JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBHKIH OBJTACTI

mpoB. Ceitmuaaoi Hapii, 3, m.KuiB, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EOPIIOY 37078774

BHUCHOBOK
Ipo AKICTh BBe3eHOro B YKpaiHy JikapcbKoro 3acofy
16.07.2024 Nt 34510/24/10
AYI'MEHTHH™

(HaiiMeRyBaHHA TIKAPCHKOTO 3acody riIHO 3 pecCTPANIAHMM NOCBITTeHHAM)

TabJeTKH, RKPHTI 000108K010, 500 MI/125 Mr no 7 TabneTok y GricTepi (koxken GaicTep
Pa3oM 3 BOJIOro3aXHCHHMHE IPaHy/1aMH-callle Y aKeTi 3 adwoMinicsol ¢onbrn); mo 2
GJicTepH B NaKeTax Y KApTOHHIH YNaKoBOi
(thopna numTycky, AoaYRAHE, BU NAKYBAHHE TKAPELKOTG 3a006Y)

Howmep peectpauiiinoro noceimenns UA/0987/02/02 crpox nii peectpaniiinoro noceizuerns 01.01.2099
Cepin nixapeskoro sacoGy Ne T88A Kinskicts BEe3eHOTO Nikapeskoro sacoGy 16200

BupoGHni CwumitKnaiiu Bigem ®apmaceiotHranc, Bennka Bputania
(BalMeHYBAHHA BHPOGHHKS JIKAPCRKOrD 3aco0y, kpalHa MTOXOmKeHHS )

Baeseno B Ykpainy TorapHCTEO 3 00MeXKeH010 BianopizampHicTO "InakcoCMiTIK naiin
PapmackiTiKadc YKpaiHa', inent. won: 33619519
(HaltMenygarusa Ta kon 3a CJIPTIOY ropumauoi ocoGu abo npissHme, iM'1, 0o HaThkoRi
dismmoi ocobn - manpremip, 1 Miclle NPpoKHEARHA Ta peecTPalliIL HOMep 0GTkoROT
KAPTIH INTATHAKA [IOHATKIB afo cepis Ta HOMEp HacnopTa)

Ipoeroken sizyamsmore xoarpomo six 09.07.2024 N 1996/5.

3a pe3sydpTeTEMH  JEpXABHOIO KORATPONMIO RBCTAHOBNCGHO, INO JiKapchkuH 3aci BBesemo B YipalHy 3
AOTPHMAHRHAM BHMOT 38K0HOIABCTER OO 3abeanedeNHd AKOCT] JikapeRRHX 3acobiz,

Havam i SidT o %\ 74  Bikrop CTE®KIBCHKUH

(ininiany Ta npizenwe)
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Product: AUGMENTIN™
IIpenapar: AYTMEHTHUH™

Type: coated tablet

Twun: Tabaerky, BKpHTi 060JI0HKOIO
Dose: 500mg/125 mg

Hosysanns: no 500mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

TTaxypauus: Nel4 (7x2) y 6nicrepax
(xoxxeH Gitictep pasoM 3
BOJIOT03aXMCHUMH I'DaHyIaMHU-CaILe Y
nakeTi 3 amoMiHieBol oybru)
Release Specification S2634
Creuudixauis S2634

Batch: T88A

Cepis: T88A

Manuf. Date: 08 05 2024

Jara Bupo6uuurra: 08 05 2024
Expiry Date: 05 2027

Tepmin npunargocri: 05 2027

Quality certificate
CepTudikaT aKocTi

No: 74825

Howmep: 74825

Importing Country: Ukraine

Kpaina immoprep: YKPATHA

Quantity in the batch: 16200 packs
Kinsxicte npoayxuii B cepii: 16200 ym.

Registration license number: UA/0987/02/02
Homep peecrpauiiinoro nocsiguenns: UA/0987/02/02

Approved by:  Daniel Brookes
V3rompxeHo: Daniel Brookes
Qualified Person
YrnosHOBaxeHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the
form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate) 125 mg.

Cuna nii/AxtuBHicts: Jli1odi peyoBUHH: aMOKCHILMIIIH, KJIaBYJIaHOBA KHCJIOTA;

1 Tabnerka Mmictuth amoxcuumiiny (y ¢opmi aMoxcumiiHy tpurigpary) 500 wr, knaBymaHoBoi kucnotd (y (dopmi xamiro

knaBynmaHary) 125 mr.

TEST

LIMITS RESULTS

HAWMEHYBAHHS TECTY

JONYCTHMI HOPMHU PE3VJIbTAT

A white to off-white oval-shaped, coated tablet, debossed
with « AC» and a score line on one side and plain on the other

Diesoripsion side. Approximately 20mm by 9.5mm and about 6.6 - 7.8 Pass
mm thick’, The total nominal weight is 1.08 g.
bina a6o 6Gima 3 BixTiHKOM, BKpuTa OGOJOHKOIO OBANBHA
Tabnerka 3 BuUrpaBipyBaHuM HamucoM «AC» Ta niniero
po3iioMy Ha oxHOMy 6oui, yucra 3 iHmoro 6oKy; ApUGANU3HO ; :
Onae 20 MM JOBXHHOIO, 9,5 MM 1MpUHOIO Ta 61M3bKO 6,6 - 7,8 MM Binnosizae
ToBiMHOIO', CymapHa HOMiHAmbHA Bara TabJETKH CKAANae
1,08 r.
Identification A (HPLC) Compliance with retention time Pass
Inentudixauis A (BEPX) BinnoBinHicTh 4acy yTpUMyBaHHS. Binnozinae
. . TLC: Retention time comparable to the reference.
Identitication B IR: Spectrum comparable to standard Pass
(TLC or IR or NIR) - op p .

NIR: Spectrum comparable to standard.

Inentudikanis B

TIX: Yac yrpuMaHHs NOPiBHSHO 3i CTAHZAPTOM.

(TILIX un 9 un BIY) g‘II;ICﬂeKTPOCKOHi}I.I FlneKTp nopin'moe'mcx 3i CTaH/1apToM. Binnoeizae
-crextpockonis: CIeKTp MOpiBHIOETHCA 31 CTAHAAPTOM.

Uniformity of Weight? Complies with Ph. Eur. Pass

OnuopinnicTs Macu® Y BignosigHocti a0 €Bp. OapM. Binnosinae

Disintegration Max 30 min 15 min

Posnananns Maxec. 30 xB.

~ A
dipa MR



Product: AUGMENTIN™
Ilpenapar: AYTMEHTHH™

Type: coated tablet

Tun: Tabnerks, BKPUTi 0G0JOHKOIO
Dose: 500mg/125 mg

Josysauns: o S00Mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)
IMakyBanna:Nel4 (7x2) y Gnicrepax
(xoxen GmicTep pasoM 3
BOJIOTO3aXHCHUMH I'PaHyIaMH-calle y
nakeTi 3 amominieoi onbru)
Release Specification S2634
Crenudikauis S2634

Batch: T88A

Cepis: T88A

Manuf. Date: 08 05 2024

Jara Bupobuunrsa: 08 05 2024
Expiry Date: 05 2027

Tepmin npuaarHocri: 05 2027

No: 74825
Howme : 74825

Importing Country: Ukraine
Kpaiua imnoprep: YKPATHA

Quantity in the batch: 16200 packs

Kinexicts npoayxuii B cepii: 16200 ym.
Registration license number: UA/0987/02/02
Homep peectpauiiinoro nocsiguenns: UA/0987/02/02

Approved by:
V3romxeHo:

Daniel Brookes

Daniel Brookes

Qualified Person
VYrnosHORaxeHa ocoba

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

i i 3
g}ﬁ%ﬁg&% el (Paddle apparatus me{hod, 75rpm, medium: 900ml water) Not Tested
clavulanate) Q=85% w1th1r.1 39 minutes. ‘
’ Acceptance Criteria: According to Ph.Eur. for conventional

dosage form.
Po3unHEeHHs AiIOYMX DPEYOBHH BiANOBimae BHMoraM EBp.
dapm.

PozuuneHHsT® (Merox i3 3acTOCYBaHHAM JIOMIACTHOTO anapary, 75 06. / Xs,

(% Big 3asBaeHOI KinbkoCTi
aMOKCHIW/IIHY Ta KiaByJIaHATy)

cepegosue: 900 Mn BoaH)

Q=85% 3a 30 XBHIMH.

Kpurepiti npuithsaTHocri: 3rigHo €Bp. ®apM. Jns 3BHYaiiHOT
JI030BaHOI opMu.

He nposoaurscs

Presence and integrity of Film Coat No gross defects are observed Pass
Hasenicts Ta HinicHicts 060J0HKH . . . .
He criocrepiraerscs 3HaUHUX fe(ekTiB Binmoginae
TabneTKH
Equilibrium Relative Humidity? 10.0% maximum 6.4 %
PiBHOBa)KHA BiIHOCHA BOJIOTICTE> makc. 10,0% 6,4 %
475 to 525 mg per average tablet, calculated as Amoxicillin 499 m
Amoxicillin Content free acid (95-105% of declared) £
475 - 525 Mr Ha cepefiHIO Bary TaOJETKH, B EpepaxyHKy Ha
; : . : : w 499 mr
Bmict aMoKcHIMIiHY aMOKCHLMIIH SIK BiNbHY kucnoty (95-105% Bix 3a3HauyeHol
KiJIBKOCTi )
; ; 119 to 131 mg per average tablet, calculated as Clavulanic 124 mg
Clavulanic Acid Content Acid, (95-105% of declared)
119 - 131 Mr Ha cepeaHio Bary TabNeTKH, B IEPEPaxXyHKy Ha 124 vr

BMicT knaBy1aHOBOT KHCIIOTH

K/1aByJIaHOBY KHCJIOTY.
(95-105% Bin 3a3HaueHOl KiJIbKOCTI)

. e
AOKYMEHTIB
JTOKY MEHT

= o
diRa MR
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Product: AUGMENTIN™
Ilpenapar: AYTMEHTHH™

Type: coated tablet

Tun: Tabnerky, BKpUTi 060I0HKOIO
Dose: 500mg/125 mg

Hosysaunus: nio 500Mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

INaxysanus: Nel4 (7%2) y Gnicrepax
(xoxceH Gaictep pa3oM 3

BOJIOr03aXUCHMMH IrpaHyJlaMH-calle y

nakeri 3 amoMiHieBol qronbru)
Release Specification S2634

No: 74825
Homep: 74825

Importing Country: Ukraine
Kpaina imnoprep: YKPATHA

Quantity in the batch: 16200 packs

Kinbkicts npomyxuit B cepii: 16200 yn.
Registration license number: UA/0987/02/02
Howmep peecrpauiiinoro nocsinyexns: UA/0987/02/02

Creuudikauisa S2634

Batch: T88A

Cepis: T88A

Manuf. Date: 08 05 2024 Approved by:  Daniel Brookes

Jarta Bupo6uunTea: 08 05 2024 ViromxeHo: Daniel Brookes

Expiry Date: 05 2027 Qualified Person

Tepmin npugarsocri: 05 2027 VnoBHOBaxeHa ocoba
Amoxicillin Dimer (Ph.Eur. J) <1.2% 0.6 % wiw
a - Amoxicillin penicilloic acid (Ph.Eur. D)  <1.0% 0.1 % w/w
B - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.0 % w/w

Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur. E) <1.0% 0.0 % wiw

(HPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % w/w
Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % w/w
Any other unidentified impurity <0.3% 0.1 % wiw
Total Amoxicillin Related Substances <3% 1 % wiw
Awmoxcuumnin umep (€D, J) <1,2% 0,6 % m/m
o - AMoKcunmIiH neninuuioita k-ra (€®, D) <1,0% 0,1 % m/m
B - AMoxcununin neniuunoiina x-ra (€®, D) <1,0% 0,0 % mim

CymyTHi JOMIlIKHA aMOKCHLTIHY Teninmotinoi k-Tu i3omep 1 (€D, E) <1,0% 0,0 % m/m

(BEPX) Ieninno#iHoi k-tu isomep 2 (€D, E) <1,0% 0,0 % m/m
Iukeroninepasin (€D, C) <1,0% 0,1 % m/m
Bynp-sika inma inentudikosana qominika <1,0% 0,1 % mim
Byznp-sika iHma Heigentudikosana gomimka <0,3% 0,1 % m/m
3arajnbHa KiBKiCTh CYMyTHIX JOMIlIOK aMOKCHLMITIHY 1 % mim
<3%

Clavulanic Acid Impurities: 2.5% w/w maximum with respect to the labelled Clavulanic a

Clavulanate Polymer Acid content (5 % /W

y

Jlomiluky knaBynaHOBOT KHC/IOTH: MakcuMym 2,5% M/M 110 BiZHOIICHHIO A0 3a3HAYEHHOT Ha 0.5 % mim

noJyiiMep KJaByJlaHATY €THKETL KiJIbKOCTi KJaByJIaHOBO1 KHCJIOTH >

Identification of Titanium* A yellow-orange colour appears Not Tested

Inentudikauis Turany?

3’ABNSIETHCS YKOBTO-ITOMapaH4eBe 336apBJlCHHﬂ

He nposoautecs




Product: AUGMENTIN™ No: 74825

TIpenapar: AYTMEHTHH™ Howmep: 74825

Type: coated tablet Importing Country: Ukraine

Tun: Tabnerky, BKPUTi 060JI0HKOIO Kpaina ivnoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 16200 packs

Hozysanns: no 500mr/125mr Kinskicts npopyxuii B cepii: 16200 yn.

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Homep peectpaniiinoro mocsiguenns: UA/0987/02/02

aluminum foil pouch)

IMaxyBanus: Nel4 (7%2) y 6aicTepax
(xoxxen OiicTep pasoM 3
BOJIOr03aXACHUMMU IpaHyIaMH-caLle
y nakeri 3 amominiesol Gonsru)
Release Specification S2634

Creuundixauis S2634

Batch: T88A

Cepis: T88A

Manuf. Date: 08 05 2024 Approved by: Daniel Brookes
Hara Bupo6ruiirsa: 08 05 2024 V3romxeHo: Daniel Brookes
Expiry Date: 05 2027 Qualified Person
Tepmin npuparHocri: 05 2027 VrnoBHOBaxeHa ocoba

Microbial Contamination* (Ph.Eur.)
Total Aerobic Microbial Count - not more than
10® CFU per gram

Total Yeasts and Moulds - not more than 102
CFU per gram

Pathogens - Absence of Escherichia coli
3aranpHa KinbKicTh aepoGHUX MIKpOOPraHi3MiB —
He Ginse 103 KYO/r.

3aranpHa KinbKicTh APXIKOBUX Ta LBIIEBUX He npoBoauthcst
rpub6is — He Ginsme 102 KYO/T,

IMarorenu — BiacytHicTh Escherichia coli

Not Tested

Mixkpo6ionoriuna uucora?
(E€sp. Dapm.)

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 rclease.

2.The result is obtained from testing during in-process control .

3.Performed on 1 batch in 20.

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

TpumiTkn
1. Poamip TaGneTks BU3IHAYEHI OCHACTKOIO, [0 BUKOPHUCTOBYETHCS JII NPECYBaHHS TabNEeTOK, SKa MepeBipseThes
3iHO MPOTOKOTY BUPOGHHMIITEA cepii. Po3Mip TabieTky He nepeBipsAeTHCs IPH BUNYCKY Npenapara.
2. PesynsTaT oTpUMaHMit 3 TECTYBaHHS NPH MixonepauiiiHoMy KOHTpoOI.
3. BuxoHyersest Ha 1 3 20 cepiit.
4, Bukonyersca 1 pa3 Ha pik mpH BHMIYCKY, IO Moxe OyTH WIOPIYHOIO cepicto I BUBYCHHA CTabimpHOCTI
BinnosigHo GMP.

,)’)
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Product: AUGMENTIN™
Ipenapar: AYTMEHTHUH™

Type: coated tablet

Tum; TabneTky, BKpUTi 060JI0HKOIO
Dose: 500mg/125 mg

Josysauna: no 500mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

TTaxyBanms: Nel4 (7x2) y 6nicrepax
(xoxeH Gnicrep pazom 3
BOJIOT03aXHCHUMH TPaHy TaMU-canle
y nakeri 3 aimoMiHieBo1 (onsru)
Release Specification 52634
Cnenuixanis 52634

Batch: T88A

Cepia: T88A

Manuf. Date: 08 05 2024

Jara Bupo6uunrsa: 08 05 2024
Expiry Date: 05 2027

Tepmin npuaarHocri: 05 2027

No: 74825
Howmep: 74825

Importing Country: Ukraine

Kpaina iMnoprep: YKPATHA

Quantity in the batch: 16200 packs

Kinskicts npomyxkiii B cepii: 16200 ym.

Registration license number: UA/0987/02/02

Howmep peecrpanilinoro nocpinuenus: UA/0987/02/02

Approved by: Daniel Brookes
V3ropkeHo: Daniel Brookes
Qualified Person
YnoBHOBaxkeHa ocoba

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 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.

Ium s miaTBepMKyIO, 0 HaBeAeHa iHdopMauis € crpaBxHLOIO i TouHOW0. Cepis mpemapary Gysna BUrOTOBIEH,
BKIIIOYAIOYM NAKyBaHHs Ta KOHTPOJb SKOCTi, Ha 3a3Ha4eHil BuIne BUpoOHMYIN AinbHuLi B mOBHIM BigmOBiAHOCTI 10
suMor Hanesxcrol BupoOGHuuoi npakTuky (GMP), BCTaHOBIEHHX MICHEBHM DEryJSTOPHUM BiIOMCTBOM, & TAKOX B
NOBHi} BinmoBimHOCTI Mo cmenudikauiii, nepenbauennx y peectpauiliniii goxyMmeHTawii kpaiHu-iMmoprepa.
,I[oxymemauiﬂ CTOCOBHO BHPOOHHYOTO MpOLIECY, NAKYBaHHA i aHani3y cepii OyJia nepesipena, i 6y/10 BCTaHOBIEHO,
10 BOHA BiAnosinae BuMoraM HanexuHol BupoGuuyol npaktuxu (GMP).

Date of signature: | A €& LOR
Jara nigmnucy: IR 06 QORL{

APPROVED

12 JUN 2024

Daniel Brookes
Qualified Person

Signed (Qualified Person): /F>
IMianmuc (YnoBHOBaXxxeHa ocoGa)) ?

Qualified person name and surname: DIANIEC 4
Im"s1 Ta [Ipi3suie ynosHoBaxxeHo1 0co0u: DAVIEC _gchkgg

Worthing Quality Assurance Department
Binnin 3a6e3neuenns sxocti, Bopcinr

Manufacturer:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,
United Kingdom

MIA Number: MIA10592

Bupo6auk:

CmitKnsiin Biuem ®apmacsioTHKAIC
Knapennon Poya, Bopciur, BN14 8QH,
Benuka bpuranis

Howmep niuersii Ha BUpoGHUITBO Ta iMIOPT
Ne MIA10592




JAEPHKABHA CJIVIKBA 3 JIKAPCBKUX BACQBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KAIBCHKII OBJIACTI
nipoB. Caitmiraro! Hanil, 3, mKuis, 02099, rei/daxc: (044) 363-06-50-
E-mail: dls.ko@dls.gov.ua, Kox €PTIOY 37078774 '

BUCHOBOK |
PO SKICTE BBEICHOID B Yxpainy nikapeskoro sacoly
11.09.2024 Ne 45168/24/10
AYITMEHTHH™

(ratpenyparss mxapcekoro 3acoy, ITEAHO 3 peccTpatliitrm THOCHI AMSHHAM)
TabIeTH, BRPATI 06ox0HK010, 500 mi/125 mr o 7 Tabnerox y Gaicrepi (xoxen Gaictep
PA30M 3 BOAOT03aXHCHHMU TPaKyIaMi-canme Y Hareti 3 amoMiniesol toasru); no 2
futicTepu B axerax v kapronwiii yIaKoBmi

{ipopata mimrycky, HosyRAHEA, BHE NEKYRARES FKApCRrore 1aco0y)}
Homep pescrpanisinoro nocsiguenns UA/Q987/02/07 ©TpOK AT peectpaniiinoro noesinuenus 01.01.2099
Cepis.nixaperkoro 3acofy Ne WH2M Kinsxicts spesetioro nixapesioro zacoby 16177

BupoSiux CmiTK iy Biues .ibapMacBroT{é;Kanc, Bemyka bpuranis

{HativenyBars BHPOUHHKR NKAPCEKETs 3200y, kpalia TIOXOIKEHNs)

Beeseno 8 Yipainy TorapucTBo 3. 06Mexenon sinnosizansHicTIo "TrakcoCmiTK aniin
Papmacsioricane Vipaiaa", inenr. kox: 35619519

{natvenyeanus ta xox 3a CAPTIOY wopuairiiol ocobn aba npizBHLLe, iM'F, no Oarsxoni
diserenet ocobu - DApHEMiE, T Micue TPOKUBAHIS Ta peecTpanilinuit nomep. o6riosoi
KAPTRH MUITHIKS 0KaTEL: 200 cepix Ta HOMEp TacHopra}

ﬁpo'm:téh'his'ymmtjro'Kﬁm‘ponm‘-'ﬁm 10.09.2024 N2 2684/2.

3a pesynETaTAMH HEPIABMOTO.  KONTPOIiG BCTAHORNEHO, ING MIKAPCEKMN 340i6 Bhesemo 'm Vipainy 5

AOTPDHMAHHIM sumor FAKOHOHABCTRA oa0 3a0esneueniy ko aixapeernx acohis,

AL

HIpoma) 7 [ (Triiades T npizmme)

6/

Bikrop CTEGKIBCHKHH




Product: AUGMENTINT™
Hpenapar: AYIMEHTHHTH

Type: coated {ablet

Tur: Tabnerrst, BrpnTi GGOHOHIKOIO
Dose: 500mg/125 mg

Hosysanua: no 50004125
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

Hacysaung: Neld (7x2) y Gnicrepax
{kooen Bricrep pasom 3
BONOTOIAXHCHUMH TPAHY NAMI-CALTE ¥
naweri 3 amomisiesol domsru)
Release Specification $2634
Crieundhirauin 32634

Batch: WF2M

Cepin; WF2M

Manuf. Date; 04 06 2024

Hara supobuunrea: 04 06 2024
Expiry Date; 06 2027

Tepwmin npugaraocri: 06 2027

Efficacy/Strength of preparation: Active diug substinee: anioxiciliin

Quality certificate
Ceprudirar sscoeri

No: 74962

Honiep: 74962

Importirig Country: Ukraine
Kpaina imnoprep: VEPATHA

Quantity in the batch: 16177 pacics
Kinekicrs nposysuii 3 cepii; 16177 v,

Registration license number: UAK0987/02/02 o
Howmep peecrpauiiiuoro [HOCRIRYCHLIS: UA/0987/02/02

Nik Bal}

Nik Ball
Qualified Person

Y noBHOBRIKEHA 0C06a

Approved by:
Yaromxeno:

form of amoxicillin trikydrate) 500 mg, clavulanio acid (in the form of potassium clavulanate) 125 mg,

‘Cuna uif/AkrusHicrs: Hiroul pewopunn:
1 raluerka micrurs BMOKCHIHNTIRY (

knarynanary) 125 mr.

AMOKCHLIHIH, KNABYIAHOBA KHCJOTa, :
y (opui amoxcnuniny TpHrigpary) 500 wr, knagynaHono! wenota (y dopmi kanio

- -

and clavulanic acid; 1 tablet contairis: Amiaxicillin {in the

TEST LIMITS RESULTS
HAMMEHYBAHHY TECTY HCITYCTHMI HOPMI PE3VJIbTAT
A white to off-white oval-shaped, coated tablet, debossed
5 5 with «AC» and a score line on one side and plain o the other
Descr . :
GRelpion side. Approximately 20mm by 9.5mm and about 6.6 - 7.8 Pass
mm thick!, The total nominal weight is 1.08 g.
Bina afo Gima 3 BLATIHKOM, BEpUTE 0BOROHKOIG OBIIBHA
TabNeTkA 3 BHIpasipYBasMM  warmcoM «AC» 2a nikieio
; . posnomy ta oqueMy Gould, yuera 3 inworg Goxy; RpuGAKIHO < 3
RULL 20 MM JOBKHAROIO, 9,5 My LWHPHACIO TA 61H3LKO 6,6 - 7,8 MM Bianontuae
ToButot', Cymapia Hominansna parg rabneTkn craanae
1,08 r, .
Identification A (HPLC) Compliance with retention time Pass
Loentudixanis A (REPX) Bianoninuicrs vacy YTPHUMYBAGHA. Binnosizae
Identification B TI_:C: Relention lime comparable to the reference,
(TLC or IR or NIR) IR: Speetrum eomparable to standard. Pass
NIR: Spectrum compacable to standard. i
Tnerrruiicanis B 'I;LLIX: Yac YTpamattn TP BHAEQ 31 cranznprom. ’ ) . i
i [Y-cueicrpockormis: CrekTp nopisttoeTsen 3 CTaHAAPTOM, Bijnoninae
(TIIX wu 1Y i BIY) . . ; .
BIY9-citekrpockoniy; Crreserp nopisnoersen 3i CTaHADTON,
Uniformity of Weight? Complics with Ph. Eur. Pass
Onwopigeicr, Macu? Y sinnosinnocri o0 Cop. Dapm, Bixnosinae
Disiategration Max 30 min 15 min
LPOS['[{],L{&HHSI Maxe. 30 xa. 15 xn ]
i




Product: AUGMENTINTM
Tpenapar: AYTMEHTH{™

Type: coated iablet

T raGnerky, BRphTi 060NGHKo0
Doser 500mg/125 mg

Hozysanma: mo 500Mr/1255r
Presentation; # 14 (7x2) in blisters:
(each blister with desiccant sachet in
aluminum foil pouch)
Maxysannn:Nel4 (7x2) y Sricrepax
{(xower Guictep pesom 3

BONOTO38XHOHMSE TNy aMH-caLIe ¥

_Maketi 3 amomitiesol gofsrg)
Release Specification $2634
Cuieustixauis 52634
Balch: WF2M
Cepis: WF2M
Manuf. Date; 04062024
-Hera prpobusiraa: 04 06 2024
Expiry Date; 062027
Tepiint npuaarsocti: 062027

Nov 74962

Home : 74962 _
Importing Cousitey: Ukiaing
Kpaina immoprep: YKPATHA

Quantity in the batch: 16177 packs

Kinskicts npoaykuii o copii: 16177 ¥
Registration license number: UA/0987/02/02 o
Homep peccrpauifisara nocigwenns: UA/9R7/02/07

Nik Ball

Nik Bali
Qualified Person
YHOBHOB®IKEHA 0cofa

Approved by:
Yaromiceno:

s

Dissolution®
(%6 declared amoxicillin and
clavulanate).

The dissolution of the active Engrédient complies with the

tequirements of the Ph.Eur,

{(Paddle apparatus method, T5rpm, medium: 900m] water)
Q= 85% within 30 minutes,

Aceeplance Crileria: According to Ph.Eur.. for cofiventionsl

dosage form,

Posunnenns®
(% nix saseneno xinnrocri
BMOKCHUMIIHY Ta KIABYARHATY)

Not Tested

Posunnenns gilounx PEYOBHI BINTIOBINAE BHMOTEM €op.
Bapm,
(Meroy i3 sacroeysanumm Jomactaore auaparty, 75 of, f xu,

-cepegomue: 900 mn zoan)

Q=85% 32 30 xBunun.
Kpurepitt npuitnstaocri: arino Enp. dapm. Ann ssuvaiino
H030BAHOT dopyiy.

He nposongptnea

Buicr knasyranorot knenoTu

K1aBynatany KHCHOTY.
(93-105% pi 3ashaneriof Kiabkoeri)

Presence and integrity of Film Coat No gross defects are observed Pass
Haspuicrs Ta nirichicrs o6omonxy H s i n x
TaF T € CrioeTepiraeTbes SHaHY Hediekcrin innosinae
Equilibrium Relative Humidity? [0.0% maximum 54 %
PinHOBHKHE BIHOCHA BOJOrGTE? make. 10,0% 54 %
475 1o 525 mg per average tablet, calculuted as Amoxicillin s02m
Amoxicilfin Content free acid (95-105% of declared) &
475 - 525 Mr Ha cepenuio Bary TabseTiy, b TIepepaxyHxy Ha 502 wr
Bumier amoxcuupniny AMOKCHUMITE sk Binbiy kucnoety (95-105% min sasnavenot
iinbkocti)
R g 119 16 131 mg per averape tablet, calculated as Clavulanic 124 m,
Clavulanic Acid Content Acid, (95-105"/%;'Efdcclare%) g
119 - 131 Mr na cepeanio BAry vadneTky, s TIepepaxyHxy Ha 124 wr




Product: AUGMENTIN™
Hipenapar: AVIMEHTHHTH

Type: coated tablet

Tum: Talnerxn, skpuri ofonowmioio:
Dose: 500mg/125 mg

Hoaysauus: no 500xp/125mr
Presentation: # 14 (7x2) iz blisters

{each blister with desiccant sachet in

aluminum foil pouch)

Heanysanmse: Nel4-(7x2) y 6nicrepax

(kosxen Gaicrep pasom 3

BAIOre3axHEHUMN rpauyjiaMu-came y

nAkeTi 3 amoMinienof Gosinri)
Release Specification $2634
Cneundixanis §2634

Batch: WF2M

Cepin: WF2M

Manuf. Date: 04 06 2024

Hara supobunieaa: 04 06 2024
‘Expity Dale: 06 2027

Tepmin npuparuocti: 06 2027

No: 74962

Homep: 74962

Importing Country: Ukraine
Kpaina ismoprep:. YKPATHA

Quantity in the batch: 16177 packy

Kinzxicrs npoaykuii s cepit:. 16177 yu:
Registration license number; UA/Q987/02/02
Houep pecerpauiiinero nocsinyemms: UA/0987/02/02

Approved by, Nik Ball
Yaromuceno: Nik Ball
Qualified Person

Ynosuounmxewa ocoba

-

3%

Amoxicillin Dimer (Ph.Eur, J) <[.2% 0.5 % why
a - Amoxicillin penicilloic acid (PhEur. D)y  <1.0% 0.1 % whw
B - Amoxicilfin peaicitloic acid {Ph.Eur, I} <1.0% 0.0 % wihw
Amoxicillin Related Substances Penilloic Acid Isomer I (Ph.Eur. E) “1L0% 0.0 % whw
(HPLO) Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % wiw
Diketopiperazine {Ph.Eur, C) <10% 0.1 % whv
Any other identified [mpurity %1.0% 0.1 % why
Any other'unidentificd impurily <0.3% 0.1 % wiw
Total Amoxicillin Related Substances <3%. 1% whv
AsorcHuHnin auMep (O, 1) <1,2% 0,5 % mim
U - AMOKCHUNRIH neaiuunnoiki k-t (€D, ) <1,0% 0,1 % m/m
P - AMoxenimnin neHinminodina k-ra (€D, DY <1,0% 0,0 % mim
Cyryrii gomiuric asiokcriyniy Hextunotinof k-t izomep 1 (€D, E) =1,0% 0,0 % ar/na
(BEPX) leninnofinot i-mn somep 2 (Co, E) =1,0% 0,0 % mim
Mukeroninepasin (€, C} =1,0% 0,1 % mins
Byab-nka ituna inenTuiikonana nomitine =10% 0,1 %% i
Byan-ska inma HEiReHTHGIORANA NoMi it =0,3% 0,1 % m/m
aranpiia KineRICTL CYMyThix goMiwmox aMoxcHIniny I % mim

Clavulanic Acid Impurities;
Clavulanate Polynier

2.5% w/w maximum witli respect to the iabelled Clavulanic
Acid content

0.5 % wiw

Homiwkn knasynanopoi kucroTH:
noaimep knasymauaTy

Maxkeumym 2,5% sine 10 BiHoICHING N0 3a3HAYEHHOT HA
eThrerui KiLKoeTi cnasyaasonol kncioTH

0,5 Y% ne/nt

Identification of Titanium?

A yellow-orange colour appears

Not Tested

Inenrngikauia TuTARLY?

3 ABIAETLON HOBTO-TIMapanYEIe sabapanenim 1

e nponogurnes




Product: AUGMENTIN™ No: 74962

fIpenapar; AYTMEHTHFT™ Homep; 74962 o

Type: coated tablet Importing Country: Ukraine

Tum: rabrericn, BkpaTi 0Bon0HKOW ‘Kpaina imnoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 16177 packs

Joaysains: ne S00M/125mr Kineriere npoaysuii s cepii: 16177 yir.

Presentation: # k4 (7x2) in blisters Registiation license number; UA/D987/02/02 _
(each blister with desiceant sachetin Homep peectpaiitnoro nocsizuenns: UA/Q987/02/02

aluminum foil pouch)

Nagysauns: Neld (7x2) y Gliicrepax
(1co3sceu Gricrep pazom 4
BOJIOTOIAXHICHHMY FPaHyIIaMu-CaLile:
.y-nukeri 3 amowmiuicsol doanre)
Release Specification $2634
Crennipirasin 52634

Batch: WF2M

Cepis: WF2M

Manuf. Date: 04 06 2024 Approved by: Nik Ball

-Hara supeGhnarsa: 04-06 2024 “YarokeHo: Nik Ball
Lixpiry Date: 06 2027 Qualificd Person
Tepnsin npunaruocri; 06 2027 YrRoBHOBAKEHA 0coba

FMicmbiaI Contamination® (Ph.Eur.)
Total Aerobic Microbial Count - not more than

10° CFU per gram

Total Yeasts and Moulds - not. more than 102

CFU per gram

Pathogens - Absence of Escherichia col

3aransHa kinsxicrs nepobunx MiKpoopTauiamis —

He Ginbue 10° KV O/,

3arannha KinnkicTL Hpiigukonuy Ta 1BineBmx He nposomirteea

rpudin - e Bimue 102 KYO/r,

[larorens — sineyrnics Escherichia coli J

Not Tested

MixpoGionoriyna uncoral
{(€sp. Dapu.)

Notes

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

2.The result is oblained from testing during in-process contral ,

3.Performed on 1 balch in 20,

4.Purformed once a year al release, which may be the annual GMJ? stabilily bateh,

IMprmivices
1. Posuip taGneror sismaveni OCHBCTKDIO, 100 BHKOPHCTOBYETGER JUM TIPECY BANHS TabHETOR, 5k nepesipseTses
IrijiHO NPOTOKONY BEPOGHIITEA cepii. Fosmip raBreriu we nepesipaereey npa BHYTKY Mpeslapara.
2. Pesynutar oTpunanii 3 TECTYBARHEA APH Mixenepanifromy koaTpoti.
3. Bunonyerses ua 1 320 cepiit.
4. Buxonyerton 1 pas na pix apu BHTYCKY, 10 MOdMe OyT# tOpHHOIO cepicio M BUBYeHHA -CTaBiibLOGT
sixnosigno GMP,




Product: AUGMENTINTS
Hpenapar: AVIMERTHHT™
Type: coated tablet

Thrr; TaBneTky, BRPUTI 06OIOHKOIO
Dese: 500mg/125 mg

Hoaysauns: mo 300mr/125mr
Presentation: # 14 (7%2) in blistérs:

{each blister with: desiccant sachet in .

aluminum foil pouch)

Takysanns; Met4 (72) y Snicrepax
(roxcH Baictep pazom o
BOJOTO3AXHCHHMH TPARYITEMI-CALIE
¥ nakeri 3 anoMiniesol Gonsru)
Release Specification 82634
Creumdixauin $2634

Batch: WF2M

Cepis: WF2M

Manuf. Date: 04 062024

Hara supoGuunrpa; 04 06 2024
Expiry Date: 06 2027

Tepuie npurarrocri: 06 2027

[ hiereby ceriify that the-information in
manufactured, including packaging/labell
the GMP requirements of the local Regu
of the final destination country or pro
processing, packaging and analysis records we

found to be-in compliance with GMP.

