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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#&



&

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.




JAEPKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3aco0y

15.08.2024 Ne 41829/24/26

HNEOTAZH/IMM-BICTA

(nalimenyBaHHs NiKapchbKOro 3aco0y 3riHO 3 peecTpaLliHHHM MOCBIHEHHAM )
NOPOIIOK VISl PO3YHHY A in'ekuiii mo 1 r, mo 1 r mopomky y ckiasinomy duaakouni
3aKynopenoMy 6poMOyTHIOBOIO I'YMOBOIO P00K010, fiIKa 007KaTa aJFOMIHICBHM
KoBna4ykom; 1o 10 gurakonis B kapToHHiil Kopoomi

(dopma Bunycky, 103yBaHH:A, BUI NAKyBaHHA NIKAPCEKOro 3acody)
Homep peectpauiiinoro nocsinuenns UA/18227/01/01 crpox aii peectpauiiinoro nocsinuenns 30.07.2025
Cepis sikapebkoro 3acoby Ne 24K 02585 Kinskicts BBe3enoro nikapeskoro saco6y 1000

BupoGHHK ALIC IOB®AP C.IT.A, Itanis

(HalimenyBanns BHPOOHHMKA JiKapceKoro 3acoby, KpaiHa NOXO/UKEHH: )

Baeseno B Vipainy TOBAPUCTBO 3 OGMEXEHOIO BIITOBIJIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(HaiimeHyBanns Ta koa 3a €JIPTIOY opuauunoi ocoGu aGo npizsuiue, iM's, 1o GarbKosi
(hizuuHoi ocodu - nigmpuemi, I Miclie NPOXKHUBaHHA Ta peecTpalifuni Homep o6nikoBoi
KapTKH IUIaTHHKa nofaTtkis abo cepist T2 HOMep nacnopTa)

IpoTokon Bisyanshoro konrpomo six 15.08.2024 Ne 2773/4.

3a pesyjbTaTamMu JICPIKABHOTO KOHTPOJIO BCTAHOBJIEHO, 10 JIiKa) Wi 3aci® BeeseHo B VYkpaihy 3

JAOTPHMAHHSAM BHMOI 32KOHOJIABCTBA LIO/I0 3a0e3NeueH s AKOCT] pebKHX 3acobis,

Hagvansnux Muxosa XOJIOAEHKO

(mianuc) (ininianu Ta npiseuuie)
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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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K02585
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBuUCb Ao0OaHWIA cepTUdiKaT aHanisy, BnaaHnii: 08/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHnLb: 4053 ynakoBoK

10. AaTta suroToBAeHHA: bepeseHb 2024

11. TepmiH npupgaTHocTi: BepeseHb 2027

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mifg Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fonatkosa signosiaHa iHdopmaLlia, AKLLIO BOHA 3aCTOCOBHA, LLOA0 AKOCTI NapTii 40A3ETbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUIE3raJaHMX 06'EKTax y MOBHIW BiANOBIAHOCTI A0 BUMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLWLIO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocobuy, AKMIA Aae NpaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 06 cepnHa 2024
Fa6pienb KoHTi - YNnoeHoBaeHa ocoba [ata

17. Npumitkn: Cepito sunywieHo 25 nunHa 2024 poky. CoC nepesudaHo nicaa nepesudaHHA CoA 06 cepnHAa 2024 poky.

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: LEPTA3MONUM-BICTA nopowwok gna posunHy gna in'exyiin no 1, (10 ¢pnakoHie B nauui)
Cepin Ne: 24K02585

[Oara BupobHuuTea: bepeseHb 2024 Kog npogykry: F10000100259

TepmiH npuaaTHocTi: bepeseHb 2027 Po3mip cepii: 4053 ynak.

Tecm Cneuundikauii OguHuui BUMiploBaHHA Pesyneratn
Onwuc BIINIA ABO B/1I0-KOBTUIA MOPOLLOK Bignosigae
laenTndikauia KapboHatu Bignosigae Bignosigae
laeHTmdikauia BEPX Bignosigae Bianosigae
Mpo3opicTb (30BHIWHIK BUrAAL po34MHY) <=1 CycneHsia <1
MornnHaHHA (30BHILWHIN BUrAAL PO3UMHY) <=0,30 OAWHMUDB NMOTAMHAHHA 0,08

pH 5,0-7,5 oauHuui pH 6,7

Bmict 95,0-105,0 % (Big 3ansneHoro) 102,6

Bmict HaTpito kapboHaTy 8,0-10,0% % 9,3
CynpoBsiaHi fAoMilKu: - -

- Qenbta-2-uedrasngum (gomiwka A 3aPh.Eur.) <=0,2 % Ak uedTasngrm 0,1

- gomiwka B 3a Ph.Eur. <=0,2 % Ak uedTasngrm <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasngum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomiluKa <=0,10 % Ak uedTazngum <L0Q(<0,05)
Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 98

Oomiwka F <=1000 ppm 742

Brpata macu npu eucywyeaHHi <=13,5 % 12,4
MexaHiuHi srntodeHHA (Hesuaumi yacTku)

Teepai yacTuHku >= 10 mikpoH <=6000 YactuHok/dnakoH 104

Teepai YacTMHRK >= 25 MiKpOoH <=600 YactuHok/dnakoH 4
OgHopigHicTb A030BaHKUX O4MHULD <=15,0 % 2,0
UinicHicTb 3aKpUTTA KOHTelHepa Bignosigae Bignosigae
Ynakoeka Ta MapKyBaHHA Biognosigae Bignosigae
CTepunbHicTb Bionosigae Bianosigae
BakTepianoHi eHgoTokeunuu (JIANl-Tect) <0,10 MO/mr <0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUI

OpHopiaHicTE A030BAHMX OAMHULB: OAHOPIAHICTE A030BaHUX OAMHULB - OAHOPIAHICTE BMICTY
LlinicHicTb 3aKpUTTA KOHTEMHepa: AKLIO pesynbTaT Bignosigae BUMOram, KinbKicTb 0g4MHHULD i3 NPOHMKHEHHAM OapBHMKA 0OpiBHIOE

HynK

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

Kpicmina byoco 06 cepnHa 2024 poky
KpictiHa Byoco
Bigain akocri

Cepito sunyuweHo 24 amnua 2024 poky

Lis nikapcbKa peyoBuHa 6yna supobneHa signosigHo go sumor GMP Crop. 1/1

Lleit fOKYMeHT Ma€e eNeKTPOHHMIA nianmc



ACS DOBFAR
Sede Lepale:
Viale Addetta, 4/12 — 20067 Tribiano (MI) - ITALY
Sede Amininistrativa:
Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY
www.acsdobfar.it - ini ionc@pec acsdebfarit Tel. 02 90693.1 - Fax 02 2064566
Manufactured by ACS Dobfar S.p.A. (formerly manufactured at the same Facility by GlaxoSmithKline Manufacturing S.p.A)
Via A Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1.  Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial pack)

b2

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number; F10000100259 / 24K02585

4, Strength/Potency: | vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to | g of
ceftazidime.
5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 08/2024
8. Marketing authorization number: UA/18227/01/01
9. Released Qty: PCK 4.053

10. Manufacturing date: March, 2024

11. Expiry date: March, 2027

12, Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:
During the course of manufacturing, packing and testing of this batch there were:

_Iﬁf No major/critical deviations that may influence the release of the product
O  Major/eritical deviations which may influence the release of the product (see reference)
O Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

16. Name and Signature of the Qualified Person authorizing the batch release and date of signature:
4@/’% K I’] 06~ ﬁ'{/’(,j' -~ (/Jlkf«f]
Gabriéle Conti - Qualified Person Date
17. Notes: Batch released on 24" July 2024. CoC re-issued following re-issuing of CoA on 06" August 2024,




ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1} - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY
wwy.acsdobfar.it - amministrazione(@)
Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)

Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 um
Particulate matter >= 25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

pec.acsdobfar.it

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)
F10000100259

24K02585
March, 2024
March, 2027

SEECIFICATIONS
White or pale yellow powder

Complies
Complies
<=1
<=0,30
50-75
95,0 - 105,0
8,0 - 10,0
<=0,2
<=0,2
<=0,2
<=0,10
<= 1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<= 15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
%label

%

%Ceftaz,
%Ceftaz.
%Ceftaz.
%Ceftaz.
%

5

ppm

%

partfvial

part/vial
%

EU/mg

RESIILTS

Complies

Complies
Complies

<l

0,08

6,7

102,6

9,3

0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

98

742

12,4

104

4

2,0

Complies
Complies
Complies
<0,10

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

Pag. 1/2



ACS DOBFAR

Sede Lcﬁl]c:

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

Viale Colleoni, 25 - Palazzo Pe_Faso Ingresso 3

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

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)
Batch number: 24K02585 Material; F10000100259
Manufacturing date: March, 2024 Batch size: 4.053 PCK
Expiry date: March, 2027

TESTS SPECIFICATIONS 1M RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Batch released on July 24th, 2024

G?_\ "ytn— gV = 81&.{:- e C)é:;Aﬁ ~ _f_'{_\ 24

Cristina Buoso
Quality Unit

Pag.2/2



JAEPKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPIIOY 37079055

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3aco0y

15.08.2024 Ne 41829/24/26

HNEOTAZH/IMM-BICTA

(nalimenyBaHHs NiKapchbKOro 3aco0y 3riHO 3 peecTpaLliHHHM MOCBIHEHHAM )
NOPOIIOK VISl PO3YHHY A in'ekuiii mo 1 r, mo 1 r mopomky y ckiasinomy duaakouni
3aKynopenoMy 6poMOyTHIOBOIO I'YMOBOIO P00K010, fiIKa 007KaTa aJFOMIHICBHM
KoBna4ykom; 1o 10 gurakonis B kapToHHiil Kopoomi

(dopma Bunycky, 103yBaHH:A, BUI NAKyBaHHA NIKAPCEKOro 3acody)
Homep peectpauiiinoro nocsinuenns UA/18227/01/01 crpox aii peectpauiiinoro nocsinuenns 30.07.2025
Cepis sikapebkoro 3acoby Ne 24K 02585 Kinskicts BBe3enoro nikapeskoro saco6y 1000

BupoGHHK ALIC IOB®AP C.IT.A, Itanis

(HalimenyBanns BHPOOHHMKA JiKapceKoro 3acoby, KpaiHa NOXO/UKEHH: )

Baeseno B Vipainy TOBAPUCTBO 3 OGMEXEHOIO BIITOBIJIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(HaiimeHyBanns Ta koa 3a €JIPTIOY opuauunoi ocoGu aGo npizsuiue, iM's, 1o GarbKosi
(hizuuHoi ocodu - nigmpuemi, I Miclie NPOXKHUBaHHA Ta peecTpalifuni Homep o6nikoBoi
KapTKH IUIaTHHKa nofaTtkis abo cepist T2 HOMep nacnopTa)

IpoTokon Bisyanshoro konrpomo six 15.08.2024 Ne 2773/4.

