JEPHIIKCIYIKBA YKPAITHU
JAEPIKABHA CIIYIKFBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH V KHIBCLKIN OBJIACTI

npocnekT Banepis JloGanoscrkoro, 51, M. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
npo AKiCT: BBE3eHOTO B YKpainy Jikapenkoro 3acofy

19.05.2020 ‘ Ne 17386/20/10

AYVTMEHTHH™ ES

(nafiMeRyBaHHs NiKAPCEKOTO 3ac0BY 3rifHO 3 peecTpaui UM NOCRi nueH M)
TOPOMOK i opanbuol cycnensii, 600 mr/42,9 mr/5 mur, 1 §uraicou 3 nopomxom pazom 3
MIDHOK JIOKKOI0 B KADTOHHIH Kopobii

((bopma BHITyCKY, O3YBats, BHA NAKYBAHAS NIKADCEKOrO 3acofy)
Howmep peectpauiinoro nocsimgenns UA/0987/04/01 crpox aii peecrpaniiinoro nocsimerss 01.01.2099
Cepin mixapeskoro sacofy Ne FK48 Kinekicts BBesenoro dikapeskoro sacofy 12600
{

BupobHuK I"maxco Bemxowm [pogaxms, @panimis

(HaifvMeHYBaHHA BHPOGHIKA Jikapebkoro 3acofy, KpaiHa MoXOMKeHEs)

Bsezero B Yxpainy TosapueTso 3 o6Meskenoo BignosinansricTo "TiaxcoCMiTK rsiin
Dapmacblerikaic Yrpaina', inenr. kon: 35619519

(HaitveryBannd Ta kox 3a €IPTIOY ropaamdHoi ocobu aGo npissuie, iM's, 110 Gateroni (isuuno
ocofu - DiAnpueMIls, i Miclie NPOKKMBAHHA Ta peecTpatlitianii HoMep 06NiKOROT KAPTKH MNATHHKA
nonarkis abo cepis T2 HOMEp NacnopTa)

IMporokoa sisyansuoro koutpoio Bix 01.04.2020 N 1056/1.

3a pesymbTaraMH [epKABHOTO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkuil 3aci6 BBesemo B VYipaimy 3
AOTPHMAHHAM BrmOr 3aKOHOAABCTRA MOAO 3a0e3NeteH s SKOCT MIKAPCHKIX 3aCOBIR.

3yGapesa H.B.

y

(miamuc) (iniuiami Ta npissuie)




QUALITY CERTIFICATE
CEPTH®IKAT SROCTI

DATE OF ANALYSIS: 03/03/2020 ANALYSIS M° : 1009238388

JATA AHANDY G3/43/2020 AMAJIIZ N ¢ 1600288388
MANUFACTURING DATE:  03/02/2020 [MPORTING COUNTRY: UKRAINE
AATA BHPOBHHUTRA: U3/02/2026 KPATHA IMIIOPTEP @ YEPAJHA
EXPIRY DATE : 01/2022 QUANTITY IN THE BATCH: 12600 packs
TEPMIH APHIATHOCTE  : 01/2022 KITBKICThL B CEPIL : 12600

REGISTRATION LICENSE NURBER: UA/0987/04/01 ITEM CGDE : 5167040041
PEECTPALIFHE NOCBL{YEHILA: LIA/0987/04/01 KOX DPOJOYKTY 5167040041
PRODUCT NAME: AUGMENTIN™ ES POWDER FOR ORAL SUSPENSION,

600mg/42,9me/Sm! IN VIALS #1 WITH MEASURE SPOON BATCH N°: FK48

HA3BA IPOAYKTY: AYTMEHTHH™ ES, HIOPOLIOK 451 OPAILHOI CYCNER3IL

GO0 MI/42,9 MI/5 MJL B QUIAKOHAX Ma 1 3 MIPHOIO JIORKOIO HOMEP Capll : FRAS

Efficiency/Strength of preparation:

Active drug substance: 1 vial contains powder for preparation 100 mi oral suspension: 609 mg amoxicillin {as amexicitlin
trihydrate) and 42.9mg clavulanic acid (as potassium clavulanate) per 5 ml.

Cuma i/ AxrHapicrs @

Hirowa pevopva: 1 daaron micTats MOPOmok as nprrotyaaiss 100 a1 cyenenii Takoro ckaaiy:

5 s cyenenaii sierats avoresumainy (v dopmi asorcnariny tpuriapary) 600 Mri kazeyaarosol xecaoti (v fopyi kuaiio
iaByaaHaTy) 42,9 mr.

TEST SPECIFICATION RESULTS

TECT CNEUNDIKALLISA PE3YNLTATA
DESCRIPTION' A free flowing off white powder wilh a characteristic strawberry odour PASS
onuc! Cunyyuii NOPoLLoK malme BINoro KoALOPY 3 XAPAKTEPHKWM BIBROBIRAE

FOAYHWMHWM 38N8X00M

{DENTIFICATION OF AMOXICILLIN The sample spectrum is concordant with that of the Amoxiciliin and PASS
AND CLAVULANIC ACID 8Y (R Clavulanic acid reference material
AEHTHUDIKALIA Cnewp 3paskis sianoBigac CnekTpyY CTAHBAPTIB amoKonWnivy | | BIONOBIAAE
AMOKCHUMMHY | KNasyAanosot kicnoti
KNABYNAHOBOT KUCOTH
METOZOM M CREKTPOCHONIT *
MEAN AMOXYCILLIN CONTENT by 620.2 - 685.4 mg free Acid per 5 mb {103.4 - 114.2% label claim 651.5 mg/Smi
HPLC {mg free Acid per 5 ml) representing + 5% around an 8.8% overage} 108.6 %
CEPEAHIA BMICT 620,2 — 685,4 rar BLILHOT KMCAGTH HA 5 M {103,4 — 114,2 % Big 651,5 mr/5 pan
AMOKCULBMIRY METCADM 3aasaeHol inbkacrl £5% 3 Bpaxybanuam 8,8 % wagavwkoeol 108,6 %
BEPX {mr B nepepaxyHKy Ha KinbKOCT])
sinbRry xMcnoty/s ma)
MEAN CLAVULANIC ACID CONTENT 47.9- 52.9 mg free Acid per 5 mi (111.6-123.3% labe} claim representing 50.4 mg/sml
by HPLC (mg free acid per 5 mL) % 5% around a 17.5% cverage} 117.4%
CEPEQHIH BMICT 47,8 - 52,9 mr sinpHoi kmucaomv Ha S ma (121,6 — 123,3 % aig 50,4 mr/S mn
KAABYIAHOBOL KMCNOTH 3anBAEHOT KinbroCTE £5% 3 BpaxysanHam 17,5 % HaganwKkosol 1174 %
METOAOM BEPX (wmr & KiAGKOCTI)
nepepaxyHKy Ha BiRbKY KWCAOTY
/ 5 nan}

