JAEPXKABHA CJIYXFBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
npog. Hanii Ceitnuusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
Npo SIKicTh BBe3eHOro B YKpaiHy JiKapcbKoro 3acody

08.04.2024 Ne 18309/24/26

HNE®PIKCUM-BICTA
(nakliMenyBaHHs Jlikapcbkoro 3acofy 3rifHo 3 peecTpauifiHuM MOCBIYCHHAM)
TabJIeTKH, BKPHTI IJIIBKOBO10 000,10HK010, 10 400 Mr, mo S Tabaerok y daicrepi; mo 2
6aicTepH B KAPTOHHIH KOpOO6LIi
(thopma BHUTIYCKY, 103YBAHHSA, BHIL ITAKYBAHHA NikapcLKoTo 3acoby)

Homep peectpauiiinoro nocsinuenns UA/19614/01/01 crpoxk aii peectpauiiinoro nocsizuenns 16.08.2027
Cepis nikapcskoro 3aco6y Ne 24100790 KinekicTs BBe3eHOro0 Nikapeskoro 3acoby 7875

Bupo6Huk ALIC IOB®AP C.I1.A., Itanis

(naliMenyBanHs BUpoOHHMKa Jikapcbkoro 3acoly, KpaiHa noxo/pkeHHs)

Beeseno B VkpaiHy TOBAPUCTBO 3 OBMEXXEHOIO BIATTIOBIJAJIBHICTIO
"BYCT ®APMA", igenT. xon: 44107410

(naliMenysanns Ta kog 3a €JPTIOY iopuanunoi ocobu abo npizauuie, im's, no 6atekosi disnuxol
0co6H - nignpuemus, ii MicLe MPOXMBAHHS Ta peecTpauifinui Homep 061iKOBOT KAPTKH NIIATHHKA
nonarkis abo cepis Ta HOMEp nacnopra)

IMpoToxon Bizyansuoroe koutpoaio sin 08.04.2024 Ne 1221/1.

3a pesynbTataMd JI€pXKaBHOro KOHTPONIO BCTAHOBIIEHO, IO nikapcekuit  3aci6 BBeseHo B YKpaiHy 3
JOTPHMAHHAM-sIHOr-9aKOHOABCTEA WO 3afe3neueHHs AKOCTI JiKapChKUX 3acobi
13#005}5,-
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Mukona XOJIOJEHKO

(ininiamm Ta npisBUILE)
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ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - TTALY

Seds Armministratrva:

Viale Colleoni, 25 - Palazzo Pepaso Inpresso 3

20864 Agrate Brianza (MB) - ITTALY i

www.acsdobfar it - ammimistrazione@pec.acsdobfarit

Tel. 02 90693.1- Fax 02 9064366

Manufactured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

Ceptudikart signosigHocTi

HaiimeHyBaHHA NPOAYKTY:
LEDIKCMM-BICTA, Tabnetkn, BKpUTi nniskosow obosoHkoto, no 400 mr; no 5 tabnetok y 6ictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIicTb:
Uedikcum 400mr.

Kopg npoaykty ALIC Oo6¢ap /Cepia: FLO000100077 / 24100790

KpaiHa-imnopTep: YKPATHA

Jata BurotoBneHHsa: /liotmii, 2024

Tepmin npugatHocTi: /lloTmit, 2026

KinbKicTb BUNyweHux oguHuub: 7 875 ynakoBokK

Pesynbtati aHanisy: [lueuce gogaHuii ceptudikaT aHaniay, BugaHuin 14 6epesnsa, 2024 p.

Hazea Ta agpeca BMpo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MiCLLA BUNYCKY cepiii:
ALC fobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTeo / CepTndikar BignosigHocti GMP: aM 11/2020

3aABa npo ceptudikauito:

ALC Oo6dap C.M.A., wo posTawoeaHa y Momeuii — Bia JlaypeHTiHa 24 km.730 - 00071 Pum (Itanis), signoeigancHa
33 BMPOOHMUTBO, KOHTPO/AbL i BMUMYCK rOTOBOI MpoAyKUii BiANOBIAHO A0 YMHHOIO A03BOJIY Ha BUPOBHMUTBO,
3a3Ha4yeHoro B uUbomy ceptudikati. ALUC [dobdap C.M.A. uum 3aceig4vye, Wo ua iHbopmalia € AOCTOBIpHOK Ta
To4How. Lla naptia npoaykTy 6yna BUroToBneHa, BK/IKOYAKOHM MAKyBaHHA Ta KOHTPO/Ib AKOCTI Ha BULLE3ragaHomy
Mmicui, y noewiit BignoeigHocTi go sumor GMP MicueBoro perynatopHoro opraHy Ta go creuudikauiin y
peecTpauiiiHoMy A0CbE KpaiHu-imnopTepa (nocunaHHA Ha PeectpauiiiHe nocsiguenHa UA/19614/01/01). 3anucu
npo obpobKy napTii, NakyBaHHA Ta aHania bynu nepesipeHi Ta BU3HaHI TakMMM, WO BignoeigatoTe GMP 6e3 6yab-
AKUX BigXMNEHb, WO BMN/MBAOTL Ha AKICTb | Be3anexky NpoaykTy. ApxXiBHi 3pa3ku 3 napTii Ta MOBHI 3anucu Npo
BMpoBHMUTBO Ta BUNpobysaHHA Bynu 36epexeHi, i Konii ByayTe gocTynHi 3a notpebu. MNapTia byna ceptudikoeaHa
ONA BUMYCKY B NPOAaX HUMXYEeNign1caHow ynoBHoBaxeHow ocoboto. BignoeigHi napTii API, aKi BUKOPWUCTOBYIOTLCA
nig Yac evwiesragaHoro supobHuUUTBa, HaBeAeHI B LboMy cepTMdikari.

KomeHnTapi / sayBameHHs:

ALC fob6dap C.IN.A. 3aaen3e€:

O Wo npu BupobHUUTEI wjiei NapTii npoayKTy Bigbynoca BigxuneHHa, i BoHo Byno ycyHyTO BignoBigHO A0 YMHHUX
crangapris AUC do6dap.

] soaHMX BigxMneHb, AKi MOXYTb BIIMHYTH Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100077/10000000555/00
Im'a Ta nignuc ynosHoBakeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignucaHHA:

®abio Pomito
YnoeHosaxeHa ocoba/MeHempkep Bigainy akocTi
15 6epesHa 2024 p., yac 4:15. pm

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar 1t - ammnstrazions @ pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepia Ne: 24100790
[ata supobHuuTBa: NMwotwit, 2024 MaTepian : F10000100077
TepMiH npupatHocTi:  Jlotwii, 2026 Po3amip cepii: 7 875 ynaKkoBKHM

o i AHaniTM4HUA MeTog
Tectn Cne iKaLii ffnﬁ:auua Pesynbratu NocnnaHNa
30BHIWHIKA BUrNAL, MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO Bianosigae

ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13

iHWoro.
Onuc Bignosigae/He signosigac Bianosigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae E®/He signosigae Bianogigae EP MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 3 MeTtop: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 7,2 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae cycrneHsin Bianosigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % Big 3ansneHoro 101,0 MeToa: PCQ 01.03.52
3aAB/EHOro)
OAHOpPIAHICTE A030BaHUX OAWMHULb Bignosigae E®/He signosigae Bianoeigae EP MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 101 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,2 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 0,1 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,0 MeToa: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,4 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <= 1000 He npoeogueca
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <= 100 He npoeoaueca
Escherichia coli BigcyTtHa/MpucyTHA He npoeoaueca MeToa: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecTroBaHa BignosigHo Ao notouHunx sumor GMP.
EminiaHo bepri

[Oata gpyky 15 6epe3Ha 2024 poky o0 4:14 pm 3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
HappykosaHo ®abio Pomito 14 6epesHn 2024 p. vac 4:12 pm
3ATBEPOXKEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24100790

Importing Country: UKRAINE

Manufacturing Date: February, 2024

Expiry Date: February, 2026

Released Qty: 7.875 PCK

Results of analysis: See the attached certificate of analysis released on March 14th, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: N° AM-11/2020

Certification statement:

Acs Dobfar S.p.A., located in Pomezia - Via Laurentina km 24.730 - 00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing
Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are authentic and accurate. This batch of product has been manufactured, including packaging 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 Authorization of the importing country (Reference MA
UA/19614/01/01). The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP without any deviation impacting the quality and safety of the product. Reference samples
from the batch and completed records of the manufacture and testing have been retained and copies would be
available if required. The batch has been certified for release for sale by the undersigned who is an

authorized Qualified Person. The relevant AP| batches used during the above mentioned production, are
reported in the present certificate.

This document is signed electronically

1/2
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000000555/00
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Fabio Romito

Qualified Person
March 15th, 2024 time 4:15 pm

This document is signed electronically

242
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:

Batch number:
Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance
Uniformity of mass
Disintegration
Moisture (KF)
HPLC Identification
Assay (Label Clamm)

Uniformity Dosage Units (EP 2.9.40)

Dissolution within 15 minutes
Related Substances:

Known impurity A

Known impurity B

Known impurity C

Known impurity D

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count
Fungi count

Escherichia coli

CERTIFICATE OF ANALYSIS

SPECTFICATIONS

White, oblong, film-coated tablets with
a break lme on both sides and embossed

F on one side and P1

Complies / Not Complies
Complies to EP/Not Complies
<=30
<=10,0
Complies to WS/Not Complies
95,0 - 105,0
Complies to EP/Not Complies
>= 80
<=05
=05
<=05
=05
=05
=05
=02
=30
<= 1000
<= 100
Absent / Present

Material:

Batch size:

min.
%

% Of Lab

%

RESULTS

Complies

Complies
Complies To EP
3

72

Complies to WS
101,0

Complies To EP
101

02

0,0

0,0

0,0

0,1

0,0

0,0

04

Skap test

Skap test

Skap test

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs
24100790

February, 2024
February, 2026

F10000100077
7.875 PCK

Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.05.19

Method: PCQ 01.05.19

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date March 15th, 2024 time 4:14 pm

Printed by Fabio Romito

Emiliano Berti
Quality Control Deputy Manager
March 14th, 2024 time 4:12 pm

APPROVED

This document is signed electronically
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JAEPKABHA CJIIYXBA 3 JJIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI
npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BHCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JiikapchbKoro 3aco0y

08.04.2024 Ne 18311/24/26

HE®IKCHM-BICTA

(HaiMcHYBAHHSA JiKaApChKOro 3acoby 3rifiHO 3 peecTpalifHuM NOCBIAYEHHAM)
TabJIeTKH, BKPHTI IJIIBKOBOIO 0060/10HK010, 10 400 mr, o 5 Tabaerok y Gaicrepi; mo 2
OJicTepu B KApTOHHIH KopoOui

(hopma BHIycKy, D03yBaHHsA, BUI, NAKyBaHHA Jikapcskoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/19614/01/01 crpox aii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nikapesxoro 3acoby Ne 24100802 Kinskicts BBe3eHoro nikapeskoro 3acoby 9080

BupoGHHK ALIC JIOB®DAP C.I1.A., ITanis

(nafimenysanus pupobuuka nikapchKoro 3aco0y, KpaiHa NnoXoxKeHH)

Beeseno B Vikpaity TOBAPUCTBO 3 OBMEXXEHOIO BIZINTOBIIAJIBHICTIO
"BYCT ®APMA", inent. xox: 44107410

(nalimenysanns Ta ko 3a €JIPTIOY opuanukol ocobu aGo npissuute, imM's, no 6arekosi (iznunol
ocofu - nianpuemus, i Miclie npoxuBaHHA Ta peccTpauiinui Homep 06/1iKOBOT KapTKH MIATHHKA
nozaarkis abo cepis Ta HoMep nacnopra)

IpoTokon Bisyansnoro kontpomo sin 08.04.2024 Ne 1221/3.

3a pesynpTaTaMM JEPKABHOrO KOHTPOJIKO BCTAHOBIEHO, WIO nikapcekuii 3aci6 BBeseHo B YkpaiHy 3
JAOTPHMAHHSM BHMOT 3aKOHONABCTBA WO/I0 3abe3nedeHns AKOCTi Jiika 3acobiB.

Muxona XOJIOOIEHKO

(nianwuc) (iniuianu Ta npissuie)
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ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - TTALY

Seds Armministratrva:

Viale Colleoni, 25 - Palazzo Pepaso Inpresso 3

20864 Agrate Brianza (MB) - ITTALY i

www.acsdobfar it - ammimistrazione@pec.acsdobfarit

Tel. 02 90693.1- Fax 02 9064366

Manufactured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

Ceptudikart signosigHocTi

HaiimeHyBaHHA NPOAYKTY:
LEDIKCMM-BICTA, Tabnetkn, BKpUTi nniskosow obosoHkoto, no 400 mr; no 5 tabnetok y 6ictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIicTb:
Uedikcum 400mr.

Kog npoaykty ALIC Oo6¢ap /Cepia: FLO000100077 / 24100802

KpaiHa-imnopTep: YKPATHA

Jata BurotoBneHHsa: /liotmii, 2024

Tepmin npugatHocTi: /lloTmit, 2026

KinbKictb BUNyweHux oguHuub: 9 080 ynakoBoK

Pesynbtati aHanisy: [lueuce gogaHuii ceptudikaT aHaniay, BugaHuin 14 6epesnsa, 2024 p.