3a pesyjbTaTamMu JICPIKABHOTO KOHTPOJIO BCTAHOBJIEHO, 10 JIiKa) Wi 3aci® BeeseHo B VYkpaihy 3

JAOTPHMAHHSAM BHMOI 32KOHOJIABCTBA LIO/I0 3a0e3NeueH s AKOCT] pebKHX 3acobis,

Hagvansnux Muxosa XOJIOAEHKO

(mianuc) (ininianu Ta npiseuuie)
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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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K02585
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBuUCb Ao0OaHWIA cepTUdiKaT aHanisy, BnaaHnii: 08/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHnLb: 4053 ynakoBoK

10. AaTta suroToBAeHHA: bepeseHb 2024

11. TepmiH npupgaTHocTi: BepeseHb 2027

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mifg Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fonatkosa signosiaHa iHdopmaLlia, AKLLIO BOHA 3aCTOCOBHA, LLOA0 AKOCTI NapTii 40A3ETbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUIE3raJaHMX 06'EKTax y MOBHIW BiANOBIAHOCTI A0 BUMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLWLIO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocobuy, AKMIA Aae NpaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 06 cepnHa 2024
Fa6pienb KoHTi - YNnoeHoBaeHa ocoba [ata

17. Npumitkn: Cepito sunywieHo 25 nunHa 2024 poky. CoC nepesudaHo nicaa nepesudaHHA CoA 06 cepnHAa 2024 poky.

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: LEPTA3MONUM-BICTA nopowwok gna posunHy gna in'exyiin no 1, (10 ¢pnakoHie B nauui)
Cepin Ne: 24K02585

[Oara BupobHuuTea: bepeseHb 2024 Kog npogykry: F10000100259

TepmiH npuaaTHocTi: bepeseHb 2027 Po3mip cepii: 4053 ynak.

Tecm Cneuundikauii OguHuui BUMiploBaHHA Pesyneratn
Onwuc BIINIA ABO B/1I0-KOBTUIA MOPOLLOK Bignosigae
laenTndikauia KapboHatu Bignosigae Bignosigae
laeHTmdikauia BEPX Bignosigae Bianosigae
Mpo3opicTb (30BHIWHIK BUrAAL po34MHY) <=1 CycneHsia <1
MornnHaHHA (30BHILWHIN BUrAAL PO3UMHY) <=0,30 OAWHMUDB NMOTAMHAHHA 0,08

pH 5,0-7,5 oauHuui pH 6,7

Bmict 95,0-105,0 % (Big 3ansneHoro) 102,6

Bmict HaTpito kapboHaTy 8,0-10,0% % 9,3
CynpoBsiaHi fAoMilKu: - -

- Qenbta-2-uedrasngum (gomiwka A 3aPh.Eur.) <=0,2 % Ak uedTasngrm 0,1

- gomiwka B 3a Ph.Eur. <=0,2 % Ak uedTasngrm <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasngum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomiluKa <=0,10 % Ak uedTazngum <L0Q(<0,05)
Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 98

Oomiwka F <=1000 ppm 742

Brpata macu npu eucywyeaHHi <=13,5 % 12,4
MexaHiuHi srntodeHHA (Hesuaumi yacTku)

Teepai yacTuHku >= 10 mikpoH <=6000 YactuHok/dnakoH 104

Teepai YacTMHRK >= 25 MiKpOoH <=600 YactuHok/dnakoH 4
OgHopigHicTb A030BaHKUX O4MHULD <=15,0 % 2,0
UinicHicTb 3aKpUTTA KOHTelHepa Bignosigae Bignosigae
Ynakoeka Ta MapKyBaHHA Biognosigae Bignosigae
CTepunbHicTb Bionosigae Bianosigae
BakTepianoHi eHgoTokeunuu (JIANl-Tect) <0,10 MO/mr <0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUI

OpHopiaHicTE A030BAHMX OAMHULB: OAHOPIAHICTE A030BaHUX OAMHULB - OAHOPIAHICTE BMICTY
LlinicHicTb 3aKpUTTA KOHTEMHepa: AKLIO pesynbTaT Bignosigae BUMOram, KinbKicTb 0g4MHHULD i3 NPOHMKHEHHAM OapBHMKA 0OpiBHIOE

HynK

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

Kpicmina byoco 06 cepnHa 2024 poky
KpictiHa Byoco
Bigain akocri

Cepito sunyuweHo 24 amnua 2024 poky

Lis nikapcbKa peyoBuHa 6yna supobneHa signosigHo go sumor GMP Crop. 1/1

Lleit fOKYMeHT Ma€e eNeKTPOHHMIA nianmc



ACS DOBFAR
Sede Lepale:
Viale Addetta, 4/12 — 20067 Tribiano (MI) - ITALY
Sede Amininistrativa:
Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY
www.acsdobfar.it - ini ionc@pec acsdebfarit Tel. 02 90693.1 - Fax 02 2064566
Manufactured by ACS Dobfar S.p.A. (formerly manufactured at the same Facility by GlaxoSmithKline Manufacturing S.p.A)
Via A Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1.  Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial pack)

b2

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number; F10000100259 / 24K02585

4, Strength/Potency: | vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to | g of
ceftazidime.
5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 08/2024
8. Marketing authorization number: UA/18227/01/01
9. Released Qty: PCK 4.053

10. Manufacturing date: March, 2024

11. Expiry date: March, 2027

12, Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:
During the course of manufacturing, packing and testing of this batch there were:

_Iﬁf No major/critical deviations that may influence the release of the product
O  Major/eritical deviations which may influence the release of the product (see reference)
O Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

16. Name and Signature of the Qualified Person authorizing the batch release and date of signature:
4@/’% K I’] 06~ ﬁ'{/’(,j' -~ (/Jlkf«f]
Gabriéle Conti - Qualified Person Date
17. Notes: Batch released on 24" July 2024. CoC re-issued following re-issuing of CoA on 06" August 2024,




ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1} - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY
wwy.acsdobfar.it - amministrazione(@)
Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)

Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 um
Particulate matter >= 25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

pec.acsdobfar.it

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)
F10000100259

24K02585
March, 2024
March, 2027

SEECIFICATIONS
White or pale yellow powder

Complies
Complies
<=1
<=0,30
50-75
95,0 - 105,0
8,0 - 10,0
<=0,2
<=0,2
<=0,2
<=0,10
<= 1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<= 15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
%label

%

%Ceftaz,
%Ceftaz.
%Ceftaz.
%Ceftaz.
%

5

ppm

%

partfvial

part/vial
%

EU/mg

RESIILTS

Complies

Complies
Complies

<l

0,08

6,7

102,6

9,3

0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

98

742

12,4

104

4

2,0

Complies
Complies
Complies
<0,10

Fhis batch has been manufactured, packed and tested under current cGMP conditions
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ACS DOBFAR

Sede Lcﬁl]c:

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

Viale Colleoni, 25 - Palazzo Pe_Faso Ingresso 3

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

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)
Batch number: 24K02585 Material; F10000100259
Manufacturing date: March, 2024 Batch size: 4.053 PCK
Expiry date: March, 2027

TESTS SPECIFICATIONS 1M RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Batch released on July 24th, 2024

G?_\ "ytn— gV = 81&.{:- e C)é:;Aﬁ ~ _f_'{_\ 24

Cristina Buoso
Quality Unit

Pag.2/2



HAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMW y m. KUEBI

npos. Haaii Ceitauunol, 3. 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua. Koa €JIPITOY 37079055

BUCHOBOK
Npo SAKICTh BBE3E€HOro B Y KpaiHy JIiKApPCbKOro 3acody

06.09.2024 Ne 45607/24/26

HEPTAZHUJINM-BICTA

(HaiiMeHyBaHHa nikapcbkoro 3acofy 3riiHo 3 peceTpaitifHuM NocBiaYCHHAM)
MOPOIIOK /IS PO3YMHY s iH'ekuidi mo 1 r, mo 1 r nopowiky y ckJisinomy paakoui
3aKynopenomy 6pomMOyTHIOBOIO rYMOBOIO NPOOKOIO, IKA 002kaTa ANNOMIHICBUM
KoBnaukom; mo 10 ¢pnakoniB B kaprouHiii Kopoodui

(dhopma BunycKy, 103yBaHHA, BUJL NaKyBaHHA Nikapchkoro 3acoby)
Homep peectpauiitnoro nocsinuenns UA/18227/01/01 crpox aif peectpauiiinoro nocsiauenns 30.07.2025
Cepis nikapcbkoro 3aco6y Ne 24K (02549 KinbkicTs BBe3eHOro nikapchkoro 3acoby 2718

BupoGHUK ALIC JIOB®AP C.ILA., Itanis

(HaiiMeHyBaHHs BUPOOHHUKA JliKapchkoro 3acoly, kpaiHa NnoxXokKeHHs )

Baeseno B Vkpainy TOBAPUCTBO 3 OBMEKEHOIO BIIITOBIJIAJIBHICTIO
"BYCT ®APMA", inent. kox: 44107410

(naiiMenysanns Ta koa 3a €JIPITIOY opuanunoi ocodu ado npizsuuie, iM's, no 6arskosi
(iznunoi ocobu - nianpuemi, I Miclle NPOKMUBAHHS Ta peccTpallifHuil Homep obaikoBoT
KapTKu njarHuka noaarkis abo cepis ta HOMEP nacnopra)

IpoTokon Bisyansuoro kontpomo sia 06.09.2024 N 3081/15.

3a pesynbTaTaMM AEPKABHOIO KOHTPOJIO BCTAHOBMAEHO, 10 Jikapcbkuii 3aci6 BeeseHo B YkpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA L1010 3abesneueHHs AKOCTI JlikapepgAx 3acobis.

Mukona XOJIOJIEHKO

(nianwme) (iniuianm Ta npissuuie)
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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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K02549
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPAIHA

7. Pesynbratv aHanisy:
[uvBuUCb Ao0OaHWIA cepTUdiKaT aHanisy, BnaaHnii: 08/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHULb: 2 718 yNnakoBoK

10. Alata BUroToB/AeHHA: KBiTeHb 2024

11. TepmiH npupgaTHocTi: KeiTeHs 2027

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mifg Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fopatkosa signosiaHa iHdopmaLlia, AKLLIO BOHA 3aCTOCOBHA, LLOA0 AKOCTI NapTii 40A3ETbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNaKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUE3raJaHMX 06'EKTax y MOBHIW BiANOBIAHOCTI A0 BUMOT
GMP €C T1a cneundikauii, 3asHaYeHWX Yy peeCcTpaLiMHOMY MOCBIAYEHHI MICLUEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLWLO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 06 cepnHa 2024 poky
Fa6pienb KoHTi - YNnoeHoBaeHa ocoba [ata

17. Npumiten: Cepito sunyweHo 25 nunHa 2024 pory. CoC nepesudaHo nicna nepesudaHHa CoA 06 cepnHa 2024 poky.

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: LESTAIUAUM-BICTA nopoluok ana posiuHy Ana iH'ekuiit no 1r, (10 pnakonis B nauuj)
Cepin Ne: 24K02549

[Oara BupobHuuTea: KsiTeHs 2024 Kog npoaykry: F10000100259

TepmiH npuaaTHocTi: KsiteHs 2027 Po3mip cepii: 2718 ynak.