TEST SPECIFICATION RESULTS

TECT CRELMPIKALLIA PESYALTATH
CLAYULANATE POLYMER? {% with Not greater than 2.5 % NOT PERFORMED
respect to labelled Clavulanate content)

(L

WCOCHTOAE B%
CAPMACLOTKANC 122

ViPAIG! /;j
Gt Kog foy

. 35610510
Bl Hed

ﬁ/m// Y9101 05937 ¢




BMICT NOAIMEPA KNABYIAHATAL He binnwe 2,5% HE APOBOAMNOCE
(% Big 33AB/7e HOT KinskocTi

Knasynanara)

MICROBIAL LIMIT TEST? Complies with the requirements of the European NOT PERFORMED
Pharmmacopoeia

Total aerobic microbial count (cfu/g) Mot greater than 10°

Total yeast and moulds count (cfivg) Not greater than 102
Abserce of specific organisms:

Escharichia cofi Absent in 1 g of bulk material

MinpoGionorisna uurTora® Bignosigae pumoram Esponeficonal Bapmanonel HE NPOBOLAMIIOCH
Jaranpuuid BmicT azpobHux
mikpoopranizmis (KYG/r) He Hinbwe 163

SaransEnil BmicT gpbigmesar |

usinesux rpubie (K¥Y0/r) He Binbuie 102

BiacyTHicTb Cneumudiunmx )
mikpoopradiamia:

Escherichia col! BigcytHi B 11 vediacosatoro napoLxy

M Performed on the buik filiing powder or the filled boltle

@ performed on all the batches placed into the stability program

@ The Microbial limit test is carried out &t least once a year on the hulk filling powder or the filled bottle

M Brikouyerhes npr Kowrpod sx0ci Hedaeopatoro DOPOLIRY a0 DOPOHIKY. po3diEacorinoro ¥ thanxond .

) BHRoHYETLCH HA BOiN CCPL, 0 POIMIWEH] B APOTPAMY B0CITBReHAS CTatitLact|

¥ Buipufiypaniss wa MY srioryerLen ue pimne | pasy na PR 1Pz OUTPOL Ak0eTi Dedacosaorn NOBRHIKY 800 TOpOEHy.
posacopanoro v gaakon,

Lhereby certify that ihe above information is authentic and accurate. This batch of product has been fabricated/ manufactured,
including packaging and quality control at the above mentionned site(s) in full compliance with the GMP reguirements of the local
Regulatory Authority and with the specifications in ihe 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 niateepasyic, o vaneens thopManis € copamg Lo | Tounoo. Cepin npenapaty 0via BUIGTORICHL. & TOMY YHCT
¥NAKOBAHA | NEPTHIPCHA B MEKAX NPOUCTYPH KOITDOIO HKOCTL 1a snan s il srite Bpofusyil Al B noruin
pizmoBLAHOCT] 0 mnvor Haaesxuol BHpoBHIsol nparrikn (GMI'), seranoBienux vicuesiy PEIYIITODIUM BLTOMCTIOM, o T2K0H
8 noBHif simosisoer 1o cnemrhixauii. nepeadateny ¥ Sligewsiy 1a BHPOBHALTBO T0 CheuHpikaLiTa Ha

rpoayruin, JokyMerrauia crocorma oGpotic, HARYBANMA | anastisy copit Oy nepenipeina, FOVA0 BCTAUMRTEHE, O B0HA
siaraiaac Busoras npansa Hasewrnor rupeliHYol npakTuEH (GMP)

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BUCHOBOK: MPUAHATO, SAHMHA NPOIYKT BUANOBLAAC CNEMM@IKALNT

MANUFACTURER: Glaxo Welicome Production,
ZI de 1a Peyenniere, 33100 MAYENNE, France
Manufacturing authorization license number M 19/202

BUHPOBHIIK: Caawco Beanwom Tpoasimmy,
31 a¢ an Vicitensep, 53100 MARCHH , @panuin
Jliuensist ia supobuiree N M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBANEHO MEHEKEPOM 3 3ABESNEUEHEA AKOCTI

Name Surname/Iv’s_Tlpiasuime %5} Q‘ﬁmﬁl&f’ﬁ(— &%

Signature, Date of signature /[fianuc, Aava ni




JIEPIOIKCITYIKBA YKPATHA
JIEPHABHA CIHYHBA 3 MKAPCHKAX SACOBIB TA KOHTPOJMO 3A
HAPKOTHKAMMY ¥V KAIBCLIKIA OBJACTT

npocnext Banepia Jobanoncskoro, 51, M. Kuip, 03110, ten/dare: (044) 2753030
E-mail: dls ke@dls.gov.ua, Kog CHPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOTO B Y KPAlHy JiKkapehKoro 3acoby

10.08.2020 Ne 39433/20/10

AYIMEHTHR™ ES
(HaiinteHyBanns Nikaperkore 3acoby 3rifHO 3 peccTpaLiifitN NOCRIAUEHEM )
FHOPOIoK s opansuol eyenensit, 600 mr/42,9 mr/5 vur, 1 HJIAKOH 3 HOPONMIKOM PA3OM 3
o MIPHOIO JI0JKIC010 B 1eapToHuiil wopobui
{((bopria BHOyeky, TO3YBAHIA, BRI NIAKYBAHHA Tikapenkoro 3acody)

Howmep peecrpaniiinoro nocsingenns UA/0987/04/01 crpox nii peecrpauiitioro noesinuenns 01.01.2099
Cepis nixaperkore sacofy MNe 7C9J KinpkicTs BREseHoro Nikapenkoro aacofy 12600

Bupofani Tnaxco Bemkoum Tpomaxioy, Dpamitis

(uafinerrynaims BupoSiuka NikaperKoro 3acoby, kpalia MOXOAMKCHILL)
s

Beeseno 3 Vipaitry Tosapucrso 3 o6Memenow BianosinamsnicTio '"TaxcoCmirinsiin

Dapmacsroricane Vipainma', inenr woa: 35619519

{(nattvenypanrs ta xog 3a EIPIIOY 1opuuusnol ocobi aGo npiserme, iv's, mo Gatexoni fisnarod
ocoGH - nianpuents, if MicLe TPOAHBAHES TA PeeCTparliHumil Honmep o0IiKoBOT KepTKH IIaTHIKa
nonarkis abo cepis Ta HOME] TIRCTIOPTA)

[poToron Bisyansroro xonrpomo sin 07.08.2020 M 2515/1.

3a  pesylbTATAMYM  JEpWaBHOTO KOHTPOJIO BCTAaHOBICHO, Mo Jikapeekuff 3aci6 pseseno B Ykpalny 3

NOTPMMABINAM BHMOT 32KOHOAABCTBA OAC saliesnedeHHs AKOCTI iKkapehiX 3acobin.