Hazea Ta agpeca BMpo6HULTBA, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC fobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTeo / CepTndikar BignosigHocti GMP: aM 11/2020

3aABa npo ceptudikauito:

ALC Oo6dap C.M.A., wo posTawoeaHa y Momeuii — Bia JlaypeHTiHa 24 km.730 - 00071 Pum (Itanis), signoeigancHa
33 BMPODOHMUTBO, KOHTPOAbL i BMUMYCK TOTOBOI MpPOAyKLii BiANOBIAHO A0 YMHHOIO A03BOJIlY Ha BUPOBHMUTBO,
3a3Ha4yeHoro B uUbomy ceptudikati. ALUC [dobdap C.M.A. uum 3aceig4vye, Wo ua iHpopmalia € AOCTOBIpPHOK Ta
To4yHow. Lla naptia npoaykTy 6yna BUroToBneHa, BK/IKOYAOHM MaKyBaHHA Ta KOHTPO/Ib AKOCTI Ha BULLE3ragaHomy
Micli, y noBHiiM BignosigHocTi go sumor GMP micuesoro perynatopHoro opraHy Ta go cneumdikauin vy
peecTpauiiHOMy 4ocbe KpaiHu-imnopTepa (nocunaHHa Ha PeectpaujiitHe nocsiguenHa UA/19614/01/01). 3anucu
npo obpobKy napTii, NakyBaHHA Ta aHania bynu nepesipeHi Ta BU3HaHI TakMMM, WO BignoeigatoTe GMP 6e3 6yab-
AKUX BigXMNEHb, WO BMN/MBAOTL Ha AKICTb | Be3anexky NpoaykTy. ApxXiBHi 3pa3ku 3 napTii Ta MOBHI 3anucu Npo
BMpoBHMUTBO Ta BUNpobysaHHA Bynu 36epexeHi, i Konii ByayTe gocTynHi 3a notpebu. MNapTia byna ceptudikoeaHa
ONA BUMYCKY B NPOAAX HUXYEeNign1caHow ynoBHoBaxeHow ocoboto. BignoeigHi napTii API, aKi BUKOPUCTOBYHOTLCA
nig Yac evwiesragaHoro supobHuUUTBa, HaBeAeHI B LboMy cepTMdikari.

KomeHnTapi / sayBameHHs:

ALC fob6dap C.IN.A. 3aaen3e€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BigxuneHHa, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHMUX
crangapris AUC do6dap.

] soaHMX BigxMneHb, AKi MOXYTb BIIMHYTH Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100077/10000000555/00
Im'a Ta nignuc ynosHoBaeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

®abio Pomito
YnoeHosaxeHa ocoba/MeHempxep Bigainy akocTi
15 6epesHa 2024 p., yac 4:13. pm

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar 1t - ammnstrazions @ pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepia Ne: 24100802
[ata supobHuuTBa: NMwotwit, 2024 MaTepian : F10000100077
TepMiH npupatHocTi:  Jlotwii, 2026 Po3amip cepii: 9 080 ynakoBKkHM

o i AHaniTM4HUA MeTog
Tectn Cne iKaLii ffnﬁ:auua Pesynbratu NocnnaHNa
30BHIWHIKA BUrNAL, MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO Bianosigae

ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13

iHWoro.
Onuc Bignosigae/He signosigac Bianosigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae E®/He signosigae Bianogigae EP MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 3 MeTtop: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 6,9 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae cycrneHsin Bianosigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % Big 3ansneHoro 101,0 MeToa: PCQ 01.03.52
3aAB/EHOro)
OAHOpPIAHICTE A030BaHUX OAWMHULb Bignosigae E®/He signosigae Bianoeigae EP MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 103 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,2 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 0,1 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,0 MeToa: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,4 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <= 1000 He npoeogueca
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <= 100 He npoeoaueca
Escherichia coli BigcyTtHa/MpucyTHA He npoeoaueca MeToa: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecTroBaHa BignosigHo Ao notouHunx sumor GMP.
EminiaHo bepri

Oata gpyky 15 6epe3Ha 2024 poky 0 4:12 pm 3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
HappykosaHo ®abio Pomito 14 6epesHna 2024 p. vac 4:00 pm
3ATBEPOXKEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24100802

Importing Country: UKRAINE

Manufacturing Date: February, 2024

Expiry Date: February, 2026

Released Qty: 9.080 PCK

Results of analysis: See the attached certificate of analysis released on March 14th, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: N° AM-11/2020

Certification statement:

Acs Dobfar S.p.A., located in Pomezia - Via Laurentina km 24.730 - 00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing
Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are authentic and accurate. This batch of product has been manufactured, including packaging 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 Authorization of the importing country (Reference MA
UA/19614/01/01). The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP without any deviation impacting the quality and safety of the product. Reference samples
from the batch and completed records of the manufacture and testing have been retained and copies would be
available if required. The batch has been certified for release for sale by the undersigned who is an

authorized Qualified Person. The relevant AP| batches used during the above mentioned production, are
reported in the present certificate.

This document is signed electronically
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000000555/00
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Fabio Romito

Qualified Person
March 15th, 2024 time 4:13 pm

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:

Batch number:
Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance
Uniformity of mass
Disintegration
Moisture (KF)
HPLC Identification
Assay (Label Clamm)

Uniformity Dosage Units (EP 2.9.40)

Dissolution within 15 minutes
Related Substances:

Known impurity A

Known impurity B

Known impurity C

Known impurity D

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count
Fungi count

Escherichia coli

CERTIFICATE OF ANALYSIS

SPECTFICATIONS

White, oblong, film-coated tablets with
a break lme on both sides and embossed

F on one side and P1

Complies / Not Complies
Complies to EP/Not Complies
<=30
<=10,0
Complies to WS/Not Complies
95,0 - 105,0
Complies to EP/Not Complies
>= 80
<=05
=05
<=05
=05
=05
=05
=02
=30
<= 1000
<= 100
Absent / Present

Material:

Batch size:

min.
%

% Of Lab

%

RESULTS

Complies

Complies
Complies To EP
3

6.9

Complies to WS
101,0

Complies To EP
103

02

0,0

0,0

0,0

0,1

0,0

0,0

04

Skap test

Skap test

Skap test

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs
24100802

February, 2024
February, 2026

F10000100077
9.080 PCK

Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.05.19

Method: PCQ 01.05.19

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date March 15th, 2024 time 4:12 pm

Printed by Fabio Romito

Emiliano Berti
Quality Control Deputy Manager
March 14th, 2024 time 4:00 pm

APPROVED

This document is signed electronically
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JAEPKABHA CJIYKBA 3 JIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KUEBI

npos. Haxii Ceitauunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
PO SAKICTb BBE3€HOI0 B YKpaiHy JIiKapchbKOro 3acody

15.08.2024 Ne 41826/24/26

IHE®IKCUM-BICTA

(HaiiMeHyBaHHs JikapceKoro 3acoly 3rilHO 3 peecTPALiHHUM MOCBIAYEHHSIM)
Ta0/IeTKH, BKPHTI ILTIBKOBOIO 0060;10HK010, 110 400 Mr, o 5 Tabaerok y 6aicrepi; mo 2
OJiicTepH B KAPTOHHIN KopoOui

((opma BuITyCKY, A03yBaHHS, BHI IAKYBaHHA JIIKAPCHKOro 3acoly)
Howmep peecrpauiitnoro nocsinuenns UA/19614/01/01 crpox aii peectpauiiinoro nocsinuenns 16.08.2027
Cepis mikapcskoro 3aco6y Ne 24102111 KinbkicTs BBE3€HOTO Jlikapeskoro 3acoby 8976

Bupo6Hk ALIC IOB®AP C.ILA., Itanis

(nafimenysanus BUpoOHHKa Jlikapcbkoro 3acoly, kpaiHa MoXoaKeHHs )

Beeseno B Vikpainy TOBAPUCTBO 3 OBMEKEHOIO BI/INOBIJAJIBHICTIO
"BYCT ®APMA'"", inenr. kox: 44107410

(nadivenysanns Ta koa 3a €JIPIIOY opuanunoi ocobu abo npizsuine, im's, mo GaTbkosi
(hizuunoi ocobu - nignpuemu, il Miclie npoxuBanHs Ta peectpauiiuui Homep obikosol
KapTKK TUIATHHKA nogarkiB aGo cepis Ta HoMep nacnopra)

TlpoTokon Bisyansnoro xourpomo six 15.08.2024 Ne 2773/1.

3a pesysbTaTaMH JepP/KaBHOTO KOHTPOMIO BCTAHOBJIIEHO, 110 Jikapchbkui 3aci® BBeseno B VYikpainy 3

JOTPHUMAHHHAM BUMOI 3aKOHONABCTBA WOA0 3a0e3MeucH A AKOCTI ikapGbkux 3acobis.

HavansHuK Muxona XOJIOJITEHKO

(nianuc) (iiuiany Ta npissuie)
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ACS DOBFAR
Sede Legale: y
VIALE ?\DD_E'LT{H: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Agrate Brianza (MB) - TTALY

www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapceka ¢popma:
TabNeTKU, BKPUTI NNIBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepin: FL0000100077 / 24102111

KpaiHa-imnopTep: YKPATHA

[ata BurotosneHHA: YepeeHs, 2024

TepmiH npugaTtHocTi: YepeeHb, 2026

KinbKicTb BUNyweHux oguHuub: 8 976 ynakoBoK

Pesynbrati aHanisy: [luesuck gogaHuii ceptudikaT aHaniay, BugaHui 24 nunusa, 2024 p.

HazBa Ta agpeca Bupo6HMLTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLLA BUNYCKY cepiii:
ALC fobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niueHsii Ha Bupo6HuuTBO / CepTndikart BignosigHocti GMP: AM 34/2024

3aABa npo ceptudikauito:

"AUC Oob6dap C.N.A., postawosaHa B Momeuii - Bia JlaypeHTiHa, km 24.730 - 00071 Pum (ITania), sianosigae 3a
BMPOBHULTBO, KOHTPOAL | BUMYCK rOTOBOrO NPOAYKTY BiANOBIAHO A0 YMHHOrO A03BONY Ha BUPOBHWMUTBO, 3a3HA4YEHOro B
ubomy cepTudikaTti. ALC Jobdap C.M.A. uMm 3acBiayye, Wo ua iHpopmaLia € aBTEHTUYHOK Ta TOYHOH. Lia cepia npoayKTty
6yna BUroToBAEHa, BRIKOYAKOYM YNAKOBKY Ta KOHTPO/b AKOCTI, Ha BULLiEe3asHa4YeHoMy 0b6’eKTi B MOBHIl BignosigHOCTI oo
BuMmor GMP (HanesHoi BMPOGHUYOT MPaKTMKKM) MICLEBOTO PEryNATOPHOTO OpraHy Ta cneuu@ikauiil, 3a3HayeHux y
peecTpauiifHoMy MocBiAYEHHI KpaiHM-imnopTepa (nocunaHHA Ha PeecTpauiiiHe noceigyeHHa UA/19614/01/01). 3anucm
npo 0bpobKy cepii, NakyBaHHA Ta aHani3 6ynun nepesipeHi Ta BU3HaHI TAaKMMMU, LLO BiAnNoBigatoTe BUMoram GMP 6e3 byap-
AKWUX BiAXWaeHb, AKi 6 BNAWMHYAM Ha AKicTb | Be3neky NpoayKTy. 3pasKkM Uiel cepii Ta NOBHI 3anucK Npo BUPOBHULUTBO Ta
TecTyBaHHA 36epeeHi, i ixHi Konii moxyTb ByTn HagaHi 3a HeobxigHocTi. Cepito Byno cepTMdikoBaHO ONS BUMNYCKY Ha
npogax ocofol, AKa nignucana ueid AOKYMEHT i € YnoBHoBaMeHow ocoboto. BignosigHi cepii A®I (akTWBHOro
dapmaLeBTUMHOrO iHrpedieHTa/TiB), BMKOPWMCTaHI Nig Yac BWULLE3a3HAYEHOro BMPOGHWMUTBA, 3a3HA4YEHi B UbOMY
ceptudikaTi."

KomeHnTapi / sayBaxeHHs:

AUC Oobdap C.MN.A. 3aaense€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BigxuneHHa, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHMX
craHgapris ALUC do6dap.

Xl »oaHMX BigXMNeHb, AKI MOXYTb BIIMHYTU Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100077/10000000555/00

Im'a Ta nignuc ynosHoBaxkeHoi ocobu, AKKIA gae NnpaBo Ha BUNYCK cepii, Ta AaTa NigNUcaHHA:

Apmango Mouuiapo
YnoeHoeaxeHa ocoba/MeHemxep Bigainy akocTi

Llelt 4OKYMEHT Ma€e efIeKTPOHHMIA Nignuc
1/1



ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - TTALY 2

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

06 cepnHa 2024 p., yac 8:43 am

Llelt 4OKYMEHT Ma€e efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar 1t - ammnstrazions @ pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepia Ne: 24102111
[ata supobHuuTBa: YepeeHsb, 2024 MaTepian : F10000100077
TepMmiH npugatHocTi:  YepseHsb, 2026 Po3amip cepii: 8 976 ynaKkoBKK

o i AHaniTM4HUA MeTog
Tectn Cne iKaLii ffnﬁ:auua Pesynbratu NocnnaHNa
30BHIWHIKA BUrNAL, MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO Bianosigae

ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13

iHWoro.
Onuc Bignosigae/He signosigac Bianosigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae E®/He signosigae Bianogigae EP MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 4 MeTtop: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 7,7 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae Bianosigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % Big 3ansneHoro 99,3 MeToa: PCQ 01.03.52
3aAB/EHOro)
OAHOpPIAHICTE A030BaHUX OAWMHULb Bignosigae E®/He signosigae Bianoeigae EP MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 96 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,4 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 0,2 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,1 MeToa: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,6 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <= 1000 He npoeogueca
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <= 100 He npoeoaueca
Escherichia coli BigcyTtHa/MpucyTHA He npoeoaueca MeToa: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta npoTecToBaHa BignosigHo Ao notouyHux sumor GMP.
EminiaHo bepri

[ata gpyKy 06 cepnHa 2024 poky o 8:37 am 3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
HagpykosaHo ApmaHao Movdiapo 24 nunua 2024 p. yac 3:29 pm
3ATBEPOXKEHO

Llel AOKYMEHT Ma€e e/IeKTPOHHMI nignuc
1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24102111

Importing Country: UKRAINE

Manufacturing Date: June, 2024

Expiry Date: June, 2026

Released Qty: 8.976 PCK

Results of analysis: See the attached certificate of analysis released on July 24th, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A,, located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing Authorization
reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information are authentic and
accurate. This batch of product has been manufactured, including packaging 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 Authorization of the importing country (Reference MA UA/19614/01/01). The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP
without any deviation impacting the quality and safety of the product. Reference samples from the batch and
completed records of the manufacture and testing have been retained and copies would be available if required.
The batch has been certified for release for sale by the undersigned who is an authorized Qualified Person. The
relevant API batches used during the above mentioned production, are reported in the present certificate.”