L. » migrsepaacyio, wo waneiena iHdopmani e cn

‘No: 74962

Homcp: 74962

Importing Countiy: Ukrdine

Kpaina imnoprep; YKPATTTA

Quantity in the batch:. 16177 packs

Kinnxicrs Bposykuif » eepit: 16177 yit.

Registration license number: UAZ987/02/02

Howmep peecrpauiitnoro noesigtenns: UAAQ987/02/03

Nik Ball
Nik Balt
Quulitied Person
YilosHoBaEHA DCoba

Approved by:
¥aromxeso:

this certificate is authientic and actwrte. This batoh of product has been
ing and quality control at the above-mentioned site in fal] compliance with
latory Authority and with-the specifications in the Marketing Authorisation
duct specification file for Investigational Medicinal Producis. The. batch
re reviewed and

PaBkNBGIO | ToYHGI0, Cepin npemapaty §yia BHroToBnEHA,
eHiii BrIUe MmpoBuuuiil ginguuni B nosuiit sixsosinnocri xo
HOBJICH X MiCHEBHM pCF}’J]ﬂTOpHHM Bi,{lOMC’T‘BOM, a TAKOoMK 1

Nnoenif  sianosignocri A0 crenmdikartiii, nepeifateHnx Y peecrpauiiinii Hogymentaui’ Kpaini-iMnoprepa..
HoxyMenTaiia cTocosHo Bupobuntore nponecy, RAKYBaHHS | auanizy cepii 6yna fiepeBipesa, i Gyro BCTAHOBIGHO,

e Bosa Binnoeixae sumoram Hanesnof BHPOBHHUGT HpakTHKH (GMP).

Date of signature: 0. 8.2 02.4c Signed (Qualified Person):

Hara migmucy: Gl o8, 20 LS‘,. Migrue (Ynostosawens acota)- 'y
Qualified person name and surnainc: oLe {ﬂ’ﬁl_t;.'
Im's 1a Ipisnuse ynosuosamenof ocoBi: A didie. ;

Worthiing Quality Assurance Departinent.
Binnin za8esncyennsn sroeti; Bopeiar

‘Manufacturey:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,
Uhited Kingdom

MIA Number: MIA 10592

Bupofume:

CrirECasiin Bivem dapaachioraine
Knapenaon Poya, Bopeinr, BN14 8Q1],
Benuka Bprrania

‘Homep jtinensii #a supoGuuureo ta iMropT
Na MIA10592




Déﬂ

JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBHKIH OBJTACTI

mpoB. Ceitmuaaoi Hapii, 3, m.KuiB, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EOPIIOY 37078774

BHUCHOBOK
Ipo AKICTh BBe3eHOro B YKpaiHy JikapcbKoro 3acofy
16.07.2024 Ne 34511/24/10
AYI'MEHTHH™

(HaiiMeRyBaHHA TIKAPCHKOTO 3acody riIHO 3 pecCTPANIAHMM NOCBITTeHHAM)

TabJeTKH, RKPHTI 000108K010, 500 MI/125 Mr no 7 TabneTok y GricTepi (koxken GaicTep
Pa3oM 3 BOJIOro3aXHCHHMHE IPaHy/1aMH-callle Y aKeTi 3 adwoMinicsol ¢onbrn); mo 2
GJicTepH B NaKeTax Y KApTOHHIH YNaKoBOi
(thopna numTycky, AoaYRAHE, BU NAKYBAHHE TKAPELKOTG 3a006Y)

Howmep peectpauiiinoro noceimenns UA/0987/02/02 crpox nii peectpaniiinoro noceizuerns 01.01.2099
Cepin nikapcsxoro sacoGy Ne TF2ZW Kinskicts BBe3eHOrO Nikapeskoro sacoGy 16101

BupoGHni CwumitKnaiiu Bigem ®apmaceiotHranc, Bennka Bputania
(BalMeHYBAHHA BHPOGHHKS JIKAPCRKOrD 3aco0y, kpalHa MTOXOmKeHHS )

Baeseno B Ykpainy TorapHCTEO 3 00MeXKeH010 BianopizampHicTO "InakcoCMiTIK naiin
PapmackiTiKadc YKpaiHa', inent. won: 33619519
(HaltMenygarusa Ta kon 3a CJIPTIOY ropumauoi ocoGu abo npissHme, iM'1, 0o HaThkoRi
dismmoi ocobn - manpremip, 1 Miclle NPpoKHEARHA Ta peecTPalliIL HOMep 0GTkoROT
KAPTIH INTATHAKA [IOHATKIB afo cepis Ta HOMEp HacnopTa)

Ipoeroken sizyamsaore xoarpome six 09.07.2024 N 1996/6.

3a pe3sydpTeTEMH  JEpXABHOIO KORATPONMIO RBCTAHOBNCGHO, INO JiKapchkuH 3aci BBesemo B YipalHy 3
AOTPHMAHHSAM BuMOT 38K0HOIARCTR2 MOE-380eSHeqeN A AKOCT] JIKapCHRUX 33c06iB,

e NG\
TOKY MEHTI B\gj\\
] 5)

Bixrop CTE®KIBCLKUHA

(iniuiany Ta npizsnwe)




Product: AUGMENTINT
IIpenapar: AYTMEHTHH™

Type: coated tablet

Tum: TaGneTkH, PBEPUTI 0GONOHKOI0
Dose: 500mg/125 mg

Hozysauus: oo 500ur/125Mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch}

Maxyeanua; Nel4 (7x2) y GnicTepax
{xosxen Gnicrep pasoM 3
BOJIOrOSAXHCHAMH IPaHyNaMU-CAIlE ¥
naxeri 3 amominierol Qo)
Release Specification $2634
Crenuixauis 52634

Batch: TF2W

Cepin: TF2W

Manuf, Date: 08 05 2024

Dara pupoGryurea; 08 05 2024
Expiry Date: 05 2027

Tepmin npnaarHocti: 05 2027

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the

Quality certificate
Ceprndikat sxocti

No: 74823

Homep: 74823

Importing Country: Ukraine
Kpaina imnoprep: YKPATHA

Quantity in the batch: 16101 packs
Kinsxicts npoayxuii B cepii: 16101 yo.

Registration license number; UA/0987/02/02

Homep peectpaniftnoro noceiguensa: UA/0987/02/02

Ian Bevan
Ian Bevan
Qualified Person

Approved by:
Y3iroameno:

YoeHoraweHa ocoba

form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate) 125 mg.
Cuna nii/ Axrysricts; Jliioul peuosHEm: aMOKCHIMAIH, KIABY IAHOBA KHCIOTS,

1 TaGnmerka MicTHT, aMokcHumminy (y Gopmi amoxcuWniny Tpurigpaty) 500 Mr, knabynasHoBoi kucnoTd {y ¢opmi xaniio

Knapynanary) 125 r,

TEST LIMITS RESULTS
HAWMEHYBAHHA TECTY JOITY CTHMI HOPMH PE3YJIILTAT
A white to off-white oval-shaped, coated tablet, debossed
Descriotion with «AC» and a score line on one side and plain on the other Pass
P side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick!. The total nominal weight is 1.08 g.
Bina abo 6ina 3 migrinkoM, BxpHTa OGONORKOIY OBRILHA
TalneTka 3 BUTPABipYBAHHM HamHcoM «AC» Ta ninieo
po2noMy HE ofHoMY Gomi, 9ACTE 3 iHlnoro Goxy: mpuOMMIHO . .
Onne 20 MM JOBKEHO, 9,5 MM IIMPHHOIO T2 GNH3EKO 6,6 - 7,8 MM Bixmorinae
ToBwuHow!, Cymapua Hominamnwa para Tafmerxu cxnaaaec
1,08r.
Identification A (HPLC) Compliance with retention time Pass
Inenrudirania A (BEPX) BinnopiguicTs gacy yrpumysaHHs, Bianosinae
Identification B '
(TLC or IR or NIR) . Pass
- JFIIEK: Yac yag TIOPIBHAHO 31 CTAHMAPTOM,
Ineurngixauis B \I‘i-\dnbki*ﬁ& Crexrp noplsmom,cn ai CraHIapToM. Bimnosinae
(TIIX =1 IY uu BIY)
CORiR: CneKTp NOPIBHIOETHCR 31 CTAHAAPTOM.
Uniformity of Weight? t ol th P&, Bur. Pass
OaHOpiaHicTs Mack? 'V signosianecti’ ib €ap. apwm. BianoBinae
Disintegration Max 30 mi/ // 15 min
Posnagsss 3 :Magc\ﬁla@ >/ 15 xn
\ ‘.

\{‘””J M.




Product: AUGMENTIN™
Tpenapar: AYIMEHTHH™

Type: coated tablet

Tum: TabneTky, BEpHTI 000NOHKOI0
Dose; 500mg/125 mg

Hoaypanss: mo 500Mn/125mr
Presentation: # 14 {7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)
Taxysauua:Neld4 (7x2) y Gnicrepax
{xoxeH GnicTep pasoM 3
BOJOI03aXHCHEMU NPaHyJIaMH-CALIE ¥
naxeTi 3 amouMinicrol donsri)
Release Specification $2634
Crenndixauiz S2634

Batch: TF2W

Cepia: TF2ZW

Manuf, Date: 08 05 2024

Jlata supoGunrea: 08 05 2024
Expiry Date: 05 2027

Tepmin npugaruocri: 05 2027

No: 74823
Home : 74823

Importing Country: Ukraine
Kpafus immoprep: YKPATHA

Quantity in the batch: 16101 packs

Kinsricrs npogywnii B cepit: 16101 ym.
Registration license number: UA/987/02/02
Houmep peecrpauiiinoro noceimaennn: UA/0987/02/02

Ian Bevan

[an Bevan
Qualified Person
VnosHoRaXEHA ocoba

Approved by:
Varommeno:

The dissolution of the active ingredient complies with the
requirements of the Ph.Eur,

Dissolution® _
{% declared amoxicillin and (Ps;dglizp]:_imu E.'m; &n et.hOd’ 75tpm, medium: 900m! water) Not Tested
clavulanate). Q=85% wi I oN iR .
Acceptance Criteria: According to Ph.Eur. for conventional |
dosage form,
PO3uHHCHHA Ail09WX pPEYOBHH BiONOBig&ee BHMOTEM €RP.
Dapm.
Posunrenns® (Meron i3 sacTOCYBAHHAM NOMACTHOTO anapaty, 75 o6. / xs,
{% mig 2anenenof xinLkocti cepenopuine: 900 Mn soaM) He BpoBOARTECA
aMOKCHLIMNIHY Ta KIABYJNAHATY) Q=85% 3a 30 xBumMH.
Kpurepifi npulinaraocri: srinpo €sp. Capu. s sepvalinoi
2030BaHOT hopMH. e inio N\,
Presence and integrity of Film Coat No pross defects are observed 70— z;;\ Pass
Hasgericts Ta ninichicts oGononku ; 5
R He cnocrepiracTscs 3Haln)%n;v€m s \\l HTIB \_,\ Binnosinse
Equilibrium Relative Humidity® 10.0% maximum .. . = 6.2 %
PipHOBM®KHA B{IHOCHA BOAOTICTH? maxe. 10,0% 5[ " % % l B 6,2 %
475 to 525 mg per av blct, EasAmp‘ﬂ in 500
Amoxicillin Content free acid (95-105% of dec / © ; me
' . 475 - 525 ur Ha cepeato 'ﬁ@mﬁcﬁ 8 ﬂgp( xy Ha 500 ar
BuicT aMOKCHLMITIHY aMOKCHLIMNIH AK BiNBHY KM *Mﬁ% B HageHOT
KIBKOCTI}
; . 119 to 131 mg per average tablet, calculated as Clavulanic 124 mg
ClayulanioiAaki Contont Acid. (95-105% of declared)
119 - 131 Mr na cepeHio Bary Ta6NeTkH, B REpepaxyHKy Ha 124 ae

BuicT knapyn1anoBoi KHCIOTH

KN2BYAHOBY KHCIOTY.

(93-105% Bia 3a3HaueHol kinkkocri)




Product; AUGMENTINT™
Iperrapar: AYTMEHTHH™

Type: coated tablet

Tum; Tabnerky, BKPUTE 06010HKOH
Dose: 500mg/125 mg

Joayranus: no 500mMr/125mr
Presentation: # 14 (7x2) in blisters
(=ach blister with desiccant sachet in
aluminum foil pouch)

IaxysanHa: Nol4 (7x2) ¥ GuicTepax
(xowmen GricTep pasoM 3
BONOTO32XHCHHMH IPaHyIaMH-CRIIE ¥
nakeri 3 amoMiuiesol gosmru)

No: 74823

Homep: 74823

Importing Country: Ukraine

Kpaina imnoprep: YVKPATHA

Quantity in the batch: 16101 packs

Kimbxicts npomyruii B cepii: 16101 yn.

Registration license number: UA/0987/02/02

Homep peectpariiiuoro noceiguenns: UAA987/02/02

Release Specification 82634

Creupndixauis $2634

Baich: TF2W

Cepin; TF2W

Manuf. Date: 08 05 2024 Approved by:  lan Bevan

JHara supobuuurrsa: 08 05 2024 Yaromxeno: Ian Bevan

Expiry Date; 05 2027 Qualified Person

Tepmin npumarHocti: 05 2027 YnoeHoBaXkeHa ocoba
Amoxicillin Dimer (Ph.Eur. ) <1.2% 0.6 % wiw
o - Amozicillin penicilloic acid (Ph.Eur. D) <1.0% 0.2 % whw
B - Amoxicillin penicilloic acid (Ph.Ewr. D)  <1.0% 0.0 % wiw

Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur, E) =1.0% 0.0 % wiw

(HFLC) Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % wiw
Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified impurity =L.0% 0.1 % wiw
Any other unidentified impurity <0.3% 0.1 % wiw
Total Amoxicillin Related Substances 3% 1 % wiw
Anorcuunnin aumep (€O, I <£1,2% 0.6 % mim
o - AMOKCHIIUAIH nediuanoiiaa k-ta (E@, D) <1,0% 0,2 % mim
B - Amoxcuimin nesimmnnoitaa k-ra (€0, D) <1,0% 0,0 % mim

Cynyrni ZOMILlIKA AMOKCHLIAMIELY IMenimnoinot x-ru iaomep 1 (€, E) <1,0% 0,0 % mim

(BEPX) Heninnofinoi k-t isomep 2 (€D, E) =1,0% 0,0 % mim
Huxeroninepasin (€D, C) . =1,0% 0,1 % mim
Byae-axa inma inenradixonanus gk 0,1 % mim
Byus-aka iHma Hei,nelmidli 1 0,1 % mn
3aransHa KinbKicTs DY Ty 1% mim
3% n\u\\HHHB BN

Clavulanic Acid Impurities: 2.5% wiw maximum wi# {r(épéét to the label ﬂ(pg\qﬂ 0.3 % wiw

Clavulanate Polymer Acid content ur Afl E: "

JIOMilIKE KABYAZHOROT KHCIOTH: Maxcumyn 2,5% m/m nd) om&nﬁ&j}hﬁmaqe}mqﬁ; 0.3 % o

HOMMEp KNABYIAHATY ETHKETIH KiTeKOCTI KNI 1 kucroTH a /9 7 M

Identification of Titenium? A yellow-orange colour u\ 2181\ o )/ ‘\i/ Not Tested

|_Imenradikauia Terany? 3’APNSETHCA JOBTO-IOMAPE mmmm\ o He npoBomrscs




Product: AUGMENTIN™ No: 74823

Tpenapar: AYTMEHTHH™ Homep: 74823

Type: coated tablet Importing Country: Ukraine

Tum: Tabnerky, PKpuTi 0G0NOHKOI0 Kpaina imnoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 16101 packs

Hosysaues; 110 S00Mr/125mMr Kinskicrs npogyruii B cepil: 16101 yn.

Presentation: # 14 (7x2) in blisters Regisiration license number; UA/0987/02/02

(each blister with desiccant sachet in Howmep peectpanifidoro noceimaenns: UA/0987/02/02
aluminum foil pouch)

Tlakysanns: Neld (7x2) y Gnicrepax

(xoken GmicTep paloM 3

BONOTO3AXUCHHME IPAHY IAMH-CALIC
¥ nakeri 3 witioMiHierol donern)

Release Specification 52634

Crermdiranin $2634

Batch: TF2W

Cepix; TF2W

Mamuf, Date: 08 05 2024 Approved by: Ian Bevan
Jata supotaares: 08 05 2024 VaroaxeHo: Ian Bevan
Expiry Date: 05 2027 Qualified Person
Tepmin npugarHocti: 05 2027 VnosnosaxeHa ocoba

Microbial Contamination* (Ph.Eur.)
Total Aerobic Microbial Count - not more than

10° CFU per gram

Total Yeasts and Moulds - not more than 102 Not Tested
CFU per gram

Pathogens ~ Absence of Escherichia coli

BaransHa KinbKicTe aepofumx Mikpooprasismie —
He Ginsmee 10° KYO/T.

l\gcpoﬁmnonm HncoTe! 3araibHa KiNbKICTs APIRUDROBHEX Ta OBLTEBIX He npopoasTsca
(€ap. Dapm.) rpubie — ne Glastne 102 KYOLT.

Tlarorenu — BincyTicts Escherichia coli
Notes

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

2.The result is obtained from testing during in-process control .

3.Performed on 1 batch in 20.

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

i 0]
eMEEDR 57

€TRCA JUiA TPECYRaHHA TAbNeTOK, SKa nepepipAeTect
' ipAeThca NPH BUMYCKY Npenapara.
HTPOJIL.

mopinHoK cepiel0 s BHBUEHHS craGimuocti
sinnoeiauo GMP.




Product; AUGMENTINT
Ipenapar: AYTMEHTHH™

Type: coated tablet

Twn: TabneTxn, BRPHTi 060I0HKCIO
Dose: 500mg/125 mg

Joaypanua: o S00MrY125mMr
Presentation; # 14 (7x2) in blisters
{each blister with desiccant sachetin
aluminum foil pouch)

TTaxyBanus: Nold (7%2) y GnicTepax
(xoxxeH GmicTep pasoM 3

BOJIOTO3AX ACHUMY TPaHy TaMH-CALIC
¥ naketi 3 amoumidiceoi domeru)
Release Specification 52634
Coeumixania 52634

Batch: TF2W

Cepin: TF2W

Manuf. Date: 08 05 2024

Hara supobuumrea: 08 05 2024
Expiry Date: 05 2027

Tepuin npupateocti: 05 2027

No: 74823
Homep: 74823

Importing Country: Ukraine

Kpaina immoprep; VKPATHA

Quantity in the batch: 16101 packs

Kinexicrs npemyxuii » cepil: 16101 ym.

Registration license number: TJA/0987/02/02

Howmep peecrpauiiinoro noceimuenna: UAS987/02/02

Approved by: Ian Bevan
VaromxeHo: Ian Bevan
Qualified Person
YooeHoR®MWeH: ocola

I hereby certify that the information in this certificate is authentic and accurate, This batch of product has been
manufectured, 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.

IluM 1 miATBepmAYIO, N0 HabeAcHa indopMalis € cnpamiHE0R i Touaoio, Cepin npemapary Oyma BHroTOBICHS,
BEJIOMAIONY [TAKYBAHHA TA KOHTPOIE AKOCTI, HA 3a3HAYCHIN Euine BupoGHuilt AinsHpIl B MoBHIE BignoBiNHOCTI d0
suvor Hanexwsol BupoOHIMOI npaxThid (GMP), BCTEHOBNEHNX MICIIEBHM DEry/STOPHHM BiOMCTBOM, & TAKOXK B
nopHili migmomimHoctTi no cnenwdiwanid, nepenbavenux y peectpauiiiRiit Aoxyderranii kpainu-iMnoprepa.

JlokyMenTalis crocoBHO BAPCOGHAYOrG mpoLecy, nakyeanus i ananiay cepil 6yna mepesipena, i Gyno BeraHo: s
mo poua Bigrosinae sumoram HanexkHol supoGhmmol npaxtaks (GMP), /

Date of signature; \2 r ol - 2024f

Jara mianrcy: \2- el - g

APPROVED
12 JUN 2024

lan Bevan.
Qualified Parson
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Signed (Qualified Person):
Tigme (Y noeHosaiena ocoba)

T B,
o Beoacs

Qualified person name and surname:
In’ 51 Ta [pisBrme ynoBAOBAXKEHOT 0CO0H!

Worthing Quality Assurance Department
Bianin sabesnedenns sxocti, Bopciar

nad

1

utier Bivest DapmMacki0THRANC

\j 1 x\_‘“\/\:qit faperion Poya, Bopcinr, BN14 8QH,

dipa WM.,

W _“Benuka Bpuranis
————"" Homep ninensii 513 BupoGHIITRO T2 iMOOpPT
Ne MIA10592




Product: AUGMENTIN™
[penapar: AYTMEHTHH™

Type: coated tablet

Tun: Tabnerky, BKPUTi 060JI0HKOIO
Dose: 500mg/125 mg

Jozysauust: no 500mr/125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)

IMaxysanus: Nel4 (7x2) y 6nicrepax
(korxeH Guicrep pasom 3
BOJIOFO3aXMCHHMH IpaHyTaMU-calle y
naxeri 3 ajmominieol donrru)
Release Specification S2634
Crenmtixanis 2634

Batch: WF2D

Cepis: WF2D

Manuf. Date: 04 06 2024

Mara BupoOHuursa: 04 06 2024
Expiry Date: 06 2027

Tepmin npunatHocti: 06 2027

Quality certificate
Ceprudikar sikocri

No: 74957

Howmep: 74957

Importing Country: Ukraine
Kpaina immoprep: VKPATHA

Quantity in the batch: 15607 packs
Kinekicts npoaykiil B cepii: 15607 ym.

Registration license number: UA/0987/02/02
Howmep peectpaniiinoro nocsinuenss: UA/0987/02/02

Approved by:  Sandra Hockett
YaromxeHo: Sandra Hockett
Qualified Person
YnosnoBaxeHa ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the
form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate) 125 mg.
Cuna nii/AxruBHicts: [[ifo4i pe4OBHHM: aMOKCHLIMIIH, KIABYIAHOBA KHCIIOTA,

1 tabnerka mictuth amokcnuuniny (y ¢opmi amoxcuwmniny tpurispary) 500 mr, knasynamoBoi kucioru (y ¢opmi kamito

KnaBynaHaty) 125 Mr.

TEST LIMITS RESULTS
HAWMEHYBAHHS TECTY JOIIYCTUMI HOPMH PE3VJIbTAT
A white to off-white oval-shaped, coated tablet, debossed
Peseriotion with «AC» and a score line on one side and plain on the other -
p side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick!. The total nominal weight is 1.08 g.
Bina abo Gima 3 BigTiHKOM, BKpPUTA OOOJOHKOHW OBallbHA
Tabnerka 3 BUrpaBipyBaHMM HamucoM «AC» Ta niHiero
po3snoMy Ha oaHoMy Ooll, 4HcTa 3 iHIIoro 6oxy; npubmusHO . .
Qe 20 MM IOBXKHHOIO, 9,5 MM IIUPHHOIO Ta 61U3bK0 6,6 - 7,8 MM Blanoeinag
ToBIMHOK!. CyMdpH4 HOMiHAIbHA Bard TaGISTKM CKIANEE
1,08 r.
Identification A (HPLC) Compliance with retention time Pass
Inentndikauis A (BEPX) BinnogignicTs yacy yTpuMyBaHHs. Bianosizae
e TLC: Retention time comparable to the reference.
Identification B
(TLC or IR or NIR) IR: Spectrum comparable to standard. Pass
NIR: Spectrum comparable to standard.
Tnenmndixauis B THIX: Yac YTPHMAHHS NOPIBHSHO 31 CTAHAAPTOM. . ‘
1Y-cnextpockomis: CriekTp MOPiBHIOETHCA 31 CTAHAAPTOM. Biarosizae
(TIIX un IY yu BIY) . . .
BIU-cnekrpockomnis: CriekTp NOPiBHIOETRCS 3i CTAHNAPTOM.
Uniformity of Weight? Complics with Ph, Eur, Pass
OnHopimnicTs Mack? V sinnosiguocri no €sp. dapm. Bianosizae
Disintegration Max 30 min | === min
Poznafanns Make. 30 xs. /,o JeX T NMLXX};)\
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Product: AUGMENTIN™
ITpenapar: AY'MEHTHUH™

Type: coated tablet

Twun: Tabnerky, BKPUTi 060JIOHKOIO
Dose: 500mg/125 mg

Jlosysauns: no S00mr/125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)
IMaxyBauns:Nel4 (7%2) y 6rnicrepax
(xoxeH 6ricTep pasom 3
BOJIOTO3aXHCIIHMMH rpaHyJaMu-cause y
nakeTi 3 amoMiHieBol (homnberu)
Release Specification $2634

No: 74957

Howme : 74957

Importing Country: Ukraine

Kpaina imnoprep: YKPATHA

Quantity in the batch: 15607 packs

Kinexicts mpoaykuif B cepif: 15607 ym.

Registration license number: UA/0987/02/02

Howmep peccrpauiitnoro nocsiguenna: UA/0987/02/02

Cremmdikanis S2634

Batch: WF2D

Cepis: WF2D

Manuf. Date: 04 06 2024 Approved by:  Sandra Hockett
Jlara Bupo6uunTBa: 04 06 2024 Y3roKeHo: Sandra Hockett

Expiry Date: 06 2027
Tepmin npuaarHocti: 06 2027

Qualified Person
YroBHoBaxkeHa ocoba

Dissolution®
(% declared amoxicillin and
clavulanate).

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

(Paddle apparatus method, 75rpm, medium: 900ml water)

Q = 85% within 30 minutes.

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

Not Tested

Posuunenns®
(% Bin 3asBIIEHOT KiNBKOCTI
aMOKCHLMJIIHY Ta K/aByJlaHary)

Po3unHeHHs MiIOMHX pESYOBMH Biamosimac BuMoram €ap.
Dapm.

(Meron i3 3acToCyBaHHAM JIOIACTHOTO anapary, 75 06. / X,
cepenouie: 900 M Boau)

Q=85% 3a 30 xBunuH.

Kpurepiii npuiinataocti: srinHo €pp. Papm. s 3suyakiHol
J1030BaHoT opMH.

He nposoauTecsa

Presence and integrity of Film Coat No gross defects are observed Pass
Hasasnicts Ta winicaicts 06onoHKH . ; . ;
Hc cnocrepiraerscs sHauHux gedexrin Bixnosixac
TabneTKn
Equilibrium Relative Humidity? 10.0% maximum 6.0%
PiBHOBa)KHA BiIHOCHA BOJIOTiCTh2 makce. 10,0% 6,0 %
475 to 525 mg per average tablet, calculated as Amaoxicillin 500 m
Amoxicillin Content free acid (95-105% of declared) g
475 - 525 Mr Ha cepeaHIO Bary TabNeTKH, B IiepepaxyHKy Ha
. . : ; : = 500 mMr
Buict amoxcuumniHy aMOKCHUMJIH sIK BinbHy Kucnoty (95-105% Bix 3asHaueHo]
KiNBKOCTi)
. ; 119 to 131 mg per average tablet, calculated as Clavulanic 126 mg
Clavulanic Acid Content Acid. (95-105% of declared)
119 - 131 Mr Ha cepeaHIo Bary TabNCTKH, B NEPEpaxyHKy Ha 126 mr

BMicT knaByaHOBOT KMCIIOTH

KJIABYNIAaHOBY KUCIIOTY.
(95-105% Bix 3a3HaYEHOT KiNbKOCTI)

‘ ha g \
NTOKY MEHTIB )




Product: AUGMENTIN™ No: 74957

Ipenapar: A YTMEHTHH™ Howmep: 74957

Type: coated tablet Importing Country: Ukraine

Tum: Tabnerky, BKpuTi 060JOHKOIO Kpaiua immoprep: VKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15607 packs

Josysanns: o S00mr/125mr Kinekicts mpoxykuil B cepiit 15607 yn.

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(cach blister with desiccant sachet in Howmep peecrpauiiinoro nocsinuensa: UA/0987/02/02

aluminum foil pouch)

Tlaxysaums: Nel4 (7X2) y 6nicrepax
(xoxceH QuicTep pasoMm 3
BOJIOTO3aXHCHAMH IPaHylaMu-caIlie y
MAaKeTi 3 aoMiHieBOi GONbIu)
Release Specification 52634

Creumikanis S2634

Batch: WF2D

Cepia: WF2D

Manuf, Date: 04 06 2024 Approved by:  Sandra Hockett

Jara pupo6uuursa: 04 06 2024 Y3romxeHo: Sandra Hockett

Expiry Date: 06 2027 Qualified Person

Tepmin mpuparHocti: 06 2027 YnoBHoBaxeHa 0coba
Amoxicillin Dimer (Ph.Eur. J) <1.2% 0.5 % w/w
o - Amoxicillin penicilloic acid (Ph.Eur. D)  <1.0% 0.1 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D) <1.0% 0.0 % wiw

Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur. E) <1.0% 0.0 % wiw

(HPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % w/iw
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
Awmoxcumnin aumep (€0, ) <1,2% 0,5 % mim
o - AMoxcuuiin neHinnmoiita k-ta (€@, D) <1,0% 0,1 % m/m
B - AMoxcuumnin nedinumioita k-ta (€P, D) <1,0% 0,0 % mim

CymyTHi JOMIlIKH aMOKCHIMITIHY Tleninnoiinoi k-tu izomep 1 (€D, E) <1,0% 0,0 % mim

(BEPX) Tleninnoiinot k-t isomep 2 (€D, E) <1,0% 0,0 % mim
Jukeraoninepazia (€D, C) <1,0% 0,1 % m/m
Byns-sxa inuta inentudikopana noMimxa <1,0% 0,1 % m/m
Byne-sika inwa weinenrudixosana fomimka  <0,3% 0,1 % mim
3araabHa KinpKicTb CYmyTHIX JOMIlIOK aMOKCHLIEIIIHY 1 % m/m
<3%

Clavulanic Acid Impurities: 2.5% w/w maximum with respect to the labelled Clavulanic 03 %

. 3 % wiw

Clavulanate Polymer Acid content

JloMilKy KiIaByaHOBOI KUCIIOTH: MaxkcumyM 2,5% M/M 10 RiTHOIIEHHIO 10 3a3Ha4eHHO] Ha 0.3 % M/n

nmojiMep KiaByaaHaTy STHKETL KiIbKOCTi KNaByJIaHOBOT KHCIOTH ?

Identification of Titanium* A yellow-orange colour appears Not Tested

Inenrndikanis Turany? 3’ABASETHCS XKOBTO-IOMapaH4YeBe 3a0apBlICHHS He npoBoputhbes

nad )

;

/v \EHTIB
JIOKY MEHT

53181508/
’dina \1:',‘3\//’;




Product: AUGMENTIN™ No: 74957

lpenapar: AYTMEHTHH™ Howmep: 74957

Type: coated tablet Importing Country: Ukraine

Tun: Tabnerky, BKpyTi 060IOHKOIO Kpaina immoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15607 packs

Josysanus: no S00Mr/125mr Kinekicts npoaykuil B cepii: 15607 ym.

Presentation: # 14 (7%2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Howmep peectpaniiinoro nocsinuenns: UA/0987/02/02
aluminum foil pouch)

Tlakysauus: Nel4 (7x2) y Gricrepax
(xoxen GnicTep pasom 3
BOJIOTO3aXHCHUMM [PaHyJIaMu-caLe
y nakeri 3 anoMiniesoi ¢onbra)
Release Specification S2634
Cneundikauia S2634

Batch: WF2D

Cepis: WF2D

Manuf. Date: 04 062024 Approved by: Sandra Hockett
Jlata Bupo6uuursa: 04 06 2024 VaromkeHo: Sandra Hockett
Expiry Date: 06 2027 Qualified Person
Tepmin npugatHocri: 06 2027 ‘VnoBHoBaxena ocoba

Microbial Contamination* (Ph.Eur.)
Total Aerobic Microbial Count - not more than
10* CFU per gram

Total Yeasts and Moulds - not more than 10?
CFU per gram

Pathogens - Absence of Escherichia coli

Not Tested

3aransHa KiTbKicTh aepoGHMX MikpoopraHismis —
He 6insme 10° KYO/T,

3arajibHa KineKicTh JAPXIKOBUX Ta LBIJIEBHX He npoBoauTtkCs
rpu6iB — He Ginbwe 102KYO/r.

IMarorenu — BincyTHicTh Escherichia coli

Mixkpo6ionoriuHa yncora’
(€Bp. Papm.)

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.The result is obtained from testing during in-process control .

3.Performed on 1 batch in 20.

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

TpumiTkn
1. Posmip TabncTKE BU3HAYEHI OCHACTKOIO, IO BHKOPHCTOBYCTLCA AJA MpecyBauusa TableTok, ska nepesipaeThca
3ri{HO NpoTOKOITY BUPOGHHUIITBA cepil. Po3Mip TabneTkn He NepeBipSETLC NPH BAINYCKY Lpeiapara.
2. PeaysbTaT 0TpMaHuii 3 TECTYBaHHA NPH MiXonepariifHOMy KOHTpOI.
3. Buxonyerscs Ha 1 3 20 cepiit.
4. BukoHyerbcs | pas Ha pik Npe BUOYCKY, IO MOXC OYTH IIOPIiYHOIO cepi€lo A BHBHEHHs CTalinbHOCTI
pignosiago GMP.




Product: AUGMENTIN™ No: 74957

Ilpenapar: AYTMEHTHH™ Howmep: 74957

Type: coated tablet Importing Country: Ukraine

Tum: TabneTku, BKPHTI 060NOHKOIO Kpaina immoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15607 packs

Tlosysauns: uo 500m1/125mr Kinsbkicrs npoaykuil B cepii: 15607 y1.

Presentation: # 14 (7%2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Howmep peecrpauiitnoro noceinuenns: UA/0987/02/02

aluminum foil pouch)

ITakypauns: Nel4 (7%2) y Gnicrepax
(xoxxen GuicTep pasom 3
BOJIOTO3aXHCHHMH IpalyiaMHi-caie
y nakeri 3 anoMiHieBoT JONErH)
Release Specification $2634
Creumdiranis S2634

Batch: WF2D

Cepis: WF2D

Manuf. Date: 04 06 2024 Approved by: Sandra Hockett
Jlara supoGuuuTea: 04 06 2024 VY3romxeHo: Sandra Hockett
Expiry Date: 06 2027 Qualified Person
Tepmin nmpuaarxocti: 06 2027 VuosHoBaxkeHa ocoba

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 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.

