHWa ReBifoMa goMiKsa =0,3% 0,1 % mim

3aransHa KinekicTe cynyTHIX AOMILIOK AMoKcHLmniHy <3% 2 % mafm

Clavulanic Acid Impurities: 2.5% wiw maximum with respect o the labeled Clavulanic 0.8 % w
Clavulanate Polymer Acld content - e Wi
ﬂom_imm HNABYNAHOBO! KUCNOTH: Makcumym 2,5 % M/oA N0 Bi\HOLWIEHKIO 0 3a8BNEHOT Ha 0.8 % mim

noniMep knasynsxaTy eTuKeTLl KiNbKOCTI KNABYAAHCROT KACNOTH :

Identification Titanium * A yellow-orange colour appears Not Tested

laeHTndikauia yuTaxy*

A'ABnaeTECA MOBTO-NOMapaHYene 3aBapsneHnn

He suanadvaiote

Micrebial Test * (Ph.Eur.)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10° GFU per gram
Not more than 10° CFU per gram
Absence of Escherichia coil

MNot Tested

MikpoGionorivna uncrota* (€d)
3aranbHa KinbKICTb MWTTe3AaTHUX
aepobir

3araneHa Kinekicts Apbraiie 1
rpubis

MNaroretu

He Binbw vik 16% KYQ/fr
He BinbLu Hix 10* KYOIr

Biacyrulere Escherichia coli

He BU3HaAYaI0TL

Page/CTopitka 3offa 4




Product: AUGMENTIN (BD)

No: 76381/A

Mpoaykr: AYTMEHTWH (BD)

Homep: 76381/A

Type: film coated tablets

Supplied te: Ukraine

Tun: tabneriu, skpwTi NNiskoeoio 0BONGHKOIO

3amoBHUK: YKpaiHa

Dose: 875 mg/125mg

Quantity in the batch: 14397 packs

_£losysanta: B75Mr/125 Mr

Kinbkicts npogyxuii B cepil: 14397 yn

Presentation; Ne 14 (7%2) in blisters
(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectpauifiroro noceiguents: UA/QO87/02/01

NakysanHs: Ne 14 (7x2) y bnicrepax
(koxeH Onictep y naxeTi)

Batch: 844F

Cepisi; 844F

Manuf Date: 20 11 2024

Approved by:  lan Bevan

Jara enpotkuurea: 20 11 2024

MNoropueno: lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmid npupartHocTi: 11 2027

YnoBHoBayeHa ocoba

Notes

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

Tablet dimensions are not measured at release.
Results maybe taken from in-process contro! test.

2.
3. Performed on 1 batch in 20.
4

Performed once a year at ralease, which may be the annual GMP siabilily batch,

Mpumitin

1. Posmipy TabneTkM BUIHAYUBIOTLCH OCHACTKCIO,

nepesipseTeca B BMR,

PoaMipy TabrieTikn He BUMIPIGIOTLCH MPY BUNYCKY,
PesynbTaty MomyTh GyTi BasTi 3 TEGTYBAHHA NP MIKONEPALIAHOMY KOHTPCMI.

BuxoHyeThen Ha 1 cepile 3 20,

s

ctabinstocti sianosigHoe GMP.

LG BMKOPUCTOBYETBCH TIpW npecyBaHHi Tabnertox, sKa

BukoHyeThCA 1 pa3 Ha pik npu sunycky cepil, sxka moxe Gyr Bubpana AK WopiuHa cepid anA SWBMEHH:R

I hereby cerify that fthe information in this cerlificate is authentic and accurate. This batch of product has been
manufaclured, including packaging/labelling and quality contro! at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Autherisation 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.

Lum s nigrsepfkylo, Wo HaseaeHa indopmalia e cnpasuHbolo | Toudo, Cepis npenapaty Syna asroiosRena,
BKITIOYAIOHM FlakyBaHHA Ta KOHTPONbL AKOCTI, HAa 3asHadveHdil eulle BupoOHWUiA alnesnui B8 nosuil BignoeigHoCTI 5O
smor  Hanexuol BupoOHwiol npaktuiy (GMP), BCTAHOBNEHUX MICLEBAM PerynaTOPHUM BIAOMCTEOM, @ TAKOM B

NoBHIA BiANCBIAHOCTI A0  cneuwdikallif,

nepenbavennx y peecTpauifivil  gokymeHTaull  kpaiHwu-iMnoprepa,

JokymenTallis cTocoBHO BUPOBHUMGIO npolecy, NakysaHHa | ananiay cepil Byna nepesipeda, | 6yno scraHoRneHo,
W0 BoHA pianosigac sumoram HanexHol BupobHuIoT npakTiin (GMP). /

Date of signature: 27 - <> . 2oty

Hara nignwcy: 2 en\ L At S

APPROVED

DOIAN 20

iy Bevwaan
y

et

et

:f/"‘f';{ -

Signed (Qualified person):
MNianuc {YnosHosakeHa ocoba):

A
i 7
Gualified perscn name and surmame:  '©+- -‘)«-:;-,-
Ini's Ta MNpissutlie ynosHoBaXeHOT 0006K; Vau g s

Worlhing Quality Assurance Department
[lenaptameHdT 3 3abeaneveHts AKOCTI BopciHr

Manufaciurer;
SmithKline Beecham Pharimaceuticals,

Clarendon Road, Werthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10592

BupobBrui:

CMiTKNs#H Bidem PapmackioTrkanc,
Knapenaon Poya, Bopcidr,

BN14 8QH, Benvika Bpurania

Homep niveHsii Ha BupoBHuyTao Ne: MIA 10592

Page/Cropivka 4offa 4




3

JAEPKABHA CIYKBA 3 JIKAPCBKNX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIN OBJIACTI

npos. Ceitnuaaol Hapnii, 3, m.Kuie, 02099, ren/daxc: (044) 576-40-41
E-mail: dIs.ko{@dis.gov.ua, Kog €IPTIOV 37078774

BHUCHOBOK
Npo AKICTH BBE3eHOTo B YKPainy JiKkapchbKoro 3acofy

12.02.2025 Ne 4595/25/10

AYTMEHTWI (BD)

{uafiMeryBanH likapesKoro 3acody 3riHo 3 peectpallithnm NMOCBIAEHHAM )
TabileTKy, BKPHTI niliBkoBoI10 060a0onKkor0, 875 Mr/125 Mr; mo 7 Tabierox ¥ Gaicrepi; mo 1
OJicTepy B MaKeTi; No 2 nakeTa y KAPTOHHIH yImaKoBii

({opma BHMYCKy, HOTYBAIHA, BU IAXYB2HHS NXAPCRKOro 3acoly)
Homep peectpauiitroro nocsinuenns UA/0987/02/01 crpox mif peecrpaiiinoro mocrinwenns 01.01.2099
Cepis nikapcrkoro sacoby Ne 844F KinekicTe BBE3€HOrO Nikapcrkoro sacody 14397

Bupobrni CwmitKnsiin Biuem ®apmacsiotukanc, Bemixa Bpuranis
(wabiMeHyBay 1 BHPOBIMKa MIKAPCLKOTO sacody, kpaiHa TTOXO/KeH )

Bseseno B Vipainy Topapucrro 3 odMekenoro BignosinansricTio "CirakcoCwvitKngitn
®apmackioTikajgce Yrpaina", igenr. konx: 35619519

{natiMenypakng Ta ko1 3a €AAPIOY opuauuioi ccoby abo ApisBuLe, iM's, 110 GaTEkoBi dizuynol
0c0o0u - mianpreMns, i Micie HpoXaBaHEA Ta peccTpalifnmi HOMED 06TiKOROT KAPTKU MIATHUKA
nejarxie abo cepid Ta HoMep macmopTa)

[IpoTokoa sisyanenoroe koutposo sin 06.02,2025 N 0323/4.

3a  pesyibTaTamMu JICpXABHOIG KOHTPOIK) BCTAHOBJIEHO, HIO JKApChKMH  3acid  ®ReieHO B YEpalHy o

AOTPHMAHHIIM BiMOr 33K0EOABCTEA 11010 3a6e3e4eHus AKOCT] JIKAPCHKHX 3ac061B.

()nm( ’I){)\i :\H
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Quality certificate
Ceptudhikat ssxkocTi

| Product: AUGMENTIN (BD)

No: 75382/A

MpogyxT: AYTMEHTWH (BD)

Homep: 7638274

. Type: film coated tablets

Importing Country: Ukraine

Tur: TabneTiy, BKMTI NNIBKOBOIO 0GANCHKOK

Kpaima imnoptep: Yepaiua

Dose: 875 mg/125mg

Quantity in the baich: 13410 packs

RNosyeakvs: 875m/125 mr

Kinexicte npoaykuii 8 cepii: 13410 yn

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

Registration license No: UA/Q937/02/01
Homep peecrpaliinore noceiguenns: UA/O87/02/07

MNakysanus: Ne 14 (7x2) y Gnicrepax
| {koxen Gnictep vy nakeTti)

Batch: 852D

Cepis: 852D

Manuf Date: 20 11 2024

Approved by:  lan Huichinson

Aata snpoBruyrea: 20 11 2024

MNoreaxeno: fan Hutchinson

Expiry Date: 11 2027

Qualified Person

|_Tepmiu npugaTrocti: 11 2027

YnosHosaxeHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid;
1 tablet contains: Amaxicillin (in the form of amoxicillin trihydrate) 875 mg, clavulanic acid {in the form of potassium

clavulanate) 125 mg.

Cunia niilAKTvBHICTE: Ditoui PEHOBYHYL AMOKCUUMNIH Ta KNaRynaHoBa KUCAOTA;
1 Tabnetka micTTe amMokcuLmniny (y chopmi amoxcLuniny Tpurigpaty) 875 Mr, xnapynaHoBol kMenoTw {y dropmi kaniio

KnaeynaHary) 125 mr.

TEST

LIMITS

HalmeHysanus TecTy

donycrnmi Hopmu

PesyneLratu

Description

White or off-white capsule-shaped, film coated tablet,
debossed with 'A C' on both sides with a scoreline on one
side.

{(Approximately 21.5mm by 10mm and 7 10 8.3mm thick™.
The total naminal weight is 1482mg.)

Passes Test

Onye

bina ate Gina 3 wigTilKom, BRPUTE NIHBKOBOK 000MNOHKGID,
¥ancyn=HoT hopmu TadneTka 3 nikicle po3noMy 3 ogHoro
Ooky Ta Mokorpamow A C 3 ofox Goxie.

(NpuBnuzto 21,5 mm A0EKMHOW, 10 MM WipKHolo | 7-8,3
MM TOBLMHOW'.

CymapHa HOMIHaNbHA Bara TaBneTku 1482 mr)

Bignosigae

Identification A (HPLC)

Retention time complies wilth those references

Passes Test

InenTudhicauin A (BEPX)

Yac yrpuMatha spaska signosigac qacy yTPUMAaHHR
cTaHpapra.

Bianosigae

Identification B (TLC or IR or NIR)

TLC: Retention time comparable to the reference.
IR: spectrum characleristic.

NIR: Spectrum comparable to standard.

Passes Test

laerTudikauin B (TWX un 1Y up
EIY)

TWX: Yae yrpumants nopisksanHo si CTaHaapTom.
{-cnexrpockenis: Xapakrepuctvka cherrpa.

BlY-cnekTpockonis: Crekrp nopisHIoeTbCs ai cTasgapTom.

Binnosigae

Uniformity of Weight?

OpHopigricTe Mack?

Cornplies with requirements of the Ph. Eur,

Passes Test

Biarosigae sumoram €a

Bianosigac

Page/Cropitka 1offs 4
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| Product; AUGMENTIN (BD) No: 75382/A

Mpopyrt: AYTMEHTWH (BD) Homep: 75382/A
Type: film coated tablets Importing Country: Ukraine
Tun: TadbneTku, sxpuTi NniskosoK ¢BoNOHKoI Kpaina imnoprep: Ykpaine
Dose: 875 img/125mg Quantity in the batch: 13410 packs
Hosyeadus: 875Mi/125 mr KirbkicTs npogykuii B cepii: 13410 yn
Presentation: Ne 14 (7x2) in blisters Registration license No: UAQS87/02/01
|_(each blister in pouch) Homep peectpauiiiiore noceigdenns: UA/D987/02/01

Marysanua: Ne 14 (7x2) y BricTepax
| {oxeH Bnictep y nakeTi)

Batch: 852D
Cepin: 852D
Manuf Date: 2G 11 2024 Approved by:  lan Hutchinson
' flara eupoBruuTtea: 20 11 2024 Morommeno:  lan Hutchinson
Expiry Date: 11 2027 Qualified Person
Tepmix npuaarrocti: 11 2027 YnosHoesaxera 0coba
Disintegration Time 30 minutes maximum (Ph.Eur.) 15 min
Poznaganna He Gineu Hix 30 xa 18 xB
The dissolution of the active ingredients complies with the
reguirements of the Ph.Eur.
Dissolution® {Paddle apparatus method, 75 rpm medium:  900mL
(% declared Amoxicillin and water). Not Tested
Clavulanate) Q = 85% within 30 minutes.
Acceptance criteria: According to Ph.Eur. for conventional
dosage form.
Posunsenta giounx pevosrH signosiaae sumoram &0,
PoaunreHHa® {MeTog 3 sacrocysatHam nonacHoro anaparty, 75 ob/xs,
(% Big 3anzanedoro BumicTy cepegoeuwe: 900 M s04K)
amokevumniny | knagynasosol Q= 85% uepea 30 xs. breBusHANADT,
KUGIIOTH) Kputepii npuiiHaTHooT: BianoeigHo ao EO AnA niKapckkoT
hopmin 3i 3BKYARHUM BUBINLHEHHAM,
Presence and Integrity of Film Coat | No gross defects are abserved (Visual examination) Passes Test
Hassuiets Ta dinicHicTs nniskosof : . : i
Shoa He cnocTepiraeThea aHauHUX e dekTia Bignosinae
Equilibrium Relative Humidity? 10.0% maximum 4.2 % wiw
PisHoBaxHa BigHocHa BonoricTe 2 Makcumym 10,0% 4,2 % mim

831 to 919 mg per average tablet, caleulated as
Amoxicillin Content Amoxicillin free acid 871 mg
(85 — 105% of declared).

831 - 919 Mr Ha cepegro Macy TabneTkw, B nepepaxyHKy
BwicT amaxeuyuniny Ha aMOKCULIKNIH BINLHY kMCnoTy. 871 tar
(95-105% eig, 3assneHoro)

119 to 131mg per average {ablet, calculaled as Clavulanic
Clavulanic Agid Content acid 126 mg

(98 — 105% of declared).

119 -131 wr Ha cepeatio Macy TalineTiy, B nepepaxylky
BumicT knaeynancsol kenoth Ha KNasynaHosy KUCroTy, 126 Mr
{95-105% in 3ansnenora)

Page/CropiHka 20f/3 4




_Product: AUGMENTIN (BD)

No: 76382/A

[poaykr: AYTMEHTKH (BD)

Homep: 75382/A

| Type: film coated tablets

Importing Country: Ukraine

Tun: tabreTin, BXpUTI NNIBKOBOIO GBONOHKOID

Kpaiha imnoprep: Yrpaina

Dose: 875 mg/125mg

GQuantity in the batch: 13410 packs

Dosyeadun: 8765mrf/ 125 mr

KinokicTe npomyxuii & cepii: 13410 yn

Presentation: No 14 (7x2) in blisters
{each blister in pouch)

Registration license No: UA/987/02/01
Homep peectpauiiiHoro noceigdenHs: UA/O987/02/01

Maxysanua: Ne 14 (7x2) y GnicTepax
{koxen Briicrep y nakeri)

Batch: 852D

| Cepisi: 852D

Manuf Bate: 20 11 2024

Approved by:  lan Hutchinson

Hata mupotauyrea: 20 11 2024 MNoromkeHo: lan Hutchinson
Expiry Date: 11 2027 Qualified Person
Tepwmin npugatHocTi: 11 2027 YnosHoBaxeHa ocoba
Amoxicillin Dimer (Ph.Eur. J} <1.2% 0.8 % wiw
a - Amoxiciliin penicilloic acid (Ph.Eur. Dy =1.0% 0.2 % wiw
B - Amoxiciliin penicilloic acid {Ph.Eur. D) 21.0% 0.0 % wiw
. Penilloic Acid Isomer 1 (Ph.Eur, E) <1.0% 0.1 % wiw
Amoxicilin 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 % whw
Any other unidentified impurity <0.3% 0.1 % wiw
Total Amaoxicillin Related Substances £3% 2 % whu
Anoxcuyunin gumep (€0, J) =1,2% 0,8 % M
G - aMOXCUUMINH Neriukanolita k-ta (£, 0 %1,0% 0,2 % mim
B - amokerumsnin neHiyunnoiina k-Ta (EQ, D) <1.0% 0,0 % mim
: . . Mexinnodnol k-Tv izomep 1 (€, E} 51,0% 0,1 % mim
?Bygg;“)‘ ACMILIKA AMOKCHLANINY MeHinnoliol 1w isomep 2 (€6, E) <1.0% 0.0 % mim
HukeToninepasin (€d, C) <1,0% 0,1 % mim
ByAb-Axa iHwa Bigoma gomiwka £1,0% 0,1 % mfm
Byas-AKa iHwa Kepigoma gomiluka =0.3% 0,1 % /s
3aransHa KinLKicTh GyNyTHIX A0MitLOK AMOKSULMIHY 3% 2 % mim
Clavulanic Acid Impurities: 2.8% wiw maximum with respect {o the labeled Clavulanic 0.7 % wi
Clavulanate Pelymer Acid content Wi
JOowmiwy knagynancaoi kuenatn: Makcumyra 2,5 % miv 0o BigHoWwenHo A0 3asBAeRol Ha 0.7 % wim
noniMen knaeynatary STUKETL| KiflbKOCTI KNAaBYAAHOBOT KUCNOTIA o
Identification Titanium 4 A yellow-orange colour appears Not Tested

laenTubikadis turany®

3'7BnAETbCA HOBTO-NaMapaHYeBe 3a6apRNeHH:

He BuaHauaioTs

Microbial Test * (Ph.Eur)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10*GFU per gram
Net more than 102 GFU per gram
Absence of Escherichia colj

Not Tested

MikpoGionariuka Ynctora* (€d)
3aranbHa KiNbKICTL MATTE3AATHUX
aepobis

JarankHa kinskicte Aphkaids i
rewbis

Matorenn

He Ginbtu Hix 10* KYO/Ir
He Ginbw vk 102 KYO/r

BiacyTthicte Escherichia coli

He BuaxaualoTs
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Product: AUGMENTIN (BD)

Na: 75382/A

Dpoaysr: AYTMEHTHH (BD)

Homep: 75382/A

_Type: film coated tablets

Supplied te: Ukraine

Tun: TafineTku, skpWTI NABKOBOI OBONGHKOK

3amMoBHUK; Ykpaida

_Dose; 875 mg/125mg

Quantity in the batch; 13410 packs

Hoayparns: 875mr/125 mr

{inbKicTb npoaykuii B cepil: 13410 yn

Presentation: Ne 14 (7%2) in blisters
| (each blister in pouch)

Registration license No: UA/QI87/02/01
Homep peccTpauiiioro noceigdenyn: UA/O987/02/01

(takysanHa: Ne 14 {7x2) y GnicTepax
(koxen Bnictep y naketi)

Baich: 852D

Cepin: 852D

Manuf Date: 20 11 2024

Approved by:  lan Hutchinson

| Harta eupobunutea: 20 11 2024

[Noroameno: lan Huichinson

Expiry Date: 11 2027

Qualified Parson

Tepmin npuaatHocTi; 11 2027

YnosHoBEWeHa ocobBa

Notes

1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.
2. Results maybe taken from in-process control test,

Performed on 1 batch in 20.

3
4. Performed once a year at release, which may be the annual GMP stability batch.

Flpsmbru

1. Posmipn Tabnetkw BuskauaoTbes QCHACTIOI0,

nepesipsieTocn 8 BMR.

WO BUKOPUCTOBYETBCA Mpi Npecysady] TaBnerok, aka

Paswmipn TaBneTku He BUMIDIOIOTECH MM BURYCKY.
2. PesynbTatiy MoXyTs Gyt B3nti 3 TecTyBanHa npw MiONepaLiRHOMY KOHTPOI,

w

Bukonyerkcs Ha 1 cepiio 3 20.

4. BuxcHyerscs 1 pa3s wa pik npy BUNYyCKY cepi,

crabineHocTi BignoainHo GMP.,

fKka moxe ByTM BuBpana sk wopiHa Cepif ANs BWBUGHHS

i hereby certify that the information in this certificate is authentic and accurale. This batch of product has been
manufactured, inciuding packaging/labelling and quality control at the above mentioned site in full compliance wiih
the GMP requirements of the local Regufatory 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.

Uum = nigreepmryio, 1o HaBeAaHa iHdopMauin € crpaBkHbow |

ToUHOW. Cepis npenapary Byna suroTosnewa,

BEROUSI0YN NaKyBaHHR Ta KOMTPOSb AKOGTI, HA aasHaveHin Bue BUPOBHUYHA AinbRuLl B nosHii signosigHocti oo
BuMor  HaneskHol smpeBHudol npaktikm (GMP), BcTanosneHuy Miclesum PEryNATOpHUM BINOMCTBOM, & TaxkoX b

NOBHIA  Bignosigroctl fo cneyudsikaujs,

HoxymenTalin cTocosHo BUPpOBHWIOrO npoLe

nepeabaqennix Yy peecTpauivii AokymeHTaulll  kpalHu-iMnoprepa.
Y, NakysaHia | aHanisy cepii Byna nepepipena, i Bysic BCTaHoBREHD,

Lo BOHE BiANoBisae suMoram Hanexnoi BupoBHUdaT npakTuim (GMP).

Date of signature; = . v 0 0w

HDaTa nignwey: o -

Signed (Qualified psrson); 7. , ., v s
Migrue {YroeHosameHa ocoba) |

Qualified person name and surname: | -
M7 Ta Mpiseniue ynoBHOBEKEHO! 0c0By:

Worthing Quality Assurance Department
DenapTament s sabeaneyerns akocri Bopcivr

Manufacturer:
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Nurnber: MiA 10592

BupabHuik:

CwmiTKnnin Bivem dapmackioTuranc,
Knapenaon Poyg, Bopcir,

BN14 8QH, Benuka GpuTaHin

Homep niueHsii Ka supoBHniToo Ne: MiA 10592
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HEPJKABHA CJIVKFBA 3 JIIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCHKIN OBJIACTI

nipos. Ceitnnunoi Hazil, 3, m.Kuis, 02099, ten/dake: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog CJPITOY 37078774

BHACHOBOK
11PO AKICTh BBE3CHOr0o B YKpaiHy JiKapchKoro 3acoly

12.02.2025 Ne 4596/25/10

AVI'MEHTHH (BD)

{ualtveryranns nikapesxoro sacoGy rigno 3 PLECTPALHHAM 1OCBI M e )
TadJIeTKH, BKPHTE ITIBKOROIO obononkoro, 875 mr/125 mr; o 7 Tabierox y Guticrepi; o 1
Omicrepy B naketi; 1o 2 makera y kapronmiit YIAKOBIT
((bopma BrILYCKY, TosyBanHs, BHI NAKYBAHHSA NKAPCEKOTO 3ac0by)

Homep peectpanitiroro nocsizuenns UA/0987/02/01 crpox aii peccrpauifinoro noceinuenns 01.01.2099
Cepis nikapcrkoro saco6y Ne 852D Kimskicte BBe3eHOTO Nikapebxoro sacoby 13410

Bupobiuk CumirKnaiin Bivem Mapmacrkiotukance, Bemuka bputasis
(HabiMeryBarHs BHPOGHIKA AiKApCHKOTO 3acoly, Kpaiia NOXomKelHs )

Breseno 5 Vipainy Torapucro 3 06Mexenoro BiAOBITANBHICTIO "TinakcoCyitKasitn
DapmackloTikaie Ykpaina", inenr. kox: 35619519
(aitMenysanys Ta kox sa CAPTIOY 10peAvaHoL ocobu alio npiseuiie, iM's, Mo 6aThkoBi (piznunoy
oco0H - MipueMi, 17 Micie MPOXMBANHA T3 PCECTPAIHHER HoMep oBIikoBoT KAPTKH NKITHY R
noAaTKis aGo cepis Ta Homep macnopra)

HporTokoen sisyansroroe konrpose sig 05,02.2025 Ne 0323/5.