This document is signed electronically
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000000555/00
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Armando Mocciaro

Qualified Person/Quality Unit Manager
August 06th, 2024 time 8:34 am

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance

Uniformity of mass
Disintegration

Moisture (KF)

HPLC Identification

Assay (Label Clamm)
Uniformity Dosage Units (EP 2.9.40)
Dissolution within 15 minutes
Related Substances:

Known impurity A

Knovm impurity B

Known impurity C

Known impurity D

CERTIFICATE OF ANALYSIS

June, 2024
June, 2026

SPECTFICATIONS

White, oblong, film-coated tablets with
a break line on both sides and embossed

F on one side and P1
Complies / Not Complies

Complies to EP/Not Complies

<= 30

<=10,0

Complies to WS/Not Complies

95,0 -105,0

Complies to EP/Not Complies

>= 80

=05

<=05

=05

=05

Material:

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs
24102111

Batch size:

min.

e
&

% Of Lab

e
&

RESULTS

Complies

Complies

Complies To EP

77

Complies to WS

99,3

Complies To EP

96

04
0,0

0,0

0,0

>

F10000100077
8.976 PCK

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:37 am

Printed by Armando Mocciaro

This document is signed electronically

Emiliano Berti
Quality Control Deputy Manager
July 24th, 2024 time 3:29 pm
APPROVED
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

TESTS

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count

Fungi count
Escherichia coli

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
24102111

June, 2024

June, 2026

<= 1000
<= 100
Absent / Present

Material:

Batch size:

Method: PCQ 01.05.19

F10000100077
8.976 PCK
ANALYTICAL METHOD
RESUITS REFERENCES
Method: PCQ 01.03.52
02
Method: PCQ 01.03.52
0,0
Method: PCQ 01.03.52
0.1
Method: PCQ 01.03.52
0,6
Method: PCQ 01.03.52
Method: PCQ 01.05.19
Skap test
Skap test
Skap test

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:37 am

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
July 24th, 2024 time 3:29 pm

APPROVED

This document is signed electronically
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JAEPKABHA CJYKBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo AAKICTHL BBE3€HOro B Y KpaiHy JiikapcbKoro 3aco0y

15.08.2024 Ne 41827/24/26

HNEDPIKCUM-BICTA

(nalimenyBanHs aikapchkoro 3acoly 3riiHo 3 peecTpaiifHUM NOCBIAUEHHM )
Tab/eTKH, BKPHTI ILIIBKOBOIO 000.,10HK010, 110 400 Mr, mo 5 Tadaerok y OJicrepi; no 2
OsricTepn B KApTOHHI KOpoOIi

(dopma BuIycKy, 103yBaHHs, BUI NAKyBaHHS J1iKapChKoOro 3acoly)
Homep peectpauiitnoro nocsiguenns UA/19614/01/01 crpox aii peecrpauiitnoro nocsinuenns 16.08.2027
Cepis nikapebkoro 3acoby Ne 24102112 KinbkicTs BBE3€HOTO Jlikapckkoro 3acoby 9617

BupoGruK ALIC JTOB®AP C.IIA., Itanis

(HaiiMenyBanHs BUPoOHUKa Jlikapebkoro 3acoby, kpaiHa MoXoKeHH)

Bgesero B VkpaiHy TOBAPHUCTBO 3 OBMEXKEHOIO BIIITOBIJIAJIBHICTHO
"BYCT ®APMA", igenr. xon: 44107410

(naiiMenyBanns Ta ko 3a €JIPTIOY jopuauunoi ocobu abo npizsuime, im's, no Garbkosi
(isuanol ocobu - mianpuemud, i Micle NposUBanHs Ta peectpauiinuii Homep 06aikoBoT
KApTKH MIaTHHKA nojaTkis abo cepis Ta HoMep nacnopra)

Iporokosn Bisyansnoro kourpomo in 15.08.2024 Ne 2773/2.

3a pesynsTatamMM JIepAKaBHOTO KOHTPOJIO BCTAHOBIEHO, 110 Jikapcekuit 3aci6 Beeseno B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA 100 3a0€3MeYeHHs AKOCTI JiiKaj uX 3aco0is,

Hagansuuk Mumuxkona XOJIOJITEHKO

(nocanora 0goba-epraLy JACPKABHOTO KOHTPOIIO) (minnmc) (imitianu Ta npizeuie)
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ACS DOBFAR
Sede Legale: y
VIALE ?\DD_E'LT{H: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Agrate Brianza (MB) - TTALY

www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapceka ¢popma:
TabNeTKU, BKPUTI NNIBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepin: FL0000100077 / 24102112

KpaiHa-imnopTep: YKPATHA

[ata BurotosneHHA: YepeeHs, 2024

TepmiH npugaTtHocTi: YepeeHb, 2026

KinbKictb BUNyweHux oguHuub: 9 617 ynakoBok

Pesynbrati aHanisy: [luesuck gogaHuii ceptudikaT aHaniay, BugaHui 24 nunusa, 2024 p.

HazBa Ta agpeca Bupo6HMLTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLLA BUNYCKY cepiii:
ALC fobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niueHsii Ha Bupo6HuuTBO / CepTndikart BignosigHocti GMP: AM 34/2024

3aABa npo ceptudikauito:

"AUC Oob6dap C.N.A., postawosaHa B Momeuii - Bia JlaypeHTiHa, km 24.730 - 00071 Pum (ITania), sianosigae 3a
BMPOBHULTBO, KOHTPOAL | BUMYCK rOTOBOrO NPOAYKTY BiANOBIAHO A0 YMHHOrO A03BONY Ha BUPOBHWMUTBO, 3a3HA4YEHOro B
ubomy cepTudikaTti. ALC Jobdap C.M.A. uMm 3acBiayye, Wo ua iHpopmaLia € aBTEHTUYHOK Ta TOYHOH. Lia cepia npoayKTty
6yna BUroToBAEHa, BRIKOYAKOYM YNAKOBKY Ta KOHTPO/b AKOCTI, Ha BULLiEe3asHa4YeHoMy 0b6’eKTi B MOBHIl BignosigHOCTI oo
BuMmor GMP (HanesHoi BMPOGHUYOT MPaKTMKKM) MICLEBOTO PEryNATOPHOTO OpraHy Ta cneuu@ikauiil, 3a3HayeHux y
peecTpauiifHoMy MocBiAYEHHI KpaiHM-imnopTepa (nocunaHHA Ha PeecTpauiiiHe noceigyeHHa UA/19614/01/01). 3anucm
npo 0bpobKy cepii, NakyBaHHA Ta aHani3 6ynun nepesipeHi Ta BU3HaHI TAaKMMMU, LLO BiAnNoBigatoTe BUMoram GMP 6e3 byap-
AKWUX BiAXWaeHb, AKi 6 BNAWMHYAM Ha AKicTb | Be3neky NpoayKTy. 3pasKkM Uiel cepii Ta NOBHI 3anucK Npo BUPOBHULUTBO Ta
TecTyBaHHA 36epeeHi, i ixHi Konii moxyTb ByTn HagaHi 3a HeobxigHocTi. Cepito Byno cepTMdikoBaHO ONS BUMNYCKY Ha
npogax ocofol, AKa nignucana ueid AOKYMEHT i € YnoBHoBaMeHow ocoboto. BignosigHi cepii A®I (akTWBHOro
dapmaLeBTUMHOrO iHrpedieHTa/TiB), BMKOPWMCTaHI Nig Yac BWULLE3a3HAYEHOro BMPOGHWMUTBA, 3a3HA4YEHi B UbOMY
ceptudikaTi."

KomeHnTapi / sayBaxeHHs:

AUC Oobdap C.MN.A. 3aaense€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BigxuneHHa, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHMX
craHgapris ALUC do6dap.

Xl »oaHMX BigXMNeHb, AKI MOXYTb BIIMHYTU Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100077/10000000555/00

Im'a Ta nignuc ynosHoBaxkeHoi ocobu, AKKIA gae NnpaBo Ha BUNYCK cepii, Ta AaTa NigNUcaHHA:

Apmango Mouuiapo
YnoeHoeaxeHa ocoba/MeHemxep Bigainy akocTi

Llelt 4OKYMEHT Ma€ e/IeKTPOHHMI Nignunc
1/1



ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - TTALY 2

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

06 cepnHa 2024 p., yac 8:34 pm
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar 1t - ammnstrazions @ pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepia Ne: 24102112
[ata supobHuuTBa: YepeeHsb, 2024 MaTepian : F10000100077
TepMmiH npugatHocTi:  YepseHsb, 2026 Po3amip cepii: 9617 ynakoBKuM

o i AHaniTM4HUA MeTog
Tectn Cne iKaLii ffnﬁ:auua Pesynbratu NocnnaHNa
30BHIWHIKA BUrNAL, MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO Bianosigae

ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13

iHWoro.
Onuc Bignosigae/He signosigac Bianosigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae E®/He signosigae Bianogigae EP MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 4 MeTtop: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 7,6 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae Bianosigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % Big 3ansneHoro 100,0 MeToa: PCQ 01.03.52
3aAB/EHOro)
OAHOpPIAHICTE A030BaHUX OAWMHULb Bignosigae E®/He signosigae Bianoeigae EP MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 95 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,4 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 0,1 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,1 MeToa: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,6 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <= 1000 He npoeogueca
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <= 100 He npoeoaueca
Escherichia coli BigcyTtHa/MpucyTHA He npoeoaueca MeToa: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecToBaHa BignosigHo Ao notouyHux sumor GMP.
EminiaHo bepri

Jata gpyKy 06 cepnHa 2024 p., 4ac 8:36 am 3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
HagpykosaHo ApmaHao Movdiapo 24 nunua 2024 p. yac 3:34 pm
3ATBEPOXKEHO

Llel" AOKYMEHT Ma€ e/leKTPOHHMWI nignuc
1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24102112

Importing Country: UKRAINE

Manufacturing Date: June, 2024

Expiry Date: June, 2026

Released Qty: 9.617 PCK

Results of analysis: See the attached certificate of analysis released on July 24th, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A,, located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing Authorization
reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information are authentic and
accurate. This batch of product has been manufactured, including packaging 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 Authorization of the importing country (Reference MA UA/19614/01/01). The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP
without any deviation impacting the quality and safety of the product. Reference samples from the batch and
completed records of the manufacture and testing have been retained and copies would be available if required.
The batch has been certified for release for sale by the undersigned who is an authorized Qualified Person. The
relevant API batches used during the above mentioned production, are reported in the present certificate.”

This document is signed electronically

1/2
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000000555/00
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Armando Mocciaro

Qualified Person/Quality Unit Manager
August 06th, 2024 time 8:34 am

This document is signed electronically

242
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance

Uniformity of mass
Disintegration

Moisture (KF)

HPLC Identification

Assay (Label Clamm)
Uniformity Dosage Units (EP 2.9.40)
Dissolution within 15 minutes
Related Substances:

Known impurity A

Knovm impurity B

Known impurity C

Known impurity D

CERTIFICATE OF ANALYSIS

June, 2024
June, 2026

SPECTFICATIONS

White, oblong, film-coated tablets with
a break line on both sides and embossed

F on one side and P1
Complies / Not Complies

Complies to EP/Not Complies

<= 30

<=10,0

Complies to WS/Not Complies

95,0 -105,0

Complies to EP/Not Complies

>= 80

=05

<=05

=05

=05

Material:

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs
24102112

Batch size:

min.

e
&

% Of Lab

e
&

RESULTS

Complies

Complies

Complies To EP

76

Complies to WS

100,0

Complies To EP

95

04
0,0

0,0

0,0

>

F10000100077
9.617 PCK

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:36 am

Printed by Armando Mocciaro

This document is signed electronically

Emiliano Berti
Quality Control Deputy Manager
July 24th, 2024 time 3:34 pm
APPROVED
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

TESTS

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count

Fungi count
Escherichia coli

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
24102112

June, 2024

June, 2026

<= 1000
<= 100
Absent / Present

Material:

Batch size:

Method: PCQ 01.05.19

F10000100077
9.617 PCK
ANALYTICAL METHOD
RESUITS REFERENCES
Method: PCQ 01.03.52
0,1
Method: PCQ 01.03.52
0,0
Method: PCQ 01.03.52
0.1
Method: PCQ 01.03.52
0,6
Method: PCQ 01.03.52
Method: PCQ 01.05.19
Skap test
Skap test
Skap test

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:36 am

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
July 24th, 2024 time 3:34 pm

APPROVED

This document is signed electronically
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JIEPKABHA CJIYIKBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii CeitiMunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy JiKapcbKoro 3acody

15.08.2024 Ne 41828/24/26

IHE®IKCUM-BICTA

(HaiiMeHyBaHH$ JliKapcsKoro 3aco0y 3rijiHO 3 peecTpalliifHuM NOCBiA4eHHAM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO 000/10HK010, 110 400 Mr, 1o 5 Tadaerox y Oaicrepi; no 2
OJricTepu B KapTOHHiil KOpoOui

(dopma BHITYCKy, JI03yBaHHSA, BHI NAKYBaHHS NiKapchKOTo 3acoly)
Homep peectpauiittoro noceizuenns UA/19614/01/01 crpox gii peectpauiiinoro nocsinenns 16.08.2027
Cepis nikapeskoro 3acoby Ne 24102169 Kinskicts BBeseHoro sikapeskoro 3acoby 7910

BupoGHuK AIIC JOB®AP C.ILA., Itanis

(HaiimenyBauns BupoGHMKa NiKapchKoOTo 3ac00y, KpaiHa NOX0KEHH: )

Beeseno B Vkpainy TOBAPUCTBO 3 OBMEKEHOIO BIZIIHIOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(HaiimenyBanus Ta xoa 3a €JIPIIOY opuanunoi ocobu abo npizeuuie, im's, no Garbkosi
(pizuuHOI 0coOM - ninpreML, 1T MiCLIe MPOKKUBAHHA Ta peecTpalifiunii Homep obiikosol
KapTKH MIaTHUKA NoAaTkiB abo cepis Ta HoMep Nacnopra)

TMpotokon Bisyansuoro xoutposo six 15.08.2024 Na 2773/3.

3a pesyibTaTaMH JIePXKABHOTO KOHTPOJIKO BCTAHOBJIEHO, IO Jlikapchkuil 3aci6 BBeseno B Vkpainy 3
JAOTPHMAHHSIM BAMOT 3aKOHOAABCTBA WO/0 3a0e3neYeHns AKocTi Nikapckkux 3acobis.