- -‘,l *
jerkit A '_/

! ]

.
B, & szaqam:fghcd jﬁnymﬁm S 2 M( Brammenan TETPOCOB
(nou/'u(nna ocoﬁ}ﬁrﬁf}v ,nqém\mmoro KOHTPOJIO) o {mignuc) \/ (ininiand ra npisniie)
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QUALITY CERTIFICATE
CEPTH®IKAT SAKOCT]

DATE OF ANALYSIS: ANALYEIS N°

(8/06/2020 + 1009307281
JATA ATIATMIZY OB/06/2020 AHAJIS M

+ 1000307281 :

MANUFACYURING DATE: 07/05/2020 IMPORTING COUNTRY: UKRAINE

HATA BUPOGHULITRA: (7R05/2020 KPATHA IMIOOPTEP @ YKPATHA.
EXPIRY DATE 04/2022 QUANTITY IN THE BATCH: 12600 packs
TEPMIB P HAATHOCTI 04/2022 KLIBKICTL B CEPII : 12600 VI
REGISTRATION LICENSE NUMBER: UA/987/64/0( ITEM CODE : 5167040041
PECCTPAIINE TTOCBYIYEHHST UAZ09S7/04/0 KOANPOIYETY « 5167040041

PRODUCT NAMIE: AUGMENTIN' ES POWDER FOR ORAL SUSPENSION,
G0tingM2, Mg /Sml 1IN VIALS i1 WITH MEASURY SPOON

HAZBA MPOAYKTY: AVINEHTH IS, HOPOWIOK ST OPAJILHOT CYCHEH3,
630 MIT/42,9 MIT/S MJF B QUIAKOHAX M 13 MIPHOIO IOMKOIO

BATCH N® 7€

HOMEP CEPIT @ 7C9J
Efficiency/Strength of preparation:

Active drug substance: 1 vial contains powder for preparation 100 ml oval suspension: 600 g amoxicillin {as amoxicillin ‘

trihydrate) and 42.9mg clavulanic acid (as pofassium clavulanate) per 5 ml.

Cuna i/ Axriniicrs :

Hirowa pevonna: 1 diaacon sictaTs nopoLo st apurorysanss 100 s eyenensii Taxoro crnany:

5 Wt cyenersii MictaTs avokeHmAy (v thopati avorcimm

wasyaanary} 42,9 ar,

iy Tpuriapary) 600 s i kaanymanonol cincory {y popati xaniio

AMOKCAUMAINY |
HNABYAIAHORO! RMCNOTI
METOAO0M M CHERTPOCKOMT !

HAABYABHOBOT HKCAOTH

TEST SPECIFICATION RESULTS
TECT CHELIADIKALYA PEIVAILTATH
DESCRIPTION! A free Howing off white powder with a characteristic strawberry adour PASS
Condct B Cn;ngq_n-ﬁ nopolu_m( mabhie Binoro wansopy 3 XapaurepHm BIANOBINAE
NOAYHKHMHWMM 3aNnaKom
IDENTIFICATION DF AMOXICILLIN AND | The sample spectrunt is concordant with that of the Amoxlcillin and Clavulanic PASS
CLAVULANIC ACHD BY IR acid reference materfal
FREHTH DA LA Ci‘l!’!i(_T:p 3pasnio Bw,nortiﬂ,:—i_;? CRERTPY CTAHAINTIR aMorcugM ANy i BIAE‘IOBUJ\!\E—_i

MEAN AMOKYCILLIN CONTENT by
HPLC (mg free Adld per 5 mL)

620.2 - 685.4 mg free Acid per S mi.{103.4 ~ 114.2% labsl claim representing 4

5% around an 8.8% overage}

655.5 mp/5ml

raspect to labelled Clavulanate
cantent)

1093 %
CEPEAHIN BMICT 620,2 ~ 685,4 Mr 8inbHOT HMCHOTH Ha 5 mA (103,4 - 124,2 % pi, 655,5 mr/5 mn
AMORCULAIIHY METOA0M 3anBACHG Kinbrocr £5% 3 spaxyRasHm 8,8 % HAANMIIKGBOT 109,2 %
BEPX {mr B nepepaxyuy Ha KiALKOCTI) '
BlAIbHY ®kMCnoTy/ S )
MEAN CLAVULANIC ACID CONTENT by | 47.0-52.9 mg fres Acld per 5 mL {111.6-123,3% Iabal claim representing £ 5% 50.1 mg/Smi
HPLC {m iree acid per 5 mi) around a 17,5% overage} 1168 %
CEPESIHIV BMICT 47,9 ~ 52,9 mr Bihnai kMcnoTh Ha S mn (131,6 -123,3 % uig, 50,1 mar/5 man
KIABYMIAHOBOT KMCIOTH Jansneno! kinbiocr] £5% 3 spaxysannam 17,5 % Hagnvuxonol 116,8 %
METOAOM BEPX bpar & Kiawiacri)
nepepaXyHity Ha BiALHY HNCAOTY
/5 man)
CLAVULANATE POLYMER? (9 with Not greater than 2.5 % AEEERImED

BMICT NONIMEPA
KAABYFAHATA? (% bin
sanpaeHDl HifbrocTi

Kaasyanara)

He Giakue 2,5%

~HE APOBOAMNOCH

/%///%/M ﬂ//ﬁkfé /y/? 07-04 oy %




TEST SPECIFICATION RESULTS

TECY CNELADIRALYSE PE3YAILTATH
MICROBIAL LIMIT TEST? Complies with the requiremenls of the European Pharmacopoeia NOT PERFORMED
Total aerobic micrabial count {(cfufg) Mot greater than 10°

Tatal yeast and moulds count Mot greater than 107

{efuly)

Absence of specific organisms: Absent in 1 g of bulk material

Escherichig coli

MikpoGionoriuua uucrora? Bipnosipas sumoram Eoponelicoliof Gapmanoiel HE NPOBCAVINGTH
3arannuui amicr aepoluux
niponoprasdamin (IKYO/r) He Ginnite 107

JaranbHui smicr gpingpicenny i
upinenux rpubic (IKYO/r) He Ginblue 107

BigeyTHicTb cnegudiummx
MiKpoopranizmin:

Escherichia coli Bigeytii 8 11 nedpacosaiioro nopotuy

1 Performed on the bulk (illing powder or the filled bottle

@ Performed on all the batches placed into the stability program
©FThe Microbial limit Lest is carvied out at least once a year on the bulk filling powder or the filled bottle !
U Brikorrycthes apa sonTpedi akocri nedimeonanore nopolky aéo nopoucy, poddiaconanore ¥ (paaken | -

& Brgouyerues i pely cepisnx. weo posstieni g nporpasy gocHierenim eradinnhocri

1 Bunpodynanmis ka MEU srkomyeThen e pigie 1 pasy wa pikc npir korTpont sxocTi pacoB oo nopolky afc NOPOKY,
posdmcenanoro v aniorn.

1 hereby certify that the above information is authentic and accurate, This bateh of product ias been fabricated/ manufaclured, including
packaging and quality control at fhe above mentionned site(s) in full compliance with the GMP requirements of the local Regulatory
Autharity and with the specifications in the Marketing Authorisation of the importing countiy. The bateh processing, packaging and
analysis records were reviewed and Bound Lo be in compliance with GMP.