33 peszynbTaTaMu  IepKaBHOrO KOHTPOTIO  BCTAHOBACHO, WO [IiKApehKWi:  3aci6  BBeseHo & Ykpainy 3
AOTPHMAHHAM BUMOT 3aKOHORABCTBA 1100 3a0e31CYeHIs AKOCT] NKAPCHKNX 3206,

e
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Quality certificate
Ceprudbikar AKOCTI

Product: AUGMENTIN (BD)

No: 75356/A

Mpopykr: AYTMEHTWH (BD)

Homep: 75356/A

Type: flim coaied tablets

Imporiing Country: Ukraine

Twur: TabneTiy, sKkpvTi NNIBKOBOW 0BONOHKOIO Kpaiha imnopTep: Yepaiua

Dose: 875 mg/125mg

Quantity in the batch; 14269 packs

Hosysanna: §75mr/125 mr

Kinskictb npoaykuii B cepii: 14269 yn

(each biister in pouch)

Presentation: Ne 14 (7x2) in blisters Registration license No: UA/GB87/02/01

Homep peectpauiiHore nocsiguennn: UA/QSE7/02/01

(koxkeH BnicTep y nakeTi)

Makysabus: Ne 14 (7x2) y Gnicrepax

Balch: 864G

Cepia: 864G

| Manuf Date: 25 11 2024

Approved by:  lan Hutchinson

Hara supcbHuurea: 25 11 2024

[Noromueno: lan Hutchinson

“Expiry Date: 11 2027

Qualified Person

| Tepwix npuaatHocTi: 11 2027

YnosHOBAXKEHA 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

clavutanate) 125 mg.

Cuna piifAkTrBHICTE: Qiiovi peqoBlHI, AMOKCULWAIH Ta kKNaBy aKoBa KMCNoTa;
1 rabnetka MICTUTE aMmoKSULANHY (y doopii amokeunniky Tpurigpaty) 875 mMr, knasynadosoi kuenoTn (y dhopmi kanio

knasynanarty) 125 mr.

TEST LIMITS RESULTS
HalimeHyBaHHsS TECTY Bonyctumi Hopmy PeaynbTraTtyn

White or off-white capsule-shaped, film coated tablet,
debossed with "A C' on both sides with a scoreline on one

Description side. Passes Test
{Approximately 21.5mm by 10mm and 7 to 8.3mm thick®.
The total nominal weight is 1482mg.)
Bina afo 6ina 3 sinTHKOM, BKWTA NRIBKOBOIC 0BONOHKOW,
kaacynsHol hopmi Tabnerka 3 niHiew po3nemy 3 ogHoro

Grine SoKy Ta moHerpamoto A C 3 06ox Bokia. Bianosinae
(MpuBnnatio 21,5 mm posxurHolo, 10 Mm WwnpkHo § 7-8,3 ANCEIA
MM TOBLUHOK'.
CymapHa HomiHankHa Bara TabneTkv 1482 mr)

ldentification A (HPLC) Retention time complies with those references Passes Test

o Yac yTpumaHHa spaika signosigae uacy yTpuMaHHs : .

lnerTudikauin A (BEPX) cranaapra. - an_o_sx,qae
TLC: Retention time comparable to the reference.

identification B {TLC or IR or NIR) IR: spectrum characteristic. Passes Test
MNIR: Spectrum comparable to standard.
TUIX: Yac yTpumarHsa nopiBHARG 3i cTanAapToM.

g}ﬁ;;m(hmaum LI s (i [H-cnexkrpockonin. XapakTepucTika cnexTpa. Bignosiae
BlY-crektpockanisa: CnekTp nopiBHIOETRCA 31 STaBAaRTOM.

Uniformily of Weight? Complies with requirements of the Ph. Eur. Passes Test

OAHOPIAKICTE Macw? Bianosigae pumoram o Bignoseigae

Page/Cropidka 1of/3 4
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Praduct: AUGMENTIN (BD)

No: 75356/A

Mpogyer: AYTMERTAH (BD)

Homep: 76356/A

Type: film coated tablets

Importing Country: Ukraine

Twn: TabneTrn, BKpWTI NRIBKOBCIO 0BGAOHKOIO

KpaiHa imnoptep: Ykpaida

Bose: 875 mg/125mg

Quantity in the batch: 14269 packs

[oayeadHg: B7Smr/ 125 mMr

IKinebKicTe npoaykLUii 8 cepii: 14269 yn

(2ach biister in pouch)

Fresentation: Ne 14 {7x2) in blisters

Registration license No: UA/QS87/02/01
Homep peectpauiiHoro noceipqernna: UAQIBT/02/01

|_(roxeH Gnictep y naketi)

MaxysarHs: No 14 (7x2) y Bnicrepax

Balch: 864G

Cepin: 864G

Manuf Bate: 25 11 2024

Approved by:

lan Hutchinson

[oromreHo:

lan Hulchinson

Expiry Date: 11 2027

Qualified Person

{ Teomii npupataocri: 11 2027

YnosHopamera ccoba

Disintegration Time

Clavulanale)

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

30 minuies maximum {Ph.Eur.) 15 min

Posnagatina He BinbLW Hix 36 xB 15 x8
The disselution of the active ingredients complies with the o T
requirements of the Ph.Eur.

Dissoluticn® {Paddle apparaius method, 75 rpm medium: 900mL

(% declared Amoxicillin and water). Not Tested

PosuunerHs®

(% Pip 32ABNEHOIGC BMICTY
AMOKCUUMAIRY | KNEBYNAROBOT
KWCNOTY)

PO3UMHEHHR fi0uiX pedosunH Biineeigae aumoram €0,
{(MeTop 3 3acTocyBaHHAM NONACHOro anaparty, 75 o6/xB,
capaposaLe: 900 M sonm)

Q = 85% uepes 30 xa.

Kputepll npuiHaTHOCTE BiancsigHo Ao €& aAna nixapcexol
GopmMi 3i 38ULYaRHUM BUBINEHEHHAM.

Presence and integrily of Fitm Coat

He BuanavaioTe

No gross defects are chserved (Visual examination)

Passes Test

Hasaricrb ra LinicHicrb nniskosoi

(95-105% Big, 3asBneHoro)

Page/CTopika 20f/3 4

oBanGHH He cnocTepiraetbon asadnux gedexrie Bignosipag

Equilibrium Relative Humidity® 16.0% maximum 4.1 % wiw

PiBHOBANHA BIAHOCHA BOAOMNGCT, 2 Maucumym 10,0% 4.1 % mim
831 to 919 mg per average tabiet, calculated as

Amoxicillin Conlent Amaoxicillin free acid 867 mg
(86 — 106% of declared).
831 - 919 Mr Ha cepegHio Macy TabneTky, B NepepaxyHky

Bmict amokcwyniny HA aMOKCHUMANIH BINBHY RUCNOTY. 867 mr
{95-105% Big 3amerieHoro)

i 119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 125 mg
e {95 — 105% of declared). N ~

119 -131 Mr va cepeAHIc Macy TaBneTil, B nepepaxyHky

BricT knasynailoBod KUCROTH Ha KnapynaHosy KUCNoTy. 125 mr




_Product: AUGMENTIN (BD)

No: 75356/A

_Mpogyr: AYTMEHTUH (BD)

Homep: 75356/A

Type: filn coaled tablets

Imporiing Country; Ukraine

Twun: TabneTiy, BKPWTI NNIBKOBOK 0fONOHKOID

Kpaida imnoprep: YipaiHa

Dose: 875 mg/125mg

Quantity in the batch: 14269 packs

Hoaysanna: 875mi/125 mr

Kinokicts npogykuii B cepil: 14269 yn

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

Registration license No: UA/0887/02/01

FHomep peectpauiiioro noceiguexna: UAQYET02/01

Makysanna: N2 14 (7x2) y Bricrepax
(koxceH BnicTep v nakeTi)

Batch: 864G

Cepin: 864G

Manuf Date: 25 11 2024

Approved by:  lan Hutchinson

_Aara supobruyrea: 25 11 2024

[Moromkano: lan Hutchinson

Expiry Date: 11 2027

Qualified Perscn

Tepwis npuaarrocti: 11 2027

YnoeHosaxeHa ccoba

Arnoxicillin Dimer (Ph.Eur. J) =1.2% 0.7 % wiw
o - Amoxicillin penicilleic acid (Ph.Euwr. 1) =1.0% 0.2 % wiw
3 - Amoxicitlin penicilloic acid (Ph.Eur. D) £1.0% 0.0 % wiw
o Penillaic Acid isemer 1 (Ph.Eur. E) £1.0% 0.0 % wiw
Amoxisillin Related Substances Penilloic Acid Isomar 2 (Ph.Eur, E) 21.0% 0.0 % wiw
(HPLC) Diketopiperazine {Ph.Fur. C) 21.0% 0.1 % wiw
Any other identified impurity £1.0% 0.1 % wiw
Any other unidentified impurity <0.3% 0.1 % wiw
Total Amoxicillin Relatsd Substances £3% 1 % wiw
Amokeulunii gumep (€, J) s1.2% 0,7 % min
d - aMOKCHUWAIK nesiuMnnoiia kTa {(Ed, ) <1,0% 0,2 % m/m
3 - amorcuUMniB nekiyunnoiiia k-ta {(Ed, ) =1,0% 0,0 % mim
CynyTHi aosiius EIMOKCMUMJ‘Ii-Hy ﬁeH!nnoﬁHOT K-TH §3omep 1 (Ed, E) £1,0% 0,0 % mima
(BEPX) MenHinnofHol k-Tu izomep 2 (€0, E) =1,0% 8,0 % Mim
Hukeraninepazin (€9, C) <1,0% 0,1 % min
bByab-Aka Hwa Bigoma pomiika =1,0% 0,1 % mim
Byab-sika iHwa Hesisoma A0MillKa £0,3% 0,1 % tafm
JaranbHa KiNbKICTh CYMYTHIX JOMILIOK aMOKCYHLIMAIHY 3% T % mim
Ciavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.6 % wiw
Clavulanate Polymer Acid content )
JomMilxu €naBynaHoBCT KUCNOTK: Makcumym 2,5 % m/M No BiHOLSHHID A0 3aABASHOT Ka 06 % mim
neniwep KnapynaHary eTUKETL| KiNbKocTi KNABYNREHCROT KNGNOTK '
Identification Titanium * A yellow-arange colour appears Not Tested

IgeHTUbikaLin TuTaky?

3'ABNAETHCA KOBTO-NOMapaHvese sabapeneHis

He Bu3HauaioTe

Microbial Test * (Ph.Eur.)
Total Aerohic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10° CFU per gram
Not more than 102CFU per gram
Absence of Escherichia coli

Not Tested

MikpeBionoriuna uucrora’ (Ed)
ZaraneHa KinsKioTe MUTTEZAATHUX
aepobis

JaranbHa ®inbriCTE Apikgxie i
rpubis

{laTorenu

He Binbw Hie 10% KYO/Ir
He 6insly i 102 KYO/T

BigcyTdicte Escherichia colf

He suaHavaoTh
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[ Product AUGMENTIN (BD}

No: 76356/A

Hpogyer: AYTMEHTUWH (BD)

Homep: 76356/A

Type: film coated tablets

Supptied to: Ukraine

Tun: TafneTkw, BKPUTI NNIBKOBOIO OBCAGHKOID

3amoBHUK: YEpaina

Dose: 875 mg/126mgy

Quantity in the baich: 14269 packs

_Losysanug; 875mr/125 mr

KinbXicTe npoaykuii B cepil, 14269 yn

Prasentation: Ne 14 (72} in biisters
(each blister in peuch)

Registration license No: UA/OS87/02/01
Honmep peecTpauiiHoro noceisvedyna: UA/Q987/02/01

Nakysanna: Ne 14 {7x2) y Bricrepax
(roxcer BnicTep y nakeTi)

Balch: 854G i
Cepisi; 864G

Manuf Date: 25 11 2024 Approved by:  lan Hutchinson
[ata enpobauurea: 25 11 2024 MoropxeHo: lan Hutchinson

Expiry Date: 11 2027
_Tepmin npupatrocti: 11 2027

Qualified Person
YaoeHoBaxeHa ocoba

Notes
1. Tablet dimensions are defined by the tooling used for lablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.
2. Results maybe taken from in-process control test.
3. Perfermed on 1 batch in 20,
4. Ferformed once a year at release, which may be the annual GMP stabifity batch.

MpumiTiw

1. Posmipn 71abrieTkn BM3HAYEIITECS OCHACTKOI, WO BUKOPUCTOBYSTBCA NP MpecyeadHi TabneTok, Axa
nepesipaeteca 8 BMR.
Poamipn TabneTn He BUMIDIOWTECA NPU BUNYCKY.

2. Peaynbrary moxyTh OyTW B3RTI 3 TECTYBAKHA NPH MIKGNEPALTRHOMY KOHTPONI.

3. BuxoHyeThcs Ha 1 cepiw 3 20,

4. BuxkcHyetecs 1 pas v#a pik npw BUAycky cepil, ska moxe GyTW suBpana aK WopiYHa Cepif ARs BHBUEHHS
crabinbsocTi BignosigHo GMP.

| hereby cerlify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality contro! at the above mentioned site in full compliance with
the GMP reguirements of the local Regulatory Autherity and with the specifications in the Markeling Autherisation of
the final destination country or product specification file for Investigational Medicina! Products. The batch processing,
packaging and analysis records were reviewed and

found to be in compliance with GMP.

Unm 5 nigveepmiyio, U0 HaBeseHa incbopmauin e cnpasmdHso | Tovsow. Cepia npenapaTy 6yna BUIOTCBEHE,
BKNHOHAIONK NAKYBAHHS TA KOHTROMbL AKOGCTI, HA 3asHaveHid snwe anpoBHUMIA ginsHul B neskii BinnosigHocTi o
BUMOr  HanenHo! snpofHndol npaktuky (GMP), BCTaHOBNEHUX MICLIEGBUM PEryNATOPHWUM BIGOMCTBOM, a2 TaKoX 3
noBHIk  BIANOBIAHOCTI A0  cneuuchikalii, nepenbadesnx Y peecTpauiiHiil  nowyMesTaull  Kpainw-imnoprepa.
HerymenTadis cTocosHo BUpoBHWYOIO npouecy, nakysadHs | ananisy cepii 6yna nepesipera, | Byno scTaHoBneHo,
ulo BoHa Bianoeiade eumoram HanexnoT upoBHuaol npaktuky (GMP).

Dale of signature; ;. 77w LT Signed (Qualified persony: 4. -0 =%

Haramignuey: . & Miaawe (YnosHoBaxeHa ocofa):
Qualified person name and surnama; -
M s Ta MNpissuile ynosHoBa)eHOT 0Cobu:

Worthing Qualily Assurance Department
HenapramenT 3 3abesneueHda AxocTi BopciHr

Manufacturer:

SmithKline Beecham Pharmaceuticals,
Clarendon Road, Worthing,

BN14 8QH, United Kingdom

MIA Number: MIA 10592

Bupobiux:

Cwmitknsan Bluem dapmackioTikane,
Knapergon Fovg, Bopeir,

BN14 8QH, Benuka bpuTatia

Homep niueHsii Ha eupobHuLTeo Ne: MIA 10582
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AEPKABHA CJYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM Y KNIBCBKIN OBJIACTI

npoB. Cerrnuunol Hagil, 3, m.Kuie, 02099, ten/darc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kop €JIPTIOV 37078774

BHCHOBOK

PO SIKICTH BBE3¢HOIo B YKPAIHY JNiKAPCBKOro 3acoby

12.02.2025 Ne 4597/25/10

AYI'MEHTUH (BD)
(uafisenyBanas skapcskoro 3acofy 3riAHO 3 peecTparliiEHM HOCRIAMEINsINM)
TabNeTKH, BKPUTI ILIIBKOB OO 000/10HK010, 875 Mr/125 Mr; no 7 Tabdbnerok y 6uricrepi; mo 1
GJricTepy B IAKETI; Mo 2 MaKeTa Y KAPTOHHIA ynakosui
(thopma Buitycky, no3yBauid, BHJ DAKYBAHHA NiKapeRkore 3acoly)

Howmep peectpaniiinoro noceipuenns UA/0987/02/01 crpox nif peectpauiiinoro nocrimuenns 01.01,2099
Cepis stixapcskoro 3acoby No 864G KinnkicTs BRE3EHOTO NiKapepkoro sacoby 14269

Bupobiui CumitKnain bigem ®apmacsioruxanc, Benuka Bpuranis

(HafiMCHYBaHMA BUpOOHUKA MkapchKoTo 3acody, kpalia NoXoIxeis)

Breseno 8 Ykpainy TorapucTRo 3 00Mexkeno1o signopinaabuicto "IiakcoCmirKomiin

dapmacblotikaic Ykpaina'', izent. koa: 35619519

(1afiMeHysangs Ta koll 32 CAPTIOY ropnamtuno! ocofn abo upizsuie, ia's, 1o 6atekosi hizuaiof
ocobi - Nigapremus, T MicLe NPOKUBAHHS Ta peceTpalifHui HomMep 0611iK0BOT KAPTKY MIATHHKA
oAaTKIB b0 cepis Ta HoMep nacnopTa)

[porokon Bisyanesiore konrpomo sin 05,02.2025 M (G323/6.

3a pesyneTaTamu  JIEPUKABHOTO  KOHTPONIO BCTAHOBNEHO, MO Jikapchkuil  3acib  8BeseHo B VYipalny 3

AOTPHMAHHAM BaMOr 3aK0HOIABCTEA WICA0 3a0e31¢ EHHA SKOCTI JIIKAPChKKX 3aC001B.
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Quality certificate

CepTudikaT AKOCTI

Froduct; AUGMENTIN {BD)

Na: 756370/A

Npoayxr AYTMEHTHH (BD)

Homep: 75370/A

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTtsy, spurTi NNIBKOBOIY CGONOHKO

KpaiHa imncprep: Ykpaiia

Dose: 875 mg/125mg

Hosypanna: 875mr/125 mr

Quantity in the batch: 14179 packs

KirskicTe npogykuii B cepii: 14179 yn

Preseniation: Ne 14 (7=2) in blisters
{each blister in pouch)

Registration license No: UA/0987/02/01
Howmep peectpauiiHore noceigdernds: UA/QIB7/02/01

MNaxysanHa: Ne 14 (7x2) y Gnicrepax
{koxer BnicTep y naketi)

Batch; 882A

Cepin; 882A

_Manuf Date: 25 11 2024
[aTa supobrvurea: 25 11 2024

Approved by.  Melanie Prince

Morogmeno. Melanie Prince

Expiry Date: 11 2027

Qualified Person

Tepmid npuaateecti: 11 2027

YnosxosameHa ocoba

Eflicacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid;
1 fablet contains: Amoxicillin (in the form of amoxicillin trihydrate) 875 mg, clavulanic acid (in the form of potassium

clavulanate) 125 mg.

Cuna AiifAKTUBRICTE: [iloqi peYOBUHU, 2MOKSULIMNIK Ta KNaByna+oBa KuCnoTa;
1 rabnetka MicTuTL amoickumniny (y diopmi amarcunnivy Tpuriapaty) 875 Mr, KNasynamosoi kMCnoT (y thopml kanio

knasynasaty) 125 mr.

CTaHRARTA,

TEST LIMITS RESULTS
HaimeHyBaHHA TecTy DonycTumi HopMK Peaynbraru
White or off-white capsule-shaped, film coated tablet,
debossed with 'A C' on both sides with a scoreline on one
Description side. Fasses Test
(Approximately 21.5mm by 10mm and 7 1o 8.3mm thick®.
The toial hominal weight is 1482mg.}
bina abo Gina 3 BIATIHKOM, BKPNTE AiNIBKOS0 0BONORKOLD,
KancyneHol hopmu Tabnersa 3 niHiew posliomMy 3 04HOMO
Goky Ta mororpamole A C 3 0box Boxis. : :
Qnitg (T pnBnuano 21,5 MM A0BXUHOIG, 10 MM WWPHHOW § 7-8,3 BiARaEigES
MM TOBLMHOIO".
CymapHa Hominanbha sara Tabnetiun 1482 mr}
ldentification A (HPLC) Retention time complies with those references Passes Tesl
laeHTUdhikauin A (BEPX) Uac yTpuMaka apaska Bignopigae 4acy yTpumanHs Bianosinac

Identification B (TL.C or IR or NIR)

TLC: Retention fime comparable ¢ the reference.
IR: spectrum characteristic,

NIR: Spectrum comparable to standard.

Passes Tesl

IaerTudirauin B (TLUX un 1Y un
BIY)

TIWX: Yac yTpumakia nopisHaHo 3i cTaHaapToM.
|H-cnexrpockania: Xapakrepucruka cnexTpa.

EIM-cnektpockonisa: Cnexrp nopiBHIOETLCS 3i CTaHAapTOM.

Bignosigae

Uniformity of Weight*

Complies with requirements of the Ph. Eur,

Passes Test

OpHopiaHicts macu®

Bignosipae aumoram €d

Bianoeigae

Page/Cropinia tofiz 4
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Product; AUGMENTIN {BD)

No: 75370/A

Mpogyst: AYTMEHTIAH (BD)

Homep: 75370/A

Type: film coated tablets

Importing Country: Ukraine

Tun: Tabneriy, sKPUTI NNIBKOBOID 0BOGHKOIO

KpaiHa imnopTep: Yipaida

Dose: 875 ma/1 26mg

Quantity in the batch; 14179 packs

Hoaysanna: 875mi/ 125 mr

KinbkicTe npogyxuii B cepii: 14179 yn

Presentation: Ne 14 (7x2) in blisters

(each blister in pouch)

Registration ficense No: UA/09E7/02/01
Hamep peectpaujitroro nocsigyenys: UAQSE7/02/01

MarysanHa: Ne 14 (7x2) y Bnictepax

{(komed Snicrep y nakeTi)

Batch; 862A

Cepin: 882A

Manuf Date: 25 11 2024

Approved by, Melanie Prince

Hara eupobHuyTea: 25 11 2024

[MorompueHo: Melanie Prince

Expiry Date: 11 2027

Qualified Person

Tepmin npupaTHocTi: 11 2027

YnopHosa)eHa ocoba

Disintegratien Time 30 minutes maxirum (Ph.Eur.) 15 min
Po3naganHs He Binww Hix 30 xa 15 xB
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.
Dissolution® {Paddie apparatus methad, 75 pm medium: 900mL
(% declared Amoxicillin and water). Not Tested

Clavulanate)

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

PosuurigHita®

(% Bif 3858NEHOTO BMICTY
AMOKCULMNIHY | kNaBynanoBoy
KUCNOTH)

PosyvKenHs gilovux pevyosrH signosigac Bumoram S¢.
(MeToa 3 3acTocynadHAM nonacHoro anapary, 75 ob/xa,
cepegosniyer 900 Mn Bogu)

Q = 85% yepes 30 xs.