Tecm Cneuundikauii OguHuui BUMiploBaHHA Pesyneratn
Onwuc BIINIA ABO B/1I0-KOBTUIA MOPOLLOK Bignosigae
laenTndikauia KapboHatu Bignosigae Bignosigae
laeHTmdikauia BEPX Bignosigae Bianosigae
Mpo3opicTb (30BHIWHIK BUrAAL po34MHY) <=1 CycneHsia <1
MornnHaHHA (30BHILWHIN BUrAAL PO3UMHY) <=0,30 OAWHMUDB NMOTAMHAHHA 0,12

pH 5,0-7,5 oauHuui pH 6,8

Bmict 95,0-105,0 % (Big 3ansneHoro) 101,1

Bmict HaTpito kapboHaTy 8,0-10,0% % 9,3
CynpoBsiaHi fAoMilKu: - -

- Qenbta-2-uedrasngum (gomiwka A 3aPh.Eur.) <=0,2 % Ak uedTasngrm 0,1

- pomiwka B 3a Ph.Eur. <=0,2 % Ak uedTasngrm <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasngum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomiluKa <=0,10 % Ak uedTazngum <L0Q(<0,05)
Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 70

Oomiwka F <=1000 ppm 631

BrpaTa macu npu eucywyeaHHi <=13,5 % 12,3
MexaHiuHi srntodeHHA (Hesuaumi yacTku)

Teepai yacTuHku >= 10 mikpoH <=6000 YactuHok/dnakoH 342

Teepai YacTMHRK >= 25 MiKpOoH <=600 YactuHok/dnakoH 4
OgHopigHicTb A030BaHKUX O4MHULD <=15,0 % 34
UinicHicTb 3aKpUTTA KOHTelHepa Bignosigae Bignosigae
Ynakoeka Ta MapKyBaHHA Biognosigae Bignosigae
CTepunbHicTb Bionosigae Bianosigae
BakTepianoHi eHgoTokeunuu (JIANl-Tect) <0,10 MO/mr <0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUI

OpHopigHicTe A030BAaHMX OAMHULB: OAHOPIAHICTE A030BaHUX OAMHULB - OAHOPIAHICTE BMICTY
LlinicHicTb 3aKpUTTA KOHTEMHepa: AKLIO pesynbTaT Bignosigae BUMOram, KinbKicTb 0g4MHHULD i3 NPOHMKHEHHAM OapBHMKA 0OpiBHIOE

HynK

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

KpicTiHa Byoco 06 cepnHa 2024 poKy
KpictiHa Byoco
Bigain akocri

Cepito sunyuweHo 25 amnHa 2024 poky

Lis nikapcbKa peyoBuHa 6yna supobneHa signosigHo go sumor GMP Crop. 1/1

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Legale:
Viale Addetta, 4/12 ~ 20067 Tribiano (MI) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pegaso [ngresso 3
20864 Agrate Brianza (MB) - 1TALY

www.acsdobfar.it - amministrazionc{@pec acsdobfarit Tel. 02 906931 - Fax 02 9064566
Manufactured by ACS Dobfar 5.p.A. (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S.p.A.)
Via A. Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1. Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, lg in vial (10 vial pack)

Ll

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259 /24K02549

4. Strength/Potency: 1 vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to 1 g of
ceftazidime.
5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 08/2024
8. Marketing authorization number: UA/18227/01/01
9. Released Qty: PCK 2,718

10. Manufacturing date: April, 2024

11. Expiry date: April, 2027

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024
14. Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:

}(' No major/critical deviations that may influence the release of the product
0" Major/critical deviations which may influence the release of the product (see reference)
{1  Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

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

%/%} ﬂﬁé/ 06- a()q - 70U,

Gabriele Conti - Qualified Person Date

17. Notes: Batch released on 25" July 2024. CoC re-issued following re-issuing of CoA on 06" August 2024,



ACS DOBFAR

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

Sede Amministrativa;

Viale Colleoni, 25 - Palazzo PG‘F?ASE \[’ngresso 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, Via Alessandro Fleming, 2, 37135 Verona VR,

Ttaly

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS
Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

- Dehia-2-Ceflazidime (Imp.A Ph.Eur.)
- Imp.B Ph.Eur

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)
Loss on drying

Partic! Contam.(Subvis Particles):
Particulate Matter >= 10 pm
Particulate matter >= 25 ym
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)

24K 02549
April, 2024
April, 2027

SEECIFICATIONS
White or pale yellow powder

Complies
Complies
<=1
<=0,30
50-7,5
95,0 - 105,0
8,0-100
<=0,2
<=0,2
==0,2
==0,10
<= 1,0
<=120
<= 1000
<= 13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

M

Suspension
Abs Units
pHunit
Y%label

%

% Ceftaz.
%Ceftaz.
%Ceftaz.
%Ceftaz.
%o

s

ppm

%

part/vial

part/vial
%

EU/mg

F10000100259
2.718 PCK

RESULTS

Complies

Complies
Complies
<1

0,12

6,8

101,1

9,3

0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

70

631

12,3

342

4

34

Complies
Complies
Complies
<0,10

This batch has been manufactured, packed and tested under current cGMP conditions
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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 Aprate Brianza (MB) - I'FHALY

www acsdobfar.it - amministrazione(@pec.acsdobfar.it
Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy
CERTIFICATE OF ANALYSIS

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g (10 vial pack)
Batch number: 24K02549 Material: F10000100259
Manufacturing date: April, 2024 Batch size: 2.718 PCK
Expiry date: April, 2027

TESTS SPRCIFICATIONS M RESUITS

ldentity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Batch released on July 25th, 2024

('3 S ) = : .
¥ yGne Busse 06 - MG Lol
Cristina Buoso

Quality Unit
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AEPKABHA CJIYXKBA 3 JIIKAPCbKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Haaii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €JPTIOY 37079055

BHCHOBOK
Npo SAKICTE BBE3€HOro B YKpaiHy JiikapcbKoro 3aco0y

15.10.2024 Ne 53809/24/26

LHE®TA3UIAM-BICTA

(HafimeHyBaHHA NikapcbKoro 3acofy 3riHo 3 peccTpauifiHuM NoCBiA4EHHAM)
NOPOIMIOK AJIsi pO34MHY s iH'ekuiii no 1 r, no 1 r nopowky y ckasinomy parakoni
3aKynopeHomy 0poMOyTH/I0BOIO r'yYMOBOIO NMpo0KoI0, sika 00:kaTa ANIOMIHIEBUM KOBMNAYKOM;
no 10 ¢paxonis B kapToHHiii kopobui

((popma Bunycky, 103yBaHHs, BUA NaKyBaHHA Jikapcekoro 3acoly)
Homep peectpauiiinoro nocsinuenns UA/18227/01/01 crpok nii peectpauiiinoro nocsiauenns 30.07.2025
Cepis nikapcskoro 3acoby Ne 24K 03254 KinskicTs BBe3eHoro nikapeskoro 3acody 2000

BupoGuuK ALIC TIOBDAP C.IT.A., Itanis

(naliMenyBanHs BUpoOHUKa fikapceKoro 3acoby, kpaiHa NOXOMKEHHS)

BeeseHo B YkpaiHy TOBAPUCTBO 3 OBMEXXEHOIO BIAINMOBIAAJILHICTIO
"BYCT ®APMA", izenr. xon: 44107410

(naiimenysanns Ta koa 3a €JIPI1OY opuanunoi ocobu aGo npizsuie, iM's, no 6atbkosi Qiznynol
0co6u - nianpuemus, i Miclie NPoKMBaHHS Ta peccTpauilfiHuii Homep 06/1iKOBOT KapTKK MJIATHHKA
noaartkis abo cepis Ta HOMEp nacnopTa)

IMpotokon eisyansuoro kourpomo sia 15.10.2024 Ne 3547/6.

BNEHO, WO Jikapcbkuit 3aci® BeezeHo B VYkpainy 3

1 YeHHs AKOCTI Nikapgekux 3acobis.

‘{,{?ﬂ_<|‘ .

Hauambimk %@/\ 5 )} % Muxona XOJIOJIEHKO
omo

- 3
& </
(nocanosa ocoGa opraHy aepx: i }oug_/\/'s‘&* (nianuc) (iniuianu Ta npissuuie)
Fa . 8
M.IL U« yxppinh>




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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog roToBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K03254
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBuUCb A0OaHWIA cepTUdiKaT aHanisy, enaaHnii: 09/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHMLb: 3702 yNnakoBOK

10. Alata BUroToB/AeHHA: KBiTeHb 2024

11. TepmiH npupgaTHocTi: KeiTeHs 2027

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mia Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fopatkosa signosiaHa iHdopmalLlia, AKLIO BOHA 3aCTOCOBHA, LWOAO AKOCTI NapTii 4oA3eTbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCTI, Ha BULUIE3raJaHMX O6'EKTaxX y MOBHIW BiANOBIAHOCTI A0 BMMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLLO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 20/09/2024
HosaHHa Moppi - YnoeHoBaxeHa ocoba Aata

17. Npumitkn: NA

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo ndusiriale 5 Afto 5. Nicold a Tordino (TE)

Mpoaykr:

Cepin Ne: 24K03254
[Oata supobHuursa: KsiTeHb 2024
TepmiH npuaaTHocTi: Ksitenb 2027

Tectn

Onwuc

laenTndikauia KapboHatu

laenTndikauia BEPX

Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY)
MornnHaHHA (30BHILWHIN BUrNAL PO3UMHY)
pH

Bmicr

Bmict HaTpito kapboHaTy

CynpoBsigHi fAoMilWKK:

- NenbTa-2-uedrazngum (gomiwka A 3a Ph.Eur.)
- pomiwka B 3a Ph.Eur.

- pomiwka G 3a Ph.Eur.

Byab Aka HecneundikoBaHa goMillKa
Cyma pomiwok

Yac BigHOBNEHHA

Jdomiwka F

Brpata macu npu BucywyBaHHi

MexaHiuHi skntodeHHA (Hesuaumi yacTku)
Teepaj yactHkm >= 10 mikpoH

Teepai yacTMHKK >= 25 MiKpoH
OgHopigHicTb A030BaHKUX O4MHULD
UinicHicTb 3aKpUTTA KOHTeHepa
YnaKoBKa Ta MapKyBaHHA

CTepunbHicTb

BakTepianbHi eHgoTokeunHm (JTIA/1-Tect)

CEPTU®DIKAT AHANI3Y

Kog npoaykTy:
Poamip cepii:

LEPTA3MONM-BICTA nopowwok gna posunHy gns iH'ekyii no 1r, (10 ¢pnakoHie B nauu;)

F10000100259
3702 ynak.

30BHILIHA NAB-A (9,7)

Cneundikauii OauHMLI BUMipHOBaHHA Pesynetatn
BIIVIA ABO B/1140-KOBTUIA NOPOLOK Bignoeigae
Biognosigae Bignosigae
Bionosigae Bignosigae
<=1 CycneHzia <1
<=0,30 OAMHMLUb MOTIMHAHHA 0,10
5,0-7,5 oamHuui pH 6,8
95,0-105,0 % (Big 3ansneHoro) 101,3
8,0-10,0% %
<=0,2 % Ak uedTasnamum 0,1
<=0,2 % Ak uedTasnamum <L0Q(<0,05)
<=0,2 % Ak uedTasmamum <L0Q(<0,05)
<=0,10 % Ak uedTasuamum <L0Q(<0,05)
<=1,0 % 0,1
<=120 CeKyHA 91
<=1000 ppm 435
<=13,5 % 12,0
<=6000 YactnHok/dnakoH 260
<=600 YactuHok/dnakoH 6
<=15,0 % 2,1
Bionosigae Bignosigae
Bignosigae Bignosinae
Biognosigae Bionosinae
<0,10 MO/mr < 0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKkwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUIA
OpHopigHicTe A030BAaHMX OAMHMLB: OAHOPIAHICTE A030BaHUX OAMHULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTEMHepa: AKLO pesynbTarT Bignosigae BUMOram, KiNbKicTb 04MHKULb i3 NPOHMKHEHHAM DapBHUKA [,0piBHI0E

HynK

Lla cepia byna BurotoBneHa, ynakoBaHa Ta NpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.

