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AEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

21.12.2023 Ne 66674/23/26

HEDIKCHUM-BICTA

(HakMeHyBaHHS Nikapcukoro 3acoby 3riaHo 3 pecchauiﬁTi_uM MOCBIIYEHHAM)
TabNeTKH, BKPUTI IVIIBKOBOIO 000,10HKOI0, 10 400 Mr, 1o 5 Tabnerok y GJicrepi; mo 2
faicrepu B KApTOHHIN Kopooui

(dopma BHMYCKY, J103yBaHHA, BUJ NaKyBaHHA nikapc{xoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/19614/01/01 crpok aii peectpauitinoro nocsinuenns 16.08.2027

Cepis nikapcekoro 3aco6y Ne 23103174 KinbkicTb BBE3€HOrO Nikapcwkoro 3acoby 7339
BupoGHuK ALIC IOBDAP C.JLA., ITanis

(Haﬁmeuy;a{ﬂun BupoOHHKa NliKapCEKOro 3ac00y, KpaiHa NOXOIKEHHA)
Beesero B Yxpainy TOBAPHUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTHO

"BYCT ®APMA'", inenT. kon: 44107410

(naitMedysanns Ta kol 3a €[IPTIOY ropuan4Hoi ocobu abo npissuue, imM'a, no GaTbkoBi
(izuunoi ocobu - nianpuemus, ii Micue NpoXUBaHHA Ta peecTpauiiuuii Homep 006aikoBOT
KapTKH NAaTHHKa noaartkis abo cepis Ta HOMep rnacnopra)

IMpoTokoa Bisyansuoro kouTpomio sin 21.12.2023 Ne 4121/1.

3a pesy’abTaTaMM JEPXKABHOrO KOHTPOMIO BCTAHOBNEHO, IO fikapchkuit 3aciG BBeseHo B YkpaiHy 3

JAOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LIO/0 3a6€3neUeHHa AKOCTI NiKapebkux 3acobiB.

Muxona XOJIOIEHKO

(nocanoBa ocofa opraHy Aep»KaBHOI0 KOHTPOJIO) (nianuc) (iviuianu Ta npizBuuse)

Hauansuuk

M.IT.
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ACS DOBFAR

Sede Legale:

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

Wiale Colleom, 25 - Palazzo P'e%aso Ingresso 3

20864 Agrate Brianza (MB)

www. acsdobfar 1t - ammunistrazione(@pec acsdobfar 1t

Tel 02 90693 1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A_ - Nucleo Industriale S Atto S. Nicolo a Tordmo (TE)
Ceptudikar BignosigHocTi

HalimeHyBaHHA NPOAYKTY:
LUEDIKCUM-BICTA, TabneTku, BKpUTi NiBKOBOK 06010HKoW, Mo 400 mr; no 5 Tabnetok y 6aictepi;
no 2 Gnictepu B Kopobuj

Kop, npoaykTy ALIC Oobdap / Cepia: F10000100077 / 23103174

KpaiHa-imnoprep: YKPATHA

[ata BuroroBneHHa: J/incronag, 2023

TepmiH npupaTHocTi: luctonag, 2025

KinbKicTb BUNyLWeHUX oanHULDb: 7 339 yNaKOoBOK

Pe3ynbrati aHanisy: AMBMCb 4oOaHUI cepTudikaT aHanisy, Bugannia 04 rpyaHa, 2023 p.

Hasea Ta agpeca BUpobHMLTBA, NaKyBaHHA, KOHTPO/IO AKOCTI Ta MicLA BUNYCKY cepiii:
AUC fNobdap C.N.A., B.NlaypeHTiHa Km 24,730 00071 Momevia, Pum (ITanis)

Homep niueHsii Ha BupobHUuTBO / CepTudikar BignosigHocti GMP: aM 11/2020

3anBa npo ceptudikauiio:

