JIEPXJTIKCITY KBA
JAEPXKABHA CJIY)XBA 3 JIIKAPCI:KIE;X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJACTI

npocnekT Banepis Jlobasoscekoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37078774

BACHOBOK
Npo SAKICTH BBE3€HOI0 B YKpaiHy JiKapcbKOro 3acody
25.07.2022 Ne 28004/22/10
AYTMEHTHH™

(HaiiMeHyBaHHS NiKapchKOro 3acoby 3rifHo 3 peecTpaliifHHM MOCBiYEHHEIM)
MOPOLIOK /I 0PAJILHOI cycniensii (200 mr/28,5 mr B 5 mur); nopomok aasi npurorysanas 70
MJI cycnensii y (pJakoHax 3 Mpo30poro CKJa 3 MeTaleBor KPHIIKOI0, 110 3arBHHYYEThCH (3
KOHTPOJIEM NepIIOro BiAKPHTTH i HoiMepHOIO IITiBK0I0, 0 MICTHTLCH BCepe/ieHi) pa3oMm 3
MIPHOI0 JI0%KeYK010, MOMilIeHIH B KAPTOHHY KOPOOKY
(hopMa BHIyCKY, O3YBAHKESA, BHJ MAKYBAHHSA JKAapPCEKOTO 3ac00y)

Homep peectpauiinoro nocsiguenns UA/0987/05/01 crpox aii peecrpauiitroro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 3JE4W KinpxicTs BBE3€6HOrO NiKapehkoro 3acoby 24314

Bupobaunk I'naxco Bemnkom [ponaxms, ®paniisn
(HaiiMeHyBaHHA BHPOOHHKA MiKapCHKOTO 3ac00y, KpaiHa IOX0MKEHH)

Bgesero B YkpaiHy Tosapucrso 3 odmexenow BignosinanbuicTio "T'nakcoCmiTKisiiin

dapmaceloTikajic Ykpaina", inenr. kox: 35619519
(HaiiMeHyBaHHs Ta kof 3a €EJPTIOY ropraaaHOi 0cobH abo TpisBHINE, iM'4, Mo OaTEKOBI
(isnanoi ocobH - miagnpHEMIIA, Tl MiCIe NPOXKHBAHHA Ta peecTpaniiuuii Homep o0mikoBoi
KapPTKH IJIATHUKA MOZIaTKiB aBo cepis Ta HOMEp macropra)

Iporokon BizyansLuoro kourpomo sin 21.07.2022 Ne 1761/2.

3a pe3ynbTaTAMH JEPXKABHOIO KOHTPOJIO BCTAHOBJIEHO, 110 JiKApChKMH 3aci6 BeeseHo B VYkpainy 3
JAOTPHMAHHSM BHMOT 3aKOHOJaBCTBa MO0 3a0e3MedeH A AKOCTI NKapChKUX 3ac06iB.

% 3y6apera H. B.

(mianuc) (inivianu Ta npisenue)
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Tests may be performed either on the filling mix prior to filling into bottles, or on the filled bottles

Tectn MoXyTb ByTI BUKoHaHi aB0 AnA NOPOWKOBOI CyMilli AO 1T HANOBHEHHA Y PAakoHW abo ANA HANOBHEHWX PAaKoHIB

(M Performed on 1/50 th batches or at least once a year

I Bukonyerves na oaniii cepii 3 50 cepiii abo ne piawe oanoro pasy na pik

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

@ Bukouyernes ne 4acto, asne ue piiiie oaHoro pasy Ha pik. wo sMoxce Gy i pidioio napricio s sustents cradinsuocri srigno GMP

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/ manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Ll st nirpepokyio, mo Haseiena indopyattis € cupaskisoio i rounoio. Cepis npenapary 6yiaa BUrOTOBRICHA. B TOMY UHCHi ynakosana i
fepenipena B MEKaX MPoUSAYPH KOHTPOIO SKOCTI, Ha 3a3naveHiil e supoGuuyiii Aineunui B noswiii sianosianocri 1o sumor Haneuxuot
BHpoGHI4OT npakTHky (GMP). BCTAHOBACHNX MICUCBHM PEryIATOPHHM BIAOMCTBOM, & TAKOXK B NOBHIIT BiAnosiaHocti 10 cnewndikattiii,
nepeadbauennx y Jlinensit na supoSuinirso ta cnewndikauisnm na npoaykuito. Jlokymenrauis crocosio oGposki, nakysanns i apanisy cepii
OyJia nepesipena, i Oyno BCTAHORAEHO, 1110 BOHA BiZnoBiaac Biuvoranm npasun Hanesxuof supoGunvol npaktukn (GMP).

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: MPHIHHATO, JAHNI MPOJYKT BINTOBIJAE€ CHELIH®IKALIT

MANUFACTURER: Glaxe Wellcome Production,
Zi de la Peyenniere, 53100 MAYENNE, France
Manufacturing authorization license number M 19/202
BUPOBHHUK: Inakeo Besmcom Tpoaakum,
3i pe na Neiienbep, 53100 MAMEHH , ®panuis
Jlinensisi na supodunuTeo Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIEHO MEHE/IJKEPOM 3 3ABE3INEYEHHS SIKOCTI

Name _Surname / In’si_Ipissuwe : Sylvain Tessier

Signature, Date of signature /ITianue, data nianuey

I15/0FH2e22.




TEST SPECIFICATION RESULTS
TECT CNELMDIKALIA PE3V/ILTATU
CLAVULANIC ACID CONTENT 28.5 mg per 5 mL of suspension, + 5% about a 5% overage, calculated as 29.4
Clavulanic Acid (28.5 —31.5 mg/5mL) (% label claim: 100-110.5%)
BMICT K/IABYJIAHOBOI 28.5 mr B 5 ma cycnensii, £ 5% npu 5% Hagnuwky, B nepepaxyHry Ha 29.4
KUCNoTH Knaeynauosy kucnory (28.5 — 31.5 mr/5 mn) (% 8ip 3ansneHoi
Kinbkocri: 100 - 110.5 %)

AMOXICILLIN RELATED SUBSTANCES (HPLC)

CYMYTHI AOMILUKKM AMOKCULIUIHY (BEPX)

AMOXICILLIN DIMER (Ph. Eur., J) £1.2% 0.4
AMOKCULMNIH AUMEP (ED, J) <1.2% 0.4
AMOXICILLIN ALPHA-PENICILLOIC <1.00% 0.10
ACID (Ph. Eur., D)

AMOKCULUWNIH - <1.00% 0.10
MNEHILWIOAHA K-TA

(€D, D)

AMOXICILLIN BETA-PENICILLOIC ACID <1.00% <=0.05
(Ph. Eur., D)

AMOKCUUUWANIH B- < 1.00% <=0.05
MEHILMAOWHA K-TA

(Ed, D)

AMOXICILLIN PENILLOIC ACID <1.00% <=0.05
ISOMER 1 (Ph. Eur., E)

AMOKCULMAIH NEHINOMHOT £1.00% <=0.05
K-TW I30MEP 1 (E®, E)

AMOXICILLIN PENILLOIC ACID <£1.00% 0.06
ISOMER 2 (Ph. Eur., E)

AMOKCULUAIH NEHINTOMHOI <1.00% 0.06
K-TW I30MEP 2 (E®D, E)

AMOXICILLIN DIKETOPIPERAZINE £1.00% 0.05
(Ph. Eur., C)

AMOKCULIANIH <1.00% 0.05
AWKETOMINEPA3MWH (€, C)
ANY OTHER IDENTIFIED IMPURITY <1.00% 0.17
Byab-Aka iHwa igeHTudikosaHa < 1.00% 0.17
AomMilKa

ANY OTHER UNIDENTIFIED IMPURITY <$0.30% 0.08
Byab-Aka iHWa <0.30% 0.08
HeigenTudikosaHa gomilwKa

TOTAL RELATED SUBSTANCES (HPLC) £3.5% 1.2
3aranbHa KinbKicTe cynyTHIX £3.5% 1.2
AOMIOK

CLAVULANATE ACID IMPURITIES: 2.5% w/w maximum, with respect to the labeled Clavulanic Acid content. 1.2
CLAVULANATE POLYMER

Aomiwkn knasynaHoBol Makcumym 2,5% m/m, No BiAHOWEHHIO A0 BKa3aHHOI HAa eTUKeTLi 1.2
KUCNOTKH: noaiMmep KnasynaHarty KinbKOCTI KNABYNAHOBOT KUCNOTH

MICROBIAL CONTAMINATION (2 (ph, | Total Aerobic Microbial Count (TAMC) not more than 10° CFU/g And Not Inspected

Eur.)