[ata apyry 20 sepecHs 2024 poky 0 12:42
HagpykosaHo KpictiHow Byoco

KpicTiHa Byoco

Bigain akocri

20 BepecHA 2024 poky o0 12:42
3ATBEPOMEHO

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc

Crop. 1/1



ACS DOBFAR

Sede Legale:
Viale Addetta, 4/12 — 20067 Tribiano (M1) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY

www. acsdabfarit - ini ione@pee acsdoblar.it Tel. 02 90693, 1 — Fax 02 9064566

Manufactured by ACS Dobfar S.p.A. (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S.p.A.)
Via A, Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1.  Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial per
pack)

k2

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259 / 24K03254

4. Strength/Potency: | vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to | g of
ceftazidime.

5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 09/2024

8. Marketing authorization number: UA/18227/01/01

9. Released Qty: PCK 3.702

10. Manufacturing date: April, 2024

?l. Expiry date: April, 2027

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:

/

No major/critical deviations that may influence the release of the product
Major/critical deviations which may influence the release of the product (see reference)
Additional relevant information, if applicable, regarding quality of batch is attached

oo

15. Certification statement:
[ hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

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

.x/ y ] {00 e kt-/,’ D/
(1/ {O\,{{ {1 (/f\ o 1 A9 7
Giovanna Morri~ Qualified Person Date
4 Lf'
/S

17. Notes: ./ | }
}—

Al
g



ACS DOBFAR

Sede le;

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pc%quE ¥1gresso 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, Via Alessandro Fleming, 2, 37135 Verona VR,

Iraly

Product:

Batch number:
Manufacturing date:
Expiry date:

TEST

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)
Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 pm
Particulate matter >= 25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
24K03254

April, 2024

April, 2027

SPECIFICATIONS

White or pale yetlow powder

Complies
Complies
<=1
<=0,30
50-75
95,0 - 105,0
8,0-10,0
<=02
<=02
<=02
<=0,10
<=1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

um

Suspension
Abs Units
pHunit
Yolabel

%

%Ceftaz.
%Ceftaz.
%Ceftaz.
%Ceflaz.
%

s

ppm
%

part/vial

part/vial
%

EU/mg

F10000100259
3.702 PCK

RESULTS

Complies

Complies

Complies

<1

0,10

6,8

101,3

EXTERNAL LAB (9,7)

0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

91

435

12,0

260

6

2,1

Complies
Complies
Complies
<0,10

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

Print Date September 20th, 2024 time 12:42 p

Printed by Cristina Buoso

Cristina Buoso
Quality Unit

September 20th, 2024 time 12:41 p

APPROVED

This document is signed electronically

Pag. 1/2



ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

wivw.acsdobfar. it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Ttaly
CERTIFICATE OF ANALYSIS

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
Batch number: 24K 03254 Material: F10000100259
Manufacturing date: April, 2024 Batch size: 3.702 PCK
Expiry date: April, 2027
TESTS SPECIFICATIONS UM RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Cristina Buoso

Quality Unit
Print Date September 20th, 2024 time 12:42 p September 20th, 2024 time 12:41 p
Printed by Cristina Buoso APPROVED

Pag.2/2
This document is signed electronically



JIEPXJIIKCITY XXBA YKPATHU
JAEPXABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKICTH BBE3€HOr0o B YKpaiHy JiKapchbKoro 3aco0y

22.11.2024 Ne 62000/24/26

HEOTAZNINM-BICTA

(HaliMeHyBaHHs JiKapChKOro 3acoBy 3rilHO 3 peeCTpallifHUM MOCBINYCHHSAM)
HOPOIIOK /ISl PO3HHHY /ISl iH' €Kil mo 1 r, mo 1 r mopomKy y ckasHoMy (aaKoni
3aKynopeHoMy 6poMGyTHIIOBOI0 IyMOBOIO IPOGKOI0, KA 007KaTa ANIOMiHIEBHM
KoBnaukom; no 10 ¢paakoHiB B KapTOHHIH Kopobui

((hopMa BHMYCKY, 03yBaHHs, BIIL NaKyBaHHs JlikapchKoro 3aco0y)
Howmep peecrpauiittoro nocsimuenns UA/18227/01/01 crpok aii peectpauiiiHoro nocsinueH s 30.07.2025
Cepin nikapcekoro 3acoby Ne 24K 03253 KinskicTs BBE3eHOTO Jikapchkoro 3acoby 641

Bupo6uuk AIIC JIOB®AP C.ILA, Itanis

(uaiiMeHyBaHHs BHPOGHHKA JlikapchKOro 3acoly, kpaina MIOXOIKEHHS )

Beeseno B Vkpainy TosapucTBo 3 06Mesxenoio BinnosinansnicTio "BYCT ®APMA",
inenT. xon: 44107410

(satiMenypanns Ta koA 3a EJ[PTIOY opuauuHoi ocobu a6o npissuue, iM's, o GaTbKOBi
disuanol 0cobu - nianpuemud, ii MicLe NPOKHBaHHA T2 peectpauiinuii Homep 06/1iKoBOT
KapTKH MIaTHMKA MOAATKIB a6o cepis Ta HOMep nacrnopra)

MpoTokon Bisyanbhoro koutpomo Bin 22.11.2024 Ne 4068/ 18.

3a pe3yibTaTaMM JIEPKABHOTO KOHTPOJIO BCTAHOBNICHO, IO NiKapCeKuH 3aci6 BBeseHO B YkpaiHy 3

Muxona XOJIOAEHKO

(mignuc) (iniuianm Ta npissuie)

Havansau

(nocanosa




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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K03253
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBuUCb A0OaHWIA cepTUdiKaT aHanisy, enaaHnii: 09/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHNLb: 2141 yNnakoBOK

10. Aata suroToBAeHHA: YepseHb 2024

11. TepmiH npupaTHocTi: YepseHs 2027

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mia Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fopatkosa signosiaHa iHdopmalLlia, AKLIO BOHA 3aCTOCOBHA, LWOAO AKOCTI NapTii 4oA3eTbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCTI, Ha BULUIE3raJaHMX O6'EKTaxX y MOBHIW BiANOBIAHOCTI A0 BMMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLLO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 20/09/2024
HosaHHa Moppi - YnoeHoBaxeHa ocoba Aata

17. Npumitkn: NA

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo ndusiriale 5 Afto 5. Nicold a Tordino (TE)

Mpoaykr:

Cepin Ne: 24K03253
[Oata supobHuursa: YepseHb 2024
TepmiH npuaaTHocTi: YepseHb 2027

Tectn

Onwuc

laenTndikauia KapboHatu

laenTndikauia BEPX

Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY)
MornnHaHHA (30BHILWHIN BUrNAL PO3UMHY)
pH

Bmicr

Bmict HaTpito kapboHaTy

CynpoBsigHi fAoMilWKK:

- NenbTa-2-uedrazngum (gomiwka A 3a Ph.Eur.)
- pomiwka B 3a Ph.Eur.

- pomiwka G 3a Ph.Eur.

Byab Aka HecneundikoBaHa goMillKa
Cyma pomiwok

Yac BigHOBNEHHA

Jdomiwka F

Brpata macu npu BucywyBaHHi

MexaHiuHi skntodeHHA (Hesuaumi yacTku)
Teepaj yactHkm >= 10 mikpoH

Teepai yacTMHKK >= 25 MiKpoH
OgHopigHicTb A030BaHKUX O4MHULD
UinicHicTb 3aKpUTTA KOHTeHepa
YnaKoBKa Ta MapKyBaHHA

CTepunbHicTb

BakTepianbHi eHgoTokeunHm (JTIA/1-Tect)

CEPTU®DIKAT AHANI3Y

Kog npoaykTy:
Poamip cepii:

LEPTA3MONM-BICTA nopowwok gna posunHy gns iH'ekyii no 1r, (10 ¢pnakoHie B nauu;)

F10000100259
2141 ynak.

30BHILIHA NAB-A (9,4)

Cneundikauii OauHMLI BUMipHOBaHHA Pesynetatn
BIIVIA ABO B/1140-KOBTUIA NOPOLOK Bignoeigae
Biognosigae Bignosigae
Bionosigae Bignosigae
<=1 CycneHzia <1
<=0,30 OAMHMLUb MOTIMHAHHA 0,11
5,0-7,5 oamHuui pH 6,7
95,0-105,0 % (Big 3ansneHoro) 100,5
8,0-10,0% %
<=0,2 % Ak uedTasnamum 0,1
<=0,2 % Ak uedTasnamum <L0Q(<0,05)
<=0,2 % Ak uedTasmamum <L0Q(<0,05)
<=0,10 % Ak uedTasuamum <L0Q(<0,05)
<=1,0 % 0,1
<=120 CeKyHA 82
<=1000 ppm 404
<=13,5 % 12,4
<=6000 YactnHok/dnakoH 227
<=600 YactuHok/dnakoH 2
<=15,0 % 1,5
Bionosigae Bignosigae
Bignosigae Bignosinae
Biognosigae Bionosinae
<0,10 MO/mr < 0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKkwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUIA
OpHopigHicTe A030BAaHMX OAMHMLB: OAHOPIAHICTE A030BaHUX OAMHULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTEMHepa: AKLO pesynbTarT Bignosigae BUMOram, KiNbKicTb 04MHKULb i3 NPOHMKHEHHAM DapBHUKA [,0piBHI0E

HynK

Lla cepia byna BurotoBneHa, ynakoBaHa Ta NpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.

Oata apyry 20 sepecHs 2024 poky 0 12:18
HagpykosaHo KpictiHow Byoco

KpicTiHa Byoco

Bigain akocri

20 BepecHA 2024 poxy 0 12:18
3ATBEPOMEHO

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc

Crop. 1/1



ACS DOBFAR

Sede Legale:
Viale Addetra, 4/12 — 20067 Tribiano (M) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) -ITALY

www. acsdobfar.it - ini joncipee. {obfar.it Tel. 02 906931 - Fax 02 9064565
Manufactured by ACS Dobfar S.p.A. [fonncrly manufactured at the same facility by Glaxe hKline Manufacturing S.p.AL)
Via A. Fleming, 2 - 37135 Verona (VR) — ITALY

CERTIFICATE OF BATCH RELEASE

1. Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial per
pack)

3

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259 /24K03253

&

Strength/Potency: 1 vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to [ g of
ceftazidime.