Kpwrepii npriAHATHOCTE BiANCBIGHO A0 E® ANA NiKapCsKoY
hopmi 30 38UYARHKUM BUBINBHEHHAM,

He BU3HauaTL

Presence and Integrity of Film Coat

Mo grass defects are observed (Visual examination)

Passes Test

HaseticTb Ta ginicHicTs nniskeeot

(95-105% Big sasBrieHoro)

6Lt He cnocrepiraeTeca aHauynux gedekTis Binnosigae

Equilibriurm Relative Humidity® 10.0% maximum 5.4 % wiw

PisnoBsamHa sifjHocHa rONOficTL 2 Maxcumym 10,0% 5.4 % mim
831 to 918 mg per average tablet, calculated as

Amoxicillin Centent Amoxicillin free acid 354 mg
{95 — 105% of deciared).
831 - 919 wr na cepejHio macy TabneTxi, 8 NepepaxyHKy

BsmicT amokcwuumnily Ha aMOKCULANEH BINBHY KUCNOTY, 854 mr
{95-105% Big 388BNEHOFO)

T 119 to 131mg per average tablet, calculated as Clavulanic

Clavulanic Acid Content acid 124 mg
(95 — 105% of declared).
119 -131 mr Ha cepeaHio macy TabneTky, B nepepaxyHky

Buicr knapynakoaolt kuenoTk Ha KAaBYNAHOBY KUCIOTY. 124 mr
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No: 78370/A
_Homep: 75370/A
Importing Coundry: Ukraine

|_Product AUGMENTIN (BD)
| [poaykr: AYTMEHTWH (BD)
Type: film coated tablets

Kpaina imnoptep: Ykpaiva

Quantity in the baich: 14179 packs

KinekicTe npoaykuii 8 cepil: 14179 yni

Registration license No: UA/0887/02/01

Homep peecTpaulifiHoro nocaiguerus: UADOS7/02/01

Tun: TabneTin, sKpuUTi NNIBKOBOIO OB OMOHKOK

Dose; 875 mg/125mg

Hosysannn: B75mr/125 mr
Presentation: Ne 14 (7x2) in blisters
| (each blister in pouch)

Nakysanna: No 14 (7x2) y Brictepax

Batch: 882A
Cepisi; B32A
Manuf Date: 25 11 2024
Oara supoBauyrea: 25 11 2024
Exply Cate: 11 2027
Tepmin npuparHocti: 11 2027

Meianie Prince
Melanie Prince
Qualified Person
YnoBHOoBaMEHa ocoba

Approved by:
MarogxeHo:

Amoxicillin Dimer (Ph.Eur. J} $1.2% 0.8 % wiw
& - Amoxicillin penicilloic acid (Ph.Eur. D) =1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.0 % wiw
o Penilioic Acid Isomer 1 (Ph.Eur. E) £1.0% 0.0 % wiw
Amoexicilin Related Substances Penilloic Acid lsomer 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 ather unidentified impurity 50.3% 0.1 % wiw
Fotal Amoxicillin Related Substances <3% 2 % wiw
Amokenuvniv gumep (Ed, J) <1.2% 0,8 % mim
- AMOKCHUMNIH Neriuunnodita k-ta (S, 1) <1,0% 0,2 % mim
f3 - amoxcuuunin NeniuMnNoiKa k-Ta (EP, ) =1,0% 0,0 % mim
CynyTai AoMitIkh aMOKGHUMANIH E‘IeH!nmﬁHo‘r K-TH iaomep 1(Ed, E) £1,0% 0,0 % m/m
(BEDX) ¥ MeHinAokHOT k-Ti iscmep 2 (E¢, E) £1,0% 0,0 % m/m
Auxetorinepasin (€9, C) £1,0% 0,1 % M/m
Byab-sia iKlLa BigoMa AoMilLKa <1,0% 0,1 % Mim
byab-nka iKia Hesigoma gomilka 20,3% 0,1 % mim
3arantHa KinbKIcTe CYNYTHIX AOMILLIOK aMOoKcuUuniny <3% 2 % M L
Clavutanic Acid Impurities: 2.5% wiw maximum with respect {o the labeled Clavulanic 0.4 % volw
Clavulanale Polymer Acid content e
Nomiluky knasynalose kwenoTu: Makcnmym 2,5 % m/m 110 BIGHOWEHRIO 40 3asBneHe] Ha 0.4 % nilm
noniMep knasynaHaTy STUKETUT KINLKECTI KNABYNAHOBOI KUCHOTU !
identification Titanium 4 A yellow-crange colour appears Not Tested

|laerTuthikadis Turany? 3'MBNAETLCA WOBTO-NOMApaHYene 3aBapBneHHn He euvaHavawTh

Microbial Test * (Ph.Eur.)

Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10° CFU per gram
Not more than 102 CFU per gram
Absence of Escherichia coli

Not Tested

MikpoGionoriuna yucrora! {E¢)
3arankHa KiNbKICTs NATTESAaTHUX
aepolbia

JaransHa KinkkicTs apigprie i
rpwbis

Matorenw

He Binbis Hin 10° KYO/r
He Ginbw Hisi 102 KYOir

BigcytHicTe Escherichia coli

He suanavaiors
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Product: AUGMENTIN (BD)

Na: 75370/A

Mpoaywr: AYTMEHTWH (BD)

Homep: 75370/A

Type: film coated tableis

Supplied to: Ukraine

Tun: rabneTiy, BKPWTI NNIBKOBOI0 0DOMOHKOIG

3amoeHuk: Yipaina

Dose: 8756 mg/125mg

Quantity in the batch: 14179 packs

oaybadHa: 875mr/125 mr

Kinbkicte npoaykuii B cepil: 14178 yn

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

Registration license No: UA/S87/02/01
Homep peecipauiiinore nocsiguents: UAKQSB7/02/01

Makysarna: Ne 14 (7%2) y Gnicrepayx
(koxkeH BricTep y nakeTi)

Balch: 882A

Cepin; 882A

Manuf Date: 25 11 2024

Apgroved by:  Melanie Prince

Hata pupoBHuuTea: 25 11 2024

MoroamweHo: Melanie Prince

| Expiry Date: 11 2027

Qualified Person

Tepmin npudarhocti: 11 2027

YNoBrHOBakKeHa ocoba

Notes
1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.
2, Resuits 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.

MpumiTky
1. Poamipu Talinerkn Bu3HAYROTLCA OCHACTKOD, LUO BUKOPHMCTOBYETLCS Mpy  NpscyBadHi TabneTok, sAka
nepepipaeTeca B BMR,
Posmipu TabineTin He BUMIDIOTLCS NPK BANYCKY.
Pesynerami moxyTs ByTi B3ATI 3 TECTYBAHHA NpM MiXONepaLifEoMy KOHTPONI.
BukoHyeThcs Ha 1 cepiio 3 20,

4. Buxkonyethcn 1 pas Ha pilc npw eunycky cepil, sika mone Byt BuBpana sK WopivHa Cepis anm BUBYEHHA
crabinsHocTi sipnosigHo GMP.

w

| hereby certify that the information in this certificate is authentic and accurate. This baich of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authority and with the spaecifications 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,

Lum 5 nigreepaxyio, We HaBeneHa iHdiopmania € cnpasiHLO0 i TouHoo. Cepin npenapaty Oyna sWrotoBnexa,
BKMIOUAI0YN NaKyBaHHA Ta KOHTROMbL AKOCTI, HA 3asHaqenii pulle supoBHWYIR AinbHuLi 8 NosHIR BianorigHocT A0
Bumor  Hanemtol supeBHuic! npaktukn (GMP), BCTAHOBNEHMX MICUSBUM PEFYAATOPRUM BiOMGTBOM, 8 TaKOX B
NOBHIA - BidnosiaHOCTI o cneuwdhixaliih, nepeaBadennx y  peecTpawiHini  AoKYMeHTaLT kpaiHu-imnopTepa.
florymeHTavia cTecoBHO BUPOBGHUYOro NpoLecy, nakyaaxus | aHaniay cepii Byna nepesipena, | Byno BCTa{oBAEHO,
Wo eoHa BiANCEIAAE BUMOram HanexHo! BUpoBHudol npakTukn (GMP).

Date of signature: &7 01 02§ Signed (Qualified person): iy et //
A e

T1554 HEHGCY: cft? Ci ?()55 [Tinnne (Ynoerosaxena ocofa):

Qualified person name and surname: Forls BAHG
tv'st Ta Mpissvile ynosHosameHol ocobu: IRy
: 3

Worthing Quality Assurance Department
HenaprameHr 3 sabeanedverns fkocti Bopcinr

Manufacturer:
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Number: MiA 10592

BupobHuk:

CraiTKnsin Bivem apmacktoTnkanc,
Knapengon Poya, Bopcidr,

BN14 8QH, Benuka bprtanin

Homep niyensii ka supoBruuTea Na: MIA 10592

Page/Cropinka 4of/3 4




%

AEPKABHA CJHOYIKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OGJACTI

npor. Ceitnavuol Hanii, 3, m.Kuir, 02099, Ten/daxc: (044} 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog CAPTIOY 37078774

BHCHOBOK
PO AKICTh BBE3EHOI0 B YKpaiHy JiKapcbKOro 3acody

12.02.2025 Ne 4598/25/10

AYTMENTUH (BD)

{1mafiMenyBanns Jikapeskoro 3ac00y 3riNA0 3 peeCTPALiiHAM HOCBIAME AN )
TabjieTKH, BKPUTI nTiBkoBoro 060a0uKo010, 875 Mr/125 mr; no 7 ratuerok y daicrepi; o 1
OaicTepy B naxeti; o 2 MaKeTa Yy KAPTOHHIA ynakorui

(hopma BHNYCKY, JO3YBANIIA, BUA TAKYBAHHA NIKAPCLEKOTO 3acoby)
Howmep peecrpaniiinoro noesiavenus UA/Q987/02/01 crpox uii peecrpauiiinoro nocaiguenns 01,01.2099
Cepis nikapcekoro sacody Ne 882 A Kinskicts BREseHOTO Nikapcexoro sacody 14179

BupoSumx CuiTKsiin biuem ®apmaceioruxanc, Benuxa Bpuranis

(HaitvcHyBalH BUpOGuka FiKapceKOro 3ac00y, KpaiHa [oXo MK CHHH )

Breseno s Yipainy Togapucrso 3 odmexenow Binnosinansuicrio "TirakcoCymiTKasiin
DapmaceroTikajuce Ykpaina', izeur. xon: 35619519

(nadmcitypanng ta kon sa CIPITIOY opuaminel ocobu abo npissimnic, iv's, 1o GaTekori (isuiiol
0cofu - LANpReMIs, 1T MICLIC [IPOKUBAHES T peccTpaliiHmi HoMep oBaiKoBOT KapTKH TLIATIAKA
noaarkis abo cepis Ta HOMep [aciopra)

Mporoxo sizyaneHero xowrpono sin 05.02.2025 N 0323/7,

38 pe3yNbT4TAMM  [EPABHOTO  KOHTPOMIO BCTRHOBNEHO, W0  jikapchkud  3aci6  BBeseno B Yipainy 3
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Quality certificate
CepTtudikar sskocTi

2

Product: AUGMENTIN (BD)

No: 76374/A

flponykr: AYTMEHTWH (BD)

Homep: 75374/A

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTky, BKPWTI NNIBKOBOK 0GONCHIKDIO

Kpaina imnopTep: Yipaina

Dose: 875 mg/125mg

Quantity in the batch: 14130 packs

Hosyeanus: 875mr/125 wmr

Kinekicts npoayuuii 8 cepii: 14130 yn

Presentation: Ne 14 (7=2) in blisters

(each blister in pouch)

Registration license No: UA/0S87/02/01
Homep peectpauiitore noceigueHya; UA/0S87/02/01

Maxysanxa: N2 14 (7%2) y bnicrepax

(koxeH BnicTep y nakeTi)

Batch: 882C

Cepis; 882C

Manuf Date: 25 11 2024

Approved by:  Nik Ball

Oata supobrnyrea: 25 11 2024

Morogmero: Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepmis npugaTHocTi: 11 2027

YnoeHoBaxeka ocoba _

Efticacy/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 giitATieRicTs: Jioqi peHoBNHK: AMOKCULIAMIK Ta KNaBYNaHoOBa KUCHOTE;
1 Tabnetka micTiTe amoxcuuuniny (y dopmi amoxcLmrniHy Tpuriapaty) 875 mr, KnaBy1aHoBoT KUCNOTY (Y hopMi Kanio

Knasynanaty) 125 mr.

TEST

LIMITS

RESULTS

HannmenyBaHHus Tecty

FflonycTumi HopMK

Peayneraru

Description

While or off-white capsule-shaped, film coated Lablet,
debossed with “A G’ on both sides with a scoreline on one
side.

(Approximately 21.5mm by 10mm and 7 to 8.3mm thick™.
The total nominal weight is 1482mg.)

Passes Test

Onuc

Bina abo Gina 3 BigTivkoM, BXpUTa Aniekozow oBoAOKKCIKD,
KancynbHOT ropmui TabneTka 3 MiHiE Poanomy 3 of4HOro
Gory Ta moHorpamow A C 3 oBox Gokis.

{(Mpvdnnane 21,5 MM goemurHc, 10 MM WupuHolo | 7-8,3
MM TOBLMHOWK'.

CymapHa HomidankHa sara Tagnetku 1482 wr}

Bianosigas

Ideniification A (HPLC)

Retention time complies with those references

Passes Test

laerTudiragia A (BEPX)

Hac yTpumaHHa 3padka Bignoeigae Yacy yTpuMaHia
craHpapra.

Bianosinae

Identification B (TLC ar IR or NIR)

TL.C: Retention time comparable to the reference.
IR: spectrum characteristic.

NIR: Spectrum comparable to standard.

Pagses Test

lpesTudikadia B (TILUX uv 1Y an

TUIX: Yac yTpumaHHa NopisHAHO 3i CTaHAAPTOM.

BIY) IY-cnekTpockonia: XapakrepucTuka CnekTpa. Bignosigae
ElY-cneirpockonia: CnexTp nopisHIOETLCA 31 CTAHRADTOM.

Uniformity of Weight® Complies with requiremenis of the Ph. Eur., Passes Test

OgHapigHicTs macu? Binnoginae sumoram €@ Binnorinas

Page/Cropikka 1offz 4
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| Product: AUGMENTIN (ED) No: 75374/A

[ flpoaykT: AYIMEHTWH {(BD) Homep: 75374/A
Type: film coated tablets Importing Counlry: Ukraine
Tun: TabneTky, BKPWTI MIHBKOBOI 05ONOHKOK Kpaina imnopTep: Yipaina
| Dose: 875 mg/125mg Quantity in the batgh: 14130 packs
Hosysannn: 875mr/125 mr KinbkicTe npoayxkLil 8 cepii: 14130 yn
Presentation: Ne 14 (7x2) in blisters Registration license No: UA/0987/02/01
{each biister in pouch} Homep peecTpadiitore noceiguerdn: UA/QB7/02/04

MaxysaHHA: Ne 14 (7%2) y Bnictepax
(xoxeH Bnictep vy nakeTi)
Batch: 882C -
Cepin: 882C
Marnuf Date: 25112024 Approved by: _Nik Ball
Hara supoBrvuraa: 25 11 2024 Moropxera: Nik Ball

| Expiry Date: 11 2027 | Qualified Person

| _Tepmid npugatdocti: 11 2027 YnosrosaxeHa occba
Disintegration Tirmne 30 minutes maximum (Ph.Eur,) 15 min
Po3naaanya He 6inb W Hik 30 xa 15 xB

The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.

Dissolution® (Paddle apparatus method, 75 epm medium: 900mL
{% deciared Amoxicillin and water}. Not Tested
Clavulanate) Q = 85% within 30 minutes.

Acceptance criteria; According to Ph.Eur. for conventional
dosage form.

PO34UHEHHA SIMUX PSYOBWH BigNOBIAAE BUMOram €,

PoavuHeHns? (MeTog 3 sacTocyBarHAM RONACHOro anaparty, 75 of/xs,

{% Bip saABNEHCIC BMmicTy cepeacbulye: 900 mn Boaw) <
AMOKCHUMIIRY | NasyRaHoBe| Q = 85% uepes 30 xb. HeEMHaaoNE
KRCNOTY) Kpurepii npuitHaTHOCTE: BiAnosigHe go €4 Ans nikapcskol

hopmn 3i 3sudaRHUM BUBINLHEHHAM.

Presence and tnlegrity of Film Coat | No gross defecls are observed (Visual examination) Passes Test
HasaHicTe Ta winicHicTe nniskosol . . T
ABONOHKY Ha cnocrepiraeTesa sHaunmx gedertis Bisnosigae
Equilibrium Relative Humidity? : 10.0% maximum 4.7 % wiw

PisHoBaHa BifHoGHa BOROMICTE 2 Maxcvimym 10,0% 4.7 % wim

831 lo 919 mg per average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 870 mg
(95 — 105% of declared).

831 - 919 mr Ha cepeaHio macy TabneTun, B nepepaxyHKy
Brict amokcuumniny H& aMORCULANEH BITBHY KMCHOTY, 870 Mmr
(95-105% gig 3ansBneHero)

119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 126 g

(95 — 105% of declared).

119 -131 Mr Ha cepeaHio macy TAORETKU, B REPEpaxynLy
BmicT xnasynadosol KUCROTH Ha KnapynauoBy KUCHOTY. 126 wmr
(95-105% nig sassnexero)
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Product AUGMENTIN (BD)

MNo: 75374/A

Mpoayer; AYTMEHTHH (BD)

Homep: 76374/A

Type: film coaled tablets

mporting Country: Ukraine

Tun: TabneTkn, BKPUTI nRiBKOBOIC 660NOHKOIO

Kpaida imnoprep: Ykpaina

_Dose: 875 mg/125mg

Quantity in the batch: 14130 packs

HoazyeaHHsa: 875Mr/125 mr

Kinbkicte npoayxli 8 cepil: 14130 yn

Presentation; Ne 14 (7=2) in blisters
_{each blister in pouch)

Registration license No: UA/O987/02/01
Homep peectpadlintoro noceigdends, UA/QOB7/02/01

MNakysanua: Ne 14 (7x2) y Brictepax

(koxmen Gnictep y naxeTi)

Baich: 882C

Cepia:; 882C

Manuf Date: 25 11 2024

Approved by:  Nik Ball

Hata supobnnurea: 25 11 2024

MorogmeHo: Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepmin npugardocTi: 11 2027

YnesrosaeHa ocoba

Amoxicillin Dimer (Ph.Eur. J) 21.2% 0.7 % wiw
o - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.0 % whw
s Penilloic Acid Isomar 1 (Ph.Eur, E) 21.0% 0.0 % wiw
Amexicilin Related Substances Penilioic Acid 1somar 2 (Ph.Eur, E) <1.0% 0.0 % wiw
(HPLC) Diketopiperazine (Ph.Eur. C) 21.0% 0.1 % wihw
Any other identified impurity =1.0% 0.1 % wiw
Any other unidentified impurity £0.3% 0.1 % wiw

Total Amexicillin Related Substances <3% 1 % wiw
AMOKCAUNNIH aumep (ED, J) =1,2% 0,7 % mim
G ~ AMOKCUUMNTH NeHiyunnokHa k-ta (€D, D) £1,0% 0,2 % mim
[ - amokcuuMnid neHiyvnnoiHa Kk-ra (Ed, D) <1.0% 0,0 % mim
; ; . Mexirmohnol k-Tv izomep 1 (€D, E) <1,0% 0,0 % miw
?BYIQF{%! AOMILLEY aMakCALANIHY MeHinnoiHol K-TH izomep 2 (€9, E) <1,0% 0,G % mim
AukeToninepasis (S0, C) =1,0% 0,1 % mfm
Byab-axa iHWa sigoMa AoMILLKS £1,0% 0,1 % mim
Byab-sAka iHLa HeBigomMa goMilUKE s0,3% 0,1 % miwm

3aranbra KinbkiGTe CYNYTHIX 40MILLOK amokciLunity <3% 1 % MM

Clavulanic Acid Impurities: 2.6% wiw maximum with respect to the labeled Clavulanic 0.8 % wi
Clavulanale Polymer Acid content = el
ﬂuw?im;m KNaBynaHoBol KACNOTW: Mancmmym 2,5 % MM N0 BIHOLLEHHIC G40 3asIBNEHOT Ha 0.8 % min

nosimen KnasynaHary ETUKETU| KINLKOCT KNABYNAHOBOT KuCnoTy !

identification Titanium * A yeliow-orange colour appears Not Tested

laeHTuhikaua TuTany?

3'ABNACTLCA WOBTO-NOMaparyeBe 3abapsrierHn

He susHavaloTs

Microbial Test * (Ph.Eur.)
Tatal Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Not more than 10° GFU per gram
Not more than 102 CFU per gram
Absence of Escherichia cofi

Not Tested

MikpoSionoriyxa vucrora’ (Cd)
JaransHa KinbKicTh XKWTTE34aTHUX
aepobie

JaransHa KinbKicTs gpisamie i
rpuGic

ftaroretu

He &inbw Hix 10° KYO/r
He Binblu Hix 102 KYOIr

BigeyrHicTe Escharichia coli

He Bu3HavawTh

Page/CropiHra 3of/s 4




Product; AUGMENTIN (BD}

No: 76374/A

Opoaysr: AYIMEHTWH (BD)

Homep: 78374/A

Type: film coated tableis

Supplied to: Ukraing

Tun: Tabnerky, BKPWT NNIBXOBOIO 0BONOHKOI0

3amMoBHNK; Yipaina

Dose: 875 mg/i25mg

Quandity in the balch: 14130 packs

Bosyeanus: 875mr/125 mr

Kinekicte npoaykuii 8 cepil: 14130 yn

Presentation: Ne 14 (72} in blisters
(each blister in pouch)

Registration license No: UA/0987/02/04
Homep peecrpalliitHoro noceinqedHs: UANSE7/02/01

Maxyeanua: Ne 14 (7x2} y 6nicrepax
(onkeH BnicTep y nakeTi)

Batch: 882C

Cepin; 882C

Manuf Date: 25 11 2024

Approved by:  Nik Balt

fata eupobunyrea: 25 11 2024

[oromKeHo:; Nik Ball

Expity Date: 11 2027

Qualified Pergon

Tepmin npuparxocTi: 11 2027

YnoBHOBEKeHA ocoba

Notes

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

Tablet dimensions are not measured at releage.
Results maybe taken from in-process control test.

FPerformed on 1 balch in 20.

Rl

[MpuMiTeE

1. Poamipn Talnerky suaHa4aldTbCA CGCHACTKOIG,

nepesipacTeca B BMR.

Poamipn TabneTki He BUMIPICKTLCA NPU BUNYGIKY.

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

WO BUKOPWCTOBYETECA NP npecyBaHHi TabneTok, ska

2. PesynbTarv MoOXyTs OyTY B3ATI 3 TECTYBAHHA NPY MixonepauiiHoMy KOHTponi.

3. Buxonyethcs Ha 1 cepiro 3 20,

4. BuxonyeThca 1 pasz Ha piik npu sunycky cepli, sxa moxe 6yTv pubpaHa sk WoOpidHa cepis ANS BWBYEHHA

cTabinbHocT BignosigHo GMP.

| hereby cerlify that the information in this cerificate is authentic and accurate. This baich of product has been
manufactured, including packaging/labelling and quaiily conirol at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Autherity and with the specifications in the Marketing Autherisation of
the final destination country or product specification file for Investigational Medicinal Produsts. The batch processing,

packaging and analysis records were reviewed and

found io be in compliance with GMP.

LM A nigTeepamylo, 1o HasegeHa iHdopmalis e crpaeiHbmo i TouHow, Cepia npenapaty Oyna BWroToBNneHa,
BKIIIOYAIOUN NAKYBAHHA TA KOHTPOMEL AKOCTI, HA 3a3nkadqedil Buule BUPOBHWMIN OinsHWUI B8 NnosHill BiANOBiAHOCTI no
sunicr HapexwHol slpofHuvol npaktwi (GMP), BCTaHOBNBHUX MICLEBUM PErynsTopHuM BiflOMCTBOM, 8 TaKOX B

NoBHIN  BignNOBRIAHOGTI A0 cnewrdikatlin,

nepeadadenwx  y  peecTpauiikil  fokymeHTauil  kpaldu-iMnopTepa.

