JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BIICHOBOK
NpO SIKICTh BBE€3€HOI0 B YKpaiHy JIIKapChbKOIo 3aco0y

01.01.2024 Ne 161/24/26

ABITA3HUM

(maiiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM OCBiTISHHM)
MOPOIIOK /1JIsl po3unHY iH'ekmiii mo 1 r; mo 10 ¢.1akoHIB B KapTOHHIl KopooIIi

(opma BIITYyCKY, 103yBaHHS, BILI IAKYBAHHA JTIKapCEKOIO 3aco0y)
Howmep peectpaniitroro mocsigaerrs UA/18808/01/01 crpok mii peectpamiiiroro mocsiguerns 28.06.2026
Cepis mikapcekoro 3acoby Ne 23J04683 KinbkicTs BBe3eHOTO Iikapcbkoro 3acoby 2000

Bupo6Hik AIIC IOB®AP C.ILA, Itams

(HaiiMeHyBaHHS BIIPOOHIIKA TiKAapCEKOTO 3ac00y, KpaiHa ITOX0DKeHH:)

Beeseno B YkpaiHy ToBapucTBo 3 06Me:keHOI0 BimnoBinanabHicTIO "BYCT ®APMA",
izenT. xox: 44107410

(maiiMeHyBaHHA Ta KoJ 3a €IPIIOV ropmamrdHoi ocodn abo mpizpimie, iM'sa, o 6aTEKOBI (izIraHOL
ocoDM - MiMpHeMITs, il MicIle IPOKIIBAHHSA Ta peecTpalliiiHiii Homep 00IiKOBOI KapTKI IUIATHIIKA
TOJATKIiB abo cepisd Ta HOMep IacIopTa)

IIpotokoa Bisyatsroro kontpoaio Bix 01.01.2024 N 4211/13.

3a pesynpTaTaMH JIepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKAapchKHil 3acid BBeseHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOAABCTBA MO0 3a0e3MeUeHHS AKOCTI TiKapChKIX 3ac00iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mmocazioBa ocoda oprafy JiepKaBHOT'O KOHTPOIIO) (minmic) (igimiam1 Ta mpi3BIIIEe)

ML.IL



ACS DOBFAR

Sede Lepale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www acsdobfar 1t - ammmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar Sp A - Nucleo ndustriale 3 Afto 5 Nicold a Tordino (TE)
Cepmmdikar BignosigHocTi

HalimeHyBaHHA NPOAYKTY:
ABITASUM 1T, nopolloK oA PO3YMHY ANA iH'eKUiN y ¢pnaKoHi

Cwna gii/aKTMBHICTb:
1 pnakoH micTuTb LedTasnaumy neHTarigparty 1,164 r, WwWo eksiBaneHTHO uedTasnammy 1 r

Nikapcbka popma:
CTEPUNBHWIA NOPOLLIOK

Posmipu ynakoBKkM Ta TUN:
10 ¢nakoHiB y KapTOHHI Kopobui

Kopg rotoBoro npoayKty KomnaHii ACS Dobfar / Homep cepii: F1001699 / 23)04683
Kpaina-imnoptep: YKPAIHA

Homep peecTpauiiiHoro noceigueHHA nikapcbKoro sacoby: UA/18808/01/01

[arta eurotoeneHHa: CiveHb 2023

TepmiH npugatHocri: CiveHb 2026

KinbKicTb BMnyweHnx oguHmub: 4138 ynakosoK

PesynbTaTu aHanisy: [ins. AodaHuin cepTudikaTt aHanisy, sugaHunii 10 xosTHA 2023 p.

[aHi npo cupoeuHy/NpomixKHMIA maTepian:
Cepia: 23J01031 Kog: F3000519

HasBea Ta agpeca micua BUroToB/IeHHA, NaKyBaHHA, KOHTPOJIO AKOCTi Ta BUMYCKY NapTii rOTOBOro NpogyKTy:
ALLC No6dap C.N.A. - Hykneo IHaycTpiane C Atto C. Hikono'a TopaiHo (TE)

Homep niueHsii Ha BUpo6HMYTBO/ CepTudikaT BignosigHocTi GMP: AM-101/2022 - IT/129/H/2022

