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
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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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