IluM 5 migTBEpMKYIO, 10 HaBeneHa iH(opMalis € cnpamxHB0I0 i TowHo. Cepis npemapary Gyqa BUrOTOBIEHa,
BKITIOTAI0MH TAKYBaHHs Ta KOHTPOJIb SKOCTI, Ha 3a3HadcHii Buie Bupo6HMiil AiNbHULI B MOBHil BiAmoBigHOCTI MO
puMor HanexHoi BupoGHu4oi npaxtukn (GMP), BCTaHOBIEHHX MICIIEBUM PETYISTOPHUM BiZIOMCTBOM, @ TaKOX B
noBHi¥ BignosigHocTi A0 cneuudikauii, mepenbauenHwx y peecrpauiiiniii mokymenTauii kpaiHu-immoprepa.
JlokyMeHTallis CrocOBHO BUPOGHHYOro MpoLecy, MaKyBaHHd i aHaisy cepii Gyna nepepipena, i 6yn10 BCTaHOBIEHO,
0 BOHA BiAnoBiAae BumoraM HanexHol Bupo6GHu4ol npaktuku (GMP).

Date of signature: OY O% RO Signed (Qualified Person); (p e ng{C\—qr’&f\ [
Jlara mizmucy: Ot 08 2024 Iligmuc (YnopHopaxeHa ocoba) g_() Ao

Qualified person name and surname: S‘ Hv e "HOC'KG(—T
Im’a Ta Ipisume yrosHoBaxeHoi ocobu: QA—-,\,I_CD,(’Q HeC ke T

Worthing Quality Assurance Department
Binnin sabesneuenns sxocri, Bopcinr

Manufacturer:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,
United Kingdom

MIA Number: MIA10592

Bupobuuic:

CmitKnsiin Biuem ®apmacbioTHicajc
Knapennou Poyn, Bopeinr, BN14 8QH,
Benuka Bpurtanis

Homep Jitiensii Ha BAPOGHALTBO Ta iMIopT
Ne MIA10592

/ TOKY MEHTIB




Product: AGGMENTINT
ITpenapar: AYTMEHTHH™

Type: coated tablet

Tum: Ta6nerxs, BKpHTI 060I0HKOI0
Nose: 500mg/125 mg

Josysarxs: no 500mr/125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch}

[lagypanea: Neld (7%2) y Gnicrepax
(xoxen GicTep pasoM 3
BOJIOTO3AXHCHAME IPREY/IAMH-CAIIE ¥
vaxeri 3 amomitiesol Gonsra)
Release Specitication 82634
Croenwdirauia 82634

Batch: EUGH

Cepin: EUsH

Manuf, Date: 31 10 2023

Jlara supobumrsa: 31 10 2023
Expiry Date: 102026

Tepmin npenarroci: 10 2026

Bfﬁuwy/Stwnglh ol propuration: Aclive drug subslance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the

Quality certificate
CeprHbikaT sikocTi

No: 74408

Homep: 74408

Importing Couniry: Ukraine
Kpaira imnoprep: YKPATHA

Quantity in the batch: 15795 packs

Kimsnicts npomyroil » cepil: 15795 yn.

Regisiration license numher: TJA/09R7/02/02

Houmep pecorpaititiore moosiggerin: UA/987/02/02

Approved by:  Melanic Prince

Y3romKeHo: Melanie Prince
Qualiffed Person

VnosHoRaxcHa ocoba

form of amoxicillin trihydrate) 500 mg, clavulanic acid {in the form of potassium clavulanate) 125 mg.
Cana aiif AxrasaicTs: [io|i peqoBuHn: AMOKCHTITEH, XNARYNAHORA KUCTOTA;

1 Tabnerrs MicTurh AMoEcHImAMHY (Y Gopwi amokcImaniny Tpurigpary) 500 mr, KnaeynaHoBoi kucnoTd (¥ dopwmi kamito

knapynasary) 125 mr,

TEST TIMITS RESULTS
HAWUMEHYBAHHS TECTY JIOIYCTAMI HOPMM PE3VIILTAT
A white to off-white oval-shaped, coated tablet, debossed
7 with ¢ AC» and a score line on one side and plain on the other
Description sifle, Approxitately 20mm by 9.5mm and sbout 6.6 < 7.8 Fox
mm thick'. The total nominal weight is 1.08 g.
Bina abo Ginz 3 minrioxom, BxprTa OGONCHKOKD OBENBHA
mafneTka 3 BArpasipysaHuM HaumcoM «AC» Ta niHiclo
poznoMy Ha oXHoMY Souti, 9ucTa 3 inniore Goxy; npabmnHo . :
Bl 20 mmM poBEUROD, 9,5 MM WHPHHOW Ta 6IHEKe 6,6 - 7,8 MM Blanaslaze
TOBLIMHOKD. Cymapua HOMiRaAEHA BATA TabNeTxXH CKIANAC
LOBr. 27 noin SN\
Identification A (HPLC) Co ;efmﬂf retenhﬁ(yﬁq Pass
Inewmudixanin A (BEPX) yfﬁmcmzmﬁ} mg@nﬂ;&@ Binnoniase
ldentification B _.C-' déntlon tune oo a\tﬁe (tlhe reference. pacs
(TLC ot IR ot NIR) ’ \'A ] ml
: : Tac y'rpuua:-um o] “ii)isﬂ 3i cTenzapTOM.
LIIELLHXH@K%H BBl"-'I Q‘ A 351 c'rannap'rom Biamosinae
(TIUX = I 3m BT9) iDHIOETLCA 31 CTARASPTOM.
Uniformity of Weight? Pass
OnuopinHicTs MacH? Binmosiaae
Disintegration Max 30 min 15 min
Posnagamua Maxc. 30 xp. 15xn




Product: AUGMENTIN™
Hpemapar; AYTMEHTHH™

Type: coated tablet

Tum: tabnerin, BRpUTI 060MOHKOID
Dose: 500mg/125 mg

Jioaypanus: 10 S0/ 125ur
Presentation: # 14 (7%2) in blisters
{each blister with desiccant sachetin
glurninum foil pouch)
Taxybauma:Nel4 (7x2) y Gaicrepax
(koskeH GricTCp pasoM 3
BONOTO3EXHCHWMHA TPAHYJIEME-CAIIE ¥
naxeti 3 amominiero] Goneru)
Releasc Specification 52634
Crempdicaria 52634

Batch: EUSH

Cepis; EUGH

Manuf. Date: 31 102023

Jara aupoGinarrea; 31 10 2023
Expity Date: 10 2026

Tepuin npuparsocri: 10 2026

No: 74408
Howme : 74408

Importing Country; Ukraine
Kpaiun imnoprep: VEPATHA

Quantity in the butch: 15795 packs

Kimxicre mpomyxuil B cepii: 15795 ym,
Registration license number: UA/987/02/02
Homep peccrpatittoro noceimyensn: UA/0987/02/02

Approvedby:  Melanie Prince

YaromxcHo: Melanie Prince
Qualified Person

‘YnosHoBaXeRa 0c008.

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

InnE

&ﬁiiuil:ru:d amoxicillin and (P‘:dgéeq: PP at;atu;s&ncth od, 75rptn, medium: 900m] water) Not Tested
clavulanate). Q= wthi b minutes,, ,

Acceptance Criterla: According to Ph.Eur. for conventional

dosage form.

PosypueHHA AIOVMX PEI0BHH BiAnosimac BumMoram Cop.

Papm.
Poyuunenny® {Meron is 3aCTOCYBAHBAM NONIACTHOTC ANApary, 75 of. / xn,
(% »pin sassacHol KiNBROCT] cepenoputue: 900 M Bogu) He npoBoapTECE
AMOKCHITINIIHY T8 KJIABY IARATY) Q=85% 3a 30 xBwmm.

Kpurepift mpubinstsocti: sriguo €ep. $apm, ana 3suraiinol

Aoz0BaHOl opai.
Presence and integrity of Film Coat No gross defects are observed Pass
m "Ta iiosiors 0Goommi He cnocrepiractsen saavsix aedexris Bignorinae
Equilibrium Relative Humidity? 10.0% maximurn 52%
PirHopaNkHA BiAHOCHA BOXOTICTE maxkc. 10,0% e 5.2%

475 to 525 mg per average Bﬁo’&‘bﬁ@g oxicillin 494
Amoxicillin Content Tree acid (95-105% of de s "‘\, mg

eI TIR \z\

475 - 525 MI" Ha cepen ]%a'.ﬁ}m*ﬁﬁ: ﬁ'n‘cpepakﬁu 494
BMicT EMOKCHUHIHY BMOKCHIMINH AK BiNG éli Ho'l Mr

KiALKOCTI) ! 571

119 to 131 mg per av let, calculated o3 i¢ 125 mg
Clavulanic Acid Content Py e {9" c;r@ y‘"

119 - 131 Mr na cepeamo 125 Mr

Buicr karymaHoso] KHCIOTH

KNABYAAHOBY KHCTIOTY. d um «\ /

{95-105% bin 3a3uatcHol RinbKO




Product: AUGMENTIN™
Ipenapar: AYTMEHTHH™

Type: coated tablet

Tun: rafnerss, BRPETi 0GONOHKD)
Dose: 500mg/125 mg

Joaysauna: 0o SQ0Mr/125MT
Presentation: # 14 {7x2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)

Taxysanaa: Neld (7x2) y Gricrepax
{romen Grictep pasoM 3

BOJOIOIEXNCHAME [PAHYIRMM-CHIIG ¥

Nao: 74408

Homep: 74408

Impoiting Country: Ukraine
Kpaina imunoprep: VKPAIHA

Quantity in the batch; 15795 packs

Kinericts mpoykuil B cepil: 15795 vyn.
Registration license number: UA/0987/02/02

Homep peecrpauifinore noceigaernn: UA987/02/02

DAKeTI 3 AmoMiniepoT HONLrH)
Release Specification 52634
Croundixaria 82634
Batch: EU6H
Copix: EUSH
Manuf, Date: 31 10 2023 Approved by:  Melanie Prince
Jara supobinrea: 31 10 2023 Varomxeno:  Melanie Prince
Expiry Date: 10 2026 Qualified Person
Tepmis npuaarnocti: 10 2026 YnoaHosaxeHa ocola
Amoxicillin Dimer (Ph.Eur. J) =1.2% 0.5 % wiw
¢ - Amoxicfllin penicilloic acid (Ph.Eur. D)  <1.0% 0.1 % wiw
B - Amoxicillin penicilloic acid (Ph.Bur. D)  <1.0% 0.0 % wiw
Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur. E) <1.0% 0.0 % wiw
(HPLC) Penilloic Acid Isomer 2 (Ph.Bur. E) <1.0% 0.0 % wiw
Diketopiperazine (Ph.Bur. C) =1.0% 0.1 % wiw
Anty other identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity =0.3% 0.1 % wiw
Total Amoxicillin Relaled Subsiances 3% 1 % wiw
Amoxcuurnin apmep (€D, 1) =1.2% 0.5 % wm
- Avoxcrimain neninannoitea x-ta (€@, D) <1,0% 0,1 % ww
B - AMokcuumniy nenimpnoiing g-ra (€@, D) <1,0% 0,0 % mim
i Memiano#itol k-Tu Bouep 1{(€D, E) <1,0% 0,0 % miu
fg’g,‘;;‘ Al gy Tlesinnoftiof k-t izom <1,0% 0,0% wha
=1,0% 0,1 % mim
<1,0% 0,1 % min
<0,3% 0,1% wm
numtiuy 1% mwim
Clavulanic Acid Impurities: Clavulanic
Clavulanate Polymer J 0.6 % wiw
Homiutke xmapynanonol kHonoTH; YoM no mnnomeﬂmnb ppHaveHsol HA
HOMIMED KIARY TAHATY \P . : on?iwiq-r 0,6 % i
Identification of Titanium* 2oloyr appears 7 Not Tested
Ineerrudivania TuTany* 3'spnseTnes monm-nhapﬁﬁ“ﬁe’saﬁa_pmmu He npoBo ATsCH




Product; AUGMENTINT No: 74408

TIpenapar: AYTMEHTHH™ Homep: 74408

Type: coated tablet Importing Country: Ukraine

Tun: TAGKETKH, BRPATE 000MOHKOK Kpaina immoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15795 packs

JIO3yBaHHA: 10 SO0ME/125Mr KLIsKicTs npoaysui! B cepil: 15795 yn.

Presentation: # 14 (7x2) in blisters Registration license number: UA/987/02/02

(cach blister with desiccant sachetin Howmep pecorpauitinoro noceinuerny: UA/987/02/02

aluminum foil pouch})

Makysanus: Neld (7x2) y GnicTepex
(rosxen SnicTep pasom 3
BONIOTO3AXKCHIMH MPANY MAMH-CALTS
¥ IAKeTi 3 AmoMinicnoi Qoisri)

Release Specification 52634
Coenpdixaia $2634
Batch: EUSH
Copis: EUGH
Manuf. Date: 31 10 2023 Approved by: Melanie Prince
Jara sapoGusurea: 31 10 2023 Varomseno: Melanie Prince
Expiry Date: 10 2026 Qualified Person
Tepsin npuagraocti: 10 2026 ‘Yrosropmena ocoba
Microbial Contamination® (Fh.Eur.)
Total Aernbic Microbial Count - not more than
10* CFU per gram
Total Yeasts and Moulds - not more than 107 Not:Testsd
CFU per gram
Pathogens - Absence of Escherichia coli
3aransua KimbkicTs acpobuax Mikpoopramismis —
Mixpobionoriana gacors’ reflmncl 6 KyQis
JaransHa xinekicTs ApiszxoBHX Ta UBiNCBHX He nposoaprscs
(€np. Gapu.) TpHOIB — He 61 YO
IlaTorenn — BigGym a coli
Notes ; 1\ :
1.Tablet dimensions are defined by the tooling used foy tehlét T igh\3-yeyified in the BMR. Tablet

dimensions are not measured at release.
2,The result is obtained from testing during in-process

3,Performed on 1 batch in 20. g—mEaﬂM

4.Performed once a year at release, which may be the sl GMP stability batci® /3

TTpumitin
1. Posmip TabneTxu BuInaveni OCHACTOM, MO BAKOPHCTOR
ariaro nporokosy EupoGuunTEa cepil. Posmip TaGnerion ue nefeEipgETLCs
2. PeayJmsTar OTpHMBHRARN 3 TeCTYBANNA NpH Mixonepauiitiony xorTpoxi.
3. BukoHyeToea Ba 1 2 20 cepiif.

4, BuxonyerThcs | pa3 WA pik mpM BHOYCKy, WO Mowe Gymi mopiTao cepicto  ama supdennd craSinmocti
eigmosigno GMP.



Product: AUGMENTIN™ No: 74408

Mpenapar; AYTMEHTHH™ Homep: 74408

Type: coated tablet Imperting Country: Ukraine

Tum: ralneren, BEpHT 0GCIORKOR? Kpaina imnoprep: VKPAIHA

Dose: 500mg/125 mg Quantity in the batch: 15795 packs

Hosypausm: no 500mr/125mr Kincxiers npoayinil 8 cepii: 15795 yn,

Presenuation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Howmep peectpanititioro nocsigdenus; A/ 987/02/02
aluminum foil pouch)

MMaxypauua: Nzl4 (7%2) y GxicTepax

(xowen Gaicrep pasoM 3

BOJOTO34XACHHMH TPaHY TAMH-CAmIe
¥ naxeti 3 amoMiniesol GonLru)

Releasc Specification 52634

Crenudisxania §2634

Batch: EUGH

Cepis: EUGH

Manuf. Date: 31 102023 Approved by: Melanie Prince
Jpra sppoGaeTes: 31 10 2023 VIroqucH: Melanic Prince
Expiry Date: 10 2026 Qualified Person
Tepmin npuperaocri: 10 2026 VnoenoraxeHa ocoba

T hereby cettify that the information in this certificate is authentic and accurate, This batch of product has been
manufactured, including packaging/labelling and quality controt at the above-mentioned site in firll compliance with
the GMP requiremenis of the local Repulatory Authority and with the specifications in the Marketing Authorisation
of the final destination country or product specification file for Investigational Medicinal Products. The baich
processing, packaging and analysis records were reviewed and

found to be in compliance with GMP.

LiyM A nigreeprayio, Mo HasexeHs imdopmanin € onpaswEs00 | TOYR0K. Cepia npenapaty Gyna BATUTOBJCHA,
BEJTEOTAIOTH NAKYBAHAA TH KOHTPOJIE AKOCTi, HE JRIHAMEHIH BHING BPApOOHWYiY AimeHvi B nonil BiANOBiAHOCTI A0
snmor Hanexnol BupoGaudol npaxtukn (GMP), BCTAHOBNSHHK MiCLICBHM PeryIaTODHHM BIHOMCTBOM, 8 TAKOK B
nosHiH BiAnOsigHocT ao  creumdixanis, aGagermx y  peccrpauibuill  moxymenranii  paian-immopropa.
JIOXYMCHTAIIIA CTOCOBHO BHPOOHHIO TIRKY BRHNHA

O ROHA BiMORiTEE raMoram Ham

Date of signatre: O™ |
Hara nigmacy: 1

fiowmty (GMP).
1 N

\EHITIB \'Signed (Quelified Person): AR CA
Hinac (¥ nosroraxcra ocoGa) NAACL

Fuslified person name and sumame:  MELANIE  PRINCE

Bianin zabesneyennn sxocri, Bopeinr

1 Manufacturer:

AP P R OVE D SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,

United Kingdom

0 ? DEC m MIA Number: MIA10592
. . BupoGune:

Meianie Prince CwmitKnnlin Bivem ®apmacsroTHicaae
Qualified Person Knaperuiox Poya, Bopeinr, BN14 8QH,

Bemuga Bpurania
Homep ningssii wa BupoGHHUTBO Ta iMIopT
Ne MIA10592

/A Ta lIpisenme ynopsoBMKEHOT 000GH: | LA e PRwWCE
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et

- AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIIA OBJIACTI

npoe. Ceitanynoi Hapil, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774 i

BHCHOBOK
Npo sIKiCTH BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

.- 08.01.2024 Ne 530/24/10

AYI'MEHTHO™
(HaliMeryBanHs Nikapcekoro 3aco6y 3riHO 3 peecTpauiiinmm NOCBITICHHAM)
Ta0/IeTKH, BKPUTi 060/10HK010, 500 Mr/125 Mr no 7 TaeTok y 6aicrepi (KoskeH OaicTep
Pa3oM 3 BOJIOro3aXHCHHMH rpanylaMH-calle y NaKeTi 3 aaoMinieBol ¢obru); no 2 6iaicrepn
B MMAKETAX Y KAPTOHHIH ynakoBmi
(dhopma BumycKy, H03yBaHHA, B IIAKYRAHHA JKapCHKOro 3acoby)

Homep peectpauiiitoro noceingenna UA/0987/02/02 crpox aii peccrpauiiinoro nocsinuenns 01.01.2099
Cepis nixkaperkoro sacoby Ne EU6G KinsxicTs BBe3eHOro nikapcekoro sacoGy 15696

Bupo6uux CwmitKnsitn bivem @apmackiotukaic, Benuka Bputanis
(HaliMeHYBaHHs BHPOGHIKA Nikapcekoro 3acoly, KpaiHa MOXODKEHH)

Breseno B Vipainy Tosapucreo 3 06mMeskenoro BignosinansuicTio "I'makcoCmiTKnsiin

DPapmaceioTikaac Ykpaina', inenr. kox: 35619519

(H&I{MGH)’BHJ{II}! Ta koZ 3a CIAPIIOY ropunp4Hoi ocodm abo pi3eHLIE, iM'S, N0 GATHKOBI (izuanOl
0co0H - miAmpHeMIs, i Miclie MPOKHBAHHA Ta peecTparliitiuii HoMep 061iKoRoT Kap'rm TUTATHHKA
noaaTkie abo cepif Ta HoMep macmopTa)

IIpoTokon sisyaneHoro kourpomo eix 08.01.2024 N 4296/8.

3a  pesyibTaTaMH JIEPAKABHOIO KOHTPONH) BCTAHOBJEHO, WO NIKAPCHKMH 3aci6  BEe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA 1IOAQ 3a0e3MeeHHA AKOCTI JiKapcEKHX 3acobiB.

Biraniit BOHIAPEHKO

(ininianm Ta npissuiie)




Product: AUGMENTIN™
' 'Ilpenapar: AYIMEHTHH™
. Type: coated tablet
' T Tabierkn, BRI 060I0HK0KN
- Dose; 500mg/125 mg
[Ty satsit: 180 500MIY125Mmr
Presentation: # 14 (7x2) in blisters
{each blister with desiccant sachetin
- aluminum foil peuch)
- Ilakypauns: Neld (7x2) y Onicrepax
(xoxen Gaicrep pazoM 3
OON0IAXHCHUMH IPAHYNIAMHK-CAILE ¥
¢ maxeti 3 anoMiniesol Qonsra)
" Release Specification S2634
Crnenndicanis $2634
Batch: EU6G
“Cepis: EU6G
Manuf, Date: 31 10 2023
Jara pupo6annrea: 31 10 2023
Expiry Date: 10 2026
‘Fepmiu npunarHocti: 10 2026

Efficacy/Strength of preparation: Active drug substance; amoxicillin and clavulanic acid; 1 tabiet contains: Amoxicillin {in the

Quality certificate

Ceprudirar sxocri

No: 74400

Howmep: 74400

Importing Country: Ukraine
Kpaina imnoprep: YICPATHA
Quantity in the batch; 15696 packs

Kinsxiers npoaykuil & cepii: 15696 yn.

Repistration license number: UA/G987/02/07%

Hoaep peeotpaniifHOro NnocBifuenHs: UA/0987/02/02

Approved by:  lan Bevan
Yaromeno: Ian Bevan
Qualified Person
YnosHosaueHa ocoba

form of amoxicillin trihydrate) 500 mg, clavualanic acid (in the form of potassium clavuianate) 123 mg,
Cuna gii/Axrusnicrs: Jii04i peuoBHHN: AMOKCHIRIIH, KIaBYFAHOBE KHCIIOTR;

| raBuerxa micture amokcuisniny (v diopmi amoxcumiiny Tpuriapary) 500 sr, xnasynadopoi wwoiotd {y dopmi Kanio

knapyiiaHary) 125 mr.

TEST LIMITS 2 RESULTS
HAWMEHYBAHHS TECTY JIOITYCTUMI HOPMM PE3YIILTAT
A white to off-white oval-shaped, coated tablet, debossed '
Description with ¢ AC» and a score line on one side and plain on the other Pass
side. Approximately 20mm by 9.5mm and about 6.6 - 7.8 N
mm thick!, The total nominal weight is 1.08 g.
Bina abo Gina 3 sigrinxom, BkpuTa OGOMOHKOIO OBRNBHA
Tabnerka 3 BUCpaBipysanpM namucom «AC»r T4 niniewo
03M0MY HA OfHOMY GOLG, H1HoTa 3 iHnoro Goky; mpubnH3Ho .
e g(} MM ;{onmmmo, g,S MM 1IHpHHOIO T Gnmm{i G,g - 7.8 MM Bianosizas
TomAnee'. Cymapia HoMiHANGHA Bara TAGNETKH CKRAKAC
1,08 r.
Identification A (HPL.C) Compliance with retention time Pass
Enenrilixauis A (BEPX) BianorigHicTs Yacy YrpuMyRaHH. Bianosiaee
ldentification B TLC: Retention time comparable to the reference.
(TLC or IR or NIR) IR: Spectrem comparable to standard. Pass. -
NIR: Speclrum comparable to standard.
Laenrsdirauis B ’II‘LEUX: ‘{‘ac yTpuEmflgm nopimmgio ai CTAHARPTOM. i )
(TLLIX ww 1 s B1Y) -erieTpocKkomis: CrekTp NOPIBHIOETLCS 3i CIaiAPTOM. innosinae
BIY-coexrpockonis: CneKTp NOPIBHIOETLES 31 CTANASDTOM,
Uniformity of Weight? Complies with Ph. Bur. Pass
OanopigHicts aacn® Y signosignocti 10 €np. Sapat. Biamosinac
Disintegration Max 30 min 15 min
Poananamis Maxe, 30 xa. 15 %a




. Product: AUGMENTIN™

. Tipenapar: AYTMEHTHH™
Type: conied tablet
o Tabnerky, BEpKTi 000II0HKOI0
Dose: 500mg/125 mg
Hozyeauss: ito 500Mr/125mr
Presentation: # 14 (7%2) in blisters
{each blister with desiccant sachet in
atuminum foil pouch)
TTaxysannn:Nol4 (7x2) y Gnierepax

No: 74400
Houe : 74400

Importing Country: Ukraine
Kpaiua isnoprep: YEPATHA

Quantity in the batch: 15696 packs
Kinsxictn mpogykuil » cepil: 15696 ym.

Registration license number: UA/987/02/02
Howmep peccrpauitinoro nocsinuenas: UA/0987/02/02

{95-105% Big 3a3HAYCHOT KiBKOCTi}

[ {koucen Gricvep pazom 3
" . T BOOrO3axXHCHIMH FParyIaMH-Calle y
" makeri 3 amoMinienol (onbru}
" Release Specification 52634
- Crienwixania $2634
Batch: EU6G
Cepia: EUGG
Manuf. Date: 31 10 2023 Approved by:  lan Bevan
* Iara pupobururna: 31 10 2023 YaropxeHo: Tan Bevan
Expiry Date: 10 2026 Qualified Person -
Tepmin npuparuocti: 10 2026 YitososakeHa ocoba -
The dissolution of the active ingredient complies with the
Dicsilutione requirements of the Ph.Eur, ‘
(% declared smoxicillin and (Pa_ddli apparatus method, 75rpm, medium: 900m] water) s
clavulanate). Q=85% w1th|r_| BQ minutes. .
Acceptance Criteria: According to PhEur. for conventional
dosage form. I
Posuynenya AiOWMX DSYOBMH BiATOBiZae BuMoraM Cap.
Dapm.
Posuunenss® (Merog i3 3acTocyBAHHAM JIOMACTHOTO Arapaty, 73 of. / xa,
{% Bix zasBneHol kinsKocti cepenopuine; 900 Mn bosm) Bignosigae
AMOKCHLMAIHY TR KBy NAHATY) Q=85% 3a 30 xBrmHA.
Kpurepiit npuiinstaocri: ariape €sp. OapM. ans 3puuaiinol
1030BaH0] dlopau,
Presence and integrity of Film Coat No gross defects are observed Pass
HomoHlere s iniCcHcT00noHH He cnocrepiracrscs 3Ha4HUX AedekTie Binnosizae
Tabnerkn
Equilibrium Relative Humidity® 10.0% maximum 54%.,
PiBHOBMIHA BIAHOCHA ROJOTICTE” maxc. 10,0% _ 5.4 %
475 to 525 mg per average tablet, caleylated as Amoxicillin 498 mg
Amoxicillin Content free acid (95-105% of declared) ‘
475 - 525 Mr Ha Cepeio Bary TabneTiH, B TIEPEPaXYHKY Ha 498 Mr
BuicT amMokcHIMNIHY aMOKCHIINIH AK BineHy wucnory (95-105% Bin 3asHaueHol
KinLKeCTi)
. . 119 to 131 mg per average tablet, calculated as Clavulanic 125m
Clavulanic Acid Content Acid. (95_105‘5) gf. declare%i) 8
119 - 131 Mr ua cepenttio Bary TabneTky, B NEpepaxydky Ha 125 ar
BuicT xnapyfaHOBOI KHCROTH KIABYIAHOBY KHCHOTY. o




Product: AUGMENTINT™
TIpenapar: AYITMEHTHH™
Type: coated tablet
Tw: tabaerku, BrpaTi 060n0HKOI0
Pose: 500mg/125 mg
Josypauns: mo 500Mr/125Mr
i‘esentation: # 14 (7%2) in blisters
7 (each blister with desiccant sachet in
- aluminum foil pouch)
axysauna: Neld (7x2) y 6nictepax
7 ({comeu Bricrep pasoM 3
BONOrOIAXHCHAMY rpaRyTaMy-canle y
- naxeri 3 amoMitienoi ronbri)
" Release Specification $2634
Creundixaniaz $2634
Batch: EUGG
Cepin: EUSG
Manuf. Date: 31 102023
Nara supobGunyrea: 31 10 2023
Expiry Date: 10 2026
Tepmin npupardocti: 10 2026

No: 74400

Hoaep: 74400
Importing Country: Ukraine
Kpaina inmoprep: YKPATHA

Quantity in the batch: 15696 packs

Kinexicts npoaykuii B cepii: 15696 yn.

Registration Ficense number: UA/0987/02/02

Howep peectpavifinoro noceisenss: UA/0D87/02/02

Approved by:
YaromuxeHo:

Ian Bevan
Tan Bevan
Qualified Person

YrosHosaneHa ocoda

Py
Amoxicillin Dimer (Ph.Eur. J) <1.2% 0.5 % wiw
o - Amoxicillin penicilloic acid (Ph.Eur. D)  £1.0% 0.1 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur, D) <1.0% 0.0 % whw
Amoxiciliin Related Substances Penilloic Acid Isomer | (Ph.Eur. E) =1.0% 0.0 % wiw
(HPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) <L.0% 0.0 % wiw
' Diketopiperazine (Ph.Bur. 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_- ‘
Amoxcuipin gumep (€@, T) <1,2% 0,5 % mim ;
o - AMOKCHLENIHE Teximpnnolisa x-1a (€P, D) =1,0% 0,1 % wmiu
§ - Amorcuumnnin nexiunnoling x-ta (€0, D) <1,0% 0,0 % mim
CyyTsi AOMIIIKH AMOKCHUHITIHY ewinnoitkol x-ti izomep 1 (€D, E} <1,0% 0,0 % w/m
(BEPX) Heninnoinot k- isomep 2 (€D, E) <1,0% 0,0 % mim
Jlukeroninepatiu (€D, C) <1,0% 0,1 % m/m
Byap-sxa {swa igerripikosana gomimka =1,0% 0,1 % mfm
Byas-fika inwa neigentadicorana gominka  <0,3% 0,1 % mine
3arankHa KiABKICTh CYNyTHIX ACMIIIOK AMOKCALEIIHY 1 % mim
<3%
Clavulanic Acid Impurities: 2.5% w/w maximum with respect to the labelled Clavulanic 0.4 %
£ 4 % wiw
Clavulanate Polymer Acid content
JIOMIlKY X1aBYIAHOBOT KHCIOTH: MareusiyM 2,5% M/M [0 BIRHOWEHHIO 10 3A3HAMECHHOT Ha 0.4 % i
roniMep KIaBYNanary eTHKETI KiNbKOCTl KAABYAAHOBOT KHCAOTH .
Identification of Titanium® A yellow-orange colour appears Not Tested
Ipenrudirauin Turany’ 3’ aRAAETLCH JKONTO-NOMapanyuere 3abappIcHs He nposoanThC]




Product: AUGMENTINTM No: 74400

Tpenapar: AYTMEHTHH™ Honep: 74400
Type: coated tablet Imporling Country: Ukraine
Ture: Tabneric, skprti 060A0HKOIO Kpaiua iMnoprep: VKPA'I'HA_
- Dose: 500mg/125 mg Quantity in the batch: 15696 packs

. Hosyssums: no 500m1Y125mr Kinskicts npopyxuii B cepif: 15696 yr.

resentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02
“{each blister with desiccant sachet in Homep peecrpanifiyoro noceinuenun: UA/0987/02/02
o+ aluminums foil pouch)

. Taxynanmn: Neld (7x2) y Gnicrepax
" (komen DuicTep pazoM 3
' BOAOTO3AXHCHHME [PAHY NAMK-CAILS
“y maketi 3 anoMiniesol (ossra)
Release Specification 82634
Crienudixauiz S2634

Batch: EU6G

Cepis: EU6G

Manuf, Date: 31 102623 Approved by: Ian Bevan
Iara supotuunrsa: 31 10 2023 Yaromxeno: {an Bevan
Expiry Date: 10 2026 Qualified Person
Tepatin npumatnocti: 10 2026 YropHoRMKeNa oceba

Microbiai Contamination® (Ph.Eur.)
Total Aerobic Microbial Count - not more than
10* CFU per gram

Total Yeasts and Moulds - not more than 10*
CFU per gram

Pathogens - Absence of Escherichia coli

Not Tested

Jaraneia KinbkicTs acpoBHEX MikpooprasisMis —
He Gimpme 105 KV O/r,

3araieiia KILKICTL APIUKOBUX 1A Huinesx He nposoauTses
rpubis — He Ginpue 102 KYO/T,

ITarorenn — pigeytricts Escherichia coli

MikpoBionoriuna uucorat
(Enp. Dapm.)

Notes

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

2.The result is obtained from testing during in-process control ,

3.Performed on 1 batch in 20.

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

TIprMiTiK
1. Poamip TaGMETION BH3NAUEH] DCHACTKOIO, W0 BHKOPHCTOBYETHCA /N% NPECYDaHHA TAGNCTOK, 1ka NepeBipaeTLe
ATiHO NPOTOKS/Y BHpOGHULTRE cepii. Posmip Talaeruy He TIEPEBIPAETLES NPH BHIYCKY NPETIAPATA.
2. Peaynrrar oTpuManuii 3 TecTyBaHus pH MixxonepauilHosmy KOHTPOTIL
3. Buxonyernes Ha 1 3 20 cepilt.
4. Bukosyersca | pas Ha piK npH BUIYCKY, w0 moxe ByrH WOpIYHOIO cepielo i BHBUEHIS cra@insHocri
eianosigno GMP,




" Product: AUGMENTINT No: 74400

.. Ilpenapar: AYTMEHTHH™ Howmep: 74400
{“Fype: conted tablet Impotting Country: Ukraine
P Tatinetcu, jEpHTI 060M0HKOID Kpaina imnoprep: YKPATHA :
- “Dose: 500mg/125 mg Quantity in the batch: 15696 packs -
Hoaysanus: mo 500mr/125Mr Kinericrs npoayruii B cepii: 15696 ya.
= - Presentation: # 14 (72} in blisters - Registration license number: UA/0987/02/02
< = (cach blister with desiccant sachetin Homep peectpauitinoro noceinuenun: UA987/02/02

aluminum foil pouch)

Takysauma: Nel4 (7x2) y Gricrepax
T (RoxeH Onicrep pazom 3

* DONOTOSAXMCHHMIL IPARY faMH-Calle
¥ naxeTi 3 amominienal goneru)
Release Specification 52634

+ Cnerurixania S2634

Batch: EUGG

Cepiz: EU6G

Manuf, Date; 31 10 2023 Approved by: fan Bevan
Hara supobnuurea: 31 10 2023 Yaromueno: Ian Bevan
Expiry Date: 10 2026 Qualified Person
Teputin npunarvoceri: 10 2026 VropnonaxeHa ocoba

I hereby certify that the information in this cestificate is anthentic 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.