Total Yeasts/Moulds count (TYMC) not more 10? CFU/g.
Absence of Escherichia Coli (Ph. Eur.).

Mikpo6ionoriuna uncroral?)
(e®)

3aranbHa KinbKictb aepobHux mikpoopraHiamis (TAMC)
Hi 103 KYO/r;

Ta

3aranbHa KinbKictb APIKAMKOBKX | UBINEBUX rpUbIB - H
KYO/r;

BigcyrHictb Escherichia coli
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QUALITY CERTIFICATE
CEPTH®IKAT SIKOCTI

DATE OF ANALYSIS: 17/06/2022 ANALYSIS N°: 1000435513

JATA AHAJNI3Y: 17/06/2022 AHAJIS Nu: 1000435513
MANUFACTURING DATE: 19/04/2022 IMPORTING COUNTRY: UKRAINE
JATA BHPOBHHLITBA: 19/04/2022 KPATHA IMITOPTEP: VKPATHA
EXPIRY DATE: 03/2024 QUANTITY IN THE BATCH: 39714 packs
TEPMIH NPHAATHOCTI:  03/2024 KUILKICTB BCEPIT: 39714 ¥1
REGISTRATION LICENSE NUMBER: UA/0987/05/01 ITEM CODE: 3733.844
PECCTPALITIHE MOCBIAYEHHSI: UA/0987/05/01 KOJ1 IIPOJIYKTA: 3733.844

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION (200 mg/28,5 mg in 5 ml) IN VIALS #1.
1 VIAL WITH POWDER FOR 70 ML: SUSPENSION PREPARATION WITH ALUMINIUM ROLL-ON PILFER PROOF
CAP WITH INTERNAL POLYMER LINER WITH MEASURE SPOON BATCH N°: 3E4W

HA3BA NMPOAYKTY: AYCTMEHTHH™, INOPOIIOK /U151 OPAJILHOT CYCITEH3IT, (200 MI'/28.5 MI'/5 MJI) ¥
DIIAKOHAX Ne |

1 ®JAKOH 3 MOPOLUIKOM JIJIs1 TPHTOTY BAHHS 70 MJI CYCHEH31T 3 METAJIEBOIO KPHIIKOIO, 11O
SAIBHHUYYETLCH (3 KOHTPOJIEM NEPIHIONO BIUIKPHTTS 1 MOJIMEPHOIO IJIIBKOIO BCEPE/MHI) 3 MIPHOIO
JOKKOIO HOMEP CEPII : 3E4W

Efficiency/Strength of preparation:
Active drug substance: 5 ml suspension containing: 200 mg amoxicillin (as amoxicillin trihydrate) and 28.5mg clavulanic acid (as

potassium clavulanate).
Cuna ail/AkruBHicTs:

Jlitoua peqosuna: 5 s cycnensii micraTs amokciunainy (y gopmi avoxcnmtiny rpuriapaty) 200 mr i kaasyaanosoi KucaoTn

(¥ hopmi kanio knasyaanary) 28,5 mr.

TEST SPECIFICATION RESULTS
TECT CNELUNDIKALLIA PE3Y/NIbTATH
DESCRIPTION A clear glass bottle containing a white to off-white free flowing powder Complies
onuc Mpozopwuii cunaHmii pnakoH, wo mictute 6inmii abo GinysaTuii nerko BIANOBIAAE
PO3CHMNYACTMH NOPOLLOK
CLOSURE The cap shall be applied in a secure and satisfactory manner Complies
YNAKOBKA Kpuwka dpnakona HagiiHo | BignoBigHWUM YMHOM NPUAATAE 00 BIANOBIAAE
pnakony
IDENTIFICATION A (HPLC) Retention time comparable Complies
IAEHTU®IKALIA A (BEPX) BianosigHicre yacam yTpumysaHHA BIANOBIOAE
IDENTIFICATION B (IR) Spectrum comparable to the standard Complies
IBEHTU®IKALIA B (1Y) CnexTp nopisHaHuii 3i cranpapTom BIANOBIAAE
CHARACTERISTICS OF THE A white to off-white suspension is formed which slowly deposits a white Complies
SUSPENSION sediment on standing
XAPAKTEPMCTUKA CYCMEH3II Yreopioersea 6ina a6o 6inyeara cycnewsin, B AKii Nnpu BiacTo0BaHHI BIANOBIOAE
nNoBiNbHO YyTBOPIOETLCA BinyBaTHii ocag,
pH 4.0 to 6.0 pH units 4.2
pH Big 4,0 go 6,0 ogvHuub pH 4.2
MOISTURE 1 Maximum 9.0 % Not Inspected
BONOTICTb (Y Makecumym 9.0% He nepesipeno
AMOXYCILLIN CONTENT 200 mg per 5 mL of suspension, + 5%, calculated as Amoxicillin free acid (190 - 199
210 mg/5mL) (% label claim: 95-105%) '
BMICT AMOKCULIUNIHY 200 mar B 5 ma cycnensii, £ 5% B nepepaxyHiky Ha aMmOKCULA, L;ﬁﬁﬁ\r 399
Kkucnoty (190 - 210 mr/5 mn) (% Big 3aaBneHol KINbKOCT: k

: r'_\'ﬁé Ry n




JEPIUIIKCITY XKBA _
HEPIKABHA CIHYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMY Y KMIBCHLKIW OBJACTI

npocnerxt Banepis JloGanoseskoro, 51, m. Kuis, 03110, tex/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
MPO sIKICTH BEE3eHOr0 B Yipainy dirkapcebKroro 3acoby

25.03.2021 Ne '7322/21/10

AYTMEHTHWH™

(naiimenypanHs Jiikapcbkoro 3acofy 3TiAHO 3 PEECTPATiiiHMM TOCBLICHILM)
HOpOIIoK Xst 0paibHol eycmensii (200 vr/28,5 mr B 5 »ur); 1 duracon 3 nopomxom s

npuroTysanust 70 M cycnensii 3 MIpHHM KOBIAYKOM Y KAPTOHKIH YIaKoBii

(thopma prmycky, N03YBAHKS, B NAKYBAHU NIKaPCLKOTO 33c06Y)
Homep peecrpanitinoro nocsimuerms UA/0987/05/01 crpox nii pecerpauiitnoro mocsimaerns 01.01.2099
Cepin nixapeskoro saco6y Ne 3WON KinpkicTs BBeseHoro mixapeskoro sacoy 7616

BupofHuk I'naxco Bemmkom [pogaxins, Mpamris

(walinenysanna nupoBbHuKa Nikapebkoro sacofy, KpaiHa MOXOMKCHHEN)

Bueserio » Vxpainy Torapucrteo 3 o6mesxenoro Bigmosinamsuictio "T'naxcoCviTICsiin
Dapmacpiotiane Yipaina', inent. kox: 35619519

(Batimenypanis ta kox 3a €IPTIOY ropuaitaroi ocofu a6o npissume, iM', 110 GATLEOB] GQizmnol
ocobH - l'Il,Z(l'[pHQMLLﬂ, i MICL{C IIpOKUBAHHA Ta [JBECFPB.LEIP{HHH HoMeEp OGJIII\'GBO] KAPTKH MIATHHKA
NoRarkiB abo cepis Ta HOMEp nacropra)

TIpororcon sisyansnoro xonrpomo six 11.03.2021 Ne 0439/10.