3aAsa npo cepTudikauito

Lnm 1 3acsigyyro, WO BKa3aHa BULWe iHGOopMaLlisf € AOCTOBIPHOK i To4HOW. Lia cepis npoaykty Byna supobneHa, BKAKOYaOUM
YNaKoBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BWLE3ragaHux ob'eKTax y MoBHIiM BianosigHocTi go Bumor GMP €C Ta
cneundikalin, 3a3Ha4YeHUX Yy peecTpauiMHOMY MOCBIAYEHHI MiCLLEBOro pery/ar4oro opraHy KpaiHu-imnopTepa. Cepia He
MiCTUTb NPOAYKTIB, OTPUMAHMX i3 TBAPMHHMUX YU KNITUHHUX KyAbTyp. 3anucu npo obpobKy cepii, ynakoBKy Ta aHanis bynu
nepesipeHi Ta BU3HaHI BigNoBiAHMMUK BUMOram GMP EC. Yci BigxuMneHHs, AKWO BOHU BUABNeHi, Bynn nepesipeHi, a cepito
CXBa/leHO Ta BUMYLLEHO YNOBHOBaXeHO 0cobolo.

KomeHTapi / 3ayBaxeHHs:

Mia 4ac BUroToBAeHHA, NAaKyBaHHA Ta TECTYBaHHA Liel napTii 6yno:

B4 BiacyTHICTb ce pAO3HUX/KPUTUYHMX BiAXWNEHD, AKI MOMYTb BIUIMHYTM Ha BUMYCK NPoOyKLil
[ OcHOBHI/KPUTUYHI BiAXMNEHHS, AKI MOMYTb BIJIMHYTH HA BUMYCK NPOAYKL;i

[0 fopaTtkosa BiANOBIAHA iHPOPMALA, AKLLO BOHA 3aCTOCOBHA, LOAO AKOCTI NapTil A0AAETLCA

MpumiTKK:
ALC JOB®AP C.M.A. - HYKNEO IHAYCTPIAJME C ATTO (NNOK. C. HIKONO'A TOPAIHO), 64100 TEPAMO (TE), ITANIA

Im's Ta nignuc ynosHoBa)KeHoi ocobu, AKa YNOBHOBAXYE BUNYCK cepil, i gaTa nignucy:
MaprTiHa MapHaH30He,

YnosHoBaeHa ocoba
19 »oBTHA 2023 poKky 0 4:06 nm

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc



ACS DOBUAR S.p.a.

Sede Legale

Viale Addelta, 4712 - 20067 Tribiano (MI) - ITALY

Sade Amminisirativa

Viale Colleani, 25 — Palazzo Pegazo Ingresso 3

20864 Agrete Brianza (ME) - ITALY

www.acsdoblar.it - amministrazionef@pec acsdobfar it

Tel 02 90663.1 — Fax 02 9064566 - Codice SDI. X46AXNR " . ) _ .
ACS5Dobtar Sp.A, (formerly Facta Farmaceutici SpA)  Manufactured in: ACS Doblfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTU®DIKAT AHANI3Y

MpoaykT: ABITA3MM 1T, nopolUoK AAa po3unHy ANA iH' €Ki y dnaKoHi

Cepin Ne: 23]04683

[Oara BupobHuuTBa: CiveHb 2023 Kog npoaykry: F1001699

TepmiH npuaaTHocTi: CiveHb 2026 Po3mip cepii: 4138 ynak.
Tectn Cneundikauii OpuHuui BUMiploBaHHA Pesyneratn
Onuc BI/IMA ABO B/1I40-*KOBTUIM NOPOLLIOK Bignosigae
laeHTndikauia KapboHatu MNozutneHwmia MNozwutneHwmiA
lnenTudikauin BEPX MozntneHMA MosutneHMiA
Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY) <=1 CycneHsia <1
MoravHaHHA (30BHILWHIN BUrNAL PO3UMHY) <=0,30 O4WHMUDB MOTAMHAHHA 0,08
pH 5,0-7,5 oauHuui pH 6,8
BrpaTa macu npu eucyllyBaHHi <=13,5 % 12,2
Bmict HaTpito kapboHaTy 8,0-10,0% % 9,4
Bmicr 95,0-105,0 % (Big 3aABneHoro) 100,5