HoxymerTauin cTocosHe BMpeDHMYOro NpoLecy, nakysadHs | aHanisy cepii Oyna nepesipeda, i Oyno scrakeenado,

Lo BoHA BiANOBIAaE sumoram Hanexmol pupodHuiol npartuxn (GMP),

Date of signature: Q,_') o f 2"\)‘-;
5 an o
IlaTa nianucy: ”J‘”Q v Lot

/1
g 41 f‘r ’\!i
Signed {Qualified persany; Head -y Ly
lianus (YnosroeaxeHa ocoba) & "’/!,-‘ ‘
Qualified person name and surname: FAPTIN i S

1w "5t va MpissrLle ynopHosamerol ocobu: LV :'ffiz;zi

Worthing Quality Assurance Department
OenapramedT 3 3abesnedetts skocyi BopciHr

Manufacturer:
SmithKiine Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MiA Number: MIA 10592

BupobHmic

CwivKnann Bivem QapmacsroTikans,
KnapennoH Poya, Bopcinr,

BN14 8QH, Benuka BputaHin

Homep niyexsii Ha BnpobruuTeo Ne: MIA 10592
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JAEPKABHA CIIYIKBA 3 JIIKAPChKUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMH Y KUIBCBKIA OBJACTI

nipos. Ceirtananol Hagil, 3, m.Kuie, 02099, tes/daxc: (044) 576-40-41
E-mail: dls.ko{@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK

PO fIKiCTH BBE3€HOI0 B Y KpaiHy JIKApPCcbKOro 3aco0y

12.02.2025 Ne 4599/25/10

AYI'MEHTHH (BD)

(uaiiMenypais AKapCcrKkoTo 32000y 3TiAHO 3 PCECTPAIHHIM 11OCBITCHIISIAM)
TadJIeTKH, BKPUTI ILTIBKOB 0K 000d0HK010, 875 Mr/125 mr; o 7 Tabaerox y duricrepi; mo 1
OJricTepy B nrakeTi; mo 2 naxkera y KapToOHHii ynakosni

(popya BUAYCKY, NO3YBAHHS, BH TaKYBaHHS AiKApChKore 3acody)
Homep peccrpaniftnoro moceimuenns UA/0987/02/01 crpok nif peecrpauitinoro nocpixwenus 01.01.2099
Cepist nixapcskoro 3acoby Ne 882C KinekicTs sBesenoro nikapeskoro sacoby 14130

Bupotimk CwiTKnaite bivem Dapmackiotakainc, Benuka bpuranis
{1a¥veHyBaHi BIpoGIKa JIKapcLKOTo 3ac08y, Kpafta MoxXoJuKeHHS )

Breseno v Yrpainy TosapucTbo 3 06Mexenow BizmoginaasnicTio "IitakcoCmiTK stiin
Mapmackrorikauac Yrpaina", inent. won: 35619519
{matimenynanns ta ko 3a CAPTIOY opuawsrof ocody abo npissumie, iM's, no fatekosi dizuunol
ocoby - MATPHEML, T Micle TPOXKKUBAHIA T4 peecTpanilinmil noscep obiixorol KapTKK LIATHUKA
nmofarkie afo cepid Ta nHoMep nacuopral

[Mporoxos Bizyanexore keatpesaro sig 05.02.2025 Ne 0323/8.

3a  pesynnTaTaMy  AEPXKABHONO  KOHTPOMIO BCTAHOBNEHO, 100 JixapceKdil  3acid  BeeseHo B Yipainy 3

AOTPHMAHHAM BUMOT 32KOHO/ABCTRA OO 3abe3rneueHHs SKOCTI NIKApChKMX 3aco0iB.

¥ 5 T . - - R IERT
oo MRk CvERRE D - LR L g OPbNT e
: Lo e Cem et . Lo
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Quality certificate
Ceptudbikar akocTi

" Product. AUGMENTIN (BD)

No: 75373/A

Mpoayer: AYTMEHTHH {(BD)

Homep: 75373/A

| Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTkn, BKPUTI NNIBKOBOIO 0BOMOHKOIO

[Kpaina imnoptep: Yepaika

Dose: 875 mg/125mg

Quantity in the batch: 13907 packs

HesyBankHa: 875mr/125 wmr

KinekicTs npoaykdii B cepil: 13207 yn

Presentation: Ne 14 (7x2) in blisters

(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectoauiiirHoro nocrinyenns: UA/Q987/02/1

Maxypauda: Ne 14 (7x2) y Briictepax

{(koweH Gnictep v naketi)

Batch: 898P

Cepin. 898P

Manuf Date: 25 11 2024

Approved by:  Nik Ball

Hara supobuuurea: 25 11 2024

MorogeHo: Nik Ball

+_ Expiry Date: 11 2027

Qualified Person

Tepwin npuaaThocTi: 11 2027

YnosHoeaeHa 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 aiflAkTHsHicTE: Qo] peYoBYHY: aMOKCULIMNIA Ta KNaByMaHoBa KACcnoTa;
1 TabrieTia micTutl amoxkcuumniny {y dopmi amokcuriivy Tpuringaty) 875 mMr, KNasyraHOBOT KMCNOTY (Y dhapmi Kanin

KnasynaHaty) 125 mr.

TEST

LIMITS RESULTS
HalimeHyBaHHA TecTy HonvcTnmi Hopmu Peaynbtatn
White or off-white capsule-shaped, fitm coated tablet,
debossed with 'A C’ on both sides with a scoreline on one
Description side. Passes Test
(Approximately 21,5mm by 10mm and 7 (o 8.3mm thick".
The total nominal weight is 1482mg.)
Bina abo Gina 3 pigTinkom, BKpUTE MNIBKOBOX 0BaNaHKOW,
KancynbHo! chopmu TabneTka 3 fliHiElo Po3NOMY 3 O4HCro
Goky Ta MoHarpamolo A C 3 cbox Sokie, : :
Q1 (Npubnuzno 21,5 MM gosskmnuow, 10 MM Lwkpubcio i 7-8,3 Bianosigae
M TOBLLMHOD!,
CymapHa HomiHanbHa ara Tabnetky 1482 mr)
tdentification A (HPLG) Retention time complies with those references Passes Test
- “ac yrpumanina 3paska BigRoBiaac 4acy yTpuMants , 3
lnexTudpikagia A (BEPX) CrangapTa. Bignosigae
TLC: Retention time comparable to the reference.
Identification B {TLC or IR or NIR} IR spectrurn characteristic. Passes Test
NIR: Specirum cemparable to standard.
TLEX: Yac yrpumanna nopisnnado ai ctangaptom.
gg‘e:;;mcbmaum EAELEh i T g {U-cneirpocxonis: XapakTepucTka cnekrpa. Bipnoaigae
Bl4-cnexrpockonis: CnekTp NOPIBHIOETRCA 31 CTAHAAPTOM.
Uniformity of Weight® Complies with requirements of the Ph. Eur. FPasses Test
OAHOPIAMHICTL mack? Bignoeigae sumoram €® Binnosinae

Page/Cropidia 10f/3 4




Product; AUGMENTIN (BD)

No: 76373/A

Opoaykr: AYTMEHTHWH (BD)

Homep: 76373/A

Type: film coated tablels

Importing Couniry: Ukraing

Twun: TabneTkn, BKPWUTI NNIBKOBOIS 0DANOHKOK

KpaiHa imnoprep: Ykpaina

Dose: 875'mg{'125mg

Quantity in the batch: 13907 packs

Hosybanda: 875mr/125 mr

KinexicTe npoaykui B cepilt 13007 yn

Fresentation; Ne 14 (7x2) in blisters

{each blister in pouch)

Registration license No: UA/QS87/02/01
Homep paecrpaUifiHore noceigueHHs: UA/QRB7/02/01

Makysanun: Ne 14 {7=2) y Bnictepax

(roxeH BricTep vy nakeTi)

_Batch: 398P

Cepis; 898P

Manuf Date: 25 11 2024

Approved by:  Nik Bali

| Jara supobnuyrea: 25 11 2024

MNoropeno: Nik Bail

Expiry Date; 11 2027

Qualified Person

Tepwid npuagartHocti: 11 2027

YnoeHogaeRa ocoba

Disintegration Time

Clavulanate)

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

30 minutes maximum {Ph.Eur.) 15 min
Posnapanas He Binbw i 30 xa 15 %8
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur,
Dissoiution® {Paddie apparatus method, 75 rpm medium: 900mL
(% declared Amoxicillin and water), Not Tested

PosunHeHHR®

(% BiA 3aRBNEHOMO BMICTY
AMOKCHUMNIRY | KNABYNAHOBOT
KMCNOTH)

Po3uyuHeHHs AiouMX pevyoBry Bignosigac suvoram €d.
{Mevog 3 sacTocysaxHAM nonacHoro anapaty, 75 06/xa,
cepeposutle: 800 ma Boaw)

Q = 85% uepes 30 xp.

Kputepil npuiARATHOCTE: BIRNOBIAKO A0 SO Ana nikapcLkoi
dropmu 3i 3BMYaNHKM BUBINEHEHHAM,

He BuaHavawTs

Presence and Integrity of Film Coat

No gross defects are observed {Visual examination)

Passes Test

HaseHicTk TA LinicHicTe nnisKoBo|

(95-105% Big 3aAsneyory)

oBonoH He cnocrepiraeTecn aHauHuX gediexTis Binnosigae
Equilibrium Relative Humidity® 10.0% maximum 4.1 % wiw
PiaHosamHa sifHacHa BenaricTs 2 Marcusmym 10,0% 4,71 % i
831 {0 919 mg per average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 864 mg
{95 - 105% of declared).
831 - 919 mr na cepenmio macy TabneTkw, B nepepaxysKy
BmicT amokcuuunixy Ha amOoKCKHLMAIN BINbHY KWCNOTY. 864 mr
{95-105% Bia 3388nEH0r0)
119 to 131mg per average tablet, calcidated as Clavulanic
Clavuianic Acid Content acid 125 mg
{95 — 105% of declared).
119 -131 Mr Ha cepegHIo macy TaBneTky, B nepepaxynKy
Baict kNaBynasoBod kACHOTI Ha KnasynaHosy KACNOTY. 125 mr

Page/CTopiHka 20i/3 4




No: 78373/A
Homep: 756373/A
Importing Country: Ukraine

Product: AUGMENTIN (BD)
Mpoayxt: AYTMEHTHH (BD)

Tur: TabneTky, BKpUTI NNiBKOB0I0 0GONOHKOIC

Dose; 875 mg/125mg
Hosysanua: 875mr/125 Mr
Presentation: Ne 14 (7=2) In blisters
(each blister in pouch)

Marysanua: Ne 14 (7x2) y Bnicrepax
| (koxeH BriicTep v naxeri)
|_Batch: 898F

Cepin: 898P

Manuf Date: 25 11 2024

Hata supobunirtea: 25 11 2024
_Expiry Date: 11 2027
 Tepmin npunarhocti: 11 2027

Kpaina imnoprep: Ykpaida

Quantity in the batch: 13907 packs

KinekicTe npoaykuii B cepii: 13907 ya

Registration Hcense No: UA/OSB7/02/01

Homep peectpauiiidore noceiguennsa: UAM98T7/02/01

Nik Ball

Nik Ball
Qualified Person

YnorHosaxeHa ccofia

Approved by:
[Torogmero:

Amoxicillin Dimer (Ph.Eur. J) 21.2% 0.8 % wiw
a - Amoxicillin penicilleic acid (Ph.Eur, N} 51.0% 0.2 % wiw
B - Amoxicillin penicilicic acid (Ph.Eur, 01} =1.0% 0.0 % wiw
Penilloic Acid Isomer 1 (Ph.Eur. E) £1.0% 0.1 % wiw
Amuoxicilin Related Substances Penilloic Acid lsomer 2 (Ph.Eur, E) 51.0% 0.0 % wiw
(HPLC) Diketopiparazine (Ph.Eur. Q) <1.0% 0.1 % wiw
Any ather identified impurity £1.0% 0.1 % wiw
Any other unidentified impurily £0.3% 0.1 % wiw
Total Amoxicillin Related Substances 3% 2 % wiw
Amorcuuunin gumep (Ed, J) £1,2% 0,8 % mit
O - aMOKCUUUNIK Neriuwnnoiina wra (Ch, D) <1,0% 0,2 % mim
P - amokcuumMnin neRiyuAnolila kTa (S0, D) £1,0% 0,0 % mim
Cynyvi 4OMILIKA AMOKGHLIATIHY ﬂeﬁinﬁoﬁntﬂ ¥-TH iaomep 1 (€D, E) <1,0% 0,1 % mim
(BEPX) Fiemmto_ﬁua'l' K-TH 13omep 2 (Ed, E) <1.0% 0,0 % mim
Aukeroninepasii (€4, C) £1.0% 0.1 % mim
Byas-ska iHWa Bigoma gomilka £1,0% 0.1 % mim
bByab-Aka iHWa HewigoMa goMilKa =0,3% 0,1 % mim
3aranbHa KinbKICTb CYNYTHIX AOMILIOK amMorcuUMniHy $3% 2 % mim
Clavuwlanic Acic Impurilies: 2.5% wiw maximum with respect to the labeled Clavulanic 0.4 % wiw
Clavulanate Polymer Acid conlent o
[eMillkK kKASRYNAKOBCT KUCNOTW, Makewmym 2,5 % M/M N0 BIfHOLUEHRIO 0 38ABNEHGT Ha 0.4 % wmin
nonimep KknasynaHary ETUKETUI KINSKOCT] KNABYNAHEEOT KUCHOTH '
Identification Titanium * A yellow-orange colour appears Not Tested

laenTudhikauin Turany’

3'ABNAETLCA JOBTO-NOMapaHYese 3afiapsneHys

He sWaHauaioTh

Micrabial Test * (Ph.Eur.)
Total Aerobic Microbial Count
Total Yeasts and Moulds
Pathogens

Nat more than 103 CFU per gram
Mot more than 102 CFU per gram
Absence of Escherichia coli

Not Tested

ikpobionorivna uucrorat (E4)

3aranbHa RINBKIGTE MUTTESAATHHX -

He GinbL Hix 10° KYOQir

aepobis I e
Baranbha KinbKicTs apiwgids | He Girb L Hir 102 IKYOIT He aua 10Tk
rovbin

MaTorexu BipcythicTe Escherichia coli
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Product: AUGMENTIN (BD)

Na: 76373/A

Rpoaysr: AYIMEHTWH (BD)

Homep: 75373/A

Type: film ccated tablets

Supplied to: Ukraine

Tun: rabnerkun, BKpWTi NNIBKOBOIO 0BOMOHKCIC

Jamosrui: Ykpaita

Dose: 875 mg/125my

Quantity in the baich: 13807 packs

Josysanug; 875mr/125 mr

KinekicTi: npoaykdii B cepii: 13907 yn

Presentation: Ne 14 (72} in blisters
{each blister in pouch}

Registration license No: UA/GO87/02/01
Homep peecTpauiftore nocsinenns: UA/Q987/02/01

NakysanHa: Ne 14 (7x2) y BriicTepax
| (zoxed Gnicrep y naket)

Batch: 808P

Cepist: 808P

_Manuf Date: 25 11 2024

Approved by:  Nik Bali

Harta supofruurea: 25 11 2024

[lorogkeHo: Nik Ball

_Expiry Date: 11 2027

Qualified Person

| _Tepmin npuaarrocti: 11 2027

YnoeHOBaykeHa ocolba

Motes

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

Tablet dimensions are not measured at release.
2. Resuits maybe faken 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.

(TpwmiTin

1. Posmipn 7abnergy 8M3HAYAOTLGA OCHACTKOW, W0 BWKOPWCTOBYETHCS [pW NpecysanHi TabneTok, nAka

neperipsieTbCA B BMR.

Poamipn Tabnetky He BUMIPISIOTLCA NPU BUNYGRY,
PesyabTaTit MowyTh BYTW BIATI 3 TECTYBAKHS [HPK MiKOREPALAHOMY KOHTPOSI.

BukonyeThca Ha 1 cepito 3 20.

B E Y

cTabinsHoCT BignoeigHo GMP.

BukoHyetben 1 pas wa pik npw Bunycky cepli, sika mome ByTu BuOpana sK WOpMHA cepin ANA BRBYEHHA

I hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and qualily control at the above mentioned sitg in full compliance with
the GMP requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorisation of
the final destination country or product speciiication file for Investigational Medicinal Products. The balch processing,

packaging and analysis records were reviewed and

found to be in compliance with GMP.

Uum a ninreepimyo, Wo KaseaeHa indiopmauin € cnpaemHbo0 | ToyHow. Cepia npenapary Byna BuroToBneHa,
BKMIOYAI0UK MAKYBAHHA T KOHTPOMbL AKOCTI, Ha 383HaueHin Bue supobHUYid AinbHWUi 8 nosHii BignogigHoCTI Ao
BrMOr  Hanexuoi BupoBhudol npakTuiy (GMP), BCTAKOBNEHUX MICUEBUM DPEryNAaTOPHUM BIHOMOTBOM, 4 TAKoX B

neeritt  BignosigHocTi po  cneundiikadin,

nepegfadednx Yy peecTpauidHid  gokymedTaull kpalHw-imnoprepa.

HokymeHTauin CTOCOBHO BUPOBHWUOIO Npolecy, nakysadHn [ ananisy cepif Byna nepesipena, i 6yno BcTaHosneHo,
Lo BOHA Bigrosigae sumoram HanexHoi supoBHuuat npaktki (GMP),

Date of signature: 17 L ?.UJ.S

Nara nigoucy: 23 e uéy

.
i
= 1
Signed (Qualified person): e ’) )‘f'f/‘"/‘ %
Mignue (YnosHosanera ocoba): z'v7 / it
Worthing Quality Assurance Dapariment

RenaptamenT 3 3aGeanevyeHHa skocti Bopcinr

Qualified persan name and surname;
Im’st Ta {ipisaviie ynoBHosaxeHol ocobu:

Manufacturer;
SmithKline Beecham Pharmaceuticais,

Clarendon Road, Worthing,
BN14 8QH, Uniled Kingdom
M1A Number: MIA 10582

Bupobnvk:

Cmitiinair Biuem PapmackIOTUKANC,
Knapenaod Poyy, Bopcinr,

BN14 8QH, Benuua Bputakin

Homep niueHaii Ha pupobHUuTaG N2: MIA 10582
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So

HEPKABHA CIVYIKBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM ¥ KHIBChKIH OBJIACTI

npoB. Ceitnuusel Hanil, 3, m.Kuik, 02099, ren/daxe: (044) 576-40-41
E-mail: dls.ko(@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
NPO AKICThL BBE3eHOro B YKPaiHy JIKAPCHLKOro 3aco0y

12.02.2025 Ne 4600/25/10

AYI'MEHTHH (BD)

{zaiMenyYRAHIA JIKAPCHKOTO 3ac00y 3111H0 3 peecTpaLliitHiM [I0CBiIMeH sM)
TA0JICTKH, BKPATI ILTIBKOR0X0 060m01K010, 875 M1/125 mr; 110 7 Tabnerox y Guierepi; mo 1
fJ1icTepy B nakeri; 10 2 HAKeTa Y KAPTOHHIH ynakopui

(thopma BHOYCKY, HO3YBAHNA, BUA TAKYBAHNS NIK2PCRKOTO 34¢00Y)
Howmep peecrpaniiinoro nocsindenns UA/0987/02/01 crpox mii pecerpanitftnoro nocsiguenus 01.01.2099
Cepisi nikapeskoro 3acofy Ne 898P KinbkicTs BBe3eHOro nikapeskoro sacody 13907

Bupobik CuitKusiite binem ®apmacsiotukanc, Beauxa Bprrania
(HaliMeHyRarHA BHPOBHHKA MkApChkoro 3acoly, kpailla NOXOKCHHS)

Breseno 8 Yxpainy ToapucTBo 3 00MeKen010 Bignopigannuicrio "TiakcoCmiTK it

PapmackioTikaic Ykpaiaa'", inenr. wop: 35619519

(malmenysanns ra kox sa €APTIOY wopraniroi ocobu afo npisaume, iv'a, no Gatbkesi (isnaie]

ocofn - misinpHeMuA, i MICLIC IPeRKBAHHA Ta peecTpalliiauil HoMep o1ixonol xapTke 1MaTIINK
TIOAATKIB abo Cepis Ta HoMep uacnopra)

[Tporexon Bisyanbuore koatponie sig 00.02.2025 N 0323/9.

3a  pe3yibTaTaMH  AEPH@BHOrO KOHTPORK) BCTAHOBACHO, UI0 Jikapcekuil 3acif  BBescHO B YEpaidy 2

AOTPUMAHHAM BuMOr 33KOHOJRBCTRA G0 3a0¢3HeYeHHA AKOCTI NIKAPCHKUX 3ac00iB.
p
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Quality certificate
CepTudpikaTt SAKOCTI

Product: AUGMENTIN (BD)

No: 78387/A

Npoaykr: AYTMEHTVH (BD)

Homep: 75387/A

Type: film coated tablets

Importing Country: Ukraine

Tun: Tabnertxy, BXPUTI NNizkoBOIO 0GONOHKDIO

Kpaiua imnoptep: Yipaina

BDose: 875 mg/125mg

Quantity in the batch: 13890 packs

Hoaysaruna; 875mr/125 mr

KinbricTb nponpykuii B cepii: 13890 yn

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

Registration license No: UA/QQ87/02/01
Homep peecTpayiiinora nocsiguenys: UAI0987/02/01

Flakypanus: Ne 14 (7x2) y Bnicrenax
(koxeH GnicTep vy nakeTi)

Batch; 8COB

Cepin: 8C9B

Manuf Date: 25 11 2024

Approved by:  Nik Ball

Hara snpobHuursea: 25 11 2024

MoropxeHo: Nik Bali

Expiry Date: 11 2027

CQualified Person

Tepmid npnaaTHocTi: 11 2027

YnosHosaneHa ocoba

Eff icacy/Strength of preparation: Active drug subslance: amoxicillin and clavulanic acid;
1 tablet contains: Amoxicillin (in the form of amoxicillin trihydrate) 875 mg, ctavu!anlc acid (in the form of potassium

clavulanate) 125 mg.

Cwria gitAkrvsHicTs: Jhoui peqoRIHA AMOKCHLMIIH Ta KNaBynaHoBa KUCRoTa;
1 TabneTea MICTUTE aMokcUUMIiHY (Y dopmi amomummy Tpurinpaty) 875 mr, knaeynanosot kuenotu (y dopmi kaniie

KnaeynaHary) 125 mr.

IEST

LIMITS

RESULTS

HalMeHyBaHHA TecTy

Jdonyctrumi HopmiK

PeaynsTtatn

Description

White or off-white capsule-shaped, film coated tabtet,
debossed with ‘A C on both sides with a scoreline on one
side.

{(Approximately 21.5mm by 10mm and 7 o 8.3mm thick™.
The total nominal weight is 1482mg.)

Passes Test

Cnue

Bina abo 6ina 2 sigTiHkOM, BKDUTA BRiBKOBOIO OBONOHKOID,
kancyneHol diopMu TalneTka 2 AiHiC0 poanoMy 3 0aHoOro
Goky Ta moHorpamolo A C 3 ofiox Gokis.

(MpuGnuado 21,5 MM aoBxUHOK, 10 MM WupwrHoIo | 7-8,3
MM TCBLMHOID!,

CymapHa HominankHa Bara Tabnetrn 1482 mr)

Bignosigae

Identification A {HPLC)

Retention time complies with thase references

Passes Test

laenTuchikayin A {BEPX)

Yac yTpUmMaHHs 3paska signosinas yacy yTpUMaHHs
craHgapra.

Bianosigae

Identification B {TLC or IR or NIR)

TLC: Retention time comparable to the reference.
IR: spectrum characteristic.

NIR: Spectrum comparable to standard.,

Passes Test

laerTuchikauia B (TUIX 4 1Y yu
EIY)

TIWX: Yac yTpumMaHHs NopiBHAHO 3i CTAHAAPTOM.
[Y-cnekTpackonin: XapakrepucTuka crexTpa.

BIY-cnexrpockonia: CnekTp nopisHIOETLSA 31 CTaHAapTOM.

Bianosinae

Uniformity of Weight?

Complies with requirements of the Ph, Eur.

Passes Test

OpHopigHicTs Mack?

Binnosisae avwmaram Ed

Bianonsinae

Page/CropiHka 1of/a 4
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Product: AUGMENTIN (BD)

No: 756387/A

Nponyrr. AYTMEHTWH (BD)

Homep: 75387/A

Type: film coated tablets

Imporiing Country: Ukraine

Ture: TaGneTky, BEPWTI MMBKOBOK 0BONOHKCKD

Kpaiua imnopvep: Yepaiva

Dose: B75 mg/125mg

Quantity in the batch; 13890 packs

HoaypanHa: 875mr/125 mr

KinbKicTe npoaykuii e cepil: 13890 yn

Presentation: Ne 14 (7%2) in blisters

{each blister in pouch)

Regisiralion license No: UA/0987/02/01
Homep peecTpauiiinoro noceigdenna: UA/QS87/02/01

fakyranka: Ne 14 (7x2) y Gnictepax

(sxoneH Brictep y naxeTi)

Batch: 8C9B
Cepin: 8C2B
Manuf Date: 25 11 2024 Approved by:  Nik Ball
Iata supofinvyrsa; 25 11 2024 INoromKeHso:; Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepmin npuaatHocTi: 11 2027

YnosHoBaweHa ocoba

Clavufanate)

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

Disintegration Time 30 minutes maximum (Ph.Eur.) 15 min
Posnaaanun He Binbl Hix 30 X8 15 xB
The dissclution of the active ingredients complies with the
requirements of the Ph.Eur, :
Dissolution® {Paddle apparatus method, 75 rpm medium:; 900mbL
(% declared Amoxicillin and water). Not Tested

PosvunHedHs®

(% mig 3aABNEHArO BMIGTY
AMOKCHLWNEHY | KnaBynaHaeol
KMCNOTI)

PoauusieHHA gitouvx pedoent Bignosingac euMoram €4,
{(MeTog a sacTocyBaHHAM NOMAGHOIG anapary, 75 ob/xe,
cepegosuwle: 900 Mt Bogn)

Q = 85% uvepes 30 xa.