3a  pesynbTaTaMd  HepKaBHOTO KOHTPONIO BCTAHOBJEHO, IO nikapcekit  saci® Bpeseno B»  Vipainy 3

JIOTpHMaHHHM BHMOT 3aKOHOAABCTBA MO0 3a0€3MeUeHHS AROCTI TiKapeLkHx 3aco6in,
. /"p a ,‘7\_"“
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QUALITY CERTIFICATE
CEPTH®IKAT SIKOCTI

ANALYSIS N°: 1000346182
AHAJTS M 1000346182
IMPORTING COUNTRY: UKRAINE

DATE O ANALYVYSIS: 20/01/2021
JIATA AHAJIZY: 20012021
MANUFACTURING DATE: 03/69/2020

HATA BHPOBHIIUTBA: 03/09/2020 KPATHA IMIIOPTEP: YKPATHA
LEXPIRY DATE: 08/2022 QUANTITY IN THE BATCH: 8012 pucls
TEPMIH IPHAATHOCTI: 0872022 KIALKICTL BCEPIT: 8012 ¥
REGISTRATION LICENSE NUMBER: UA/9Y7/05/01 ITEM CODE: 3733.844
PECCTPAINITHE NOCBUMENHS: UAZ0987/05/01 KOO TIPOAYKTA: 3733.844

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION (200 mg/28,5 mg in 8 ml) IN VIALS #1,
TVIAL WITH POWDER FOR 70 ML SUSPENSION PREPARATION WITH MEASURE CAP

BATCH N°

P 3WON

HAZBA HPOAYKTY: AYDMEHTHIT, ITOPOHIOR LTSI OPAJILHOT CYCN L3, (200 MI/28.5 MT/S MUY B

DIIAKOHAN Mo [

I ©AAKOH 3 MTOPOLIKOM [LJ151 TPHUOTY BAHHS 70 MJI CYCHENZIT 3 MIPITHM KOBITA KON

Efficiency/Strength of preparation:

HOMEP CEPIT : 3WON

Active drug substance: 5 ml suspension containing: 200 mg amoxicillin (as amoxieillin triliydrate) and 28.5mg clavalanic acid (as

potassium clavalanate).
Cuaa nii/ARrusiicrs:

Jivona pegosura: 3 s eycnensii sictsrs anacuBiny (y hopaii asorenisainy vpurrinpary) 200 Mr i KANBYAIROBOT KUCADTH
(¥ popmi wanito waasynanaty) 28,5 ar.

TEST SPECIFICATION RESULTS
TECT CHEUHMDIKALLA PE3Y/ILTATH

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

oru1c Mpozopuit cknannii gaaion, wo micTurs Ginuit abo Ginysatuit BIAMOBIANE
NIETHE poscvnyacTui NopPoWwoK

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

YIAROBKA Kpwnusa dpnakona Hapilino i slgnosingHum unnom NPUAATAE A0 BIANOBIAAE
(pnarony, TouHa 3 BignosigHe chopmosantoio pisbGoio

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

IOEHTUOIKALLA A (BEPX) BianosigHicts vacam yrpumysanHa BIANOBIAAE

IDENTIFICATION B (IR) Spectrum comparable to the standard Complies

IEHTUGIKALIS B {14) Crexcrp nopiBRAHYA 3i cTangaprom BIOMNOBIAAE

CHARACTERISTICS OF THE SUSPENSION | A white to off-white suspension is form;:l which slowly deposits a white Complies
sediment on standing

XAPAKTEPHCTUHRA CYCTEH3IT Vrsopioerscen Gina abo Ginyeata cycnemain, 8 kil npy BIZNOBIAAE
BIACTON0BAHHI NOBINLHO yTBOpIoETECR GinysaTtuii ocan

pH 4.0to 6.0 pH units 4,2

pH Big 4,0 f0 6,0 oguinib pH 4.2

MOISTURE ™ Maximum 8.0 % Not inspected

BONOTICTL (0 Maxcumym 9.0% He nepesipeHo

W 00

/98 7/




TEST SPECIFICATION RESULTS
TECT COELMPIKALIA PE3V/IbTATH
S  AMOXYCILLIN CONTENT -—Eﬁxﬁg;lpr 5 ml. 6fst|sperisiolw 5%, calculated as Amexicilin | 202
free acid (190 ~ 210 mg/Sml) (% label claim: 95- 105%)
BM ;ERIVIOHCPELLH}III-W B 200 mr 8 5 rmn cycnenaii, + 5% B nepepaxyHry Ha 202
AMAARCHLMANIN BiAbHY Kicnory (190 - 210 mr/5 ma) {% Big,
3aABARHOT KiAbKROCTI: 95- 105 %)
CLAVULANIC ACID CONTENT 28.5 mg per 5 ml of suspension, & 5% about a 5% overage, 30.2
caleufated as Clavulanic Acid {28.5 ~ 31.5 mg/SmL) (% label
claim: 100-110.5%)
BMICT BAABYIIAHOBOT KUC/IOTI 28.5 tar 8 5 mn cycnewsii, 5% npu 5% Hagnuky, & 30.2
nepepaxyrity Ha kiasynanosy wicnoty (28.5 - 31,5 mr/5
mn) (% sig 3aneneq0l kinbracti: 100 - 110.5 %)
AMOXICILLIN RELATED SUBSTANCES (HPLC)
CYTYTHI AOMILLIKK AMORCHUMARIHY (BEPJ{)
AMOXiCILUI\i bmsﬁﬁiﬁﬁ? JTiU__- ) : os1om i 0.3
."\sv’IOi\ClriLlWIIH,f_l,HMEP (€, ) - 2% 0.3
AMOXICILLIN ALPHA- PENIC!ESIEA_CID {Ph. [_u_r_D) B - “_< 100% - 0.14
AMOKCHLANIN o MEHILWANIORHA KA | 100w s
(€D, D)
Amo'xﬁiiﬁ%&”ﬁ?smc‘.[ﬁchuﬁ;ﬁu; R . 005
* AMORCHUWAI B-ERLWRGRNA KoTA | Cs<io0% T O Toos
(e®, D)
 AMOXICILUIN PENILLOIC ACID ISOMER 1 7. gur, 6 | 'Lé",{ oo% .
ANEOHCHL{MIHH NEHIIORHOT L T TS <1 [;{)%_ =
_K-TI30MEP 1 (€, E)
AMOXICILLIN P.ENILLOIC AC-‘IWIrSOMER 2 (Ph. Eur,, E) £1.00% T <= O t;;_ o
* AMOKCHLMAIH NERIAOHHOT o T < 1.00% =005 |
J{ 'I 14 HOMEP 2 (€m, E)
AMOXICILUN DIETOPPERAZINE | T Y <005
(Ph. Eur., Q)
AMOKCUUMAIH AVKETONINEPASHH | (ed,c) e  woes
_AI‘:I‘:’MCS{'LEE E);ETIFIFDFMPURITY T o ;*1"00% s R ] 05
Ey,qb«;ﬁ;_i-nma ig < 1.00% L o
ANY OTHER UI\J"_I:-l-Ef:lTEFIED IMPURITY D — < 0.30%7
i Sy,ﬁ,b -Aka muﬂ rle:,qeﬁfmrb|u6‘éé:lll Aomiwia N = 0.30%
TOTALREATED SUBSTANCES (HPLS) | 7 Cosasw - :
33 raana'mnbi(mb cynﬁ;ﬁﬁom1m01< . o < 3.5% I i ‘ 0.6
CLAVULANATE ACID IMPURITIES: CLAVULANATE 2.5% w/w maximum, with respect to the labeled Clavulanic Acid 11
POLYMER content;
Homiwi wiasynadoboi kucnoru: nonimep Makcumym 2,5% m/m, no BIAHOWEHHIO A0 BKRazaHHOT Ha 1.1

waapynauary

ETHKETL KiNbKOCTI KAABYRAHOBOT KHMCAOTH

MICROBIAL CONTAMINATION {21 (Ph, Eur.)

Total Aerobic Microbial Count [TAMC) not more than 10° CFU/g
And

Total Yeasts/Moulds count (TYMC) not more 102 CFU/g.
Absence of Escherichla Coli (Ph. Eur. Yi

Mot inspected

MikpaGionoriuna wicrotal?l (€)

3aranoHa KinbiicTs aepobHMx mirpoopramizmis ([TAMC) -
He Binbuw #ine 1019 Kyo/r;

Ta

3aransia KineKicrs Apbraanux i usine pix rpubin - He
Binbi Hine 10120 KV O /1

BigcyTHicts Escherichia coli

He nepenipero




Tests may be performed either on the filling mix prior to filling into bottles, or on the filled bottles

Tecrn moxyTh ByTH BukOHEHI a60 A4S NOPOUIKOET Cywiwi 40 1T HanosHeHH y $azrony abo g HanoRHeRKX GAaKOHIE

) Performed on 1/50 th baiches or at feast once a year

W Bucony cracn na oaniii cepii 3 50 eepiii ado ne piAIE 0AKOMO pasy 1 pic

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

©) BHROYCTRER 1HE 9aLT0, WIC 112 plae 001y DAY 12 pi. o Mose Gy T Pisnoo napricie asa sisseni erabiannoeri arimo GyP

I hereby certify that the above informalion is authentic and accurate, This batch of product has been fabricated/ manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch pracessing, packaging and
analysis records were reviewed and found 1o be in compliance with GMP.