CynpoBsigHi fAoMilKu: - i

CneuudikoBaHi 4OMILLKK:

- NenbTa-2-uedrasuaum (gomiwka A 3a Ph.Eur)  <=0,2 % AK uedTasnaum <L0Q(<0,05)
- pomiwka B 3a Ph.Eur. <=0,2 % Ak uedTazngrm <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTazngum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomiluKa <=0,10 % Ak uedTazngum 0,08

Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 36

JDomiwka F <=1000 ppm 231
MexaHiuHi BRAHOYEHHA: BUAMMi YaCTHU Bianosinae Bianosinae
Teepai yactmHku >= 10 mikpoH <=6000 YactuHok/dnakoH 109

Teepai 4acTUHKK >= 25 MiKpoH <=600 YactuHok/dnakoH 1

OgHop. ao3oeaHux og. — OgHopigH. BMmicTy <=15,0 % 3,9
UinicHicTb 3aKpUTTA KOHTeliHepa KinbkicTb ognHULpb 3 NpoHKMKHEHHAM BapBHWMKa 0

YnakoBKa Ta MapKyBaHHA Biognosigae Bignosigae
TecT Ha cTepuNbHIcTL Biognosigae Bignosigae
BakTtepianbHi eHgoTokennu (JTIA/1-Tect) <0,10 MO/ mr <0,10

TEPMIH NPMOATHOCTI PO3PAXYBAETbLCA BI4 AATU BUPOBHULTBA CTEPU/IbHOIO 3MILLYBAHHA, HE BI4 JATU HANOBHEHHA
®/IAKOHIB

MexaHi4Hi BK/IlOYeHHA: BUAMMI YacTku: "' MexaHiuHi BK/IKYeHHA: BU4MMI YacTKK'". Bignosigae BMMoram: NnpakTM4HO He MiCTUTb
BMAWMMX HacTOK

Teeppai yacTMHKK >= 10 miKpoH: 3abpyaHeHHA YacTKamu (HEBU,OUMi YaCTMHKHM): -HacTMHKK >= 10 MiKpoH

Teeppai YacTMHKK >= 25 MiKpoH: 3abpygHeHHA YacTKamu (HEBMAWMI YaCTMHKMK): -HacTMHKK >= 25 MIKpoH

OpHop. aosoBaHUX oA, — OgHOpiAH. BMicTY: OaHOPIAHICTE A030BaHMX OAMHHLL - OAHOPIAHICTE BMICTY.

Lla cepia byna BurotoBneHa, ynakosaHa Ta NnpoTecToBaHa BignosigHo Ao notouHnx sumor GMP.

[Kynia bapoHyenni

Jata apyKy 19 oBTHA, 2023 poky 0 4:16 nm JMpPEeKTOp 3 KOHTPOIO AKOCTI

HapgpykosaHo lMaTtpuuieto e banTicTic 10 »koBTHA, 2023 poky 0 2:04 nm
SATBEPOXEHO

Lla nikapcbka peyvoBuHa byna supobneHa BignosigHo go sumor GMP Crop. 1/1

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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ACSDOBFAR

Sede Legale: )

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

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. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

Certificate of Conformance

Product Description:
ABITAZIM 1 g, Powder for solution for injection in vial

Strenght/potency:
1 vial contains ceftazidime pentalaydrate1.164g which is equivalent to ceftazidime 1g

Dosage form:
sterile powder

Package size and type:
10 vials in carton box

ACS Dobfar Product code/Batch: F1001699 /23J04683

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/18808/01/01

Manufacturing Date: January, 2023

Expiry Date: January, 2026

Released Qty: 4.138 PCK

Results of analysis: See the attached certificate of analysis released on October 10th, 2023

Raw/intermediate material data:
Batch: 23J01031 Code: F3000519

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicol® a Tordino (TE)

Number of manufacturing license/certificate of GMP Compliance: AM-101/2022 - IT/129/H/2022

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch o f product has been
manufactured, including packaging/labelling and quality control at the abovementioned site(s) in full

compliance with the EU GMP requirements and with the specifications in the Marketing Authorization o f the
local Regulatory Authority o f the importing country. The batch does not contain any animal or cell culture

derived products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with EU GMP. A Il deviations if detected have been reviewed and the batch is approved and released
by the Qualified Person.