Hauansuux Muxosa XOJIOJIEHKO

(nocajioea ocoda oprafy AepaaBHON0 KOHTPOJIO) (mignuc) (iniwianu Ta npiseuue)
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ACS DOBFAR
Sede Legale: y
VIALE ?\DD_E'LT{H: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Agrate Brianza (MB) - TTALY

www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapceka ¢popma:
TabNeTKU, BKPUTI NNIBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepin: F1L0000100077 / 24102169

KpaiHa-imnopTep: YKPATHA

[ata BurotosneHHA: YepeeHs, 2024

TepmiH npugaTtHocTi: YepeeHb, 2026

KinbKictb BUNyweHux oguHuub: 8 910 ynakoBokK

Pesynbrati aHanisy: [luesuck gogaHuii ceptudikaT aHaniay, BugaHui 24 nunusa, 2024 p.

HazBa Ta agpeca Bupo6HMLTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLLA BUNYCKY cepiii:
ALC fobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niueHsii Ha Bupo6HuuTBO / CepTndikart BignosigHocti GMP: AM 34/2024

3aABa npo ceptudikauito:

"AUC Oob6dap C.N.A., postawosaHa B Momeuii - Bia JlaypeHTiHa, km 24.730 - 00071 Pum (ITania), sianosigae 3a
BMPOBHULTBO, KOHTPOAL | BUMYCK rOTOBOrO NPOAYKTY BiANOBIAHO A0 YMHHOrO A03BONY Ha BUPOBHWMUTBO, 3a3HA4YEHOro B
ubomy cepTudikaTti. ALC Jobdap C.M.A. uMm 3acBiayye, Wo ua iHpopmaLia € aBTEHTUYHOK Ta TOYHOH. Lia cepia npoayKTty
6yna BUroToBAEHa, BRIKOYAKOYM YNAKOBKY Ta KOHTPO/b AKOCTI, Ha BULLiEe3asHa4YeHoMy 0b6’eKTi B MOBHIl BignosigHOCTI oo
BuMmor GMP (HanesHoi BMPOGHUYOT MPaKTMKKM) MICLEBOTO PEryNATOPHOTO OpraHy Ta cneuu@ikauiil, 3a3HayeHux y
peecTpauiifHoMy MocBiAYEHHI KpaiHM-imnopTepa (nocunaHHA Ha PeecTpauiiiHe noceigyeHHa UA/19614/01/01). 3anucm
npo 0bpobKy cepii, NakyBaHHA Ta aHani3 6ynun nepesipeHi Ta BU3HaHI TAaKMMMU, LLO BiAnNoBigatoTe BUMoram GMP 6e3 byap-
AKWUX BiAXWaeHb, AKi 6 BNAWMHYAM Ha AKicTb | Be3neky NpoayKTy. 3pasKkM Uiel cepii Ta NOBHI 3anucK Npo BUPOBHULUTBO Ta
TecTyBaHHA 36epeeHi, i ixHi Konii moxyTb ByTn HagaHi 3a HeobxigHocTi. Cepito Byno cepTMdikoBaHO ONS BUMNYCKY Ha
npogax ocofol, AKa nignucana ueid AOKYMEHT i € YnoBHoBaMeHow ocoboto. BignosigHi cepii A®I (akTWBHOro
dapmaLeBTUMHOrO iHrpedieHTa/TiB), BMKOPWMCTaHI Nig Yac BWULLE3a3HAYEHOro BMPOGHWMUTBA, 3a3HA4YEHi B UbOMY
ceptudikaTi."

KomeHnTapi / sayBaxeHHs:

AUC Oobdap C.MN.A. 3aaense€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BigxuneHHa, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHMX
craHgapris ALUC do6dap.

Xl »oaHMX BigXMNeHb, AKI MOXYTb BIIMHYTU Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100077/10000000555/00

Im'a Ta nignuc ynosHoBaxkeHoi ocobu, AKKIA gae NnpaBo Ha BUNYCK cepii, Ta AaTa NigNUcaHHA:

Apmango Mouuiapo
YnoeHoeaxeHa ocoba/MeHemxep Bigainy akocTi

Llelt 4OKYMEHT Ma€ e/IeKTPOHHMI Nignunc
1/1



ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - TTALY 2

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

06 cepnHa 2024 p., yac 8:35 am
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar 1t - ammnstrazions @ pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepia Ne: 24102169
[ata supobHuuTBa: YepeeHsb, 2024 MaTepian : F10000100077
TepMmiH npugatHocTi:  YepseHsb, 2026 Po3amip cepii: 8 910 ynaKkoBKuM

o i AHaniTM4HUA MeTog
Tectn Cne iKaLii ffnﬁ:auua Pesynbratu NocnnaHNa
30BHIWHIKA BUrNAL, MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO Bianosigae

ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13

iHWoro.
Onuc Bignosigae/He signosigac Bianosigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae E®/He signosigae Bianogigae EP MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 3 MeTtop: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 7,6 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae Bianosigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % Big 3ansneHoro 100,5 MeToa: PCQ 01.03.52
3aAB/EHOro)
OAHOpPIAHICTE A030BaHUX OAWMHULb Bignosigae E®/He signosigae Bianoeigae EP MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 98 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,4 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 0,1 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,1 MeToa: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,6 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <= 1000 He npoeogueca
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <= 100 He npoeoaueca
Escherichia coli BigcyTtHa/MpucyTHA He npoeoaueca MeToa: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecToBaHa BignosigHo Ao notouyHux sumor GMP.
EminiaHo bepri

Jata gpyKy 06 cepnHa 2024 p., 4ac 8:36 am 3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
HagpykosaHo ApmaHao Movdiapo 24 nunua 2024 p. yac 3:41 pm
3ATBEPOXKEHO

Llel" AOKYMEHT Ma€ e/leKTPOHHMWI nignuc
1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24102169

Importing Country: UKRAINE

Manufacturing Date: June, 2024

Expiry Date: June, 2026

Released Qty: 8.910 PCK

Results of analysis: See the attached certificate of analysis released on July 24th, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A,, located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing Authorization
reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information are authentic and
accurate. This batch of product has been manufactured, including packaging 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 Authorization of the importing country (Reference MA UA/19614/01/01). The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP
without any deviation impacting the quality and safety of the product. Reference samples from the batch and
completed records of the manufacture and testing have been retained and copies would be available if required.
The batch has been certified for release for sale by the undersigned who is an authorized Qualified Person. The
relevant API batches used during the above mentioned production, are reported in the present certificate.”

This document is signed electronically
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000000555/00
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Armando Mocciaro

Qualified Person/Quality Unit Manager
August 06th, 2024 time 8:35 am

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance

Uniformity of mass
Disintegration

Moisture (KF)

HPLC Identification

Assay (Label Clamm)
Uniformity Dosage Units (EP 2.9.40)
Dissolution within 15 minutes
Related Substances:

Known impurity A

Knovm impurity B

Known impurity C

Known impurity D

CERTIFICATE OF ANALYSIS

June, 2024
June, 2026

SPECTFICATIONS

White, oblong, film-coated tablets with
a break line on both sides and embossed

F on one side and P1
Complies / Not Complies

Complies to EP/Not Complies

<= 30

<=10,0

Complies to WS/Not Complies

95,0 -105,0

Complies to EP/Not Complies

>= 80

=05

<=05

=05

=05

Material:

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs
24102169

Batch size:

min.

e
&

% Of Lab

e
&

RESULTS

Complies

Complies

Complies To EP

76

Complies to WS

100,5

Complies To EP

98

04
0,0

0,0

0,0

>

F10000100077
8.910 PCK

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:36 am

Printed by Armando Mocciaro

This document is signed electronically

Emiliano Berti
Quality Control Deputy Manager
July 24th, 2024 time 3:41 pm
APPROVED
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

TESTS

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count

Fungi count
Escherichia coli

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
24102169

June, 2024

June, 2026

<= 1000
<= 100
Absent / Present

Material:

Batch size:

Method: PCQ 01.05.19

F10000100077
8.910 PCK
ANALYTICAL METHOD
RESUITS REFERENCES
Method: PCQ 01.03.52
0,1
Method: PCQ 01.03.52
0,0
Method: PCQ 01.03.52
0.1
Method: PCQ 01.03.52
0,6
Method: PCQ 01.03.52
Method: PCQ 01.05.19
Skap test
Skap test
Skap test

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date August 06th, 2024 time 8:36 am

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
July 24th, 2024 time 3:41 pm

APPROVED

This document is signed electronically
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JAEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CeitimuHoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo sIKicTL BBE3eHOro B YKpainy JiikapcbKoro 3acody
20.12.2024 Ne 68639/24/2611
IIE®IKCHUM-BICTA

(naliMeHyBaHHA JlikapchKkoro 3acoBy 3riHO 3 peecTpauiliiHuM NOCBIIHEHHAM)
Ta6JIeTKH, BKPHTI ILTiIBKOB0IO 060/101K010, 10 400 Mr, 10 5 TabJeToK y Gaicrepi; mo 2
fJicTepu B KAaPTOHHIii KopoOui

((hopMa BUIYCKY, J03yBaHHS, BHI NaKyBaHHs JiKapcbKOro 3acoby)

Howmep peectpauititoro nocsimuents UA/19614/01/01 crpox aii peectpaui#Horo nocsindenHs 16.08.2027

Cepin nikapcbkoro 3aco6y Ne 24103051 KinbKicTs BBE3eHOr0 Jikapcskoro 3acoby 5000
Bupo6HuK AILIC JIOBPAP C.IL.A., Itanis
(naiiMeHyBanHs BUpOOHHKA NikapceKkoro 3acoly, kpaiHa TIOXOKEHHS)
Bseseno B Ykpainy ToBapucTBO 3 00MEKEHOIO pignosigaasnicTio "BYCT ®APMA",
inenr. kon: 44107410

(naiimeHyBanns Ta kox 3a €JIPIIOY iopuardHOT ocobu abo npissuie, imM'a, no GarekoBi
diznunoi ocobu - nixnpuemus, ii MicLe NMPOXNHUBAHHS Ta peecrpauiiinnii Homep obnikoBoi
KapTKH TUIATHHKA MOAATKiB abo cepis Ta HOMEp nacropra)

IMpoToKoA Bi3yaJbHOr0 KOHTPOJIIO BiA 20.12.2024 Ne 4417/12.

3a pesyJbTaTaMd JEPKABHOrO KOHTPOJIO BCTAHOBJICHO, 11O mikapchkuil 3aci6 BBe3eHo B VkpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA IOAO 3a6e3neueHHs AKOCTI JIIKAPCHKHX 3ac06iB,

Muxona XOJIOAEHKO

(mianuc) (initianu Ta npiseuiLe)
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ACS DOBFAR
Sede Legale: y
VIALE ?\DD_E'LT{H: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Aprate Brianza (MB) - ITTALY

www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapceka ¢popma:
TabneTKU, BKPUTI NNiBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepin: FL0000100077 / 24103051

KpaiHa-imnopTep: YKPATHA

[ata surotosneHHnA: BepeceHs, 2024

TepmiH npuaatHocTi: BepeceHs, 2026

KinbKictb BUNyweHux oguHuub: 9 142 ynakosok

Pesynbratv aHanisy: [lueuce gogaHuii ceptudikaTt aHaniay, BugaHui 23 xoeTHa, 2024 p.

HazBa Ta agpeca Bupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC Oobdap C.IMN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTBO / CepTndikaT BignosigHocti GMP: AM 34/2024

3aABa npo ceptudikauito:

"AUC Oob6dap C.MN.A., po3TawosaHa B lMomelii - Bia SlaypeHTiHa, Km 24.730 - 00071 Pum (ITania), BianosigansHa 3a
BMPOBHWMUTBO, KOHTPO/b | BUNYCK roTOBOI NPOAYKUil BiANOBIiAHO A0 YWMHHOrO A03BONY Ha BUPOBHWLTBO, 333HA4YEHOrO B
ubomy ceptudikati. ALLC Job6¢ap C.M.A. umm nigTBeparKye, WO U iHPOpMaLis € aBTEHTMYHOK Ta To4yHow. LA cepia
npoAykTy 6yna BWroTOB/IEHA, BKIKOYAKYWM NaKyBaHHA/MApKYBaHHA Ta KOHTPO/b AKOCTI, Ha BULE3rafdaHii AdinaHui y
noBHi BignosigHocTi Ao Bwumor GMP (HanexHoi BMPOOHMYOI NPaKTMKM) MICLEBOTO PEryNATOPHOrO OpraHy Ta
cneuundikauii, 3a3Ha4yeHMX Yy peecTpauifiHoOMy AOcCbe KpaiHW-imnopTepa (NocunaHHA Ha PeecTpauiiHe nocsigYyeHHA
UA/19614/01/01). 3anucm npo o6pobKy cepii, NnakyBaHHA/MapKyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMM, WO
BignosigatTe Bumoram GMP 6e3 Byab-aKux BiaxuneHb, AKi 6 BNIMHY M Ha aKicTb Ta 6e3neky NpoAyKTy. 3pasku uiei cepii
Ta NOBHi 3aNUcK Npo BUPOOHMLTBO Ta BUNpobyBaHHA 36epexeHi, i ixHi Konii moyTs ByTh HagaHi 32 HeobxigHocTi. Cepia
byna cepTudikoBaHa ONs BUMYCKY B npodaxk ocobolo, fKa nignucana uer AOKYMEHT i € YNoBHOBaeHoW ocobolo.
BignosigHi cepii A®| (aKTMBHOro ¢apmalLeBTUHHOrO IHrPedieHTa/TiB), BUKOPWUCTaHI Mig 4Yac BMLLE3A3HAYEHOTO
BMPOBOHMUTBA, 3a3HaYeHi B Ubomy cepTudikaTi." Agpeca supobHuuTBa 3rigHo 3 YKpaiHcekoro PM: B.JIAYPEHTIHA KM
24,730 NOMELJA (PM), 00071, ITania

KomeHnTapi / sayBaxeHHs:

ALC Oobdap C.IN.A. 3aaense€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BiaxuneHHA, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHUX
crangaprtis AUC do6dap.