ALC Oobdap C.M.A., wo posTawosaHa y Nomewii — Bia NaypeHnTiHa km 24.730 - 00071 Pum (ITanis), BignosigancHa
338 BMPOBHWUTBO, KOHTPO/b | BMMYCK roToBOI MpoAyKUil BiANOBIAHO OO0 YMHHOIO [03BOJMY Ha BUPOBHMUTEO,
3a3HayeHoro B ubomy ceptudikati. ALIC Jobdap C.M.A. umm 3aceiguye, wo ua iHbopmalia € AOCTOBIPHOW Ta
To4HoW. Ls napTia npoaykty 6yna BMroToB/eHa, BKAKYAKOUM MaKkyBaHHA Ta KOHTPO/b AKOCTI Ha BULLE3rafaHOMy
micui, y noBHiKM BignoeigHocTi fo Bumor GMP micueBoro perynatTopHoro opraHy Ta Ao cneuudikauiii y
peecTpauiiHoMy 0OCbE KpaiHU-iMNopTepa (MocunaHHA Ha PeecTpauiiiHe noceigueHHa UA/19614/01/01). 3anucu
npo obpobKky napTii, NakyBaHHA Ta aHani3 Byan nepesipeHi Ta BU3HaHI TakMmu, WO BianosiaaoTs GMP 6e3 6yab-
AKMX BiAXWNEHb, WO BN/AMBAIOTL Ha AKICTb | Besnexky nNpoayKTy. ApxXiBHI 3pasky 3 MapTii Ta MOBHI 3anMcK Mpo
BMpoBHMLUTBO Ta BUNpobyBaHHA Bynn 36epexeni, i konii ByayTe AocTynHi 3a noTpebu. MapTia 6yna cepTudikoBaHa
AR BUIMYCKY B MPOAAMK HMMYENiANMCcaHOo ynoBHOBaxeHow ocoboto. BignosigHi napTii API, AKi BUKOPUCTOBYIOTbHCA
nig Yyac BULLLEe3ragaHoro BUpobHULTBA, HaBedeHi B LbOMY cepTudikaTi.

KomeHTapi / 3ayBaxKeHHn:

AUC fobdap C.MN.A. 3anBnse:

O Wo npwn BMpobHUUTBI L€l napTii NnpoayKTy Bigbynoca BigxuaeHHs, i BoHo Byno ycyHyTO BiAMNOBIAHO A0 YMHHMX
crangapris AUC Job6dap.

MOAHWX BiAXWUEHb, AKI MOMYTb BNAMHYTU Ha BUMYCK NPOOYKTY

BigxuneHHa Homep:
Kop, ynakosku:: F10000100077/10000000555/00
Im'a Ta nignuc ynosHoBameHoi ocobu, AKMIA Aae NpaBo Ha BMNYCK cepii, Ta 4aTa NignucaHHA:

®abio PomiTto
YnoeHoeaxKeHa ocoba/ MeHeaxep Bigainy akocti
07 rpypHa 2023 p., yac 11:55. am

Lleit fLOoKyMEHT MaE eNeKTPOHHWIA Nignuc
1/1
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ACS DOBFAR
Sede Legale:

VIALE ADDETTA, 4712 - 20067 TRIBIAND (MI) - ITALY

Sede Amministrativa;

Vizle Collecni, 25 - Palarzo ?l:%z.:n Ingresso 3
ALY

2OREA Agrate Broanza (MBR) - |

wyww.acsdoblarit - amminisimzions@pec.acsdoblaril
G566

Tel. 02 %0653.1- Fax 02

Manufactured by: ACS Dobfar 5.p.A. - Hucheo Industriabe 5. Atto 5. Nicold o Toedimo (TE)

Mpoaykt

6nicTepi, no 2 baictepu y Kopobui
Cepis No: 23103174
Jata eMpobHULTBA: Nuctonag, 2023 Marepian :
Tepmid npuaatHocti:  Jluctonag, 2025 Po3mip cepii:

Tectun

30BHILWHIA BUrNAL,

Onuc

OpaHopigHicTe macu
PosnapaHHAa

Bmict Bonoru (K®)
laeHTudikauia BEPX
KinbricHe BM3Ha4eHHA (Big
3aABNEHOro)

OpaHopiAHICTE A030BaHNX OOUHULL

(E® 2.9.40)

Po3umHeHHA (15xB)

CynyTHi AOMILLIKK:

- foMmilKa A Espon. Papm.

- fomilka B Egpon. ®apm.

- pomiwka C Espon. ®apm.

- pomiwka D Eepon. ®apm.

- pomiwwka E €spon. Papm.

- pomiwka F Egpon. ®apm.

- byab-AKa HeBigoMa AOMILLKa
- CyMa AOMILLOK
MikpobionoriyHa ynucroTa:
3aranbHa KinbKicTb aepobHMx
MiKpoopraHismie

3aranbHa KinbKicTo rpubis
Escherichia coli

CEPTU®IKAT AHANIZY

Cneundikauji

Mpoposrysati TabneTkun, BKPUTI NNIBKOBOIO

obonoHKoto, 6inoro Kobopy, 3 NiHielo po3nomy 3
06ox 6okiB | TMCHEHHAM F 3 ogHoro 6oky Ta P1 3

iHWoro.