Comments/Remarks:

During the course of manufacturing, packaging and testing of this batch there were:
D] No major/critical deviations that may influence the release of the product

[] Major/critical deviations which may influence the release of the product

This document is signed electronically

1/2
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ACSDOBFAR

Sede Legale:

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

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. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

Certificate of Conformance

[] Additional relevant information, if applicable, regarding quality of batch is attached

Notes:

ACS DOBFAR S.P.A.- NUCLEO INDUSTRIALE S. ATTO (LOC. S. NICOLO’ ATORDINQ), 64100 TERAMO (TE), ITALY

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

Qualified Person
October 19th, 2023 time 4:06 pm

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE A%‘DDE'IT_A= 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa:

Viale Colleont, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

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

Tel 02 90693.1- Fax 02 9064566

lc\-ialiufactm‘ed by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino
TE

CERTIFICATE OF ANALYSIS

Material:

Batch size:

F1001699
4138 PCK

RESULTS

Product: ABITAZIM 1 g, Powder for solution for injection in vial
Batch number: 23704683

Manufacturing date: January, 2023

Expiry date: January, 2026

IESTS SPECTFICATIONS

Appearance A WHITE OR PALE YELLOW POWDER

Identification Carbonates
Identification HPLC

Clarity (Appearance of Solution)
Absorbance (Appearance of Solution)
pH

Loss On Drying

Sodium Carbonate Content

Assay

Related Substances:

Specified Impurities:

- Delta-2-Ceftazidime (Imp A Ph. Eur.)
-Imp B Ph Eur.

-Imp G Ph Eur.

-Any Unspecified Impurity

- Total Impurities

Reconstitution time

Impurity F

Particulate contamination: visible part.
Particulate Matter >= 10 micron
Particulate Matter >=25 micron
Uniform. of Dosage Unit-Content Uniform.
Container closure integrity

Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

Positive
Positive
<=1
<=0,30
50-75
=135
8,0-10,0
95,0 - 105,0
<=02
=02
<=02
<=10,10
=10
<=120
<= 1000
Complies
<= 6000
<= 600
<=15,0
Number of units with dye intrusion
Complies
Complies
<0,10

Suspension
Abs Units
pHUnit

%

0./0
%LabAM

%Ceftaz.
%oCeftaz.
%Ceftaz.
%oCeftaz.
0./0

]

ppm

part/vial

part/vial
%

EU/mg

Complies

Positive
Positive
<1

0,08

6.8

122

94
1003

<L0Q(<0,05)
<LOQ(< 0,05)
<LOQ(< 0,05)
0,08

0,1

36

231

Complies

109

1

39

0

Complies
Complies
<0,10

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

Print Date October 19th, 2023 time 4:16 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

October 10th, 2023 time 2:04 pm

APPROVED

This document is signed electronically
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ACSDOBFAR

Sede Lei%e: )

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

Viale Colleont, 25 - Palazzo Pegaso Ingresso 3

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

Tel 02 90693.1- Fax 02 9064566

lc\-ialiufactm‘ed by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino
TE

CERTIFICATE OF ANALYSIS

Product: ABITAZIM 1 g, Powder for solution for injection in vial

Batch number: 23704683

Manufacturing date: January, 2023 Material: F1001699
Expiry date: January, 2026 Batch size: 4.138 PCK

THE EXP.DATE IS CALCULATED FROM THE PROD.DATE OF STERILE BLENDING, NOT FROM THE VIALS FILLING DATE

Particulate contamination: visible part.: "Particulate contamination: visible particles”. Complies: essentially free from visible particles

Particulate Matter >= 10 micron: Particulate contamination (sub-visible Particles): -Particles >= 10 micron

Particulate Matter >= 25 micron: Particulate contamination (sub-visible Particles): -Particles >= 25 micron

Uniform. of Dosage Unit-Content Uniform.: Uniformity of Dosage Unit - Content Uniformity

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

Giulia Baronchelli

QC Director
Print Date October 19th, 2023 time 4:16 pm October 10th, 2023 time 2:04 pm
Printed by Patrizia De Baptistis APPROVED