Xl soaHMX BigXMNEHb, AKI MOXYTb BIIMHYTM Ha BUMYCK MPOAYKTY

Kopg ynakoeku:: F10000100077,/10000001218/03
Im'a Ta nignuc ynosHoBakeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

Apmango Mouuiapo
YnoeHoeaxeHa ocoba/MeHempxep Bigainy akocTi
01 nucronaga 2024 p.,yac 2:03 pm

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Legale
VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY

Sede Ammuustrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar it - ammumstraziona@pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

MpoaykT

6nicTepi, no 2 6nictepn y Kopobui
24103051

BepeceHs, 2024
BepeceHs, 2026

Cepia Ne:
[ata BupobHuuTsa:
TepMiH NpMAaTHOCTI:

Tectn

30BHIWHIKA BUrNAL,

Onuc

OaHOopIAHICTE MacK
Po3napgaHHA

BmicT Bonoru (KP)
|aeHTUdiKauia BEPX
KinbKicHe BUM3HaveHHA (Big
3aAB/EHOro)

OAHOpPIAHICTE A030BaHUX OAWMHULb

(€D 2.9.40)

PozunHeHHs (15x8)

CynyTHi AOMILLKA:

- Aomiwka A Eepon. Papm.

- AomiwKa B Eepon. Papm.

- Aomiwka C Espon. Papm.

- AomiwkKa D Eepon. @apm.

- Aomiwka E Eepon. Papm.

- Aomiwka F Eepon. ®apm.

- byab-AKa HeBigoMa JOMIlLKa
- CyMa [OMILLOK
MikpobionoriyHa yicToTa:
3aranbHa KinoKicTb aepobHMX
MiKpoopraHiamie

3aranbHa KinbKicts rpubis
Escherichia coli

CEPTU®IKAT AHANI3Y

Cne iKaujii

MaTepian :
Po3amip cepii:

OanHuUui

BUMipIHOBaHHA

MNpopaoerysaTi TabneTKW, BKPUTI NNiBKOBOD
obonoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3

obox bokie i TMcHeHHAM F 3 ogHoro Goky Ta P1 3

iHWoro.

Bignosigae/He signosipae
Bignosigae €®/He signosigae
<=30

<=10,0

Bignosigae BM/He signosigae
95,0 —105,0

Bignosigae €®/He signosigae
>=80

<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,2
<=3,0

<=1000

<=100
BigcyTtHa/MpucyTHA

XB
%

% Big 3a8BNeHoro

%

%
%
%
%
%
%
%
%

F10000100077
9 142 ynakoBKHM

Pesynbtatn

Bianoeinae

Bianogigae
Bianosigae E®
3

7,4

Bianogigae BM
105,0

Bianosigae E®

99

0,3
0,1
0,0
0,0
0,1
0,0
0,0
0,5

TecT He BUKOHYBaBCA

TecT He BUKOHYBaBCA
TecT He BUKOHYBaBCA

LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y

AHaniTM4HUA MeTog
Mocunanua

MeTopa;:
MeToa:
MeTopn;:
MeTopn;:
MeTop;
MeTop;:

MeTopa;:

MeTopn;:
MeTopn;:
MeTop;
MeTop;:
MeTon;:
MeTopa;:
MeTopn;:
MeToa:
MeTopn;:
MeTop;
MeTopn;:

MeTopa;

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecTroBaHa BignosigHo Ao notouHunx sumor GMP.
EminiaHo bepri
3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI

Jata gpyky 01 nuctonaga 2024 p., 4ac 2:06 pm
HagpykosaHo ApmaHao Movdiapo

23 »oeTHAa 2024 p.vac 11:53 am

SATBEPEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc

PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52

PCQ01.03.52

PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ01.05.19

PCQ 01.05.19
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ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimistrativa:

Viale Colleons, 25 - Palazzo Pe rFaso Ingresso 3

20864 Agrate Bnianza (MB) -

www acsdobfar it - amnnmstraznoneCpec acsdobfar it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24103051

Importing Country: UKRAINE

Manufacturing Date: September, 2024

Expiry Date: September, 2026

Released Qty: 9.142 PCK

Results of analysis: See the attached certificate of analysis released on October 23rd, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (Italy)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A., located in Pomezia - Via Laurentina km 24.730 -00071 Roma (Italy), responsible for
Production, Control and Release of the finished product according with the current Manufacturing

Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are 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 Authorization of the importing country (Reference MA
UA/19614/01/01).The batch processing, packaging/labeling and analysis records were reviewed and found to be in
compliance with GMP without any deviation impacting the quality and safety of the product. Reference samples
from the batch and completed records of the manufacture and testing have been retained and copies would be
available if required. The batch has been certified for release for sale by the undersigned who is an

authorized Qualified Person. The relevant API batches used during the above mentioned production, are
reported in the present certificate." Manufacturing Address according to the Ukrainian MA: V.LAURENTINA Km
24,730, POMEZIA (RM), 00071, Italy

This document is signed electronically

1/2



ACS DOBFAR

Sede Le%e:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimistrativa:

Viale Colleons, 25 - Palazzo Pe rFaso Ingresso 3

20864 Agrate Brianza (MB) -

www acsdobfar it - amnnmstranone(:pec acsdobfar it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[ That a deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

[ That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000001218/03
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Armando Mocciaro

Qualified Person/Quality Unit Manager
November 01th, 2024 time 2:03 pm

This document is signed electronically
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ACS DOBFAR

Sede Le%ge:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amnmumstrativa:

Viale Colleons, 25 - Palazzo Pﬁaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

CERTIFICATE OF ANALYSIS
Product: CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs

Batch number: 24103051 Material: F10000100077
Manufacturing date: September, 2024 Batch size: 9.142 PCK
Expiry date: September, 2026

ANALYTICAL METHOD
IESTS SPECIFICATIONS I RESUILTS REFERENCES
Appearance White, oblong, film-coated tablets with Complies

a break line on both sides and embossed
F on one side and P1

Appearance Complies / Not Complies Complies

Method: PCQ 01.03.52
Uniformity of mass Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Disintegration <=30 min. 3

Method: PCQ 01.03.52
Mousture (KF) <=10,0 % 7.4

Method: PCQ 01.03.52
HPLC Identification Complies to WS/Not Complies Complies to WS

Method: PCQ 01.03.52
Assay (Label Claim) 95,0-105,0 % Of Lab 1050

Method: PCQ 01.03.52
Uniformity Dosage Units (EP 2.9.40) Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Dissolution within 15 minutes >=80 % 99

Method: PCQ 01.03.52
Related Substances: . -

Method: PCQ 01.03.52
Known mmpurity A <=0,5 % 03

Method: PCQ 01.03.52
Known impurity B <=05 % 0,1

Method: PCQ 01.03.52
Known impurity C <=05 % 0,0

Method: PCQ 01.03.52
Known impurity D <=05 % 0,0

This batch has been manufactured, packed and tested under current cGMP conditions

Emiliano Berti

Quality Control Deputy Manager
Print Date November 01th, 2024 time 2:06 pm October 23rd, 2024 time 11:53 am
Printed by Armando Mocciaro APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Le%ge:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Ammimstrativa:
Viale Colleons, 25 - Palazzo P
20864 Agrate Brianza (MB) -

egaso Ingresso 3
I%ALY -

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS

Known impurity E

Known mmpunty F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count

Fung: count
Escherichia coli

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
24103051

September, 2024
September, 2026

<=05
<=0,5
<=0,2

<=30

<= 1000
<= 100
Absent / Present

Material:

Batch size:

%

%

%

%

0,1
0,0
0,0

0,5

Skap test
Skip test
Skip test

F10000100077
9.142 PCK

ANALYTICAL METHOD
REFERENCES

Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52

Method: PCQ 01.05.19

Method: PCQ 01.05.19

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date November 01th, 2024 time 2:06 pm

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
October 23rd, 2024 time 11:53 am

APPROVED

This document is signed electronically
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JAEPXKXABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Hanii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koxg €JIPTIOV 37079055

BUCHOBOK
Npo SIKiCTH BBE€3€HOro B YKpaiHy JlikapcbKoro 3acody

17.01.2025 Ne 1743/25/2611

HEDPIKCUM-BICTA

(HaiiMeHyBaHHA NiKapchKOro 3aco0y 3ri1H0 3 peecTpaliiHHM MOCBIYEHHAM)
TabJeTKH, BKPUTI IIIBKOBOIO 060.,10HK010, 110 400 Mr, o 5 Taberok y 6aicrepi; mo 2
GJicTepu B KapTOHHii KopoOui

(dopma BuNyCKY, Z0O3YBaHHS, BH aKyBaHHA NiKapceKoro 3acoly)
Homep peectpauiiinoro noceinuenns UA/19614/01/01 ctpox aii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nikapcekoro 3acoby Ne 24103052 KinbkicTs BBe3eHoro nikapcskoro 3acoby 3000

Bupo6uuk AILIC TOB®AP C.ILA., Itanis

(naliMenyBanus BUpoOHKKa JlikapchKoro 3acoby, KpaiHa NoOX0KeHHs)

BgeseHo B VikpaiHy TOBAPUCTBO 3 OBMEXKEHOIO BIAIIOBIIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(HaliMeHyBanHs Ta koJ1 3a €JIPIIOY ropunuunoi ocobu aGo npispuiie, iM's, no 6aTbkoBi
Qiznunoi 0co6H - nianpuemus, ii Micue NPOXKUBAHHA Ta peecTpallilinuii Homep obmikoBol
KapTKH IUIaTHHKa MojiaTkiB abo cepis Ta HOMEp NacrnopTa)

IpoTokos BisyansHoro koutpomo ix 17.01.2025 Ne 104/01.10-25/13.

3a pesynsTaTaMM JEP)KABHOrO KOHTPONIO BCTAHOBJEHO, WO JiKapChKHH 3aci6 BBeseHo B VYKpaiHy 3
JOTPHMAHHMAM BUMOT 3aKOHOJABCTBA LLOA0 3a6e3neueHHs AKOCTI JIiKapChKHUX 3ac06iB.

\ Muxona XOJIOJEHKO
Tﬁa Oiﬁl"aﬁjll AepikaBHOrG. KOHTPOJIO) (niamuc) (iniuianu Ta npissuie)
¥ | il :-. ..-' | 1
s\ ()
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AEP)KABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM y m. KUEBI

npos. Hanii Ceitanunof, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

06.01.2025 Ne 141/25/2611

HEPIKCUM-BICTA

(naitmenyBanns fikapchkoro 3acody 3riino 3 peccTpauifnimM noceiavenism)
TabjeTKN, BRKPUTI MIIBKOB0I0 000/10HK010, 10 400 mr, no 5 rab/erok y 6aicrepi; no 2
Oaicrepn B kapTonuii kopobui

((popma Burycky, 103yBaniis, BUI NAKyBaHis Jikapcbkoro 3acoby)
Homep peectpauiiinoro noceinuenns UA/19614/01/01 crpok nii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nikapcebkoro 3aco6y Ne 24103052 KinbkicTs BBeseHoro nikapeskoro sacoby 4420

Bupo6Huk ALIC IOBDAP C.IT.A., Itanis

(naiimenysanns BupoOHMKa AikapcLkoro 3acoly, kpaina noxomxenHs)

Baeseno B Ykpainy TosapucTso 3 o6Mexkenoio Bianosinaabuictio "BYCT ®APMA",
inenT. koa: 44107410

(nafimenyBanHa Ta koa 3a €APINOY ropmlmmoi' ocobu abo npiznHie, iM's, 1o GatekoBi
(pizmunoi ocobu - nianpuemusa, i Micue NpoxHBanhs Ta peccrpauiinuii Homep obnikosol
KAPTKM NIaTHHKa nojarkis abo cepis Ta Homep nacnopta)

TMpotokon Bisyansnoro kontposio sia 06.01.2025 Ne 3/01.10-25/41.

3a pesyibTataMM AEpPKABHOrO KOHTPONIO BCTAHOBAEHO, 1MO Jikapchbknii 3aciG BBE3CHO B Ykpainy 3

AOTPHMAHHSAM BuMOr 3aKOHO/IABCTBA 11010 3abe3nevueHHn AKOCTI NiKaPCLKUX 3acobis.

o
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Mukona XOJIOJEHKO

N
KOHTPOIO) (nianue) (iniuianm Ta npissHine)
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AEPKABHA CJIY)KBA 3 IIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoti, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BHCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

03.01.2025 Ne 97/25/26

HEPIKCUM-BICTA

(HaliMenyBpaHus NiKapchKoro 3aco0y 3riiHo 3 peccTpaliiHKM MOCBIAMEHHAM)
TabJIeTKH, BKPHTI IUIIBKOBOIO 000J10HK010, 110 400 Mr, o 5 Tabsaerok y oJicrepi; mo 2
fJricrepH B KapTOHHIN KopoOui

(dopma BHNyCKY, 103yBaHHS, BHJI NAKYBaHHA JiKapcekoro 3acoby)
Homep peectpauiitoro nocsiguenns UA/19614/01/01 crpok aif peectpauiitnoro nocsinuenns 16.08.2027
Cepisn nikapcbkoro 3acoby Ne 24103052 KinbkicTs BBe3eHoro nikapcskoro 3acoby 2000

Bupo6uuk AILIC IOB®AP C.I1.A., Itanis

(uaiimenyBanns BupoOHHKA Nlikapcekoro 3acoly, kpaiHa MOXOMKEHHA)

Beesero B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIIITOBIAAJIBHICTIO
"BYCT ®APMA", igenT. xon: 44107410

(naiimenysanns Ta koa 3a €/IPTIOY opuanuHoi ocobu abo npissuiie, iM'a, no Garskosi disnunol
ocobu - nianpuemus, ii Miclie NPOXHBaHHA Ta peecTpaulifinui HoMep 061ik0BOI KAPTKH MIATHHKA
noaarkis abo cepis Ta HOMEp nacnopra) y

Mporokon Bisyaasuoro kourpomo sin 03.01.2025 Ne 4554/13.

3a pesyibTaTaMM JEPXKABHOTO KOHTPOJNIO BCTAHOBJIEHO, 1O JIiKapChKWH, 3aci6 BBE3CHO B Vkpainy 3

JAOTPHMAHHSM BHMOT 3aKOHOABCTBA OO 3a0e3neyeH s AKOCTI JlikapgbKkHx 3acobiB.

