I[EP)I(ABHA CJIY}KEA 3 JIIKAPCBKI/IX SACOEIB TA KOHTPOJHO 3;1 =
SRR HAPKGTI/IKAMI/I Yy I{HIBCLKIH OEJIACTI
L HpGB Chitnuasiof Haxnii, 3, M Kﬁzﬁ {]2099 Ten/(}}axc {044y 363 06- 58
. L mazi d!s k{}@d 5., gm’ {a; Kc};{ C,Z{PI"IO‘}*’ 3’?078?’?4
""" " BHCHOBOK e
e e npa SIKiCTE BBE3EH{}T{) B yﬂpamy m}capebmom :mcoﬁy
o aseame |

P T e A S U e B P e e

N 126{36&4/}f}-jf_.fﬁ;ﬁ_f_-i5'1_'-5-."_5";"? i

T R AYI‘MEHTI/IHTM SRR,
% RN R '_ L .{Ha;-mulyﬂaﬁzm HIRathK{}fﬁ EaC{}ﬁ}r IFIAHO 3 peﬁmpaﬂml%ﬁm HBGBINEEHHHM)
e e e I:{}p{)lﬂ{}ﬁ as ﬁp‘i.ﬁb}l(}l cyenensit, 400 mr/57 mre 5. M1,

1 daarous uopﬁmmm ﬁ.zm
npﬁra"fynaﬂﬁﬂ 70 Mot ﬂycnemn Yy {IIEBKOHHE 3 Hp(}fmpﬂﬂ} CRIIA'3 KPHTIKOIO I3 33}{1{{:’1*95& Bu;:
- _ BUIKPATYS MTeMu PA30M 3 MIPHOIO JTORKO10,.

HOMIHICHEH B K&?TBHHY Ri}pﬂﬁﬂy
{t]mpma Bimycxy, ﬁi}z}?"BHH}IH EH.E{ H&K}’BHHHE }"IIKEIIJCBK{)F{} 3acnﬁy}

Ht:mcp ;mcc"fpammmm TIEIEBLII‘ICIIHE% UA/ 098'}7 05/ 02 cf::pm{ 1{11 pamrpaum:i{}m nocﬁzz{qemm f}l ﬁ] 2099

ch{ﬂ z;}{apcmmre zacnﬁy Ne HUGX

K;}Ih;{m‘rh BRETEHOID HEdeLbKOI o 3dmﬁy 175 70

}'”nar(c:ﬁ Bennmm HE{}}.I&KHIH fbpaﬁum

(Haii*ufﬁii}fﬂ AHHA EHPQﬁHHK& Hﬁr:apcr;.mm zacoﬁy, KpEHHﬂ ﬁoxa};mmmﬂ}

- Boegenos Vepaiy ..-TDI?.&}}H{:TB{} 3 {}ﬁMﬁ}HBH{}H} BIANORITA TLHICTIO

: .__fI)aPME{:M{}TmaJI{: Yxpaiaa", izenr. con: 35619519 SRR SR
B (Hmmara:yﬁanm Taxen 3a CHPTIIOY mpu;fﬁq}ml ocabu ato HpItZEHiIm 1M, T 6HTLK{}‘&3 iisizmtnmz
L 'm{)ﬁu f;mnpnemwg it cue OpGKHBARAL T2 p::ecfrpamﬁ}rﬁﬁ HOMCP DGHIK{}BGI Kap'm;fr HHETHH{{’E
T S H{}z;a'rmn abo :.,epm T& Hmfzap n&gnnp*m}

RN Hpm {}Hﬁ.ﬁ BH}’HIILHGFG R:mrrpunm Bij 25 03 2324 J\‘ﬁ 8534/4

**Tﬂap:ﬂﬁ(l’MHKﬁﬁﬂH

3¢1 pewnmammn aepmammm Kf}HTp{].TIID ﬁcTaHoBﬂeH{} mc} ﬂiKﬁpCBKHH

3amﬁ BBE.}EHE}
,{IOTpHMaHHﬂM BHM:}: 33}:@1{0;{35%5& Lul:},.;f; 3&6L31;etfemrﬂ SiKoeT o

Yﬁ:pamy
Jmcapcmmxaacaﬁig SRR

_ Kp AI_.._._.