LLend st niArseposRy1o, 1o HascAcHn inpepaaitii € enpasciuoo i oo, Cepisr npenapary Gyma mirovomeng, 1 vosy tne
YIOKOBAHA | NEPeRipena B Mekax MPoseiypls KOUTPOMO AKOCTL, 1a 3a3iaeiiii piue pspoGnuaiil aiavunul B oot pianesiauocti Ao
pinor Haziewnol supoGuinol npaermal (GMP), neranonncni sicuenss PEIYIHTOR IS BLUOMETROM, A TAKOW B NOBHIT]
pianosianoct Ao cneundiraui, nepeataenny y Jlivensii va gapoliiuerse 1a cuerriranins va npoaviiio. JJoryaienraia
croensne obpodi, makysatie i ananisy cepii Gyna uepesipena, i GyNo 3CIAHOBACHO, 1O BOHL BIANOHIAAE BUMGIUN wpann Haresaiof
sHpobHiof upawriirss (GIVIP).

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION

BHCHIOBOI: TPHITHATO,  BAWHN TPOAVET BIANOBIIAE CIIELNHOIK AL

MANUTACTURER: Glaxo Welleome Production,
Z1 de In Peyenniere, 53100 MAYENNE, France
Manufactiving anthovization license number M 197202

BHPOBHHIK: Faarco Beanrom Mpogakioy,
30 ae as Nefiennep, 53100 MAPEHH, ©paunin
Jlinenaist ua nupobusee Ne M 19202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJEHO MEHEIMKEPOM 3 3ABE3IIEUENIS AKOCTIL

Name _Surname/ b’a_lpizsinme Sandra MERIC

Signature, Date of signatuve /Flignse, fiara uinnuey S %/ 05N




L

JEPXKIIKCITYKBA YKPATHA
AEPIKABHA CAYIKBA 3 IIKAPCHKHX 3ACOBIB TA KOHTPO.IXO 3A
HAPKOTUKAMMH Y KHIBCBKINA OBJIACTI

npocrekT Banepis Jlobarnoscskoro, 51, M. Kuis, 03110, Ten/dake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €OPIIOY 37078774

BUCHOBOK
Npo AKicTh BBE3eHOT0 B YKpalHy JikapebKoro 3acofy

10.08.2020 Ne 39434/20/10

AYI'MEHTHH™ ES
(maiiveHyBaHHA NiKapchkoro 3acoBy 3rifmHo 3 peecTpauifHuM mocBizueHHAM)
IOPOMIOK /Iist OpabHOI cycnensii, 600 Mr/42,9 Mr/5 mu, 1 duiakon 3 HopomKoM pazom 3

MIPHOI0 JIOJKKO0I0 B KAPTOHHINA KOpoOui
(hopma pumycky, K03YBAHHI, BHI IAKYBAHHA NIKAPCEKOTO 3ac00y)

Howmep peectpauiiroro nocsimaerns UA/0987/04/01 erpok uif peectpauiittoro mocsimenns 01.01.2099

Cepis nixapceroro 3acoby Ne 7CIK KinnkicTs BBE3€HOTO Nikapesbkoro sacody 12790

Brpobauxk I'naxco Bemmkom [lpomakimn, Opariis
(naiiMeHyBaHHN BHPOGHHKA NiKapCEKOTO 3ac00Y, kpaiHa MOXOKEHHS)

Bseseno B Yxpainy Tosapucreo 3 obMexenoro Bignosigansuicrio "TnakcoCviTICnaity

MapmaceioTicanac Ypaiua', inenr. kon: 35619519
(nalivenyparna Ta oz 3a €JIPIIOY ropuamanol ocobu aGo npissume, iM'a, o 6aTekoBi (izuauol

ocoby - nianpuem, if Miciie NPOXKUBAHHA Ta PeecTpaLiiiuil HoMep 06/1iKOBO KAPTKH IIATHHKA
TIOAATKIB abo cepist Ta HOMep NacnopTa)

IpoToron Bizyansroro kontpoaio sin 07.08.2020 N 2515/2.

3a pesyihTaTaMH JEPKABHOTO KOHTPONIO BCTAHOBJIGHO, MO Jikapcekwmit 3aci6 meeseno B Vxpaimy 3
AOTPHMAHHIM BEMOT 3aKOHONABCTRA MO0 3a0e31edeH A SKOCTI ikapehkux 3acobis.

B it T
P AT~ —
B.o. H’@}tm‘éﬁ;&mﬁn\\ %J Bnapucnas IIETPOCOB
H O d ”
g 7 \

~ (migmuc) (iniuiam Ta npisBHIE)




QUALITY CERTIFICATE
CEPTH®IKAT AKOCTI
DATE OF ANALYSIS: 29/05/2020 ANALYSIS N° 1 1000305875
JATA AHAJIZY : 29/05/2G20 AHAJIIS M : 1000305875
MANUFACTURING DATE: 07/05/2020 IMPORTING COUNTRY: UKRAINE
AATA BHPOGHHITBA: 077/05/2020 KPATHA IMIIOPTEP : YKPATITA
EXPIRY DATE 04/2022

TEPMIH IPHIATHOCT]

04/2022
REGISTRATION LICENSE NUMBER: UA/0987/04/01
PECCTPALIAHE NTOCBIAMEHHS:

KUILKICTS B CEPIL
ITEM CODE

UA/0987/04/01 KOA NPOAYKTY

QUANTITY IN THE BATCH: 12 790 packs
12790 VI

: 5167040041
5167040041

PRODUCT NAME: AUGMENTIN™ ES POWDER FOR ORAL SUSPENSION,

600mg/42,9mg/Sml IN VIALS #1 WITH MEASURE SPOON

HA3BA DPOUYKTY: AYTMEHTHH™ ES, [TOPOIIOK JIJIsSE OPAJILHOI! CYCHEH3I,

600 MI'/42,9 MI/5 MJ B OJAKOHAX Ne 13 MIPHOIC JTOMKOIO
Efficiency/Strength of preparation:

HOMEP CEPII

BATCH N°: 7TCIK

$TCOK

Active drug substance: 1 vial contains powder for preparation 100 ml oral suspension: 600 mg amoxicillin (as amoxicillin
trihydrate) and 42.9mg clavulanic acid (as potassium elavulanate) per 5 mlL

Ci i/ AkrusricTs ;

Liroua penoma 1 driakon Micrirs, noporox ana npurorysaukg 100 st cyenensii Takoro cinagy:
5wt eyenensii it avoreniay (y Gopmi avokcugniny rprrinpary) 600 mr i knanynaonot kucnoty (y dopui kit

knapynauary) 42,9 ar.