5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 09/2024
8. Marketing authorization number: UA/18227/01/01
9. Released Qty: PCK 2.141

10. Manufacturing date: June, 2024
6

11. Expiry date: June, 2027

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:
/
@ No major/critical deviations that may influence the release of the product
O Major/critical deviations which may influence the release of the product (see reference)
00 Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

16. Name and Signature of the Qualified Person authorizing the batch release and date of signature:
N 00 0—
{”/.-' WD 20l Y / WLy
Giovanna Morri - Qqaliﬁed Person Date U
17. Notes:ly\}/ D\




ACS DOBFAR

Sede Legale:

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aAsE‘Pgresso 3

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 Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product;

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates
Clarity (Appearance of Solution)
Absorbance (Appearance of Solution)
pH

Assay

Sodium Carbonate content
Related Substances:

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

= Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph,Eur)
Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 um
Particulate matter >= 25 um
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

SPECIFICATIONS

White or pale yellow powder

Complies
Complies
<=]
<=0,30
50-75
95,0 - 105,0
8,0- 10,0
<=0,2
<=02
<=02
<=0,10
<=1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
Yolabel

%

%Ceftaz.
%Ceftaz.
%Ceftaz.
%Ceftaz.
%

ppm
%

part/vial
part/vial
%

EU/mg

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in
vial (10 vial per pack)
24K03253
June, 2024
June, 2027

F10000100259
2.141 PCK

RESULTS

Complies

Complies
Complies

<1

0,11

6,7

100,5
EXTERNAL LAB (9,4)
0,1

<L0OQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

82

404

12,4

227

2

1,5

Complies
Complies
Complies
<0,10

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

Print Date September 20th, 2024 time 12:18 p

Printed by Cristina Buoso

Cristina Buoso
Quality Unit

September 20th, 2024 time 12:18 p

APPROVED

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 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, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy
CERTIFICATE OF ANALYSIS

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
Batch number: 24K03253 Material; F10000100259
Manufacturing date: June, 2024 Batch size: 2.141 PCK
Expiry date: June, 2027
TESTS SPECIFICATIONS UM RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

aistina Buoso

Quality Unit
Print Date September 20th, 2024 time 12:18 p September 20th, 2024 time 12:18 p
Printed by Cristina Buoso APPROVED

Pag.2/2
This document is signed electronically



JNEPKABHA CJIYXKBA 3 JJIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo SIKIiCTh BBE3eHOro B YKpaiHy JiKapcbKOro 3acody

16.12.2024 Ne 67524/24/2611

HED®PTAZUIUM-BICTA

(naliMeHyBaHHs JIikapchbKoro 3acoGy 3riiHO 3 peecTpauifiH1M NOCBIAYEHHAM)
HOPOIIOK /sl PO3HMHY /UIsl iH'€KLil mo 11, mo 1 r nopomKy y cKasHOMY (aaKoni
3aKynopenomMy 6pomMOyTHIOBOI0 I'yMOBOIO NPOGKOI0, iKa 003kaTa AJIOMiHIEBHM
xoBnauxom; no 10 ¢paakoHiB B KAPTOHHIH KopoOui

(dopma BUMyCKY, J103yBaHHs, BUI MaKyBaHH# Jlikapchkoro 3acoby)

Howmep peectpauiitnoro nocsinuennst UA/18227/01/01 crpox nii peectpauiitoro nocinyenHs 30.07.2025

Cepis nikapcekoro 3aco6y Ne 24K 03255 KinbkicTs BBe3eHOro nikapcnkoro 3acoby 390
BupoGHuk AIIC IOB®AP C.I1.A, Itanis
(uaiiMeHyBanHs BUpOGHHKA NiKapchKOro 3acoby, kpaiHa MOXOIKEeHH)
BeeseHo B Vipaity TosapucTBo 3 o6Mexkenolo BixnosinansuicTio "BYCT ®APMA",
inent. kon: 44107410

(saliMeHyBanus Ta koa 3a €JIPTIOY 1opunuanoi ocobu abo npisBHulLle, iM's, 10 6aTbKOBI
izuunol 0cobu - mianpuemus, il MicLe TIPOXHMBaHHS T2 peecrpauiiinuii Homep 06/1ikoBOT
KapTKH IJIaTHHKA NoAaTKiB abo cepist Ta HoMep nacnopra)

Mpotokon Bisyanshoro kontpoaio Bin 16.12.2024 Ne 4348/11.

3a pesy/jisTaTaMH JEPHKABHOIO KOHTPOJIIO BCTAHOBJIEHO, IO nikapcekuii  3aci6 BBe3eHO B VKpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA LIOJO 3abe3neueHHd gi_&)cﬁ nikapcekux 3acobis.

Muxona XOJIOAEHKO

(nianuc) (iniuiany Ta npiseuile)




i

AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BHCHOBOK
Npo SAKICTb BBE3€HOro B YKpainy JiikapcbKoro 3acoby
11.12.2024 Ne 66525/24/26
HE®TA3ZUIUM-BICTA

(HaliMeHnyBaHHA Jikapchkoro 3aco0y 3riJHO 3 peecTpaliifHHM MOCBIAMCHHAM)
MOPOMIOK IS PO3YMHY /i iH'exuii mo 1 r, mo 1 r nopomky y ckassHomMy aakoHi
3aKynopeHomy 6pomMOyTHIOBOIO I'YMOBOIO IP00KOI0, IKA 00:KaTa AMOMIHIEBHM
koBnaukom; no 10 ¢paaxonis B KAapTOHHIH KopoOLi

((popma BunycKy, N03yBaHHS, BHJI AKyBaHHA Jikapcbkoro 3acoby)
Homep peectpauiitnoro mocsiguenns UA/18227/01/01 crpok aii peecrpauiitnoro nocsiguenns 30.07.2025
Cepis nikapcbkoro 3aco6y Ne 24K03255 KinskicTs BBe3eHOro dikapcbkoro 3acoby 1000

Bupobuuk AILIC IOBDAP C.ILA, Itainis

(naiimMenyBanHsi BUpoGHHKa NiKapchKoro 3acoly, KpaiHa NOXOKEHHS)

Beeseno B Vkpaidy Tosapucrso 3 o6mexenoro BinnosigaabuicTio "BYCT ®APMA",
inent. kon: 44107410

(naiimenyBanus Ta kog 3a €JIPTIOY opuauuHoi ocobu abo npiseuule, im's, no 6arbxosi
¢iznunoi ocobu - nianpuemus, T MiCIIE NPOXMUBAHHA Ta peecTpauilinuii Homep 0GikoBOT
KapTKH NNATHHKA NMOAATKiB 200 cepis Ta HOMEp nacnopra)

TpoTokoa Bisyansnoro kontpomio sin 11.12.2024 Ne 4186/19.

3aci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHSIM BUMOT 3aKOHOJIABCTBA LIOJI0 3abe3neueHHs AKOCTI JiXapCbkux 3aco6iB.

3a pesynbTaTaMM JICPXKABHONO KOHTPOJNIO BCTAHOBICHO, IO nix

Muxona XOJIOJEHKO

Havanpuuk /> /[~ \¢

(nocanora ocoﬁa op(any nepmaaﬂoro :compomo) (nianuc) (inigiany Ta npissuie)

;ﬁ/



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. 1t

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar Sp A - Nucleo Industriale 5 Afto 5 Nicold a Tordino (TE)

CEPTUOIKAT BIANOBIAHOCTI
1. HaiimeHyBaHHA npoaykTy: LEGTASUAMM-BICTA, NopoLWoK A4N1A po3uMHY A4 iH'eKuii no 11 (10 pnakoHiB B nauui)
2. Po3mip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GaakoHKU, nAawWKK, 6aictepm):: 10 ¢NaKoHIB y KAPTOHHIM Kopobuj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K03255
4, Cuna pjifakTMBHICTB: 1 GNaKoH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: CTepuibHUIA NMOPOLLOK
6. Kpaina-imnoptep: YKPATHA

7. Pe3ynbratv aHanisy:
OuvBuUCb Ao0AaHWIA cepTUdiKaT aHanisy, BumaaHnii: 09/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHnLb: 4047 ynakoBoK

10. lata BUroToBJ/IeHHA: KBiTeHb 2023

11. TepmiH npupgaTHocTi: KeiTeHb 2026

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTPO/IO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAyKTy:
ALIC fo6dap C.n.A.
BIA A/IECCAHPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niueHsii Ha BUpoGHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaxeHHA:
Mifg Yac BUroToBAEHHA, NaKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCYTHiCTb CEPIO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXMNEHHSA, AKI MOMXYTb BIIMHYTW Ha BUMYCK NPOAYKLji
O fopnatkosa signosiaHa iHdopmalLia, AKLLIO BOHA 3aCTOCOBHA, LWOAO AKOCTI NapTii 4oA3eTbCA

15. 3aABa npo cepTudikauito
LUum A 3acsiguylo, WO BKasaHa Buwe iHGOpMaLUis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobneHa,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUE3raJaHMX 06'EKTax y MOBHIW BiANOBiAHOCTI A0 BUMOT
GMP €EC T1a cneumdikauii, 3asHaYeHWX Yy peecTpaliMHOMY TMOCBIAYEHHI MICLLEBOTO PEry/Ilol40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPUHHUX YM KAITMHHUX KYAbTYyp. 3anucyu npo obpobry
cepii, yNnakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHWMMKM BUMoram GMP EC. Yci BiAXWIEHHSA, AKLWIO BOHM
BUMAB/EHI, ByM nepesipeHi, a cepilo cXBasneHo Ta BUMYLLEHO YNOBHOBaXeHoK ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKWIA A3aE NPpaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjnianuc/ 20/09/2024
HosaHHa Moppi - YnoeHoBaxeHa ocoba Oata

17. Npumitkn: NA

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar. it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo Industriale 5 Afto 5. Nicold a Tordino (TE)

Mpoaykr:

Cepin Ne: 24K03255
[Oata supobuuursa: Ksitenb 2023
Tepmin npuaaTHocTi: KsiTeHb 2026

Tecn

Onwuc

laeHTndikauia KapboHatu

laenTmdikauia BEPX

Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY)
MornvHaHHA (30BHILWHIN BUrNAL PO3UMHY)
pH

Bmicr

Bmict HaTpito kapboHaTy

CynpoBsigHi fAomilKu:

- Nenbta-2-uedrazngum (gomiwka A 3a Ph.Eur.)
- pomiwka B 3a Ph.Eur.

- pomiwka G 3a Ph.Eur.

Byab Aka HecneundikoBaHa AOMIlLKa
Cyma pomiwok

Yac BigHOBNEHHA

Jdomiwka F

Brpata macu npu eucywyeaHHi

MexaHiuHi sBrntodeHHA (Hesuaumi yacTku)
Teepaj yacTuHkK >= 10 mikpoH

Teepai yacTMHKK >= 25 MiKpoH
OgHopigHicTb A030BaHUX O4MHULD
UinicHicTb 3aKpUTTA KOHTelHepa
YnaKoBKa Ta MapKyBaHHA

CTepunbHicTb

BakTepianbHi eHgoTokeunHu (JTIA/1-Tect)

CEPTUDIKAT AHANI3Y

Kog npoaykTy:
Poamip cepii:

Cneumndikauii OguHuMui BUMipIOBaHHA

BIINIA ABO B1IJ0-KOBTUIA NOPOLLOK

Biognosigae

Bignosigae

<=1 CycneHzia

<=0,30 OAMHMLUb NOTIMHAHHA
5,0-7,5 oauHuui pH
95,0-105,0 % (Big, 3ansneHoro)
8,0-10,0% %

<=0,2 % Ak uedTasnamum
<=0,2 % Ak uedTasnamum
<=0,2 % Ak uedTasmamum
<=0,10 % Ak uedrasmamum
<=1,0 %

<=120 CeryHA

<=1000 ppm

<=13,5 %

<=6000 YactuHok/dnakoH
<=600 YactuHok/dnakoH
<=15,0 %

Biognosigae

Bignosigae

Biognosigae

<0,10 MO/mr

laeHTHYHIcTE Kap6oHartis, BEPX: aKkwo pesynsTat BIANOBIOAE, Tect MO3UTU BHUIA
OpaHopigHicTe A030BAHMX OAMHULB: OAHOPIAHICTE A030BaHUX OAMHKULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTelHepa: AKLO pesyabTaT Bignosigae BMMOram, KiNbKicTb 04MHKULb i3 NPOHMKHEHHAM DapBHUKA fOpiBHIOE

HynK

LEPTA3UONM-BICTA nopowwok gna posuuHy gns in'ekyii no 1, (10 ¢pnakoHie B nauu;)

F10000100259
4047 ynak.

