JIEPXJIIKCJIY)XXBA YKPATHU
JNEP)KABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHUEBI

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

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JiikapcbKoro 3aco0y
20.11.2024 Ne 61436/24/26
TPUKCLJIIOP

(naliMenyBaHiis nikapchkoro 3acoBy 3riHo 3 peecTpauifHAM MOCBIAMEHHAM)
TabJeTKH, BKpUTI maiBkoBoio 06oa0uko00 1no 400 mr no S rabaerox y 6aicrepi; -no 2
Ouricrepu B KapTOHHII KopoOui

(thopma BUNyCKy, 103yBaHHA, BUI NaKyBaHHs Nikapcbkoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/20257/01/01 crpoxk nii peectpauiiinoro nocsinuenns 22.07.2029
Cepisn nikapcbkoro 3acoby Ne 24103056 KinbkicTb BBe3eHoro nikapcskoro 3acoby 9240

Bupo6Huk ALIC IOBDAP C.IT1.A., ITanis

(HaliMeHyBaHHs BUpOGHHMKa NikapchKkoro 3acofy, KpaiHa NOXOMKEHHS)

Bseseno B Ykpaihy TosapucTso 3 odomMexxkenoio Bianosizaasuictio "BYCT ®APMA",
inent. kon: 44107410

(Haiimenysannsa Ta koa 3a €JIPTIOY iopuautHoi ocobu abo npissuie, iM's, no 6arbkosi
diznunoi ocobu - nianpuemus, ii MicLie NPOXKUBaHHA Ta peecTpauifinuil Homep obnikosol
KapTKH MJIaTH1Ka noaarkis abo cepis Ta HOMEp nacnopra)

IMpoTtokoa Bisyanbroro kontpomo sin 20.11.2024 Nz 3998/1.

3a pesy/nbTaTaMd OEpKABHOrO KOHTPONO BCTAHOBEHO, 1O JIIKAPChK 3aci0 BBe3zeHo B VYkpaiHy 3

JAOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LLOAO 3abe3neyeHHs sKkocTi ni

bKHX 3aco0iB.

Muxkona XOJIOAEHKO

o) (nianwmc) (iniuianu Ta npizsuuie)

HavanbHuk COEIB TA kg
\L'*'}\l:‘ WHMM * :’f)‘ﬂe

(nocajiosa oco
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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:
TPUKCINTIOP, Tabnetku, BKpUTi NNiBKOBOIO 060/10HKO, Mo 400 mr; no 5 Tabnetok y bictepi;
no 2 6nictepu 8 Kopobui

Cuna gji/ AKTUBHIiCTb:
Uedikcum 400mr.

Nikapcbka ¢popma:
TabneTKU, BKPUTI NNiBKOBOIO 060NOHK OO

Kog npoaykty ALC Oo6dap /Cepia: F1L0000100341 / 24103056

KpaiHa-imnopTep: YKPATHA

[ata surotosneHHnA: BepeceHs, 2024

TepmiH npuaatHocTi: BepeceHs, 2026

KinbKictb BUNyweHux oguHuub: 9 240 ynakoBoK

Pesynbratv aHanisy: [lueuce gogaHuii ceptudikat aHaniay, BugaHuii 24 xoeTHa, 2024 p.

HazBa Ta agpeca Bupo6HULTBa, NaKyBaHHA, KOHTPOJIIO AKOCTI Ta MicLiA BUNYCKY cepiii:
ALC fobdap C.IN.A., Bia./laypeHTiHa Km 24,730 00071 Momeuia,Pum (ITania)

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

3aaBa npo ceptudikauito:

"AUC Oob6dap C.MN.A., po3TawoBaHa B lMomeuii - Bia JlaypeHTiHa, Km 24.730 - 00071 Pum (ITania), BianosigansHa 3a
BMPOBHMUTBO, KOHTPO/b | BUMYCK roTOBOI NPOAYKLIl BiANOBIAHO A0 YMHHOroO A03BONY Ha BUPOBHMULUTBO, 33a3HA4YEHOrO B
ubomy ceptudikarti. ALLC Jobdap C.M.A. uMm nigTBepAMye, WO US iHPOpPMALia € aBTEHTUYHOK Ta ToYHOow. LA cepis
npoAykTy 6yna BWroToB/iEHA, BKIKOYAKHYM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULE3rafdaHii AinaHui y
noBHi BignosigHocTi Ao swumor GMP (HanexHoi BMPOOHWMYOI NPaKTMKM) MICLEBOTO PEryN1ATOPHOrO OpraHy Ta
cneuundikauiii, 3a3HayeHWX y peecTpauifiHOMy AOCbe KpaiHU-imnopTepa (NocuNaHHA Ha PeecTpauilHe nocsigYyeHHA
UA/20257/01/01). 3anucm npo ob6pobKy cepii, NakyBaHHA/MapKyBaHHA Ta aHani3 6ynu nepesipeHi Ta BU3HaHI TaKUMM, WO
BignosigarTe Bumoram GMP 6e3 6yab-aKuX BiaxuneHb, AKi 6 BNIMHY M Ha aKicTb Ta 6e3neky NpoAyKTy. 3pasku uiei cepii
Ta NOBHi 3aNWcK Npo BUPOBHMUTBO Ta BUNpobyBaHHA 36epeKeHi, i ixHi Konii MmoxyTb ByTW HagaHi 32 HeobxigHocTi. Cepia
byna cepTudikoBaHa ANs BUMYCKY B npodaxk ocobor, fKa mignucana ueid OOKYMeHT i € YnosHoBaMeHow ocoboto.
BignosigHi cepii A®| (aKTMBHOro ¢apmaLeBTUHHOrO IHrpedieHTa/TiB), BUKOPWUCTaHI Mig, 4Yac BULLE3A3HAYEHOTO
BMPOBHMUTBA, 3a3HayYeHi B ubomy cepTudikati." Agpeca BupobHUUTBA 3rigHO 3 YKpaiHcekoro PI: BJIAYPEHTIHA 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
craHgapris AUC do6dap.

Xl soaHMX BigXMNEHb, AKI MOXYTb BIIMHYTM Ha BUNYCK MPOAYKTY

Kopg ynakoeku:: F10000100341/10000001218/03
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 1:53 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

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 KinbKictb rpubis
Escherichia coli

CEPTU®IKAT AHANI3Y

TPUKCINTIOP, Tabnetku, BKpUTi NAiBkosoo obonoHKoto, no 400 mr; no 5 Tabnetok y

6nicTepi, no 2 6nictepn y Kopobui
24103056

BepeceHs, 2024
BepeceHs, 2026

MaTepian :

Po3amip cepii:
Cne iKauii Oauntaul "_H"

BUMIipIOBaHHA

MNpopaoeryeati TabAeTHW, BKPUTI NNiBKOBOKO
ob6onoHKoto, Binoro Konbopy, 3 NiHieo po3nomy 3
o60x OoKiB i TUCHeHHAM F 3 ogHoro Goky Ta P13
iHWoro.
Bignosigae/He signosigac
Bignosigae E®/He signosigae

<=30 XB

<=10,0 %

Bignosigae BM/He signosigae

95,0-105,0 % Big 3a8BneHoro

Bignosigae E®/He signosigae

>=80 %
<=05 %
<=05 %
<=05 %
<=05 %
<=05 %
<=05 %
<=0,2 %
<=3,0 %
<= 1000

<= 100

BigcyTtHa/MpucyTHA

F10000100341
9 240 ynakoBKM

Pesynbratu

Bianosigae

Bianosigae
Bianogigae EP
2

6,9

Bianosigae BM
103,1

Bianoeigae EP

25

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

10

<10
BigcyTHa

AHaniTM4HUA MeTog
Mocunanua

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

MeTopa;:

MeTopn;:
MeTopn;:
MeTop;
MeTop;:
MeTon;:
MeTopa;:
MeTopn;:
MeTopa;
MeTopn;:
MeTopa,:
MeTopn;:
MeTon;:

MeTop;:
MeTopa;