Signature, Date of signature Mliamme, Kara niamicy

Ll s niztrnepaosyio) o nanesena iiopyianis ¢ cupanicinono i rosnowo. Cepin npenapany Gyaa surorosnena, n TONY HHCHT YHaROBan |
TIEPERIPCHA B MOKAN NPOLEIN Pil KOHTPOA0 fx0eti, na sasuaueniii some supoSHtil Alnuhuu 8 nosHiil sixnosianecri Ao sisor Hanessnot
BUPOGHIFOT npakTiicn (GMP). seranopicnny sicueri PErVASTOPHIA BEAGMCEFBOSL 4 Takos: & nonniil sianosiagocti 1o CHenmgH R,
nepeadatenix y Jlinensiv na snpodinmerso ra ererunpiraninsm na npoayiiio, JIoRysenanis croconig odpadiin naky s i ananizy copii

Gy nepesipeia, i 6¥n0 peranoBieno, o noin pizuonii@e sunoras upani Hanewnof supoduiol npakrcn (GvP).

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: NPHITHATO, BAHUI NPOAYKT BIATIOBIAAC CHELH®IKALUT

MANUFACTURER: Glaxo Wellcome Production,
ZI deIa Peyenniere,53100 MAYENNE, France
Manufacturing authorization license number M 19/202

BHPOBHMIC Farareo Beastcos Thpoasicin,
3l ge na Nelietinep, 53100 MA ICHH, Mpadnin
Jlivensist un nupoduuureo Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIEHO MEHEIKEPOM 3 3ABE3NIEYEHHSA SIKOCTI

Name _Surname/ Iar's_Ipissinue Julien PETITFRERE

;gc\Téa%’t 20(cA [2oe




JIEPXKJIIKCITYKBA
JTEPKABHA CJIVKEA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHX Y KHIBCHKIA OBJIACTI

npocriekT Banepia JlobaroBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kox €EJIPTIOY 37078774

BHUCHOBOK
Npo AKiICTH BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody
05.09.2022 Ne 34685/22/10
AYITMEHTHH™

(naliMenyBaHAs NiKapceKoro 3acofy 3riZiHO 3 peecTpaliiiHAM NOCBIMEHHAM )
NOPOUIOK /JIsi OPAlIBLHOI cycnensii (200 Mr/28,5 mr B 5 Mu1); mopomok A NpuroryBanas 70
MJ cycnensii y draxoHax 3 mpo3oporo cKja 3 MeTaJIeB0K KPHIIKOIO, 110 3arBHHYYEThCH (3
KOHTPOJIEM NepIoro BiAKPUTTA i MoaiMepHOI0 IJIiIBKOIO, [0 MiCTHTLCHA BCepeeHi) pa3oM 3
MIipHOIO J0KKO0I0, IOMillIeHHH B KAPTOHHY KOPOOKY
(popma BunyCKy, NO3YBAHHA, BH NAaKyBaHHNA JTiKapchKoro 3acoly)

Howmep peectpaniiiroro nocsiguenns JA/0987/05/01 crpox aii peecrpaniiinoro nocsipuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne W7D KinskicTs BBe3eHOTO NiKapcskoro 3acoby 38493

Bupobauk I'nakco Besuikom Ipomakiun, @pasuis
(naliMeHyBaHHS BHPOGHHKA IKapCHKOro 3aco0y, KpalHa MOXOMKEHHS)

Baesero B YxpaiHy ToBapucTBO 3 06MexkeHO0I0 BignoBinansHicTo "TnakcoCmiTKnsiin
PdapmacbloTiKajICc YKpaina', inenr. xon: 35619519
(naiimenyBanns ta kop 3a CJIPITOY opuauunoi ocobn abo npizeume, im's, no Harskosi
disuan0i 0coOM - migmpHeMIA, 11 MiCHE NPOXKHBAHHA Ta PeecTpaniiami Homep 06mKoBoL
KapTKH NIATHHKA Nojarkie abo cepis Ta HOMep nacnopra)

Iporoxon Bisyansnore konrposno Bix 05.09.2022 Ne 2174/1.

3a pe3synsTaTAMH JIEPXKABHOIO KOHTPONIO BCTAHORIEHO, IO JIKapchKMi 3acié BBeseHo B VYkpainy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA OO 3abe3nedeHns AKOCTI iKapchKHUX 3acobib.
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QUALITY CERTIFICATE
CEPTH®IKAT SIKOCTI

DATE OF ANALYSIS: 02/08/2022 ANALYSIS N°: 1000441825

JATA AHAJ3Y: 02/08/2022 AHAJII3 Ne: 1000441825
MANUFACTURING DATE: 24/06/2022 IMPORTING COUNTRY: UKRAINE
JATA BHPOEHHLUTBA: 24/06/2022 KPATHA IMIIOPTEP: VKPATHA
EXPIRY DATE: 05/2024 QUANTITY IN THE BATCH: 38 493 packs
TEPMIH NPHJATHOCTI: 05/2024 KUILKICTL BCEPIT: 38493 V11
REGISTRATION LICENSE NUMBER: UA/0987/05/01 ITEM CODE: 3733.844
PECCTPALUMHE MOCBIAYEHHS: UA/0987/05/01 KO NMPOAYKTA: 3733.844

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION (200 mg/28,5 mg in 5 ml);

POWDER FOR 70 ML SUSPENSION PREPARATION IN CLEAR GLASS BOTTLE WITH ALUMINIUM ROLL-ON

PILFER PROOF CAP WITH INTERNAL POLYMER LINER WITH MEASURE SPOON IN CARTON

BATCH N°: 8W7D

HA3BA IMPOAYKTY: AYITMEHTHH™, MOPOLIOK /151 OPAJILHOT CYCHEH3IT, (200 MI'/28.5 MI'B 5 MJI);
MOPOLUOK /15 MTPUTOTY BAHHS 70 MJI CYCIEH3IT ¥ ®JIAKOHAX 3 MPO30POI0 CKJIA 3 METAJIEBOIO

KPHINKOIO, IO 3ATBHHUYYETLCSH ( 3 KOHTPOJIEM NMEPLIOIO BIAKPHTTS I MOJIMEPHOIO INUIIBKOIO, 1O

MICTHUTBLCSI BCEPE/IHHI) PA3OM 3 MIPHOIO JIOJKKOIO, B KAPTOHHII KOPOBLII

Efficiency/Strength of preparation:
Active drug substance: 5 ml suspension containing: 200 mg amoxicillin (as amoxicillin trihydrate) and 28.5mg clavulanic acid (as

potassium clavulanate).
Cuaa aiifAKTHBHICTL:

Jitoua peuosnua: 5 sma cyenensii micrars amokenumainy (y gpopmi amorenuwainy rpuriapary) 200 smir i kaasynanosoi kKucenorn

HOMEP CEPIi : 8W7D

(y popmi kanio kaasyaaunary) 28,5 mr.