Pesynetatn

Bionosigae

Bionosigae
Bionosigae
<1

0,10

6,7

99,5

30BHILIHA N1AB-A (9,5)

0,1
<L0Q(<0,05)
<L0Q(<0,05)
<L0Q(<0,05)
0,1

92

569

12,9

412

6

1,7
Bionosigae
Bionosigae
Bionosigae
< 0,10

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

[ata apyky 19 sepecHs 2024 poky o 5:55
HagpykosaHo KpicTtiHow Byoco

KpicriHa Byoco

Bigain akocri

19 BepecHa 2024 poky 0 5:55
3ATBEPAXMEHO

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc

Crop. 1/1



ACS DOBFAR

Sede Lepale:
Viale Addeita, 4/12 — 20067 Tribiano (MI) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pepaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY

www.acsdobfar.it - inistrazione(@pec.acsdobfarit Tel. 02 90693.1 — Fax 02 9064566
Manufactured by ACS Dobfar 5.p.A. (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S.p.A.)
Via A Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1. Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, Ig in vial (10 vial per
pack)

g

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259 /24K03255

4. Strength/Potency: 1 vial contains 1,164g of ceftazidime pentahydrate, which is equivalent to | g of
ceftazidime.
5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 09/2024
8. Marketing authorization number: UA/18227/01/0]
9. Released Qty: PCK 4.047

10. Manufacturing date: April, 2023
6
11. Expiry date: April, 2026

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024
14. Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:

@ No majot/critical deviations that may influence the release of the product
0O  Major/eritical deviations which may influence the release of the product (see reference)
O Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

16. Name and Sign@l_tu)f‘e of the Qualified Person authorizing the batch release and date of signature:
U | L9~ 2099 Ww,
Giovanna Moyri - Qualified Person Daté X
7
17. Notes: ]\f .-"}.b




ACS DOBFAR

Sede lLepale:

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - ITAl

wwiv.acsdobfar.it - amministrazione@pec.acsdobfar. it

Tel. 02 90693.1- Fax 02 9064566

Manufaclured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:
Batch number:

Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)
Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 pm
Particulate matter >= 25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
24K03255

April, 2023

April, 2026

SPECIFICATIONS
White or pale yellow powder

Complies
Complies
=
<=0,30
50-7,5
95,0 - 105,0
8,0-10,0
<=0,2
<=2
<«={),2
<=0,10
<=1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
Yolabel

%

Y%Ceftaz.
%Ceftaz.
%Ceftaz.
%Ceftaz.
%

ppm
%

part/vial

part/vial
%

EU/mg

F10000100259
4.047 PCK

RESULTS

Complies

Complies
Complies

<1

0,10

6,7

99,5
EXTERNAL LAB (9,5)
0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

92

569

12,9

412

6

1,7
Complies
Complies
Complies
<0,10

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

Print Date September 19th, 2024 time 5:55 pm

Printed by Cristina Buoso

trist_ir_m Buaso
Quality Unit

September 19th, 2024 time 5:55 pm

APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Lepale:

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

Viale Colleoni, 25 - Palazzo Pe%asu 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 Alessandro Fleming, 2, 37135 Verona VR,

[raly
CERTIFICATE OF ANALYSIS

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
Batch number: 24K03255 Material: F10000100259
Manufacturing date: April, 2023 Batch size: 4.047 PCK
Expiry date: April, 2026
TESTS SPECIFICATIONS uM RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Cristina Buoso

Quality Unit
Print Date September 19th, 2024 time 5:55 pm September 19th, 2024 time 5:55 pm
Printed by Cristina Buoso APPROVED

This document is signed electronically
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AEPKABHA CJIY)KBA 3 JIIKAPCBKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo AKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

24.02.2025 Ne 8813/25/2611

LHE®TAZUINUM-BICTA

(nafimMeHyBaHHs Nikapcbkoro 3aco0y 3riHO 3 peecTpauiifHHM NOCBiA4EHHAM)

NOPOIIOK AJIsi PO34HHY AJst in'exuiii mo 1 r, mo 1 r nopomky y ckisinomy dJakoni
3aKynopeHomMy 6pomMOyTHI0BOIO TYMOBOIO MPOOKOI0, IKA 00KaTa AMIOMIHIEBUM
koBna4ukom; mo 1 a6o mo 10 paakoniB B kapTonuiii kopooui
(thopma BumycKy, 103yBaHHA, BUI NaKyBaHHA JiKapceKoro 3acoby)

Homep peectpauiiinoro nocsinuenns UA/18227/01/01 crpok aii peecrpauiiinoro nocsizuenns 30.07.2025
Cepis nikapcbkoro 3acoby Ne 24K 03256 KinbkicTh BBe3€HOr0 Nikapchkoro 3acoby 545

Bupo6Huk ALIC IOBODAP C.I1.A, Itanis

(HalimeHyBaHHs BHpoGHHKa NikapchKoro 3acoby, KpaiHa NOXOMKEHHS)

Beeseno B Ykpainy ToBapucTBo 3 00Mekeno0 Bianopinaasuictio "BYCT ®APMA",
inent. kon: 44107410

(Haiimenysanis Ta koA 3a €/IPTIOY iopuauntiiol oco6u abo npizeuiue, iM's. no 6aTekoBi
(hiznunoi 0cobM - nianpremus, ii MicLie NpoXkUBaHHA Ta peecTpauiiinuii Homep obikosoi
KapTKM MiaTHUKa noaatkis abo cepis Ta Homep nacnopra)

Mporokoa BisyanbHoro kontponio Bin 24.02.2025 Ne 536/01.10-25/12.
)

3a pesynbTaTaMM [IEPKABHOIO KOHTPOJIIO BCTAHOBNEHO, WO JikapCbkuil 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHSM BUMOr 3aKOHOAABCTBA 11010 3abe3neveHHs skocTi Ji {pcbkHX 3acobiB.

Muxkona XOJIOJIEHKO

(nianuc) (iniuianm Ta npisBULLE)




JAEPXKABHA CJIIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €IPITOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JlikapcbKoro 3aco0y

17.02.2025 Ne 7321/25/2611

HE®TAZUIAUM-BICTA

(HafimenyBanns nikapchbkoro 3acoGy 3rifiHo 3 peecTpauifiHumM nocsinveHsm)
MOPOIIOK ISl po3uuuy AJs in'exkuiii no 1 r, mo 1 r nopomky y ckasinomy drakoni
3aKynopenomy 6pomOyTHI0BOI0 ryMOBOIO NPOOKOI0, KA 00:KaTa aIOMiHIEBHM
KoBnaukom; mo 10 ¢piakonis B kapToHHiii KopoOuLi

(hopma BunycKy, N03yBaHHA, BHA NaKyBaHHs Aikapcekoro 3acoby)
Homep peectpauitinoro nocsinuenns UA/18227/01/01 ctpok nit peccrpauiiinoro nocsinuenns 30.07.2025
Cepis nikapcbkoro 3acoby Ne 24K 03256 KinskicTs BBesenoro nikapeskoro 3acoby 1000

BupoGHuk ALIC JOB®AP C.I1.A, Itanis

(naiimenyBanus BupobHMKa Nikapcskoro 3acoly, kpaiHa noxokenns)

Beesero B Ykpainy TosapucTeo 3 o6mekenoro BianosiganenicTio "BYCT MAPMA",
inent. kon: 44107410

(HaiimenyBaHHsa Ta koa 3a €IPTIOY 1opuanyHoi ocobu abo npissuiue, im's, no GaTbkoBi
(piznaHOT 0cobu - nianpuemud, T Micle NpoXKHBaHHA Ta peccTpauiiiui nomep obnikoBoi
KAPTKH NJaTHHKA noaarkis abo cepis Ta HOMEp nacnopra)

MpoTokoa Bisyansnoro kontpoao sia 17.02.2025 Ne 441/01.10-25/22.

3a pe3ynabTaTamMu IepKABHOrO KOHTPOJIO BCTAHOBIEHO, nikapchkuii  3aci6 BBeseHo B YkpaiHy 3

AOTPHUMAHHSM BUMOr 33aKOHOAABCTBA WLOAO 3abe3ne: fiKocTi Nikapcbkux 3acobis.

Hauaneau Muxkona XOJIOAEHKO

0110) (nianue) (iniuianu ta npizsuine)

(nocanos




JAEP)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
Npo SIKICTH BBe3eHOro B YKpaiHy JiikapcbKoro 3acody

16.12.2024 Ne 67527/24/26

HEPTAZUIUM-BICTA

(nalMeHyBaHHs NnikapcbKkoro 3acofy 3rilHo 3 peecTpauifHUM NOCBiI4EHHAM)
NOPOIMOK AJIsl po34yrHy s in'ekuidi no 1 r, mo 1 r nopomky y ckasnomy ¢aaxkoni
3aKynopeHomy OpoMOyTH/I0BOI0 I'YMOBOIO NIPO0KO0I0, KA 002KaTA ANIOMIHICBHM
KoBnaukoMm; no 10 ¢paakonisB B KapTroHHiii Kopooui

((hopma BunycKy, 103yBaHHA, BUIl NaKyBaHHA Jlikapchkoro 3aco0y)
Howmep peectpauiiinoro nocsiauenns UA/18227/01/01 crpok nii peectpauiiinoro nocsinuenns 30.07.2025
Cepis nikapcbkoro 3acoby Ne 24K 03256 KinbkicTs BBe3eHoro nikapcskoro 3acoby 610

BupoGHuk ALIC IOBDAP C.I1.A, Itanis

(HalimeHyBanHs BUpoGHKKa Nikapchkoro 3acoby, kpaiHa MoXoKeHH)

Baeseno B Vipaiuy TosapucTeo 3 o6mexkenoro Bianopinaasnictio "BYCT ®APMA",
inenT. kon: 44107410

(naiimenyBanns Ta koa 3a €JIPIIOY iopuanuHoi ocobu abo npizsuule, im's, no 6arbkoBi
disnynoi ocobu - nixnpxemis, ii Miclie MpoXKHBaHHA Ta peecTpauliiinnit Homep oGnikosoi
KapTKH MiaTHKHKa noAatkis aGo cepis Ta HoMep nacnopra)

IMpoTokon BisyansHoro kontpomo Bin 16.12.2024 Ne 4348/12.

3a pesy/bTaTaMM JEPKABHONO KOHTPOMIO BCTAHOBNEHO, WO JiKapchkui 3aci6 BBe3eHO B VYkpaiHy 3
JOTPHMAHHSAM BMMOr 3aKOHOAABCTBA 0/I0 3abe3neueHHs AKOCTI Ji ApCBKHX 3acobiB.

/ Muxkona XOJIOAEHKO

(ni;mc) (iniuianu Ta npi3BHILE)




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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog roToBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K03256
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBuUCb A0OaHWIA cepTUdiKaT aHanisy, enaaHnii: 09/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLEeHUX oaMHNLB: 6155 yNakoBOK

10. lata BUroToB/IeHHA: KBiTeHb 2023

11. TepmiH npupgaTHocTi: KeiTeHb 2026

12. Ha3ssa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYyKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mia Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fopatkosa signosiaHa iHdopmalLlia, AKLIO BOHA 3aCTOCOBHA, LWOAO AKOCTI NapTii 4oA3eTbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCTI, Ha BULUIE3raJaHMX O6'EKTaxX y MOBHIW BiANOBIAHOCTI A0 BMMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKLLO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 20/09/2024
HosaHHa Moppi - YnoeHoBaxeHa ocoba Aata

17. Npumitkn: NA

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo ndusiriale 5 Afto 5. Nicold a Tordino (TE)

Mpoaykr:

Cepin Ne: 24K03256
[Oata supobHuursa: Ksitenb 2023
TepmiH npuaaTHocTi: KsiteHb 2026

Tectn

Onwuc

laenTndikauia KapboHatu

laenTndikauia BEPX

Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY)
MornnHaHHA (30BHILWHIN BUrNAL PO3UMHY)
pH

Bmicr

Bmict HaTpito kapboHaTy

CynpoBsigHi fAoMilWKK:

- NenbTa-2-uedrazngum (gomiwka A 3a Ph.Eur.)
- pomiwka B 3a Ph.Eur.