TEST SPECIFICATION RESULTS
TECT - CNELMBIKALIA PE3VAILTATU
DESCRIPTION! A frea flawing off white powder with a characteristic strawberry odour PASS
onuc Cunyunii nopowox maiime 6inoro KONbLOPY 3 XapaKTepHMmM BIATIOBIGAE
NONYHUYHUM 33MAX0M
IDENTIFICATION OF AMOKICILLIN AND | The sample spectrum is concordant with that of the Amaoxicillin and Clavulanic PASS
CLAVULANIC ACID BY IR acid reference material
THEHTHUDIKALIA Cniextp 3pa3xis Blancsipae cnerTpy cravgaptis amokcuumalyy i BIAMOBIAAE
AMOKCHUUAIHY | KNasynaHoBOol KMENOTH
WJIABY/IAHOBOI KUCNOTU
METOAOM 14 CNERTPOCKORIT !
MEAN AMOXYCILLIN CONTENT by 620.2 - 685.4 mg free Acid per 5 mL (103.4 - 114.2% label claim representing £ | 655.3 mg/Sml
HPLC (mg free Acid per 5 mL) 5% around an 8.8% overage) 109.2 %
CEPEAHIN BMICT 620,2 — 685,4 mr BinbHOT KMCAOTH Ha 5 mna (103,4 - 114,2 % sig 655.3 mr/5mn
AMOKCHUUAIHY METOA0M aanpnerol KinbiocTi £5% a3 BpaxysaHHAM 8,8 % HaAAMLIKOBOT 109.2%
BEPX (mr 8 nepepaxyHiy Ha Kinsrocti) ’
BIALHY KMENOTY/S mn)
MEAN CLAVULANIC ACID CONTENT by | 47.9-52.9 mg free Acid per S mL (111.6-123.3% label claim representing 5% 50.0 mg/sml
HPLC (mg free acid per 5 mL) around a 17,5% overage) 116.6 %
CEPEAHIA BMICT 47,9 ~ 52,9 mr sinbHol mmcnotv ra 5 ma (111,6 - 123,3 % sig 50.0 mr/5 mn
KNABYAAHOBOI KHCIOTH 2aABNEHOT Kinbitocti £5% 3 spaxysaHuam 17,5 % Hapnvsosol 116.6 %
METOAOM BEPX (mr B Kinbrocri)
nepepaxyHity Ha BinbHy Kuenory
/5 mn)
CLAVULANATE POLYMER? (% with Not greater than 2.5 % N/A
respect to labelled Clavulanate
content)
BMICT NOMIMEPA He Binbwe 2,5%
KNABYIAHATA? (% sl
3aneneHol Kinbrocri
WasynaHara)
[ﬂkm (TR
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TEST SPECIFICATION RESULTS

TECT CNELMPIKALIA ) PE3YALTATHA
MICROBIAL LIMIT TEST? Complies with the requirements of the European Pharmacopoeia N/A
Total aerobiu microbial count (cfufg) | Not greater than 10?
Total yeast and moulds count Not greater than 102
(efuig)
Absence of specific organisms: Absentin 1 g of bulk material
Escherichia coll
Mikpo6ioaoriuna uucroTa? Bignosigae Bumoram €sponeiceiol dapmakonel N/A

3aranbHuil BMicT agpobHux
mikpoopradismia [RYO/r) He Ginbwe 103

JaransHufi emicr gphrgkesnx i
ysineswx rpubis (KYO/r) He Ginbiwe 102

BiacyTricrs cnenudivnmx
mikpoopranismis:

Escherichia coll BigeytHi e 11 nedacosatoro nopowky

() Performed on the bulk filling powder or the filled bottle

@ Performed on all the batches placed into the stability program

) The Microbial limit lest is carried out at least once a year on the bulk filling powder or the filled bottle

) Buwonyersest npu korrposi axocri nedacanaioro nopomiy aGo nopowiky, posdacosinoro v uiakony .

) Buiconyemhes iia BeiX cepinx, 1o possimeni v nporpasy xocaimrensa craGiantocr

@ BimpoGynanus ua MBY snkonyerses we piaue 1 pazy ua pik npu korTpos Arocti HedicorarOro FOpoKY abo HOPOLIKY,
poshacoBanoro y (UKo,

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 mentionned site(s) in full compliance with the GMP requirements of the local Regulatory
Autharity 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,

Llnar s nintaepasyio, mo naneaa indiopaotda € cnpamkusoio i tounoio. Cepin npenapaty Gyia RBroTosneHA, B TOMY qHCA
yRakoswa  nepesipesa B MOGKIX HPOUCAYPH KOITPOMO AKOCTI, Ha susianeniit sune prpoGminili Aiawinui B noswili sianosizuocyi ko
eintor Hanesuof supoGuiol npakyiiki (GMP), neranosacix Micuenust peryIaTopHin BA0MCTBOM, 8 Takow 1 nosiii
nignonianoeri 1o cneundikaniit, nepeadasennx y Jivensii ua pepoSmnino Ta creimdiraniazg na npoaykiio, Jokysenratis
crocosiio 06pobKi, nakysanist i ananiay cepii 6yia nepenipena, i GyNo peranosacHo, e Bona BiAIOBAaC suMoran npanita Hanessol
supodxiuol npaktiuast (GMP).

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: NPHAHATO, JAHUH NPONYKT BIANOBIJAE CIIENUMOIKALL

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

BHPOBHHK: Taaxco Beanawos [ponacum,
31 ne nn Mediennep, 53100 MAMIEHH , Opanuisn
Jinensin ua supodunurso Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER

CXBAJIEHO MEHE/UKEPOM 3 3ABE3SNEYUEHHS IKOCTI /
~ s
Name _Surname/ In’a_IIpizsuwe B g in:

[ & koo
o B OAPMACHOTIGIC
| vk

Hy 'f-'ﬁ‘ oy

Signature, Date of signature /TTianuc, Zara ninnucy 7 g M




AEPXIIKCIIYIKBA
HAEPKABHA CIIVIKBA 3 JIIKAPCI}KI/.IX SACOBIB TAKOHTPOJO 3A
HAPKOTHKAMHJ Y KHIBCBEKI OBJIACTI

npocriext Banepia JloGanorcskoro, 51, u. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon CIOPTIOY 37078774

BUCHOBOK
Npo AKicTh BBE3EHOr0 B YKpaiHy Jikapchikoro 3acoly

30.12.2020 Ne 72836/20/10

AYI'MEHTUHT™ES

(nalivenrysanns nikapeLkoro 3acoGy arigHo 3 PEECTpaLiHIM N10CBI TYCHEAM)
HOpomoxK Aas opasibHol cycnensii, 600 Mr/42,9 mr/5 mu, 1 duaaxon 2 MOPOIIKOM PazOM 3
MIPHOK0 JIOKKOX B KAPTOHHiH Kopobui
(dopma Bumycky, no3yBaHHs, BUL [IaKYBaHHA TKAPCEKOro 3ac06y)

Homep peectpauitinoro noceimuenss UA/0987/04/01 crpox mif peectpaniisoro moczinaenrs 01.01.2099
Cepis mikapebkoro sacofy Ne DB4U KimkicTe BBE3CHOrO JiKapeskoro zacoby 12470

Bupo6ruk I'nakco Bemmkou Iponaxmmn, &paniis
(HaifMeryBasHT BUpOGHIKa NiKapeEKOTo 3ac00y, KpaiHa NOXOMKEHHT)

Baesero 8 Yxpainy ToapucTRo 3 06mexenolo signosinansricro "Tiakco Crirnitn

@apmaceroTicane Yrpaiaa", inenr. xon: 35619519

(mafiveryBannsa Ta ko 3a COPTIOY opHamanol ocotl abo npi3BHILe, iM's1, 110 GaTEKoBl (iznanoi
0cobu - nignpuemud, ii Micte npoxusanms Ta peecTpanibinumit HoMep o6niKOBOT KapTIW IIATHIKA
moAaTkis abo cepis Ta HoMep macmopTa)

Iperoxon sisyanenoro xoutpomo sin 29.12.2020 M 4648/1.