[lsn ¢ mipreepakylo, o HabepeHa iHdwopmauia € cnpasusboio | Tounoto. Cepis npenapaty 6yna BATOTOBNEHa,
BICHOUAKIYH NHKYBAHHA T4 KONTPOJ AKOCTI, HA 3a3HaueHi Bue BHPOGHuuiN Jinsnuul & nopkiit signosigtocri ao
sumor Hapexsol pupobnnyol npakriky (GMP), serasoBieHHX MiCUSBHM PETYIATORHHM BiHOMCTBOM, A TAKOXK B
noBHINH BianosigHocrti Mo cnensupixanili, nepenfadennx y peecrpaniiiuiii  moxymenrtauii xpafun-iMmoprepa,

Hoxysenrarin croconio BEpoOHAYOro rpouecy, nakysaHus i anarisy cepii Gysa nepesipena, i GyNo BCTAHOBJEHO,
wo poua sixnosinae susoram Hanexcnol supoburiol npakthkn (GMP). /
Date of signature: €% W 2.o27l Sigued (Qualified Person): //
Ara NiAnHcy: - ITignue (Y noeuoBaxena ocota '
A AR S Wl P Ut ) :

Qualified person name and surname: [ @5“-'“*-’
Im s Ta Tlpizskine yoosHoBaXEHOT ocobH: Vs &E‘-_Am-._;

Worthing Quality Assurance Department
Binain safesnevenns axocti, Bopeinr

Manufactarer:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,
United Kingdom

MIA Number: MIA10592

g sttt o Brpofinug:
APP ROVED CuirKnsitu Bivem Mapmacsiorieane
Krapewgou Poyn, Bopeiur, BNI4 8QH,
Bennka Bpuranis
o DEC M3 Eﬁoxﬂe& J;l[]l?;?.n na BUpoGHHITRO T8 iMnopr

lan Bevan
Qualified Person




JEPKABHA CJIVKBA 3.JHKAPCBK¥IX'.3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHLKTH OBJIACTI
upos. Ceitmuyrol Hamil, 3, M Kifs, 62099, Ten/(axo: {044} 363-06-50
' E-mail: dls.kof@dlsigov.ua, Ko €APIIOY 37078774

BHCHOBOK
TIPO ARICTH BBC3EHOro B- YKpainy JAIKAPCLKOTo 3aco0y
11.09:2024 | | |  NasI6724110
AVIMEHTHH™

{HaRvienyRarHA AikapcaKore 3acoby Sriams 3 Ppeectpaniinny nockinucszam)
T200eTIH, BRPHTI 06000HK010; 500 Mr/125 Mr 1o 7 Tabierox y Gnictepi (Koxen Guicrep
PA3IOM .3 BOJOrO3aXHCHIME IDANYIAMI-CATHE y maxeri 3 amoMinicsol gpoasru); no 2
buietepn B makerax.y aprouuii yHAKOBI

{bbpma sEEYCKY, A0IVEAHI, BT TIAKYBaHHA AIKAPCBROTO 3a¢00Y}
Howmep peectpaniitistro noceinvenns UA/G9L7/0/02 CTPOK Al peecTpautiinore nocsinueans 01.01.2099
Cepia niiwaperkers zacoby M WEHIE Kinexicrs gseseroro sikapeiore sacoby 16110

Bapobuak CmitKnsin Bisen ®apmackiotaxanc, Bemmxa Bouranis

{(nathyenysanna supoSHIKa AiKapCEKOre 3acofy, Kpaina TIOXOZHEHHS)

Bredeho 2 Vipahny TorapucTEO 3'.9‘51‘\16}1{8‘1{_010 Binnosigansmicrss "FivakcoCmitKsiin
Dapmacriotikaise Vpaiaa', ienr. wox: 35619519

(natbsenybanm ta Ko 32 EAPTIOY sopumavsol ocobn aBo apizemue, iv's, 10 HaTLKOB]
im0l beolu - nignpHesTE, T Mice TIpORABAHER Ta peccrpauifnii #oMep obnixosol
HAPTRILITFATHIKS MONATRIE a00. copist Ta HoMep TIRCTIOPTAY

Hporoxon sisysssmore Kourpoine six 10.09.2024 ¥ 268471

3d. pOIVABTATAME  EPKANHOTO KGHIDONO. BUTAHOBIIEHO, ‘WO MIKAPCRKH 54ci6’ BRéienc - Vepainy 4
AOTPHMANHAM 8rMOr 3aK0HOARECTEA HORO 3abeanecHiis AKOCT] AiKBpCERMX. 3aC06TR,.

TR PAT R
RS TR

: ’?g‘“iﬂ’iﬂ'ﬁﬁ 7;:,&@ i

WiesT 8,

6

Thiimic ) {iniudama ra npiasnine)




Product; AUGMENTINT
Tlpenapar: AVEMEHTHHT™

Type: coated tablet

Tun: vabaeriy, BepuT-GEOTOHEGD
Dose: 500mg/125 mg

Josysarns: 1o 500mr/125M0
Presentation: # 14.(7x2) in blisters
(each blister with desiccant sachet i
aluminum foil pouch}

[Taxysanua: Nel4 (7%2) y Gricrepax
~(xonett Gnicrep pajoM 3

BOJIDTO3AX HCHIMEL I PAHY NAMB-CALLE ¥
naxeTi 3 amomiienoy Qonnru)
Release Specification 82634
Crietadixanis 52634

Batch: WiF2E

Cepis: WEF2E

Manuf. Date: 04 062024

Bara supoGunuzsa; 0406 2024
Expiry Date: 06 2027

‘Fepmie npraarsocri: 06 2027

Efficacy/Strength of preparation: Active drig substance: amoxieillin and clavilanic ac

Quality certificate
Ceprudirar sxocri

No: 74963

Howmep; 74963

Tmporting Country: Ukraine
Kpaiia immioprep; VEPATHA

f

Quantity it the batch: 16110 pacl{s
Kinsricrs nposyruii b cepii: 16110 yi.

Registration license numbear: UA/G987/02/02
Homep peecrpauiitnoro nocsinsenna: UAQ9ST02/02

lan Bevan

lan Bevan
Qiialified Person
Yhosuosakeua ocobi

Approved by:
Varomietio;.

id; 1 tablet. contains: Amoxicillin (in thc.

form of amoxicillin tiihydrate) 500 g, clavutanic acid (in the form of potassium clavulanate) 125 mg.
Cuna (i AKTHBHIG b Hitoui peqonunn; AMOKCHIIMNIH, KIABY/IGHORE KHOTOTA, ;
1 rabnerra MicreTs amMokeHUmMIiEY (y dopmi avorcUHniny TpHFiapery) 500 Mr, KraBYRAHOBO] KHCHOTH (y (opai xapilo-

kaanynauery) 125 mr.

I TEST LIMITS RESULTS
HAUMEHYBAHHS TECTY JOOYCTIMI HOPMH PE3YJIETAT
A white to off-white oval-shaped, coated tablet, debossed
eseristing with «AC» and a score line on one side and plain on the other Pass
P side. Approximately 20mm by 9.5mm and about 6.6 - 7.8 o
mm thick!, The total nominal weight is 1.08 a.
Bima abo 6bm 3 BIATIHKOM, DEpHTA 060IOMGIG oRanLIY .
TaGneTka 3 BHrpamipypasmM tamicom «ACH Ta nikiero :
. posnoMy Ha ezu0My Soui, uwera 3 inworo 00Ky; MpHBIHIKO . —
One 20 MM 10BRUEOI0, 9,5 MM TUEPHEOIO Ta GHUSERG 6,6 - 7,8 s Bm”UBl_ﬂaﬁ
roBumEolo!. Cymapud HOMiHa/Ibha BaTa Tabnerke cianac
. LOSr. )
Identification A (HPLC) Compliance with reteation time Pass
Lnentndirania A (BEPX) BinrnoBiguicrs vacy yrpusysasas, Bianosinae
- TLC: Retention time comparable to the reference,
Identification B :
(TLC or IR or NIR) IR: Speetrum comparable to standard. Pass
NIR: Spectrum comparable fo standart.
1 H H AT g
Inedsikanin B T[L[X. lag YTphMaltAs TopiBtiio 3i CTAHUAPTOM, . .
. v F-crreicrpocxorix: Cncxrp NOPIBHIOETHOA 31 CTANARPTOM, Binnosinae
{THEX e 1Y i BIY) 2 % o
BIY-crexrpockoris: Criexrp nopisHIoeTLEs 5 CTAHUADTOM.
Uniformity of Weighe? Complies with Ph. Eur, Pass :
Ounopinnicrs macu? Y vignosianocri no Cop. Gapa. Bixnosigae
Disintegration Max 30 min 15 min
Posniapanss Make. 30 xb. 15x8

19 09 .




Product; AUGMENTIN
Tipenapar: AYCMEHTUHTM

Type: coated lablet

“Tun: TaGnerky, srpTi 06oNONKOID
‘Dose: 500mg/125 mg

Hosypauug: 1o 500ms/1235mr
Presentation: # 14 (7%2} in blisters
(each blister with desiccant sachet i
aluminum foif pouch)
TaxynamwsuNeld (7%2) y Gricrepax
(kosmen Gaicrep pasoss s

BOJEOrO3dX HCHEMHI rpanyiaM#-caing ¥

nakeri 3 anfominierot doasru)
Release Specification §2634
Creundricauis $2634

Batch: WI2E

Copin: WIZE

Manuf. Date; 04 062024

Flara supoSuanrea: 04 06 2024
Lixpiry Date: 06 2027
Tepminapunarnccri: 06 2027

No: 74963

Home : 74963 _
Iinporting Country; Ukraing
Kpaiira isnoprep: VKPATHA

Quantity in the bateh; 16110 packs
Kinexicrs npoaywuil meepit: 16110 yii.

Registration license number: UA/0987/02/02 o
Homep pecerpauiiinero nocsinyes; UA/Q987/02/62.

Ian Bevan

Ian Devan
Qualified Person
¥Ynosrosakena ocoba

Approved by:
Varomxeno:

Dissolution®

(%6 declared amoxicillin and
clavulanate).

The dissolution of the active ingredient complics with the
requirements of the Ph.Eur.

(Paddle apparatus method, 751pin, medium: 900m] water)

Q = 85% within 30 minutes,

Acceptance Criteria: According to PhEur, for conventional
dosage form.

Pass

Poavynneni?
(% Biz 3avBICHGT KinbKOCT]
| HMOKCHEMINY TA KaByTauaTy)

Posuuserna miounx pedonyn BINMOBINAE BHMOraM €op.
Dapa,

(Metoz is sacTOCYBaESM TONACTHORD amapary, 73 o0, / xs,
cepenoste: 900 mn sonn)

Q=85% 3a 30 xpunuy,

Kpurepii nputtusenocti: sriaio Cep. Dapwr, jas Finakino?
J030BaH0T (hopmu.

Binnosinae

Presence and integrity of Filin Coat

No gross defects are abserved

Pass

Hasnnicrs ta winicniers oGononkm
rabnerku.

He criocrepiracrees snaunmix Aederrin

Bianosinac

Butier knanynanonol kecpors

KIFABYNAHOBY KHCHoTY.

(95-105% iy susnavcnol kinbkocri)

| Equitibrium Relative Humidity? 10.0% maximum 5.6%
Piguopakia ninocia sonoricrs? neace. 10,0% 5,6%
475 t0 525 mg per average tablet, calcufated as Amoxicillin pros
Amoxicillin Content free acid (95-105% of declared) ne
475 - 525 I ua cepegro BArY TalJerkss, B HCPepaxyHKY Hit 497 wir
Bwtict amokcuigriny AMOKCHUNAIN KK BLIBHY KHenoTy (95-105% min IA3HAZCHOT
kiRskoeri} .
s . 119 io 131 mg per average tablet, caloulated as Clavulanic 124 mg
Clavulanic Acid Content Acid, (95-105% of duclared)
119 - 131 mr na cepezrio BAry TabAeTN, B NEPepaxyHKy Ha 124 wr




Product: AUGMENTIN™
Tpenapar: AYIMEHTHH™

Type: coated tablet

Twun: TabneTky, BepUTE DG0NOHKGIO
Dose: 500mg/125 mg

Hozysasns: no 500mr/125mr
Prosentation; # 14 (7x2) in blisters
(each blister with desiceant sachet in
aluminum foil pouch)

Makysaunn: Nel4 (7%2) y Gnicrepax
(xomen GnicTep pasont 3

BOACrO3aX HCHHMIE rpailynamn—came Y

nakeri 3 anominienol Qonsru)
Release Specification 82634
Crenndikauin $2634

‘Batch: WF2E

Cepis: WF2E

Maznul, Date: 04 06.2024

Hara supoGumyrea: 04 06 2024
Expiry Date; 06 2027

Tepnsin npugaruocti: 06 2027

No: 74963
Howmep: 74963
Importing Counitry: Ukraine’

Kpainia imnoprep: YKPATHA
Quantity in the batch: 16110 packs

Kinuxiers npoayxuit  cepiis 16110 yii. o
Registration license number: UA/GO87/02/02 ]
Howmep peecrpautiiinore nacsinvers: UAIS7/02/02

Approved by:  jan Bevan
Yiromieno: lan Bevan

Qualificd Person
YionHonarena ocota

Amoxicillin Dimer (PREWL ) <12%
e - Amoxicillin penicilloic acid PhEu. D}  <1.0%
B - Amoxicillin penicilloic acid {(Ph.Eur, D) <L0%

.U.S%W/\\’ -
0.1 % wiw
0.0 % wiw

Clavulanate Polymer

Acid content

Amgxicillic Related Substances Penilloic Acid Tsomer 1 (Ph.Eur. E) =1.0% 0.0 % whw
{HPLO) Penilloic Acid Tsomer 2 (Ph Eue. E) <1.0% 0.0 % wiw
) Diketopiperazine (Ph.Eur. C) =<1.0% 0.1 % why
-Any other identified impurity <1.0% 0.1 % why
Any other unidentified impurify <0.3% 0.1 % wiw

Total Amoxicillin Related Substances 3% 1 % wiw

AMOoKCHUATE gumep (€D, 1) =1,2% 0,5 %% wmim

o - AMOKCHLUHRIH NeHiHINodina k-ta (CP, D) <1,0% 0,1 % wim

B - AmorcHumania nerinenoiiua k-Ta{€d, D} <1,0% 0,0 % mim

Cyny1si pomians amoxcuiwainy [eninnofiziof x-Tu isomep 1 (€D, E) 0% 0,0 % wm/m
(BFPX) Neninnoituo¥ kit izonep 2 (€D, E) <1,0% 0,0 % w/m
Hureroninepasin (€P, C) <1,0% 0,1 % naim

Byng-nxa inma inewrrudicosana noaiiuga =i,0% 0,1 % wfm

Byan-nxa inwa neinentudiixosma nominia =0,3% 0,1 % mim

3aranspa kinskicrn CYTIYTHIX JoMimog AMOKCHLBI Hy 1% maim

. 3% .
Clavufanic Acid Impurities: 2.5% wiw maximum with respect to Lhe labelled Clavulanic

0.5 % why

Homitikn knasynanosol kueROTLHE:
AokiMeEp kAARYNaNaTY

Marcumyn 2,5% M/M 10 BiZHOICHING 210 3a3naseniol a
ETHRCTI KIILKOCT] KIIABYNIANOROT KHCHOTH

0,5 % m/m

Identification of Titanium?

A yellow-orange cofour appears

Pass

Anencadiwatis Tiramy?

3 ABRACTLCN HKOBTO-NOMAPaHYERE 3abepeenin

Bianoeinac




Product: AUGMENTINT™ No:. 74963

Ipenapar: AYEMEIITHITT™ Howep: 74963

Type: coated tablet Impartirig Country; Ukraing

“Puts: TabaeTkH, nxpuTi 0G0AGHKOTO Kpatua imnoprep: VKPATHA

Dose: 500mg/125 g Quantity in the barch: 16110 packs

Hosysanna: o S00Mr/125mr Kinbkicrs nposyruil & cepii: 16110y,

Presentation: # 14 (7%2) in blisters Registration ticense number: UAM9ST/02/07

(veach blister with desiceant sachet in Homep peecrpaniiinoro noesipuenun: UAKISET02/03

aluminum foil pouch)

Maxypains: Neld (7%2) y Gnicrepax
{xosxen Ghicrep pasos 3
HONCTOIAXHCHHMIL TPAIY NAMU-CALIE
¥ maxeti 3 aniominiesol Jonsri)
Release Specification §2634
Crienmpitania $2634

Batch: WF2E

Cepia: WIF2E

Manuf. Date: 0406 2054 Apptoved by: Tan Bevan
Merea pupoBumuroa; 04 06 2024 VaromkeHo: [an Bevan
Expiry Date: 06 2027 Qualified Petson
Tepuin upngarnocri: 06 2027 Yuonnosmxeir ocoba

Migcrobial Contaminartion® (Pl Eur,)
Total Aerobic Mictabial Count - not more than
10° CFU per gram
Total Yeasts and Moulds - not mose than 12
CFU per gram
Pathogens - Absence of Escherichia coti
3aramsHa KinbkicTh aepoGHUX Mixpooprauizsin —

“ue Oinbuie 10° KYO/r.

Faranuia cinekicrs APMUBKOBHX Ta uBinenx Binnosinae
Fpubin — pe GimLure 102 KYO/r
Matorens ~ sincyrhicts Esclierichia coli ]

Pass

MikpoBionoritua umcorat
{€np, Dapm,)

Notes

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

2, The result is obtained from testing during in-process control .

3.Performed on 1 batch in 20,

4.Perfornied once a.year at telease, which may be the znnual GMIP stabili Ly baich.

Tpumiricn )
1. Posvip rabnerc nusuadeni oeHaciomn, mwo BHROPUCTRRYELLCAL ST TIpCCYBA i Ta6reTOK; #K2 HepEs préThc
3riAHG NPOTOKeNY BHPOBHHITEA cepil. Posuip TaGnerky e UCPCBIPAETHEH NPH BHITycky FIpCITAPITE.
2. PesysuTar oTpHMAHUE 3 TecTYBaMHA lpy Miwonepauiiinoasy wourponi,
3. Buxonyerscs ua 1 3 20 cepift.
4. Bazonyernes ' opas ma pic opu UHIYCKY, WG Mowe GyTH tiopiunoic cepicie aume wanseHis -Crabinsuoct
Bignoniie GMP,




Product: AUGMENTINT
tipenapar; AYTMEHTHH™

Type: coated tablet

Tun: TaGreriH, skpyri 060 n0HKOIO
Doser 500mg/125 mg
Hosysantt: 1o 500ur/125ur
Presentation: # 14-{7x2) in blisters
{each blister with desiccant sachet in
-aluminum foil pouch)

Maxysanu: Neld (7x2) ¥ Gnicropax
(osxen Gnicrep pason 3
BOJIOTO3AXHCHHMI FPAHY RAMK-CALUG
¥ makeri 3 anomMiniesol dios [S§1);
Release Specification $2634
Cremudivanis $2634

Bateh: WF2E

Cepin: WF2E

Manuf. Date: 04 062024

Hara supoBiuuraa; 04 06 2024
Lxpiry Date: 06 2027

Tepmin nprgarnocri: 0§ 2027

1 hereby cedify that the information in thi

lound to be in compliance with GMP,

Dnm 5 nigreepmxyio, o Habeaena. inlopyanis. € cn
BRAIONAIOMH HAKYBAHHI 12 KOHTPONLE AKOCT], HA 35%uaY
BHMOT Hanexcol supoBuuof npawthxy (GMP),
noHil  sinnoBizrocri go cnelntiranil, epe
Jloxymeritauis crocopno BUPOGHHUOIO npouecy,
NG BONE RiZNOBINAE BuMOram Hanewnof DHPOOHIIOT

Date of signature; Tt 0B S
oSl e 34::*2..&{

Hara nizaucy:

§ 5 AL 2025

No: 74963

Homep; 74963 _

Tmporting Countiy: Ukraiie

Kpaina isuoprep: YKPATHA

Quantity in the batch: 16110 packs

Kinsxiers npogyxuif & cepii: 16110 yit.

Regisiration license number: UA/QY87/02/02

Homtep peecrpauiitioro nocainuenun: UA/0987/07/02

Ian Bevan
fan Bevan
Quatificd Persen
YtoeHonawkena ocobu

Approved by;
Yiroxeno:

s certificate is duthentic and accurate. “This baich of product- has been
g and quality conlrol at the above-mentioned site in full compliance with
tory Authority and with the specifications in the Marketing Authorisation

PABNUILOIO | TOYO, Cepin npenapary 6yna BHIOTOBAEHS,
eHifi Bute BHPOBRME minsuuid B monni BiZnoRiAHGCT Mo
BOTRHOBIICITHX MICUEBHM PelynsTopHMa Bigomersom, o Takok B
ACatenkX Y peecTpauiiinii JokyseuTauii  wpatus-innoprepa,
BaHHs | avanizy cepii 6yna nepesipena, | Gyno.acranonmeHo,
npaictiin (GMP).

/

Signed (Qualitied Person): {;é/
Iianue (Yriosnosaxena ocofa)

Qualified person name and-sumanie: > BG*‘M
Int’ 51 7a Hpissmute ynoskonasewo! ocofis: Ve, ﬁé'm-mr’-’xi

Waoithing Quality Assurance Department
Binnin 3a6esneuenis axoeti, Bopeiur

Manufacturer: )
SmithKline Beecham: Pharmacenficals
Clarendon Road, Worthing, BN14.8QH,
United Kingdom

‘MIA Number: MIA 10592

Bupo6uu:

CumirKansitic Bivem Mapmacuioiaine-
Knaperigon Poya, Bopeinr, BN14 8QH,
Besyura Bpuranis

Hontep mivienaif sa supoGnifurio a iMmopsr
Na MIA 10592




JTEP)KABHA CJIYKBA 3 JIIKAPCHKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

nipoB. Ceitnnunoi Hanit, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOI0 B Y KPaiHy JIiKapChLKOro 3acody

07.11.2024 Ne 56760/24/10

AYI'MEHTHH™

(HaiiMeHyBaHHS JIiKapchKOTo 3aco0y 3riJlHO 3 peecTpalliiHUM MOCBITUSHHSIM)
Ta0JIeTKH, BKPHUTi 00010HK010, S00 M1/125 Mr o 7 Tabiaerok y Gictepi (kKoxkeH dJicTep
Pa30M 3 BOJIOT03aXUCHHMH IFpaHy/JIaMHU-calle Y HaKeTi 3 aJoMiHi€BoT ¢oabru); no 2 0Jicrepu
B [IAKETAX Y KAPTOHHIH ynakoBIi

(popma BUITYCKY, 103yBaHHS, BUJI IAKYBaHHS TiKapCLKOTO 3ac00Yy)
Homep peectpaiiinoro nocsinuenns UA/0987/02/02 crpox nii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acofy Ne 299M KinbkicTs BBe3€HOTO JiKapcbkoro 3acoby 15604

BupoGHuK CwmitKnsita biuem ®@apmackrotukaiic, Benuka bpurtanis
(HaliMeHyBaHHS BUPOGHUKA JIIKapPCHKOTO 3ac00y, KpaiHa OXOKEHHS)

Beeseno B Vipainy ToBapuctso 3 o6MeskeHor0 BixnmopizaasnicTIo ""InakcoCmiTKasiin

MapmaceoTikagac Ykpaina', inent. kox: 35619519

(HaiimeryBanus Ta koz 3a CAPIIOY opuanuHoi ocoGu ado npissuiie, iM's1, 1o 6arbkoBi (izuuHOT

0co0H - nianpuemus, il Miciie PoKUBaHHs Ta peecTpaiiiinmiii Homep 001iKOBOT KapTKK IIATHUKA
rnojarkis abo cepis Ta HOMEp nacrnopra)

MpoToxon Bisyanbhoro kourposo six 05.11.2024 Ne 3391/1.

3a pesylbTaTaMu JEPXKABHOTO KOHTPOJIO BCTAHOBNEHO, IO JiKapchkuii 3aci0 BBeseHO B VYkpaiHy 3

JOTPHMAHHAM BUMOTr 33aKOHOJABCTBA 1100 3a0€3eYeHHs AKOCTi JiKapChKHX 3ac00iB.

| I M
o % 7y //é : @Z/ Biktop CTEDKIBChKUWI

o = P kS .
Ga ﬁpm acpRdiiro : {74 gmzmucfé {iniiany Ta npizsnue)

s \
10KY MEHTIB 3

’

T
dipa MR




Product: AUGMENTIN™
Hpenapar: AYITMEHTHH™

Type: coated tablet

Tur: Tabnerin, BkpuTti 060J10HKOIO
Dose: 500mg/125 mg

Josysausns: uo 500m1/125mr
Presentation: # 14 (7%2) in blisters
{each blister with desiccant sachetin
aluminum foil pouch)

Haxypanms: Nol4 (7%2)y 6nicrepax
(xoxcen - Oricrep pasoM 3
BONOTO3AXUCHHMU TPAHYIAMU-CAIIE Y
akeri s ayominiesol Qonsrn)
Release Specification $2634
Crienmdrixanis S2634

Batch: 2909M

Cepin: 299M

Manuf. Date: 17 07 2024

Jara supobuuursa: 17 07 2024
Expiry Date: 07 2027

Tepwmin npuparsocri: 07.2027

Quality certificate
Ceprudikar sikocrti

No: 75113

Homep: 75113

Importing Country: Ukraine
Kpaiua imnoprep: VKPATHA

Quantity in the batch: 15604 packs

Kimsxicrs npogyxuil s cepil: 15604 yi.

Registration license number: UA/0987/02/02
Howmep peecrpantiiinoro nmocsiguenms: UA/0987/02/02

Approved by:
Yaromieno:

Daniel Brookes

Daniel Brookes

Qualified Person
Ynosrosanena ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the
form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate) 125 mg.
Crora mit/Axrusricrs: [ioui peqosuan: aMOKCHIMNIH, KIaBYJAHOBA KHCIOTA;

1 rabnerxa Micrurs amoxcuipuiny (y opmi amoxcminy tpurigpary) 500 mr, knasynanosoi xucnoru (y dopmi xamio

KknaBysnanary) 125 mr.

TEST LIMITS RESULTS
HAUMEHYBAHHS TECTY JOITYCTHMI HOPMH PE3VIIETAT
A white to offswhite oval-shaped, coated tablet, debossed
Desaitin with «AC» and a score line on one side and plain on the other P
P side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick’. The total nominal weight is 1.08 g.
Bina abo 6ina 3 sBifrinkom, Bxputa OGONOHKOI OBANBHA
rabnerka 3 purpasipypanum HarucoM «AC» Ta ninieo
posnoMy Ha ofHoMy Gou, uncra 3 iHmoro 6oxy; npubIH3HO : .
Quzo 20 MM ZOBKHHOW, 9,5 MM BIHPHHOW Ta 6H3BK0 6,6 - 7,8 MM Biznoninae
TosumHo!, CymapHa HominansHa para TabieTKH CKNanae
1,08 1.
Identification A (HPLC) Compliance with retention time Pass
Lnenrudivanis A (BEPX) BinnosigHicrs yacy yTpuMy B Bignosinae
vy g% TLC: Retention time comparable to the reference.
1dentification B R: ” abl dard
(TLC or IR or NIR) : Spectrum comparable to standard. Pass
NIR; Spectrum comparable to standard,
g THIX: Yac yrpuMants TopiBHgHO 31 CTAHAAPTOM,
Inenrudyixanis B . . : . .
[Y-cnexrpockonis: CoekTp HOPIiBHIOETHCH 31 CTAHTAPTOM, Binnosinae
(TIHIX yn 1Y wm BIY) i . . X
BlY-crrexrpocroris: Crerrp HOpiBHIOCTLCH 31 CTABAAPTOM.
Uniformity of Weight? Complies with Ph. Eur, Pass
Onuopiguicrs Macu® V pignosimuocri no €sp. dapm. Binnosinae
Disintegration Max 30 min ﬂm-inom%\
Posmagasns Maxe. 30 x5, VA LETIRR

L0

s
MOKYMEHT




Product: AUGMENTIN™
IIpenapar: AYTMEHTHH™

Type: coated tablet

Tun: Tabnerky, Bkputi 060I0HKOI0
Dose: 500mg/125 mg

Hoszysanns: no S00mr/125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)
Tacysanus:Neld (7x2) y Guicrepax
(xosxen Gricrep pasom 3
BOJIOTOZAXHCHHMHE IPaHyIaMu-caie y
naxeri 3 ajmominieol Qonbrn)
Release Specification $2634
Crenndixanis 82634

Batch: 299M

Cepis: 299M

Manuf. Date: 17 07 2024

Jarta supoOunursa: 17 07 2024
Expiry Date: 07 2027

Tepmin npumaraocti: 07 2027

No: 75113

Howme : 75113

Importing Country: Ukraine

Kpaiua inmoprep: YKPATHA

Quantity in the batch: 15604 packs

Kinskicrs nponyxuil g-cepit: 15604 yn,

Registration license number: UA/0987/02/02

Howmep peecrpauiiinoro nocsiguens: UA/0987/02/02

Approved by:  Daniel Brookes
Varomreno; Daniel Brookes
Qualified Person

Ynosnosaxkena ocoba

The dissolution of the active ingredient complies with the
requiréments of the Ph.Eur,

Dissotution® ;
o - (Paddle apparatus method, 75rpm, medium: 900ml water)
E; gvc:ﬁzf;:g amoxicillin and Q= 85% swithiis 30 miruites, Not Tested
' Acceptance Criteria: Aceording to Ph.Eur. for conventional
dosage form.
Posuusenns Afl09UX PEYOBHH Bixnosinae Bumoram €Bp.
Dapnt.
Pozunnenns® (Meroy iz 3acToCYBAHHAM JIOMACTHOTO anapary, 75 6. / xs,

(% Bin 3asBreHol Kimsxocti
AMOKCHIMIIHY TA KIaByNaHaTy)

cepenorutite: 900 Mt BoIM)

Q=85% 3a 30 xBunmuu,

Kpurepili npuiingrrocti: srinuo €sp, @apm. s 3suyaiinol
jaozosanol dopmu,

He nposoautses

Presence and integrity of Film Coat No gross defects are observed Pass
s He criocrepiraerses snaunux nedexris Bignosinae
TabneTku ’
Equilibrium Relative Humidity® 10.0% maximum 5.8%
Pisgopaxua BigHOCHA BONOTICTE? maxe. 10,0% 58%
475 to 525 mg per average tablet, calculated as Amoxicillin 496 m
Amoxicillin Content free acid (95-105% of declared) &
475 - 525 Mr Ha cepenHIo Bary TableTky, B NepepaxyHky Ha 496 mr
Bumicr amoxenmputiny AMOKCHIIIIH SX BinsHy kucnoty (95-105% sin sasnauenol
KisisKocTi)
. . 119 to 131 mg per average tablet, calculated as Clavulanic 1251
Clavulanic Acid Content Acid, (95-10 59% gf d ec!ara%)) g
119 - 131 mr na cepenmio Bary TabNeTKH, B HEPEPAXYHKY Ha 125 mr

Baicr KH&B}’II&HDBO% KHOROTH

KIABYHAHOBY KHCHIOTY.
(95-105% Bin 3a3uauenci Kinskogeri)

o B
(N *$IT1
JIOKY MEHT

dipa M




Product: AUGMENTIN™
Hpenapar: AYTMEHTHH™

Type: coated tablet

Tuir: rabnerky, BrpuTi 0600HKOO
Dose: 500mg/125 mg

Josyrauss: o 500mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

Tlaxysarus; Nel4 (7%2) y Gricrepax
{xoxen Gnicrep pasom 3
BONOTO3AXNCHUMMH rpmiyﬁampcame Y
naxeri 3 amominienol Ponsru)
Release Specification $2634
Crenpdixanis 52634

Batch: 299M

Cepis: 299M

Manuf. Date: 17 072024

Jara supobuunrea: 17 07 2024
Expiry Date: 07 2027

Tepsin npuaarsocri: 07 2027

No: 75113

Howmep: 75113

Importing Country: Ukraine

Kpaina imnoprep: YKPATHA

Quantity in the batch: 15604 packs

Kinsxicrs npoayxuil s cepil: 15604 yn.

Registeation license number: UA/0987/02/02

Howep peecrpauiiinoro nocsiguenng: UA/0987/02/02

Daniel Brookes

Daniel Brookes

Qualified Person
Ynosuosaena ocoba

Approved by:
Yaromueno:

Amoxicillin Dimer (Ph.Eur, 1) <1.2% 0.6 % wiw
o - Amoxicillin penicilloic acid (Ph.Bur. D)  <£1.0% 0.1 Y% wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D}  <1.0% 0.0% wiw
Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur, E) <1.0% 0.0 % wiw
{(HPLC) Penilloic Acid Isomer2 (Ph.Eur. E) <1.0% 0.0 % wiw
Diketopiperazine (Ph.Eur. C) <1.0% 0.1 Yo 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
Amoxennunin gumep (€D, 1) <1,2% 0.6 % wmim
o - Amoxcunin nesimpuUoiisa -ra (€0, D) <1,0% 0.1 % wwm
B - Amoxesutin neninpnoiina wra (€0, Dy <1,0% 0,0 % wiw
CyryTHi ToMitiKK aMOKCHIHIHY Hentofinoi x-tu isomep 1 (€@, E} <1,0% 0,0 % wmim
(BEPX) Heninnoiinoi k-t isomep 2 (€D, E) =1,0% 0,0 % mim
Juxeroninepasin (€0, C) <1,0% 0,1 % wini
Bynas-sxa inma inenrudicorana fomimka <1,0% 0,1 % mim
Bynp-ska inua weinentudiconana nomimka  <0,3% 0,1 % mim
3aransHa KiBKICTs Cyny rHiX JOMIIOK aMOKCHUMIIHY 1 % mim
<3%
Clavulanic Acid Impuritics: 2.5% wiw maximum with respect to the labelled Clavulanic 0.2 % wiw
Clavulanate Polymer Acid content i
Jlominreu KIABYIAHOBOT KUCTOTH: Maxcamys 2,5% M/s 1o BIIHOMIGHHIO JI0 3a3Hak4eHH0T Ha 0.2 % M/n
HONIMED KIABY IaHATY CTHKETI KINBKOCT] KIABYIAHOBOT KHCHOTH i
Identification of Titanium® A yellow-orange colour appears Not Tested
Lienrudicanis Tutany” P apasnerses MOBTO-NOMApaHYEne 3a6appICHHS He nposopurses

- nad
1()]«’}'\\1“(“3

/
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Product: AUGMENTIN™ No: 75113

Ipenapar: AVIMEHTHH™ Homep: 75113

Type: coated tablet Importing Country: Ukraine

Tur: rabnersd, BRpuTi 06070HKOIO Kpaiua imaoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15604 packs

Jlosysanss: o 500mr/125mr Kinsxicrs npomyxuii B cepii: 15604 yn.