Mukona XOJIOJIEHKO

opmnyiﬁéﬁmz\a\;;b@‘omonm} (nipnuc) (iniuianu Ta npisBuiIe)
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ACS DOBFAR
Sede Legale: y
VIALE ?\DD_E'LT{H: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Aprate Brianza (MB) - ITTALY

www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapceka ¢popma:
TabneTKU, BKPUTI NNiBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepin: FL0000100077 / 24103052

KpaiHa-imnopTep: YKPATHA

[ata surotosneHHnA: BepeceHs, 2024

TepmiH npuaatHocTi: BepeceHs, 2026

Kinbkictb BUNyweHux oguHuub: 9 420 ynakoBoK

Pesynbratv aHanisy: [lueuce gogaHuii ceptudikaTt aHaniay, BugaHui 23 xoeTHa, 2024 p.

HazBa Ta agpeca Bupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC Oobdap C.IMN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuia, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTBO / CepTndikaT BignosigHocti GMP: AM 34/2024

3aABa npo ceptudikauito:

"AUC Oob6dap C.MN.A., po3TawosaHa B lMomelii - Bia SlaypeHTiHa, Km 24.730 - 00071 Pum (ITania), BianosigansHa 3a
BMPOBHWMUTBO, KOHTPO/b | BUNYCK roTOBOI NPOAYKUil BiANOBIiAHO A0 YWMHHOrO A03BONY Ha BUPOBHWLTBO, 333HA4YEHOrO B
ubomy ceptudikati. ALLC Job6¢ap C.M.A. umm nigTBeparKye, WO U iHPOpMaLis € aBTEHTMYHOK Ta To4yHow. LA cepia
npoAykTy 6yna BWroTOB/IEHA, BKIKOYAKYWM NaKyBaHHA/MApKYBaHHA Ta KOHTPO/b AKOCTI, Ha BULE3rafdaHii AdinaHui y
noBHi BignosigHocTi Ao Bwumor GMP (HanexHoi BMPOOHMYOI NPaKTMKM) MICLEBOTO PEryNATOPHOrO OpraHy Ta
cneuundikauii, 3a3Ha4yeHMX Yy peecTpauifiHoOMy AOcCbe KpaiHW-imnopTepa (NocunaHHA Ha PeecTpauiiHe nocsigYyeHHA
UA/19614/01/01). 3anucm npo o6pobKy cepii, NnakyBaHHA/MapKyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMM, WO
BignosigatTe Bumoram GMP 6e3 Byab-aKux BiaxuneHb, AKi 6 BNIMHY M Ha aKicTb Ta 6e3neky NpoAyKTy. 3pasku uiei cepii
Ta NOBHi 3aNUcK Npo BUPOOHMLTBO Ta BUNpobyBaHHA 36epexeHi, i ixHi Konii moyTs ByTh HagaHi 32 HeobxigHocTi. Cepia
byna cepTudikoBaHa ONs BUMYCKY B npodaxk ocobolo, fKa nignucana uer AOKYMEHT i € YNoBHOBaeHoW ocobolo.
BignosigHi cepii A®| (aKTMBHOro ¢apmalLeBTUHHOrO IHrPedieHTa/TiB), BUKOPWUCTaHI Mig 4Yac BMLLE3A3HAYEHOTO
BMPOBOHMUTBA, 3a3HaYeHi B Ubomy cepTudikaTi." Agpeca supobHuuTBa 3rigHo 3 YKpaiHcekoro PM: B.JIAYPEHTIHA KM
24,730 NOMELJA (PM), 00071, ITania

KomeHnTapi / sayBaxeHHs:

ALC Oobdap C.IN.A. 3aaense€:

O Wo npu supobHUUTBI Ujiei napTii npoayKTy Bigbynoca BiaxuneHHA, i BoHO Byno yCyHYTO BignoBigHO A0 YMHHUX
crangaprtis AUC do6dap.

Xl soaHMX BigXMNEHb, AKI MOXYTb BIIMHYTM Ha BUMYCK MPOAYKTY

Kopg ynakoeku:: F10000100077,/10000001218/03
Im'a Ta nignuc ynosHoBakeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

Apmango Mouuiapo
YnoeHoeaxeHa ocoba/MeHempxep Bigainy akocTi
01 nucronapga 2024 p.,yac 4:40 am

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1



P

&

ACS DOBFAR

Sede Legale
VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY

Sede Ammuustrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar it - ammumstraziona@pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

MpoaykT

6nicTepi, no 2 6nictepn y Kopobui
24103052

BepeceHs, 2024
BepeceHs, 2026

Cepia Ne:
[ata BupobHuuTsa:
TepMiH NpMAaTHOCTI:

Tectn

30BHIWHIKA BUrNAL,

Onuc

OaHOopIAHICTE MacK
Po3napgaHHA

BmicT Bonoru (KP)
|aeHTUdiKauia BEPX
KinbKicHe BUM3HaveHHA (Big
3aAB/EHOro)

OAHOpPIAHICTE A030BaHUX OAWMHULb

(€D 2.9.40)

PozunHeHHs (15x8)

CynyTHi AOMILLKA:

- Aomiwka A Eepon. Papm.

- AomiwKa B Eepon. Papm.

- Aomiwka C Espon. Papm.

- AomiwkKa D Eepon. @apm.

- Aomiwka E Eepon. Papm.

- Aomiwka F Eepon. ®apm.

- byab-AKa HeBigoMa JOMIlLKa
- CyMa [OMILLOK
MikpobionoriyHa yicToTa:
3aranbHa KinoKicTb aepobHMX
MiKpoopraHiamie

3aranbHa KinbKicts rpubis
Escherichia coli

CEPTU®IKAT AHANI3Y

Cne iKaujii

MaTepian :
Po3amip cepii:

OanHuUui

BUMipIHOBaHHA

MNpopaoerysaTi TabneTKW, BKPUTI NNiBKOBOD
obonoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3

obox bokie i TMcHeHHAM F 3 ogHoro Goky Ta P1 3

iHWoro.

Bignosigae/He signosipae
Bignosigae €®/He signosigae
<=30

<=10,0

Bignosigae BM/He signosigae
95,0 —105,0

Bignosigae €®/He signosigae
>=80

<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,2
<=3,0

<=1000

<=100
BigcyTtHa/MpucyTHA

XB
%

% Big 3a8BNeHoro

%

%
%
%
%
%
%
%
%

F10000100077
9 420 ynakoBKHM

Pesynbtatn

Bianoeinae

Bianogigae
Bianosigae E®
3

7,1

Bianogigae BM
103,7

Bianosigae E®

105

0,3
0,0
0,0
0,0
0,1
0,0
0,0
0,5

TecT He BUKOHYBaBCA

TecT He BUKOHYBaBCA
TecT He BUKOHYBaBCA

LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y

AHaniTM4HUA MeTog
Mocunanua

MeTopa;:
MeToa:
MeTopn;:
MeTopn;:
MeTop;
MeTop;:

MeTopa;:

MeTopn;:
MeTopn;:
MeTop;
MeTop;:
MeTon;:
MeTopa;:
MeTopn;:
MeToa:
MeTopn;:
MeTop;
MeTopn;:

MeTopa;

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecTroBaHa BignosigHo Ao notouHunx sumor GMP.
EminiaHo bepri
3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI

Jata gpyky 01 nuctonaga 2024 p., 4ac 2:07 pm
HagpykosaHo ApmaHao Movdiapo

23 »oeTHAa 2024 p.vac 11:53 am

SATBEPEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc

PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52

PCQ01.03.52

PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ01.03.52
PCQ 01.03.52
PCQ01.05.19

PCQ 01.05.19

1/1



ACS DOBFAR

Sede LeiD
DETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammmstrativa:
V1ale Colleons, 25 - Palazzo Pﬁaso Ingresso 3
20864 Agrate Branza (MB)
www acsdobfar it - amministrazione@pec.acsdobfar.it
Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S P.A. Via Laurentma Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /24103052

Importing Country: UKRAINE

Manufacturing Date: September, 2024

Expiry Date: September, 2026

Released Qty: 9.420 PCK

Results of analysis: See the attached certificate of analysis released on October 23rd, 2024

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (Italy)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A., located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing

Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are 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 Authorization of the importing country
(Reference MA UA/19614/01/01).The batch processing, packaging/labelling and analysis records were reviewed
and found to be in compliance with GMP without any deviation impacting the quality and safety of the product.
Reference samples from the batch and completed records of the manufacture and testing have been retained and
copies would be available if required. The batch has been certified for release for sale by the undersigned

who is an authorized Qualified Person. The relevant API batches used during the above mentioned production,
are reported in the present certificate." Manufacturing Address according to the Ukrainian MA: V.LAURENTINA
km 24,730, POMEZIA (RM), 00071, Italy

This document is signed electronically
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ACS DOBFAR

Sede LeiD
DETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimistrativa:
V1ale Colleons, 25 - Palazzo Pf%aso Ingresso 3
20864 Agrate Brianza (MB)
www acsdobfar it - ammm.tstraz:oneCpec acsdobfar it
Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[1 That a deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

[ That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000001218/03
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Armando Mocciaro

Qualified Person/Quality Unit Manager
November 01th, 2024 time 4:40 am

This document is signed electronically
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ACS DOBFAR

Sede Le%ge:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amnmumstrativa:

Viale Colleons, 25 - Palazzo Pﬁaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

CERTIFICATE OF ANALYSIS
Product: CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs

Batch number: 24103052 Material: F10000100077
Manufacturing date: September, 2024 Batch size: 9.420 PCK
Expiry date: September, 2026

ANALYTICAL METHOD
IESTS SPECIFICATIONS I RESUILTS REFERENCES
Appearance White, oblong, film-coated tablets with Complies

a break line on both sides and embossed
F on one side and P1

Appearance Complies / Not Complies Complies

Method: PCQ 01.03.52
Uniformity of mass Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Disintegration <=30 min. 3

Method: PCQ 01.03.52
Mousture (KF) <=10,0 % 7.1

Method: PCQ 01.03.52
HPLC Identification Complies to WS/Not Complies Complies to WS

Method: PCQ 01.03.52
Assay (Label Claim) 95,0-105,0 % Of Lab  103,7

Method: PCQ 01.03.52
Uniformity Dosage Units (EP 2.9.40) Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Dissolution within 15 minutes >=80 % 105

Method: PCQ 01.03.52
Related Substances: . -

Method: PCQ 01.03.52
Known mmpurity A <=0,5 % 03

Method: PCQ 01.03.52
Known impurity B <=05 % 0,0

Method: PCQ 01.03.52
Known impurity C <=05 % 0,0

Method: PCQ 01.03.52
Known impurity D <=05 % 0,0

This batch has been manufactured, packed and tested under current cGMP conditions

Emiliano Berti

Quality Control Deputy Manager
Print Date November 01th, 2024 time 2:07 pm October 23rd, 2024 time 11:53 am
Printed by Armando Mocciaro APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Le%ge:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Ammimstrativa:
Viale Colleons, 25 - Palazzo P
20864 Agrate Brianza (MB) -

egaso Ingresso 3
I%ALY -

www acsdobfar it - amministrazione@pec.acsdobfar it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS

Known impurity E

Known mmpunty F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count

Fung: count
Escherichia coli

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
24103052

September, 2024
September, 2026

<=05
<=0,5
<=0,2

<=30

<= 1000
<= 100
Absent / Present

Material:

Batch size:

%

%

%

%

0,1
0,0
0,0

0,5

Skap test
Skip test
Skip test

F10000100077
9.420 PCK

ANALYTICAL METHOD
REFERENCES

Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52
Method: PCQ 01.03.52

Method: PCQ 01.05.19

Method: PCQ 01.05.19

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date November 01th, 2024 time 2:07 pm

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
October 23rd, 2024 time 11:53 am

APPROVED

This document is signed electronically
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JAEPKABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JlikapcbKoro 3aco0y

17.03.2025 Ne 13214/25/26

HEPIKCUM-BICTA

(HaiMenyBaHiis nikapehkoro 3acoBy 3rifiHo 3 peccTpalifiHUM NOCBIIYEHHSM)
Ta6J1eTKH, BKPHUTI IIIBKOBOIO 060/10HK010, 10 400 mr, mo S Tabaerok y Gaicrepi; mo 2
fJiicTepu B KapTOHHiH KopoOLi

(hopma BHMyCKY, 103YBaHHS, BHI NAKyBaHHA JliKapckKoro 3acoby)
Homep peectpauiitnoro nocsimuerns UA/19614/01/01 crpox nif peectpauiiitoro noceinuenns 16.08.2027
Cepis nikapcekoro sacoby Ne 25100434 KinbkicTh BBE3€HOr0 Mikapcbkoro sacoby 6720

BupoBHuk ALIC IOB®DAP C.ILA., ITanis

(naliMeHyBaHHs BUPOOHHKa iKapcbKOro 3aco0y, kpaiHa MOXOIKEHHS)

BeeseHo B Ykpaiky TOBAPHUCTBO 3 OBMEXXEHOIO BIAIIOBIZAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(naitmenysans Ta ko 3a €JIPTIOY opuanunoi ocobu abo npiseuiLe, iM's, 110 farskosi (izudyHOT
0co6H - mianpuemus, Ti Miclle NPOKUBAHHA Ta peecTpauiinui Homep 061iKoBOT KapTKH MIATHHKA
niogarkis abo cepis Ta HOMep nacrnopra)

MpoTokon Bisyaasnoro koutpomo sia 17.03.2025 Ne 837/01.10-25/1.

3a pesyabTaTamMu  JEpHABHOrO KOHTPOJIO BCTaHOBJEHO, L1O nikapcbkuii  3acid BBe3eHO B YKpaiHy 3

JAOTPHUMAHHAM BUMOr 33aKOHOABCTBA 1WO/0 3aGe3neuenHs AKOCTi JikapesKix 3acobiB.

Mukona XOJIOAEHKO

(nianuc) (iniuiany Ta npissuiLe)

HauanesHuk




ACS DOBFAR
Sede Legale:
VIALE ?\DD_E'LT{X: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Agrate Brianza (MB) - TTALY .
www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapcoka ¢popma:
TabNeTKU, BKPUTI NNIBKOBOIO 060NOHK O

Kog npoaykty ALC Oo6dap /Cepia: FLO000100077 / 25100434

KpaiHa-imnopTep: YKPATHA

[ata surotosneHHa: CiyeHs, 2025

Tepmin npugatHocTi: CiveHs, 2027

KinbKicTb BUNyweHux oguHuub: 6720 ynakoBoK

Pesynbratv aHanisy: [lueuce gogaHuii ceptudikat aHanisy, BugaHuii 21 notoro, 2025 p.

