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ACS DOBFAR

Sede Legale

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Bnianza (MB) - TTAL

www acsdobfar it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S p. A - Nucleo Industriale 5. Atto 5. Nicolé a Tordino (TE)
Ceptudikar BignosigHocCTi

HalimeHyBaHHA NPOAYKTY:
LEDTASUOAMM-BICTA NnopoLIOK AN1A PO34UMHY AN iH'ekuinno 1 r

Cuna aii/akTMBHICTDb:
1 dnakoH mictuTe uedTasmaumy nenTarigpaty 1,164 r, wo eksisaneHTHo uedrasngumy 1r

NikapcbKa popma:
CTEPUNbLHMIA NOPOLLIOK

Po3mMipu yNnakoBKM Ta TMN:
10 ¢nakoHiB y KapTOHHIN Kopobui

Kopg rotosoro npoaykty komnanii ACS Dobfar / Homep cepii: F1001592 / 23]04682
Kpaina-imnoptep: YKPAIHA

Homep peecTpauiiiHoro nacsiguenHs nikapcokoro 3acoby: UA/18227/01/01

Oara surotosneHHn: CiyeHs 2023

Tepmin npugatHocri: CiveHb 2026

KinbKicTb BUNyweHux oaumHMuyb: 4920 ynakoBOK

Pe3zynbTtath aHanisy: [lue. aoaaHui cepTudikat aHanisy, suaaHuii 05 oetHa 2023 p.

OaHi npo cMpoBUHY/NPOMiKHKMI maTepian:
Cepin: 23)01031 Koa: F3000519

Hassa ta agpeca Micqﬂ BHUIFrOTOBNEHHA, naKyBaHHH, KOHTpPOAN AKOCTI Ta BUNYCKY napﬁ‘f roToBoro NpoaykTy:
ALC Oo6dap C.M.A. - Hykneo IHaycTpiane C Atro C. Hikono'a TopaiHo (TE)

Homep niueHsii Ha BupobHuyTBo/ CepTudikar signosigHocti GMP: AM-101/2022 - 1T/129/H/2022

3anaBsa npo ceptudikayiro

Llmm A 3acsigyyto, WO BKa3aHa Bue iHpopmaLia € 40CTOBIPHOK | TO4HOW. LUa cepia npoaykty Byna BupobneHa, BKAHa4m
ynakoBKy/MapKyBaHHA Ta KOHTPOAb AKOCTI, Ha Buwe3sranaHux ob'ekTax y nosHilt BignosigHocti Ao sumor GMP EC Ta
cneumdikaLii, 3a3Ha4eHUX Yy PEECTPaLiMHOMY NOCBIAYEHHI MICLLEBOrO perynlo4oro opraHy KpaiHu-imnoptepa. Cepis He
MICTUTE MNPOAYKTIB, OTPMMAHMX i3 TBAPUHHMX YW KNITUHHWUX KynbTyp. 3anucu npo obpobry cepii, ynakoBky Ta aHanis 6ynu
nepesipeHi Ta BM3HaHi BignoeigHummn Bumoram GMP EC. Yci BigxuneHHA, AKWO BOHM BuABNeHi, Bynn nepesipeHi, a cepio
CXBaNeHo Ta BUNYLLEHO YNOBHOBaXeHO 0coboto.

KomeHnTtapi / 3ayBaeHHs:

Mig Yac BUroTOBNEHHA, NaKyBaHHA Ta TeCTYBaHHA Wiei napTii byno:

B BiacyTHicTb Cepito3HUX/KPUTULYHKMX BIAXMNEHb, AKI MOXYTb BNAIMHYTM Ha BUNYCK NpoAayKuii
[0 OcHOBHI/KPUTHMHHI BiAXMNEHHA, AKI MOMXYTb BMAMHYTA Ha BUNYCK NPOAYKLT

O fopatkosa signosigHa iHpOpMaUif, AKLLIO BOHA 3aCTOCOBHA, WOA0 AKOCTI NapTii 40A3ETbCA

MpumiTteu: e E B
ALIC JOB®AP C.M.A. - HYKNEO IHOYCTPIANE C ATTO (NTOK. C. HIKONO'A TOPAIHO), 641(‘5 ;‘ L‘MO [TE} ITA m_
Im'a Ta nignUc ynoBHOBaXeHoi 0cobu, AKa YNOBHOBaXYyeE BUNYCK cepil, i gaTa rli,qnucyf: : y 'f_;- [