3a pesynbTaTaMH  JCPIKABHOTO KOHTPOXO BCTAHOBNCHO, II0 Jikapchkuif 3aci6 Bmesedo B Yxpaigy 3
HAOTPHMAaHHAM BuMOr 3aK0HONABCTBA MO0 3a0e3NeY SIS KOCTE NIKAapCBRAX 3aC061B.

e T — \
Bachﬁﬁ: Q@a}xaﬂgﬁﬁ"ﬁé‘\q 32614 R > Onexcin COJIOIPAN

(minmuc) (ininiany T2 npiseuine)




QUALITY CERTIFICATE
CEPTH®BIKAT SIKOCT!

DATE OF ANALYSIS: 18/11/2020
JATA AHAJIZY 1871172026
MANUFACTURING DATE:  16/10/2020
HATA BHPOBHHLITBA: 1671042020
EXPIRY DATE H 49/2022
TEPVIH NPHAATHOCT!  : 0972022

REGISTRATION LICEMSE NUMBER: UA/0987/04/01
UA087/04/61

PEECTPALINBE NOCBUIYERHS:

ANALYSIS N° : 1000336639

AHAJHS M : 1600336638
IMPORTING COUNTRY: UKRATNE
KPATHA IMIIOPTEP . YKPATHA
QUANTITY IN THE BATCH: 12 740 packs
KiALKICTL B CEPH : 12 740 ¥1I

PRODUCT NAME: AUGMENTIN™ ES POWDER FOR ORAL SUSPENSION,

600mg/42,9mg/5ml IN VIALS #1 WITH MEASURE SPOON

ITEM CODE : 5167640041
HOATIPOAYKTY 567040041
BATCH N°: DB4U

HASBA IPOAYETY: AYTMEHTHE™ 1S, NMOPOLLIOK NJEH OP AL JILHOI CYCNEH3I,

600 MIV42,9 MITS MUT B @IAKOHAX Mo [ 3 MIPHOIO JIOICKOI0

Lfficiency/Strength of preparation:

Active drug substance: 1 vial contains powder for prepar
tribydrate) and 42.9mg elavulanic acid (as potassium el

Cuna mit/Axrupuicts

HOMEP CEPI  : DB4U

ation 100 mi eral suspension: 600 mg amoxicillin (as amoxicillin
avulanate) per 5 mi.

Hiona pevorna: | daacow sicrirs opatak it npurotysatss 100 sa cyenensii Takoro cenay:

3 st eyenensii sicrern avorenainy (y Gopsi avoxeni;

kiapyranaty) 42.9 s,

iy rpuriapaty) 600 ur i knasy 3aH0B0T KHCA0TH {v qopmi kanio

TEST SPECIFICATION RESULTS

TECT CRELMDIKALLA PE3VNLTATH
DESCRIPTION! A free flowing off white powder with a characteristic strawberry adour PASS
onuc' Cunyynii nopourok maiiie Ginaro KOABOPY 3 XapauTepHum BIANOBIRAE

MOAYHUYHKM 3anaxom
IDENTIFICATION OF AMOXICILLIN AND | The sample spectrum Is concordant with that of the Amoxicillin and Clavulanic PASS
CLAVULANIC ACID BY IR! acid reference material
IAEHTUGIKALLIA Crewrp spasids signosigae cnexrpy CTRHAAPTIE amoKcuumniny i BIOTIOBIAAS
AMOKCHUUMNIHY | H/aBY/IZHOBOT HUCAOTY
KNABYRAHOBOT KWMCTIOTU
METOLOM I4 CREKTPOCKOM] 1
MEAN AMOXYCILLIN CONTENT by 620.2 - 685.4 mg free Acid per 5 mL {103.4 - 114.2% labe! claim representing + | 636.4 mg/5ml
HPLC (mg free Acid per 5 mL) 5% around an 8,8% overage) 109.4 %
CEPEAMHIF BMICT 620,2 ~ 685,4 mMr BIALHOT RMCAOTH Ha 5 A (103,4 - 114,2 % pig 656.4 mr/5 mna
AMOKCUUMIIHY METORAOM 33ABAeROT izibioeTi £5% 3 Bpanysannam §,9 % Hagaumnoaol 108.4 %
BEPY {mir & nepepaxyniy Ha Kinbrocri)
jnbay KMEAOTY/S [n)

MEAN CLAVULANIC ACID CONTENT by | 47.9-52.9 mg free Acid per 5 mi (111.6-123.3% label claim representing + 5% 50.0 mg/5mi
HPLC {mg free acid per 5 mL) around a 17.5% overage) 116.5%

CEPELAMIA BMICT
KAABYAHOBOT KMCROTH

47,8 ~52,9 Mr BiALHOT KUCNOTH Ha 5 mA (111,6 - 123,3 % Big,

50,0 mrfS ran

3ansneHoi Kinbrocri £5% 3 BpaxysanHam 17,5 % wagnmunosai 116.5%
METOLOM BEPX (mr B Kisibrocri)
Nepepaxysky Ha sinbHy Kucnoty
/5 mn)
CLAVULANATE POLYMER2 (% with Mot greater than 2.5 % NOT PERFORMED

respect to labelled Clavuianate
content)

BMICT NORIMERA
KRABYNAHATA (% Big
3JABAEHOT KinbKocr
HAaBynanara)

He Ginewe 2,5%

HE MPOBOLKNOCL

K out o 0t Z rEe) A




TEST SPECIFICATION RESULTS

TECT CHEUMDIKALLA PE3YALTATH
MICROBIAL LIMIT TEST® Complies with the requirements of the European Pharmacopoeia NOT PERFORMED
Total asrobic microbial count (cfufg) | Not greater than 'EOf
Total yeast and moulds count Not greater than 107
(cfu/g)

Absence of specific organisma: Absentin 1 g of bulk material

Escherichia coli

Mikpobtiororidua umcrora3 Bignosigae sumoram Eeponeiichkol Papmaranel HE MPOBOOMACCE