Presentation: # 14 (7%2) in blisters Registration license number: UA/Q987/02/02

{each blister with desiccant sachetin Howmep peecrpaniiinoro nocsinsenns: UA/(0987/02/02

aluminum foil pouch)

Haxysartst; Nel4 (7X2) y Gricrepax
(icosken Gaictep pasom 3
BONOTO3AXHCHHME TPAHY aMu-cate
y nakeri 3 amominiesol (honsru)
Release Specification 82634
Crenudixania $2634

Batch: 299M

Cepis: 209M

Manuf. Date: 17 07 2024 Approved by: Daniel Brookes
Jlara supotanursa: 17 07 2024 Varomreno: Daniel Brookes
Expiry Date: 07 2027 Qualified Person
Tepmin npuparnocri: 07 2027 Ynopropaxena ocoba

Microbial Contamination® (Ph.Eur.)
Total Aerobic Microbial Count - not more than
10* CFU per gram .
Total Yeasts and Moulds - not more than 10% HotiTestod
CFU per gram

Pathogens - Absence of Escherichia coli

SaransHa Kinpkicrs aepobuux Mikpooprasismis —
10° KY O/ b poop
He Ginknre Ofr.
; ; ; -
?éifp cg:n;{:r;ﬁma meora BaranbHa KiNSKICTH APIHIGOKOBAX Ta IBINEBIX He nposopurses
p. Papu. rpu6is — He Ginsue 102 KYO/r.,
Tlarorens — sigcyaicrs Escherichia coli

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.The result is obtained from testing during in-process.control .

3.Performed on 1 batch in 20,

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

HpumiTku
1. Posmip TableTiy BHIHAYEH] OCHACTKOIO, IO BUKOPHCTOBYETHCS Ul npecyBanus TalieTox, aka Nepesipsersea
3O TIPOTOKOIY BHpOGHULTEA cepil, Posmip TabneTin He nepenipaeTsCs IPH BIITYCKY nperapara.
2. Pesynbrat OTPUMAHMI 3 TECTY RN NPH MDKONCPALiiiHOMY KOHTPOT.
3. Buxonyersestna 1 3 20 cepili,
4. Buxonyersca 1 pas sa pik npu sanmycky, mo Moxe Gyt mopiysoio cepicio s supdenus craGinmpnocti
signosiggo GMP,




Product: AUGMENTIN™ No: 75113

Tpenapar: AYTMEHTHH™ Honep: 75113

Type: coated tablet Imiporting Country: Ukraine

Tun: rabnerin, BKputi 06010HKOIO Kpaina imnoprep: YKPATHA

Doser 500mg/125 mg Quantity in the batch: 15604 packs

Jlosysanst: 110 500mr/125mr Kinsxicrs nipoayxil v.oepii: 15604 y.

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

{each blister with desiccant sachetin Howmep peecrpauilinore nocsinuenns: UA/0987/02/02

aluminum foil pouch)

Haxysannsn: Neld (7%2) y Gnicrepax
{xoxen Gricrep pasom 3
BONOTOSAXUCHHMI TPAHY NaMH-Callie
y nakeri 3 amominicsol Qonsru)
Release Specification 82634

Crenumdixatia 52634

Batch: 299M

Cepin: 299M

Manuf, Date: 17 07 2024 Approved by: Daniel Brookes
Hara supobuunrsa: 17 07 2024 Varojpreno: Daniel Brookes
Expiry Date: 07 2027 Qualified Person
Tepsmin npumarsocri: 07 2027 ViosHoswkeHa ocoba

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 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,

Llaye s miprsepiokyro, oo Hasenena indopmanis € cnpamkapoio i tounoio, Cepis npenapary 8yna BUTOTOBICHS,
BRMOYAIOYH TAKYRAHBS T4 KOHIPONS SKOCTI, Ha 3a3uaveniil puie supobuugiil ginsnuni B nosuiit sigmonignocti go
samor  Hasexnol sapobuugol npakriku (GMP), seranosnennx MICHEBHM PEryIsITOPHIM BiIOMCIBOM, & TakOX B
nopHil signosinmocri o cmeumdicauid, nepenbauenux y peecrpauidiniil poxymesrauii kpainu-iMnoprepa.
Jorysentauis crocosno supobHuHoro npolecy, makysauus i ananisy cepil Gyna nepesipena, i Syno. BCTaHOBIEHO,
nio BoHa Bianosizae sumoram Hanexno! supoBuuyol npaxruru (GMP),

s

Date of signature: 1184 G{gg;;ﬁg{,; Signed (Qualified Person): " — L
Hara nipmucy: Aeg 2 iﬁé?(-& Hignue (Ynosuopakena ocoba) M:g;? > W M;«;w‘

Qualified person name and surname: HAR rEC- g‘%&%’iﬁ g
Int"st va Ipissuie yriopHopaskerot ocobu: IRangitd. & e ehel, .

; : - " Worthing Quality Assurance Department
@ﬁ& w W % @v g@:@ @ Bipnin 3abesneuens skocri, Bopeinr

Manufacturer:

% s ey SmithKline Beecham Pharmaceuticals

»ff % g&‘;} ? %ﬂ% Clarendon Road, Worthing, BN14 8QH,

e United Kingdom
Dianial Brookds MIA Numbger: MIA10592
Qualified Person

Bupobuui:

CuirKnsiin Biuem GapmacsroTirane
Kiapennon Poyn, Bopeinr, BN14 8QH,
Benuka Bpuranin

Homep ainensii na sppoGumireo ta iMnopr
Ne MIA10592

nad .
ryT y IB \
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TEP)KABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npoB. Ceitmunoi Hanii, 3, M.Kuie, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaiHY JIKAapChKOro 3acody

09.01.2025 Ne 71276/25/10

AYI'MEHTHH™
(HaliMeHyBaHHS JNiKapChKOTO 3ac00y 3riHO 3 peecTpaliifHiM MOCBiTYSHHAM)

Ta0JIeTKH, BKPHUTi 000710HK010, S00 Mr/125 Mr mo 7 Tabaerok y OJicTepi (KoxeH OJicTep
pa3oM 3 BOJIOT03aXHCHIMH IPaHyJIaMH-calle y aKeTi 3 a1ioMiHieBoi (poabru); mo 2 diicrepu
B MAKeTaX Y KAPTOHHI ymakoBIi
(dopma BuIycKy, TO3yBaHHS, BUJ IAKyBaHHS TiKapChKOTo 3ac00y)

Homep peecrpaniitroro nocsimaenns UA/0987/02/02 crpox nii peectpaniiinoro mocsimgenns 01.01.2099
Cepis nikapcbkoro 3acofy Ne 6W7V KinbKicTh BBe3€HOTO Jlikapcskoro 3acoby 16450

BupoGHyk CwmitKnsitn biuem @apmaceiotukaiic, Bennka bpuranis
(HaiiMeHyBaHHS BUPOOHHKA JIIKAPCHKOTO 3ac00y, KpaiHa IOX0IKECHHS)

BaeseHo B YkpaiHy TorapucTBO 3 06MekeHO0I0 BimnoBinansuicTIo "'TnakcoCmiTKsitn

®apmackloTikajic Ykpaina', igenr. kon: 35619519

(naiimMenyBanH: Ta xoZ 3a €J/IPTIOY opuauynoi ocobu abo npi3BUIIe, iM'a, 10 6aThKOBI (i3UIHOT
oco0u - mignpuemis, il Micie MpoKUBAHHS Ta peeCTpaliifHui HoMep 06iKOBOI KAPTKHU IIaTHHKA
MOJaTKiB a60 cepis Ta HOMEp MacHopTa)

IMpotokon Bisyansnoro xontpomo Bix 08.01.2025 Ne 4284/4.

3a pesyiabTaTaMH JEpKABHOTO KOHTPOJIO BCTAHOBJICHO, IO JIKapchkuMii 3aci6 BBe3eHO B YKpaiHy 3
AOTPHUMAHHAM BUMOT 3aKOHOAABCTBA MO0 3a0€3MEYEeHHS AKOCTi JiKapChKUX 3aC00iB.

//é . @I/ Bikrop CTE®KIBCHKHH

manuc (ininiany Ta npi3suute)

a i .
MO KY WEHTIB
JIOKYMEHT




Product: AUGMENTIN™
IIpenapar: AYTMEHTHH™

Type: coated tablet

Turt: TaGneTkH, BKPUTi 060JIOHKOIO
Dose: 500mg/125 mg

Jozysaums: no 500mr/125mMr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)

IMaxysanns: Nel4 (7x2) y Gnicrepax
(xosxeH Gitictep pasoMm 3
BOJIOFO3aXHCHUMH IpaHyIaMH-calie y
nakeri 3 amominieol osru)
Release Specification S2634
Cremudixanis S2634

Batch: 6W7V

Cepis: 6W7V

Manuf. Date: 01 10 2024

Jara BupoGruirrsa: 01 10 2024
Expiry Date: 10 2027

Tepmin npuparrocri: 10 2027

Quality certificate
Ceprudikar axoeri

No: 75299

Howmep: 75299

Importing Country: Ukraine
Kpaiua immoprep: VKPATHA

Quantity in the batch: 16450 packs
Kimskicrs npoayxkuii B cepii: 16450 ym.

Registration license number: UA/0987/02/02
Howmep peecrpauiitnoro nocsiguenns: UA/0987/02/02

Approved by:  Ian Hutchinson

V3romxeHo: Ian Hutchinson

Qualified Person
VnosaoBaxkena ocoda

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the
form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate) 125 mg.
Cuna i/ AxrusHicTs: J{it04i pe4OBHHH: aMOKCHIMAIH, KNaByJIaHOBA KHCJIOTA;

1 rabnerka Micrurs amoxcuuminy (y dopmi amoxcwaniny tpurinpary) 500 mr, xnasynamnoBoi xuciotd (y dopmi kanito

KnaByjaHary) 125 mr.

TEST LIMITS RESULTS
HAMMEHYBAHHS TECTY JOnyCTUMI HOPMH PE3VJIbTAT
A white to off-white oval-shaped, coated tablet, debossed
Desctlition with «AC» and a score line on one side and plain on the other Pass
M side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick!. The total nominal weight is 1.08 g.
Bima a6o Gima 3 BiariEKOM, BKpHTa OOOJIOHKOIO OBaJEHA
Tabnérka 3 BurpasipyBammM HamicoM «AC» Ta JiHieo
possoMy Ha oxHoMy Oomi, ukcra 3 iHmoro Goky; npuéImMsHO ; g .
Ormac 20 MM JOBXMHOIO, 9,5 MM LIMPHHOIO Ta ONU3EKO 6,6 - 7,8 MM Bizmosinae
ToBmuHo0', CymapHa HOMiHaibHA Bara TaGNETKH CKIAnac
1,08 r.
Identification A (HPLC) Compliance with retention time Pass
Inentudikanis A (BEPX) Bignosianicts gacy yrpuMyBaHH:. Bixnosinae
Identification B TLC: Retention time comparable to the reference.
(TLC or IR or NIR) IR: Spectrum comparable to standard. Pass
NIR: Spectrum comparable to standard.
Tneurnixauis B TIIX: Yac y'rpuyz.mnn TIOPIBHAHO 3i CTaHAAPTOM. ) )
IY-cnexrpockonis: CriekTp MOPIiBHIOETECA 3i CTAHAGPTOM. Bianosinae
(TIIX um I9 gn BIY) . . .
BIY-cniexrpockomnisi: CriekTp MOpiBHIOETHCA 3i CTaHAAPTOM.
Uniformity of Weight? Complies with Ph. Eur. Pass
OpHopinuicts Mack® V pigmosigrocti o €sp. Dapm. Binnosinae
Disintegration Max 30 min A5-min.
Po3najaHus Makc. 30 xa. A AN
[s)

, i :
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Product: AUGMENTIN™
Ipenapar: AYTMEHTHUH™

Type: coated tablet

Twm: TabnerkH, BKPHTi 060JI0HKOIO
Dose: 500mg/125 mg

Hozysaasst: mo 500mr/125Mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)
IMakysanns:Nel4 (7x2) y Gmicrepax
(xoxeH GnieTep pazom 3
BOJIOTO3aXHCHAMH T'paHyJIaMH-Calie y
nakeri 3 amoMiniesol Gonbrm)
Release Specification S2634
Cnenudixaris S2634

Batch: 6W7V

Cepia: 6W7V

Manuf. Date: 01 102024

Harta supo6uunrsa: 01 10 2024
Expiry Date: 10 2027

Tepmin npunarsocti: 10 2027

No: 75299

Howme : 75299

Importing Country: Ukraine
Kpaina imnoprep: YKPATHA

Quantity in the batch: 16450 packs

Kinskicrs npoxyxuii B cepii: 16450 yn.
Registration license number: UA/0987/02/02
Howmep peecrpauilinoro nocsimaenns: UA/0987/02/02

Approved by:  Ian Hutchinson
Varomxeno: Ian Hutchinson
Qualified Person

VnosroBaXEHA 0c00a

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

Dissolution® ’
4 B s (Paddle apparatus method, 75rpm, medium: 900ml water)
g’aov(telglna;tee(; amoxicillin and Q = 85% within 30 minutes. Not Tested
i Acceptance Criteria: According to Ph.Eur. for conventional
dosage form.
PosumHeHHs AilOMMX pEYOBHH BinmoBinac Bumoram €Bp.
Dapm.
Pozuunenns® (Merox i3 3acToCyBaHHAM JIONIACTHOTO anapary, 75 06. / xs,
(% Bix 3asBneHol kinbkocti cepezosmme: 900 Mn BojH) He npoBoauThcs
AMOKCHMLIMITIHY Ta KJIaByJIaHATY) Q=85% 3a 30 xBuiHH.
Kpurepi# npuiiastHocri: srigao €sp. QapM. ans 3sudaiHoi
JK030BaHO1 (JOPMH.
Presence and integrity of Film Coat No gross defects are observed Pass
Haunics, va ninicaicrs. oGoronxs He cniocrepiracrsea sHauHux gedexrin Biamosinae
Tabnerku
Equilibtium Relative Humidity® 10.0% maximum 53%
PiBHOBaHA BiIHOCHA BOJIOTiCTH? makc. 10,0% 5,3 %
475 to 525 mg per average tablet, calculated as Amoxicillin 497 m
Amoxicillin Content free acid (95-105% of declared) e
475 - 525 Mr Ha cepeiHIO Bary TabNeTKH, B NEpEpaxyHKy Ha 497
BMicT aMOKCHLMNiHY aMOKCHLWIIH AK BineHy xucnoty (95-105% sin 3asHaueHoi e
Kinsxocri)
: ; 119 to 131 mg per average tablet, calculated as Clavulanic 125 mg
Clavulanic Acid Content Acid, (95-105% of declared)
119 - 131 Mr Ha cepeaHio Bary TabJyeTku, B NepepaxyHKy Ha 125 Mr

BwMicT KnaBy/1aHOBOI KHCIOTH

KJIABYJIAHOBY KHCJIOTY.
(95-105% Bix 3a389€HOT KiNEKOCTI)




Product: AUGMENTIN™
Ipenapar: AYTMEHTHH™

Type: coated tablet

Twn: Tabnerky, BKPATi 060JOHKOIO
Dose: 500mg/125 mg

Jlosysauus: no 500mMr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

IlakyBanus: Nel4 (7%2) y Guicrepax
(xosxeH Gicrep pasom 3
BOJIOrO3aXMCHYMH IDaHyIaMHi-camre y
makeri 3 amoMiniesoi Gonbru)
Release Specification $2634
Cnermdixanis S2634

Batch: 6W7V

Cepia: GWTV

Manuf, Date: 01 10 2024

No: 75299

Howmep: 75299

Importing Country: Ukraine
Kpaina iMmmoprep: YKPATHA
Quantity in the batch: 16450 packs

Kinskicrs npoayxuii B cepii: 16450 ym.
Registration license number: UA/0987/02/02
Homep peecrpauiiinoro moceinuenns: UA/0987/02/02

Approved by:  Ian Hutchinson

Jara supobrunrsa: 01 10 2024 VaromxeHo: Ian Hutchinson
Expiry Date: 10 2027 Qualified Person
Tepmin npuparsocri: 10 2027 VnosHOBaxkeHa ocoba
Amoxicillin Dimer (Ph.Eur. J) <1.2% 0.8 % w/w
o - Amoxicillin penicilloic acid (Ph.Eur. D)  <1.0% 0.2 % wiw
B - Amoxicillin penicilloic acid (Ph.Eur. D)  <1.0% 0.0 % wiw
Amoxicillin Related Substances Penilloic Acid Isomer 1 (Ph.Eur. E) <1.0% 0.1 % w/w
(HPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) <1.0% 0.0 % wiw
Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified impurity <L0% 0.1 % wiw
Any other unidentified impurity <0.3% 0.1 % wiw
Total Amoxicillin Related Substances 3% 2 % wiw
Awmoxcunpnin gamep (€D, J) <1,2% 0,8 % mim
o - AMOKCHLMIIIH neHinuIoiina k-Ta (€®, D) <1,0% 0,2 % m/m
B - AMoxcuinin neHinumnona x-ra (€®, D) <1,0% 0,0 % m/m
Cynyrai AoMillKy aMOKCHITATIHY [eninno#noi k-ru isomep 1 (€D, E) <1,0% 0,1 % m/m
(BEPX) eninnotinoi x-Tu isomep 2 (€D, E) <1,0% 0,0 % m/m
Jluxeroninepasiu (€D, C) <1,0% 0,1 % m/m
Byne-axa inma inenrudikosana nomimka <1,0% 0,1 % m/m
Byas-sxa imma neinenrudikopana gomimka  <0,3% 0,1 % mim
3araabHa KiNBKiCTs CynyTHIX AOMILIOK aMOKCHIMIIHY 2 % mim
3%
Clavulanic Acid Impurities: 2.5% wiw maximum with respect to the labelled Clavulanic 0.3 % wiw
Clavulanate Polymer Acid content il
JloMillIKK KJIaBY TaHOBOT KHMCIIOTH: MaxcumyM 2,5% M/M 10 BifHOIIEHHIO A0 3a3HAYCHHO1 Ha 0.3 % M/u
MOJiMEp KNaByJIAHATY €THMKETIli KiNIbKOCTi KIIaByJIAHOBO1 KHCIIOTH ’
Identification of Titanium* A yellow-orange colour appears Not Tested
InenTndikauis Turamy* 3’ aBasernes XKOBTO-OMapaHyueBe 3abapBieHHs Heé npoBopHTECH
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Product: AUGMENTIN™ No: 75299

INpenapar: AYTMEHTHH™ Howmep: 75299

Type: coated tablet Importing Country: Ukraine

Tum: Tabnerkn, BKpUTi 060I0HKOIO Kpaina immoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 16450 packs

JHosysannsa: no 500mr/125mMr Kinskicts npoayxkuii B cepii: 16450 yn.

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Howmep peecrpatifisoro nocsiguenss: UA/0987/02/02
aluminum foil pouch)

IMakysanns: Nel4 (7%2) y Gnicrepax

(xoxen Gnicrep pazom 3

BOJIOTO3AXHUCHUMH IpaHylaMH-calle
y naxeri 3 anioMinieBoi ospru)
Release Specification $2634

Cnenuixamis S2634

Batch: 6W7V

Cepin: 6W7V

Manuf. Date: 01 102024 Approved by: Ian Hutchinson
Hara supobunurea: 01 10 2024 V3romxeHo: Ian Hutchinson
Expiry Date: 10 2027 Qualified Person
Tepmin npuparnocri: 10 2027 VrnioBHOBaXkeHa 0coba

Microbial Contamination* (Ph.Eur.)
Total Aerobic Microbial Count - not more than
10° CFU per gram

Total Yeasts and Moulds - not more than 10?
CFU per gram

Pathogens - Absence of Escherichia coli
3aransHa KilbKiCTs aepo6HUX MiKpoOpraHi3mis —
He 6imsme 10° KYO/T.

3aranbHa KibKiCTh APDKIKOBHX Ta LBiEBHX He npoBoAUTECA
rpub6is — He 6insme 102XKYO/r.

Iarorenn — BincytHicTh Escherichia coli

Not Tested

Mixpo6ionoriuna yncorat
(€sp. Dapm.)

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.The result is obtained from testing during in-process control .
3.Performed on 1 batch in 20,
4,Performed once a year at release, which may be the annual GMP stability batch.

TIpumiTku
1. Posmip TabneTkn BU3HAYEHI OCHACTKOIO, 0 BUKOPUCTOBYETHCSA ANS MpPECYBAHHS TaGNETOK, AKa NEPEBipAETECA
3rifiH0 NpoToKoIy BUpoGHMLTEA cepil. Po3Mip TabneTku He NepeBipAEThCS NPH BUIYCKy Npenapara.
2. PesyarraT oTpMMaHuii 3 TECTYBAHHS NPH MbKONEpaliiHOMY KOHTpOII,
3. Bukonyerscs Ha 1 3 20 cepiif.
4, Bukonyerbcsa 1 pas Ha pik mps Buiycky, Mo Moxe OyTd WIOpiYHOIO cepicio ans BuByenHs crabinsHocti
Bianosigso GMP.

. e .
ARy MEHTIB S
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Product: AUGMENTIN™
IIpenapar: AYTMEHTHUH™

Type: coated tablet

Twun: TabnéTky, BKpUTi 060JI0HKOIO
Dose: 500mg/125 mg

JHosysauma: mo 500mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

Nakysanns: Nel4 (7%2) y Gricrepax
(xoxen Giicrep pazoM 3
BOJIOTO3aXHCHHMH TPAHYJIAMH-CAIIE
y naxeri 3 amominiesoi dosru)
Release Specification $2634
Crenumixauis S2634

Batch: 6W7V

Cepis: 6W7V

Manuf. Date: 01 102024

JHara supoGuuirrea: 01 10 2024
Expiry Date: 10 2027

Tepmin npumarrocti: 10 2027

No: 75299
Howmep: 75299

Importing Country: Ukraine

Kpaina imnoprep: YKPATHA

Quantity in the batch: 16450 packs

Kinbkicrs npoayxkuii B cepii: 16450 y.

Registration license number: UA/0987/02/02

Howmep peectpaniiinoro nocsinuenns: UA/0987/02/02

Approved by: Tan Hutchinson
Varomxeno: Ian Hutchinson
Qualified Person

‘YnoBHOBaxeHa ocoba

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 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.
IuMm s migrBepikylo, mo HaseaeHa ingopmatis € cnpasxHboI0 i Tounow. Cepis npenapary 6yjia BUrOTOBNEHA,

BKIIOYAIOMH NAKYBAHHA Ta KOHTPOJE SKOCTI, Ha 3a3HaveHili BUie BupoGHUYil AisHMNi B NOBHIN BigmoBiAHOCTI KO

Bumor Hanexwrol supo6uuuoi npaxruku (GMP), BCTAHOBICHMX MICIEBMM PETyJSTOPHAM BilOMCTBOM, 4 TAKOX B
noBHil BignoBigHocTi A0 coemmdikauil, nepexGadeHmx y peectpauiiimiii xoxymeHTauii kpaiHu-iMmoprepa.

JloxymeHrTallis CTOCOBHO BHpOGHMYOro OpoIECy, NaKyBaHHA i aHanisy cepii Gymna nepesipena, i 6yno BCTAHOBJIEHO,

Date of signature: © 5. \2-. 201
Meranigmucy: o2, \ . 2024

1[0 BOHa Bixnoeinae Bamoram Hanexnoi Bupo6unyoi npaxruxu (GMP).

Signed (Qualified Person): T\ Kpdoc—=—"—
Tignuc (Ynosrosaxena 0006a) TA) Kt

Qualified person name and surname: TAN WES LEY H LW TLHWSoN

Im’s Ta [IpisBHIe yHOBHOBaXEHOT OCOOH: T AN weESLET 1 CTTANN SN

Worthing Quality Assurance Department
Binnin 3a6e3neyenns sxocri, Bopciar

Manufacturer:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QH,
United Kingdom

MIA Number: MIA10592

BupoGauic:
CwmitKnsiin Biuem ®apmacbloTHKAIC  —— -
Knapennos Poyn, Bopciur, BN14 §
Besmuxa Bpuranis

Howmep ninensii Ha Bupo6
Ne MIA10592
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AEPIKABHA COYKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMW Y KHiIBCLKIH OBJIACTI

npos. Ceitirynof Hapii, 3, M. Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox CIIPIIOY 37078774

BUCHOBOK
PO AKICTL BBE3EHOTO B Yxpainy Jikapeskoro 3acody

31.01.2025 Ne 2636/25/10

AYI'MEHTHH™
(HaliMeHyBaHH MKAPCRKOTO 3acofy 3rigmo 3 PEECTpALliHHMM TocBiTueH M)
Ta6aeTKH, RKPUTI 06010HK010, 500 MI/125 M o 7 Tabaerox y Guricrepi (xoxeH Guicrep
Pa30M 3 BOJIOT03aXHCHHME IpaHyIaMH-canie Y DAKeTi 3 amominiesoi oseru); mo 2 Gaicrepn

B IIAKETAX y KAPTOHHIH ynakorni
{dopma Bunycky, o3ysanmy, BRI NAKYRAHHS JIKEPCHKOTO 3ac00y)

Hoxep peectpauitinoro rocsinuenns UA/0987/02/02 CTpOK Rii peecrpaniittoro noceigyenns 01.01.2099
Cepis mikapcrkoro sacofy Ne 6 W7 W Kinexicts BBezenoro mikapesxoro sacaby 15660

BupoGuux CumitKusiirg Biuem Dapmackiotkaie, Bemuka bpwranis
(HaRMeHyBanHa BHpoBHHKA MKapeRkoro sacofy, Kpaiia noXomxedHs)

Beeseno s Vipainy TosapucTro 3 06Mesxenoro BIINOBIAAABLHICTIO "TirakcoCmirK nsiiin

Dapmacrroricanc Ykpaiua", inenr. xon: 35619519

(HalfMeHYBaHHS Ta kox 3a CHOPIIOY wopuanunol 0cobu abo mpizeULE, jM'A, 1o BaTbrOD] hizugnot
0coH - THAMpEeML, ii Micie UPOXHBAHHA TA peECTPaLiftHMi HOMED 0BHIKOBOT KAPTKK DRaTIHKA
monarxis abo cepia Ta HOMEp macnopra)

Hporokon sisyamkoro kenrpoutio rix 31.01.2025 »: 0183/2.

32 pesyabTaTamMm  AepKaBHOro KOHTPONIO  BCTAHOBNEHO, WO ixapchkuil 3aci6  BReseno B Vkpaiwy 3
AOCTPHMAHHSAM BUMOT 3aK0HOAABCTES 010 3a6e3Neuer s AKOCTI Tikapeskux 3aco6is,

‘Kr:«?'- \
3acTyn fh kg ad)oTh e A ek 5 N Onera EPLOMEHKO

O KOHTpOMIG) {minuc) (imiyiam; ra ApizBKLIE)




Quality certificate
CepradikaT sicocTi

Product: AUGMENTIN™™ No: 75307

Tpemapar: AVYI'MEHTHH™ Homep: 75307

Type: coated tablet Importing Country: Ukraine

Tun: raGnerxu, Bipuri o6onoHKo0 Kpaiua imooprep: VICPATHA

Dose: 500mg/125 mg Quantity in the batch: 13660 packs
Hosynam: 1o 500nr/125mr Kineriors npoayxuii o cepii: 15660 yn.

Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

Haxynanus: Neld (7%2) y Bnicrepax
{kosen Gricrep pazown 3
BONIOTOSANHCHHM I FPAHYIIAME-CALLE ¥
naxeti s amominienol Qomnri)
Release Specification $2634
Cremsixauis $2634

Batch: 6WTW

Cepin: 6WTW

Registration license number: UA/0987/02/02
Honep peectpaniiinoro nocrinyems: UA/0987/02/02

Manul, Date: 01 10 2024 Approved by:  lan Hutchinson
Oura supoSiuuraa; 01 10 2024 ¥Y3romieno: Tan Hutchinson
Expiry Date: 102027 Qualified Person
Tepnin npuagrnocii: 10 2027 Ynonsonixena ocoba

Efficacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin {in the
form of amoxicillin trihydrate) 500 mg, clavalanic acid (in the form of potassium clavulanate} 125 mg.
Cina Ji/Axtunnicrs: Jiroui peoEHHM; AMOKCHIMIH, KNADY TAHOBA KHCHOTS;

I rabnersa micrars aMoKCHLENINY (v dopmi AMOKCIWIINY TpuTinpary) 500 Iy knanyRasoBol kacaoTh (y gopi waniio
rnasynanary) 125 wr.

TEST LIMITS RESULTS
— b
HAMMERYBAHHS TECTY JOIYCTAMI HOPMU PE3VIILTAT
A white to off-white oval-shaped, coated tablet, debossed
Description with «AC» and a score line on one side and plain on the other Pass
p side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick!. The total nominat weight is 1,08 g,
Bina a6o Ging 3 BILTiHKOM, BXpHT2 000a0HKOI0 OBaNLHA
TabNeTRa 3 ERCpaBipyBaHIN nateoM «AC» Ta minicio
PosnoMy Ha oanamy GoLi, Yeera 3 inuoro Goxy; npubnuzno s .
Orse 20 vnt lomxnnoio, 9,5 Mm WHPHHOIO T8 OAH3LKO 6,6 - 7,8 Al Bianovizac
ToBlERo0!, CymapHa HoMibaisma para TalneTkH crianae
LO§r.
Identification A (11PLC) Compliance with rotention 1ime Pass
Ineuridianiz A (BEPX) Binroninuicre yacy YTPUMYBRHHN. Binnosipae
entifisition FLC: Retention time comparable to the reference,
(TLC or IR or NIR) IR: Spectrum comparable to standard, Pass
NIR: Spectrum eomparable to standard,
LR & " - H e A
Inewradpircagis 3 THEX: Yac YTPHMAiHy nopn‘sm{.ﬁo 31 CTAHAAPTON, _ »
S M-cnexrpockonis; Crewrp nopisticerses ai CTAITAAPTOM, Bianosinae
{TLUX wn 1Y uis BIY) . i ;
BlY-coewrpockonis: Crnektp nopistiocrees 3 CTAHIAPTOM,
Uniformity of Weight? Complics with Ph. Eur. Pass
Opnopignicrs Macu® Y piznosigtiocr] xo Cop. drapa. Biaroninae
Disintegration Max 30 min 15 min
ot el U —_—p
Posmanauns Makc, 30 xn. {5 xn
1

( c .
by - WEIES

#

P OA A D 2




Product: AUGMENTINTM
lipemapar: AYTMEHTHH™

Type: coated tablet

Tea: vadnerin, sputi 660 oGO
Dose: 5¢0mg/125 mg

Aczypawe: no 500mr/125mr
Presentation: # 14 (7x2} in blisters
{each blister wilh desiccant sachet in
aluminum foil pouch)

Makysanma:Nel4 (7x2) y bnicrepax

{roaxen Gaictep pazom 2

BOJOTO3AX MCHHMH rpanynaMu-canle Yy

nakeri 3 amoMiniesol honsru)
Release Specification $2634
Crewpixauin $2634

Batch: 6W7W

Cepia: 6WTW

Manuf. Date: 01 10 2024
Hara supoSumursa: 01 10 2024
Expiry Date; 10 2027

Tepathi npunarnoeri: 10 2027

— - -

Dissolution?
{% declared amoxicillin and
clavulanaic).

No: 75307

Honie : 75307

Importing Country: Ukraine
Kpatia ismoprep: YKPATHA

Quantity in the batch: 15660 packs

Kisbriers npoaymwii s cepii: 15660 yiL.

Registration license number: UA/0987/02/02

Howmep peccrpanitteoro nocninsenns UA/G987/02/02

lan Huichinson

Ian Hutchinson
Qualified Person
VYroerosakena oco

Approved by:
Yaromxeno:

The dissalution of the active ingredient complics with the
requirements of the Ph.Eur,

(Paddle apparatus method, 75rpm, medium: 900mi water)

Q = 85% within 30 minutes,

Acceplance Crileria; Accotding to Ph.Bur, fur convenljonal
dosage form.

Posunnenns®
(% niy sasrnenol kinskocri
AMOKCHLHATHY T2 KIARYAGHATY)

_JA030BAHOT (hopui.

Presence and integrity of Film Coat

Poauynenns  pliowirx
Dapu,

{Mevoy 13 3acTocyBanmam flonacTrOre anapary, 75 o6, / xn,
cepeaosnue: 900 wt Bomm)

Q=85% 32 30 xBunniL.

Kpwrepilt npuitnsrnoct: arinuo €rp. Dapw. Uy spavaiiol

PCHOBME  BiinoBinae numorans Enp.

No _gross defects are observed

Hasenicts 1a uinicnicrn, oBoIHKI
TabaeTRu

He ciocrepivacriey snaunnx Jsediekrin

Ga

Not Tested

He nposositLes

| e v v o
Pass

Bintosijae

Bxticr xnavynanonof kucnory

Bouilibrium Relative Humidity? 10.0% maximum 43 %
PisnopancHa piguocHa nonoricry maxe. 10,09% 4.3 %
475 1o 525 mg per average tablet, calculated as Amoxicillin 497 m
Amoxicillin Content freg acid (95-105% of declared) 2
b o s
475 - 525 Mr na cepeanio Bary Tablerky, o fiEpepaxy Ky 1a 497 mr
Buier amokcrminy AMOKCHUMNIH 5K Bigehy kuenoty (95-105% nig aasmavenc
KUTEKOCTI)
; : E19 10 131 mg per average tablel, caleulated as Clavulanic 125 mg
Clavulanic Acid Content Acid., (95-105% of declared)
119 - 131 mr na cepennio Bary rabnerigu, s NEPepaxyHxy Ha 125 Mr

KJ'IHB)(JIHEIUB_Y KHCILOTY.