B;amp {:TEQ:KIBCBKMM'

'1:1-'\-’1-“ (AT

A _(ﬁfﬁﬁiitf (muimm ta n;};znmm}




QUALITY CERTIFICATE
CEPTHHIKAT SIKOCT])

DATE OF ANALYSIS: 08102/2024. ANALYSIS No: 1066509178

AATA AHAHIZY: 08/027202:4 AHAJIBNe: 1000509178
MANUFACTURING DATE: 16/61/2024 IMPORTING COUNTRY: UKRAINE.

HATA BHPOGHITRA: 16/81/2024 KPAIIIA IMNOPTEP: YKPAIHA

EXPIRY DATE: 12/2025 QUANTITY IN THE BATCH: 17570 packs
TEPAUH NPHIAATHOCTT: 1272025 KUIBKICTL B CEPIT 17570 VI
REGISTRATION LICENSE NUMBER: UA/0987/05/02 ITEM CODE: GO000000134837
PECCTPATURHE DOCBIJMEHIIS: UA/0987/05/02 KOA MPOJAVKTA; GOOBUDOBI 34837

PRODUCT NAME: AUGMENTIN™ POWDER FOR ORAL SUSPENSION, 400 mg/57 mg in 5 ml.
'POWDER FOR 70 ML SUSPENSION PREPARATION IN CLEAR GLASS BOTTLES CLOSED WITH CHILD
RESISTANT CAP WITH MEASURE SPOON IN CARTON BATCH N°: HU6X

HAZBA MTPOAYKTY: AVTMEHTHHT, [[OPOIIOK JUIS OPAJILHOT CYCIEN3IT, 400 MI/47 M B 3N,

THOPOHIONK JII PHIOTYBAHHSE 70 MJI CYCHENRT] ¥ OJIAKOHAX 3 IPO30POI 0 CKAA 3 KPHUHIKOIO [2

SAXHCTOM BIA BUIKPSITTSI JUTLMI PA3OM 3 MIPHOIO JONCKOLO; TOMILUEHHIT B KAPTOHHY KOPORKY
HOMFEP CEPI{ : HUGN

Efficiency/Strength of preparation: | | | N
Active drug substance: 5 ml suspension containing: 400 g amoxicillin {as amexicillin trikydrate) and 57 nig clavulanic acid
{as potassiunm clavulanate).
Cusa VA KTHBHICTD? -
Ahivoua pesrostaim: 5 ath CYCHEHIIT MICTHTE AMORCHIiny '(y-dmpmi'n'ﬁm'm‘:'u'lm.nih_v.'r'p'ni"iﬂ;'}nry} 400 mr i KnaByRAMGEOT KITCHOT]
(y (hapati waniw knasynannry) 37 aer,