SaransHuii smicr aepobuuy
mixpoopradiamis (KYQ/r) He Binnwe 103

Saransuunil smict gplngameswx i
uzinesux rpubie (KYO/7) He Ginbuie 102

BipcyTHicts cneyudivtnx
miKpoopraHismis:

Escherichia colj Bigeymmi e 1r Hedacasakoro nopoLKy

&) Performed on the bulk filling powder or the filled bole

@ Performed on all the batches placed into the stability program

©) 'The Microbial limit test is carried out at least once a year on the bulk filling powder or the filled bottle

M Bukonyerse npH KoHTPOAT ARoCt Hedaconaroro nopowky aGo ropauky, posdacoranoro y gnakonr |

@ Biikornycrnes ta neix cepisy, 1o pe3sinEni b aporpasy Aveainrenm cradinioer

B Bunpody sarms na MEY BHEOHYEThCs He piame | pusy na pic npy ROHTPOI SIROCT] HedacosaHory nupowey ado nopouky,
pasacosaniora y aaenn, '

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

Lose s niareepaseyio. mo inaneaera inopyania ¢ capanrisoo | Tonroo, Cepis npenapaty 8yna BUroTonNCHa, B TOAY HMCAi
YURROBAE § epenipena B Mekux HPOUEAYPH KOHTPOMIO HKOCTI, HI SusHaueHii suime BHpaluniil mineimu 1 noruiii slgrosiaocri o
srsor Haaesuol supoSuimol npakricn (GMP), seramnsienny sicuenng PECYIATOPHIM BIAOMCIBON, & TURMK B NOB0IT
BLIOBIANOCT 10 crienmivaniii. nepeabasenny v Jliveusii ia supoSuniroe ra crewehiranisym va npoaysuio. Jlokyaierranis
CT0C08H0 0GDOTKI, NAKYRZHHA | ananizy cepii 6yna nepepipena, | Gyno scTanoRmCHE, MH0 BOHA BLITORIAAE BIMO AN npuasn Hanesool
BHpOGHIUOT nparTHicn (GMP).

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION

BHCHOBOR: IPHIHATO, AAHH OPCAYUT BIANOBIIAC CRELUMHOIKAIIT

MANUFACTURER: Glaxo Wellcome Production,
Z1 de la Peyenniere,53100 MAYENNE, I'rance
Manufacturing authervization license number M 19/202

BHPOBHHK: Praweo Benawoat Mpenacun,
31 ne s Meitenncp, 33100 MANCHH , Dpanuis
Jlivetnin nu supoGuuwrao Ne M 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJIEHO MEHEIKEPOM 3 3ABRINEUEHHS AKOCTI

Name_Surname/ Ia’n_Tpissuwe Thomas KUSSWILDER

Signature, Date of signature /Minnue, Aata nigmucy

241141 2000 /




: HEPUJIIKCIYIKBA ,
AEPIKABHA CIIVIKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIXO 3A

HAPKOTUKAMM ¥V KHIBCHKIN OBJIACTI

npocrexr Banepis JloGanoscskoro, 51, m. Kuis, 03110, ten/axce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €HPIIOY 37078774

BHCHOBOK
PO SIKICTL BBE3EHOro B Yiepainy JAiKapeLKOro 3acofy

23.10.2020 Ne 55811/20/10

AVIMEHTHH™ ES

(malivenypann nikapeskoro 3acoby ariane 3 peecTpauifHuM NocBinyenism)
TTOPOIIOK JLtst opanbHOY cycnensii, 600 Mr/42,9 mr/3 va, 1 (piraKon 3 nOpomKoM pazom 3
MIPHOIO JIOIKKOI0 B AP TOHHIi KopoOmi

(opma sumycky, no3ynanus, sun NAKYRAHHS JIIKAPCLKOTO 3acoby)
Homep peecrpanitinoro nocsiguenns UA/0987/04/01 cTpox aii peectpaniitnoro nocsimuenns 01.01.2099
Cepin nixapcrroro sacofy Ne KW3C Kinpxiers neesenoro nikapeskoro saco6y 8190

Bupo6mix I'iakco Bemucom Ipogawm, Dpaniis

(naliMenypania supoSimka nixapekkoro sacody, kpaina TIOXOMKEHHST)

Beeseno B Vipainy Tosapucrso 3 o6mesxenolo BixnosigamLmicTIo "I'naxecoCymiTIC it
Dapmacbrotikance Yipaina", inent. xox: 35619519

(waitmenysawis ta kox 3a CJIPTIOY FOPHAHYHOL 0c06H abo npissuiue, iM's, 1o HaThKOBI Ghizngnoi
ocobu - nignpuenus, i Micue NpOKHBAHKA Ta peecTpauiluuil nomep oGikosol KapTKH TaTHHKA
noxarkin abo cepis va Homep [racropra)

Hporoxon sisyansuoro koutpomo sig 21.10.2020 Ne 3546/2.

33 pesynbTaTAMH JEDIKABHOTO  KOHTPOJIO BCTAHOBMICHO, WO jlixapewkuif 3aci6  Beeseno B Vipainy 3

HOTPHMAHHAM BuMor 3axoHonaBCTEa MO0 3a0e3neeH s TKOCTI NikapehKiX 3acobis,

3aCTyIHEK HaYallbHHKA BifUIiny

Hepcasuol ciryx6u 3 mikapcsrux 3acobis o —

Ta KOHTPOIIQ, 38 HapKoTHKaMHK y Kuiserkiii // yoap o
5 A% ‘ ’/

A TN

(nocangsa oouh b@yi&c HCABHOTO KOHTPOJIIO) (minmuc) (iminianu Ta npizsnue)
: 3 _sz)"/‘f o, \
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QUALITY CERTIFICATE
CEPTH®IKRAT HKOCTT

DATE OF ANALYSIS: 21/09/2020 ANALYSIS N° : 1000326423

JATA AHAHDY 210972020 AHAJI N 2 1000326423
MANUFACTURING DATE:  07/05/2020 IMPORTING COUNTRY: UKRAINE
HATA BHPOGIIHLTBA: 070572020 KPATHA IMUOPTEP - YEPATIA
TNPIRY DATIE 05/2022 QUANTITY IN THE BATCH: 8 190 packs
TEPMIH [OPHAATHOCTI 0512022 KIJALKICTL BCEPIT: 8190 Y0

REGISTRATION LICENSE NUMBER: UA/0987/04/01
PECCTPAUITHE MOCBITUEHHSH:

ITEM CODE

UA/0987/44/01 KOO TPOJAYRTY

1 5167040041
5167040041

PRODUCT NAME: AUGMENTIN™ ES POWDER FOR ORAL SUSPENSION,

GU0mp/d2,9mg/Sml IN VIALS #1 WITH MEASURE SPOON

HAZBA HPOUYKTY: A¥VTMEHTHH™ ES, HOPOLOK JLIST OPAJILIOT CYCIELBI,

GO0 NIT42,9 ¥I/5 ML B QIAKOHAN N [ 3 MIPHOIO J0TKKOIO

Efficiency/Strength of preparation:

HONMEDP CEPIT

BATCH N°: KW3(

IKW3C

Active drug substance: 1 vial contains powder for preparation 100 ml oral suspension: 600 mg amoxicillin (as amoxicillin
triliydrate) and 42.9mg clavulanic acid (as potassium clavulanate) per § ml.