TEST SPECIFICATION RESULTS
TECT CNEUMDIKALLIA PE3YV/IbTATH

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

onuc Mpo3opwuii cknaAHKiA dnakoH, wWo mictute Ginuii abo Ginyearuii BIANOBIAAE
NErKko Po3cunyacrTuii NOPoLIOoK

CLOSURE The cap shall be applied in a secure and satisfactory manner Complies

YNAKOBKA Kpuwka dpnakoHa HapjiitHo i BignosigHum YuHOM npunarae go BIANOBIAAE
dnakony

IDENTIFICATION A (HPLC) Retention time comparable Complies

INEHTUDIKALIA A (BEPX) BignosigHicTb yacam yTpumyBaHHA BIANOBIJAE

IDENTIFICATION B (IR) Spectrum comparable to the standard Complies

IOEHTUDIKALYA B (14) CriexTp NOpiBHAHWII 3i cTanpapTOM BIANOBIAAE

CHARACTERISTICS OF THE SUSPENSION A white to off-white suspension is formed which slowly deposits a white Complies
sediment on standing

XAPAKTEPUCTUKA CYCTEH3II Vreopioerbea bina abo Binysarta cycneusis, B Akiit npu BIANOBIOAE
BigcroloBaHHi noBinbHO yTBOPIOETLCA BinyBaTnii ocap,

pH 4.0 to 6.0 pH units 4.2

pH Big 4,0 Ao 6,0 ogMHULL pH 4.2

MOISTURE ¥ Maximum 9.0 % Not Inspected

BOMIOrICTL 1 Mawxcumym 9.0% He OrfIAHY K

AMOXYCILLIN CONTENT

200 mg per 5 mL of suspension, + 5%, calculated as Amoxicillin free
(190 = 210 mg/5mL) (% label claim: 95-105%)

BMICT AMOKCULIMIHY

BinbHy kucnoty (190 - 210 mr/5 mn) (% Big 3aneneHol Ki
95- 105 %)

""f"f‘ ?Eé 9




Tests may be performed either on the filling mix prior to filling into bottles, or on the filled bottles

Tectit MOXyTh ByTH BUKOHaHI aBo AR NOPOLWKOBOI CyMili 40 il HanoBHeHHA y (paakonn aGo ana HanosHeHux dnakoHis

(Y Performed on 1/50 th batches or at least once a year

U Bukonyerses na oauiii cepii 3 50 cepiii abo ne piune oanoro pasy na pik

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

@) BHKOHYCTLES HE HacTo, al¢ HE PULIE 0HOTO Pasy Ha pik. wo moske 6yTH piunoio napricio ang supuenns cradinsuocti sriano GMP

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/ manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Ll s nirrnepsuRyio, 1o naseaena indopsaiis € cnpamkinoio i raunoo. Cepist npenapary 6yia BHIOTOBAEHA, B TOMY “MHCH Ynakopana i
nepesipeHa B MCKAN IPOLCAYPH KOHTPOIO AKOCTI, Ha 3a3nadcHiil Buie supodHuiii aineuuni B nosuiii sianosianocti ao sinvor Hanesknoi
supoGHraoT npakrukn (GMP). BETanoBACHNX MICILEBHM PETYISTOPHIA BIZIOMCTBOM. & TAKOXK B NOBHII BiAMOBLIHOCTI 10 cnetndikaniii,
nepeabadennx y Jlinensii na BHpoSHILTRO Ta cnemikaianm Ha npoayKitio, JIokyMenTaiin croconio odpodKkH. nakysanus i ananizy cepii
Oyna nepesipena, i Oy10 BeTanoOBIeHO, 10 BoHA BiANOBIAAE Buvoram npasi Hanexnol supobuiaoi npakrikn (GMP).

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: IPHIHATO, JAHHII IIPOAYKT BIINTOBIJA€ CIELH®IKALIT

MANUFACTURER: Glaxo Wellcome Production,
Zi de la Peyenniere, 53100 MAYENNE, France
Manufacturing authorization license number M 19/202

BHPOBHMUK: Inakco Beastcom Mpoaaiun,
3i pe na NeiieHbep, 53100 MAMEHH , ®panuis
Jlinensist na supodunurso Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIEHO MEHE/UKEPOM 3 SAGE3ZNEYEHHS SIKOCTI

Name _Surname / In’s_llIpizsie Petitfrere Julien -

L?
Signature, Date of signature /ITianue, [aTa nianucy 0 L(Oﬁ (?,O 1




TEST SPECIFICATION RESULTS
TECT CNEUMPIKALIA PE3Y/IbTATH
CLAVULANIC ACID CONTENT 28.5 mg per 5 mL of suspension, £ 5% about a 5% overage, calculated as 29.2
Clavulanic Acid (28.5 —31.5 mg/5mL) (% label claim: 100-110.5%)
BMICT K/IABY/JIAHOBOI KMC/IOTKU | 28.5 mr B 5 mn cycnensii, + 5% npu 5% Hagnuwiny, B 29.2
nepepaxyHiry Ha kKnasynaHoBy kucnoty (28.5 = 31.5 mr/5 mn) (%
Bip 3aaBneHol Kinbkocti: 100 — 110.5 %)
AMOXICILLIN RELATED SUBSTANCES (HPLC)
CYMYTHI AOMILUKKU AMOKCULMAIHY (BEPX)
AMOXICILLIN DIMER (Ph. Eur., J) =1.2% 0.3
AMOKCULIMNIH OUMEP (ED, J) <1.2% 0.3
AMOXICILLIN ALPHA-PENICILLOIC ACID <1.00% 0.13
(Ph. Eur., D)
AMOKCUUMMIH c-MEHILMAOMAHA <1.00% 0.13
K-TA
(€®, D)
AMOXICILLIN BETA-PENICILLOIC ACID <1.00% <0.05 %
(Ph. Eur., D)
AMOKCHULM/IH B-NMEHILUNOMKHA < 1.00% <0.05%
K-TA
(e®, D)
AMOXICILLIN PENILLOIC ACID ISOMER 1 <1.00% <0.05%
(Ph. Eur., E)
AMOKCULMAIH NEHINOMHOT < 1.00% <0.05%
K-TW I3OMEP 1 (ED, E)
AMOXICILLIN PENILLOIC ACID ISOMER 2 <1.00% 0.05
(Ph. Eur., E)
AMOKCULMIH NEHINIOMHOT < 1.00% 0.05
K-TK I30MEP 2 (ED, E)
AMOXICILLIN DIKETOPIPERAZINE <1.00% 0.05
(Ph. Eur., C)
AMOKCULIMNIH £1.00% 0.05
LOWKETOMINEPA3MWH (€, C)
ANY OTHER IDENTIFIED IMPURITY <1.00% 0.18
Byab-aKa iHwa igeHTrudikosaHa <1.00% 0.18
pAomiluka
ANY OTHER UNIDENTIFIED IMPURITY <0.30% 0.06
Byab-aKa iHwa HeigeHTudikosaHa <0.30% 0.06
AOoMilKa
TOTAL RELATED SUBSTANCES (HPLC) £3.5% 1
3aranbHa KiNbKicTb cynyTHIX £3.5% 1
AOMIiLIOK
CLAVULANATE ACID IMPURITIES: 2.5% w/w maximum, with respect to the labeled Clavulanic Acid content. 1.2
CLAVULANATE POLYMER
Jomilky KnasynaHoBoOT KUCNOTK: Masxcumym 2,5% m/m, no BiAHOWEHHIO A0 BKa3saHHOI Ha 1.2
nonimep knasynaHarty eTureTui KinbKkocTi KhaByNaHOBOT KUCNOTH
MICROBIAL CONTAMINATION (2) (Ph. Total Aerobic Microbial Count (TAMC) not more than 10° CFU/g And s
Eur.) Total Yeasts/Moulds count (TYMC) not more 10? CFU/g.
Absence of Escherichia Coli (Ph. Eur.).
Mikpo6ionoriuna uncroral? (Ed) 3aranbHa Kinbkicrb aepobHux mikpoopraxismis (TAM :\ vell g
Binbw Hi 102 KYO/r; /
Ta -
3aranbHa KinbKictk ApKAMOBUX | LBineBux rpubis -
Hi 102KYO/r;
BigcyrHicre Escherichia coli




QUALITY CERTIFICATE
CEPTH®IKAT AKOCT!

DATE OF ANALYSIS: 11/08/2020 ANALYSIS N°: 1000319317

JAATA AHAZY: FH08/2028 ATAJIS Ao 1000319317
MANUFACTURING BATE: 05/06/2020 IMPORTING COUNTRY: UKRAINE
AATA BHPOGHELTDRA: 05/46/2020 KPATHA IMITOPTEP: YEPATITA
EXPIRY DATE: 05/2022 QUANTITY IN THE BATCH: 39200 packs
TEPMIH NPIJIATHOCTT: 05/2022 KIMLKICTL BCEPIE: 39200 ¥1T

REGISTRATION LICENSE NUMBER:
PEECTPANHIHE NOCBIAYEHNS:

UA/0987/05/01
UA/Q987/05/01

ITEM CODE:
KOATIPONYKTA:

3733.844
3733844

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION

I VIAL WITH FOWDER FOR 70 ML SUSPENSION PREPARATION WITH MEASURE CAP

HA3BA MIPOJAYETY: A YIMEHTHH™, SIOPOIIOK A5 OPAABLHOT CY ORI {200 ME/28.5

BIAKOHAN Ne |

P DIAKOH 3 TIOPOLUKOM I8 BPUTOTYBAHYS 70 M CYCTIELRIT 3 MIPHIRM KOBITAYKOM

Efficiency/Strength of preparation:

Active drug substance: § ml suspension containing: 200 mg

potassium clavuianate),
Cuma gitfAwrimpieTn:

Airaa peunmimna: 3 aur eyesnensit mietaTs o

BATCH N°

(200 mg/28,5 mg in 5 ml) IN VIALS #1.