KpuTepit npuikaTHocti: signosigro go €4 gna nikapcbxoi
IOpMU 30 38MUARHUM BUBINEHEHKAM.

He BuanavaTs

(95-105% sBip aasenasoro)

Presence and Integrity of Film Coat | Mo gross defecls are observed (Visual examination) Passes Test
HasapHicTb Ta yinicHicrb nniskosol ) . g ;
0BONOHKI He cnocTepiraeTbon 3Ha4HKX AedekTis Bianosinae
Equilibrium Refative Humidity* 10.0% maximum 4.0 % wiw
PieHOBaMHA BiiHOCHA BGROTICTL 2 Maxcumym 10,0% 4,0 % m/m
831 to 919 mg per average tablet, calculated as
Amoxicilin Content Amoxicillin free acid 868 mg
{95 — 105% of declared).
831 - 918 mr Ha cepepHio macy TatneTtkv, B nepepaxyHky
BmicT amMoxcuiuniHy Ha aMOKCULIWAIH BINEHY KUCTOTY. 868 Mr
{95-105% &ip, 3ansneHoro)
119 to 131mg per average tablet, calculated as Clavitanic
Clavulanic Acid Content acid 126 mg
{95 — 105% of declared).
119 -131 mr Ha cepejHio Macy TaBRETKY, B NepepaxyHKy
Bumict knaBynaHoeoii kucnoTu Ha KIaByNakoBy KUCNOTY. 125 mr

Page/Cropitia 20ffs 4




" Product: AUGMENTIN (BD}

No: 76387/A

Mpoaykr: AYTMEHTHH (BD)

Homep: 75387/A

Type: film coated tablets

Importing Country; Ukraine

Tun: Tabaetiy, BKRWT NAIBKOBOH 0DONOHKOW

Kpaina imnopTep: Ykpaina

Dose: 875 mg/125mg

Quantity in the batch: 13890 packs

HosyeanHn; 875mr/125 mr

KinexicTe npoaykuii B cepii: 13890 yn

Presantation: Ne 14 (7x2} in blisters
(each hlister in pouch)

Registration license No: UA/Q987/02/(4
Homep peecrpauiHoroe nocsiadenHn; UA/0987/02/01

NakysannaA: Ne 14 (7x2) y Bricrepax

(xomeH Gnictep v nakeTi)

Batch: 8C9B
Cepis: 8C9B
Manuf Date: 25 11 2024 Approved by:  Nik Ball
Aara BupoSHuyrea: 25 11 2024 MMoropueno; Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepwmin npuaardocri: 11 2027

YnosHopaxeHa ocoba

Amoxicillin Dimer (Ph.Eur. 3} 21.2% 0.8 % wiw
a - Amoxicitlin penicilloic acid (Ph.Eur. D) £1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur, DY £1.0% 0.0 % whw
o Penilloic Acid Isomer 1 (Ph.Eur. E) <1.0% 0.0 % wiw
Amoxicilin Related Substances Penilloic Acid Isomer 2 (Ph.Eur. E) £1.0% 0.0 % wihw
(HPLG) Diketopiperazine {Ph.Eur. C} <1.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % wiw
Any other unidentified impuriiy 20.3% 0.1 % wiw
Total Amoxicillin Related Substances 3% 2 % wiw
AMOKCHLWAIH gumep (G, J) =1,2% 0,8 % mim
Q@ - GMOKCUUWNIH NexiunnroliHa k-ra (€&, D) <1,0% 0,2 % mim
[3 - amoKcuuUMniH neHigvnnoiua k-ta (€d, D) =1,0% 0,0 % mim
oL Tp— Meuinnoiinol k-Th izomep 1 {€d, E) <1,0% 0,0 % min
(BEPX) Y MeninnoliHoi k-Tv isomep 2 (EB, E) - 51,0% 0,0 % mim
HukeToninepaain (€, C) =1,0% 0,1 % mim
byab-sika HWa sigoma gomilka £1,0% 0,1 % mim
Byab-Aka iHWwa Kesigoma gomika <0,3% 0,1 % malm
3aransHa KineKicTh CYnyTHIX AoMILLOK aMokeuLunivy s3% 2 % mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.4 % wiw
Clavulanate Polymer Acid conten{ S
bowmiwn knasyrnaHosai KUCNOTI Makcumym 2,5 % M/M No BigHolUSHHID A0 3a8BJIeHOl Ka 0.4 % min
nonimep KnasynaHary eTHIeTLi KiNbKOCTI KNasynaHoBal KMCNoTuW !
ldentification Titanium 4 A yeliow-orange colour appears Not Tested

inerTudpikauis TuraHy?

3'aBnaeTeCA XOBTO-NOMapaHyYese 3abapsreHks

He BusHavaloTs

Microhial Test * (Ph.Eur.)
Total Aerobic Microbial Gount
Total Yeasts and Moulds
Pathogens

Not more than 10* CFU per gram
Not more than 102 CFY per gram
Absence of Escherichia coli

Not Tested

Mixpobionoriuna uncrora® {(Ed)
3aranbHa KinbKICTE MUTTE3AATHHX
aepobis

3aranbHa Kinbkicte 4pixamis i
fpubis

NaTorenn

He Binbus ubk 102 KYO/r
He Binbiw Hbk 102 KYOIr

BigecyrHicts Escherichia coli

He BranavanTh

Page/CropiHka 3of/s 4




Product: AUGMENTIN (BT)

No: 76387/A

MNpoayeT: AYCTMEHTWH (BD)

Homep: 75387/A

Type: film coated tablets

Supplied to: Ukraine

Tun: TabneTtiu, BKPUTI NNIBKOBOIO 0GONOHKOIO

JamoBHui; Yrpaina

Dose: 875 mg/125mg

Quantity in the bafch: 13890 packs

Oosyeauys; 875me/125 mr

KinbkicTt npogyxuli B cepil: 13890 yn

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

Registration license No: UA/CO87/02/01
Homep pescipauipnore noceigyendsa; UAQS87/02/01

Maxysanus: Ne 14 {7=2) y Gnictepax
(koMeH BnicTep y nakeTi)

Baich: 8C9B
Cepin: 8C9B
Manuf Date: 25 11 2024 Approved by:  Nik Ball
Hata svipoBruurea: 25 11 2024 MoroaweHo: Nik Ball

Expiry Date: 11 2027
Tepmid npwgatHocTti: 11 2027

Qualified Person
YnoBHoBAMKEHA oceba

Noies
1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.
2. Results maybe taken from in-process contro! test.
3. Performed on 1 batch in 20.
4. Performed once a year at release, which may be the annual GMP stability batch.

[MprMiTRK
1. Poamipn TabneTkv BW3HAUYAOTBCH OCHACTKOW, WO BWKOPWUGTOBYETLCH [IpW NpecysarHi Tabnetok, ska
nepesipseTbea 8 BMR.
Poamipu TaBneTku He BUMIPIOITECH NPU BUNYCKY.
PesynbTaTh MOXYTE ByTit B3ATI 3 TECTYBAHHA NpW MKoNepaliiAHOMY KOHTPORI.
BukonyeTbea Ha 1 cepiio 3 20,
Bukonyetecn 1 pa3 Ha pik npu Bunycky cepil, axa moxe OyTu subpana Ak wWopivyna cepin ons BUBYEHHS
crabineHocti signoeigro GMP.

Eal A

| herehy certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labeliing and quality 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.

Hum 51 nigreepaxkyio, o HasegeHa indopmalia € cnpaeiHboo | Toundow. Cepis npenapaty Gyna suroTceaeka,
BKNIOUZLOYN NaKYBAHHA Ta KOHTPOMSL AKOCTI, HAa 3asHadyeHii Bule supobHuuiil ainbHWUl B nmosHIA signosigHocTi no
BumMor  HaneskHol erpoBHuuol npaktukn (GMP), BCTAHOBNEHWUX MICLEBUM PETYNSATOPHUM BIAOMCTBOM, 8 TaKOX B
noeriit  Bignoeinkoctt po  cneundikauii, nepenBaqennx y peecTpauiiidii  pokymesTaull  Kpaidu-imnoprepa.
HokymeHTauis ¢TOCOBHO BUPOBHWYOre Npolecy, nakysanHs i ananisy cepif byna nepesipena, | Byno scTaHosneHo,
wo BoHa signoeigae suMoram HanewHo ! BUpobHuyol npakyuay (GMP).

Date of signatwre: 2.0 D 2GS Signed (Qualified person): Ay *Uf" Wy
- i : . /s
[lata nigavcy: l’} [ 2935 fignue (¥YnosHosameHa ocoba):
Qualified person name and surname: fvig (L
im's1 Ta Mpiseuye ynosHoOBRKEHET 0cobu: Mg L

Worthing Quality Assurance Department
HenapramenT 3 3abesrevennn skocTi Bopeikr

Manufacturer:
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Number; MIA 10592

BupoSHuwr:

CmitKnsis Bivem dapmacsioTvianc,
KnapeHrgod Poya, BopciHr,

BN14 8QH, Benuka Bputanis

Homep niensil ka supobnpyreo N2 MIA 10592
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HEPKABHA CIYIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIBCLKIA OBJIACTI

npos. Ceitmmunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3eHOro B Y Kpaidy JdikapcbKoro 3acoly

26.02.2025 - Ne 7545/25/10

AYI'MEHTHH (BD)

(rtaltMenyRaHHA NKAPCEKOTO 3acoby 3TITHO 3 PEECTPAITHEEM NOCBIICHIAM)
Ta0/IeTKH, BKPUTI IIBKOBOK 060J0HK010, 875 Mr/125 mr; o 7 Tabaerok y Gaicrepi; mo 1
OJicTepy B IIaKeTi; MO 2 HaKeTa Y KAPTOHHII ynakosni
(popnta BHIYCKY, JO3YBAHHA, BUA MAKYBAHHAS JIKAPCHKOrO 32c00Y)

Hoxmep peectpaniiinoro mocsinuenna UA/0987/02/01 erpok aii peectpariiinoro moceiavenns 01.01.2099
Cepis nikaperkoro 3acoby Ne 8COB Kisexicts BBe3eHOTO Mikapeskoro sacofy 13890

BupoGuux CwmitKnaitn bivem apmackiotikanc, Bemika bputatisa
(HaliMenyBanug BHPOOHHKA NiKapCBKOTO 3acofy, KpaiHa OX0LkKeHHS )

Baesero B Ykpaity Topapucreo 3 o0MekeHOI0 RimMoBimambHicTI0 "TiakcoCviTK istiin
®apMmacsioTikaac Yipaina', inenr. xon: 35619519

(natimeuysanna Ta koa 3a CJIPIIOY wopuansnoel ocobn abo npizeuine, is's, no Satkkori Qizmanol
0cobu - manpresi, il Micle NPOXKUBAHHA TA peccTpauiiinui Homep 06niKoBoT KAPTKU NRATHHKA
noiarkis abe cepis Ta HOMEp Hacnopra)

Iporoxon Bizyansuoro kowreposio sia 21.02.2025 Ne 0517/4,

3a pesyneTaTaMHd NEPAKABHOTO KOHTPOMIO BCTAHOBNEHO, IO JHKapchKMH 3aci0  BReseHo & VYkpaiHy 2

AOTPHMAHHHM BUMOT 3aKOHOJABCTBA 1010 3abe3nedenHa AKOCTi MikapehkHx 3ac00iB.
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Quality certificate
CeptudbikaT axocTi

[ Product: AUGMENTIN (BD)

No: 76436/A

Mpogyer: AYTMEHTWH {BD)

Homep: 75438/A

_Type: film coated tablets

Importing Country: Ukraine

Twn: TabneTku, BKPWTI NNiBKoBOK 0GONOHKOIO

Kpaina imnoptep: Ykpaiua

Dose: 875 mg/25mg

Quantity in the batch: 14490 packs

RoayeauHs: 875mMr/125 mr

KinbkicTe npoaykuii 8 cepil: 14490 yn

_{each blister in pouch)

Presentation: Ne 14 (7=2) in blisters

Registration license No: UA/0987/02/01
Homep peecTpalifHoro nocsigderns; UAMQS87/02/01

(kowen Bnicrep v nakeTi)

Aakyranua: Ne 14 (7x2) y bricrepax

Batch: 8K9B

Cepin: §K9B

Manuf Date: 25 11 2024

Approved by

Sandra Hockett

Hata supobruuTea; 25 11 2024

MoroaxeHo:

Sandra Hockett

Expiry Date: 11 2027

Qualified Person

Teomiv npupavaocti: 11 2027

YnoeHoeameHa ocoba

Efficacy/Strength of preparation: Active drug substance: amexicillin and clavulanic acid;
1 tablet contains: Amoxicillin {in the form of amoxicillin trihydrate) 875 my, clavulanic acid (in the form of potassium

clavulanate) 125 myg.

Cuna pii/AxrushicTs: Jiioui pevoBUHy: aMOKCULMNIH TA KilaBynaHoBa KWCROoTa;
1 Tabnetra MICTUTL AMOKCULMMIHY (Y GopMi aMOKCLUMIHY TpuriapaTty) 875 mr, knasynaHoBOT KUCAOTK (Y (opmi kamito

knasynarary) 125 wmr.

TEST

LIMITS

RESULTS

HalmeHyBaKHs TecTy

HonyeTumi Hopmia

PeaynbTaru

Dascription

White or off-white capsule-shaped, film coated tablet,
debossed with ‘A G’ on both sides with a scoreline on one
side.

{(Approximately 21.5mm by 10mm and 7 to 8.3mm thick™.
The total nominal weight is 1482mg.)

Passes Test

Onuc

Bina a6o Gina 3 siaTiHkOM, BKPYTA NAIBKOBGCIO 0GONOHKOIO,
KancynsHol hopmu TabReTKa 3 NHIED Po3nomy 3 0ZHOFO

Boky Ta moHorpamoic A C 2 ofiox Bokie.

(Mpubnusro 21,5 mm goaxuHow, 10 MM WKpuHow | 7-8,3
MM TOSLLUKHOW.

CymapHa HomiHanbRa Bara Tabnetuu 1482 mr)

Bignosigae

Identification A (HPLC)

Retention time complies with those references

Passes Test

laeHTndikadia A (BEPX)

Hac yTpumanHA apaska BigNoBiae Yacy yTpUMaKHs
CTaHaapTa.

Bignosigae

ldentification B (TLC or IR or NIR}

TLC: Retention time comparable to the reference.
R spectrum characteristic,

NiR: Spectrum comparable to standard.

Passes Test

inerTucbikayia B (TILUX yu 1Y uu
BIY)

TWX: Yac yTpumaHHs NOpisHAHO 3i crangaprom.
I4-chekrpockonia: XapakTepucTusa cnekTpa.

BlY-cnexrpackanin: GnexTp nopieHI0ETLCA 3i GTAHAAPTOM.

Bipnosinae

Uniformity of Weight?

Complies with requirements of the Ph, Eur,

Passes Test

OpHOpIAHICTL MacK?

Bipnosigae sumoram €4

Bignoeinze
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Product: AUGMENTIN (BD) No: 75436/A

Npoaykr: AYTMEHTHH (BD) Homep: 75436/A
Type:; film coated tablets Importing Country: Ukraine
Twn: TabneTky, BKPUTI MIIBKOBOK 060HOHKOI0 Kpaika imnoptep: Ykpaina
Dose: 875 mg/1256mg Quantity in the batch: 14490 packs
HoaypaHds: 875mr/125 mr Kinbkicte npogykuii B cepil: 14480 yn
Presentation: Ne 14 (7x2) in blisters Regisiration license No: UA/Q887/02/01
each blister in pouch) Homep peectpayifidoro noceigdenns: UAJOS87/02/01

Makysanua: Ne 14 (7x2) y bnictepax
(koweH BnicTep y nakeTi}

Batch: 8K9B -
Cepin: 8K9B
Manuf Date: 25 11 2024 Approved by:  Sandra Hockett
ara supobHuyTea: 25 11 2024 MNaropreHo: Sandra Hockett
Expiry Date: 11 2027 Qualified Person
Tepwmid npugatnocti: 11 2027 YnosHoBa}eHa ocoba
Disintegration Time 30 minutes maximum {Ph.Eur.) 15 min
Poanaganns He 6inbL Hix 30 xa 15 xB
The dissolution of the active ingredients complies with the
requiremenis of the Ph.Eur.
Dissclution® (Paddle apparatus method, 75 rpm medivm: S00mL
(% declared Amoxicillin and water), Not Tested
Clavulanate) Q = 85% within 30 minutes.
Acceptance ciiteria: According to Ph.Eur. for conventionat
dosage form. )
: Pos4uHeHHA AilcYrix peqoBYH BiLNosisae BuMoram €0,
PoauvneHHs® (MeToa 3 3acTocysaHHAM AonacHoro anapary, 75 of/xs,
{% Bip 3anBnEHOrc aMicTy cepeaoBuiLle: 200 mn Bogw)
aMokcWUUNivyY i kKNasynaHosol Q = 85% yepes 30 xs. HEtEUAREYHTTS
KucnaTi) KpuTepil npuitnsmiocti: signosigho ge €0 AnA nikapcbkof
dopmy 31 3BUdARHUM BUBINEHEHAAM.
Presence and Integrity of Film Coat  { No gross defects are observed (Visual examination) Passes Test
HanaHicTs Ta UinfcHicTs nnisxoboi " ; : :
oBenoHIM He cnoctepiraeTbes sHauHux aedekrin Birnoeigae
Equilibrium Relative Humidity? 10.0% maximum 4.9 % wiw
PieHopamHa signocHa sonoricfh 2 Makcumym 10,0% 4,9 % mim

831 to 819 mg per average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 862 mg
{95 — 105% of declared).

831 - 919 mr Ha cepe o Macy TaBneTid, B RepepaxyHiy
BmicT aMmokcuiguniny Ha AMOKCHLLNIN BiNbKY kucnoty, 862 mr
{95-105% wig sanbneHoro)

119 to 131mg per average tablet, calculated as Clavulanic
Ciavulani¢ Acid Content acid 126 mg

(95 — 105% of declared).

119 -131 mr Ha cepeaHic macy TAGNETKH, B GEPEPEXYHKY
Bmicr knasynaHoBof KucroTY Ha KNaByNaHoRY KBCNoTY. 126 mr
(95-105% Big 3aspneHOro)
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Product: AUGMENTIN (BD}

| No: 75436/A

Npoaykr: AYTMEHTKH (BD)

Homep: 75436/A

Type: film coated tablets

Importing Country; Ukraine

Tun: TaGneTis, BKpUTI NNiBioBow 0BONOHKCIC

Kpaina imnoprep: Yipaida

Dose: 875 mg/125mg

Quantity in the batch: 14490 packs

LosyBaHhs: 875mr/125 mMr

KineklcTe npogykuii B cepii: 14490 yn

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

Registration license No: UA/Q887/02/01
Homep peectpauiiiHoro nocelguenHs: UAM987/02/01

MakysanHn: Ne 14 {7x2) y Gnicrepax
(koxeH Gnicrep ¥ nakeTi)

Batch: 8K9B
Cepin: 8KSB
Manuf Date: 25 11 2024 Approved by:  Sandra Hockett
AaTta supoByuurea: 25 11 2024 MorogxeHo; Sandra Hockett
Expiry Cate; 11 2027 Qualified Person
Tepmid npwaatHocTi: 11 2027 YnosHosaxeHa ocoba
Amoxicillin Dimer (Ph.Eur. J) £1.2% 0.9 % wiw
« - Amaxiclllin penicilloic acid (Ph.Eur. D) =1.0% 0.2 % wiw
B - Amoxicliin penicilloic acid (Ph.Eur. D) £1.0% 0.0 % wiw
. Peniticic Acid Isomer 1 (Ph.Eur, E) 51.0% 0.1 % wiw
Amoxicillin Related Substances Penilfoic Acid lsomer 2 (Ph,Eur, E) 21.0% 0.0 % wiw
(HPLC) Diketopiperazine (Ph.Eur. C) %1.0% 0.1 % wiw
Any other identified impurity 31.0% 0.1 % wiw
Any other unidentified impurity =0.3% 0.1 % wiw
Total Amoxicillin Related Substances <3% 2 % wiw
AmMoRcuLyrnii gumep (Ed, J) £1,2% 0,9 % mim
o ~ AMOKCULANIH NeHiuninoita K-1a (Ed, D) <1,0% 0,2 % m/m
B - amoxcuLMniH nexiyunnoiiHa k-Ta (Ed, 1) <1,0% 0,0 % mim
c . i o Neninnolivol k-T4 iaomep 1 (E®, E) <1,0% 0,1 % m/m
gg;;(H}I AOMILIKA AMORCALIATTHY NeHinnoelinol &-Th omep 2 (€, E) =1,0% 0,0 % mim
( AvkeToninepasit (P, C) <1.0% 0.1 % win
ByAb-gKa IHIWA Bigoma gomilluka £1,0% 0,1 % mim
Byab-aka iHLa HesijoMa gomilka <0,3% 0,1 % mim
3aransHa KinskicTs CyNyTHIX [OMILIOK aMOKCKLMNIHY $3% 2 % mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.4 % wiw
Clavulanate Polymer Acid content e 4
Homillky KnaBynaHesoi KKCNOTH: Mawkcumym 2,5 % mim no BiHOWEHHIO A0 3aABNEHOT Ha 0.4 % MM
noniMep knasynaHary ETUKeTH| KiNsKOCTI KnasynaHoeg! KuCAOTH e
ldentification Titanium * A yellow-orange colour appears Not Tested

InenTucbikayis Turany?

3'ABNAETLCA HOBTO-NOMapaHYene aabapercHHA

He Buaravatots

Micrabial Test * (Ph.Eur.}
Total Aerobic Microbial Count
Tetal Yeasts and Moulds
Pathogens

Nat mora than 10° CFU per gram
Not more than 10° CFU per gram
Absence of Escherichia coli

Not Tested

MikpoGionotiuia uncrora (Ed)
3aranbha KinbKICTb MATTESH,aTHUX
aepobip

3aranbHa KinbKicrb Apikaxin i
rpubis

Maroredn

He 6inbtu Hik 10° KYOQIr
He Binbiu Hix 107 KYOIr

BigcyTHicTe Escherichia coli

He BisHavaloTs
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Product: AUGMENTIN (BD)

No: 75436/A

Mpoayxt: AYTMEHTKH (BD)

Homep: 75436/A

Type: film coated tablets

Supplied to: Ukraine

Tun: TabneTiy, BKpWUTI NNiBKOBOH 0BONCHKSKD

SamosHYK: Ykpaida

Dose: 876 mg/125myg

Quantity in the batch: 14490 packs

Joaysanns: 875mr/126 mr

Kirnbkicts npogykuii 8 cepit. 14490 yn

Presentation: No 14 (7=2) in blisters
{each blister in pouch)

Registration license No: UA/0987/02/01
Homep pescTpauifiHoro noceiguenHn: UA/OYRT/02/01

MakysakHaA: Ne 14 (7x2) y dnictepax
(koxkew BnicTep v nakeri)

Batch: 8K9B

Cepin: BKEB

Manuf Date: 25 11 2024

Oara supobBuvirea: 25 11 2024
Expiry Date: 11 2027

Tepmin npuaaTthocti: 11 2027

Approved by:  Sandra Hockett
[aromKeHo: Sandra Hockeilt
Qualified Person

YnoeHoeameHs ocoba

Notes
1. Tablet dimensions are defined hy the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release.
2. Resulls maybe laken 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.