HazBa Ta agpeca Bupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC Oobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuia, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTBO / CepTndikaT BignosigHocti GMP: AM 34/2024

3aaBa npo ceptudikauito:

"AUC Oob6dap C.MN.A., po3TawosaHa B lMomelii - Bia JlaypeHTiHa, Km 24.730 - 00071 Pum (ITania), BianosigansHa 3a
BMPOBHMUTBO, KOHTPO/b | BUMYCK roTOBOI NPOoAYKUil BigNOBIAHO 40 YMHHOrO A03BONY Ha BUPOBHULUTBO, 333HA4YEHOro B
ubomy ceptudikarti. ALLC Jobdap C.M.A. umm nigTBepAMKye, WO U iHGOpMaLis € aBTEHTMYHOK Ta To4yHow. LA cepia
npoAykTy 6yna BWroTOB/IEHA, BKIKOYAKYWM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULE3rafdaHii ainaHui y
noBHii BignosigHocTi Ao Bumor GMP (HanexHoi BMPOOHWMYOI NPaKTMKM) MICLEBOrO PErynATOPHOrO OpraHy Ta
cneumdikauii, 3a3HAYEHUX Y PEECTPauifHOMY AOCbe KpaiHW-imnopTepa (nocunaHHA Ha PeecTpauiliHe NocCBiAYEHHA
UA/19614/01/01). 3anucm npo 06pobKy cepii, NnakyBaHHA/MapKyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMM, WO
BignosigaroTe Bumoram GMP 6e3 byab-aKuX BiaxuneHb, AKi 6 BNIMHY M Ha aKicTb Ta 6e3neky NpoAyKTy. 3pasku uiei cepii
Ta NOBHi 3anucK Npo BUpPoBHULTBO Ta BUNpobyBaHHA 36epexeHi, i IXHI Konil MoxKyTb ByTKU HaaaHi 32 HeobxigHocTi. Cepin
byna cepTudikoBaHa AN BUNYCKY B Npodax ocobolo, fKa nignucana uer AOKYMEeHT i € YNoBHOBaxeHow ocoboto.
BignosigHi cepii A®| (aKTMBHOro GapmMaLeBTUHHOTO IHrpedieHTa/TiB), BUKOPWUCTAHI Mig 4Yac BULLE3A3HAYEHOTO
BMpPOBHMUTBA, 3a3HaYeHi B Ubomy cepTudikaTi." Agpeca supobHuuTBa 3rigHo 3 YKpaiHcekoro PM: B.JIAYPEHTIHA KM
24,730 NOMELJA (PM), 00071, ITaniq

KomeHnTapi / sayBaxeHHs:

AUC Oobdap C.IN.A. 3aaenge€:

X lWo npu eupobHUUTEI Uiei NnapTii npoaykTy Biabynoca BigxmneHHs, i BOHO ByNo yCyHYTO BiAMOBIAHO A0 YMHHMX
craHgapris AUC do6dap.

O »koaHWX BiAXUNEHb, AKI MOXYTb BMJIMHYTA Ha BUMYCK NMPOAYKTY

BigxuneHHa Homep:
200037666

Kopg ynakoeku:: F10000100077/10000001218/04

Im'a Ta nignuc ynosHoBakeHoi ocobu, AKKI Aae npaBo Ha BUNYCK cepii, Ta AaTta NignucaHHA:

®abio Pomito
YnosHoBaxeHa ocoba
24 nwotoro, 2025 p., 4yac 2:23 pm

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Legale
VIALE RDDE TTA, 412 . 20067 TRIBIANO (MI) - ITALY

Sede Ammuustrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar it - ammumstraziona@pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepis Ne: 25100434

[ata supobHuuTBa: CiveHb, 2025 MaTepian : F10000100077

TepMmiH npupatHocTi:  CidveHs, 2027 Po3amip cepii: 6720 ynakoBoK

Tectn Cne ikauii Caurnui Pesynbtatn Ananitamni meron

30BHIWHIKA BUrNAL,

Onuc

OaHOopIAHICTE MacK
Po3napgaHHA

BmicT Bonoru (KP)
|aeHTUdiKauia BEPX
KinbKicHe BUM3HaveHHA (Big
3aAB/EHOro)

OAHOpPIAHICTE A030BaHUX OAWMHULb
(€D 2.9.40)

PozunHeHHs (15x8)

CynyTHi AOMILLKA:

- Aomiwka A Eepon. Papm.

- AomiwKa B Eepon. Papm.

- Aomiwka C Espon. Papm.

- AomiwkKa D Eepon. @apm.

- Aomiwka E Eepon. Papm.

- Aomiwka F Eepon. ®apm.

- byab-AKa HeBigoMa JOMIlLKa
- CyMa [OMILLOK
MikpobionoriyHa yicToTa:
3aranbHa KinoKicTb aepobHMX
MiKpoopraHiamie

3aranbHa KinbKictb rpubis
Escherichia coli

MNpopaoerysaTi TabneTKW, BKPUTI NNiBKOBOD

BUMipIHOBaHHA MocunanHga

obonoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3

obox bokie i TMcHeHHAM F 3 ogHoro Goky Ta P1 3

iHWoro.

Bignosigae/He signosipae
Bignosigae €®/He signosigae
<=30

<=10,0

Bignosigae BM/He signosigae
95,0 —105,0

Bignosigae €®/He signosigae
>=80

<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,5
<=0,2
<=3,0

<=1000

<=100
BigcyTtHa/MpucyTHA

Bianoeinae
Bianogigae MeToa: PCQ 01.03.52
Bianosigae E® MeToa: PCQ 01.03.52
XB 4 MeTtopn: PCQ 01.03.52
% 7,5 MeTtopa; PCQ 01.03.52
Bianogigae BM MeToa: PCQ 01.03.52
% Big 3asBneHoro 99,5 MeTtopg: PCQ 01.03.52
Bianosigae E® MeToa: PCQ 01.03.52
% 102 MeTtopn: PCQ 01.03.52
MeTtopa; PCQ 01.03.52
% 0,1 MeTtopg: PCQ 01.03.52
% 0,1 MeTtopg: PCQ 01.03.52
% 0,0 MeTtopg: PCQ 01.03.52
% 0,0 MeTtopa: PCQ 01.03.52
% 0,1 MeTtopn: PCQ 01.03.52
% 0,0 MeTopg: PCQ 01.03.52
% 0,1 MeTtopa; PCQ 01.03.52
% 0,5 MeTtopg: PCQ 01.03.52
MeTtopn; PCQ 01.05.19
<10 MeTtog: PCQ 01.05.19
<10 MeTtopg: PCQ 01.05.19

MeTopg: PCQ 01.05.19

Lia cepia 6yna BurotoBneHa, ynakosaHa Ta NpoTecTroBaHa BignosigHo Ao notouHunx sumor GMP.

[ata gpyky 24 motoro, 2025 p., 4ac 2:23 pm

HagpyKkosaHo ®abio Pomito

EminiaHo bepri

3acTynHWK Ha4vaNAbHUKa BigAiNYy KOHTPOO AKOCTI
21 moToro, 2025 p. 4yac 11:38 am

3ATBEPOXKEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc

1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /25100434

Importing Country: UKRAINE

Manufacturing Date: January, 2025

Expiry Date: January, 2027

Released Qty: 6.720 PCK

Results of analysis: See the attached certificate of analysis released on February 21st, 2025

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A,, located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing

Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are 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 Authorization of the importing country
(Reference MA UA/19614/01/01).The batch processing, packaging/labelling and analysis records were reviewed
and found to be in compliance with GMP without any deviation impacting the quality and safety of the product.
Reference samples from the batch and completed records of the manufacture and testing have been retained and
copies would be available if required. The batch has been certified for release for sale by the undersigned

who is an authorized Qualified Person. The relevant API| batches used during the above mentioned production,
are reported in the present certificate.” Manufacturing Address according to the Ukrainian MA: V.LAURENTINA
km 24,730, POMEZIA (RM), 00071, ltaly

This document is signed electronically
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

| That a deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

[] That no deviations have occurred during manufacturing of this batch of product

Deviation number:

200037666

Packaging code: F10000100077/10000001218/04

Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Fabio Romito

Qualified Person
February 24th, 2025 time 2:23 pm

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS
Appearance of packaging

Appearance
Uniformity of mass
Disintegration
Moisture (KF)
HPLC Identification

Assay (Label Clamm)

Uniformity Dosage Units (EP 2.9.40)

Dissolution within 15 minutes

Related Substances:

Known impurity A

Knovm impurity B

Known impurity C

Known impurity D

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs
25100434

January, 2025

January, 2027

SPECTFICATIONS

White, oblong, film-coated tablets with
a break line on both sides and embossed

F on one side and P1
Complies / Not Complies

Complies to EP/Not Complies

<= 30

<=10,0

Complies to WS/Not Complies

95,0 -105,0

Complies to EP/Not Complies

>= 80

=05

<=05

=05

=05

Material:

Batch size:

In RESUITS
Complies
Complies
Complies To EP

min. 4

% 75
Complies to WS

%OfLab 99,5

Complies To EP
% 102
% 0.1
% 0,1
% 0,0
% 0,0

>

F10000100077
6.720 PCK

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

Method: PCQ 01.03.52

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date February 24th, 2025 time 2:23 pm

Printed by Fabio Romito

Emiliano Berti
Quality Control Deputy Manager

February 21st, 2025 time 11:38 am
APPROVED

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE %sD ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amnunistrativa:

Viale Colleont, 25 - Palazzo Pe_%aso Ingresso 3
ALY

20864 Agrate Brianza (MB) - I

www.acsdobfar.it - amministrazione(@pec. acsdobfar.it

Tel 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentma Km 24,730 00071 Pomezia

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

Product:
Batch number:

Manufacturing date:
Expiry date:

TESTS

Known impurity E

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count
Fungi count

Escherichia coli

ster, 2 blisters in packs
25100434

January, 2025

January, 2027

<= 1000
<= 100

Absent / Present

Material:

Batch size:

Method: PCQ 01.05.19

F10000100077
6.720 PCK
ANALYTTCAL METHOD
RESUITS REFERENCES
Method: PCQ 01.03.52
0,1
Method: PCQ 01.03.52
0,0
Method: PCQ 01.03.52
0.1
Method: PCQ 01.03.52
05
Method: PCQ 01.03.52
Method: PCQ 01.05.19
<10
Method: PCQ 01.05.19
<10
Method: PCQ 01.05.19
Absent

This batch has been manufactured, packed and tested under current cGMP conditions

Print Date February 24th, 2025 time 2:23 pm

Printed by Fabio Romito

Emiliano Berti

Quality Control Deputy Manager
February 21st, 2025 time 11:38 am

APPROVED

This document is signed electronically
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AEPKABHA CJIYKBA 3 JIIKAPCHBKUX 3ACORBIB
TA KOHTPOJIKO 3A HAPKOTUKAMU y m. KUEBI

npos. Hanii Ceitananor. 3. 02099, rea. (04:1) 205-26-85
E-mail: dIs.kyivi@dls.goy .ua. Koa CJIPTIOY 37079053

BUCHOBOK
Mpo sIKiCTh BBE3EHOr0 B Y KpaiHy JIiKapchLKoIro 3acody

03.06.2025 Ne 27434/25/26

HE®IKCUM-BICTA

(HATIMCHY BaHTHS HRAPCLKOID 30C00Y 3ULUT0 3 PCCCTPArtiingm HoCsi e
Tab/1eTKH, BKPUTI IL1iBKOBOI0 060.,10HK010, 110 400 M1, 110 5 Tadaerok v Gaicrepi, no 2
OJjticTepn B KapToHHiiT KOpoOIi

((hOPMA BHITY CKY L JLO3Y BANIS. BILETRIKN BAHIS HKAPCLKEOTO $ac00y )
Homep peccrpauiiinoro nocginienns UA/19614/01/01 crpok aii pecerpaniiinoro nocsitienns 16.08.2027
Cepis nikapcbkoro 3acofy Ne 25101160 KibKicTh BBE3CHOTO Jdikapeskoro sacody 9300

BupobHuk ALIC JIOBDAP C.I1LA... ltams

(Haifineny Banns BUPOOHNHKL AIKAPCHEOIO 31CO0N . KPATHa [TONOIARCHHA )

Beeseno B Ykpainy Tosapuerso 3 0dmexenoro Binosijtaasuicrio "BYCT ®APMA",
inent. kon: 44107410

(naiimenysanug ra ko sa CJAPHOY wopiianot ocotn ado npissnmie. is's. no 6arbkosi
(pisnunoT 0cotH - NIANPHEMIE. T AICHE HPOKHBANIN T pecerpaitiiinuil nosep oGaikoBoi
KAPTRH LRI OGN RTR G060 Copist Ti 1oMep naenopra)

Mporokon Bisyanbhoro kourpoao sia 03.06.2025 Ne 1934/01.10-25/11.

3a  pesyabTatamu  ICPKABHOIO  KOHTPOJIIO  BCTAHOBIACHO. 1110 :IiI\'Iii-'{ iacio meeseno B Ykpainy 3

AOTPHMAHHAM BHMOI 3aKOHOAABCTBA 11010 3abesnetennsg akocTifdkapenkis sacodis,

W s AN
g A

Muroaa XOJIOJIEHKO

KOHTpOIO) (nisume) CiHiast ra npissdie)




ACS DOBFAR
Sede Legale:
VIALE ?\DD_E'LT{X: 4/12 - 20057 TRIBIANO (MI) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Fegaso Ingresso 3
20864 Agrate Brianza (MB) - TTALY .
www acsdobfar it - amministrazione@pec.acsdobfar it
Tel. 02 90693.1- Fax 02 9064366

Manufaetured by: ACS Dobfar S P.A. Via Laurentina Km 24,730 00071 Pomezia
Ceptudikar signosigHocTi

HalimeHyBaHHA NPOAYKTY:
LEPIKCMM-BICTA, TabneTtkn, BKpUTi NniBKoBoto 06010HKow, o 400 mr; no 5 TabneTtok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapcoka ¢popma:
TabNeTKU, BKPUTI NNIBKOBOIO 060NOHK O

Kog npoaykty ALC Oo6dap /Cepin: FL0000100077 / 25101160

KpaiHa-imnopTep: YKPATHA

Jata surotosneHHA: bepezens, 2025

TepmiH npuaatHocTi: bepesens, 2027

Kinbkictb BUNnyweHux oguHuyb: 9300 ynakoBoK

PesynbTati aHanisy: [luBuce gogaHuii ceptudikaT aHaniay, BugaHunia 12 tpasHa, 2025 p.