: E45A

MI73 MUY B

HOMEP CEPIT : B454

{¥ hopmi kaniv waanyuana ry) 28,5 sy

amoxicillin (as amoxicillin trihydrate) and 28.5mg clavulanic acid (as

MORCIULENY {¥ hopnti avioRenunisiny Tpasiapary} 200 vr i kaasyaasosol knesot

TEST SPECIFICATION RESULTS
TECT CNELUNDIKALIA PE3YIILTATH

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

Qnuc Nposepuii cunanuii daaron, wo micruts Giamii abo Ginyearuii BIANOBIAAE
NATKS POITUNHACTIEA NOPOLIOK

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

YTIAKOBKA Kpuwna dnarcua nagiiino | signosignvm unom PWARTAE Ao B1AN08IDAE
§r12310HY, TO4HA 2 BIANOBIAHO chopmoBaHHoIo piasbow

IDENTIFICATION A {HPLC) Retention time comparabie to the reference Complies

TAEHTUGIKALLIA A (BEPX) BignowigHicts yacam yTpumysanna BIANOBIAAE

IDENTIFICATION B (IR) Spectrum comparable to the standard Complies

IAEHTHDIKALLA B {i4) Criewt nopisHaNMii 3 crabgaprom BiANOBIOAE

CHARACTERISTICS OF THE SUSPENSION | A white to off-white suspension is formed which slowly deposits a white Complles
sediment on standing

HAPAKTEPULCTVKA CYCTIEHSIT Yreopeetncn Bina aGo Gisysara eycnewsia, B akii npu BIBNOBIAAE
BiACTOWBAHHI NOBINLHO YTBOPIOETHCA BinyRatuii ocag,

pH 4.0 to 6.0 pH unils 4.1

pH Big 4,0 40 6,0 oansuLs i 4,1

MOISTURE !} Maximum 9.0 % 6.8

BONOTICTD M Macnmym 9,0% 6,8

| @Wmf% W53 f%? ai'-;é\pg{(wa// %




TEST

Knagynauary

eTHReTU KINLKOCYI KNABYARHDBO! HIKCADTH

SPECIFICATION RESULTS
TECT CRELM@IHALLA PEIVIILTATH
AMOXYCILLIN CONTENT 200 mg per 5 ml of suspension, 1- 5%, calculated as Amoxicillin 200
free acld {180 — 210 mg/5mL} (% label claim: 95-105%)
BIVICT AMORCULLATIHY 200 mr 8 5 mn cycnensii, £ 5% 8 nepepaxy ity Ha 200
aMoNCULMAIK BiAabrY Kricaory {190 - 210 mr/5 mn) (% sia
aanpaeHol Kinbwocr; 95- 105 %)
CLAVULANIC ACID CONTENT 28.5 mp per 5 mL of suspension, & 5% about a 5% overage, 29.7
calculated as Clavulanic Acid {28.5 - 31.5 mg/SmlL]) (% label
claim: 100-110.5%)
BVICT KAABYAAHQBOT KUCTOTH 28,5 tar 8 5 mn cyenensit, £ 5% npu 5% Haganuky, B 29,7
fepepaxyHRry va wiasynaHosy kucnoty (28,5 - 315 mr/s
rn} (% Big 3ansreqal Kiakkocri: 100 - 110.5 %)
AMOXICILLIN RELATED SUBSTANCES {HPLC)
CYMYTHI BOMILKKA AMOKCHLWMHY (BEPX)
ANEOX!C!ELIN DIMER (Ph, Eur., ]} - 4 :{i% ' — Wm_“—.—()-:é § T
 AMORCHLMIIR AMMEP (6, 1] <1.2% - 03
AMOXICILLIN ALPHA-PENICILLOIC ACID (Ph. Eur, D) o ‘ <1.00% - PET
MAAOKCHUANIH a-NERILMIONHA K-TA | T T e1io00% . O on
(€, D)
AMOXICELLIN BETA—PENIC!LLOE;CID {Fh. Eur., D) T - 51_00% - <= DDS
AMOKCHEATIN B-NERILMAORAHA K-TA S <1.00% <=0,05
(€®, D)
 AMOXICILLIN PENILLOIC ACID ISOMER 1 (Ph. Eur., £} | e T 00s i
AMOKCHIHAIN NEHINORHOT <1.00% 005
KT IZOMEP 1 (ED, E)
AMOXRCI‘LLIN PEN-ILLOIC ACID ISOMER 2 (Ph. Eur., E} o ;1009;7 - o 0:013 . 7
" AMOKCWLIAAIH FEHIROHHOT i <1.00% 0,06
K-THM IBOMEP 2 (€M, E)
M;MOKIC!LL!N DIKETOPIPERAZINE <1.00% 005 )
{Ph. Eur., C)
 AMOKCHUM/TIH AUKETOMIEPA3WH (€9, C) <1.00% 0,06 -
j ANY OTII‘-lER IDENTIFED IMPURITY o 51.00% - 0.16
' Bypb-axa Hwa Egemmbiuosar;a p,omimnammuf i £1.00% - B 016
ANY OTHER UNIDENTIFIED IMPURITY <0.30% <=0.05 o
Byge-axa inwa seigentudikosana gomimna £0.30% o - <;B:05 -
TOTAL RELATED SUBSTANCES (RPLC) £35% 10
3aranuia KAbKcTE CYNyTHIX gamiwox £3.5% 1,0 T
CLAVULANATE ACID IMPURITIES: CLAVULANATE 2.5% w/w maximum, with respect to the labeled Clavulanic Acid 1.2
POLYMER content,
Aomiwey krasynanosal KMCAoTy: noaimep Makcamym 2,5% m/m, no sigHowerHo A0 Brasaniol Ha 1,2

MICROBIAL CONTAMINATION @) (Ph, Eur.)

Total Aerobic Microbial Count (TAMC) not more than 103 CFU/g
And

Total Yeasts/Moulds count {TYMC) not mare 10? CFU/g.
Absence of Escherichia Coli (Ph. Eur.).

Not Performed

MikpoGionoriuna uncroral® (Ed)

3aranbHa rinbuicrs aepobrux mikpoopraniamis (TAMC) -
He Ginbiu Hine 1081 KVO/y;

7a

3aranbha kinbiticte Apixamonv i yainesux rpubio - pe
Ginbi Hine 102 KYQ /s

BigeyrHicrs Escherichia coli

HE NPOBOAMNGCSE




Tests may be performed either on the filling mix prior {o filling into bottles, or on the filled bottles

Tecrr soxyTh GyTi BuKoHaHI abo AR NOPOLWKoBAT Cyrili 40 1T HENOBHEHHS Y GIAKOHN abG ANF HANOBHEHUX DAIKGHS

() Performed on 1/50 1 batches or at least once a year

W Brgotyeroes ta oanift cepii 3 30 cepiii ado ve pizne on0re pasy ia pis

2 Performed at a frequency of at least once a year which may be the GMP annual stability bateh,

) BUROHYETLE HE 9ACTO, QIS HE PIAINE OAUOTO PRIy 1A Pik. 110 MOsKe Gy T pIMIKno Bapiico 20T sredenng ctadianuoeri srino GMP

1 hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/ manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Autherity and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in complirnce with GMP.