MapriHa i;ﬂ.i;"‘l‘ﬂa'RBD‘-h.. -
YnoBHoOBaxM2k3 ocoba
19 KOBTHA 2?3.13 pouy 04 ¢4

Lieit AOKYMEHT Ma€ eNeKTPOHHUIA Nignuc



ACS DOBTAR S.p.a,

Sede Legale

Viale Addetia, 4/12 — 20067 Tribiano (M) - ITALY

Sade Amministrativa

Viala Collean:, 25 - Palazzo Pegaso Ingressoc 3

20864 Agrate Brianza (MB) - ITALY

www.acsdoblar.il - amministrazione@@pec acsdobfar il

Tel 02 90693.1 —Fax 02 9064566 - Codice SDI X46AXNR

ACS Doblar Sp.A. (formerly Facta Farmaceutici SpA) Manufactured in: ACS Doblar S.PA.- Nucleo Indusiriale S. Atto S, Nicolo a Tordine (TE)

CEPTU®IKAT AHANI3Y

MpoaykKr:

Cepia Ne: 23J04682
[Nara eupobHuuTea: CiveHb 2023
TepmiH NpMAaTHOCTI: CiveHb 2026

Tectn

onuc

laeHTUdikauia KapboHaTtu
lpeHTugikauia BEPX

MNpo3opicTb (30BHIiWHIl BUrNAA pO3YMHY)
MornuHaHHA (30BHILWHIN BUrNAA PO3YMHY)
pH

BTpaTta macu npu BUCYWYyBaHHI

BmicT HaTpito kapboHaTy

Bmicr

CynposigHi Aomiwkn:

CneundikoBaHi JOMILLKK:

- QeneTa-2-uepTtasmamm (aomiwka A 3a Ph.Eur.)
- gomiwka B 3a Ph.Eur.

- Aomiwka G 3a Ph.Eur.

Byab AaKka HecneuwdikoBaHa AOMILLKa
Cyma AoMiloK

Yac BigHOBNEHHA

Homiwka F

Teepai 4acTuHKK >= 10 MIKPOH

TeepAaj YacTUHKK >= 25 MiKpOH

OpHop. ao3oBaHmx 04, — OAHOPIAH. BMICTY
LLiniCHICTb 3aKpUTTA KOHTEMHepa
YNaKoBKa Ta MapKyBaHHA

TecT Ha CTepPUAbHICTb

BakTepianbHi eHAOTOKCHHKM (IANT-TecT)

TEPMIH NPUOATHOCTI PO3PAXYBAETbLCA BIO AATW BUPOBHMUTBA CTEPUMNBHOIO 3MILUYBAHHA, HE BIO AATWU HANOBHEHHA
®SIAKOHIB
OgHop. go3oBaHmKx 04. — OgHOpPiAH. BMicTy: OgHOPIAHICTE 030BaHUX 0gMHMLDL - OBHOPIAHICTE BMICTY.

DaTa apykry 06 woBTHA, 2023 poky 0 09:03 am

HaapykosaHo Matpuuieto Je banricTic

LA nikapcbka peyosuHa Byna BupobneHa signoeigHo oo sumor GMP

UEPTASUOWM-BICTA NOpOLWOK ANA PO34YMHY ANA iH'ekUiino 1r

Kog npogykry: F1001592

Posmip cepii:

Cneumndikauii

BINWIA ABO BNIAO-OBTUIA NOPOLLIOK

MO3UTUBHMIA

MO3MTUBHMIA

<=1 CycneHsia

<= 0,30 O4WHULUb NOTAMHAHHA
5,0-7,5 oauHuui pH
<=13,5 %

8,0-10,0% %

95,0-105,0 % (Bip 3aABNEeHOro)
<=0,2 % Ak uedTasmaum
<=0,2 % Ak uedTasmaum
<=0,2 % Ak uedTasmaum
<=0,10 % ak uedrazmgmm
<=1,0 %

<=120 CeKkyHAa,

<=1000 ppm

<=6000 YacTUHOK/pnakoH
<=600 YacTMHOK/$pnakoH
<=15,0 %

KinbKicTe OAWHULUL 3 NPOHUKHEHHAM BapBHUKa
Bignosipae

CrepunbHui

<0,10 MO/mr

Oxynia bapoHyenni oy
JMpeKTop 3 KOHTPOAIO ﬂ:mt‘f’wm

05 oBTHA, 2023 poKy 0! (‘ 35 m_

3ATBEPAMEHO

Lleid AOKYMEHT Mae eNneKTPOHHWIA nianuc

4920 ynak.