- pomiwka G 3a Ph.Eur.

Byab Aka HecneundikoBaHa goMillKa
Cyma pomiwok

Yac BigHOBNEHHA

Jdomiwka F

Brpata macu npu BucywyBaHHi

MexaHiuHi skntodeHHA (Hesuaumi yacTku)
Teepaj yactHkm >= 10 mikpoH

Teepai yacTMHKK >= 25 MiKpoH
OgHopigHicTb A030BaHKUX O4MHULD
UinicHicTb 3aKpUTTA KOHTeHepa
YnaKoBKa Ta MapKyBaHHA

CTepunbHicTb

BakTepianbHi eHgoTokeunHm (JTIA/1-Tect)

CEPTU®DIKAT AHANI3Y

Kog npoaykTy:
Poamip cepii:

LEPTA3MONM-BICTA nopowwok gna posunHy gns iH'ekyii no 1r, (10 ¢pnakoHie B nauu;)

F10000100259
6155 ynak.

30BHILLIHA N1AB-A (9,6)

Cneundikauii OauHMLI BUMipHOBaHHA Pesynetatn
BIIVIA ABO B/1140-KOBTUIA NOPOLOK Bignoeigae
Biognosigae Bignosigae
Bionosigae Bignosigae
<=1 CycneHzia <1
<=0,30 OAMHMLUb MOTIMHAHHA 0,11
5,0-7,5 oamHuui pH 6,8
95,0-105,0 % (Big 3ansneHoro) 100,6
8,0-10,0% %
<=0,2 % Ak uedTasnamum 0,1
<=0,2 % Ak uedTasnamum <L0Q(<0,05)
<=0,2 % Ak uedTasmamum <L0Q(<0,05)
<=0,10 % Ak uedTasuamum <L0Q(<0,05)
<=1,0 % 0,1
<=120 CeKyHA 118
<=1000 ppm 576
<=13,5 % 12,1
<=6000 YactnHok/dnakoH 344
<=600 YactuHok/dnakoH 2
<=15,0 % 2,3
Bionosigae Bignosigae
Bignosigae Bignosinae
Biognosigae Bionosinae
<0,10 MO/mr < 0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKkwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUIA
OpHopigHicTe A030BAaHMX OAMHMLB: OAHOPIAHICTE A030BaHUX OAMHULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTEMHepa: AKLO pesynbTarT Bignosigae BUMOram, KiNbKicTb 04MHKULD i3 NPOHMKHEHHAM DapBHUKA [,0piBHI0E

HynK

Lla cepia byna BurotoBneHa, ynakoBaHa Ta NpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.

[ata apyry 20 sepecHs 2024 poky 0 12:32
HagpykosaHo KpictiHow Byoco

KpicTiHa Byoco

Bigain akocri

20 BepecHA 2024 poky o0 12:31
3ATBEPOMEHO

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc

Crop. 1/1



ACS DOBFAR
Sede Legale
Viale Addetta, 4/12 — 20067 Tribiano (M) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pegaso Ingresso 3
20864 Aprate Brianza (MB) - ITALY

www.acsdobfar.it - inistrazione(@ pec.acsdobfarit Tel. 02 90693.1 — Fax 02 9064566
Manufactured by ACS Dobfar §.p.A. (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S.p.A.)
Via A. Fleming, 2 - 37135 Verona (VR) - 1ITALY

CERTIFICATE OF BATCH RELEASE

1. Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial per
pack)

o

Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259 / 24K03256

4, Strength/Potency: 1 vial contains I,164g of ceftazidime pentahydrate, which is equivalent to 1 g of
ceftazidime.
5. Dosage form: sterile powered

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 09/2024
8. Marketing authorization number: UA/18227/01/0]
9. Released Qty: PCK 6.155

10. Manufacturing date: April, 2023
6
11. Expiry date: April, 2026

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:
During the course of manufacturing, packing and testing of this batch there were:

‘Q No major/eritical deviations that may influence the release of the product
00  Major/critical deviations which may influence the release of the product (see reference)
[0 Additional relevant information, if applicable, regarding quality of batch is attached

15. Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

16. Name and Si/gna_@.iire of the Qualified Person authorizing the batch release and date of signature:

f;l V4 Fd 110 - a2 06/ /.0 ¢
4 AASUE- cof W f L ( 1
Giovanna Morri - Qualified Person Date |

17. Notes: 2 11\3 IWL




ACS DOBFAR

Sede Legale:

VIALE ADDE']’TA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3
ITALY

20864 Agrate Brianza (MB) -

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

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Daobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- [Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)
Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter >= 10 pm
Particulate matter >=25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
24K03256

April, 2023

April, 2026

SPECIFICATIONS

White or pale yellow powder

Complies
Complies
<=1
<=0,30
50-7,5
95,0 - 105,0
8,0-10,0
<=0,2
<=02
<=02
<=0,10
<=1,0
<= 120
<= 1000
<=13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
%%label

%

%Ceftaz.
%Cefiaz.
%Ceftaz.
%Ceftaz.
%

s

ppm
%

part/vial

part/vial
%

EU/mg

F10000100259
6.155 PCK

RESULTS

Complies

Complies
Complies

<1

0,11

6,8

100,6
EXTERNAL LAB (9,6)
0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

118

576

12,1

344

2

23

Complies
Complies
Complies
<0,10

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

Print Date September 20th, 2024 time 12:32 p

Printed by Cristina Buoso

Cristina Buoso
Quality Unit

September 20th, 2024 time 12:31 p

APPROVED

This document is signed electronically

Pag.1/2



ACS DOBFAR

Sede Legal

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

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agrate Brianza (MB) - ITA

wwiw.acsdobfar.it - amministrazione@@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

[taly
CERTIFICATE OF ANALYSIS

Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
Batch number: 24K03256 Material: F10000100259
Manufacturing date: April, 2023 Batch size: 6.155 PCK
Expiry date: April, 2026
TESTS SPECIFICATIONS M RESULTS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Cristina Buoso

Quality Unit
Print Date September 20th, 2024 time 12:32 p September 20th, 2024 time 12:31 p
Printed by Cristina Buoso APPROVED

This document is signed electronically
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JEPKXABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
npo sIKicTh BBE3eHOro B YKpaiHy JlikapcbKoro 3acody

24.02.2025 Ne 8819/25/26

HE®TA3ZUIAUM-BICTA

(HafiMeHyBaHHs Jikapchbkoro 3acoBy 3riiHo 3 peecTpauifiHum MOCBIA4EHHAM)
NOPOMIOK /Il PO34HHY AJs iH'ekuiii mo 1 r, 1o 1 r mopomky y CKJIsiHOMy ¢paakowni
3aKynopeHoMy 6poMOyTHIOBOIO FyMOBOIO TPO0OKOI0, sIKA 003KaTa AJIIOMiHIEBUM
koBnauxom; mo 10 ¢paakonis B kKapToOHHil Kopo6ui

((popma BuIyCKy, 103y BaHHS, BWI NaKyBaHHS JiKapCbKoro 3acoby)
Howmep peectpauifitoro nocsinuenns UA/18227/01/01 crpok aii peectpauifioro nocsintens 30.07.2025
Cepis nikapcbkoro 3acoby Ne 24K 04554 KinbkicTs BBe3eHOrO Jikapcbkoro 3acoby 319

Bupo6Huk ALIC TOB®AP C.ILA, Itanis

(HaliMeHyBaHHs BUPOGHNKA Nikapchkoro 3aco0y, KpaiHa NOXOMIKEHHS)

BeeseHo B Vipaity TosapucTso 3 o6Mekenolo Bianosinaapnictio "BYCT ®PAPMAY,
inent. kon: 44107410

(sabiMeHyBanis Ta koa 3a €JIPTIOY topuaununoi ocobu abo npisBuiiLe, iM'A, o 6aTLKOBI
dizuaHOT 0co6H - nianpuemus, ii Micue NPOKHBAHHA Ta peecTpauiiiHuii Homep 06aikoBoi
KapTKH MiaTHHKa noaatkis aGo cepis Ta HOMEp nacriopra)

MpoTokon Bizyaasuoro koutpoaio sia 24.02.2025 Ne 536/01.10-25/13.

3a pe3yabTaTaMK  [AEPNKAaBHOMO KOHTPOJK BCTAHOBJEHO, LU0 nikapcbkuit  3aci6 BBeseHo B YKpaiHy 3

JOTPHUMAHHSAM BuMOr 3aKOHOJABCTBA OO0 3abe3nedyeHHA HKOCT‘/ ikapcbKHX 3acobiB.

/

Mukona XOJIOAEHKO

o AT F
(nmianumc) (iHiuianu Ta npi3sHIILE)
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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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog roToBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K04554
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[uvBUCb A0OaHWIA cepTUdIKaT aHanisy, BMaaHnii: 11/2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX oguHnLb: 4013 ynakoBoK

10. Aata suroToeneHHA: 06.2024

11. TepmiH npupgaTHocTi: 06.2027

12. Ha3ssa Ta agpeca MicLifi BUTOTOBNIEHHA, NaKYBaHHA, KOHTPOJIIO AKOCTI Ta BUMYCKY NapTil roTOBOro NPoAYKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHA:
Mia Yac BUroToBAEHHA, MAKYBAHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fonatkosa signosiaHa iHdopmaLlia, AKLLIO BOHA 3aCTOCOBHA, LLOA0 AKOCTI NapTii A0A3ETbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobnena,
BK/IIOYAKO4M YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUIE3raJaHMX O6'EKTax y MOBHIW BiANOBIAHOCTI A0 BUMOT
GMP €EC T1a cneundikauii, 3asHaYeHWX Yy pPeeCTPaLiMHOMY MOCBIAYEHHI MICLLEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignosBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKWO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

smiannc/ 26/11/2024
Fa6pienb KoHTi - YNnoeHoBaeHa ocoba [ata

17. Npumitkn: NA

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo ndusiriale 5 Afto 5. Nicold a Tordino (TE)

CEPTUDIKAT AHANI3Y

MpoaykT: LEPTA3MONM-BICTA nopowwok gna posunHy gns iH'ekyii no 1r, (10 ¢pnakoHie B nauu;)
Cepin Ne: 24K04554
[Oata supobHuursa: YepseHb 2024 Kog npoaykTy: F10000100259
TepmiH npuaaTHocTi: YepseHb 2027 Poamip cepii: 4013 ynak.