FRs o 1T na0. 110 RABGASH IHGOPAILD € CHPABKHEOIO | TOUH0I0. Cepis UPelapary GV BHIOTOBIC) L, B TOMY HICAT YIQKRoBaHL |
NEPCRIPEHA B MSKAN IONCAYPH KOHIPOII AKOCT, Ha sasiabenif pune nepofuuadii giiieni u nousniil sironiinocri go meior Haaeimnoi
sipadmiio? npakricn (GVP), peTadORECHIR MICHCEHM PCrYISTOPHINT BLIOMCTROM. 2 1a80% b NOBHIT Bianomianccti A0 cuciumficaii.
nepeadtenn v inensit no srpofmnrrso va crenmpicaninsi ny npoaykiiio oKy MCHTALN cTOCoBHe DOPOBKIL HAKYBALIS | alanisy cepil
Gy.2 nepesipeiu, | Gy L0 BCVAOBACHD, L0 BOHA BIANGRAGC B0y upasun Haaeknot supoduiaot npacries (GMP),

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SPRECIFICATION
BHCHOBOK: TIPHAHATO, AAHHI OPOAVICT BIATIOBLAAC CUELH®IKAIUT

MANUFACTURER: Glaxo Wellcome Production,
Z1de la Peyenniere,53100 MAYEMNE, France
Manufacturing authovization license number M 19/202

BUPOEHHK: Uimres Beaarwost Apogakim,
3l ge na Melievbep, $3100 MANEHH , ®panuia
Jiuensia va Bapodnumrao Me M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAALHO MEHEIMEPOM 3 3ABE3NEUEHHS SIKOCT]

Name _Surname / im's_pissuime Sandra MERIC

Signature, Date of signature /Tlianue, Java ninooey -’:3;.-"*51 /“ ; o3 oW
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JEPXIIIKCIIYIKBA
JEPIKABHA CIYIKBA 3 MIKAPCRKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHEAMM ¥V KHIBCRKIV OBJIACTI

npocrekT Banepia JloBanosenkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail; dls.ko@dls.gov.ua,https:.//www.dls.gov.ua, Kon €IPTIOY 37078774

d

BUCHOBOK
PO AKICTH BBE3EHOr0 B YKpalHy Jixapchioro 3acody

29.09.2020 Ne 50158/20/10

AYTMEHTHUH™

(HaHMeHyDaHHa nikapcexoro 3acofy 3rifHO 3 peecTparifaKM MOCBIA4EHHIM)
nopomox s opanbHoi cycnensii (200 mr/28,5 mr B 5 mix); 1 (aaxon 3 mopomcom pist
npuroTysanusa 70 Ma cycnensii 3 MipHHM KOBRAYKOM ¥ KapToHHIH Kopobui

(thopma BumycKy, TO3YBAHHS, BUL NIAKYBAHHI Aikapchikoro 3acofy)
Homep peectpauitmoro nocsimaesns UA/0987/05/01 crpok nii peectpauiitnoro nocsimgenns 01.01,2099
Cepis nikapcskoro sacofy Ne E45A KimukicTs nBesenoro sikapenkoro sacofy 39200

BupofHuK I'maxco Bemnxom ponaxims, Opanmis

(nafvenysauns supolnuka nikapcoskoro 3acoly, kpaina MoXomKenn)

Beeseno B Vipaiiy Tosapucrso 3 o6Memxenoro signosinansuictio "CnakcoCmiTKniin
dapmacerotikanc Yipaiga', igent. kox: 35619519

(naftvenypauns Ta xog 3a CPIIOY 1opummunoi ocobu abo npizeuue, im'a, o 6atkrosi (iswmol
0Co6H - nignpHemuy, it Micue NPoXHBALILLL TA peecTpauiiiHuii HoMep 0ORIKODOT KAPTKA MIATHHKA
noznatkis abo cepis Ta HoMep NacropTa)

IlpoToxoa Bisyansuoro woutposio sin 25.09.2020 Ne 3194/1.

3a pesymsTaTaMM OepKaBHOTO KOHTPONIC BCTAHOBNEHO, WO Jikapchbkud 3acif BpeseHo B VipaiHy 3

JOTPHMAHHSM BIMOr 32KOHOLABCTBA IOA0 32063 N A FKOCTI NiKapehkiX 3aco6iB.
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TEPYXIIIKCITY KBA ]
JEPXKABHA CIYKEBA 3 IIKAPCHKUX 3ACOBIB TA KOBTPOJIO 3A |
HAPKOTHUKAMM Y KHIBCHLKIN OBJIACTI

npocnext Banepia Jlo6anoseskoro, 51, M. Kuir, 03110, Ten/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox EIPIIOY 37078774

BUCHOBOK
MO SIKiCTh BBE3EHOro B YKpainy JiKkapebkoro 3acofy
18.09.2020 Ne 47714/20/1 0.
AYI'MEHTHH™ )
(naiiMenysauus nikapcskoro 3acofy arigHo 3 peecTpauifHuM nocBinueHHaM) e

TOPOMIOK [Tst 0pa/IbHOY cycrensii (200 mr/28,5 mr B 5 M) y daaxonax 3 MipHHM KOBIATKOM

Y KAPTOHHIH ynakosi
(qopma Bunycicy, 103yBaHHA, BUA NAKYRAHHA NiKAPCHKOCO 3acoby)

Howmep peectpauitinoro nocsingenns UA/0987/05/01 erpox aif peectpauiiinoro nocsinsens 01.01.2099

Cepis nixapcekoro 3acoby e EVOR Kinexicts BBE38HOrO NikKapeskoro 3acody 19539

BupoGrux Tnakco Bemmkowm [Mpopakirs, Opaniis

(naiimenysanHs BupoGHHKa Nikapcbioro 3acoy, kpajHa TMOXO0IMEHHA)

Breagro B Vipainy Tosapucrso 3 06mexenoro sinnopigansuictio "Tnaxeo CvitK asiin

Dapmacerotikaic Yipaina", ineur. ron: 35619519
(naiimenynanns ta kon 3a €JIPTIOY 1opuanuHoi ocobu abo npi3BHLLE, iM', No 6aTeioBi (isnumnol ©

0co6H - ninnpuemus, i Micue npoxuBaHng Ta peecrpauiiuuii HoMep o6nikonol KapTkH TnaTHuKa .
noparkis abo cepia Ta Homep nacnopra)

Iporoxon BisyanbHore kontposio sig 15.09.2020 Ne 2998/2..

3a pe3ymbTaTAMH  IEPIKABHOTO KOHTPOMO  BCTAHOBJNIEHO, 1IN0 Jjikapchkuil 3aci6 BBezeHo B Vipainy 3

AOTPHMAHHSIM BHMOT 32KOHOABCTEA OO 3a6e3MeHeHHs AKOCT] NiKapChKKX 3ac06in,
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QUALITY CERTIFICATE
CEPTHOIKAT AROCTI

DATE OF ANALYSIS: 29/08/2020 ANALYSIS No: 1000322765

JATA AHAJIZY: 29/08/2020 AHAJLS Ne: 1000322765

MANUFACTURING DATE: 09/06/2020 IMPORTING COUNTRY: UKRAINE

AATA BUPOBHHUTBA: 09/06/2020 KPATHA IMITOPTED: YKPATHA

EXPIRY DATE: 05/2022 QUANTITY IN THE BATCH: 19935 packs

TEPMIH {IPHIATHOCTI: 05/2022 KUILKICTL BCEPL : 19935 N

REGISTRATION LICENSE NUMBER: UA/0987/05/01 ITEM CODE: 3733.844 i
PEECTPAUNIHE NOCBIAYEHHS: UA/0Y87/05/01 KO MPOAYKTA: 3733.844 !

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION (200 mg/28,5 mg in 5 ml) IN VIALS #1.
| VIAL WITH POWDER FOR 70 ML SUSPENSION PREPARATION WITH MEASURE CAP

BATCH N° : EV6R

HA3BA [POAYKTY: AVTMEHTHHT™, [IOPOILOK 151 OPANLHOT CYCTIEHI, (200 MI/28.5 MI/5 MJ1) B

DIAKOIAN N |

P ®JAKOH 3 TOPOMKOM JJIS MPHTOTY BAHHS 70 MJ CYCHEH3IT 3 MIPHRM KOBITAYKOM
HOMEP CEPIf : EV6R

Efficiency/Strength of preparation:

Active drug substance: 5 ml suspension containing: 200 mg amoxieillin (as amoxicillin trihydrate) and 28.5mg clavulanic acid (as
potassium clavulanate),

Craa ai/Axrueniers:

Aizoun penosnna: 5 v eyenemaii sictar amerenuainy (¥ dopmi avorenumainy Tpiriaparty) 200 sMr i kuasyastonol guenoTn
(¥ dopmi wanin wrasyaanary) 28,5 mr,