(93-105% nin saspauenot Kirpxoeri)

]




Product: AUGMENTINT
Mpenapar: AYTMEHTHE ™

Type: coated tablet

Thi: rabnerxu, sprri 0Gonorkoio
Dose: 500mg/125 mg

Hosysarns: no 500mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiceant sachet in
aluminum foil poych)

lakysanis: Nold (7x2) y Gricrepax
{wouen Grictep pazom 3
BOJIOrOIAXHCHUMH I'PAHY IAMH-CALE ¥
fakeri 3 amominiesof dioibri)
Release Specification S2634
Crenndiicanis $2634

Batch: 6W7W

Cepin: 6W7W

Manuf, Date: 01 10 2024

Mara snpoGrinirsa; 01 10 2024
Expiry Date: 10 2027

Tepuin npunarnocri: 10 2027

No: 75307

Howmep; 75307

Importing Country: Ukraine
Kpaiua inaoprep: VKPATHA

Quantity in the bateh: 15660 packs

Kinsrlers npoayxuit o cepii: 15660 yr,
Registration license number: UAZ987/02/02

Homep peecrpauiiizoro nooningess: UAM987/02/02

Approved by:
Varomxeno:

Tan Hutchinson

Ian Hutchinson

Qualified Person
VroBHoBaxea 0coba

(MPLC)

(BEPX)

Clavulanate Polymer

Acid content

Hesiwxe xnauynanosol kaciorn:
nosniMep knanynauary

Maxernys 2,5% wi Tio BIJHOIIEHHIO J10 3a3HAYEHHOT Ha
ETHKEHL KINKIOCTI KAy faHouo] KHCIOTH

Identification of Titanium?

lnerrndiranis Tirauy

Amoxicillin Dimer (Ph.Eur. T3 <1.2% 07 %whw ]
a - Amoxicillin penicilioic acid (Ph.Eur. D)  <1.0% 0.2 % whw
B - Amoxicillin penicilloic acid (Ph.Eur. D) =1.0% 0.0 % wiw

Amoxicillin Related Subslances Penilloic Acid Isomer 1 (Ph.Bur, E) <L0% 0.0 % wiw
Penilloic Acid Isomer 2 (Ph.Gur, L) <1.0% 0.0 % wiw
Diketopiperazine (Ph.Eur. ) =1.0% 0.1 % wiw
Any other identified impurity <1.0% 0.1 % wiw
Any other unidentified impurity <0.3% 0.1 % whw
Total Amoxicillin Related Substances =3% 2% wiw
Amoxcununin Anmicp (€D, 1) =<1,2% 0,7 % wmlm
€ - AMOKCHURTTIN Neniwnmoetina -1a (€D, D) <1,0% 0,2 % mim
f - Amoxcnipnin reniupnnoina wera (€, DY<1,0% 0,0 % mim

Cynyrni jominen AMOIKCHUIT Y Teninnofiuof k1w isomep 1 (€, E) =L,0% 0,0 % mim
[Meninnotinoi keru izomep 2 (€, B) =<1,0% G,0 % rafm
RAuxerarinepazin (€@, C) <1,0% 0,1 % mim
Byav-axa inua inenradirorana mosimea <1,0% 0,1 % mfm
Bya-sika inma ueigentadixonana noMiwea <0,3% 0,1 % mim
Jaranpie KhiBKICTs CyRyTHIX BOMILLOK AMOKCHLMLY 2 % mim
3%

Clavulanic Acid hnpurities: 2.5% w/w maximum with respect to the labelled Clavulanic 0.3 % why

0,3 % na/n

A yellow-orange colour appears

Not Tested

3’anagerses HOBTO-TIOMAPAHYERE 3aGapsicHH

He nposonwznes




Product; AUGMENTINTM No: 75307

Hpenapar: AYTMEHTHT™ Homep: 75307

Type: coaled tablat Importing Country: Ukraine

Turn: rabuericu, prpuTi 660 AOHKOIO Kpaina ismoprep: VIKPATHA

Dose: 500mg/125 mp Quantity in the batch: 15660 packs

Hezyvanis: 1o 500mr7/125mr Kinricrs npoayrnii s cepii: 15660 YIL

Presentalion: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(each blister with desiccant sachet in Howep peecrpauiiinore imocniruens: UA/0987/02/02

aluminunt foil pouch)

Makysarmy: Nald (7x2) y GuicTepax
(osen GuicTep pasont 3

BOROTOZAX HCHUMI TDANY Ran H-CAle
¥y naxeri 3 amosinicsot qroneri)
Release Specification 82634
Cnenupixauin 52634

Batch: 6W7W
Cepin: 6WTW

Manuf. Date: 01 10 2024 Approved by: Ian Hutchinson
Hara vupoGunurna: 01 10 2024 Yaroxkeno; an Hutchinson
Expiry Date: 102027 Qualified Person
Tepmiu npuparvocri; 10 2027 YnosHoBamwena ocoba

[ Microbial Contamination? (Ph.Eur.)

Total Aerobic Microbial Count - not more than

10° CFU per gram

Total Yeasts and Moulds - not mare than 102

CFU per gram

Pathogens - Absence of Escherichia coli

SaransHa kinsricrs acpobuux aikpoopramismis —

MikpoGionorisng uncorat fiE Sl ! o l_(Y()/[‘.. ;

(Cap. Dapr,) BHraJ-zr,na KUIRKICTD AP IMGOKGBUX TA LBieHx He nposogurses
rpubis - we Ginsuie 102 KYVO/r.

Harorenu — pincyrics Escherichia coli N

Not Tested

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.The result is obtained from testing during in-proccss control .

3.Performed on 1 batch in 20,

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

ITpumiti
1. Posntip radrerkn suauaueni OCHACTIO10, THO BHKOPHCTOBYETLON /Ui fpecysauna Tabnerok, ska MePEBIpIETLCS
3rilno mpotokony BHpoSHLTea cepil, Posmip raBneren ne HEPELIPAEILC UPU BUIY Gty hpeitapara,
2. Pesynprar orpusanmit 3 TECTYBRHIL Npu MbKonepaifinoMy KOHTPOHI,
3. Bakouyerses na 13 20 cepiit,

4, Buxonyersen | PR3 Ha pix upu BHitycky, wmo Moie Oyt wopivHoe cepico  uia BHBYEHUA crabinnocri
Bisurosigne GMP.




Producl: AUGMENTINT™ No: 75307

Hpenapar: AYIMEHTHH™ Homep: 75307

Type: coated tablet Imporling Country: Ukraine

Tun: vaénerien, srpuri o6ononkoio Kpaina imnoprep; YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15660 packs

Hosynanss: 1o 500Mmr/125mr Iinsxicrs npoxyuii cepif: 15660 yn.

Presentation: # 14 (7%2} in blisters Registration license number- UA/0987/02/02

(cach blister with desiceant sachet in Honep peecTpauifinoro nocpimuen: UA/0987/02/02

aluminum foil pouch)

Haxysauus: Mol4 (7x2) y Guicrepax
(xoswen Grictep pasos 3
BOJIOFO3AXHCHHME MPanyJaMu-canic
¥ naxeri 3 amoMinicaol thonsri)
Releuse Specificalion $2634
Cnenudicauin §2634

Batch: 6W7W
Cepis: 6W7TW

Manuf. Date: 01 10 2624 Approved by: lan Hutchinson
Harta papoGruurna: 01 10 2024 Yaromkeno: lan Hutchinson
Expiry Date: 102027 Qualified Person
Tepmiu npaaarnoctd: 10 2027 Ynoeanosaxena ocofa

I hereby certify that the information in this certificate is authentic and accurate. This batch of product has been
manufactured, including packaging/labelting and quality control at the above-mentioned site in fult 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 bateh
processing, packaging and analysis records were reviewed and

feund to be in compliance with GMP,

Usne st minroepawxyro, uio lrseneua indopmanis € cnpasxisore i TouHo10. Cepis npenapary Gyna BHFOTOEJIEHS,
BIUOUAIONH naxysatkst Ta KonTpons AKOCTI, Ha 3E3HRUCHIT BuILe BHPOOHUTIN phmsuuni B pogait Bianoninnocri mo
Bumor  Hanencao! supoGumsof opaxtaiy (GMP), seravaracHiN Micnenmm PCTYIATOPHUM BIIOMCTBOM, & TAKOMC Is
nosuil  sixnosianocti no crienndikarii, nepenGavennx Y peecrpauiiiniit  aoxymentariy kpaiud-innoprepa.
Howymenrania erocosno BHPOGREYATO npoLecy, makysanns | anadizy cepii Gyna nepesipena, i yno BCTanoBNeHo,
140 Bofta signopinae puMoray Hajescof WpOGHUOT npakeiky (GMP),

Dale of signature: Se o . 2504 signed (Qualified Person): 514 Wi
Hava nigmucy: o G.oV2 e Ly THimue {(Ynosuosaseena oceba) sl s TG

Qualified person name and surname: Tt~ ue( e oo e ;
Tnt“ 1 ra Mpisprme YHOBHOBAMEHOT 0CO0H! 1. A r0 Ll Uity pionn e o

Worthing Quality Assuranec Department
Bingin aaBesnenenmy scocri, Bopeiar

Manufacturer:

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 $Q1,
United Kingdom

MIA Number: MIA1(5%2

BupoGuure:

CumirKnsiie Bigem PapmackioTirac
Knapesyon Poya, Bopciar, BN 14 §Q1,
Benuixa Bpuranis

Homep nittemsii ua BHPOSHHUTBO Ta iMnopT
Noe MIA 10592




Quality certificate
Ceprudirar axocri

Product: AUGMENTINT No: 75362

Mpenapar: AYTMEHTKI 1w Howep: 75362

Type: coated tablet fmporting Country; Ukraine

Tz valpericn, nepiri oBoiorkoio Kpatia ismoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 16012 packs
Hosysan: 1o 500mr/1256r Kinbricrs npoaywuit & cepii: 16012 yi.

Presentation: # 14 (7x2) in blisters
{cach blister with desiccant sachet in
aluminum 1oil pouch)

Hakysaman: Neld (7x2) y Gaicrepax
{koxcen Gnicrep pazon 3
BOJROTO3AXMCHHAMIT TPany AaMH-CaTHe y
HAKET] 3 aMOMIHIEBOT (honbrin)
Release Specification $2634
Cucrndikauin 52634

Batch: 7voU

Cepin: 7Y9U

Registration license number: UAN987/62/02
Howmep pecerpanitinors nocsiggeuns: UA/9E7/02/02

Manuf. Dale: 20 11 2024 Approved by:  Nik Ball

Aaea srpotnnnrea: 20 11 2024 Yarokeno: Nik Ball
Expiry Date: 11 2027 Qualificd Person
Tepwin upugarioeri: 11 2027 Ynosuosaicea ocaba

Liflicacy/Slrength of preparation: Actjve drug substance: amexicillin and clavulanic acid; | tablet contains: Amexiciliin {in (he
form of amoxicillin triydrate) 500 mg, clavalanic acid (in the form of potassium clavulanate} 125 mg,

Cutna piVAcrusnices: Moy PEHOBHHI aMOKCHLMIH, It By 110 Ba KHCHOT4,

I tadacTxka MicTHTE amoxenupsiny (y qopui avokcimming Tpuritpary) 500 sr, wnasypancsol ket (y dopat xanin
wanysanary}y 125 ar.

TEST LIMITS RESULTS ]
HAWMEHNYBAHHA TECTY JONYCTHMI HOPMM PEIVIILTAT
A white to offwhite oval-shaped, coated tablet, debossed
L with «AC» and a scare line on one side and plain on the other
Deseription : . = Pass
side. Approximately 20mm by 9.5mm and about 6.6 - 7.8
mm thick!. The 10lal nominal weight is 1.08 g, B
bina afo Gina 3 pigriuxos, BEPHTE 000HOHKOIG OBANLIA
TAGRETKA 3 BHEPANIPYRIHEM  Harmicos «ACYH T ginicio
- MY i 10MY i, dBeTa 3 i BOKY; npudm; ’ :
Onie Da3RoMy ta ooMy Goul, nuera 3 fuwero Sowy; npubmisie Bioline
20 dist ROBUMHROIO, 9,5 Mas HHHPHHOK T B1u36K0 6,6 - 7.8 Mar
ToBWnHoI0!, Cyaapa HoMinasia Bara Tabiicrin craRIAE
L 1,08 r.
Identification A (HPLC) Compliance with relention time Pass
lewrirdhicanin A (BEPX) Binnowianicrn uacy yrpusypanms, Bizrosinac
o TLC: Retention time comparable 1o the reference,
Identification B . 9
(TLC or IR of NIR) IR: Spectrum comparable to standard. Pass
) NIR: Spectrun: comparshle (e standard, o
s TUIX: Yac yrpusaiss intinHe 3i craynaprom,
Ieirigikaiis R FLIX: Yacy TDHMAITE TOPIBILG 31 cral 1.pl‘(‘J ! ) o
(TUEX wis 1Y wxt BIT) IU-cnexrpockonia: CrexTp mopisHocrse i CTaHIAPTOM, Bisosinge
K b[H-cnexrpockounis: Crerp UBPIBIIOETLEs 31 CTanmapTON,
Unilormily of Weight? Complies with Ph. Eur, Pasg
Oanopiticrs Macu? Y pianosignoeri ao Cop. Papa Bisunoninac
Disintegration Max 30 min 15 min
Postanasus Maxe. 30 xo. 15 xp ]

P an A IE

i Q;,(]'D‘ ?K’/%




Produet: AUGMENTINTM
Hpenapar: AYTMEHTHIT

Type: coated ablet

T radaerks, Bpuri o6osonoe
Dose: S00mg/125 mg

Hoaymanus: no 500/ 125mr
Presentation: # 14 (7x2) in blisters
{each blister with desiceant sachet in
aluminum loil pouch)
acypanun:Nold (7%2) y Gnicrepax
{roxen Gnictep pazont 3

BOSOTO3aNHCHHM M TpanyliamMu-care y

nakeri 3 nosiniesel gomsru)
Release Specilication $2634
Criensdpircantis S2634

Batch: 7Y9U

Cepis; 7YYL

Manul, Date: 20 (12024

Hata supotisiraa; 20 11 2024
Expiry Date: 11 2027

Teparin upiguruocri: 11 2027

Dissolution?
(% declared amoxicillin and
clavulanate),

No: 73362

Hoare 1 75362

Importing Country: Ukraine
Kpaina inneprep; YICPATITA

Quantity in the batch: 16012 packs

Kinukicrn upoayreuii v cepii: 16012 ¥IL.
Registration ficense number: UA/Q987/02/02
Howmep pecerpauiiinoro nocainucins: UA/OSS7/02/02

Nik Ball

Nik Ball
Qualified Person
YnosHOROKEHA 0C0Ga

Approved by:
Yaromreno;

The dissolution of the active ingredient complies with he
requirements of the Ph.Eur,

(Paddle apparatus method, 75rpm, medium: 900mi water)

Q = 85% within 30 minutes.

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

Not Fesled

Posuimcnus®
(% nix sasisnentol kinbkocT
AMORCHIDEAI LY T2 Khany ianary)

Posunueann fiowny pewoprn RiAIORRE nuMorast {npp.
Dapat.

(Metog i3 sacrocynaituam JonacrHore anapary, 73 od. / xn,
cepenonuine: S00 s noqur)

Q=85% 3a 30 xpuiumn.

Kparrepiii upribzsrnocri: avim Cup. bapm. ann spimaiisol
Aa368aK0T (opan,

He uposopnises

_ Presence and integrity of Film Coat

No gross defects are observed

"asg

Hassuicrs ta uigicHicrs 000N0HKH
TADICTRY

He cocrepivaerics snaunux nedieicrin

Bianoninac

BaiicT knaynanosol kuenors

KNARY NIANODBY KHCAGTY,
(95-105% vin sasnavenot KiNpkoCTi)

Equilibrium Relative Humidity? £0.0% maximum 53 %
Pistoniia piimocHa somoricrs? staxe, 10,0% 5.3%
475 to 525 mg per average tablet, caleulated as Amoxicitlin 195
Amoxicillin Content free acid (95-105% of declared) &
475 - 525 mr ua cepenn sary Talieren, n HCPERAXYHKY 11 .
s . . ; : i 495 M)
Baticr anroxcauuniny AMOKCHLMIIE 31K BlbHY kucnoty (95-105% 8iz sasuauchol
3 o kinskocTi)
: : 119 ta 131 mg per average tablel, caleulated as Clavulanic 124 mg
Clavulanic Acid Content Acid, {95_10592 i)I'cleclal'e%) E_
119 - 131 me na ceperno Bary tabhericw, B nepepaxysky ua (24 s




Product: AUGMENTINTM
Hpeapar: AYTMERTHHTM
‘Type: coafed tablet

T rataerku, srepiri oGonsonkoie

Dose: 500mg/125 mg
Jlezysensn: vo 500mr/ 1 25mr

Presentalion: # 14 (7%2) in blisters
{cach blister with desiceant sachet in

aluminuin foil pouch)

Harysanm: Neld (7%2) y Gpicrepax

(omer GaicTep pasoar 3

HOJIOUOIEXHCIFIM rpaudyliastH-calne ¥

ke 3 amominicnat Qasiru}
Relense Specification $2634
Cienisdirartis §2634

Huteh: 7Y9U

Cepis: 7Y9U

Manull Date: 20 11 2024
Hara vipoSunuesa: 20 §i 2024
Pxpiry Date: 11 2027

Tepatin npugarioeri: 12027

No: 75362

Howmep: 75362

Importing Country: Ukraine
Kpaina imoprep: YKPATHA

Quantily in the bateh: 16012 packs

Kinvxicts fipoaywigi s cepfis 16012 yi,
Registralion license number: UA/SETA2402
[lostep pecerpanitiioro nocrijeeys: UAMO87/02/02

Nik Ball
Nik Ball
Qualified Persen

Approved by:
YaromkeHo:

Ynosionmresna ocoda

Amxicillin Related Substances
(LPLe

Amoxicillin Dimer (Ph.Eur. I <1.2%
¢ - Amoxicillin penicilloic acid (Ph.Fur. DY <1.0%
B - Amoxicillin penicilloie acid (Ph.Eue. D) <1.0%

0.8 % whwv
0.2 % whiw
0.1 %% why
0.0 % wiw
0.0 9% wiw
0.1 % why
0.1 %% whw
0.1 % whw
2 % whv

CynyTii Jlontiingy AMOKCHULERTY
(BEPX)

Penilloic Acid Isomer [ (Ph.Eur. E) =1.0%
Penilloic Acid Isomer 2 (Ph.Eur. E) <tO0%
Diketopiperazine (Ph.Far. ¢) =1LO%
Any other identilied impurity <1.0%
Any cther unidentified impurity =0.3%
Total Amoxicillin Related Substances <31%

AntoxcHizmin nnep (Co, 1) =<1,2%

- Antokemuuis nerinnanoiing ks (€, ) <1,0%
B - AMOKCHIINIA nenitunaeiing k-ra (Cd, 1) =1,0%

Hestizioiinod x-rin zoniep 1 (€@, ) =LY%
Heninnoinoi w-ru tsonep 2 (€, E) <1,0%
Jstkereninepasia (CO, ) =L0%
Byan-sica imwa inentidiconanua aesimea <1,0%

Byan-sixa inus veinermidixosana gosiing <0,3%
3arainng Kinpkicrs eyiyTiix oainok AMOKCHUKNIY
3%

0,8 Y% m/m

2 Yo mim
0,1 % mafm
(0.0 % mim
0,0 %4 miem
U1 %% waim
01 % waim
0,1 % mim
2 % ralfm

Clavuianic Acid hmpurities:
Clavulanate Polymer

2.5% wiw maximum with respeet (o the laballed Clavulanic
Acid content

0.4 % wiw

- IIE)_JI_I.\E[) iany nary

HoMITKH KRRy anonoy kucaT:

Marennyst 2,5% /a1 1o siggowetine O SUIHANEHHOT Ha
STHKETIL KINLKOCTT KNARY A0 RT IHCIOTH

0.4 %0 nfue

ldentificalion of Titaniun

A yellow-orange colour appears

Nat Tested

rrraikauis risrany?

3 ABIACTLES WOBTO-TIOMAPAHYCRC saGapBicis

e iposopirnes.




Product: AUGMENTINTM No: 75362

Mpernapar: AYIMEHTHFT™ Homep: 75362

Type: coated hlet importing Country: Ukruine

T Tafierin, BEPIT 060N01K0I0 Kpaina innmoprep: YEPATHA

Duose: 500mg/125 mg Quantity in the batch: 16012 packs

Hosysanus: 1o 500Me/125m0 Kinaxicts npoayruii n cepilt 16012 yn.

Presentalion: # 14 (7x2) in biisters Registration license number: UA/QOR7/02/02

{each blister with desiceant sachel in Hoaep pecerpaniitnoro noeninwem: UAZ0987/02/02

aluminum foil pouc)

Plakysaimum: Nel4 (7x2) y OznicTepax
(koucen: Gnicrep pason 3
BOJIGFO3AXHCHUMH UPRiyiamMi-cange
¥ RRCT 3 winosinicnot gonnrm)
Release Specification $2634
Coenndiixanis S2634

Bateh: 7Y9UJ

Cepin: 7Y9U

Manuf, Date: 20 11 2024 Approved by: Nik J3all

Hara supoBimirea: 20 1] 2024 Yaromweno: Nik Ball
Expiry Date: 11 2027 Qualified Person
Tepsin npuaaenocri: 11 2027 YioBHOBIKEHA 0CBia

Total Acrobic Microbial Count - net more than
10" CFU per gram

‘Folal Yeasls and Moulds - rot more than 102
CFU per gram

Pathogens - Absence of Escherichia coli
3aransig KiLkicTs aepoGHMx Mikpoopraniamis -
ke Oisue 103 Ky Oy,

Jaranuka KiaLKICT, APHRIGKOBIN Ta 1B AeHK He nposoirries
rputin - ne Sinsme 102 KYO/T.
Uarorens — sincyrnicts Escherichia coli 1

Not Tested

MikpoGionoriung uscorat
{Cnp. Dapar)

Notes
I.'Fabiet dimensions are defined by the tooling used for tablel compression which is verificd in the BMR. Tablet
dimensions are not measured af release,
2.The resuit is obtained from lesting during in-process cantrol .
3.Pertormed an 1 bateh in 20,
4. Performed vnee o year at release, which may be the annual GMP stability batch,

Mpasirey
1. Poganip rabierky suznayeni OGHACTROIO, L0 BHEOPHCTOBYCTHCH AN Npecytalim TEICTOR, AKa nepenipscrLoy
SIANG 1peTOKAY BupOGHMETRA cepii, Posuip radneriis ne NEPeBipACTLCS [ipH BHNYEKy upcriEapata,
2, Peaynsrar orpsmanuis 3 TecTypattHA upi Mixonepauiinony xonrposi.
3. Bukonyerues na 1426 ceplif,
4. Busonycrnen 1 pas ua Pic IpH BHITYCRY, 100 MOWE ByTi Wopivdao cepicio mAs mHBdcHNg CradLIL O e
B0 AHO GV,




Product: AUGMENTINT
Hpeuapar: AYFMEF 1B

Type: coated tablet

Tysz rabneria, seprri 0GosgHKo
Dose: 300mg/125 mg

Hosynaung: no S00s1/125ur
Presentation: # 14 (7%2) in blisters
(cach blisier with desiceant sachet in
aluminum foil pouch)

Hakysawmn: Neld (7x2) y Snicrepax
{xoumenr Baicrep pazon 3
BOJIOIOSAXUCIMME PREHY AN H-Ca e
¥ nakeri 3 amominiesol ponurn)
Release Specification $2634
Crewnikacin S2634

Balch: 7Y9U

Cepin: 7Y90L)

Manuf, Date: 20 11 2024

Hara supodusinrsa: 20 11 2024
Expiry Date: 17 2027

Tepsdn npiarnoeri: 11 2027

No: 75362

Hoxtep: 75362

Importing Country: Ukraine

Wpaiug isoprep: YKPATHA

Quantity in the batch: 16012 packs

Kinsxiots upogysuii s cepii: 16012 YIL

Registration license number: UA/G987/02/02

Honep pecerpaviiiioro nocsiauenas; UAKG987/02/02

Approved by: Nik Ball
Y3ro)meHo; Nik Ball
Qualified Person
Yunoronwkeny ocoda

I'hereby certify (hat the information in this cextificate 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 loea] Regulatory Authority and with the specifications in the Marketing Authorisation
of the final destination country or product specificalion file for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and

found to be in compliance with GMP,

Unm s minrnepioryie, mo Hangiena indopmatin ¢ enpamxnLo | Ternolo. Cepisn npenapary Gy BIRIOTORACHA,
RILTIOTAIONE (IRIYRAHES TA KOITPONR AKGET], Ha 3A3NA4CNTH Ruiie BHPOBIHYI ginkiuw 1 uonHili pianosinaoert g
sinor Flanexuol sepoSnnvoi rpaktury (GMP), seranosrciux micuess PCUYRATOPHAN BIAOMCIBOM, 8 TaK®I u
nonHill simonioeri  go cnenrdiranii, tepeafaueniy Y opecerpanifiniil pokysenrangi Kpali-iMioprepa.
Hogyseranis crocosno BUPOSHANGRO NpOIECy, mukynanns | algainy cepit Gynu nepenipena, i Oyno ueranonncno,
R0 BOLR BiANObinac BuMoran Haneunaio! BHPeONWIOT MpaKTKn (GMP).

5 4 'M
Date of signature; O € Gy 2 Ufj Signed (Qualiticd Person): "Lﬂ?db 4
Avra nijomey: ol CF 205 ITignne (Yiosnopmicena 0cofa) o 'fw(

Quatified person name and surnanse: oK )_Qy},v,._
Int"st ra IMpispmne yrnoouosmkenoi ocoln: Adi e (;/;ILC

Worthing Quality Assurance Department
Bixrin sabezneacing sKocTi, Bopeinr

Manufacturer:

SmithKline Beecham Pharmaceutienls
Clarendon Road, Worthing, BN14 8011,
United Kingdom

MIA Number: MIAT0592

Bupotunk:

CmitKnaiin Bivem DapnmachioTmicanc
IKnapernon Poyn, Bopeinr, BN14 SQH,
Benmuka Bprranisa

Hosep ninewusii na supo6iongrpe +a ismopr
Ne MIATQ592




7S

JEPKABHA CJIYIKEA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMMHM YV KHIBCBKII OBJACTI

npos. Ceitinanol Hazil, 3, m.Kuis, 02099, Ten/pakc: {044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog € APIIOY 37078774

BHCHOBOK
PO SIKICTh BBE3eHOro B YKpainy JliKapchKoro 3acoly

12.02.2025 Ne 4554/25/10

AVI'MEHTHH™
{HARMCHYBAHHY TIKaPCLKOTO 3ac00y 3TiIHO 3 peccTpallifinmm TIOCBIAMCHIsN )

Tabsierky, BRpHUTi 060g0uK0k0, 500 Mr/125 Mr 1o 7 TabueToK y fuicrepi (koxken OJricrep
PA30M 3 BOJIOTO3AXHCHUMH IPAHYAAMH-CAIIE Y MAKCTI 3 atloMiHieBol tonnru); mo 2 Gmicrepu
B MAKETAX ¥ KAPTOHHIH yNakosni
{(thopma prycky, Aosypana, sug TAKYBEHH NIXaPCEOro 3ac06y)

Howmep peecrpaniiitioro nocsixuenns UA/0987/02/02 cTpok iii pecerpadiftnoro nocsinuenns 01.01.2099
Cepis nikapcekoro sacoby Ne 7YOU KimsxicTs BBE3eHOr0 Nikapeskora sacoby 16012

Brpobuux CumitKiaiin Bivem DapmacsroTukance, Bemnka Bpurania
(HabimMenyBarus BRpoBiuKa JKapcRKora 3acoby, kpaiia NOX0KeNTA)

Beeseno s Vipainy Tosapuerso 3 06mexenorn BignorinatbHicTIo "UmakcoCuvirKrstiin

Papmackiorikanc Vipaina", inenr. won: 35619519

(Hafiscrysanms ta kon aa CJIPIIOY HOpHAHTHOT ocoby 200 npispuIe, iv's, Ne GaThXOB] hizrarriof

0COBM - HiUTpHEMES, Ti Micile OpoxHBANG Ta peecTpalifunit Hoalep ofaixenal KapTky 11TaTHUKE
HOAATKIE 080 Cepls Ta HOMEp HacnepTa)

Hpotoxon sisyanenoro xoutposo six 05.02.2025 No 0315/2.

Ja  pesynbraTams  AepaBHOrO KOHTPONIO  BCTEHOBACHO, 110 AikapcLbkuil  3acif  Beezeno g VEpaiHy 3

AOTPHMAHHAM BHMOr 3aK0HO IABCTEA LOJO 3a0€INMEUCHHS TKOCT] NiKAPCEHKIX 3ac051E.

G I e b P BUINT

i L D AL S RABIOEG s gu e VEL
5141
cose

e




Product: AUGMENTINTM
Hpenapar: AYTMEHTHH

‘Fype: conted tablet

Tun: ralnerin, sxputi 0SonoHKO0
Dose: 500mg/125 mg

Hozyeanus: no 500sc/125mr
Presentation: # 14 (7x2) in biisters
(cach biister with desiceant sachet in
tluminun: foil pouch)

Marysanrie: Neld (7x2) y Gnicrepax
(rosen Gricrep pazom 3
BOACTOIANHCHHMH TDAIY IAM -Callle ¥
Haxeti s anosinicnol omurn)
Refease Specification 52634
Cuerpdircanis $2634

Batch: 8AGW

Cepisi: BAGW

Manul Date: 20 11 2024

Jlara supoGnuwrsa; 20 11 2024
Expiry Date: 112027

Tepsiin npuparnocri: 11 2027

Lfficacy/Strenglh of preparation: Active drug substance: amoxicitlin

Quality certificate
Ceprudikar sixocri

No: 75377

Heasep: 75377

Iimporting Country; Ukraine
Kpaiua innoprep: YKPATHA

Quantity in the batch: 15750 packs
Kinpriers npojywnii v cepii: 15756 yn.

Registration license number: UA987/02/02
Homep peecrpaniiivioro nocnizseuns UA/N987/02/02

[an Hutchingon
fan Hutchinson
Qualified Person

Approved by:
Yaronmxeno:

YosyosameHa ocoba

form of amoxicillin trihydrate) 500 g, clavulanic acid {in the form of potassium clavilanate) 125 mg,

Cuna Al Actuanicrs: Miosi pedonIin:
I rabperse micrars aMOKCHLELHNY (

lnasyianary) 125 wr.

AMOKCHUIETIN, KITABYAUORE KHOHOTA!
¥ thopui asorenuminy TpHriapary) 500 s, mmasyaanouol KMeaoTs (v dopsi waaio

and clavulanic acid; [ tablet contains: Amoxiciliin (in the

[ TEST LIMITS RESULTS
L HAMMEHYBAHIS TECTY AOIYCTHMI HOPMM PEIYIBTAT
A while to off-white oval-shaped, coated tablet, debossed
eSS on with « AC» and a score line on one side and plain on the other Pass
S side. Approximately 20mm by 9.5mm and aboul 6.6 - 7.3 ‘
L mm thick!. The total nominal weight is 1,08 g,
Gira afo Gima 3 pigrinkon, BKPHTA 0GONOHKOI0 OBaNLNa
TAGNCTKA 3 BHIPABIPYRAHMN HankcoM «ACY ta ninieio
1O3I0MY Ha 0AROMY Bow, uneTa 2 oo Boky; IpEGR3Ho . _
Onic ' Bis nac
20 mat josAtion, 9,5 mas HHPHHOIC Ta Giln3kko 6,6 - 7,8 am diteniac
rosemow!, Cymapna somiiansin para tabreriy cKnagac
o 1,08 r,
Identification A (HPLC) Compliance with retention time Pass
lnerrudiranis A (BEPX) Bianosinuicrs yacy yrpnsysanus, Binuoninae
— TLC: Retention time comparable o the reforence.
[dentification B
(TLC or iR or NIR) IR: Spectrum comparable te standard. Pass
= NIR: Spectrum comparaple Lo standard. B
tetdicanin I TIEX: UYae y'rpn:\mn':m Il(lpil.mslflo 3 (:'l‘aﬂila‘pf.()h-'!. ) - .
RO S Yoo BI4) [Y-criexrpockorin: Coeicrp nopisuioeries si CrauganTon. Bianosigne
BlM-ciierrpockonis; Cnekrp NOPIBHIOETLES! 31 CTAHAADTOM.
Uniformity of Weigh(? Complics with Ply. Fur, Pass
Outiopineicrs Macu? ¥ siznosigHocti go €np. Mapu. Binrorinae
[sintegration Max 30 min [5 min
Posmayanim Maxc, 30 xp. 15 xp N
a7
/,
ot A0 X/




Product: AUGMENTINT™
tHpcnupur: AYIMEHTHHT™

Type: coated tablet

T ralmeren, srpire ofosouxoro
Dose: 500mg/125 mg

Hozysawis: no S00M17125mr
Presentation: # 14 (72} in blisters
(cach biister with desiccant sachet in
aluminum foil pouch)

HacysanmwuNeld (7%2) y Gniceepax

{ronceit Gricrep pasoar 3

BOACTOIAXHCHIMH Ipatly rapi-calle y

WKETT 5 AMOMIHIEDoT ok
Release Specilication 82634
Crecipachiatein 52634

BBatch: 8BAGW

Cepin: 8A6W

Manuf, Date: 20 112024

Mata rupotnnurse: 20 11 2024
Bxpiry Date: 112027

Tepsin mpunariocri: 11 2027

Dissolufion®
o declared amoxicillin and
clavutanate}.

No: 75377

Hoxe 1 75377

Tmporting Country: Ukraine

Kpaina ismoprep: YKPATHA

Quantity in the bateh: 15750 packs

Kinvxicrs npoayinit s cepii: 15750 yn.

Registration ticense number; UA/0987/02/02

Hoxep peccrpaniiinoro uoesinuctsn: UA9S02/02

lan Hutchinson
lan Hutchinson
Qualified Person
leOHllGBEﬂKCIIH ocobu

Approved by:
Yirojuxeno:

The dissolution of ihe active ingredient complics wilh (e
requirements of the Ph.Eur,

(Paddle apparatus method, 75tpm, medium: 900m| waler)

Q = 85% within 30 minutes.

Acceptance Criteria: According lo Ph.Eur. lor conventiony!
dosage form.

Not Tested

Posumienns®
(%6 nip zaspncnol kinncocri
AMOKCHLUEILEY TA KIABY TRIATY )

Posumuenns  piguux PeoBHH  Binnosinac suMoram Cup,
Dapal.

(Meron i3 SACTOCYHALIAN JIGIIACTHOIO arrapaty, 75 o6, / X8,
cepesonsine: 900 v nom)

Q=85% 3a 30 xnumem.

Kpureptii nputinsrnacri: srigno Enp. Dapm, jus anuuaiinod
NO3esan0T hopan.

He nposocsruesn

| _Presence and integrity of Film Coat

Baict knapynanose? xuchor

No gross delects are observed o Pasg i
Hansuicrn ta nisicuicry, oGonoixy : ) . .
IR UHe croerepiracines siavimy Medexrip Bianopigac
Eﬁihs'hnn Relative Humidity? 10.0% maximun ' 4.9 %
_Lirsorwkna nijurocia sonoriets: sake, 10,0% _o49%
475 to 525 mg per average lablet, caiculated as Amoxicillin 493 mu
Ameoxicillin Content free acid (95-105% ol declared) e
475 - 525 s pw cepeatno sary tabneri, b TICPEepaxy Ky 15 497 mr-
Batict siokentiny AMOKCHWIIN S1C BInbity kuenory (95-105% i sasimuenat ’
__________ Kisibkoc)
Clavulanic Acid Content ll? lo i31 mg per i%\’Cl'flgc tablet, calculated as Clavulanic 125 mp
Acid. (95-105% ol declared)
(19 - 131 »r wa cepejmo RArY TAGNCTRH, B ACPEpaxy Ly 1a 125 i

Knasynanony KHCROTY.