OAuHMLI BUMIPHOBaHHA

Pesynbrath

Bignoeinae

Mo3UTUBHWIA

Mo3UTUBHWIA
<1

0,08
6,8
12,2
9,4
100,5

<L0Q(<0,05)

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

0,1

36

231

109

1

3,9

0
Bipnoeipae
CrepunbHWiA
<0,10
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pc#aso Ingresso 3

20864 Agrate Brianza (MB) -1

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 5. Nicold a Tordino (TE)

Certificate of Conformance

Product Description:
Ceftazidime - Vista 1 g Powder for Solution for Injection

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: F1001592 /23J04682

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/18227/01/01

Manufacturing Date: January, 2023

Expiry Date: January, 2026

Released Qty: 4.920 PCK

Results of analysis: See the attached certificate of analysis released on October 05th, 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. Nicolb 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 fsund io béin.
compliance with EU GMP. A |l deviations if detected have been reviewed and the batch is, zs‘rproved and-e "'ﬂsed
by the Qualified Person. / \

Comments/Remarks:

During the course of manufacturing, packaging and testing of this batch there were:
] No major/critical deviations that may influence the release of the product \ 94 7 S35
[0 Major/critical deviations which may influence the release of the product Y

This document is signed electronically

1#&
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ACS DOBFAR

Sede Legale:

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. - Nucleo Industriale S. Atto 5. Nicold 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’ A TORDINO), 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 4:24 pm

This document is signed electronically R
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ACS DOBFAR

Sede Lcialc:

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

Viale Colleoni, 25 - Palazzo Pc%uso Ingresso 3

20864 Agrate Brianza (MB) - ITALY .
WWW.AC! far.it - amministrazione@pcc.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

(M‘_Eufacturcd by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: Ceftazidime - Vista 1 g Powder for Solution for Injection

Batch number: 23J04682

Manufacturing date: January, 2023 Material: F1001592
Expiry date: January, 2026 Batch size: 4,920 PCK
TESTS SPECIFICATIONS L BRESUITS
Appearance A WHITE OR PALE YELLOW POWDER Complies
Identification Carbonates Positive Positive
Identification HPLC Positive Positive
Clarity (Appearance of Solution) <=1 Suspension < |
Absorbance (Appearance of Solution) <=0,30 Abs Units 0,08

pH 50-175 pHUnit 6,8

Loss On Drying <= 13,5 % 12,2

Sodium Carbonate Content 8,0-10,0 % 9.4

Assay 95,0 - 105,0 9%LabAM  100,5

Related Substances: - -

Specified Impurities: - -

- Delta-2-Ceftazidime (Imp A Ph. Eur.) <=0,2 %Ceftaz <LOQ(<0,05)
-Imp B Pl Eur. <=(),2 %Ceftaz.  <LOQ(< 0,05)
-Imp G Ph Eur. ==02 %Ceflaz <LOQ(< 0,05)
-Any Unspecified Impurity <=0,10 %Ceflaz. 0,08

-Total Impurities <=1,0 % 0,1
Reconstitution time <=120 36

Impurity F <= 1000 ppm 231
Particulate Matter >= 10 micron <= 6000 part/vial 109
Particulate Matter >~25 micron <= 600 part/vial I

Uniform. of Dosage Unit-Content Uniform. <= 15,0 % 3,9

Container closure integrity Number of units with dye intrusion 0

Packaging and Labelling Complies Complies
Sterility Complies Complies
Bacterial Endotoxins (LAL test) <0,10 EU/mg <0,10

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

Print Date October 06th, 2023 time 9:03 am

Printed by Sonia Blasioli

Giulia Baronchelli

QC Director

October 05th, 2023 time 6:3

APPROVED

This document is signed electronically




ACS DOBFAR

Sede Lc%alc:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI1) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

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

Tel. 02 90693.1- Fax 02 9064566

P_dr%nfacmrcd by: ACS Dobfar 8.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: Ceftazidime - Vista 1 g Powder for Solution for Injection

Batch number: 23J04682

Manufacturing date: January, 2023 Material: F1001592
Expiry date: January, 2026 Batch size: 4920 PCK

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

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 06th, 2023 time 9:03 am October 05th, 2023 time 6:3
Printed by Sonia Blasioli APPROVED

This document is signed electronically



ACS DOBFAR

DEVIATION TITLE:

Failure to record In Process Control

DEVIATION NUMBER:
CPR22-05-23a (Advice n. 200002960)