Pag.2/2
This document is signed electronically
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AEPXXABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
Npo SIKiCTH BBe3eHOro B Y KpaiHy JiikapcbKoro 3aco0y

10.01.2024 Ne 756/24/26

ABITA3ZUM

(HafiMeHyBaHHs nikapchkoro 3acoBy 3riHo 3 peecTpauifHM NOCBIYEHHAM)
NOPOIIOK AJIsi po3uHHY iH'ekniii mo 1 r, no 1 a6o 10 dpaaxonis B KapToHHIii kopobui

((popma BHIYCKY, 103yBAHHS, BHI NAKyBAHHA NiKAPCHKOro 3aco0y)

Homep peecrpauiiinoro nocsinuenns UA/18808/01/01 crpox il peectpauiiinoro nocsinuenns 28.06.2026

Cepis nikapcekoro 3acoby Ne 23J04684 KinskicTs BBe3eHoro nikapcukoro 3aco6y 4000
BupoGHuk ALIC JIOB®AP C.IT.A., Itanis

(nafimeHyBaHHR BHpOOHKMKa NiKapchKoro 3acoly, KpaiHa NOXOMKEHHN)
Bee3eHo B Vkpainy TOBAPUCTBO 3 OBMEXXEHOIO BIAITIOBIIAJIBHICTIO

"BYCT ®APMA", inenT. xon: 44107410

(HaiiMenysanns Ta koj 3a €APTIOY opuauuHoi ocobu abo npizsuiie, imM'd, no GaTbkoBi QisHunoT
0co6H - nignpuemus, ii Micue NpoknBaHHA Ta peccTpauiiinuii Homep 061ikOBOT KAPTKH MIATHHKA
nojatkis abo cepia Ta HoMep nacnopra)

MpoTokon Bisyansuoro koutpomo siz 10.01.2024 Ne 47/15.

3a pesynabTaTaMM AEPXKABHOrO KOHTPOJIO BCTAHOBNEHO, WO JIIKAPCHKUF jaci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHAM BMMOT 3aKOHOJABCTBA LOAI0 3a6e3neyeH s AKOCTI AikapcbkuxAaghGis.

Muxkona XOJIOAEHKO

(nianuc) (iniuianu Ta npissyiue)




ACS DOBFAR

Sede Lepale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www acsdobfar 1t - ammmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar Sp A - Nucleo ndustriale 3 Afto 5 Nicold a Tordino (TE)
Cepmmdikar BignosigHocTi

HalimeHyBaHHA NPOAYKTY:
ABITASUM 1T, nopolloK oA PO3YMHY ANA iH'eKUiN y ¢pnaKoHi

Cwna gii/aKTMBHICTb:
1 pnakoH micTuTb LedTasnaumy neHTarigparty 1,164 r, WwWo eksiBaneHTHO uedTasnammy 1 r

Nikapcbka popma:
CTEPUNBHWIA NOPOLLIOK

Posmipu ynakoBKkM Ta TUN:
10 ¢nakoHiB y KapTOHHI Kopobui

Kog rotoBoro npoayKTty KomnaHii ACS Dobfar / Homep cepii: F1001699 / 23104684
Kpaina-imnoptep: YKPAIHA

Homep peecTpauiiiHoro noceigueHHA nikapcbKoro sacoby: UA/18808/01/01

[arta eurotoeneHHa: CiveHb 2023

TepmiH npugatHocri: CiveHb 2026

KinbKicTb BMNywWweHnx oguHmub: 6051 ynakoBoK

PesynbTaTu aHanisy: [ins. AodaHuin cepTudikaTt aHanisy, sugaHunii 10 xosTHA 2023 p.

[aHi npo cupoeuHy/NpomixKHMIA maTepian:
Cepia: 23J01032 Kog: F3000519

HasBea Ta agpeca micua BUroToB/IeHHA, NaKyBaHHA, KOHTPOJIO AKOCTi Ta BUMYCKY NapTii rOTOBOro NpogyKTy:
ALLC No6dap C.N.A. - Hykneo IHaycTpiane C Atto C. Hikono'a TopaiHo (TE)

Homep niueHsii Ha BUpo6HMLYTBO/ CepTudikaT BignosigHocTi GMP: AM-101/2022 - IT/129/H/2022