(95-105% sin sasiavenor ginkocri)

b




Product; AUGMENTINTM
Hpenapar: AYTMEHTHH ™

Type: coated 1ablet

T rabnery, nkpiri oBoneHk00
Dose: 500me/125 mg

Hosysanie: ue S006412560r
Presentation: # 14 (72 in blisters
(each blister with desiceant sachet in
aluminun foil pouch)

Vawysaans: Nel4 (7x2) y Gnicrepax
(Roxel Gpictep pasoM 3
BOMOTOBANHCHHMA FPaHYIAMH-CAILE ¥
taceri 3 asmosikiesoi Gonsrn)
Release Specification §2634
Crheipdixazin S2634

Bateh: BA6W

Cepiu: 8AGW

Manuf. Date: 20 {12024

Jlwra Bupobuunrsa: 20 11 2024
Expiry Date: Ul 2027

Tepain apsaarnocti: 11 2027

Neo: 73377

Hawiep: 75377

Importing Country: Ukraine
Kpaiua isiaprep: VKPATHA

Quantity in the batch: 15750 packs

Kinbricrs tponyuit » cepii 15750 ya.
Registration license number; UA/0987/02/02

Hoarep peecrpanitinore uocsipuenns: UA/Q987/02/02

Approved by:
Yarojexerno:

[an Hutchinson
Tan Hutchinson
Qualified Person

Y nosuosamcia ocoba

Amoxicillin Related Substances
(HPLC)

Amoxicillin Dimer (Ph.ur. 1)

0.8 % wiw
0.2 % why
0.0 %% wiw
0.0 % wiw
0.0 % wiw
0.1 % whw
0.1 % wiw
0.1 % whv
2 Y% wiw

Cynyrai Josmngn aMOKCHIMN LY
(BEPX)

<1.2%
a - Amoxicillin penicilloic acid P Eur, Dy =1.0%
B - Amoxicillin penicilloic acid (Ph.Eyr. D) <1.0%
Penilloic Acid [somer [ (Ph.Bur. E} =1.0%
Penilloic Acid Isomer 2 (Ph. Eur. E) =1.0%
Diketopiperazine (h.Eur, C) <1.0%
Any other identified fmpurity <1.0%
Any other unidentified impurity =0.3%
Total Amoxicillin Related Substances 3%
AMOKCHUMATH Bumep (€, k)] =1,2%

U - AMOKCHIUUIIN NeHiL@nIoing 1w1a (Cd, ) <1,0%
B - Amercutgmnin nericpmnoiing k-ra (€, D) <1,0%

[Teninnoiinot k- isomep 1 (€D, E) =1,0%
Heuinnojinof k-ru isomep 2 (€D, 1) <1,0%
Hnxeroninepaziz (Cd, C) <1,0%
Byan-sia inima inentipiconsm rominga <1,0%
Byib-sika inwa neincatdicosana nomMinika <0,3%

3arannua KiEbKICTs CYmyTHIX A0MBmork AMOKCHIUITIY
3%

0,8 % mim
0.2 % mim
0,0 % mim
0,0 %% mim
0,0 %% w/m
0,1 % mim
0,1 % mim
0,1 % mim

2 Yo mira

Clavulanic Acid Tmpurities:
Clavulanate Polymer

2.5% wiw maximum with respect to the labelled Clavulanic
Acid content

0.5 % wiw

Hostimmir cnasy ranoBoT kuCTOTH:
_noJtiaie]p Kiasynarary

Makcnmyn 2,53% m/n 1o sinuioinenao 150 3a3uaucnnol na
CTUECTIL KINLKOCTT KIABY HAIIOBOT 1G0T

0,5 % m/u

Identification of Titaniym?

A yellow-orange colour appears

Not Tested

Lenmdixargs rorany? o

3 ABAACLHCA WOBTO-NOMAPDANYEDS 3aBapBACH

tle nponoanries

N




Product; AUGMENTINT™ No: 75377

Npeiapar: AYTMEHTHH™ Homep: 75377

Type: coated tablel Importing Country: Ukraine

T vabiericn, axpurri 06osoHkoI0 Kparua ismoprep: YKPATHA

Dose: 500mg/125 mg Quantity in the batch: 15750 packs

Hosysanes: mo 500mr/125mr Kinkxiers npoaykuii & cepii: 15750 yn.

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(vach blister with desiceant sachet in Homep peecrpaniiinore nocsiguem: UAYEH02/02

aluminum foil poich)

Hakynanms: Neld (7x2) y Gnicrepax
{xonccn Baicrep pasos 3
HOJOTOBAXUCHHMH PRy naMu-calue
¥ NAReT] 3 INoMiBIeReT o nsri)
Release Specification $2634
Chewikartis S2634

Raich: 8A6W

Cepisn: BAGW

Manuf. Date: 20 112024 Approved by: Tan Hutchinson
Hara sapoGauursa: 20 1§ 2024 Yarojpreno; [an Hutchinson
Expiry Date; 11 2027 Qualified Person
Tepsin uprnariocrt: 11 2027 Ynoniiosaiena ocoli

[ Microbial Cantamination® (Ph,Fur.)

‘Total Acrobic Microbial Count - not more than

10* CFU per gram

Total Yeasts and Moulds - not more than 102

CFU per gram

Pathogens - Absence of Escherichia coli

Baransna kinbkicrs acpoGrnx MIKpOOpratismMin —

e Binne 102 KYQ/r,

3aramena whitekicrs ApDIPKORINX TA (B AGEN X He nposounrues

rpubis — He Ginnwe |02 KYQ/r.

[larorers — Bineyrnicte Escherichia coli J

Notes

LTablet dimensions are defined by the toaling used for tablet compression which {s verified in the BMI. Tablet
dimensions are not measured al release,

2.The result is obtained from testing during in-process control .

3.Performed on 1 batch in 24,

4.Performed ance a year at release, which may be the annual GMP stabilily batch,

Not Tested

MikpoGioaoriuna uucora
{Cup. dapar)

Hpuatirii
1. Possip rabnerxi pizoauey QCHAGTKOIO, 11O BHEQPHCTOBYCTLEH s npecysanis TabacTox, AKA NCPERipICIHes
U0 LROTOXONY REPCGUNETR: cepil. Posip TabreT 1e TICPCBIPAETECS NPH By CRY NPETaPaTs.
2. Pesynnrar oTpHMaNIG 2 TECTYBANLIS 1pM sbIconepauiiinomy xowTponi,
3. Bukonyersea na 13 20 cepit,
4. Buconyersen | Pa3 ta pik npe BHNYEKY, 10 MO Gyt mopiusiomw CCPICio NS BHBMCHIN CTABLILIOCT
Bionsizne GMP,




Product: AUGMENTINTAM
Flpenmapar: AYTMEITTHIT™

Type: coated tablet

o raGaeriey, AepuTi 0800011K0I0
Pose: 500mg/125 mg

Hoayrapon: no S00614125mr
Presentation: # 14 (7>2) in blislers
(each blister with desiceant sachel in
aluminum (il pouch)

Haicysanms; Neld (7%2) y Gnicrepax
(xookenl GRicrep pasoa 3
BOHOTOBAXMCHMMI FPALIYDAMY-CRIUE
y Hareg 3 amominienot ponsri)
Releuse Specitication 52634
Crewniraes $2634

Buoteh: BAGW

Cepia; §AOW

Manuf, Date: 20 11 2024

Hara sapobmingrsa: 20 11 2024
Uxpivy Date: £ 2027

Tepsin npiaarnocti: 11 2027

I hereby certify (hat the information in this certificale is aulhentic and accurate. This batch ol product has heen
manufactured, including packaging/labelling and quality conirol at the above-mentioned site in full compliance with
the GMP requirements of the {ocal Regulatory Authority and with the specilications in the Markeling Authorisation
of the final destination counlry or product specification file for Investigational Medicinal Products. The batch

No: 75377

[osep: 75377

Importing Country: Ukeaine

Kpaiua imnoprep: YKPATHA

Quantity in the batch: 15750 packs

Kinexicrs nipoayctil n cepif: 15750 yn.

Registration license number: UA/CS87/(2/02

Hoatep pecerpauiiinoro nocaiguenin: UA/AVE7/02/02

Approved by: Fan Hutchinson
Yaropiceiio: lan Hutchinson
Qualificd Person

Ynosuopawein ocoba

processing, packaging and analysis records were reviewed and

found to be in compliance with GMP,

Lint g nijresep/kylo, juo naveacHa igdopsiauis ¢ cnpasnunoo i rounoke, Cepls npenapaty GYNn BHIOTOMIGUY,
BRAIOUMAKIYY HAKYBAMHI T8 KOBTPOJL SKOCTI, Ha 3anaveniil suile supoGrualil gins B nosriil Bianesignocri o
pinior  Lanexuol pupoSimiol npaxraxy (GMP), neralionienix MiCUEBEM PCIYALTOPIHN BIOMCTBOM, 8 TAKOHC it
nostid  pinnoniuocti go  cneumicaiii, vepeaGaucnux v peecrpauilinill  pokyMenratdi  kpainu-iMioprepa.
Jloxyseirraiis crocosao sHpofHUEOTO LIpoNesy, TaKyBadiy i ananizy cepli Gyna ucpenipens, i 6yao0 BLTaAHOBIEHO,

Ho nona piaterigae simoran Hacxnol srpoGungol npacrakn (GMP).

Dhale of signature: 1 ¢

Jaranignuey: <o o fo s R

Signed (Qualified Person): 7. vf ooVl
[Migtee (Ynoswosancena ocoba) 1 . ¢ | e 0
Qualified person name and surname: ©oct ol e
In"a Ta fipizauiie yrosuosakenof ocobu: - .

Worthing Quality Assurance Department
Bigain zabesneucuns sxocri, Bopeinr

Manufacturer:

SutithKKline Beecham Pharmaceaticals
Clarendon Road, Worthing, BN14 8QI,
United Kingdom

WA Number: MIA 10592

Bipobrinic:

CritInaiin Bivem apmackiomimicanc
Inapedaon Poyi, Bopeiar, BNT4 8QH,
Bemaca Bpuraiin

LloMep Rinensil iza BIpoBNULIBe T8 IMIopT
Ne MIATG592




z

AEPKABHA CIIYIKEA 3 JIKAPChKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npor. Ceitnnanoi Hagii, 3, m.Kuie, 02099, Test/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK

TNpo SIKICTH BBE3eHOro B YKpainy JHKAPCLKOro 3acoby

12.02.2025 Ne 4592/25/10

AYIMEHTHH™

(Haiisenyranus Aikapeskoro 3aco0y srifiio 3 peecrpanliiiunm MTOCRIMCITNM)

TalJIeTKH, BKpHTI 060.108K010, 500 M1/125 M 1o 7 Tabaerok y Gaicrepi (xoxen Baicrep
PA30OM 3 BOJIOTO3AXUCHUMH TPAHYJIAMHA-CAIIC ¥ TIAKETI 3 AJIIOMIHicROT dboasru); no 2 6aicrepu
B IAKETAX ¥ KAPTOHHIA ynakoRri
(opma sunycxy, mo3veanus, sug TAKYBAHIT TiKAPCRKOTD 33c06y)

Homep peectpaniitnoro nocrinuennas UA/Q987/02/02 CTpok 1if peecTpaniithoro mocsigueunns 01.,01.2099
Cepia nikapebkoro zacoby Mo SA6W Kinskicts BBesenoro nikapesioro sacody 15750

Bupofimk CuitKisiin Bigem Dapmacstotakane, Benuka bpuranis
(afiMenyBanus BHpoGHUKA Alxapeskoro aacoby, Kpaiua nmoxo/pxeins)

Breseno B Vipaiuy Tosapucreo 3 06mesxenoro BiAmosinansmictio "IrakcoCmitK msiin

Dapmackotikane Yipaiua", ixent. ko 35619519

(wrafiMenysarmd ra koft 3a €fPIIOY WopHARI0] ceoby abo mpiasume, iM's, Mo baThrob! hiznuiof

0colH - TignpHeMIa, 17 Micte HPOXHBAHNA Ta peecTpaiiituuit noMep o6iixonol KAPTKH MAATHHKa
NoAarkip ado cepis ta nomep nacrepra)

Mporokoa sisyassuoro xoutposuo six 05.02.2025 N 0323/1.

32 pesynbTaTAMU  JIEPKABHOTO KOHTPOMIO  BCTAHOBICHO, W0 JUKAPCHKMI 3acib  Beesedo g Vrpainy 3

AOTPHUMAHHIAM BHMOI 34K0HONABCTEA moao 3a0e3NeYeHHA AKOCT] NIKAPCBKKX 3ac00iB.
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Product: AUGMENTINT
Ipenapar: AYITMEHTHH™

Type: coaled tabiet

Tum: rabneTrd, BrRPUT 000N01TKQI0
Pose: 500mg/125 mg

Hoeasypaius: no 500Mr/125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiccant sachetin
aluminum foil pouch)

[Marysanuna: Neld (7x2) y 6ulcrepax
(kodcer Gricrep paloM 3
BOAOTO3AXHCH MM FRaHYJIaMH-CaILe ¥
TAKETi 3 oM iHieBoT Qonbra)
Release Specification S2634
Creunicauin $2634

Batch; 8M3IK

Cepin: 8M3K

vanuf, Date: 02 08 2024

Jtara mupoGunyurea: 02 08 2024
Expiry Date: 08 2027

Tepmin npuaarvocri: 08 2027

Quality certificate
Ceprudixar sakocTi

No: 75433

Honep: 75433

Importing Country; Ukraine
Kpaina imnoprep; YKPATHA,

Quantity in the batch: 7165 packs
IGnskicrs npoxy kUil B cepil: 7165 yn.

Registration license number: UA/0987/02/02
Howmep peecrpaunibinoro nocsinuenns: UA/0987/02/02

lan Bevan

Ian Bevan
Qualified Person
YnoBHOBIIKEHA ocob

Approved by:
Varomxeno:

4,

Lfficacy/strength of preparation: Active drug substance: amoxicillin and clavulanic acid; | tablet contains: Amoxicillin {in the
form of amoxicillin trihydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate} 125 mg.
Crna aif/Arrapiicrs: Jliioul pesonrur; aNOKCHUMALL, KIABYIAHOBA KHCIOTS,

I ratuerra wmictith amokcuininy (y dopmi amoxcuuniny Tpurigpaty) 500 mr, wnapynanonol wuenoTH (v gopmi kanio

kAaRynaary} 125 mr,

TEST LIMITS RESULTS
HAWMEHVYBAIIHS TECTY JAONYCTUMI HOPMH PE3VILTAT
A white to off-white oval-shaped, coated tablet, debossed
Descriptian \,»"ilh «AC» and a score line on one side and plain on the other Pass
side. Approximately 20mm by 9.5vun and about 6.6 - 7.8
L mun thick’. The total nominal weight is 1.08 g,
Bina abo 6ina 2 migridxos, pkpuTa OSOROHKOIG OBAILHA
tTabnetea 3 BurpasipysanuM  Hanucom «AC» Ta minico
0370My Ha OfIHOMY 00T, “HcTa 3 iHIIOre GOKY; NpubIm3Ho : ;
S SO MM }fom:mnom, 5,5 MM LIHPHHEDIO Ta ONN3BKO 6,2 - 7.8 MM Bianonijae
TowiHoIo!. Cywapia Homimaneua nara TablIeTkH CKIANAC
[,O8 r.
Identification A (HPLC) Compliance with retention time Pasg

Lrerrrndiivania A (BEPX)

Bianopianicr, uacy yTpuMyBakns.

Bimoninae

Identification B

TLC: Retention time comparable to the reference,

= K ; IR: Spectrum comparable to standard. Pass

(TLC or IR ar NIR) NIR: Spectrum comparable o standard,
o TLUX: Yac yrprMauss nOPIBHAHO 3i CTAHIAPTOM.
[nentudicania B 3 ; e . .
T . [H-crewrpockonis: Criektp NopiBHIOETBCA 31 CTANAAPTOM. Binmosinac
(THIX up 14 ui BIY) . . A
GIY-cnexrpockonis: CIext) mopiBlioETLC 3i CTaugapTom,

Uniformily of Weight? Complies with Ph. Eur. Pass

Quuropinicrs mack?

¥ pinnosigaocti 1o €ap. Dapm.

Bianosinae

Disintegration

Max 30 min

15 min

Posnapanug

Maxkc. 30 xa,

15 xn

Iy S o0sF

pé 07 LIHE




Product: AUGMENTINT™
[Tpenapar: AYI'MEHTHH™

Type: coated tablet

Tun: Tadnerky, axpuri oGonoukoo
Dose; 500mg/125 mg

Hosypausst: 1o 500mr/125mr
Presentation: # 14 (7x2) in blislers
{each blister with desiccant sachet in
aluminum foil pouch)
[akysamp:Neld (7>2) y Gnicrepax
(zconen Biictep pazom 3
BOAOTOFAXHCINIMU CPAIYIaMH-CAIIE ¥
oaieri 3 anoMiviesol gorure)
Release Specification S2634
Crenudirauin 52634

Batch: 8M3K.

Cepis: 8M3K

Manuf, Date;: 02 08 2024

Bara pupoGunirea: 02 08 2024
Expiry Date: 08 2027

Tepmin npupardocti: 08 2027

No: 75433
Hone ; 75433

Importing Country: Ukraine
Kpaina inmioprep: YKPATHA

Quantity in the baich: 7165 packs
Kinsricrn nponyxdl » cepit: 7165 yn,

Registration license number: UA/Q987/02/02
Howaep peecrpauiiinoro noceiguenns: UA/QY87/02/02

Approved by: TIan Bevan
Yaropxcuo: [an Bevan
Qualified Person

Ynosuopawena ocoba

Dissolution®

The dissolution of the active ingredient complies with the
requirements of the Ph.Eur,
{Paddle apparatus method, 75rpm, medium: 900m] water)

ggvd;;l;;te‘;d)'amoxmlhn and Q = 85% within 39 e | - Pass
Acceptance Criteriz: According {o Ph.Eur. for conventional
dosage form.
Poguniteuna airouux peuosuu sinnosinae sumvoras €np.
Papm.
Pozunnenus® (Merop i3 3aCTOCYBAKHAM NGHACTHOTO anaparty, 75 o6, / xa,
(% Bin sassnewod kigsrocTi cepenomnue: 900 mn sonn) Bianosizae
anoKCITuniHy Ta KNanynanary) Q=85% 3a 30 xsunun.
Kpurepiif npuifuarnocri: srigno €pp, @aps. s spuyaiiol
110308aH0T (hopMIL
Presence and integrity of Film Coat No pross defects are observed Pass
Has"n_"mh Ta uitictticrs, oBosorin He caocrepiracTse 3Hagnnx aedrerrin Binnosiaae
Tabnerku
Equilibrivin Relative Humidity? 10.0% maximum 5.0%
Pipntopmkia piguocuHa posoriers? make. 10,0% 5,0 %
475 v 525 myg per average lublel, calculated as Amoxicillin 499 m
Amoxicitlin Content free acid (95-105% of declaved) 8
475 « 525 mr na cepelHIo Bary TaGNeTky, B TIepepaxyHKy Ha 499 mr
Baict amoxcrumminy AMOKCHIINIH Ak BineHy xucnory (95-105% pin zasHaueHol
Kinurocri}
Claviil e A Conitent ,ls\lc?dm(glj%io?ﬂi g?rd :;c:z%e; tablet, calculated as Clavulanic 126 mg
119 - 131 »r na cepennro Bary TabIeTkH, B NEPepaXyHKyY Ha [B&min

Baticr knapynanosoi kuenoru

KHABY TAHOBY KHCHOTY.
{95-105% Bin sassavesol xinokocti}




Product: AUGMENTINT™
Ipenapar: AYIMEHTHIM

Type: coaled tabtet

Tun: Tabnericn, BKpHTI ofanonkoio
Dose: 500mg/125 mg

Jlozysariist: no S00mr/i25mr
Presentation: # 4 (7x2) in blisters
{each blister with desiccant sachetin
aluminum foil pouch)

Taxypanug: Nel4 (7%2) y Gricrepax
(xoxcet GricTep pasos 3

BOJIOTOIANHCH KM CRAItyIasHd-calie y

niaKeTi 3 anosidiesol gioneru)
Release Specification $2634
Cuemmginanis S2634

Batch: SM3K

Cepia: 8M3K

Manul. Date: 02 08 2024

Hara srpoBauurea; 02 08 2024
Expiry Date: 08 2027

Tepatin npuparnocti: 08 2027

No: 75433
Honep: 75433

[mporting Country: Ukraine
Cpaina imnoprep: YKPATHA

Quantity in the balch: 7165 packs
Kinnkicrs niponyinil s cepiit 7165 yn.

Registration licease number: UA/0987/02/02

Howmep peecrpaniivoro noepiauenus: UA/QY87/02/02

1an Bevan
lan Bevan

Approved by:
VATOIPKEHD:

Qualified Person
¥ nosuopaxcHa ocoba

Amoxicillin Dimer (Ph.Eur. 1) <1.2% 0.9 % wiw
a - Amexicillin penicilloic acid (Ph.Eur, D) =1.0% 0.2 % wiw
§ - Amoxicillin peniciloic acid (Ph.Eur, D) <1.0% 0.0 % whw
Amoxicillin Related Substances Penilloic Acid Isomer T (Ph.Eur. E) =1.0% 0.0 % whv
{(TIPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) =1.0% 0.0 % wiw
Dikelopiperazine (Ph.Bur. C) <1.0% 0.1 % why
Any other identified impurity <1.0% 0.1 % why
Any other unidentified impurity =0.3% 0.1 % whw
Total Amoxicillin Related Substances <3% 2 % wiw
Awmoxcwunsin gumep (€D, I} <1,2% 0,9 % mlim
o ~ AMOKCHLENIY NeHiLTIoia k-Ta (€D, D) <1,0% 0,2 % minm
[ - AMoxcHupsin neninumolina k-ra (€0, D) <1,0% 0,0 % mim
CYmyTIi JIOMILIH GMOKCHUEN HY I-lcuiﬂnm‘,’mei' k-TH izomep 1 (€d, E) <i,0% 0,0 % m/m
(BEPX) Ieninpokiuei ki izomep 2 (€D, E) <1,0% 0,0 % mim
Anxeroninepasin (€@, C) <1,0% 0,1 % raim
Byav-axa iuma izenmpikonara gomimka =<1,6% 0,1 % mim
Byns-ska inma seigesrndyicopana gomitmka  <0,3% 0,1 % mim
3aransia KiABKIeTs CYRYTHIX JOMIHIOK AMOKCHLHAIHY 2 % miv

3%

Clavolanic Acid Impurities:
Clavulanate Polymer

2.5% w/w maximum with respect to the labelled Clavulanic
Acid content

0.4 % wiw

Jomiten knapynatHoBol KHCHOTH:
NONiMED KIABYIAHATY

Maxcumym 2,5% m/ni o BilHOLIENHIO 10 383Ha4CHHOT 1A
ETHKETI KifbiOCTi KIaBYNANORCT KHCNOTH

0,4 % MM

[dentification of Titaniunt®

A yellow-orange colour appears

Pass

Ipenrudixauis turany?

3’ nprsierned JKOBTO-TIOMApRANYEne SaGﬁpnnemm

Binnosinac




Product: AUGMENTINT No: 75433

Ipenapar: AYTMEHTHUHT™ Homep: 75433

Type: coated tablet Importing Country: Ukraine

Tor: raneris, srpei 06010HKOI0 Kpaiva isuoprep: YKPATHA

Dose: 560:mg/125 mg Quantily in the batch: 7165 packs

Toaypait; no 50060/ 125mr IGinnicicrs npoayxuii B cepii: 7165 yo,

Presentation: # 14 (7x2) in blisters Registration license number: UA/0987/02/02

(cach blister with desiccant sachet in Homep peectpauiituore nocsinuenns: UA/0987/02/02

aluminum foil pouch}

Takynaim: Nold (7%2) y Gnicrepax
(xoncens GricTep pazon 3

BOJICIOSAX HCHHMH TPAILy 1aMu-catle
y maxeii 3 anosinieso! donpru)
Release Specification 52634
Cuewyicanis S2034

Batch: 8M3K

Cepin: 8M3K

Manuf. Date: 02 08 2024 Approved by: [an Bevan

Jara srpoSuuursa: 02 08 2024 Yaromxketio: Ian Bevan
Expiry Datc: 08 2027 Qualificd Person
Tepatin npuaarnoceri: 08 2027 VnosaopaxeHa ocoba

Mierobial Contamination® (PlLEur.)
Total Acrobic Microbial Count - not more than
10° CFU per gram

Total Yeasts and Moulds - not more than [02
CI'U per gram

Pathogens - Absence of Escherichia coli
3arankua KinBKIicTE acpoGHUX Mikpooprauiamis —
ne Ginpie 10 KYO/r.

3aranpua kKIRLKICTE JPIKAKOBLX TA LUBiNERHX Binnosixae
rpuBiB — He Ginswe 102 KYO/r,

Iarorenn - niacytHicTb Escherichia coli

Pass

MixpoGionoriuda uncora®
(Cep. Dapa)

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.The result is oblained from testing during in-process control .

3.Performed on 1 batch in 20.

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

[pumitxn
1. Poanmip Tabnerku nusieueni QCHACTKOIO, WO BHKOPHCTOBYETHCS AT TIPECYBaHH TabNCTOX, Aka ICPSRIPSAETHOH
2rijuo npoToKQuy BUPOSHUITTEA Cepii. PoamMip TaBaeTku He NepeBipierses BpH BUITYCKY Npenapara.
2. Pesynprar orpustausii 3 TecTysana npy Mbkotepauiiiaomy koHTponi.
3. Buxonyernca Ha 1 3 20 cepiii.
4. Buronyerscn 1 pas va pi OpH BURYCKy, w0 Mowe OyrH LopidHOD cepietd  fas pHBYenHs cTabimRHOCTI
sianosigie GMP,




Product: AUGMENTINTM No: 75433

Tipenapar: AYITMEHTHH™ Honep: 75433

Type: conled lablel Impaorting Counlry: Ukraine

Tun: rabiicTrn, BkpyTi 0OONOHKOMO Kpaiva isimoprep: YICPATHA

Dose: 500mg/125 mg Quantity in the batch: 7165 packs

Jlosysanus: no S00Mr/E25mr Kinskicrs npoaykuit o cepii: 7165 yi1.

Presentation: # 14 (7%2) in blisters Registration license number: UA/Q987/02/02

(each blister with desiccant sachet in Honmep peeerpartiituoro moeningeusns; UAS0987/02/02

aluminum foil pouch)

Marypauun: Neld (7%2) y Guicrepax
(woncH Gnicvep pasom 3
HONOPOIAXUCIMMH PPEHYIAMH-CALIE
y fiaker 3 amominierot Qonsru)
Release Specification S2634
Creuncpivauin 52634

Batch: 8M3K
Cepix: SM3K

Manuf. Date: 02 08 2024 Approved by: [an Bevan

Jara supoSunurse: 02 08 2024 YaromieHo! Jan Bovan
Expiry Dale: 08 2027 Qualified Person
Tepariu npunariiocti: 08 2027 Yropdosaxkena ocoda

1 hereby certify that the information in this cerlificaie is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality conlrol at the above-mentioned site in Al compliance with
the GMP requirements of the local Regulatory Autherity and with the specifications in the Matketing 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.

Llun 5 nigrscpancyio, mo waseaeia imopsmalis € cnpasxitbor 1 Toynoo. Cepin npenapary Gyna nuroronicua,
BIILEOUATONH NRKYBAITHS T4 KOHTPONb AKOCTL, A 3a3HAYCHIR BHILE BHPOGHIGIN AinsHuLi B IoRHIH BiNNOBiLHOCTI A0
srstor  Hasnesuol supoGidol npaktisky (GMP), BCraHOBIEHHK MICLEBHM DETYNSTOPHAM DIIOMCTBOM, & TAKON B
nopnift sianosianocri no cneumdixauil, nepenauemux y peecrpauiiiniii aokymeHTAUll KpatHH-IMnoprepa.
Hoxymenranis crocosHo snpobuutors 1pouecy, Nakysakss i ananisy cepii 6yna neperipena, i 6yno poradoessicHe,

110 BOHA BIANORINAE BMOran Hanexrol Bipobunyol npaktuiu (GMP), /
L
Date of signature;  Zx s . con e 2we Signed (Qualified Person): T

lara ninmuey: TTigmue (Y nosnosaxena ocoba oyt
¥

Ty - e’

}
Qualified person name and surname: T "FSQ‘«- Pl
Im" s ra TIpisBHINe YNOBHOBAYXKEHOT 0coB1: | A e o

Worthing Quality Assurance Deparlment
Bimain zaBesneuennsn axocti, Bopeinr

Manufacturer:
i AT [ T T SmithKline Beecham Pharmaceuticals
. (:)\/Fm{ ) Clarendon Road, Worthing, BN14 8QH,
: United Kingdom
MIA Number; MIA10592

i o

Bupotnue

CmitKaaiin bivem daprackioTikanc
TOrsOn ICnapewnod Poya, Bopeinr, BNI[4 8QI1,
T Bennka Bpurauis

Homep ninenzil Ha supoBauuTee Ta iMnopt
No MIA1G592




AEPKABHA CJHYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJUTKO 3A
HAPKOTHUKAMMH Y KHIBCHKIA OBJACTI

upog. Ceitnmuunol Hapnil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls. ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK

Mpo AKICTH BEE3EHOT0 B YKpaidy JiKapchKoro 3acoby

26.02.2025 Ne 7634/25/10

AYI'MEHTHH™

(HafMenyRanHa nikapohxore 3acoly 3riHo § peccTpali BHAM NOCRITIEHHAM)
TabaerKn, BKpHTI 00010110010, S00 Mx/125 mr mo 7 rabuerok y baictepi (xoxen 6aicrep
Pa3oM 3 BOJIOTO3AXHCHUMM rpaHyIaMu-calle y NAKETI 3 aloMiHieBol founrn); o 2 6xicrepn
B NaKETAX ¥ KAPTOHHIH yOaKoBI

{(bopma Bunycxy, 03yBaHHA, BHI TIAKYRAHAS TIKAPCRKOTO 3aC06Y)
Honep peectparninoro nocsisuenas UA/0987/02/02 erpox nii peectpauiinoro mocsixvenns 01.01.2099
Cepia nixaperkoro sacofy Ne SM3K KinexicTe BseseHoTo Mikapebkoro zaceby 7165

BrpoBamk CumitKnaitn bivem ®apmacsiotrkaic, Benuka Bpuranis

(nattyenyRaHHA BUPOOHIKA NKAPCLKOTO 3ac00Y, KPaiHa MOXOIKeHHS )

Beeseno B Vipainy Toeapucreo 3 00MexkeHo10 BinmoBinanbuicTio "TakcoCmiTK ns1iin
DapmaceloTikade Yrpaina', iaenr. con: 35619519

(HaiimettyBaiug Ta kon 3a CAIPTIOY wopruinol ocoGn abe npissile, iM's, 0o GaTbkosi iznaio!
0Co0H - nianpueMus, 1i Micle IPOXHUBAHNA TA pCeCTpauiliEyit moMep 061IKOBOT KAPTKY IIATHMKA
nojarkis abo cepid Ta HoMep nacnopra)

Iporokon Bizsyansnoro koutpomo sig 24.02.2025 Ne 0524/5.

3a  pesynbTaTaMu ASPKABHOTO KOHTPOJXO ECTAHOBICHO, 100 Jikapckkuil 3acib  BBeseno B Vipaigy 3

ACTPUMAHHAM BHMOT 3aKOHONABCTBA WIO0 3afie3NedeH s AKOCTI NiKapehKHX 3aC00iB.

e

-

Bo. faqasunga cyowon - o,

Onera CPEOMEHKO

{0z (Feiniica ta iplsstnge}

I e e T
HIILIONS BUDL ORIy ".”"pmzwri IRUTE RV
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Product: AUGMENTINTS
[pemapar: AYIMEHTHH™

Type: coaled tablet

Tum: Tabnerial, Bepsti obovHKOIO
Duse: 500mg/125 mg

Josysauis: no S60mr/125mr
Presentation: # [4 (7x2) in blisters
(each blisicr with desiccant sachet in
aluminum foil pouch)

Mawynanss: Notd (7%2) v Gxicrepax
{koaxen Gaicrep pasoM 3
BOJIOTOZAXHCHHMI IPANYNIAMU-CALIS ¥
raxeri 3 apmominiesoe’ Gonuri)
Release Specification S2634
Cuewndiikantis 52634

Batch: 8M31]

Cepist: 8M3J

Manuf, Date: 02 08 2024

Harva supofiunrea: 02 08 2024
Expiry Date: 08 2027

Tepsiu npuaathacri: 08 2027

Efficacy/Sitength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the

Quality certificate
Ceprudikar sicocri

No: 75434

Homep: 75434

[mporting Country: Ukraine
Kpatns immoprep: VKPATHA
Quanlity in the batch: 7544 packs

Kinexicrs npoaykuil s cepiis 7544 yn.

Registration license number: UA/0987/02/02
Howep peecrpauiiinoro nocsinuenin: UA/Q987/02/02

Approved by:  lan Bevan
Y3roeKeHo: [an Bevan
Qualified Person

Ynossopwxena ocoba

form of amoxicillin trikydrate) 500 mg, clavulanic acid (in the form of potassium clavulanate} 125 mg.
Crna i Alcrrgicrs: iUl peqoBUHI AMOKCULETR, IIABYIAHOBA KHCIOTA,

| rafinerra MicTHTEL amoxchuBRiny (y dopMi avoxcmpminy Tpurinpaty) 500 wmr, wimsymavonol xuenot (v dopmi kanio

Knary naHary) [25 yr.

TEST LIMITS RESULTS
HAMMEHYBAHHS TECTY JONYCTHUMI HOPMH PEIVIILTAT
A white to off-white oval-shaped, coated tablet, debossed
Description with « AC» and a score line on one side and plain on the otler Pass
P side, Approximately 20mm by 9.5mm and about 6.6 - 7.8 i
mm thick!. The total nominal weight is 1.08 g.
Bina aGo Giza 3 biarinkom, sxprta DBONOKKOIO OBANBIEA
TabneTia 3 murpasipypanuM Hanucom «ACx» Ta nidicio
] po3AoMy Ha oaromy Golil, uicTa 3 inwoere Goxy; npuénusiug ; :
Done 20 sy JOBKAHOIO, 9,5 MM LIMPHHOIO Ta 6AHIEKO 6,6 - 7,8 MM Bianopizac
roBlHbioo!. CymapHa HOMiNaNbHA Bara TaBRETKH CrNafac
1,08 .
Identification A (1PLC) Compliance with retention time Pass
Ineurndricania A (BEPX) Bianosinuicrs vacy yTprsynamus. Bisnosinae
: . TLC: Retention lime comparable t the reference.
Identification B g
(TLC or IR or NIR) IR: Spectrum comparable to standard. Pass
NIR: Spectrum comparable to standard,
X LT : B e i
LACH i kLA B TTHX: Uac YTPUMAIHA ROPIBIAHO 3) CrAILAAPTOM. _ .
S = [YU-cnexrpockonia: CriekTp MOPiBHIOETHCS 31 CTANAAPTOM. Biznosigae
{THIX e TY un BIT} g~ : L
BIY-cnexpockonis: CoexTp nopiBHIOETRCA 31 CrauzapToM.
Uniformity of Weight? Complies with Ph. Eur. Pass
Quiropiusicry macu? ¥ pinmenigiocri 1o €8p. Dapu, Bianosinae
Disintegration Max 30 min 15 min
Posnayasis Maxe. 30 xB. 15 x8

by a1 ,ﬁf&[)ﬁf”

O OF LIy




Product: AUGMENTIN™
llpenapar: AYI'MEHTUH ™

Type: coated tablet

T tabnerks, prpirri obonoinwio
Doser 500mg/125 mg

Josysanus: no 500mr/125Mr
Presentation: # 14 (7%2) in blisters
(cach blister with desiccant sachet in
aluminum foil pouch)
Naxysanan:Nel4 (7%2) y GaicTepax
{(xomen Gaicrep pazas 3
HONOTOZAXIICHIMIE PRIy AEMHU-CALIE ¥
1axeTi 3 amominiesot hosmnru)
Release Specification 52634
Croewrhixauis S2034

Batch: 831

Cepin: 8M31

Masnuf. Date: 02 08 2024

Harva ripobamursa: 02 08 2024
Expiry Date: 08 2027

Tepuin npuparnocri: 08 2027

No: 75434
Home : 75434

Imporling Country: Ukraine
Kpaiua imnoprep: YICPATHA

Quantity in the hatch: 7544 packs
Kinexicth npozyxuil s cepii: 7544 yn.