Bignoeigae/ He gignoeigae
Bianosigae E®/He Bignosinae
<=30

<=10,0

Bignoeinae BM/He sianosinae
95,0-105,0

Bianosinae E®/He Bignosigae

>=80

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

<=1000

<=100
BigcyTHa/ MpucyTHA

F10000100077
7 339 ynakoBKu
QE'",M'M PesynbTatn
BUMIpIOBaHHA
Bianosinae
Bianoeinae

XB

°/O

cycneHsia

% Big 3assneHoro

%

%
°/ o
%
0/ o
%
O/ o
%
O/ o

Bianosinae E®
4

7,5

Bianosinae BM
100,4

Bianosinae E®

106

0,3
0,1
0,0
0,1
0.2
0,0
0,1
1,0

He BMKOHyBaBcA

He BMKOHyBaBcA
He BMKOHyBaBcA

LLE®IKCMM-BICTA, TabneTku, BKpUTI niBkoeoto obonoHKoto, no 400 mr; no 5 Tabnetok y

AHaniTMuHUA meTon
Mocunanua

Metopa;
MeTtopa;
MeTopa;
MeTtopa;
MeTopa;
MeTtopa;

MeTtopa;

MeTtopa;
MeTopa;
MeTtopa;
MeTopa;
MeTtopa;
MeTopa;
MeTopa;
Metopa;
MeTtopa;
MeTopa;
MeTtopa;

Metopa;

Lia cepina 6yna BurotoBneHa, ynakosaHa Ta NnpoTecToBaHa BignoBigHo Ao notouHux sumor GMP.

Oata apyry 07 rpyaHa 2023 poky o 11:55 am

HagpykoeaHo ®abio Pomito

Lleit AOKYMEHT Ma€ eneKTPOoHHMI nignuc

EminiaHo bepri

PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52

PCQ 01.03.52

PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.03.52
PCQ 01.05.19

PCQ 01.05.19

3acTyNHWK HaYaNbHUKA BiAAINY KOHTPOO AKOCTI

04 rpyaHa 2023 p. yac 5:09 pm
3ATBEPOMEHO
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso 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 /23103174

Importing Country: UKRAINE

Manufacturing Date: November, 2023

Expiry Date: November, 2025

Released Qty: 7.339 PCK

Results of analysis: See the attached certificate of analysis released on December 04th, 2023

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.

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

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

Packaging code: F10000100077/10000000555/00

This document is signed electronically
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso 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

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

Fabio Romito
Qualified Person
December 07th, 2023 time 11:55 am

This document is signed electronically
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ACS DOBFAR

Sede Leiale:
VIALE
Sede Amministrativa:

DDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Viale Colleoni, 25 - Palazzo Pegaso 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

Product:
Batch number:

CERTIFICATE OF ANALYSIS

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

23103174

Manufacturing date: November, 2023 Material: F10000100077
Expiry date: November, 2025 Batch size: 7.339 PCK
ANALYTICAL METHOD
IESTS SPECTFICATIONS M RESULTS REFERENCES
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. 4 Method: PCQ 01.03.52
Moisture (KF) <=10,0 %o 7.5 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  100,4 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 % 106 Method: PCQ 01.03.52
Related Substances: - - Method: PCQ 01.03.52
Known impurity A <=05 % 0,3 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 <=05 % 0,1 Method: PCQ 01.03.52
Known impurity E <=0, % 0,2 Method: PCQ 01.03.52
Known impurity F <=0,5 % 0,0 Method: PCQ 01.03.52
Individual Unknown Impurity =02 % 0,1 Method: PCQ 01.03.52
Total impurities <=30 % 1,0 Method: PCQ 01.03.52
Microbial contamination: - - Method: PCQ 01.05.19
Total viable aerobic count <= 1000 Skip test

Fungi count <= 100 Skip test

Escherichia coli Absent / Present Skip test Method: PCQ 01.05.19
This batch has been manufactured, packed and tested under current cGMP conditions

Emiliano Berti
Quality Control Deputy Manager
Print Date December 07th, 2023 time 11:55 am December 04th, 2023 time 5:09 pm
Printed by Fabio Romito APPROVED
Pag. 1/1
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