3aAsa npo cepTudikauito

Lum fa 3acsigyyto, WO BKa3aHa BULLE iHPOpMaLLia € AOCTOBIPHOK | TOYHOK. LA cepia npoayKTy Byna BMpobaeHa, BK/IKOYAK4YN
YNaKoBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULLE3ragaHWX 06'eKTax y NoBHi BignosigHocTi 4o Bumor GMP EC Ta
cneundikalin, 3a3Ha4YeHUX y peecTpauiiHOMY NOCBIAYEHHI MiCLLEBOrO pery/k4Yoro opraHy KpaiHu-imnoptepa. Cepia He
MiCTUTb NMPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YW1 KNITUHHUX KyAbTyp. 3anucu npo o6 pobKy cepii, ynakoBKy Ta aHanis 6ynm
nepesipeHi Ta BU3HaHI BignosigHMmK Bumoram GMP EC. Yci BigxuneHHs, aKWO BOHW BUABAEHI, By nepesipeHi, a cepito
CXBa/leHO Ta BUMNYLLEHO YNOBHOBaXeHOW 0cobolo.

KomeHTapi / 3ayBaxeHHs:

Mia 4ac BUroToBAeHHA, NAaKyBaHHA Ta TECTyBaHHA Liel napTii 6yno:

B4 BiacyTHICTb ce pAO3HUX/KPUTUYHMX BiAXWNEHD, AKI MOMYTb BIUIMHYTM Ha BUMYCK Npoay KLl
[ OcHOBHI/KPUTUYHI BiAXMNEHHS, AKI MOMYTb BIJIMHYTH HA BUMYCK NPOAYKL;i

[0 fopaTtkosa BiANOBIAHA iHPOPMALA, AKLLO BOHA 3aCTOCOBHA, LOAO AKOCTI NapTil A0AAETLCA

MpumiTKK:
ALC JOB®AP C.M.A. - HYKNEO IHAYCTPIAJME C ATTO (NNOK. C. HIKONO'A TOPAIHO), 64100 TEPAMO (TE), ITANIA

Im's Ta nignuc ynosHoBa)KeHoi ocobu, AKa YNOBHOBAXYE BUNYCK cepil, i gaTa nignucy:
MaprTiHa MapHaH30He,

YnosHoBaeHa ocoba
19 »oBTHA 2023 poKky 0 4:08 nm

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc



ACS DOBUAR S.p.a.

Sede Legale

Viale Addelta, 4712 - 20067 Tribiano (MI) - ITALY

Sade Amminisirativa

Viale Colleani, 25 — Palazzo Pegazo Ingresso 3

20864 Agrete Brianza (ME) - ITALY

www.acsdoblar.it - amministrazionef@pec acsdobfar it

Tel 02 90663.1 — Fax 02 9064566 - Codice SDI. X46AXNR " . ) _ .
ACS5Dobtar Sp.A, (formerly Facta Farmaceutici SpA)  Manufactured in: ACS Doblfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTU®DIKAT AHANI3Y

MpoaykT: ABITA3MM 1T, nopolUoK AAa po3unHy ANA iH' €Ki y dnaKoHi

Cepin Ne: 23)04684

[Oara BupobHuuTBa: CiveHb 2023 Kog npoaykry: F1001699

TepmiH npuaaTHocTi: CiveHb 2026 Po3mip cepii: 6051 ynak.
Tectn Cneundikauii OpuHuui BUMiploBaHHA Pesyneratn
Onuc BI/IMA ABO B/1I40-*KOBTUIM NOPOLLIOK Bignosigae
laeHTndikauia KapboHatu MNozutneHwmin MNozwutneHwmiA
laenTndikauia BEPX MNozutneBHMIA MNozuTBHMIA
Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY) <=1 CycneHsia <1
MoravHaHHA (30BHILWHIN BUrNAL PO3UMHY) <=0,30 O4WHMUDB MOTAMHAHHA 0,09
pH 5,0-7,5 oauHuui pH 6,7
BrpaTa macu npu eucyllyBaHHi <=13,5 % 12,9
Bmict HaTpito kapboHaTy 8,0-10,0% % 9,6
Bmict 95,0-105,0 % (Big 3ansneHoro) 100,9