TEST | SPECIFICATION - RESULTS

TECT CNEUUDIKALLA PE3YIILTATH
DESCRIPTION A clear glass bottle containing a white to off-white free flowing powder Complies
ORNC Npozopuit cunanwit drakow, wo micruts Ginuil a6o Binyparuii nerio BIANOBIgAL
PO3CHNYACTHA ROPOWoHK
CLOSURE The cap shall be appfied in a secure and satisfactory manner Complies
YTAKOBKA Kprwna dnaxona nagiitto | BI4NOBIAHWM YUHOM NPpUAArae A0 BIANOBIAAE
bhnaKoHy
[DENTHFICATION A {HPLC) _Retention time comparahle Complies
IAEHTUDIKALIA A (BEPX) BigrioeighicTb vacie yrpwmysantn BIAMOBINAE
IDENTIFICATION B {IR) Spectrum comparable to the standard Complies
VIEHTUDIKALLA B {1Y) Cnextp ropieHAHNIA 3] CraHgapTom BIANOBIAAE
CHARACTERISTICS OF THE SUSPENSION | A white to off-white suspension is formed which slowly deposits a white Complies
sediment on standing
KAPAKTEPUCTUKA CYCHEH3] VisopieThen Gina abo Ginysara CyCneHsin, ¢ aKill npu BigeToioBakHi BIAMOBIAAE
ROBIAbHO yTBOPIDETLCA BinyBaTHi acag
pH 4.0 1o 6.0 pH units 4.3
nH Bin 4.0 no 6.0 oguHuub pH 4.3
mMoIsTURe (1} Maximum 9.0 % Not inspected
BOAOFICTL (U Maxkcumym 9.0% Not inspected
AMOXYCILLIN CONTENT 400 mg per 5 mt. of suspension, 3 5%, calcufated as Amoxicillin free zeid (380 - 400
420 mg/5mL} (% iabel claim: 95 -105%)
BMICT AMOKCUUWAIRY 400 mar 8 5 ma cycriensii, + 5% g Nepepaxyrry Ha amOoHCKLMTH 400
BifibHY kucnoty (380 - 420 mr/S mn) (% Big, 3anBneHai kinkKocri: 95-
185 %}




TEST | SPECIFICATION RESULTS
TECT CAELUMGIKALLIA PE3YNLTATA
CLAVULANIC ACID CONTENT 57.0 mg per S mL of suspension, £ 5% about 3 5% overage, calculated as 59.6
Clavulanic Acid {57.0 — 63.0 mg/5mU) (% labef claim: 100-110.5%}
BVHCT KNABYAAHOBOI 57,0 Mr 85 ma cycnensii, + 5% ripn 5% HAAANIIKY, B NePepaxyHRY Ha 59.6
KUCAOTU kaapynanaoy ooty (57,0 - 63,0 mr/5 mn) (% big zansnenol
Hinbrocri: 100 - 110,5 %)
| -AMOXICILLIN RELATED SUBSTANCES (HPLC)
CYRYTHI SOMILLKA AMOKCAUMAIHY (BEPX)
AMOXICILLIN DIMER {Ph. Eur., i} £1.2% 0,3
| AMOKCULIMAIH JUMEP (€0, )) <1.2% 0.3
ﬁMD){!CFLLFN ALPHA-PENICILLODIC ACID < 1.00% 0.10
(Ph. Eur., D)
AMGKCULAMH o- < 1.00% 0.10
MEHILNJIOAHA K-TA (€, D) o | _ o
AMOXICILUIN BETA-PENICILLOIC ACID % 1.00% <0.05
(Ph. Eur,, D)
AMOKCHLMAIH B- < 1.00% <0,05
MEHILIUNOHHA K-TA (E®, D) | o
AMOXICILLIN PENILLOIC ACID ISOMER = 1.00% <0.0%
‘1 {Ph. Eur,, £}
AMOKCULMIIN NEFITORHOT ] < 1.00% <0.05
H-TW I3OMEP 1. (Eb, E) B |
AMOXICILLIN PENILLOIC ACID ISOMER %1.00% <0.05
2 (Ph. Eur,, E) |
AMOKCULIMIH NEHINORHOT < 1.00% <0.05
K-TU IBOMEP 2 (€, E) |
AMOXICILLIN DIKETOPIPERAZINE £1.60% <0,05
(Ph. Eur., C) |
AMORCULNIH < 1.00% <0,05
AUKETOMINEPAINH (€D, C)
ANY OTHER IDENTIFED IMPURITY = 1,00% 0.08
byAb-nxa inwa igexrudlosana < 1.00% 0.08
Aomiuiia |
ANY OTHER UNIDENTIFIED IMPURITY = 3.30% (.05
Byab-nka i = 0.30% 0.05
HelgeRTUpIKOBaKagOMIL kG |
TOTAL REILATED SUBSTANCES {HPLC) - %23.5% 0.5
33 ANBHA KINLKICTE CYNYTHIX = 3.5% (.5
A0MILLOK _
CLAVULANATE ACID IMPURITEES: 2.5% w/w maximum, with respect to the labeled Clavulanic Add content. 0.8
CLAVULANATE POLYMER
AOMHLKN t1aBYNAHOBOT KMCROTIH! Manchmym 2,5% m/m, No sigHewennso A0 BKaZaHiol HA eTMKeTL 0.8
nonimep KnaeynaHary KIABLKOCTI KNABYNZHOBGT KMUCADTI
MICROBIAL CONTAMINATION [Ph, Total Aerobic Microbial Count [TAMC) not more than 10° CFU/g And Complies
Eur) 12 Total Yeasts/Moulds count (TYMC) not more 107 CFU /g,
' 5 Absence of Escherichia Coli {Ph. Eur.). ,
MinpobionorivHa yyerora [} @) 3aranuha Kinekict aepobumx mikpoopraiamio - ne Ginew HIK BIANOBIZAE
102 K¥YO/r;
3aranbha Kinnkicrs gpinscosnx i UBinesux rprbis - He Binsil Hin
107 KYO/r;
- _BincytHicrb Escherichia colj