[prAnMiTKA
1. Posmipu Tabneten B#3HAYAOTLCA OCHACTKOID, WO BWUKOPUCTOBYETLCH NpW NpecysaHHi rtabnertok, sAka
nepesipreTecd B BMR.
Poamipi TabneTn He BUMIPICIOTLCA NPKU BUITYCKY.
PesynbtaTi MOXyTb OyT¥ B3STI 3 TECTYBAHKA Npy MixonepauilHomMy KOHTporii,
BuKoHyethes Ha 1 ceplio 3 20.
BukoHyethcs 1 pas Ha PiK npu BUNycKy cepii, Axka moxe Byt s«bpana ax wopiuda cepin AnNs BYBYEHHS
crabinerocti eignosigHo GMP,

>

| hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality 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 deslination country or product specification file for [nvesiigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and
found to be in compliance with GMP.
Lum s niaTeepoxyo, wo HaseneHa iHGopMalis € chpasxHeo | rousown. Cepis npenaparty Byna BuroTosieHs,
BKMIOYAIDYN NAaKyBAHHA Ta KOHTPOAb AKOCTI, HA 3a3zHayveHil euuie BUpOoOHMUIN AiNbHWU 8 NOBHIA BignosinHooT A0
Bumor  HanexHo?! enpoBHudoi npaktuky (GMP), BCTAHOBNEHUX MICLIEBUM DEryNAaTOPHUM BIAOMCTBOM, @ TaKoM B
nosKilil BignosipnHocti Ao cneuwcbikalliil, nepeaBaueHUx Y peecTpPaUifHId  AoKyMeHTauil  KpaiHu-iMropTepa.
IokymeHnTauin CrocoBHO BHPOBHMYOTC Npoliecy, NakyBaHHs | asanisy cepii Byna nepesipena, | Byno BCTaHORNEHO,
LCc BOHA BiAnCBiAaE Bumoram HanexHot enpoBHuyol npaktukk (GMP).

Signed (Qualified person): < 7/ U( j/\» &(

Date of signatura: (;2? Ol 2025
Migane {YnoeHoeaweHa ocoba): (_J /\ <—/ i ({‘\y 7

Mara mgnucy: 27 of 2023 o
Qualified person name and surname; J("\ \JJ?" A RO {?
Im'a Ta [pisavue ynoaHogaweHoi ccobu: (7 q‘,, {»%Qc LT

Worthing Quality Assurance Departiment
HenapramenT 3 3abeanevyeHHR AkOCTi BopciHr

Manufacturer:
SmithKline Beacham Pharmaceuticals,

Clarentdon Road, Werthing,
BN14 8GQH, United Kingdom
MIA Number: MIA 10592

BUpoBHUK:

CMiTKnnan Biuem @apmackeloTUkanc,
Knapengon Poya, Bopcidr,

BN14 8QH, Benuka bpurakia

Homep nidenaii Ha BupoGrisyTeo Ne: MIA 10582
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JTEPKABHA CIIYIKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCHKIA OBJACTI

npos. Ceitnurunoi Hanil, 3, M.Kuig, 02099, ren/dake: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog EOAPIIOY 37078774

BUACHOBOK

IIPO SIKiCTH BBE3€HOrO B YKpaiHy JikapcbKoro 3acody

26.02,2025 Ne 7631/25/10

AVI'MEHTHH (BD)

{naiMeHyBAHHS NKAPCRKOTO 32608y 3TTHO 3 PEECTPALIHHUM IOCBIATEHHAM)
Ta0/IeTKH, BKPUTI ILTIBKOBOI0 060J10HK010, 875 Mr/125 mMr; mo 7 Taberok y Gaicrepi; mo 1
0J1icTepY B IIaKeTl; Mo 2 MAKeTa Y KAPTOHHIN ymakosui

(bopma Bunycky, 103yBaHHS, BT DAKYBAHHM JKAPCLKOrO 3ac00y)
Howmep peecrpanifinoro mocsingennst UA/0987/02/01 crpox nii peectpaniitnoro moceizuenns 01.01.2099
Cepis nikapcskoro 3acofy Ne SK9IB Kinexicts BBe3emoro nikapesroro sacoby 14490

Bupofrux CwmitKnsitn Bivem @apmackiotrkanc, Benmuka Bpurania

(HalMcHYRAHHA BHPOGHHMKA NiKapcekoro 3acody, kpaiHa NOXOKEHHS )

Baeserio B Vxpainy TonsapucrBo 3 00MexxeHow BignopimannuicTio "Tirakco CaitKisitn
Dapmacprorikaiac Vkpaina', inenr. kon: 35619519

(naitvienypanns Ta kof 3a €APTIOY ropuanunai ocobu afo npisenure, iM's, no 6aTekosi (izmanol
0Co0N - TANPHEMOS, i1 Miclie TPOKUBANHS TA PeecTPaLlifinui HoMep 0B1iIKOBOT KAPTKH NATHHKA
MOOATKIB ad0 cepis Ta HoMEp Hacnopla)

IlpoToken RizyansHoro kodtpomo sin 24.02.2025 N 0524/2,

34 pesynpTAaTaMH JICPJKABHOTO KOHTPONIO BCTAHOBIEHO, WO Jikapcokuil 3acié  BeeseHo B Ykpainy 3
AOTPHMaAHHAM BAMOT 3aKOHOJABCTES W00 3206306 UEHHA AKOCTI IIKAPCEKUX 3aco0iB.
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Quality certificate
CepTtudchikar AKocTI

Product: AUGMENTIN {BD)

No: 756419/A

Mpeayxr: AYTMEHTUWH (BD)

Homep: 75419/A

Type: film coated tablets

Importing Country: Ukraine

Tun: taGneTiy, BKPWTI NNIBKOBOK 0B0N0OHKCK

Kpaina imnoprep: Yepaiva

Dose: 875 mg/125mg

Quantity in the batch: 13900 packs

Hoaysannn: 876mr/125 mr

Kinskicre npogykuji B cepii: 13900 yn

Presentation: Na 14 (7%2) in blisters
{each blister in pouch)

Registration license No: UA/0887/02/01
Homep peecrpaujittoro noceiguenHs: UA/QQ87/62/01

NMakysanks: Ne 14 (7x2) y nicrepax
{koxeH bnicTep vy nakeTi)

Batch: BK9E

Copin: 8K9E

Manuf Date: 25 11 2024

Approved by:  Melanie Prince

Hara supobruyrea: 25 112024

MNoropkeHo: Melanie Prince

Expiry Date: 11 2027

Qualified Person

Tepmin npugarHoeTi: 11 2027

YnoeHoBaxeHa 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 piifAKTMBHICTE: Jhioui peUoBUHKAT aMOKCHLMIIH Ta KNaBynaHoBa KUCRoTA;
1 Tabnetka MIcTUTL amokcuuunivy (v chopmi amokcUmMniny Tpuriapaty) 875 mr, knasynanoBol kuenoty {y dhepmi xkamio

kAaeynaxary) 125 mr.

TEST

LIMITS

RESULTS

HafimernyBaunn TecTy

HonycTumi Hopmin

PesynbLTaru

Descriplion

White or off-white capsule-shaped, film coated tablet,
debossed with ‘A C' on both sides with a scoreline on one
side.

{Approximately 21.56mm by 10mm and 7 to 8.3mm thick®.
The total nominal weight is 1482mg.)

Passes Test

Onue

bina ado Gina 3 sigTivkom, BXpUTa NNIBKOBOK 0GONOHKO,
#ancyneHoi thapMu TabneTka a Nikien posnoMy 3 ofHore

BGokry Ta mMoHorpamolo A € 3 o6ox Boxis.

{NMpwbnuano 21,5 MM goexmHolo, 10 MM wLKpUHGIo | 7-8,3
MM TOBLLUHOIG!.

Cymapra HoMiHanbHa sara tTabnetkn 1482 mr)

Bianoeipae

tdentification A (HPLC)

Retention time complies with those references

Passes Test

laexTUchikalia A (BEPX)

Yac YyTPUMAaHHA 3paska BIAROBIAEE Yacy YTPUMaHHS
cTarpapra,

Bignosigae

Identification B (TLC or IR or NIR}

TLC: Retention time comparable to the reference.
IR: spectrum characteristic.

NIR: Spectrum comparable to standard.

Passes Test

lpeHTudbikadis B (TLLX up [Y un
BIY)

TLIX: Yac yrpumMatHa nopiB4sHO 2i cTaHQapTom.
t4-cnexrpockonis: XapakrepucTuka cnexrpa,

BlY-cnexrpockonin: Crekrp nopisHioeTbes 3 crangapTom.

Binsoeigae

Unifermity of Welight*

Complies with requirements of the Ph, Eur.

Passes Test

OgHopiaHICTL Macw?

Binnoeinae sumoram €4

Bignosigae
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Product; AUGMENTIN (BD)

No: 75419/A

[pogykr: AYTMEHTWH (BD)

Homep: 75419/A

Type: film ceated tablets

tmporiing Country: Ukraine

Twun; TabneTkn, BKpUTI NNRIBKOBOI 05 0NOHKOID

KpaiHa imnoptep: YkpaiHa

“Dose: 875 mg/i25mg

Quantity in the batch: 13800 packs

- dosyaanns: 875mr/125 mr

KinekicTb npoaykuii 8 cepii: 13800 ya

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

Registration license No: UA/887/02/01
Homep peectpauiiioro nocsiguennsn: UA/D987/02/01

MakysanHs: Ne 14 (7x2} y Gnicrepax
(xowen Bnictep y nakerti)

Batch: 8K9E

Cepin: 8K9E

Manuf Date; 25 11 2024

Approved by:  Melanie Prince

Hara eupofauurea; 25 11 2024

Morogxeno: Melante Prince

Expiry Date: 11 2027

Qualified Person

Tepmin npupatHocri: 11 2027

YnosxosaxeHa ocoba

Disintegration Time

30 minutes maximum (Ph.Eur.) 15 min

Poanaganta He 6GinbLw Hix 30 xB

15 x8

The disselution of the active ingredients complies with the
requirements of the Ph.Eur,

Acceptance criteria: According to Ph.Eur. for conventional
dosage form.

Dissoluttan® (Paddle apparatus method, 75 rpm medium: 900mL
{% declared Amoxicillin and water). Mot Tested
Clavulanate) Q = 85% within 30 minutes.

(% Big 3a3nBNEHOTO BMICTY
aMOKCULWAIHY | Knasynanoso]

PosuuHedHA Ailouvx pedoBrH Blanosigae sumoram €O,
Po3qyuHeHRa’ {MeToy 3 3acTocyBaHHAM NoracHore anapary, 75 ob/xs,
cepegosule; 900 Mr BoaY)

Q = 85% uepes 30 xB.

KWCNaTK) Kputepil npuiHATHOCTI: BignoBigHO Ac € AnA AiKapCEKOT
hopMU 3i 3BUMANAHUM BUBINbHEHHSM,

He BuanaqaTh

Presence and integrity of Film Coat | No gross defects are observed {Visual examination) Passes Test
HasgsHicTE Ta HinicHicTb nniskosoi . . : .
prpiiny He cnocTepiraeTscs sHauHux gecextie Bignosigae
Equifibrium Relative Humidity* 10.0% maximum 4.1 % whw
PisHogaxtHa BigHOCHA BONOICTh 2 Makcumym 10,0% 4,1 % mim

Amoxicillin Content

831 to 919 mg per average tablet, calculated as
Amoxicillin free acid
(95 — 105% of declared).

862 mg

Bmicr amokevuuniny

831 - 919 mr Ha cepegHKr Macy TaBNeTkW, B NepepaxyHKy
Ha aMOKCULMIIH BiNbHY KWCAOTY. 862 mr
(95-105% Big 3aneneHoro)

119 to 131mg per average tablet, calculated as Clavuianic

(95-105% Big aasienesoro)

Clavulanic Acid Content acid 24 mg
{95 — 105% of declared).
119 =131 Mr Ha cepefiHio mMacy TabneTiu, B nepepaxyRky

BmieT knasynaHosai kucnoru Ha KNaBynaHosy KUCHOTY. 124 mr
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Product: AUGMENTIN (BD) No: 75419/A
Flpogyir: AYTMEHTIAH (BD) HoMep: 75419/A
Type: film coated tablets Importing Country: Ukraine
Tun: Tabnetky, skpuTi nniekorolo 060NOHKDIO Kpaina imnoprep; Yrpaina
Dose; 875 mg/125mg Quantity in the batch: 13900 packs
Hosysanua: 875mr/125 mr KinbkicTe npoaykuii B cepii: 13500 yn
Presentation: N2 14 {7x2) in blisters Registration license No: UA/987/02/01
{each hlister in pouch) Homep pescTpauifiHoro noceiguents: UA/QSE7/02/01
[akysanun: Ne 14 (7%2) y brictepax
(koxeH DnicTep y nakeTi)
Baich; 8K9E
Cepis: 8KOE
Manuf Date: 25 11 2024 Approved by:  Melanie Prince
Aata pupobruyrea: 25 11 2024 MoropseHc: Melanie Prince
Expiry Date; 11 2027 Qualified Person
Tepmin npugatHocTi: 11 2027 YnosHoBaxeHa ocoba
Amoxicillin Dimer {Ph.Eur. J} €1.2% 0.9 % wiw
a - Amaxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.2 % wiw
B - Amaxicillin penicilloic acid (Ph.Eur. D) £1.0% 0.1 % wiw
L Penilloic Acid Isemer 1 (Ph.Eur. E) 51.0% 0.0 % wiw
Amoxicillin Related Substances Penilloic Acid Isomer 2 (Ph.Eur. E) £1.0% 0.1 % wiw
(HPLC) Diketopiperazine (Ph.Eur. C} 51.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity 20.3% 0.1 % wiw
Total Amaxicillin Related Substances <3% 2 % wiw
AMOKCULMNIH gumep (3, J) £1,2% 0,9 % mim
o - AMOKCHLUMNIH neriuunncling k-ra {Ed, D) =1,0% 0,2 % mim
3 - aMoKcKHuMNiK nexiyMnnoina k-ra {E€d, D) <1,0% 0,1 % mim
c . . . Nexinnoiitol k-Tu iaomap 1 (€D, E} £1,0% 0,0 % mim
Bygg';?i ADMILLIKK FMOKCLMNIHY Mexinnoliyol k-th i3cmep 2 (ED, E) 21,0% 0,1 % mim
(BEPX) AukeToninepasiH (€®, C) <1,0% 0.1 % mim
byab-Aka iHWa Bigoma omillka <1,0% 0,1 % m/n
Bynb-Aka iHWa Hesigoma gomiluka =0,3% 0,1 % m/m
3aranbHa KinbKicts CynyTHIX 4oMILLOK amokchyuniny £3% 2 % mim
Clavuianic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.7 % wiw
Clavulanate Polymer Acid content i
[oMilUKY KNABYNAHOB0T KUENOTY: Makcumym 2,5 % MM N0 BilHOWEHHIO /10 3a88NeH0T Ha 0.7 % bt
norivep knasynadary ETUKETLY KINbXOCTI KNaByNaHOBOT KUCNOTH e
Identification Titanium * A vellow-orange colour appears Not Tested
|aerTudikalis turaHy?! 3'ABNACTECA KOBTO-NIOMapaH1ese 3abapBneHHs He pusHayawTe
Microbial Test * (Ph.Eur)
Total Aerobic Microbial Count Net more than 10°CFU per gram Not Tested
Tolal Yeasts and Moulds Not more than 102 CFU per gram
Pathogens Absence of Escherichia coli
MispoBionoriuna uncrorat (€¢)
3aranbHa KiNbKICTE JXMTTE3AaTHUX He Ginbly Kin 10° KYOIr
aepobis
3araneHa KinekicTe Apiigide | He Ginbw Hix 102 KYOIr HISIBMBHAYBIRTE
rpubie
Marorexu BiacyvhicTe Escherichia coli
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Product: AUGMENTIN (BD)

No: 75418/A

MpogykT: AYTMEHTKH (BD)

Homep: 75419/A

Type: film coated tablets

Supplied to: Ukraine

Tun: Tabnetku, skputi nniskeseic cBonoHKoio

JamosHUK: YkpaiHa

Daose; 875 mg/125mg

Quantily in the baich: 13800 packs

HosysakHs: 875mr/125 wmr

KinbkicTe npoaykuii B cepil: 13800 yn

Presentation: Ne 14 (7=2) in blisters
|_{each blister in pouch)

Registration license No: UA/987/02/01
Homep peectpauiiidoro noceiguenna: UAO987/02/01

HlakysaHHs: Ne 14 (7x2) v bnicrepax
{koxeH BnicTep v nakeTi)

Batch: BKOE

Cepis: 8KOE

Manuf Date; 25 11 2024

Approved by:  Melanie Prince

Oata pupoBHuyTea: 25 11 2024

MorogmeHo: Melanie Prince

Expiry Date: 11 2027

Qualified Perseon

Tepwmir npuaatrocti: 11 2027

YnoaHoBaxeHa acoBa

Notes

1. Tablet dimensions are defined by the fooling used for tablet compression which is verified in the BMR.

Tablet dimensions are not measured af release.
2. Resulis maybe taken from in-process control test,

3. Performed on 1 baich in 20.

4. Performed once a year al release, which may be the annual GMP stabilily batch.

TMpumiTin

1. Poamipy Ttabnetkn BM3HAYAIOTLCA OCHAGTKOIO,

nepesipseThen 8 BMR.

Poamipy TadneTkn HE BUMIPIOIOTLCS NPW BUMYCKY.

e BUKOPACTOBYETLCS [PW ﬂpeCYBaHHf TabrieTox, fKa

2. PeayneTaTn MOXyTh GyT¥ BasTi 3 TECTYBAHHA NPY MiKONepaUiHHOMY KOHTRONMI,

3. Buxonyerses Ha 1 cepie 3 20,

4, Buxonyeteoa 1 pas Ha pik npu Bunycky cepif, axa moxe GyTu Bubpada Ak LIOPIYHA cepia ANA BYBYSHHS

cTabineHecTl BignoeigHo GMP.

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

packaging and analysis records were reviewed and

found to be in compliance with GMP.

Lnm s migrsepaxyto, Wo Haseaena indopmallis & cnpaekHsolo | TouHo0., Cepia apenapaty Gyna BATOTOBNEHA,
BIJTIOYAKOMK NAKYBAHHA Ta KOHTPONb AKOCT, Ha 3asHauyeHin suwe BupoOHWMIN ginbHuui B noBHIR BignosigHocT go
sumar HanexwHol supobukdol npakTurn (GMP), BcTaHOBNEeHKUX MicUeBUM perynsatopHUM BIAOMGTBOM, & TaKMK B

NoBHi  BignoeigHocTi fo  cneuudikalin,

nepenbaveHnx y peecTpauiikih  gokymenTauil  kpalHu-iMnopTepa.

AokymenTtauisn ¢TocoBHO BUPOBHUYOro ripolecy, nakyBaHHa | ananisy cepii Oyna nepesipexa, i byno BCTaHoBNEHO,

Wo BOHa BiANOBipae Bumoram Hanexuol supoBunyoi npaktuky (GMP).

Date of signature: 3) &l ZQ,_F:S’
Nara nignucy: 20 o dui§

Signed (Qualified person): Ay A
Mianuc {(YnoerosaxeHa ccoba): #L -'-W

Qualified person name and surname: Motk -6""75(;
It 5t Ta MNpiaBuiLe YNOBHOBAWEHO! 0CoDU: ik Sy

Worthing Quality Assurance Department
HenaprameHT 3 3afeaneyeHHs akocTi Bopcinr

Manufacturer:
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Worthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10592

BupoGruk:

CumitKnaiH Bivem dapmackioturanc,
Knapeugou Poyg, Bopcidr,

BN14 8QH, Benvka Bpuranin

Homep nitensil Ha supcBauuTeo Ne: MIA 10582
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AEP2KABHA CIYIKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCHKIA OBJIACTI

npoe. Ceitninanoi Haudl, 3, m.Kuie, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHUCHOBOK
Npo AKICTHL BBE3EHOI'0 B Y KpaiHy JiKapchKOro 3acody

26.02.2025 | Ne 7547/25/10

AYI'MEHTHH (BD)

(nafiMeryraHEs Nixapeskoro 3acoQy 3rifHo 3 peecTpartifiiuM MoceiaueHHM)
TalJEeTKH, BKPATI ILTIBKOBOI0 000/10HKOK0, 875 Mr/125 Mr; mo 7 Tabaerok y Guaicrepi; o 1
OJierepy B NaKeTi; Mo 2 IAKeTA Y KAPTOHHIN yuakopii

(dopma BHIYCKY, MO3YBAHHESY, BUJ AKYBAHHS JiKAPCLKOTO 3ac00Y)
Howep peectpartiitgoro nocsintenns UA/0987/02/01 crpox aii peecrpanifinoro nocsimuenns 01.01.2099
Cepin aikapctkore sacoby Ne SK9E KinkkicTh BBE3cHOTO NiKapeekoro zacody 13900

BupoGuuk CmitKitn bivem dapmackioruxanc, Benuka bpurauis

(naiiMenysauns eupoGHUKA nikapekkoroe 3acody, kpaina roxoxxenns)

Beeseno B Yipainy Tosapuerro 3 odMekeHow BinnosizaabHicTio "IakcoCmirKisiin
dapmaceloTikance Yipaina', inent. kon: 35619519

(nafiveHyBannd Ta koj 3a EHPIIOY topuAnuK0] 0¢06H abo npiseHIe, iM'a, o BaTEKOBI (i3HTHOT
0c00H - RiARpreML, Ti Mice NPOKABAHHA TA peecTPALLIAHMA HoMep 061iKoBOT kAT NMIATHIKA
NOAATKIB 400 cepisx TA HOMEP NACnopTa)

[IpoTokon sisyansuore kourpomo sig 21.02.2025 N= 0517/6.

3a pesyleTaTaM¥ [epXABHOTO KOHTPONIO BCTAHOBIEHO, WO Iikapcbkuil 3aciG Beesedo B Vipainy 3

AOTPHMAHHAM BUMOT 3aKOHOAARCTBA WOA0 3a0e3[e4eHHS SIKOCT] NIKApChKHX 32c06i8.

o - i G
T el T Ny : — .
B.o. n;;":la.'}m{gma CIaVIKGY ‘\} Onera CPBOMEHKO
e e — w
(Hrcilous zmc;.;ﬁz;p ,;3'.;%cp:fm‘éuo7 KOHTPOMO) {ninnne) (Indidaum ra npiseuge)
TSR WE RS 24 RN H oy ;F
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Quality certificate

CepTUdhikaT AKOCTI

Product: AUGMENTIN (BD}

No: 75415/A

Opogykr: AYTMEHTWH (BD)

Homep: 75415/A

Type: film coated tableis

Importing Country: Ukraine

Tun: TaGnerkw, BKPUTI NNIBKOBOI 0DGMOHKCIO

Kpaina imnoprep: Ykpaida

Dose: 875 mg/125mg

Quantity in the batch: 14029 packs

Rosyeauua: 875mr/125 mr

Kinbkicte npogykuii B cepii: 14029 yn

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

Registration license No: UA/G987/02/01
Homep peectpauiiinore noceigderHna: UAQSB7/02/01

MakyeaHHs: Ne 14 (72} y Bnictepax
| {koxeH Bricren y nakeTi)

Batch: 8K9C
Cepin; BK9C
Manuf Date: 25 11 2024 Approved by:  lan Bevan
Hata snpobBuinlyea; 25 11 2024 MorogxeHo: lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmin npugathocti: 11 2027

¥NoBHOB&EXeHA 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 piifAkrushicTs: Qliodi peHOBKMHW: aMOKGUUWAIH Ta KNaByNaHoBa KUCNOTa;
1 1abnetka mictuTs amokeuuuniny (y chopmi amokcLmnivy TpUriaparty) 875 Mr, knapynaHosol kucrnoTh (y dopmi kanio

KnaeynaHaty) 125 mr.

{IpuGnuano 21,5 Mm goBxuHCHe, 10 MM WMpUHOK | 7-8,3
MM TOBLLMHOM'.
CymapHa HominanoHa Bara Tabnetku 1482 mr)

TEST LIMITS RESULTS
HalMeHyBaHHA TecTy HonycTrmi Hopmu Pesynbratu

White or off-white capsule-shaped, film coated tablet,
debassed with "A C’ on both sides with a scoreline on one

Description side. Passes Test
{(Approximately 21.5mm by 10mm and 7 to 8 .3mm thick™.
The total nominal weight is 1482mg.}
bina abo Gina 3 BinTiHKOM, BKPUTA NNIBKOBOK 0OD0TIOHKOIO,
kancynbHol hopmu TABNETHA 3 NIHIEC PO3NOMY 3 OAHOMO

Onue Boky Ta MmoHorpama A C 3 obox Gokis, Bianosigac

identification A (HPLC) Retention ti

me complies with those references

Passes Test

laenTuchikauia A (BEPX) crangapra

Hac yrpumadHs 3paska BignoBijae Hacy yrpumanss

Bipnosigae

Identification B (TLG or iR or NIR)

TLC: Retentian tima comparable ta the reference.
1R spectrum characteristic.