HazBa Ta agpeca Bupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC Oobdap C.MN.A., B.JlaypeHTtiHa Km 24,730 00071 MNomeuja, Pum (ITania)

Homep niyeHsii Ha Bupo6HuuTBO / CepTndikaT BignosigHocti GMP: AM 34/2024

3aaBa npo ceprudikauito:

"AUC Oob6dap C.MN.A., po3TawosaHa B lMomelii - Bia JlaypeHTiHa, Km 24.730 - 00071 Pum (ITania), BianosigansHa 3a
BMPOBHMUTBO, KOHTPO/b | BUMYCK roTOBOI NPOoAYKUil BigNOBIAHO 40 YMHHOrO A03BONY Ha BUPOBHULUTBO, 333HA4YEHOro B
ubomy ceptudikati. ALLC Jobdap C.M.A. umm nigTBepAMKye, WO U iHGOpMaLis € aBTEHTMYHOK Ta To4yHow. LA cepia
npoAykTy 6yna BWroTOB/IEHA, BKIKOYAKYWM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULE3rafdaHii ainaHui y
noBHi BignosigHocTi Ao Bumor GMP (HanexHoi BMPOOHWMYOI NPaKTMKM) MICLEBOTO PEryN1ATOPHOrO OpraHy Ta
cneumdikauii, 3a3HAYEHUX Y PEECTPauifHOMY AOCbe KpaiHW-imnopTepa (nocunaHHA Ha PeecTpauiliHe NocCBiAYEHHA
UA/19614/01/01). 3anucm npo 06pobKy cepii, NnakyBaHHA/MapKyBaHHA Ta aHani3 6ynu nepeBipeHi Ta BU3HaHI TaKMMM, WO
BignosigatoTe BUmoram GMP 6e3 Byab-aKuX BiaxuneHb, AKi 6 BNIMHY KM Ha aKicTb Ta 6e3neky NpoAyKTy. 3pasku Uiei cepii
Ta NOBHi 3anucK Npo BUpPoBHULTBO Ta BUNpobyBaHHA 36epexeHi, i IXHI Konil MoxKyTb ByTKU HaaaHi 32 HeobxigHocTi. Cepin
byna cepTudikoBaHa ONs BUNYCKY B Npodax ocobolo, fKa nignucana uer AOKYMEeHT i € YNoBHOBaxeHow ocoboto.
BignosigHi cepii A®| (aKTMBHOro GapmMaLeBTUHHOTO IHrpedieHTa/TiB), BUKOPWUCTAHI Mig 4Yac BULLE3A3HAYEHOTO
BMpPOBHMUTBA, 3a3HaYeHi B Ubomy cepTudikaTi." Agpeca supobHuuTBa 3rigHo 3 YKpaiHcekoro PM: B.JIAYPEHTIHA KM
24,730 NOMELJA (PM), 00071, ITaniq

KomeHnTapi / sayBaxeHHs:

ALC Oobdap C.IN.A. 3aaenge€:

O Wo npu supobHUUTEI Ljiei napTii npoayKTy Bigbynoca BigxuneHHa, i BoHo Byno ycyHyTO BignoBigHO A0 YMHHMUX
craHgapris AUC do6dap.

] soaHMX BiAXMNEHD, AKI MOXYTb BITMHYTM Ha BUMYCK NPOAYKTY

Kopg ynakoeku:: F10000100077,/10000001218/05

Im'a Ta nignuc ynosHoBaeHoi ocobu, AKKIA Aae NnpaBo Ha BUNYCK cepii, Ta AaTta NignNUcaHHA:

®abio Pomito
YnosHoBaxeHa ocoba
13 tpaeHsa, 2025 p., yac 9:32 am

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
1/1
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ACS DOBFAR

Sede Legale

VIALE RDDE TTA, 412 - 20067 TRIBLANO (MI) - ITALY
Sede Ammumstrativa

Viale Colleom. 25 - Palazro Pegaso Ingresso 3

20864 Agrate Bnanza (MB) - ITALY

www acsdobfar it - ammumstraziona@pec acsdobfar it

Tel 02 90693 1- Fax 02 9064566

Manufactured by. ACS Dobfar S P A Via Laurentina Km 24,730 00071 Pomena

CEPTU®IKAT AHANI3Y

MpoaykT LEDIKCMM-BICTA, Tabnetku, BkpuTi nniskosoto ob6onoHkoto, no 400 mr; no 5 Tabnetok y
6nicTepi, no 2 6nictepn y Kopobui

Cepis Ne: 25101160

[ata supobHuuTBa: BepezeHs, 2025 MaTepian : F10000100077

TepMmiH npupatHocTi:  Bepezens, 2027 Po3amip cepii: 9300 ynakoBoK

Tectn Cne iKaLji Oaunuui Pesynbtatn wﬁ

BUMipIHOBaHHA

30BHIWHIKA BUrNAL, MNpopaoerysaTi TabneTKW, BKPUTI NNiBKOBOD Bianoeinae

obonoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3

obox bokie i TMcHeHHAM F 3 ogHoro Goky Ta P1 3

iHWoro.
Onuc Bignosigae/He signosipae Bianogigae MeToa: PCQ 01.03.52
OaHOopIAHICTE MacK Bignosigae €®/He signosigae Bianosigae E® MeToa: PCQ 01.03.52
Po3napgaHHA <=30 XB 2 MeToa: PCQ 01.03.52
BmicT Bonoru (KP) <=10,0 % 7,3 MeToa: PCQ 01.03.52
|aeHTUdiKauia BEPX Bignosigae BM/He signosigae Bianogigae BM MeToa: PCQ 01.03.52
KinbKicHe BUM3HaveHHA (Big 95,0 -105,0 % sig saseneroro  101,5 MeToa: PCQ 01.03.52
3aAB/EHOro)
OpHopigHICTE Jo30BaHMX oaMHMUL  Bignosigae E®/He signosigae Bianosigae E® MeToa: PCQ 01.03.52
(€D 2.9.40)
PozunHeHHs (15x8) >=80 % 100 MeToa: PCQ 01.03.52
CynyTHi AOMILLKA: MeToa: PCQ 01.03.52
- Aomiwka A Eepon. Papm. <=0,5 % 0,2 MeToa: PCQ 01.03.52
- AomiwKa B Eepon. Papm. <=0,5 % 01 MeToa: PCQ 01.03.52
- Aomiwka C Espon. Papm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- AomiwkKa D Eepon. @apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- Aomiwka E Eepon. Papm. <=0,5 % 01 MeToa: PCQ 01.03.52
- Aomiwka F Eepon. ®apm. <=0,5 % 0,0 MeToa: PCQ 01.03.52
- byab-AKa HeBigoMa JOMIlLKa <=0,2 % 0,0 MeTog: PCQ 01.03.52
- CyMa [OMILLOK <=3,0 % 0,5 MeTtopg: PCQ 01.03.52
MikpobionoriyHa yicToTa: MeToa: PCQ 01.05.19
3aranbHa KinoKicTb aepobHMX <=1000 TecT He BUKOHYBABCA MeTtoa: PCQ 01.05.19
MiKpoopraHiamie
3aranbHa KinbKictb rpubis <=100 TecT He BUKoHyBaeca  Metog: PCQ 01.05.19
Escherichia coli BigcyTtHa/MpucyTHA TecT He BUKOHyBaecAa  Metog: PCQ 01.05.19

ALUC fo6¢ap C.MN.A.,

Bia.fNlaypeHTiHa Km 24,730 00071 NMomewujia,Pum (ITanis)

®abio Pomito

YnosHoeaxeHa ocoba

mgnuc / 13/05/2025

Lia cepia byna BurotosneHa, ynakosaHa Ta NnpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.
EminiaHo bepri

[ata gpyKy 13 TpaeHs, 2025 p.,4ac 9:31am

HagpyKkosaHo ®abio Pomito

3acTynHWMK Hava/ibHUKa Bigainy KOHTP OO AKOCTI

12 tpaeHAa, 2025 p., 4ac 10:05 am

SATBEPXEHO

Llel AOKYMEHT Ma€ efIeKTPOHHMIA Nignuc

1/1
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ACS DOBFAR

Sede Leiall;: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo Ple_?aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Product Description:
CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in blister, 2 blisters in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100077 /25101160

Importing Country: UKRAINE

Manufacturing Date: March, 2025

Expiry Date: March, 2027

Released Qty: 9.300 PCK

Results of analysis: See the attached certificate of analysis released on May 12th, 2025

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia, Rome (ltaly)

Number of manufacturing license/certificate of GMP Compliance: AM34/2024

Certification statement:

"Acs Dobfar S.p.A,, located in Pomezia - Via Laurentina km 24.730 -00071 Roma (ltaly), responsible for
Production, Control and Release of the finished product according with the current Manufacturing

Authorization reported in the present certificate. Acs Dobfar S.p.A., hereby certify that these information

are 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 Authorization of the importing country
(Reference MA UA/19614/01/01).The batch processing, packaging/labelling and analysis records were reviewed
and found to be in compliance with GMP without any deviation impacting the quality and safety of the product.
Reference samples from the batch and completed records of the manufacture and testing have been retained and
copies would be available if required. The batch has been certified for release for sale by the undersigned

who is an authorized Qualified Person. The relevant API| batches used during the above mentioned production,
are reported in the present certificate.” Manufacturing Address according to the Ukrainian MA: V.LAURENTINA
km 24,730, POMEZIA (RM), 00071, ltaly

This document is signed electronically
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ACS DOBFAR

Sede Leiall;:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Ammimstrativa:

Viale Colleomn, 25 - Palazzo PlgFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )
www.acsdobfar.it - amministrazione @pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Certificate of Conformance

Comments/Remarks:

Acs Dobfar S.pA. Declares

[] Thata deviation has occurred during manufacturing of this batch of product, and was managed in accordance with ACS
Dobfar Standard Operative

X That no deviations have occurred during manufacturing of this batch of product

Packaging code: F10000100077/10000001218/05
Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Fabio Romito

Qualified Person
May 13th, 2025 time 9:32 am

This document is signed electronically
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ACS DOBFAR

Sede Lei%e:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pc%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

CERTIFICATE OF ANALYSIS

Product: CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli
ster, 2 blisters in packs
Batch number: 25101160 Material: F10000100077
Manufacturing date: March, 2025 Batch size: 9.300 PCK
Expiry date: March, 2027
ANALYTICAL METHOD,
Appearance of packaging White, oblong, film-coated tablets with Complies

a break line on both sides and embossed
F on one side and P1

Appearance Complies / Not Complies Complies

Method: PCQ 01.03.52
Uniformity of mass Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Disintegration <=30 min. 2

Method: PCQ 01.03.52
Moisture (KF) <= 10,0 % 13

Method: PCQ 01.03.52
HPLC Identification Complies to WS/Not Complies Complies to WS

Method: PCQ 01.03.52
Assay (Label Claim) 95,0 - 105,0 % OfLab  101,5

Method: PCQ 01.03.52
Uniformity Dosage Units (EP 2.9.40) Complies to EP/Not Complies Complies To EP

Method: PCQ 01.03.52
Dissolution within |5 minutes >=80 % 100

Method: PCQ 01.03.52
Related Substances: : - -

Method: PCQ 01.03.52

Known impurity A <=0,5 % 0,2

Method: PCQ 01.03.52
Known impurity B <=0,5 % 0,1

Method: PCQ 01.03.52
Known impurity C <=0,5 % 0,0

Method: PCQ 01.03.52
Known impurity D <=0,5 % 0,0

This batch has been manufactured, packed and tested under current cGMP conditions

Emiliano Berti

Quality Control Deputy Manager
Print Date May 13th, 2025 time 9:31 am May 12th, 2025 time 10:05 am
Printed by Fabio Romito APPROVED

Pag. 1/2
This document is signed electronically
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ACS DOBFAR
Sede Le

ale:
VIALE iDDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa;

Viale Colleoni, 25 - Palazzo ]‘e%aso Ingresso 3
ITALY

20864 Agrate Brianza (MB) -

www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566
Manufactured by: ACS Dobfar S.P.A. Via Laurentina Km 24,730 00071 Pomezia

Product:

CERTIFICATE OF ANALYSIS

CEFIXIME-VISTA, film-coated tablets 400 mg; 5 tablets in bli

ster, 2 blisters in packs

Batch number: 25101160 Material: F10000100077
Manufacturing date: March, 2025 Batch size: 9.300 PCK
Expiry date: March, 2027

ANALYTICAL METHOD
TESTS SPECIFICATIONS 1 RESULTS REFERENCES

Method: PCQ 01.03.52
Known impurity E <=1,5 % 0,1

Method: PCQ 01.03.52
Known impurity F <=0,5 % 0,0

Method: PCQ 01.03.52
Individual Unknown Impurity <=(,2 % 0,0

Method: PCQ 01.03.52
Total impurities <=30 % 0,5

Method: PCQ 01.03.52
Microbial contamination: - 5

Method: PCQ 01.05.19
Total viable aerobic count <= 1000 Skip test
Fungi count <= 100 Skip test

Bl PlzsaNG K,m’-‘ssw

il H’;/—>
/(3/05/.19 29

ACS l_)ob rS.p.A, PLANT 10
Via Laurentina 24.730 - 00071 Pomeria (RM?
Dr. Fabio Romito
Qualified Person

This batch has been manufactured, packed and tested under current ¢cGMP conditions

Emiliano Berti

Quality Control Deputy Manager
May [2th, 2025 time 10:05 am
APPROVED

Print Date May 13th, 2025 time 9:31 am
Printed by Fabio Romito

Pag.2/2
This document is signed electronically
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