Cna i/ Akrinnicrs :

Jiwaa pevonta: 1 aaront sicrirrs NOpenior s nparotynania 100 va eyenenii Takoro ey
3 eyenensit sicrath asorcsminy (v tpopati avorciiny rpuviapary) 600 sy i EAaRy aaionot kueaoi (v dopad kanie

sy aaary} 42,9 ar,

MOAYHUYHMM 3anaxom

TEST SPECIFICATION RESULTS
TECT CNEUMDIKALYA PESYALTATH

DESCRIPTION! A free flowing off white powder with a characteristic strawberry odour PASS

Qanwmc! Cunyunit nopowor maiie 6iNore KoLAPY 3 XapaRTeHIM

BIANOBIAE

AMOKCALMAIHY |
KIIABYTIABCBOT KMCNOTH
METOLOM 1Y CIEKTPOCKOMNIT !

KA2BY/IAHOBOT KUCAOTY

IDENTIFICATION OF AMOXICILLIN AND | The sample spectrum is concordant with that of the Amoxicillin and Clavulanic PASS
CLAVULANIC ACID 8Y IR! acid reference material
IAEMTHDIKALLA Cnekrp spaaxis signosigac cnextpy craspaptia AMOKRCULMATHY | - BIANOBIJAE

MEAN AMOXYCILLIN CONTENT by
HPLC (mg free Acid per 5 inl}

620.2 - 685.4 mg free Acid per 5 ml (103,4 - 114.2% labe! claim representing +
5% around an 8.8% overage)

653.2 mg/Sml
108.9 %

CEPELAMIA BMICT
AMONCHLIMAIHY METOAOM
BEPX {mr B nepepaxyuny Ha
BinsHy KucnaTy/S min)

620,2 ~ GBS,4 mr BinbHOT KNCAOTH Ha 5 man {103,4 — 114,2 % wig,
3anABAEHOT KinuiocTi £5% 3 spaxysaninm 8,8 % Hapnuukosai
winbrocri)

653.2 mr/5 T

108.9 %

MEAN CLAVULANIC ACID CONTENT by
HPLC (mg free acid per 5 mL)

47.9 - 52.9 mg free Acid per 5 ml (111.6-123.3% label claim representing £ 5%
around a 17.5% overage)

50.6 mg/5ml
117.9%

CEPELHIA BMICT
KAABY/IAHOBOT KMCHOTH

47,9~ 52,9 mr slacHol ®ucnoth va 5 ma (111,6 - 123,3 % aip,

50,6 mr/S ran

respect to labelled Clavulanate
content)

FasnBieHol Kinbiocori £5% 3 spaxysanuam 17,5 % Haanuukosol 117.9%
METOOCM BEPX (mr 8 KineKocTi)
NepepakyHiy Ha BIAbHY KUCAOTY
/5 mn)
CLAVULANATE POLYMERZ {% with Not greater than 2.5 % NOT PERFORMED

BMICT MOJIBVIEPA
KAABYIIAHATA? (% oig,
IANBACHOT KiINLROCTI
KiasynauHara)

He Ginbiwe 2,5%

HE NPCROANIOCE

fé@(/ v P94

2I08 A/




TEST

SPECIFICATION RESULTS
TECT CRELMDIKALEA PEYNBLTATH
MICROBIAL LIMIT TEST® Complies with the requirements of the European Pharmacopoeia NOT PERFORMED

Total aerabic microbial count (cfu/g)
Tolal yeast and moulds count
(cfulg)

Absencae of specific organisms:

Not greater than 10°
Not greater than 102

Absentin 1 g of bulk materiai

Eschertchia coli

Minpobionoritaa uncrora? Bignosigac sumoram Espaneiiceuoi Gapmaronel HE NPOBOAMNOCEH
3arancruil smict aepoBunx
mipoopranizmic (KYO/r) He Giavwe 103
Jaranbunil sricr gpbugnesmd
usinesux rpubio (KYO/r) He Ginbute 102
Bigeyrnicrs cneumdivnmnx
minpoopraniamis:

Escherichia coli

BigeytHi o 11 Hedacosanoro nopouncy

W Performed on the bulk filling powder or the filed bottlc

@ Performed on all the batches placed into the stability program

® The Microbial limit test is carried out al least once a year on the bulk filling powder or the [illed bottle

B Bugonyerien npy sonposai aocr HEDACOBAIOND TOPRIIKY aG0 HOPOLIKY, puspacoBatore v aako |

B BukoHyeThen 1 neix ceping, 1o possineni NPOrPaMy AocaiRens etadiasnocTi

9 Bunpaiy s na MEY BIROTYETHER He piame | pasy wi pik npu g0HTpoai arocti Heueonainors HOPOLWIEY (100 HOpauiky.
pompacoratoro y daakan, )

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

LU s niarnepeyio, e maneacu iuhopaanis ¢ capamkibow | Tounow. Cepis npenapry Sy RHFOTORICHA, B TONY M
YIUECBAIGL | [Iepenipen i MERIX IPOLEAYPI KOITPOI0 MKOCH. 1 3asltaeniil jie BUPOOIIT i b nowiiil siutosioer 1o
pivier Hinessuol snpodnmsol npacrisn (GVP), netanonienny sicuenin PEFYIITODHBA BLIOMCTHOM, 8 THKOK B U0B11iT
sinoBiHecT 1o enelndicaniii, tepeadatesin y Jiuensii na sopoGayuurse ta cacnndyikauisam na NpoAy ki, JJoky sieHratia
LIOCORHO 0OpOOKIL nAKY B § abwaisy cepit Sy tepenipens, i 5yA0 BEHHOnACHO, 1O HOL BUIONNGG BIMOFaM apanign Haacsnof
nopotuiHol aparuin (GVP),

CONCLUSION: ACCEPTED, THIS PRODUCT COMPLIES WITH THE SPECIFICATION
BHCHOBOK: NPHITHATO,  AAHMIT IPOAYKT BUANOBIAAC CTIEIITOIKA LT

MANUTACTURER: Glaxo Welleome Production,
Zide Ia Peyenniere, 53100 MAYENNE, France
Manufacturing authorization license number M 19/202
BHPOBHHIC:

Caaweo Beanwoas Mpomarcun,
31 e an Medteinep, 53100 MAJICHTT, dpauuin
Jlhessin un supoGiaaroe No v 19/202

APPROVED BY QUALITY ASSURANCE MANAGER
CXBAJEHO MEHE/GKEPOM 3 3ABE3NEYEHHES SKOCTI
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