NIR: Spectrum comparabie 1o standard.

Passes Test

laeHTudikalir B (TLLX yu 14 up
BIt)

TLWX: Yac yTpumaHks nopisrsaHo 31 ctangapTom.
14-CNekTpOoCKoNia: XapakTepucTyKa CREKTPA.

BiY-cnekTpockonin: Cnexyp NopiBHIOETLCA 3i CTAHAAPTOM.

Bianosinae

Uniformity of Weight?

Complies with requirements of the Ph. Eur.

PPasses Test

OpHopigHicTs Macw? Bignosiaae

BumMoram €4

Bignosigae
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Product: AUGMENTIN (BD}

No: 75415/A

Mpoaykt; AYITMEHTWH (BD)

Homep; 754156/A

| Type: film coated tablets

Importing Couniry: Ukraine

Tun: TabneTku, BKpUTI NniekoBoio oBONOHKOI0

Kpaiua imnoprep; Ykpaiia

Dose: 875 mg/125mg

Quantity in the batch: 14029 packs

_Hoayaanna: 876mr/126 mr

KinekicTe npogykLii B cepit: 14029 yn

{each blister in pouch)

Presentation: Ne 14 (7x2) in blisters

Registration license No: UA/0987/02/01
Homep peecTpauiiiHoro noceiaderda: UA0S87/02/01

(xekeH BnicTep y naketi)

[akysaHHs: Na 14 (7#2) y bnicTepax

Batch: 8K9C
Cepin; 8K8C
Manuf Date: 25 11 2024 Approved by:  lan Bevan
Haza supobruurtea: 25 11 2024 [Norogseno: lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmin npugathocTi: 11 2027

YnoeHopaxkeHa ocoda

Clavulanate}

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

Disintegration Time 30 minutes maximum (Ph.Euz.) 15 min
Poanapanns He 6insLo Hik 30 xB 15 x8
The dissolution of the active ingredients complies with the
requirements of the Ph.Eur.
Dissclution® {Paddie apparalus method, 75 rpm medium: 800mL
(% declared Amoxicillin and water). Not Tested

Po3ynHeHHn®

(% Bia 3asBNEHOrc BMICTY
AMOKCHLUMNIKY | KnasynanoBof
KWCNOTH)

PoaukkenHn giloynx pedoskH Bignosigas suMoram 60,
(MeToa 3 3acrocysaHHsam nonacHoro anapary, 75 ob/xe,
cepegosue: 900 MN BOLK)

Q = 85% yvepes 30 xs.

Kpurepil npuitHATHOCTI: BiANOBIAHO A0 €& AnA nikapcbKol
chopmu 3i aBnYaiHUM BABIFIbHEHHAM,

He suaHavawTh

(95-105% Bia 3anrnetoro)

Presence and Integrity of Film Coat | No gross defects are ohserved {Visual examination) Passes Test
higshionsims UilckisTbimalakoswr He cnocrepiraetbes 3taudux gedexsis Bianoeigae
oBOnoHKK P A A A
Equilibrium Relative Humidity? 10.0% maximum 4.7 % wiw
PiexoBaxHa sigHocHa Bonoricrs 2 Marcumym 10,0% 4.7 Yo mim
831 to 918 mg per average tablet, calculated as
Amoxicillin Contant Amoxicillin free acid 863 myg
(95 — 105% of declared).
831 - 919 wr Ha cepeaHio macy TabneTky, B NepepaxyHKy
BmicT amokcuumniny Ha aMOKCHLMANIH BINbHY KUCTIOTY. 863 mr
(95-105% Bia 3a8BrIEHOFO}
119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 124 mg
(96 — 105% of declared).
119 -131 wr Ha cepesHo Macy Tabnetky, B nepepaxyHky
BMiCT kNaBynaHoBGh KWCROTYH Ha KIaBYyNaHosY KWGHOTY. 124 mr
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Product: AUGMENTIN (BD)

No: 7541 5/A

Mpoaykt: AYTMEHTUH {BD)

Homep: 75415/A

Type: film coated tablets

lmporting Country: Ukraine

Twn: TabneTky, BKpWUTI NNiBkoBOW 060NCHKO0

Kpaiha imnopTep: Yepaika

Dose: 875 mg/125mg

Quantity in the batch: 14029 packs

HoaysakHa: 875mr/125 mr

Kinkkicte npomykuii 8 cepii: 14029 yn

Presentation: Ne 14 (7%2) in blisters
(each blister in pouch)

Registration license No: UA/S87/02/01
Homep peecrpauiiidoro nocaigdends: UAQS87/02/01

Makysanua: Ne 14 (7x2) y Grictepax

{komen Bnictep v nakeTti)

Batch: 8KgC
Cepin: 8K8C
Manuf Date: 25 11 2024 Approved by:  lan Bevan
Jara BupobuuuTea: 25 11 2024 MNarompxeHo: lan Bevan

Expiry Date: 11 2027

Qualified Person

Tepmis npugarynocti: 11 2027

YnoBHosaweHna ocofa

Amaoxicillin Dimer (Ph.Eur. J} £1.2% 0.9 % wiw
a - Amoxicillin penicilloic acid (Ph.Eur, D} <1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D} £1.0% 0.1 % whw
Penilloic Acid lsomer 1 (Ph.Eur, E) 51.0% 0.1 % wiw
Amoxidillin Relaled Substances Penilloic Acid Isomer 2 (Ph.Eur, E) £1.0% 0.1 % wiw
{HPLC) Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified impurity £1.0% 0.1 % wiw
Any other unidentified impurity £4.3% 0.1 % wiw
Totat Amoxicillin Related Substances 3% 2 % wiw
AMOKCHUMITIH akmep (Ed, J) £1.2% 0.9 % mim
Q - aMOKCULUUNIH nedigunnoiia k-ta (€¢, D) <1,0% 0,2 % mim
B - amokouumnin nediumnnoiina k-Ta (€, D) =1,0% 0.1 % m/m
CyNyTH: AOMILIKA aMORGHLIATIHY i FlexHinnoiikal k-Tis isomep 1 {€D, E) <1,0% 0,1 % mim
(BEPX) MeHinnoiikel k-Ti izomep 2 {€®, E) 51,0% 0,1 % mim
Oukeraninepasin (€4, C) $1,0% 0,1 % mim
byas-sika iHWA BigoMa AoMilLKa £1,0% 0,1 % mim
bByab-aia iHWa Heslgoma gomiwks =0,3% 0,1 % mim
3aransHa KinbxicTh CYIYTHIX JOMILIOK SMOKCULIMNIHY <3% 2 % mim
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.4 % wi
Clavulanate Polymer Acid content W
JoMiilky Knasynadosol KucnoTu: Maxcumiym 2,5 % mim no BigHOWEHHIO A0 3asBNE&HOT Ha 0.4 % wim
nanimep knaBynaHaTy ETUXETUI KifTbXOCTi KNaBynaHosol KUGNoTY !
Identification Titanium 4 A yellow-orange colour appears Not Testad

IneHTuthikauin Tutany!

3'ABnAacTLeA MoBTO-NOMapaHyeee 3abapeReHHs

He BusHavaioTh

Microbial Test * (Ph.Eur.)
Total Aercbic Microbial Count
Total Yeasis and Moulds
Pathogens

Mot more than 10° GFU per gram
Not more than 102 CFU per gram
Absence of Escherichia coli

Not Tested

MikpaBionoriuna uucrora! (E€d)
3aranbHa KiNbKiCTh XUTTE3RATHIX
aepabia

3aransHa ginskicTe 4pbgwie |
rpubis

flaroredu

He 6inbww Hix 10% KYO/r
He BinsLu Hisk 102 KYO/r

BigcyTtHicte Escherichia coli

He euaHavawTs
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Product: AUGMENTIN (BD)

No: 75415/A

MpoaysT: AYTMEHTWH (BD)

Howmep: 76415/A

Type: film coated tablets

Supplied to: Ukraine

Twun: rabneTkw, BKPUTI NNiBkoBoIc oBONGHKOIO

3aMOBHMK: YKpaina

Dose: 875 mg/125mg

Quantity in the batch: 14029 packs

[foaysanHs: 875mr/125 mr

Kinbkictb ripoaykuil B cepii: 14029 yn

Presantation: Na 14 (7%2) in blisters
_(each blister in pouch)

Registration license No: UA/987/02/01
Homep peccTpauifitero nocsinuenns; UANSS7/02/01

Flakyganua: Ne 14 (7x2) y Bnictepax
{xoxeH Bnictep y nakeT)

Batch; 8K9C
Cepisi: BKOC
Manuf Date: 25 11 2024 Approved by:  tan Bevan
Hata supoGHuurea: 25 11 2024 MNoropxeHo: lan Bevan

Expiry Date: 11 2027
Tepmis npuaathacti: 11 2027

Qualified Person
YnoeHoeaxera ocoba

Notes
1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release,
2. Results maybe taken from in-pracess control test.
3. Performed on 1 batch in 20.
4. Performed once a year at release, which may be the annual GMP stability batch.

MpuriTim
1. Poamipn Tabnetkn BU3HAUAIOTLCA OCHACTKOIG, O BUKOPWGTOBYETBCH fIPW  NpecyBaHHi Tabnertox, ska
nepesipaeTecs B8 BMR.
Posmipn TabneTkn He BUMIRIOIOTECA NPU BUNYGKY.
Pasynbrati moxyTs GyTh BaaTl 3 TecTyBaHHa Npy mixonepatiiHomy KoHTponi.
Buronyersos na 1 cepilo 3 20.
BukoHyeTeca 1 pas da pik npu sunycky cepii, Aaka mowe Gyt suBpaHa sk wWopiuHa cepin ANs BUBYEHHS
crabineHocTi BignosigHo GMP.

W

I'hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authorily 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 recards were reviewed and

found tc be in compliance with GMP.

Uum s niateepaxyio, Lo kasenena iHhopMalis e cnpamiisoio i TouwHow. Cepin npenapaTy Byna BuroToBneHa,
BKIIOYEICHY NAKyBAHHS Ta KOHTPOStb AKOCTI, HA 3asHadveHilh Buwle sUpoBHWYIR AinbHUL 8 nosHil BignosigHocT go
sibor  Hanenol enpoBuniel npaktvky (GMP), BCTaHOBNEHNY MICLEBNM PEryNaTOpHUM BiDOMCTBOM, 8 TaKoN B
MCBHI  BiAnoBigHoCTI Ao  cneuwchikauiin, nepesbadennx y  peecTpayilHiR AokymMeHTauil  kpalnu-imnoprepa,
AoxymenTallia cTocoBHo BUpOGHUUOrG npolecy, nakysaHHs i aHaniay cepii Gyna nepesipena, i OyNo BCTAHOBNEHO,
1o BoHa BiANoBiAae BUMOraM HanexHo! BUpoBHUUCT npakTiku (GMP).

: A
Date of signature: %%+ w0 ey < Signed (Qualified person); i< 3

_ ‘ . - Mighue {YnosHosakea ocoBa) i<
DNara rignicy: 2L o Pouy ’ . A
Qualified person name and surname: ““}w“' ‘55}'-”%

A va MNpisauile ynosHoBawenol ocobu: “er 15 L -

Worlhing Quality Assurance Department
HenapramenT 2 9adeanedenHs axocT! Bopcinr

Manufacturer;
SmithKiine Beecham Pharmaceuticals,

Clarenden Road, Worihing,
BN14 8QH, United Kingdom
MIA Number; MIA 10592

BupobHux:

CnitKnniiH Bivem RapMacesioTukanc,
KnaperaoH Poys, Bopceiur,

BN14 8QH, Benuka Bpurania

Homep niuensii Ha eupoBHuuTeo Ne: MiA 10592
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A

JEPKABHA CJIYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KUIBCHKINA OBJACTI

npos. Ceitauuanoi Hanil, 3, m.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €[IPIIOY 37078774

BHCHOBOK
Npo sAIKICTH BBE3eHOr0o B Y KpaiHy JIiKapchKoro 3acoby

26.02.2025 Ne 7546/25/10

AYTMEHTHH (BD)

(HafivenyBaHHA NIKapCREOro 3acofy 3TN0 3 peecTpaIlifiHAM [IOCRIAIEHHAM)
Tab/1eTKkn, BKPHTI M1iBKOBOIO 060.101K0K0, 875 Mr/125 mr; mo 7 Tabaerok y 6aicrepi; no 1
OJicTepy B nakeri; Mo 2 MaKkeTa y KAPTOHHINA yIaKoBIi

(dropma BUIYCKY, 103YBAHHS, BUI NAKYBAHHS AiKAPCHKOTO 3aC00Y)
Hoxep peecTpartitinoro nocsinuenna UA/0987/02/01 crpok aii peecrpaniiisoro nocsinuenns 01.01.2099
Cepis nixkapcrkoro zacoby No 8K9C KinsxicTs BRE3EHOTO NMiKaperkoro sacoby 14029

BupoGuui CwitKnsiiin bigem ®apmacsrotnkanc, Bemuka Bpuranis
(sattMenypana BUpoSHIKa NKapCEKOTD 3acofy, KpaiHa IoXo1xcH )

Beeseno B Yipafimy ToBapuerso 3 06MeKeH010 BiARoBigaabHicTI0 " nakcoCamiTK st

PapmackloTikagce Ykpaina', inent. koa: 35619519

(nafimenypann ra kon 3a €PIIOY ropuaminol ocobu abo Npissuwe, iv'a, mo Garerapi disumof

ocobu - mianpuemus, il Micie nposkuBaHHA Ta peecTpauifuui HoMep o0RikOBOT KAPTKH INATHHKA
IOAATKIB 200 CEPist TA HOMED NACHOpPTa)

potoxon Bizyaneuore xonrpone ein 21.02.2025 N 0517/5.

3a  pesynbTaTaMi  JIEDKABHOTO KOHTPOMO BCTAHOBNEHO, U0 JiKapcLkuii 3aci6 BReseo B  YEpaiHy 3

AOTPHMAHHAM BUMOT 3aKOHOMABCTBA 10/0 3a0e3NeHeHHA AKOCT] NiKapehKUX 3ac0bis.

-~ e
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Quality certificate

CepTudchikaTt sKocTi

Product: AUGMENTIN ({BD)

No: 75435/A

Mpogyrr: AYTMEHTWH (BD)

Homep: 75435/A

Type: film coated tablets

Importing Country: Ukraine

Tun: TabneTxy, BrpwTi Aniekosolo oB0NoHKCIo

Kpaita imnopTep: Yipaiia

Bose: 875 mgM25my

Quantity In the batch: 13656 packs

Hosypsauust: 875mr/125 mr

KinekicTe npoayxuii B cepii: 13655 yn

Presentation: Ne 14 (7%2) in blisters
| {each blister in pouch)

Registration license No: UA/0987/02/01
Homep peecTpaliiiboro noceiguenHa: UA/QS87/02/01

Makysanua: Ne 14 (7x2) y GnicTepax
{xonen BnicTep y naxeti)

Baich: 8K9A
Cepin: BKOA
Manuf Date: 25 11 2024 Approved by:  Nik Ball
faTa pupobrulgraa; 25 11 2024 [MorogKeno: Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepwmin npuaatdocTi: 11 2027

YnosHosameHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid;
1 tablet contains: Amoxicillin (in the form of amoxicillin tihydrate) 875 mg, davulanic acid (in the form of potassium

clavulanate} 125 mg.

Cuna pli/AkTrBHICTR: Qitodi peU0BNHN: aMOKCULIMAIH Ta KNABYTIAHOBa KNCIoTa;
1 TabneTika MicTuTe amokcuumniny {y dropmi amokcyuniHy Tpurigpary) 876 Mr, knaBynaHeeoi Kuenotv (y opmi kanito

KrapynaHaty) 125 mr,

TEST

LIMITS

RESULTS

HameHyBaHHA TECTY

HonycTumi Hopun

Pesynbtatun

Description

White or off-white capsule-shaped, film coated tablet,
deboessed with "A G’ on both sides with a scoreline on one
side.

{Approximately 21.6mm by 10mm and 7 to §.3mm thick".
The total nominal weight is 1482mg.) -

Passes Test

Onue

Bina abo Gina 3 BiATiHKOM, BXpUTa NNiBKOBOIC 0B0N0EKOIO,

kancynsHol dropmu TabneTka 3 NI PoInomMy 3 O4HOo
Boky Ta moHorpamoto A C 3 obox GokiB.

{MpuBnuado 21,5 mm gosxurolo, 10 MM WrbKrHolo | 7-8,3
MM TOBLLMHOIO!,

CymapHa HomiHanbHa Bara Tabnevkk 1482 mr)

Bianosigae

Identification A (HPLC)

Retention time compliss with those references

Passes Test

laeHTUdikadia A {BEPX)

Yac yTpUMaHHa 3paska BifNoBIAae YACY YTPUMaHHA
GTaHAGPTA.

Bianosigae

Identification B (TLG or IR or NIR})

TLC: Retention ime comparable ta the referance.
IR: spactrum characteristic,

NIR: Spectrum comparable to standard.

Passes Test

IpenTudiikania B {TIUX uu [4 um

TWX: Yac yTpumaHHa nopieHAHO 3i cTaHaapToOM.

BIY) 14-cnekTpockonin: XapakTepucTHKa GNeKTPa, Bipnosigag
BlY-crnekrpockoria: CnekTp NOPIBHICETLCR 3 CTAHAAPTOM.

Uniformity of Weight? Complies with requirements of the Ph. Eur, Passes Test

OpanopigHicTs Macu? Bianosigac aumoram € Bianoeiaae

Page/CropiHka 1offa 4
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Preduct: AUGMENTIN (BD)

MNo: 75435/A

Mpoayxt: AYTMEHTWH (BD)

Howmep: 75435/A

Type: film cealed tablets

Importing Country: Ukraine

Twn; TabneTkn, BKkpWTi NUBKOBOIO 0DONOHKOD

Kpaina imnoptep: Yipaina

Dose: 875 mg/125mg

Quantity in the batch: 13655 packs

[osyeanHa: 875mri 125 mr

Kinekicte npoaykuii g cepii: 13656 yn

Presentation: Ne 14 (7x2) in blisters

(each blister in pouch)

Registration license No: UA/0987/02/01
Homep peectpauiinore noceiguents; UA/Q987/02/01

MaxysaHHs: Ne 14 (7x2) y briicrepax

(koxeH BnicTep y nakeTi)

Batch; 8K9A
Cepin: BKOA
Manuf Date: 25 11 2024 Approved by:  Nik Ball
Aara pripobHvurea: 25 11 2024 FlorogkeHo: Nik Ball

Expiry Date: 11 2027

Qualified Person

Tepmid npupatdocTi: 11 2027

YroBHOBaEHa ccoba

Disintegration Time 30 minutes maximum {Ph.Eur.) 15 min
Poanaganua He Biabul #in 30 xB 15 xp
The dissolution of the active ingredients complies with the
reguirements of the Ph.Eur.
Dissolution® {Paddie apparatus method, 75 rpm medium: 880mL
(% declared Amaoxicillin and water), Mot Tested

Clavulanate)

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

Po3auvHedHa®

(% Bip, 3anBREHOrO BMIGTY
amMokCLMItiHY | KnasynaHoBci
KIACNOTH)

Pozuunenns gindux pevosnd Bignosigae simoram €9,
(MeTog 3 3acvocyBaHHAM nonacHoro anapary, 75 ob/xe,
cepegasuule: 800 mn Bogy)

Q = 85% uepea 30 xs.

Kpurepil npuitaTHocTi: BignoBlaso Ao €9 Ana nikapcbiol
hopmMu 3 3BKU4aRHIM BUBINEHEHHAM.

He pusHavawnTh

Presence and Integrity of Film Coat | No gross defects are observed (Visual examination) Passes Test
HamsHicTb Ta WinicHiCTL Nniskcaoy 2 o : 1
BE6R Bl He cnocrepiraeTseest sHauHux gedexTia Bignosigae
Equilibrium Relative Humidity® 10.0% maximum 4.5 % wiw
PiaxopadHa BigHOCHa BONOricTL 2 Makcumym 10,0% 4,5 % MM
831 to 919 mg per average tablet, calculated as
Amoxicillin Content Amoxicillin free acid 871 mg
(95 — 105% of deciared).
831 - 919 Mr Ha cepesHio Macy TabneTky, B nepepaxyHry
BMICT aMOKGULIUMIRY Ha aMOKGULIUAIH BiflbHY KKWCNOTY, 871 mr
(95-105% Big 3aABNExcTO)
119 to 131mg per average tablet, calculated as Clavulanic
Clavulanic Acid Content acid 126 my
(95 — 105% of declared).
119 -131 mr na cepegHio macy TabneTky, B nepepaxyHky
Bmict xnasynaHoscil KUCHGTH Ha KnapynaHopy KUCNOTY. 126 mr

{25-105% Big 38ABNEHOrG)
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Product: AUGMENTIN (BD) No:. 75435/A

Mpogykr: AYTMEHTWH (BD) Homep: 75435/A
Type: film coaled tablets Importing Couniry; Ukraine
Twn: TabneTky, BKPKTE NAIBKOBOK 0DONOHKOIO Kpaixa imnopTep: Ykpaina
Dose; 875 mg/125mg Quantity in the batch: 13655 packs
Hoaysanus: 875mi/125 mr KinbxicTe npopyxuii 6 cepil: 13655 yn
Presentation; Na 14 (7%2) in blisters Registration license No: UA/0987/02/01
_{each blister in pouch) Homep peecrpaditinoro noceiagyedns: UAM987/02/01

lMakymaHHa: Ne 14 (7x2) y dnictepax
{xoxked Baictep y naxeti)

Batch: 8K9A
Cepin: BKIA _
Manuf Date: 25 11 2024 Approved by: Nik Bali
HAarta supobHulTea: 25 11 2024 [MorogxeHo. Nik Ball
Expiry Date: 11 2027 Qualified Person ] ]
Tepmiv npupaTtHocTi: 11 2027 YnosHoeameHa ocofa
Amoxicillin Dimer {Ph.Eur. J) £1.2% 0.9 % wiw
a - Amoxicillin penicilleic acid (Ph.Eur. D) <1.0% 0.2 % wiw
B - Amoxicillin penicillcic acid {Ph.Eur. D) £1.0% 0.1 % wiw
L Penilloic Acid Isomer 1 (Ph.Eur. E) £1.0% 0.1 % wiw
Amoxicillin Relaled Substances Penilloic Acid lsomer 2 (Ph.Eur. E) 21.0% 0.1 % wiw
(HPLG}) Diketopiperazine (Ph.Eur, G) £1.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity =0.3% 0.1 % wiw
Totat Amoxicillin Related Substances 3% 2 % wiw
Amorcuuiunid aAumep (€9, J) <1,2% 0,8 % mim
Ot -~ AaMOKCMUMAIH neriuunnolina x-ta (¢, D) £1,0% 0,2 % mim
B - aMoKcHLUMH neliunnoiina &-ta (€®, D) =1,0% 0,1 % mim
. . . MexinnoliHol k-TH iaomep 1 {EP, E) =1,0% 0,1 % mim
CBVEIZ;HI AOMILIKY SMOKCILUAIHY NexinnoliHol k-Tu i3omep 2 (Ed, E} <1,0% 0,1 % mim
( ) OuwxeToninepasid (Ed, C) =1,0% 0,1 % mim
Byab-axa iHWA Blgoma gomiluka <1,0% 0,1 % mim
Byae-Axa iHltA HepigoMa Aomilxa £0,3% 0,1 % mim
Saranera knekicTs CyRyTHIX JomiLOK amokculuniny $3% 2 % mim
Clavulanic Agcid [mpurities: 2.5% wiw maximum with respect to the labeled Clavulanic 0.5 % wi
Clavulanate Polymer Acid content 3 oW
Homiluku knasynaHoBol KUCNOTH: Makcumym 2,5 % mim no BiGHOLWBHHIO A0 33ABNEHOT Ha 0.5 % M
neniMep KaBynaKaTy eTUKeTL KiNbkoCTi KNABYNaHOBOT KUCNATH A
Identification Titanium * A yellow-orange colour appears Not Tested
tnenTicpikagin TuTaHy! 3'aEnseTLCR XKOBTO-NOMapadyeBe 3abapsneHis He ehizHauaaTh
Microbial Test * (Ph.Eur.)
Total Aerobic Microbiai Count Not more than 10* CFU per gram Not Tested
Total Yeasts and Moulds Not more than 102CFU per gram
Pathogens Absence of Escherichia col
MikpoBionariuna yncrora® (Ed)
3aranuha KinbKicTb JKUTTESAATHUX He Gineiu Hixk 10% KYOfr
aepobis He suasayvaiore
3aransHa KineKicTE Apibaxds i He Binwi Hix 102 KYO/T
roubis
Matoranu Bigcyrnicte Escherichia coli
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Product: AUGMENTIN (BD} No: 75435/A

| Mpoayxr: AYTMEHTHWH (BD) Homep: 75435/A
Type: film coated fablets Supplied to: Ukrainge
Tun: TabneTky, sxpuTi nniskosolo 0BONCHKOKQ 3amosHUK: YkpaiHa
Dose: 875 mg/125mg Quantity in the batch: 138565 packs
Hozysanyna: 875mr/125 mr KinbkicTb npoayxyii B cepil: 13655 yn
Presentation; Ne 14 (7x2) in blisters Registration license No: UA/GS87/02/01
{each blister in pouch) Howmep peectpauiitioro noceigdenna:; UAJQO87/02/01

Maxypadns: Ne 14 (7%2) y BnicTepax
| (koxed GricTep y nakeri

Batch: 8K9A

Cepis: BKBA

Manuf Bate; 25 11 2024 Approved by:  Nik Ball

Hata supobunlrea: 25 11 2024 iloropKeHo: Nik Ball

Expiry Date: 11 2027 Qualified Person

Tepmin npuaatHocti 11 2027 YnoeHoBaxeHa ocoba
Noties

1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR.
Tablet dimensions are not measured at release, '

2.  Results maybe iaken 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,

FlpumiTin
1. Posmipn TabNeTkn BU3KEYAIOTECS GCCHACTKOK, W0 BUKOPUCTOBYETbCS Npw npecysadHi TabneTok, sxa
nepesipaeTbcs 8 BMR,
FPosmipu TabreTin He BUMIDIOIDTLCS MPW BAYCKY.
2. PesynsTaTi MOMYTb OyTW B3ATE 3 TECTYBaHHS NpY MixonepauiiiHOMy KOHTPONI.
3. BukoHyeTbes Ha 1 cepiio 3 20,

4. BukoHyetbGA 1 pas Ha pik npu Bunycky cepli, Aka moxe ByTk BuGpaHa K WOPIYHA cepis ANA BUBUEHHS
crabineHocTi signosinHo GMP.