Registration license number: UA/Q987/02/02
Homep pecerpauiiinore nocninueimin: UA/0987/02/02

Tan Bevan

[an Bevan
Qualitied Person
Y nosrosaxena ocoba

Approved by:
Yaroreno:

The dissolution of the active ingredient complics with the
requirements of the Ph.Eur,

Dissohution® (Paddle apparatus method, 75 mediwm: 900ml water
{%0 declared amoxicillin and Y (,;pp.‘ e i rpm, medium: 900ml water) Pass
clavulanate), Q=iE5% Wlth“.l JQ MmiRuges, . 4 g

Acceptance Criteria: According to Ph.Eur. for conventional

dosage form.

Poaunrenns AH0MHX PEYOBHH BiNOBIARE BHMOTaM £ap,

dapa,
Posunnenns® (Meron i3 3acrocyBanHan nonacTHoro anapary, 75 o6, / xa,
(% Bia 3aaBaACHOT KinbKOCTE cepenosuure: 900 ma Boaw) Bixnosinac
BMOKCHLI Y Ta KBy HAHATY ) Q=84% 3a 30 xBrsmn.

Kpuerepiii npuiinanocti: arigpo Cep, dapy. ans ssugatinod

Ao30saH0T Jropay,
Presence and integrily of Film Coat Nao gross defects are ohserved Pass
HanmHieTsminieaicrsieBonoHic He cnocrepiracrres sHasHux Acherrin Bianonimac
ralbneriy
Equilibriuin Relative Humidity? [0.0% maximum 5.9%
PiBHOBAN IS BILHOCIHA BOROTCTE? saxe. 10,0% 5,9 %

475 to 525 mg per average tablet, calculated as Amoxicillin 494 mg
Amoxicillin Content frec acid (95-105% of declared)

415 - 525 mr 1A copgAHio pary TabneTKy, B HEPEpaxynKy Ha 494 mr
Batier amokcuinniny aMORCHUKTEH K BINLHY KAcnoTy (95-105% nig saziaueHot

KiNbKOCTI)
=i . 2, 119 to 131 mg per average tablet, caleulated as Clavulanic 124 mg
Clavulanic Acid Content Acid, (95-105% of declared)

119 - 131 wr ua cepeanio Bary Tabnercy, b Hepepaxyary Ha 124w

Baticr xnasymuiosol kpcnorn

KJABYIEHOBY KHCLOTY.
{95-105% sin zaauatenol Kinskoeri)




Product: AUGMENTINT
[penapar; AVIMEHTH™

Type: coated tablet

Tun: rafineriar, srpiTi 060N0UKOIO
Dose: 500mg/125 mg

Hozypsans: oo 500Me/125mr
Presentation; # 14 {7x2) in blisters
{cach blister with desiccant sachet in
aluminun: foil pouch)

DNaxysavrs: Nold (7x2) y Gnicrepax
(xusecen; Gricrep pasom 3

BOJIOTO3axHCINME FpanryaMuy-Calne y

MAKet 3 AmoMiHiesol (olnri)
Release Specification 52634
Cnergiinauin S2634

Batch: 8M3}§

Cepist: 8M3J5

Manuf Date: 02 08 2024

Hara supobaigrsa: 02 08 2024
Expiry Date: 08 2027

Tepatin npunarsocti: 08 2027

No: 75434

Honmep: 75434

Importing Country: Ukraine

Kpaina isuoprep: YIKPATHA

Quantity in the batch: 7544 packs

Kinskicrs npomyknil B cepii: 7544 yi,

Registration lieense number; UA/0987/02/02

Hewnep peecrpauiinsoro nocriguenns: UA/GIB7/02/02

[an Bevan

Tan Bevan
Qualified Person
Yronrosaiceia ocofa

Approved by:
Ya3romKeno:

Amoxicillin Dimer {Ph.Eur, J) <1.2% 0.8 % w/w
a - Amoxicillin penicilloic acld (Ph.Eur. D)  <i.0% 0.2 % wiw
B - Amoxiciilin penicilloic acid {(Ph.Eur, D) <1.0% 0.0 % why
Amoxicillin Related Substances Penilloie Acid Isomer 1 (Ph.Eur. E) <1.0% 0.0 % why
(HPLC) Penilloic Acid Isomer 2 (Ph.Eur. E) =1.0% 0.0 % wiw
Diketopiperazine (Ph.Eur. C) <1.0% 0.1 % wiw
Any other identified Bnpurity <i.0% 0.1 % whw
Any other unidentified impurity <0.3% 0.1 % whw
Total Amoxicillin Related Substances <3% 2% why
ANMDECHUEHTH Jinmep (€D, 1) <1,2% 0.8 % mim
o - AMerenopin rreHinmInoiina k-ra (€0, D) £1,0% 0,2 % mis
p - Amorxcuunnin neiigenoliza x-ra (€9, D) £1,0% 0,0 %o mim
CynyTiii fOMiTIH aMOKCHUMNIHY [eninnoituod 171t i3omep 1 (€D, E) =1,0% 0,0 % mim
(BEPY) Menumofino -y isomep 2 (€D, B) =<1,0% 0,0 % m/m
Auxereninepasin (€@, C) <1,0% 0,1 % mim
Bynb-nxa s inerrngixonaua nomMinika =1,0% 0,1 % mim
Bynp-sxa ina neincnrudikonana nomimxa  <0,3% G, 1 % mifm
3arannua KiaLKiciL cynyTHIN AOMILIOK AMOKCHUHAIY 2 %% mins
=3%
Clavulanic Acid Impurities; 2.5% whw maximum with respect to the labelled Clavulanic 0.4 % whw
Clavulanate Polymer Acid conlent )
Homim xnasynanonot KMCIOTH: Maxkcnmynt 2,5% M/ 0o BifitoweHn10 10 3asnatensol 11a 0.4 % i
MOATMEP KNARYNAHATY ETHKETL KiNLKoCTE KIABYAANOR0T KHCIOTH ’
Identification of Titaniuwm? A yellow-orange colour appears Pass
Denmuitais rirany? 3 ABMAETLCH JKORTO-DOMAPAHYEEE 3a6apBieHns Bignopigae




Product: AUGMENTINTM No: 75434

HNpereapar; AYTMEHTHH™ Hoxsep: 75434

Type: coated tablet Imporiing Country: Ukraine

Tam: Tabnerkn, sicprri ofosonkoo Kpaiua isoprep: YKPAIHA

Dose: 500mg/125 mg Quanlity in the batch: 7544 packs

Hosysasng: no 500mr/125mr Kinsreicrs npoayxudt 8 cepii: 7544 ym,

Presentation: # 14 (7%2) in blisters Registration license number: UAA987/02/02

(each Blister with desiccant sachet in Howmep peecrpauiiinoro noceiauenns: UA/987/02/02

aluminum loil pouch)

[acypanies: Neld (7x2) y nicrepax
(xoncen Onicrep pazon 3
BONOFO3AXICHHMN TPARYJIGMH-CAIE
¥ Naxeri 3 azoninierol Gonsri)
Release Specification $2634
Cuerivauix S2634

Bateh: 8M31
Cepis: 8M3)

Manul. Date: 02 08 2024 Approved by: [an Bevan

Hara supobrunrea: 02 08 2024 YaroamcHo: tan Bevan
Expiry Date: 08 2027 Qualified Person
Tepatin npupariocri: 08 2027 Yuosuoraskena ocoba

Microbial Contamination! (Ph.Eur.)
Total Aerobie Microbial Count - not mare than
10* CFU per gram

Total Yeasts and Moulds - not more than 10?
CFU per gram

Pathogens - Absence of Escherichia coli
3aranema KiNbKiCTh ABPOGHIEKX MiKpOOPTaIiaMin —
1c Ginsuic 133 KY O/,

3aranslia KiLKiCTh APIMUDIO BN T2 UBiJeRIx Bijnosinae
FpHBIE — 1e Binsiue 102 KY O/

[TaTorenn — BipcyTHicTh Escherichia coli

Pass

MikpobGionoeriuia yncora?
{Cep. dapar}

Notes =

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

2.The result is obtained from lesting during in-process control .

3.Performed on 1 batch in 20.

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

[Mpumiticn
L. Possip vabneriyn prauateni OCHACTKGIO, WO BUKOPHCTOBYETEGA A [PECY BAHNS TabACTOK, 5KA NEPeBipIETLCs
A0 npoToKony RMpoGHILTRA cepii. PoaMip TABNCTIH He NePERiPSETRCS NPH RBNYCKY NPENAPATA,
2, Pesynitar oTprnianuil 3 TeCTYBaHHS Ipit Mbkcrepauiinomy korTpeni,
3. Brkopyernes va | 3 20 cepiif.
4. Buxouyersen | pas va pik nupH BHIYCKY, WO MOXe OYyTH 1Mopivuoio cepieio  Juit BrBYEHHS cTadimbuocti
nianosizto GMP.




Product: AUGMENTIN™
Iperapar: AYTMEHTHHT™

Type: coated tablet

Tim: rafnetii, BpHTE 060HOHKOI0
Dose: 500mg/125 mg

Josysann: no 500a17125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiccant sachet in
aluminum foil pouch)

Maxypanun: Neld (752) y Gnicrepax
{xomen GricTep pasom 3
BOJIOTO3AXHCHUMU IPAHYJIAMA-CALLE
y maker] 3 anominienol Goreru)
Release Specification 52634
Cuenmdixanin S2634

Batch: 8M3J

Cepin: 8M3J

Manuf. Date: 02 08 2024

Heea pupoSimnurez: 02 08 2024
Expiry Date: 08 2027

Tepmin npegaraocri: 08 2027

Na: 75434
Homep: 75434

Importing Country: Ukraine

Kpaina inmoprep: YKPATHA

Quantity in the batch: 7544 packs

Kinbkicrs mpoxykuiy 8 cepil: 7544 ym.

Registration license number: UAM987/02/02

Homep peectpauitisioro nocsigsenys: UA/0987/02/02

Approved by: lan Bevan
YarooucHo: Ian Bevan
Qualified Person
Vropnosaxeia ocoba

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 roquirements of the local Regulatory Autherity and with the specifications in the Marketing Authorisation
of the final destination couniry or product specification fils for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and

found to be in comptiance with GMP.

Lunt st oiateepiicyso, 1o waseaena indropmauia € cnpamiunsoio i Tounop, Cepln npenapary Gyma BHrOTOBICHA,
BIIUOUATOMM TIAKYBAWHA TA KOHTPOME SKOCTI, Ha 3a3HavueHiil BHine Bupobusdii AinLERGI B nossil sigmosignoct go
sumor  Hanewnol supobunuoi npaxrixs (GMP), BeTaHOBNEGHHX MICLERHM PETYIATOPHEM EIIOMCTBOM, a TAKON B
fonnifi  pixronigioct! go  cnenwpirauif, nepeafauenux ¥ peecrpﬂuimliu nox(y'menmmk kpaitn-imMnoprapa.
[lerymenraiin crocosno mupofiuvyoro opouecy, nakynanms i anaiisy cepil Gyna nepenipena, 1 Gyao BCTAHOBIIEHD,

4iG BORA BiANOBIRAE BHMOTaM Hanexiio! BrpoGHIYoT npakTry (GMP). .
ol
; . . M_,é/r‘jﬂ;z 7
Date of signatuie: 22 v o= { Signed (Qualified Porson): %{:—TZ

aTa Nijincy:
A y Zh e RO

Sy
3

[Mignuc (Yiosuwosaikena ocoba)
i u\_‘w, xpd
Qualified person name and surname: [ (’:‘ *
Ina”s1 Ta Ipizsume ynopHosakenoi ocoGu: bovs D

Woarthing Quality Assurance Depariment
Binain sabezneuenns sxoeti, Bopeinr

Manufacturer:

SmithKline Beechiam Pharmaceuticals
Clarendon Road, Worthing, BN14 8QI1,
United Kingdom

MIEA Number: MIA10592

Bupobaux:

CnivKnstitn Binent GapmaceioTikaic
Knapenmon Poyi, Bopeiur, BN14 8QH,
Benuica Bpurasis

Homep ninensit na sppoGuueso Ta iMitopr
No MIAT0592
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AJAEPKABHA CIYAKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCHKIA OBJIACTI

npos. Ceitnuynol Haxil, 3, M Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOV 37078774

BUCHOBOK
Npo AKICTh BBE3CHOI'0 B YKpaiHy JiKapchLKOro 3acody

26.02.2025 Ne 7633/25/10

AYI'MEHTHH™
(HaliMenyRaHmA TixapcsKoro 3acofy CLAHO 3 PECCTPaLiHHIM TIOCRIATCHHAM)

Tab/IeTKH, BRpuTi 06010HK0K0, 500 Mr/125 Mr mo 7 Tabxerok y 6aicrepi (koxen Oaictep
Pa30M 3 BOIOTO3AXMCHHMH IPAHYNAMH-cAlle Y TAKeTi 3 amominiesol doasrn); no 2 Guicrepn
B IIaKeTaX V¥ KAPTOHHIN YHakorni
(thopma BumycKy, n03yRaHHS, BUA TTAKYBAHNS NKAPCEKOTO 3ac06y)

Howmep peectpaniiisoro nocsinuenns UA/0987/02/02 crpox ii peectpauiitnoro mocsingenus 01.01.2099
Cepisa nixaperkoro 3acoby Ne 8M3J KinekieTh BBe3CHOTO JTikapoekoro sacoby 7544

Bupobunk CumitKnsiiin Bivem ®apMmacerotakanc, Benuka Bputanis
(naftveHyRauHg BUPOOHIKA NKAPCEKOTO 34008y, KPaiia MOXOKeHES)

Beeseno B Yipainy Tosapucreo 3 o6Mexeno10 BinmosizaneuicTo "I aaxcoCaiTiaiin

PapmacsioTikanae Vepaina", izenr, vox: 35619519

{(naRveHysadns Ta Ko/ 3a C/IPITOY opuandnoi acodu a6o npizame, M'S, N0 HATLKOR] diznynei
©CO0H - NianpueMus, T MICIIE NPONCMBAHES Ta peECTpaLIiNHIMI HOMep 00NiKOBOl KAPTKH HIaTHHKA
TH0AATKIB 260 cepis TA HOMEp macnopTa)

[Tporeren eizyancuoro kourpomo sig 24.02.2025 Ne 0524/4.

3a  pesyipTaTaMM JIepABHOrO KOHTPONIO BCTAHOBJIEHO, [0 JUKAPChKMIL 3aci6 BBeseHo B Yxpainy =

AOTPHMAHHAM BUMOT 3aKOHOJABCTRA 00 3a0e3Neyents AKocTi MKkapeLKuX 3aco0is,

;,' - o ; g ot proe )
B.o. nguaasinga ., ﬁ Ousra CPBOMEHKO
sk e I T g e e
LRI TS o1 U\.'UGiJ SPLERY.SICD _Ilﬂl_‘? KOMEPUEIRY) (ninrng) (hizeticunt 1o npisaiune)

N R
i bt =
e g

i

£

e
N
Yy
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HEPMCABHA CIIYIKBA 3 HIKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJACTI

npos. Ceitanunor Hagii, 3, M.Knis, 02099, Ten/thaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JPIIOV 37078774

BHUCHOBOK

1IPO AKICTh BEC3CHOr0 B YKpaimy Jixapebkoro 3acofy

22.05.2025 Ne 23405/25/10

AYI'MEHTHH

(ainvenynauus nikapenkoro 3acoby 3rinne 3 pecerpaniiimis NOCRITHeHNnA)
rabacTien, BrpiTi 06osonKo10, 500 Mr/125 Mr mo 7 Tabuerox y Guicrepi (cosxen Onicrep
PA306M 3 BOJIOTOIAXHCHIIMIL CPARYIAMI-CATIIE Y naxeri 3 anoniniesof fonsru); no 2 Gaicrepn
B MAKETAX Y KAPTONHIH ynakopui
(hopara nunyexy, nosynanig, e TIAKYBalHA NiKApCRKOTO 1acoby)

Homep pecer pawiinioro mocnigveims UA/0987/02/02 CTPoK A1 pecerpauiiiioro mocsigenns 01.01,2099
Cepin nirapeskoro sacoBy Ne E24. Kinskicrs seeseroro mxapenxoro sacoby 14580

BupoGnyx CumirKnaitu Biuem PapmackioTuxance, Bemnka bBpuranis
(raiincypanns sipoGiixa Jiitapcnkoro sacoGy, kpaima NOYOKEHNST)

Breseio s Yipaiiy TopapsicTro 2 o6meskenoro BinmoBiNATbIicTIO "IimaxeoCariTK nszitn
PapmacrioTiane Viepaina", igenr. o 35619519

(mafiveenynatis Ta koy 3a CAPIIOY topiLmsel ocoGl aGo npiasntie, 1°A, M0 GATHROR Qizmiton
ocoll - nupnesus, i Micie NPOXNDANMA Ta peceTpaniiiimif Nomep o6MKkonoY KapTRIS MR K
nonaTkis abo cepin Ta mowmep macnopra)

Iporoxon sisyansiore xourposo sin 20.05.2025 Ne 1516/2,

32 pesyneTaran JEpHKABHOrO  KOHTPOMO  BCTMIOBACHO, WO nikapeekuil  3acif  socseno s Yrpalhy 3
ROTPHMANHSIM suvor 3akononaneTsa luono 3aGeaneyenns axoeti nikapebkux acobip,

KA, -

o g,

. . ﬁfﬁ\\\nnw *gﬂb%

acrynhxgiod Hyica Onsra EPLOMEHKO

P
=

r{gkolrponio) {nianuc) {iniuiaan ma npizsinne)




Product: AUGMENTIN

Hpermapar: AYTMEHTHH

Type: coated tablet

Ton: raéneriw, sepiri oBoncioio
Dose: 500mg/125 mg

Hosysaims: no 500Mr/125mr
Presentation: # 14 (7%2) in blisters
(each blister with desiceant sachet in
aluminum foil pouch)

Maynasm: Neld (7x2) v Gaicrepax
(kosen Gnicrep pazom 3
BONOUGIAXHCIHMIT FPANYAAMH-CAILE ¥
naxeti 3 anoninienoi fronnru)
Release Specification $2634
Crienpnirauin $2634

Batch: [24)

Cepisn; E241

Manut. Date; 07 03 2025

Hara supotmursa: 07 03 2025
Expiry Date; 03 2028

Tepuit upunaruocri: 03 2028

i

Quality certificate
Ceprudixar sixoceri

No: 75638

Hoxsep: 75638

Importing Couniry; Ukraine

Kpaiua iMuoprep: VKPATHA

Quantity in the batch: 14580 packs
Kinukicrs npoaykuil o cepit: 14580 yn,

Registration license number; UA/0987/02/02
Homep pecerpaniiinoro nocainuensst: UA/Q987/02/02

Approved by:  Melanie Prince

Yaromaeno:  Melanie Prince

Qualificd Person
Yuonionakena ocofa

Lificacy/Strength of preparation: Active drug substance: amoxicillin and clavulanic acid; 1 tablet contains: Amoxicillin (in the

form af amoxicillin trihydrate) 500 mg,

clavulanic acid (in the form of potassium clavalanate) 125 mg.

Cuna gl ARTHBHICTE:! Hitoui pevonmm: BGMOKCHLAIN, KNABYNaHOB KH¢oIoTa;

1 rabreria aierie AMOKCHOHRIY (Y

Knapynanary} 125 ur.

dopsi asoxcusiny TPUriupsTy} 500 Mr, Kravynanonol xucnomn {y dopsmi kaniio

[ ———

Descriplion

Onue

U’osnnnamm

TEST LIMITS RESULTS
HAMMEHYBAHHS TECTY HAOTIY CTUMI HOPMH PE3YJLTAT
A white fo off-white oval-shaped, coated tablet, debossed
with «AC» and a score line en one side and plain on the other Pass
side. Approximately 20mm by 9.5mm and about 6.6 - 7.8 o
mim thick!. The tolal nominal weight is 1.08 g.
Bina aGo Gina 3 BiATHIKOM, BIPITR 0GOJIONKO OBRILHA
TRONOTKE 3 BHIPABIPYBAMMM HAMMCOM «ACH A nigien
POINOMY HA 0AnoMy Goui, #11era 3 inmoro Goky; LpHOIHIHO Binnoginae
20 mar posscnnoio, 9,5 WHPHICIO Ta Bisska 6,6 - 7,8 My -
'I'OBILU}IICHOL C}’Mﬂpllﬂ IIO.\{f!]ﬁJll-llﬂ Bara radnerku Srianac
1,08 r.
Identitication A {IIPLC) Compliance with tetention time Pass
Wertngisaiia A (BEPX) Binnosinnicrs vacy yipamysatts, Binnoninae
. ’ TLC: Relention time comparable to the reference.
Identification I3 — . i e )
(TLC ot IR or NIR) TR: Spectrum comparable to standard, Pass
A S - NIR: Spectru: comparable to standard,
B8 B 7T 5 i R .
Inenrhdicauis B I‘LUX. Tac ylanmm:m HOPIRIING 3 CTARAAPTOM. o
T - [Y-cnexrpockonis: Cnekrp nopisocrvesn i CTAHRAPTOM, Binnonipac
(TILDC e 19 wsr 1Y) : s . ] :
BIY-cnexrpockonis: CuekTp nopisinoerses i Crabmaprost. | ]
Unifbrmity of Weight? Complics with Ph. Gur. Pass
Quigmoplnicrn macn? ¥ sianmonignoeri o €np. Dapyr. Bignosizac
Misintegration Max 30 min 13 min
Make. 30 xp. 15 xu

Yy
. (K A~ y
pf; 0h LB




Product; AUGMENTIN

Operapar: AYUMEITTALL

Type: coated tablet

Tun: tadnerin, axpari oSosoliksio
Dose: 500mg/125 mg

Hosysanna: no 500mr/1258sr
Presentation: # 14 (72} in Glisters
(each blister with desiccant sachet in
aluminum foil pouch)
Hakyuanes:Meld (7x2) y Baicrepax
(kosmerr Guicrep pasom 5
BOMDIGIAXNCHUMIL I PakyitMu-calie y
nAKeTi 3 amominicsol (ojnre)
Release Specification S2634
Crieusdixauin $2634

Bateh; [524]

Cepin: 15243

Manuf, Date: 07 03 2025

Hava mupoBunnrna: 07 63 2025
Expiry Daie: 03 2028

Tepuin mpuparuocri: 03 2028

No: 75638

Honie : 75638

Importing Country: Ukraine

Kpaina imrioprep: VKPATHA

Quanlity i the batch; 14580 packs

WimLxicrs upoayiit o cepii: 14580 yn.

Registration license number: UA/987/02/02

Honep peecrpauiiinoro uoceinuermin: UA/0987/02/072

Approved by:  Melanie Prince
Yaromxenn: Melanie Pringe
Qualified Person

YrosHosmrena ocola

—

Disselution?
{% declured amoxicillin and
clavulanale),

PoszunncHus?
{% vin 3anenenol kinLkocy
BMOKCHILNINY TA KRanyfaHaTy)

dosage form.

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

(Paddle apparatus method, 75rpm, medium: 900ml water)

Q = 85% within 30 minutes.

Acceptance Criteria: According 10 Ph.Eur. for conventional

Not ‘ested

Posuunentn ajiounx  pevonys siznopimme oraoran Cpp.
hapu,

(Meron i 3ACTOCY BAHHEM NOLEACTHOO anapaty, 75 of. / xp,
cepeonmuze: 900 sur o)

Q=85% 2a 30 xpum,

Kpurepilt npuiitsioeti: srigno €np. DapM, gun 3siuaknor

Aozonait gopan,

He nporomimies

Tadaeren

Butier waasy 1anonol xncnoru

THABYARITOBY KHCMOTY.
(95-105% sin 3aznavenot insko eTi)

_Presence and inteerity of Film Coal No pross defects are observed Pass
Hanenicrs ta wigicnicr. oBonolnar 2 y " g
tle enoerepiraeinea auaunmx Aebexrin Hignonripac
Equilibrium Relative Humidity? 10.0% maximum e ) 34%
Pinionascia rignocua nojoriern? saxc. 10,0% 5.4 %
475 to 525 mg per average tablet, calculated as Amexicillin 497 m
Amoxicillin Content free acid (95-105% of deciared) &
475 - 525 sir ma cepeio Bary TaBnery, B repepExyy na 497 wr
Buicr asoxecimusniny EMOKCHLMAIA Hx AilbHy KucnoTy (95-105% BiA 3azuaucHoT
KinLKocTi)
; - ;i 119 10 131 mg per average tablet, calculated as Clavulanic 123 mp
Clavulanic Acid Content Acid. (95-105% of declared)
119 - 131 mr Ha cepesio BAry Tadneriy, B nepepaxyHry ma 123 mre




Product: AUGMENTIN

Mpemapar: AYIMENTHH

Type; coated tablet

Tz raGnerien, sepuri oBononkoro
Dose: 500mg/125 ng

Hosyaanns: 1o 500.7125mr
Presentation: # 14 (7%2) in blisters
{cach blister with desiccant sachet in
atuminum foil pouch)

Hawyuanmn: Neld (7%2) y Gricrepax
{iowenr Siicrep pazoas 3
BONOTOSEXICHENT IPRHYAMH-CALLE ¥
LskeTi 2 amominicaot donnru)
Release Specification $2634
Cretnikanin $2634

Ralch: 13247

Cepia: 1124]

Manuf. Date: 07 03 2025

Jlara mupoGuimgrna: 07 03 2025
Expiry Date: 03 2028

Topsiin npinarnocri: 03 2028

No: 75638
Honep: 75638

Importing Country; Ukraine

Kpaina inroprep: YEPATHA

Quanlity in the batcte 14580 packs

Kismxicrns ripoayzuil s cepit: 14580 yn.

Registration license number; UA/Q987/02/072

Honep pecerpauiiinoro nocsinuens: UA/OIRT02/02

Melanie Prince

Melanie Prince
Qualified Person
Ynanuonaxena ocoy

Approved by:
Varoxeno:

Amoxicillin Related Substances
(3IPLC)

Amoxicillin Dimer (°h.Eur. J

) =<1.2% 0.9 % whv

Cymyrii stostinia AMOKCHLITIILY
(BEPX)

a - Amoxicillin penicilfoic acid (Ph. Sur. o <1.0% 0.2 % whv
f - Amaxicillin penicilloic acid (Ph.Bur. D) <1.0% 0.1 % whw
Penilloie Acid Isomer 1 (Ph.ur. L} <10% 0.1 % whw
Penilleic Acid Isemer 2 (Ph.Eur. E) <1.0% 0.1 % whv
Diketopiperazine (Ph,Eur, C) =1.0% 0.1 % whiw
Any other identificd impurity <1.0% 0.1 % whw
Any other unidentified impurity =0.3% 0.1 % wiw
Total Amoxicillin Related Substances <3% 2 %o whw

Antowenunnin e (€4, 13 <1,2% 0,9 % mim

o - AMORCHUINIT netiusimo i k-ra (Cb, DY =1,0%
B - AMoketinin nenfnnrnodtig k-ra (€D, D) <1,0%

Meninnofinol &-iu izcaep | (CD, B) =1,0%
Testinnotinol k-Tin izonep 2 (€D, ) =1,0%
Anrcroninepasin (G, C) =1,0%
Bynuesica inma inenrndiiconana nosiuka =1,0%
Byni-sea imua weinesmadicosana xosinga =0,3%

3aranuin wigexicrs CYNyTIX AOMILIOK AMOKCHIEINIHY
<3%

0,2 % mft
0,1 % min
0,1 % mim
0,1 %% mhes
0,1 % mim
0,1 % sim
0,1 % wmim
2% mim

Clavulanic Acid Impurities:
_Clavulanate Polymer

2.5% why maximum with respect to the lubelled Clavulanic
Acid content

0.6 Y whw

Hontitugn knany naHe ot kucsiori:

Hesimep Kaagynanary .

Manciatyst 2,5% sefas o sinnomenso 40 3AIBANCIHHOT 1A
CTHRETH KLILKOCTT KAany nanosol KuchoTy

0,6 % nfa

Fdentification of ‘I'ftanium?

A yellow-orange colour appears

Lierrnipircanin rirany!

3stunscrnes HOBTO-NoMaparene jafappne s

Mot Tested

T

He nponoanries




Product: AUGMENTIN No: 75638

Upenapar: AYITMEHTHE Homep: 75638

Type: couted tablet Importing Country: Ukrainc

T tanerin, srpuTi oBonolkoo Kpaiua imnoprep: YRPATHA

Dose: 500mg/i25 mg Quantity ir the batch: 14580 packs

Aosysanna: no 500mr/1254r Kinukicrs npojyxiit s cepil: 14580 yn.

Presentation: # 14 {7x2) in blisters Registration ficense number: UA/987/02/02

{each blister with desiceant sachet in Homep peccrpaniiinore nocaiquenis: UA/Q987/02/02

aluminum loil pouch)

Harynams: Neld (7%2) y Baicrepax
{komen Gricrep pasom 3
RONOTO3AXHCIBIAN TPAIY ManMH-CilLe
¥ NARSTI 3 asmoninieno] Ponnru)
Release Specification $2634
Crieundiranis $2634

Batch: E24T1

Cepin: £24]

Manuf, Date: 07 03 2025 Approved by: Melanic Prince
Jlara supoGhnigena: 07 03 2025 Yaromxkeno: Melanie Prince
Expiry Date: 03 2028 Qualified Person
Tepacin npuaariocri: 03 2028 Yioruormkena ocoba

Microbial Contamination® (Ph.Eur.)

Total Aerobic Microbial Count - not more than
10° CF*U per pram

Total Yeasts and Moulds - not more than 10?
CFU per gram

Pathogens - Absence of Escherichia coli
3aransim rincricrr, acpatuux mixpoopranisain —
: : . - tie Ginbine 102 KYO/r,

MixpoSionoriia mieora Jarannia kinnieh Aphrasxonix a UBINCEHY He nposoayrses
(Cpp. Dapa.) rpHBin ~ nig Sinnwe 102 KV O/,

Tarorens ~ sincyriicte Bscherichia celi

Not Tested

Motes
-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/ the result is obtained from testing during in-process control |

3.Performed on 1 batel in 20,

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

Hpiimien
L. Poawmip raGnerun wimimyer| OCHACTIOIO, MO BHKOPICTORYETLES 1in pecysatiey raGuerer, sxa nepenipacrics
EINEATS NpoTorany rEpotRa cepii, Posatip tabnerk ne nepeiprernesy MPH BROYCKY Nperapara.
2. Pesymytar otpinanstt 3 TECTYRUIUIA PR Mikeneparilinoaty KOHTpani,
3 Buxonycrnes na 1220 Cepiii.
4. Bukouyerves | Pa3 na pik NpH BANYCKY, WO Movce Byri wopimoo cepieo &M BUBUeHUn ¢TaBinsHocri
RiANOBIAH0 GM]?,




Meduct: AUGMENTIN

HMperapar: AYIMEHTHH

Type: coated tabiet

T raBaeriay, mepir ofonoicmo
Dose: 300mg/125 mg

Hozynaenrs: to 500Mr7125mr
Presentation: # 14 (7x2) in blisters
(each blister with desiceant sachet in
aluminum feil pouch)

Daxynamn: Nel4 (722) y Gaicrepax
(roxcen Guicrep pasom 3

BOIOOIDX HEHUMI FPANYADMI-CAILC
¥ nareri 3 auosinicsol dosar)
Release Specification $2634
Coetusdixanin $2634

Balch: 124)

Cepin: B24)

Manuf. Date: 97 03 2025

Hara nupoGunnrsa: 07 03 2025
Expiry Date; 03 2028

Tepiee nprparnocri: 03 2028

RAES
5 fu

Date of signature; O A

Jara mmianney: O

ling and quality
requirements of the local Regulatory
of the final destination country or product s
processing, packaging and
found to be in compliance with GMP.
Hust s wisersepseyio, o Haugenewa ix
BRAICAQIGHE HAKY BAHIN T8, KORTPOND
siner Hanemnol supoSnuaoi n
IBHIi

pakruik (GMP,
nignosipnecri no cneudricanin,
Lloxymenratis crocopuo BUpODHIMOrO
Mo #oia sizzosinae suyoras Haresxol BHD

| bereby cerlify that the information iy this certificate is
manufactured, including packaging/labe
the GMP

WPMALDL € CHpMBKLOK T ToRHeIO,
SKOCTI, HA Sa3HANCHI Brule BHPOSHUYIlT insupui 8 nosHii BLANCBIAHOCT 10
BOCTZNGBIICHHX MiCN{iHHE\I pCI}'lIH'}'Gp]IHM
mepeGatennx Y peectpanilinii dorysensanii  «paiuu-innoprepa.
TIpoleey, makysanus i ananisy cepil Gyna nepeeipenra, i

o0uacT npakTing (GMP),
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P
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No: 75638

Howmep: 75638

Importing Country: Ukraine

Kpatua immoprep: YKPATHA

Quanlity in the batch: 14580 packs

Kinnricrs npoayii » cepii: [4580 yi

Registration license number: UAA987/02/02

Homep peeetpaniitiore nocsingenns; UA/Q987/02/02

Melanie Prince

Melanie Prince

Qualified Person
Yropuasakena ocoba

Approved by:
Ysronseno:

authentic and accurate, This batch of product has been
control at the above-mentioned site i full compliance with

Authority and with the specifications in the Marketing Authorisation
pecification file for Investigational Medicinal Products. The batch
analysis records were reviewed and

Cepin upenapary Gy HUTOTOBACHA,
RLADMCTNOM, 4 THKOM 1

Gyno netanonneno,
d/'gl\\ ?\,m (@«

d ;&’J“\ }; LAWY (Q
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Signed (Qualified Person):
Higmsic (Y nosnoeakena ocoba)

Qualified person name and surmame:
Int"si Ta Npissse ynonuormkenor ool B seds L

Warthing Quality Assirance Department
Bizain anbeanevenns AxocTi, Bopeinr

Manufacturer;

SmithKline Beecham Pharmaceuticals
Clarendon Road, Worthing, BN14 8QII,
United Kingdom

MIA Number: MIA {0592

BitpoGisic:

CrtirKnaiiu Bivea DapaaceioTHkage
Knapenson Poya, Bopeinr, BN14 3QH,
Renuica Bprrania

Homep nivenzii sra nupobimirno 1a iMnopr
Na MIA 10592
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