Tests may be performed cither on the {illing-mix prior to filling into bottlcs, or on the filled bottics
TecTn-MoxyTh 6yTH BUKOHaHI 360 s BOPOWKOBOT CYMitti AG iT HANOBHEHHS ¥ BAAKOHY a60 AN HAFMOBHEHX Graakoni




() Peiformed on 1/50 th batches or at least once a yeat

D Bukonyorses wa oguHiji CCpil .50 cepiil abo e pinie GAHOTS Paty 11 PiK . | |

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

B BUKOIYErhU HE Y8CTO, AC HE PLELLC 0010 Pasy 118 Pk, 1Q Moke Oy TIE PitHo napTicio A BHBUCHHS CraGHILHOET ariane GMP
| hereby cerlity that the above information is authentic and accurate. This batch of product has been fabricated/ manufactuted, includin g
packaging and qualily control at the above méntioned site(s) in full compliance with the GMP requirements of the local Regulatory

-Authority and with the specifications in the Marketing Authorization of the imporling country, The batch processing, packaging and

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

Ll s nizorsepsaRy1o, 1o naseaena indopasia ¢ CHpRBRELOE § Tonnow, Cepin npenapary 8y DEroTOBICH, B TOMY UNCHI yOaKorana i
TCPEBIPCIA B-MEKAN TPOLCAYPH KOHFFROMG SKOCTL. 14 S 1aeniii priue BHPOGHIMITT AL B MoRuilt sianoesixocti 1o Bupor Haneknod
Apoduot npakrikn (GMP), seranosiensx sicienys PEIYISTTOPHUS SLAOMCIROM, 2 TaKQH B oI nianosiagoeTi 1o crergidikaiit,
nependaueinx y- Hinewsiv na nupotouarsg 14 crictisdikaiimm na upovEnio, Jloky el croconno ODPODOKI, LRV BAINA T GHanizy. Cepit
Oyaas srepenipeiia, 1§ 8y10 BEANOBALHO. 0 BOLR BIANOBINAE susmoran tpaen Haaeknol snpobuiyo? npaxtiky (GMPY).

CONCLUSION: ACCEPTED,THIS PRODUCT COMPLIES WITH THE SFECIFICATION
BIICHOBOK: ITPHEIHSITO,  HAHINET MPOJIYKT BIANMOBUIAE CTIELLMDICALUT

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

BHPOBHIK: Laakco Benmwost Mpogaius,
3i pe s Tlediennep, 53000 MAFICHH , dpanuis
Jlinensise na supodmniTeo Ne v 19/202

'

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIENO MEHEIIKEPOM 3 3ABETEYEHHS SIKOCT]

Nane _Surname/ lir'a_tipisinue F\QJ»)(, C:H\PﬁOJ

Sigllﬂtllrﬂg'ﬁﬁic-uf'sfgﬂﬂtUE'E'!!TiIh.iim,.-j_h-l-_.r.ﬂ.".i.j.l.n.“é}_.. 09102’120?'("- e