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

[ata gpyky 01 nuctonaga 2024 p., 4ac 1:36 am
HagpykosaHo ApmaHao Movdiapo

EminiaHo bepri

3acTynNHWK Hava/ibHUKa BigAainy KOHTP OO AKOCTI
24 woeTHa 2024 p.vyac 11:17 am

3ATBEPOXKEHO

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
PCQ01.05.19

PCQ 01.05.19
PCQ 01.05.19

1/1



ACS DOBFAR

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

Viale Colleon, 25 - Palazzo Ple_Faso Ingresso 3

20864 Agrate Brianza (MB) - ITALY )

www acsdobfar 1t - ammunistrazione@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:
Trixilor Film-coated tablets 400mg; 5 tablets in blister, 2 blister in packs

Strenght/potency:
Cefixime 400mg.

Dosage form:
film-coated tablets

ACS Dobfar Product code/Batch: F10000100341 /24103056

Importing Country: UKRAINE

Manufacturing Date: September, 2024

Expiry Date: September, 2026

Released Qty: 9.240 PCK

Results of analysis: See the attached certificate of analysis released on October 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 (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/20257/01/01). 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
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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: F10000100341/10000001218/03

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 1:53 pm

This document is signed electronically
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ACS DOBFAR

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

tiva:

de Amministra
Viale Colleons, 25 - Palazzo Pﬁaso Ingresso 3
ALY

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

CERTIFICATE OF ANALYSIS

Trixilor Film-coated tablets 400mg; 5 tablets in blister, 2

Product:
Batch number:

Manufacturing date:
Expiry date:

IESTS
Appearance

Uniformity of mass
Dismtegration

Moisture (KF)

HPLC Identification

Assay (Label Claim)
Uniformuty Dosage Units (EP 2.9.40)
Dissolution within 15 minutes
Related Substances:

Known mmpurity A

Known mmpurity B

Known mmpunty C

Known impurity D

Known impurity E

blister in packs
24103056

September, 2024
September, 2026

SPECIFICATIONS
White, oblong, film-coated tablets with

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

Complies to EP/Not Complies

<=30

<=10,0

Complies to WS/Not Complies

95,0 - 105,0

Complies to EP/Not Complhes

>=80

<=05
<=05
<=05
<=05

<=0,5

Material: F10000100341
Batch size: 9.240 PCK
ANALYTICAL METHOD
I RESUILTS REFERENCES
Complies
Method: PCQ 01.03.52
Complies To EP
Method: PCQ 01.03.52
min. 2
Method: PCQ 01.03.52
% 6,9
Method: PCQ 01.03.52
Complies to WS
Method: PCQ 01.03.52
% OfLab 1031
Method: PCQ 01.03.52
Complies To EP
Method: PCQ 01.03.52
% 99
Method: PCQ 01.03.52
Method: PCQ 01.03.52
% 03
Method: PCQ 01.03.52
% 0,1
Method: PCQ 01.03.52
% 0,0
Method: PCQ 01.03.52
% 0,0
Method: PCQ 01.03.52
% 0,1

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

Print Date November 01th, 2024 time 1:56 pm

Printed by Armando Mocciaro

Emiliano Berti

Quality Control Deputy Manager
October 24th, 2024 time 11:17 am

APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Le%ge:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
egaso Ingresso 3

I%ALY -

Ammimstrativa:
Viale Colleons, 25 - Palazzo P
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:
Batch number:

Manufacturing date:
Expiry date:

IESTS

Known impurity F

Individual Unknown Impurity
Total impurities

Microbial contamination:
Total viable aerobic count
Fungi count

Escherichia coli

CERTIFICATE OF ANALYSIS

Trixilor Film-coated tablets 400mg; 5 tablets in blister, 2

blister in packs
24103056

September, 2024
September, 2026

<= 1000
<=100

Absent / Present

Material:

Batch size:

%

%

%

0,0

0,0

0,5

<10

Absent

F10000100341
9.240 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 01.05.19
Method: PCQ 01.05.19
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 1:56 pm

Printed by Armando Mocciaro

This document is signed electronically

Emiliano Berti

Quality Control Deputy Manager
October 24th, 2024 time 11:17 am

APPROVED
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