I hereby certify that the information in this certificale is authentic and accurate, This batch of product has been
manufactured, including packaging/labeliing and quality control at the above mentioned site in full compliance with
the GMP requirements of the local Regulatory Authorily 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.

Lnm # nigTeepaxyto, Wo HasegeHa iHopmalis & crnpasikHeoo | Tounow. Cepis npenaparty Byna BUroTOBReHa,
BXIIOUIOYY NEKYBAHHA T4 KOHTPOINb AKOCT, HA 3a3Hauesiit Buwie BMpoBHWUYIA LinbHWil B NOBHIA BignosinkocT Ao
punor Hanexwol supoBHu4ol npakTuky (GMP), BCTAHOBNEHMX MICLEBKM DerynaTtopHUM BIZOMCTBOM, a TaKOXK B
nosHilh  BignosigHocTi a0  cneuwddikauiii, nepeaBadenux y peecTpauilHiyl  pokymeHTaull  KpaTHu-iMnopTeps.
RoxymenTauin cTocosHo srupoBHUYOro NpoUecy, NakyBaxHA | ananiay cepil Gyna nepesipeda, | Byno sctatosneHo,

Wo scHa sifnosigae suvoram HanexHo! supoBHuaol npaktukm (GMP).
Date of signature: 2‘? (] 20&5 Signed (Qualified person): ﬂ"//é
faTa nignucy: 2*} 0f 2ois RAignkc (YnosHoeaxeHa ocoda):
Qualified person name and surname: bl H4lte
MR T2 FipisBuiie ynosHoBaweHo! ocobu: Fuile 6?"?!—1_

Worthing Quality Assurance Department
FenapramenT 3 3abeaneyssHys AKocTi Bopcinr

Manufacturer;
SmithKline Beecham Pharmaceuticals,

Clarendon Read, Worthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10592

BupobHuK:

CMITKNAAH Bidem PapmackioTMRANC,
Knapenpon Poya, Bopcinr,

BMN14 8QH, Benuka Bpuratina

Homep nigeHaii Ha erpobrvyTse Ne: MIA 10592
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JAEPKABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMH Y KHIBCBKIU OBJIACTI

npos. Ceitmiuroi Haait, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog EAPIIOV 37078774

BUCHOBOK
npo AKicThH BBe3eHoro B YKpaiHy JiKapcbKoro 3acody

26.02.2025 Ne 7630/25/10

AYUMEHTHH (BD)

(HaliMenyBaHHe Jikapchkoroe 3ac00y 3rigHoe 3 PeecTPali iHUM TOCBIIIEHHAM)
Tab/IeTKH, BKPHUTI ILTIBKOBOI0 060/10HK010, 875 Mr/125 mr; mo 7 Tabnerok y Guicrepi; mo 1
OJiicTepy B MakeTi; o 2 makeTa y KAPTOHHIN yIaxoBui

({popmMa BUIIYCKY, MO3YBAHHES, BUJ, TIAKYBAHHS NIKAPCLKOIO 3ac00y)
Homep peectpatiiinoro noceinuesns UA/0987/02/01 crpox uii peecrpauiinoro noceimenns 01.01.2099
Cepix nixapcekoro zacofy Ne §K9A Kinnkicts BBE3€HOIO Nikapcskoro sacofy 13655

BupoBHuK CwmirKngiin bivem ®apmacniotakanc, Benuka bputasis

(naituvieHyBaHHA BUPOGHKKA MKAPCEKOTD 3aco0y, KpATHA TIOXC/KEHHS )

Beezeio 8 Yxpainy Torapucrso 3 o6mexenow signosigaasuicio "TnakecoCmiTK nsiin
Qapmackorikaac Ykpaina', inenr. kop: 35619519

(nadivMenyganns Ta koa 3a CJIPTIOY wpranduol ocobu aGo npiseuiie, iv'g, o 6aTtsrosi dissraHo!
0cobu - ninnpuesus, ii MicLe NpoxUBaHHA Ta peecTpallifinuit HoMmep 00MIKOBOL KAPTKH IUIATHHKA
NoxaTkis abo cepis Ta HOMEP lIACNepTa)

Mporokaa eisyansueore kourpono sia 24.02.2025 Ne (0524/1.

3a pesyIbTaTaMM JACPAKABHONO KOHTPONIO BCTAHOBICHO, WO Jikapchkui  3aci® BBezeno B Yikpainy 3

ﬂOTpHMaHHSIM BHMMOT 3aKOHOAABCTRA HOAC 3a0e3NeUeHH AKOCT] RiKapCEKUX 3ac00iB.

Il e N, o ;
VKO B, vy ~ Onwpra CPBOMEHKO

AT Te ke R :
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Quality certificate

CepTudikar sikocri

Product: AUGMENTIN {BD})

No: 76602

MNpoaykr: AYTMEHTWH (BD)

Homep: 75602

Type: fiim coated tablets

Imperting Couniry: Ukraine

Tun: vabnertin, BrpuT] NNIBKOBOID 00OMNOHKDD

Kpaiaa imneprep: Ykpaina

Dose: 875 mg/H25mg

Quantity in the baich: 14040 packs

[Oosysadns; 875mr/125 wmr

KinekicTe Npoaykuil 8 cepil: 14040 yn

Presentatiomn: No 14 (7x2) in blisters
(each blister in pouch)

Registration license No: UA/987/02/01
Homep peecTpaudifiHoro noceigvasdnga: UA/QOS87/02/01

Maxkysanus: Ne 14 (7x2) y Bnicrepax
(koxeH Enicrep Y nakeri)

Batch: D76U

Cepis; D75U

Manuf Date: 256 02 2025

Approved by:  lan Hutchinson

[arta supoBruurea: 25 02 2025

CoronxeHo: lan Hutchinson

Expiry Date: 02 2028

Qualified Person

Tepwmid npuaaTHocTi: 02 2028

YnosHoBaxena 0coba

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

1 lablet contains: Amoxicillin (in the form of amoxiciliin trihydrate) 875 mg, clavulanic acid (in the form of potassium

clavulanate) 125 my.

Cvina piifAkTuBHICTs: Loyl peuosvHM: aMOKCULIMAIN Ta KNasynaHosa kMenoTa;

1 rafnetka MicTHTL amokculwniny (y Gopmi amokcLUWIIHY TpuriapaTty) 875 Mr, Knasynanosoi kucnot (y chopmi kanio

Khaeynanaty) 125 mr.

J'f

TEST

LIMITS

RESULTS

HafimeHyBaHHA TeSTY

LonycTumi HopMH

PeaynbTarn

Deascription

While or off-white capsute-shaped, film coated tablet,
debossed with 'A ' on both sides with a scoreline on one
side.

(Approximately 24.6mm by 10mm and 7 to 8.3mm thick®.
The total nominal weight is 1482mg.)

Passes Test

Cnuc

bina aGo Gina 3 PIATIHKOM, BKDUTAE NNIBKOBCI0 0BGONCHKO,
KancynbHOT hopmu TaBnaTka 3 niHicld poanomMy 3 oAHora
Goxy Ta moHorpamcio A C 3 obox Bokia.

(Npudnusto 21,5 mm goexuHeio, 10 MM WwupuHow i 7-8,3
MM TOBLLMH IO,

CymapHa HominanwHa sara Tabnetin 1482 mr)

Bignoelgae

Identification A (HPLC)

Retention time complies with those references

Passes Test

Yac yTpumaHHs 3padka Bifnopigac uacy yTpyMaHHa

lanentudhixauis A (BEPX) cTanaapra, Bianosinae
TLC! Retention time comparable to the reference.

Identification B {TLC or IR or NIR} IR; spactrum characteristic. Passes Teslt
NIR: Spectrum comparabfe 1o standard.
TIX: Yac yrpvManHs noplsHano 3i cTranpapTom.

inanmicpiascBi(TURCa (5w IY-crekTpockonin: XapaxTepucThid cnekrpa, Bigrosinac

BIY)

BElY-cnexTpockonia; Cnextp noplBHIOETECA 31 CTAHAARTOM.

Unilermity of Weight?

Complies with requirements of the Ph, Eur,

Passes Test

OLHOpigHIcTL Macy?

Bianosigae aumoram S

Binnoeigae
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Product: AUGMENTIN (BD)

No: 76602

Mpogykr; AYTMERTWH (BD})

Homep: 75602

Type: film coated tablels

Imperting Country: Ukraine

Twun; TabneTkw, BkpWUTI NNiBkoBOK 0B0NOHKQIC

Kpaida imnaprep: Yipaita

Doss: 875 mg/125mg

Quantity in the baich: 14040 packs

Hosysanusa: 875mr/125 Mr

KinbKicTe Npoaykuii B cepii: 14040 yn

Presentation; Ne 14 (7x2) in biisters

{each blister in pouch}

Registration license No: UA/Q987/02/01
Homep pessTpadiniorg noceigyedna; UA/0987/02/1

[Takysadnn: Ne 14 {7%2) y Bnicrepax

{xoxen Bnictep y nakeTi)

Batch: D76U

Cepin, D76U

Manuf Date: 25 02 2025

Approved by:

lan Hutchinson

Dara supoburnyrea: 25 02 2025

Noroaxeno:

lan Hutchinson

Expiry Date: 02 2028

Qualified Person

Tepmin npuaatHocTi: 02 2028

YnopHoBakeHa ocoba

Disintegraticn Time 30 minutes maxirnum (Ph.Eur.) 15 min
PosnagatHs He Binbw Hix 30 x8 18 xB
The dissolution of the active ingredients complies with the
requiraments of the Ph.Eur.
Dissolution® (Paddie apparatus method, 75 rpm medium: 900mL
{% declared Amoxicillin and water). Not Tested

Clavulanate)

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

PoauuHeHHs?

(% Bia 3aABNEHOrO BMICTY
AMOKCMLMAIHY | KNaBynaroeol
KMGNOTY)

PoauuseHHs ailouux peuoard gighoeigae sumaram €O,
(MeToa 3 3aCTOCYBARKAM NONACHOT anapary, 75 obixs,
cepegoeue: 900 Mn poaw)

Q = 85% vepea 3¢ xb.

Kputepil npuinaTHocTh signoslaHo ac €4 gns nikapcskor
chopmu 3l 3Bu-aRHHM BUBINLHEHHAM,

He BuanavaoTe

Presence and Integrily of Film Coat

No gross defects are observed (Visual examination)

Passes Test

HaseHicts Ta uinicHicTe nniskosol

OBONoHKA Ha cnocrepiraeTees aHaurux aedokrio Bipnoripae
Equilibrium Relative Humidity? 10.0% maxirmum 4.1 % wiw
PiBHOBaXHa BiAHOCHA BONCricTS 2 Maxcumym 10,0% 4.1 % miM
B31 to 919 mg per average lablet, calculated as
Amoxicillin Gontent Amaoxicillin free acid 866 mg
(95 — 105% of declared).
831 - 919 wr Ha cepegHio Macy TabneTkn, B nepepaxyHxy
BumicT amoxcuuniny H3 BMOKCULUNIH BiNbHY KUCNOTY. BGE mr
(95-105% Eig 38ABNEHAr0)
119 to 131img per average tablef, calculated as Clavuianic
Clavulanic Acid Content acid 121 my
{95 — 105% of declared).
119 131 Mr Ha cepajHio macy TabnaTki, B nepepaxyHKy
BuicT knagynaHeeoil KMCRATH Ha XNaBynaHoBY KWCNOTY. 124 mr

{95-105% sig aarenenoro)
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Product: AUGMENTIN {BD)

No: 756602

Npoayks: AYTMERTWH (BDY

Homep: 75602

Type: film coatad tablets

importing Couniry: Ukraine

Tun: TabneTin, BRPUTI NitiBKCBOIO 000NOHKSI0

KpaiHa imnopTep: YrpaiHa

Dose: 875 mg/125mg

Quantity in the baich: 14040 packs

o3ysanHa: 875mi/125 mr

KinskicTe npoaykuii s cepii: 1404C yo

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

Registration ficense No: UA/0987/02/01
Homep peecTpauiisoro noceigdenna: UA/QOB7/02/01

[farysanHs; Ne 14 (7x2) y Bnicrepax
{keoKed BnicTep v Nakeri)

Batch: D76U)

Cepis: 76U

Manuf Date: 25 02 2025

Approved by:  lan Huichinson

fara BupoBuuyrea: 25 02 2026 Iorogero: lan Hutchinson
Expiry Date: 02 2028 Qualified Persan
Tepmin nopngaTHocTi: 02 2028 YnoBHoBaxkeHa ocoba
Amoxicillin Dimer (Ph.Eur. J) <1.2% 0.9 % wiw
o - Amoxliciliin penicilloic acid (Ph.Eur. ) =1.0% 0.2 % wiw
B - Amoxiciliin penicilloic acid {Ph.Eur. D) 51,0% 0. % wiw
L % Penilloic Acid Isomer 1 (Ph.Eur. E) £1.0% 0.0 % wiw
Amoxicillin Relaled Substances Penilloic Acid Isermer 2 (Ph.Eur, E) <1.0% 0.0 % wiw
(HPLC) Diketopiperazine (P Eur. C) <1.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity =0.3% 0.0 % wiw
Total Amoxicillin Related Substances £3% 2 % wiw
- AmoxcrLunis aumep (£, J) 51,2% 0,9 % MM
o - AMOKCULMAIH NeHiyunnoiing k-ra (€@, D) =1,0% 0.2 % mim
B - aMoKcULMNiH nexiyunnciba k-ta (€d, D} 1,0% 0,0 % mim
. . . MNeHinnolHoT k-Tu l3omep 1 (€4, E) 51,0% 0,0 % mim
(%yggé;' ADMILLIH BMORGULINIHY MeHtnnoitHoT x-Tu isomen 2 (E®, E) =1,0% 0,0 % ming
AukeToninepadin (€O, C) <1,0% 0,1 % Mim
Byab-ska iHwa Bigoma gomiwka =1,0% 0,1 % mfm
Byab-AKka iHWAa HeBifoMa AOMILIKS =0,3% 0,0 % M/
3aransHa KinkKicTh CYnyTHIX AOMILUOK aMOKCHLMAIRY $3% 2 % MM
Clavulanic Acid Impurities: 2.5% whv maximum with sespect to the labeled Clavulanic 0.7 % wiw
Clavulanate Polymer Acid content L
Homiweke knasynaHoBol kenoTy: Maxcumym 2,5 % M IO BIAHOWEHHIO A0 3a0BMeH0T Ha 0.7 % wim
nonimep knaeynasaTty eTuKkeTUl KiNbKOCT] KHasynaHoaol kMChoTH w7
ldentification Titaniurm * A yellow-arange colour appears Not Tested

laemrudblkauia TuTany!

3'ABnAeTbCA XOBTO-NOMapaHyese SﬂﬁapB.ﬂeHHﬁ

He BusHAYATL

Microblal Test * (Ph.Eur.)
Total Aerobig Microblal Count
Total Yeasts and Moulds
Pathogens

Not more than 16* CFU per gram
Not mare than 16? CFU per gram
Absence of Eschetichia coli

Not Tested

Mikpobionoriuna uuctotal (ED)
daranbha Kinekicrs XUTTE3SATHHX
aspabie

3aranbHa ’insKicTh APbKAKIB |
rpuGis

[aTorern

He Binew Hix 10* KYO/r
He 6inb Hix 107 KYO/r

BigcyrHicrs Escherichia coli

He BuaHa4awTL
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Product: AUGMENTIN (BD) No: 75602

Mpopyxy: AYCTMEHTKH (BD) Homep: 75602

Type: film coated tableis Supplied to: Ukraine .
Tun: TabaeTiu, BKRUTI niiekoeoio o6onoHKoI0 JamoBHMK: Ykpaiva

Doge: 875 mg/126mg Quantity in the batch: 14040 packs

HosysaHHA: §75mr{125 mr KinbkicTb npoaykuii B cepil; 14040 yn

Presentation: Ne 14 (7x2) in blisters Registration kicense No: UA/0987/02/01

{each blister in pouch} Homep peecrpadifiHoro nocsiguenya: UA/Q987/02/01

MaxyeanHa: Ne 14 (7%2) y bnicrepax
{koyxeH BricTap v nakeTi)

Batch: 76U
Cepist: D76U
Manuf Date: 25 02 2025 Approved by:  lan Hutchinsen
aTa supobHuuTea: 25 02 2025 MorogeHo: lan Hutchinson
Expiry Date: 02 2628 Qualified Person
TepMiH npugaTrocTi: 02 2028 YnosHogaxeka ocoba
Notes

1. Tablet dimensions are defined by the tooling used for tablet compression which is verified in the BMR,
Tablet dimensions are not ineasured at release.

2. Resulls maybe taken from in-process contro) test.

3. Performed on 1 batch in 20,

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

MpuMiten
1. Posmipy Tabnertkv BUIHAYAIOTLCR OCHACTKOW, (10 BUKOPUCTOBYETHCA NpW npecysanHi TalneTok, ska
nepesipaeTheA B BMR.
FPosamipi TaBneTkn He BUMIBIOIOTLCA NPY BURYGCKY,
2. Pesynerati MmoxyTh 6yTW B3ATI 3 TECTyBaHHsA npy MonepauiiHeMy KOHTPOnL
3. BukoxyeTnhen Ha 1 cepio 3 20,

4, BukonyeTbcs 1 pas Ha pik npu Bunycky cepil, fxa mowe SyTik BubpaHa Ak WOGPIYHA CEpiR AAs BUBYEHHSA
crafinedocTti signoeigno GMP.

| hereby ceriify that the information in this cerificate is authenlic and acecurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full cempliance 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 Investigationat Medicinal Products. The balch processing,
packaging and analysis records were reviewed and

found to be In compliance with GMP.

Lium st niaTeepmiyto, (Lo HaseaeHa iHdopmalia & CNpaexHLoK i ToyHot, Cepia npenapaty Gyna suroToeneda,
BKMIOYAIOYV NaKyBaHHA Ta KOHTPOMNb AKOCTI, Ha 3a3HayeHil Bullle BUPOOHWIIA ainkHWUE B NOBHIA BIANOBIZHOCTI 0
sumor  HanemHol supoBrusol npaxrtikn (GMP), BCTSHORNEHMX MICUEBKM PErynATOPHIM BIACMCTEOM, & TAKOXK B
nosHiA  BiANCBigHOCTI A0 cneundikanid, nepegbaveHnx y peecTpauifiHii  pokymeHTaull kpaiHu-iMnopTepa.
[okymeHTauis cTOCOBHO BUpOGHMYOro npouecy, NakyBaHKA | aHaniay cepil 6yna nepesipexa, | ByNo BCTAHOBNEHE,
o eoHa Bignoeigae sumoram Hanex+ol pupobuuyo npakrtukn (GMP).

Dale of signature; &\ . 04 2. gL % Signed (Qualified person): &) W e
Qesanignney; O .o . Zo 2 Mianue (YnoeHoeaxena ocoba) [,y -wikee— 0 .

Qualified person name and surname: A WES LTS e (G ha )
Iv°A T2 [pisRULLE YNOBHOBAKEHOT 0C0BUL T i Lonif i~ WAt oy ivs ond

Worthing Quality Assurance Depariment
HenaprameHr 3 aaBeaneueHHs s1kocTi Bopcinr

Manufacturer:
SmithKline Beecham Pharmaceuticals,

Clarendon Road, Werthing,
BN14 8QH, United Kingdom
MIA Number: MIA 10652

BupoShuk:

CmiTKnsaiit Biyvem PapmackerotyKanc,
KnapenpoH Poyg, Bopeitr,

BN14 8QH, Benuka bBpuranin

Homep nitensii Ha supobnmyreo Ne: MIA 10592
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JEPKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMA ¥ KHIBCHLKIA OBJIACTI

npos. Ceitnrunoi Hapi, 3, m.Kuis, 02099, ten/arc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO sIKiCTH BBE3eHOI0 B YKpaiHy nixapcbxoroe 3acoby

25.04.2025 Ne 19406/25/10

AVI'MEHTMH (BD)

/4

(Hailselynanig MKapeLKoro 3coby 3rIRHO 3 PCECTPALHIHIIM TOCBIHCIHAM)
Tabnerin, BKPUTi NIBKOBoI0 060/101X010, 875 Mr/125 Mr 1o 7 Tabxerox y Gnicrepi; no 1
GaticTepy B makerTi; o 2 makera y kapToHHii ynaxosui

(hopsta mimycxy, IO3YBaNKS, BHA NAKYBAHHS JKAPCEKOTO 33c06Y)
Honep peectpaniiinoro noceigyenns UA/0987/02/01 evpox aif peeetpaniiinoro nocsigyenas 01.01.2099
Cepis nikapeskoro sacofy Ne D76U Kinukicrs esesenoro sikaperxoro sacofy 14040

Brtpo6mine CumitKogin Bivem PapmaceioTuranc, Benuxa Bpurania

(HafiMenysanns BUPOGHIKA JKAPCEKOT0 3ac06Y, kpalna NOXO0MKeNHR)

Bueseno 3 Vepaiuy Tosapucreo 3 ofmexenelo pignopinansuicrio "TnarcoCritKnniin
GapmackioTikanc Yrpaina", igenrt. xoa: 35619519

(naiiMenysannsa Ta kox 3a EAPTIOY 1opimiaioel ocoli abo npizsiale, 1M', no GaTuiont diztnol
0coGH - MANPIEMIA, 1t MICUE NPOKIEIHEA Ta peccTpauifiini nosep o6nikoso! KapTHIl IATHHEA
noyaTkis abo cepis Ta HoMep Nacnopra)

ITpo roxosn sisyninitoro kontpono rig 23.04,2025 Mo 1256/3.

3a  pe3YABTATAMM  JICDMKABHOIO KOHTPONIO BCTAHOBACHO, IO nmixapeeknil 3ac16  BBe3cHo B Ykpaihy 3
NOTPHMAHHIM 31MOL 3dKOHOAABCTEL MONO 316E3MEUSHHS SKOCTI HIKAPChKUX FacoBis,

Onsra EPLOMEHICO

(nimnuc) {inittiany Ta npissinue)
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