PRODUCT DESCRIPTION CODE BATCH

Ceftazidime 1g F2000580 23302206

DEVIATION DATE
22/05/2023
INITIAL CLASSIFICATION OF DEVIATION FINAL CLASSIFICATION OF DEVIATION
CRITICALc. MAJORo  MINOR = CRITICALo MAJORo  MINOR =

DEVIATION SUMMARY

On 22/05/2023, during the review of Ceftazidime 1g Code F2000580 -Batch 23J02206, Production Batch
Record Review detected the missing of one In process Control in sterile room form pag.53 of 102 of Batch
Record to perform on 09/05/2023 at 21.10 p.m. (between the check of 20.10 and 22.13). The deviation was
immediately notified to QA as per SOP PGE 007.
From the investigation it emerged that:
- Re-check of Batch Record F2000580-23J02206 resulted that: In process controls sterile forms and
forms of rejection rates in visual inspection step; the missing process control to record was about
21:10 of 09/05/2023 and no further anomaly was found.
- Check of training of personnel involved on the current version of the SOP PIN 050: personnel
resulted appropriately trained and qualified for interested department.
- Check of adequacy and SOP clearness PIN 050: controls to perform in cleanroom such as frequency
and registration modality are explained in the procedure (as also confirmed by the production
personnel).

- Check of analytical results in particular for Average weight test referred to the batch of
Ceftazidime 1g (F2000580-23J02206)

o
* el 4

& Iy Process
control performed.
The deviation has not had impact on the batch involved since no a

previous and next in process controls, no anomaly in trend of visual :A& gofis
L N

Page 1 of 2




ACS DOBFAR

no loss of data resulted. From the re-check of Weight Report all data are compliant to the limits set up

for the product.

Investigation: completed

Batch: releasable %
QP SIGNATURE -

DATE O@/AO{/E’_‘) L3
Ff

Page 2 of 2




JAEPKABHA CJ1YXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BUCHOBOK
NPo AKICTH BBE3€HOr0 B YKpaiHy JiKapchbKOro 3acody

06.03.2024 Ne 11148/24/26

HEPTASHJINM-BICTA

(HaiiMeHyBaHHS JIIKapChKOro 3acoby 3riJIHO 3 peecTpalliiiHiM NOCBIAYCHHSM )
NOPOLIOK JAJIA PO34YHHY AJa# iH'ekuiii mo 1 r, mo 1 r nopowiky y ckiasiHomMy (pJIaKoHi
3aKynopeHoMy OpoMOYTHIOBOIO I'YMOBOIO NPOOKOI0, IKA 00:KaTA AJTIOMIHICBHM KOBNAYKOM;
no 10 ¢p1axoHiB B KapTOHHIH KOpoOIi

((hopma BHIYCKY, 03YRaHHSA, BHI TaKyBaHH# JiKapchbKOro 3acoby)
Homep peectpaniiinoro mocpiguenus UA/18227/01/01 crpox nii peecrpauiiinoro noceiguennus 30.07.2025
Cepis nikapcekoro 3aco6y Ne 23J04682 Kinbkicth BBe3eHOTO stikapeskoro sacoby 2000

Bupo6uuk AIIC JIOB®DAP C.II.A., Ttams

(HaiiMeHyBaHHS BHPOOHHKA JIKAPCLKOTro 3acoby, KpaiHa MOXoKEeHHS )

Beeseno B Vipainy TOBAPUCTBO 3 OBMEXXEHOIO BLIITIOBLJIAJIBHICTHO
"BYCT ®APMA'", ixent. xox: 44107410

(HaiimenyBanHs Ta koj1 3a €J/IPTIOY 1opuamnunoi ocobn abo npizsuie, iM'a, no GaTbkoBi (GiznuHOT
ocoOH - nianpueMus, Ii Miclle NPOKUBAHHA Ta peecTpaliinuii Homep 00NIKOBOT KapTKH IJIaTHHKA
nojartkis abo cepis Ta HOMeEp nacnopTa)

Iporokoa sisyanrsnoro koutpomio sin 06.03.2024 Ne 795/10.

3a  pesynbTaTaMH JICPKABHOTO KOHTPOJIO BCTAHOBJICHO, WIO JIKapchKHil 3aci® BBezeHo B YkpaiHy 3

ﬂOTpHMaHHﬂM BHMOT 3aKOHOJABCTBa 1110/10 3abe3reueHHs SKOCTI JIiIKapchKHUX 3acobiB.

HavyanbHHUK Miukosa XOJIOJEHKO

(nmocanoBa ocodba opraly Jep:HaBHOr0 KOHTPOJIO) (mianuc) (iHiuianu Ta npisBuILe)

ML.IL.
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