CynpoBsigHi fAomilKu: = i

CneuudikoBaHi AOMILLKK: = _

- Qenbta-2-uedrasngum (gomiwka A 3aPh.Eur.) <=0,2 % AK uedTasnaum <L0Q(<0,05)
- pomiwka B 3a Ph.Eur. <=0,2 % Ak uedTazngum <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasngum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomiluKa <=0,10 % Ak uedTasngum 0,08

Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 37

Oomiwka F <=1000 ppm 236
MexaHiuHi BKNOYEHHA: BUOM Mi YaCTKK Biognosigae Bionosigae
Teepai yactmHkn >= 10 mikpoH <=6000 YactuHok/dnakoH 29

Teepai 4acTUHKK >= 25 MiKpoH <=600 YactuHok/dnakoH 0

OpgHop. go3oBaHux og. — OgHopigH. BMmicTy <=15,0 % 1,9
UinicHicTb 3aKpUTTA KOHTelHepa KinbkicTb ognHULB 3 NpoHUKHEHHAM BapBHWKa 0

YnakoBKa Ta MapKyBaHHA Biognosigae Bignosigae
TecT Ha cTepuNbHIcTL Biognosigae Bignosigae
BakTtepianbHi eHgoTokennu (JTIA/1-Tect) <0,10 MO/ mr <0,10

TEPMIH NPMOATHOCTI PO3PAXYBAETbLCA BI4 AATU BUPOBHULTBA CTEPU/IbHOIO 3MILLYBAHHA, HE BI4 JATU HANOBHEHHA
®/IAKOHIB

MexaHi4Hi BK/IlOYeHHA: BUAMMI YacTku: "' MexaHiuHi BK/IKYeHHA: BU4MMI YacTKK'". Bignosigae BMMoram: NnpakTM4HO He MiCTUTb
BMAWMMX HacTOK

Teeppai yacTMHKK >= 10 miKpoH: 3abpyaHeHHA YacTKamu (HEBU,OUMi YaCTMHKHM): -HacTMHKK >= 10 MiKpoH

Teeppai YacTMHKK >= 25 MiKpoH: 3abpygHeHHA YacTKamu (HEBMAWMI YaCTMHKMK): -HacTMHKK >= 25 MIKpoH

OpHop. aosoBaHUX oA, — OgHOpiAH. BMicTY: OaHOPIAHICTE A030BaHMX OAMHHLL - OAHOPIAHICTE BMICTY.

Lla cepia byna BurotoBneHa, ynakosaHa Ta NnpoTecToBaHa BignosigHo Ao notouHnx sumor GMP.

[Kynia bapoHyenni

Jata apyKy 19 oBTHA, 2023 poky 0 4:17 nm JMpPEeKTOp 3 KOHTPOIO AKOCTI

HapgpykosaHo lMaTtpuuieto e banTicTic 10 »koBTHA, 2023 poky 0 2:03 nm
SATBEPOXEHO

Lla nikapcbka peyvoBuHa byna supobneHa BignosigHo go sumor GMP Crop. 1/1

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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ACSDOBFAR

Sede Legale: )

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

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. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

Certificate of Conformance

Product Description:
ABITAZIM 1 g, Powder for solution for injection in vial

Strenght/potency:
1 vial contains ceftazidime pentalaydrate1.164g which is equivalent to ceftazidime 1g

Dosage form:
sterile powder

Package size and type:
10 vials in carton box

ACS Dobfar Product code/Batch: F1001699 /23J04684

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/18808/01/01

Manufacturing Date: January, 2023

Expiry Date: January, 2026

Released Qty: 6.051 PCK

Results of analysis: See the attached certificate of analysis released on October 10th, 2023

Raw/intermediate material data:
Batch: 23J01032 Code: F3000519

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicol® a Tordino (TE)

Number of manufacturing license/certificate of GMP Compliance: AM-101/2022 - IT/129/H/2022

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch o f product has been
manufactured, including packaging/labelling and quality control at the abovementioned site(s) in full

compliance with the EU GMP requirements and with the specifications in the Marketing Authorization o f the
local Regulatory Authority o f the importing country. The batch does not contain any animal or cell culture

derived products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with EU GMP. A Il deviations if detected have been reviewed and the batch is approved and released
by the Qualified Person.