TEST SPECIFICATION RESULTS

TECT CNELUPIKALIA PE3YNILTATH
DESCRIPTION A clear glass bottle containing a white to off-white free flowing powder Complies
onuc Mpozopuii cuannuii dnaxom, wo micrute 6inuit aGo Giaysarui BIANOBIAAE

/IEFKO PO3CMAYACTHIA MOPOMIOH

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

YMAKOBKA Kpuwka Gnakoua HagiiiHo i signosigaum unkom npunsrae ao BIANOBIOAE i
daarony, Touna 3 signosigro chopmosantoio pissBoio i
IDENTIFICATION A {HPLC) Retentlon time comparable to the reference Camplies i
i
LAEHTUDIKALIA A (BEPX) BipnosigHicte yacam yrpumysarHs BIANOBIAAE
: |
IDENTIFICATICN B (IR) Spectrum comparable to the standard Complies ;
IBEHTUDIKALIA B (14) CriekT nopisHAHUA 31 cradpaprom BIANOBIQAE
CHARACTERISTICS OF THE SUSPENSION | A white to off-white suspension is formed which slowly deposits a white Complies
sediment on standing
XAPAKTEPMCTUKA CYCNEHSIT Yreoptoetoca Gina abo 6inysata cycnewsis, s akii now BIANOBIAE
8IACTOI0BaHHI NOBIALHO yTBOPIOETRCA BinyBaTHii ocas
pH 4.0 to 6.0 pH units 4.2
pH Big 4,0 f0 6,0 o HHKLL pH 4,2 ;
MOISTURE ™ Maximum 9.0 % 7.0
BONONCTL Marcumym 9.0% 7,0
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TEST

SPECIFICATION RESULTS
TECT CNEUMMIKALLIA PE3YNHTATH
AMOXYCILLIN CONTENT 200 mg per 5 ml of suspension, £ 5%, calculated as Amonicillin 201
free acid (190~ 210 mg/5mL} (% labe] claim: 95-1059%)
BMICT AMOKCULIMAIRY 200 mr 8 5 M cycnensii, £ 5% 8 nepepaxyHKry Ha 201
amMOKCHLMANIH BinbHy Kucnoty (180 - 210 mr/5 mn} (% sig,
3aABAEHOT RibROCTI: 95- 105 %)
CLAVULANIC ACID CONTENT 28,5 mg per 5 mL of suspension, = 5% about a 5% overage, 29.7
calculated as Clavulanic Acld (28.5 —31.5 mg/SmL} (% label
claim: 100-110.5%)
BMICT KAABYJAHOBOT KMC/IOTH 28.5 mr 8 5 mn cycnewnaii, £ 5% npn 5% Haganwiky, B 29,7
NEepepaxyHiy Ha knasynarosy kucnoTy (28.5 - 31.5 mr/5
nas) (% 8ig 3ansnenoi kinekocti: 100 - 110.5 %)
AMOXICILLIN RELATED SUBSTANCES {HPLC)
CYTIYTHI LOMILLKHA AMOKCMLMIEIHV {BEPX)
AMOXICILLIN DIMER (Ph. Eur., J) $1.2% 0.3
AMOKCULWIH AWMEP (E®, ) <1.2% 0,3
AMOXICILLIN ALPHA-PENICILLOIC ACID (Ph. Eur., D) £1.00% .13
AMOKCULNIH a-TEHILMIONHA K-TA < 1.00% 0,13
(€d, D)
AMOXICILLIN BETA-PENICILLOIC ACID {Ph. Eur., D) <1.00% 0.05
AMOKCULIMIH B-NMEHILAAOWHA K-TA S 1.00% 0,05
(e, D)
AMOXICILLIN PENILLOIC ACID ISOMER 1 (Ph. Eur,, E] £1.00% <=0.05
AMOKCULMMNH NEHINOAHOT $£1,00% <= 0,05
K-TH 130OMEP 1 (€D, E)
AMOXICILLIN PENILLOIC ACID ISOMER 2 (Ph. Eur,, E) £1.00% <= 0,05
AMOKCULMAIH NEHLIOAHOT <1.00% <;, 0,05
K-TW IBOMEP 2 (E€d, E)
AMOXICILLIN DIKETOPIPERAZINE 5 1.00% <=0,05
(Ph. Eur., C}
AMDKCULMAIH JUKETOMIMEPA3WH (€D, C) - <1.00% <= 0,05
ANY OTHER IDENTIFIED IMPURITY $1.00% 0.06
Byab-aKa iHwa igeHTudivosaHa gomilka % 1.00% 0,06
ANY OTHER UNIDENTIFIED IMPURITY ) <0.30% <=0.05
Bynb-AKa IHWwa HelaenTudgikosada gomiwKa < 0.30% <= 0,05
TOTAL RELATED SUBSTANCES (HPLC) £3.5%. 0.6
3aranbHa KinbKicTb CyNyTHIX AoMIlIoK <3.5% 0,6
CLAVULANATE ACID IMPURITIES: CLAVULANATE 2.5% w/w maximum, with respect to the labeled Clavulanic Acid 1.1
POLYMER content,
JomilwKku xhasy/iaHoeol KUCAOTH: NoAimep Makeumym 2,5% m/m, N0 BIGHOWEHHIC A0 BKasaHHOT Ha 11
KAasynauary eTMKreTyi KinbKOoCTi KNasyAaHOBOT KUCIOTH
MICROBIAL CONTAMINATION 2} (Ph. Eur.) Total Aerobic Micrebial Count {TAMC) not more than 10® CFU/g Complies
And E
Total Yeasts/Moulds count (TYMC) not more 102 CFU/g,
Absence of Escherichia Coll {Ph, Eur.).
MikpoBionoriuHa uucroraldl (Ed) 3aranbHa KinbKicTbk aepobbux mikpoopraxizmis (TAMC) - BIANOBIAAE

He Ginbiw Hix 100 KYO/r;

Ta

3aranuHa KinbKiCTo APiMAKOBAX | yRineaux rpubis - He
Binbw Hbk 1000 KYO/r;

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

Tectv moskyTh Byt BUKOHaHI 360 4nA NOPOLIKOROT cynii A0 i HArOBREHHS ¥ Drakomn abo AR HAMOBHEHKX dakoHie i
O Performed on 1/50 th batches or at least once a year i
W Buronyersen wa 0anifi cepil 3 30 cepiil abo i pizuie oJHOr0 Pasy i pik
@) Performed at a frequency of at least once a year which may be the GMP annual stablhty batch. !
) Bgonyerhes ne uaeto, e e PLIIE 0000 Pty i pik. 110 Moke GyTH pluralo napriew 10 supienid eradinunocti sriano GMP :

1 hereby certify that the above information is authentic and sccurate. This batch of product has been fabricated/ manufactured, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Lhast s iarnepaoryio, 1o siseaena. iishpopyantis ¢ cnpamiibote i oo, Cepis nperapary Gyan pHIOTURICHL B TOMY MHC Y IKOBAL 1
nepesipena B MeKax npONeypH KOITTPOMO AROSTI, 1A sasianciit nunte supodniiii aiasnund s nonniii sianosizkoeri 1o minior Hanesnof
srpobmHTol nparriii (GMP). BCranoanctiy MICUEBIM PErVASTOPHIN BLIOMCTBOM, & Takok B NoBHil sianorianaeri 1o enewipiraiis,
nepeadaienuy v JTinensit na pupodauireo ta creiwikaiayu na npoay o, Jorysenranin crocoriy 00podKl, NaKyBAHTA | avaizy cepil
Gyaa neperipenry, 1 6¥10 BCTAHOBIICHE, W BOHA BiAnoniaae suaoras npasna Hiexnol oupodnuaol npakrisu (GMP).

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SPECIFICATION |
BHCHOBOK: MPHIINATO, AAHUI NPOAYKT BIANOBIAAE CIIELM®IKA LT

MANUFACTURER: Glaxo Wellcome Production,
Z1 de 1a Peyenniere, 53100 MAYENNE, France
Manufacturing authorization license number M 19/202

BUPOBHHUK: Trarceo Bendawoar Ipoaawus,
31 g na Neliensep, 53100 MAMEHH , ®pannin
Jlinensis ua supodHmraso Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJLEHO MEHEJUKEPOM 3 JABE3NEUEHHA AKOCTI

MName Surname/ In'a_{lpissime Sandra MERIC

P e £ g
Signature, Date of signature /Higmuic, Aata niamicy ,Z“j s paieiel
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