Comments/Remarks:

During the course of manufacturing, packaging and testing of this batch there were:
D] No major/critical deviations that may influence the release of the product

[] Major/critical deviations which may influence the release of the product

This document is signed electronically
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ACSDOBFAR

Sede Legale:

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

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. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

Certificate of Conformance

[] Additional relevant information, if applicable, regarding quality of batch is attached

Notes:

ACS DOBFAR S.P.A.- NUCLEO INDUSTRIALE S. ATTO (LOC. S. NICOLO’ ATORDINQ), 64100 TERAMO (TE), ITALY

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

Qualified Person
October 19th, 2023 time 4:08 pm

This document is signed electronically
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ACS DOBFAR
Sede Le;

ale:
VIALE A%‘DDE'IT_A= 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa:

Viale Colleont, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

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

Tel 02 90693.1- Fax 02 9064566

lc\-ialiufactm‘ed by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino
TE

CERTIFICATE OF ANALYSIS

Material:

Batch size:

F1001699
6.051 PCK

RESULTS

Product: ABITAZIM 1 g, Powder for solution for injection in vial
Batch number: 23704684

Manufacturing date: January, 2023

Expiry date: January, 2026

IESTS SPECTFICATIONS

Appearance A WHITE OR PALE YELLOW POWDER

Identification Carbonates
Identification HPLC

Clarity (Appearance of Solution)
Absorbance (Appearance of Solution)
pH

Loss On Drying

Sodium Carbonate Content

Assay

Related Substances:

Specified Impurities:

- Delta-2-Ceftazidime (Imp A Ph. Eur.)
-Imp B Ph Eur.

-Imp G Ph Eur.

-Any Unspecified Impurity

- Total Impurities

Reconstitution time

Impurity F

Particulate contamination: visible part.
Particulate Matter >= 10 micron
Particulate Matter >=25 micron
Uniform. of Dosage Unit-Content Uniform.
Container closure integrity

Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

Positive
Positive
<=1
<=0,30
50-75
=135
8,0-10,0
95,0 - 105,0
<=02
=02
<=02
<=10,10
=10
<=120
<= 1000
Complies
<= 6000
<= 600
<=15,0
Number of units with dye intrusion
Complies
Complies
<0,10

Suspension
Abs Units
pHUnit

%

0./0
%LabAM

%Ceftaz.
%oCeftaz.
%Ceftaz.
%oCeftaz.
0./0

]

ppm

part/vial

part/vial
%

EU/mg

Complies

Positive
Positive
<1

0,09

6.7

12,9

96
100,9

<L0Q(<0,05)
<LOQ(< 0,05)
<LOQ(< 0,05)
0,08

0,1

37

236

Complies

29

0

1,9

0

Complies
Complies
<0,10

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

Print Date October 19th, 2023 time 4:17 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

October 10th, 2023 time 2:03 pm

APPROVED

This document is signed electronically
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ACSDOBFAR

Sede Lei%e: )

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

Viale Colleont, 25 - Palazzo Pegaso Ingresso 3

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

Tel 02 90693.1- Fax 02 9064566

lc\-ialiufactm‘ed by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino
TE

CERTIFICATE OF ANALYSIS

Product: ABITAZIM 1 g, Powder for solution for injection in vial

Batch number: 23704684

Manufacturing date: January, 2023 Material: F1001699
Expiry date: January, 2026 Batch size: 6.051 PCK

THE EXP.DATE IS CALCULATED FROM THE PROD.DATE OF STERILE BLENDING, NOT FROM THE VIALS FILLING DATE

Particulate contamination: visible part.: "Particulate contamination: visible particles”. Complies: essentially free from visible particles

Particulate Matter >= 10 micron: Particulate contamination (sub-visible Particles): -Particles >= 10 micron

Particulate Matter >= 25 micron: Particulate contamination (sub-visible Particles): -Particles >= 25 micron

Uniform. of Dosage Unit-Content Uniform.: Uniformity of Dosage Unit - Content Uniformity

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

Giulia Baronchelli

QC Director
Print Date October 19th, 2023 time 4:17 pm October 10th, 2023 time 2:03 pm
Printed by Patrizia De Baptistis APPROVED

Pag.2/2
This document is signed electronically
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