Tectn Cneundikauii OauHMLI BUMipHOBaHHA Pesynetatn
Onwuc BIIVIA ABO B/1140-KOBTUIA NOPOLOK Bignoeigae
laenTndikauia KapboHatu Biognosigae Bignosigae
laenTndikauia BEPX Bionosigae Bignosigae
Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY) <=1 CycneHsin <1
MornnHaHHA (30BHILWHIN BUrNAL PO3UMHY) <=0,30 OAMHMLUb MOTIMHAHHA 0,10

pH 5,0-7,5 oamHuui pH 6,8

Bmict 95,0-105,0 % (Big 3ansneHoro) 101,9

Bmict HaTpito kapboHaTy 8,0-10,0% % 8,7
CynpoBsigHi fAoMilWKK: - -

- Qenbta-2-uedrazngum (oomiwka A 3aPh.Eur.) <=0,2 % Ak uedTasnamum 0,1

- pomiwka B 3a Ph.Eur. <=0,2 % Ak uedTasnamum <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasmamum <L0Q(<0,05)
Byab Aka HecneuudikoBaHa gomillKa <=0,10 % Ak uedTasuamum <L0Q(<0,05)
Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 109
Jdomiwka F <=1000 ppm 311

Brpata macu npu BucywyBaHHi <=13,5 % 11,9
MexaHiuHi skntodeHHA (Hesuaumi yacTku)
Teepai yactmukm >= 10 mikpoH <=6000 YactnHok/dnakoH 303
Teepai 4acTUHKK >= 25 MiKpoH <=600 YactuHok/dnakoH 6
OgHopigHicTb A030BaHKUX O4MHULD <=15,0 % 6,4
UinicHicTb 3aKpUTTA KOHTeHepa Bionosigae Bignosigae
YnakoBKa Ta MapKyBaHHA Bignosigae Bignosinae
CTepunbHicTb Biognosigae Bignosinae
BakTepianbHi eHgoTokeuHu (JTIA/1-Tect) <0,10 MO/ mr <0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKkwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUIA
OpHopigHicTe A030BAaHMX OAMHMLB: OAHOPIAHICTE A030BaHUX OAMHULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTEMHepa: AKLL0 pesynbLTaT Bignosigae BMMOram, KiNbKicTb 04MHMLb i3 NPOHMKHEHHAM DapBHUKa fOpiBHI0E

HynK

Lla cepia byna BurotoBneHa, ynakoBaHa Ta NpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.

Odata apyry 20 nuctonaga 2024 poky o 2:49
HagpykosaHo AHenika Miona

AHxenika Miona

Bipaain akocri

20 nuctonaga 2024 poky o 2:44
3ATBEPOEHO

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc

Crop. 1/1
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ACS DOBFAR
Sede Legale:
Viale Addetta, 4/12 — 20067 Tribiano (Ml) - ITALY
Sede Amministrativa:
Viale Colleoni, 25 — Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) ~ ITALY
wiww.acsdabfar.it - inistrazi p jobfarit Tel. 02 90693.1 — Fax 02 9064566
Manufactured by ACS Doblar S.p. A, (formerly manufactured at the same facility by GlaxoSmithKline Manuf: ing S.p.AL)
Via A, Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1.  Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial per pack)

2. Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

3. ACS Dobfar finished Product Code /batch number: F10000100259/ 24K04554

4, Strength/Potency: 1 vial contains 1.164g of ceftazidime pentahydrate, which is equivalent to Ig of ceftazidime

5. Dosage form: sterile powder

6. Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 11/2024

8. Marketing authorization number: UA/18227/01/01

9. Released Qty: PCK 4.013

10. Manufacturing date: 06/2024

11. Expiry date: 06/2027

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING. 2. VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-33/2024

14. Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:

N No major/critical deviations that may influence the release of the product

0° Major/critical deviations which may influence the release of the product (see reference)

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

15. Certification statement:
1 hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person,

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

dll, i, 9%-No\- 0%,

Gabriele Conti - Qualified Person Date

17. Notes: J/‘Q



ACS DOBFAR

Sede ]_.c%ale:
VIALE ]
Sede Amministrativa:

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

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3
ITALY

20864 Agrate Brianza (MB) -

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

Tel. 02 90693.1- Fax 02 9064560

Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)
Loss on drying

Particl Contam (Subvis Particles):
Particulate Matter >= 10 um
Particulate matter >= 25 ym
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endotoxins (LAL test)

CERTIFICATE OF ANALYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
24K 04554
June, 2024
June, 2027

SPECIFICATIONS

White or pale yellow powder

Complies
Complies
<=
<=0,30
50-75
95,0 - 105,0
8,0-100

=02
<=02
<=0,2
<=0,10
<= 1,0
<=120
<= 1000
<=13,5
<= 6000
<= 600
<= 5,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

Suspension
Abs Units
pHunit
%label

%

%Ceftaz.
%Ceftaz.
Y%Ceftaz.
Y%Cettaz.
Y%

s

ppm
Y

partivial

part/vial
Y%

EU/mg

F10000100259
4.013 PCK

RESIILTS

Complies

Complies
Complies

]

0,10

6,8

101,9

8,7

0,1

<LOQ (<0,05)
<LOQ (<0,05)
<LOQ (<0,05)
0,1

109

31l

11,9

303

6

6,4

Complies
Complies
Complies
<0,10

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

Print Date November 20th, 2024 time 2:49 pm

Printed by Angelica Miola

Kngéli_ca Miola
Quality Unit

November 20th, 2024 time 2:44 pm

APPROVED

This document is signed electronically

Pag. 1/2



ACS DOBFAR

Sede LC%IJC:

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

Viale Colleoni, 25 - Palazzo Pe%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 Alessandro Fleming, 2, 37135 Verona VR,

Italy
Product: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in
vial (10 vial per pack)
Batch number; 24K 04554 Material: F10000100259
Manufacturing date: June, 2024 Batch size: 4.013 PCK
Expiry date: June, 2027
TESTS SPECITICATIONS 1 RESUITS

ldentity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Angelica Miola

Quality Unit
Print Date November 20th, 2024 time 2:49 pm November 20th, 2024 time 2:44 pm
Printed by Angelica Miola APPROVED

Pag.2/2
This document is signed electronically



AEPKABHA CJIYKBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

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

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpainy JikapcbKoro 3acody

09.04.2025 Ne 18074/25/2611

LHE®PTASHAUM-BICTA

(HafiMeHyBaHHs NiKapcbKOro 3acoly 3riiHo 3 peccTpauifiHuM NoCBiIYEHHAM )
MOPOUIOK /ISt PO3YHHY A4 in'exkuiii mo 1 r, mo 1 r nopomky y ckiasinomy dpuraxoni
3aKkynopenomy OpomMOyTHI0BOIO I'YMOBOIO NPo0K010, siKa 00KkaTa AIOMIHICBHM KOBIIAYMKOM;
10 parakoniB B kapTouHiii kKopoOiti

(thopma BUIYCKY, K03yBaHs, BUIL NaKyBaiis Jikapchkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/18227/01/01 crpok aii peectpauiiinoro nocginuenns 30.07.2025

Cepis nikapcbkoro 3acody Ne 24K 04923 KinbkicTs BBe3eHOro nikapcbkoro 3acoby 1728

BupoGHuk ALIC JIOBDAP C.ILA., ITanis

(nafimMenyBanHs BUPOOHMKA NIKAPCLKOIo 3acoby. KpaTHa NOX0KCHHA)

Bee3seHo B Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BIAITOBIIAJBHICTIO
"BYCT ®APMA", inenT. kon: 44107410

(nafimenysanns ta ko 3a CAPIOY 1opuanunoi ocoGu abo npissuuie, im's, no Garekosi izuinoi
0coGu - niznpuemus, if Micue nposkuBanis Ta pecerpauiiinnii nomep 06AiKOBOT KAPTKM NIATHIK
nosarkis abo cepis Ta HOMEp nacnopTa)

Mpotokon sisyansnoro kontpomio six 09.04.2025 Ne 1167/01.10-25/10.

3a  pesybTaTaMM EpKABHOrO KOHTPOJNIO BCTAaHOBJEHO, WO Jikapegkuit 3aciG  sseseno B Ykpainy 3

JAOTPUMAHHSAM BUMOr 3aKOHONABCTBA LLOAO 3abe3neveHHa AKOCTI Jdpcbkux 3acobis.

e —

Hauansufie &/ [ Mukona XOJIOJIEHKO
{nocm{'{aﬁ GC ta nflmny ;i::e}ﬁrsanjuﬁ-h{ﬂ‘pmm} (nianme) (iniuianwm Ta npizsuie)
":;— g5 \._l]; r':.:._.
=] I? Raddtsi ¥ i 7 'II:_,'
\% Mt /)
V,’p?— , “. ‘
07:3;),’




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)

CEPTU®IKAT BIAMNOBIAHOCTI
1. HaiimeHyBaHHA NpoAayKTy: LE®TASUAMM-BICTA, NopoLoK A1A po3uMHY AAA iH'ekuiii no 11 (10 ¢dnakoHis B nauui)
2. Posmip ynakoBKM (BMicT KoHTeiHepa) i TN (HanpuKnag, GnakoHKU, nawkK, 6aictepm):: 10 pNaKoHIB y KAPTOHHIM KopobLj
3. Kog rotoBoro npogykty KomnaHii ACS Dobfar / Homep cepii: F10000100259 / 24K04923
4, Cuna pjifakTMBHICTB: 1 NaKoOH MICTUTL LedTasMaumy neHTarigpaty 1,164 r, Wo eksiBaNeHTHO uedTasmuaumy 11
5. NikapcbKka popma: cTepuibHUIA NOPOLLOK
6. KpaiHa-imnoptep: YKPATHA

7. Pesynbratv aHanisy:
[Ousuck nogaHni cepTdikaT aHanisy, BUAAHWA: B rpyaHi 2024p.

8 Homep peecTpauiiiHoro noceigueHHs : UA/18227/01/01
9. KinbKicTb BUNyLeHUX ogMHNLb: 9756 yNakoBOK

10. AaTta suroToBAeHHA: BepeceHb 2024

11. TepmiH npupgaTHocTi: BepeceHb 2027

12. Hassa Ta agpeca micLA BUTOTOBNEHHA, NaKyBaHHA, KOHTP OO AKOCTI Ta BUMYCKY NapTil roTOBOro NPOAYKTY:
ALIC fob6dap C.n.A.
BIA A/IECCAHAPO ®JIEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpoBHMYTBO: AM-33/2024

14. KomeHTapi / 3ayBaXeHHs:
Mifg Yac BUroToBAEHHA, MAKYBaHHA Ta TECTYBaHHA Uiei napTii 6yno:
BiaCyTHiCTb CEPHO3HUX/KPUTUYHMX BiAXUNEHD, AKI MOMYTb BIUIMHYTU HA BUNYCK NPOAYKLIi
[J OcHOBHI/KPUTUYHI BiAXUNEHHA, AKI MOMYTL BIIMHYTW Ha BUMYCK NPOAyKUji
O fopatkosa signosiaHa iHdopmaLLin, AKLLIO BOHA 3aCTOCOBHA, LWOAO0 AKOCTI NapTii 4oA3eTbCA

15. 3aABa npo cepTudikauito
LUum A 3acsigyylo, WO BKasaHa Buwe iHGopmauis € JOCTOBIpHOK i ToyHow. Lis cepis npogykty 6yna supobneHa,
BK/IIOYAKYM YNAKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULUIE3raJaHMX 06'eKTax y MOBHIW BiANOBIAHOCTI A0 BUMOT
GMP €C T1a cneundikauii, 3asHaYeHWX Yy peeCcTpaLiMHOMY MOCBIAYEHHI MICLUEBOTO PEry/Ilo40ro  OpraHy
KpaiHu-imnopTepa. Cepia He MICTUTb NPOAYKTIB, OTPUMAHUX i3 TBAPMHHUX YM KAITMHHUX KYNbTyp. 3anucyu npo obpobry
cepii, yNakoBKy Ta aHanis 6ynu nepesipeHi Ta BUM3HaHI BignoBigHMMKM BUMoram GMP EC. Yci BigXWNEHHSA, AKWO BOHM
BUABJEHI, By NepeBipeHi, a cepilo cxBaneHo Ta BUMYLLEHO YNOBHOBaXeHow ocoboto.

16. Im'A Ta nignuc ynoeHoeaxeHoi ocoby, AKMIA A3€ NPaBo Ha BUNYCK cepii, Ta AaTa NiANUCaHHA:

Jjmanuc/ 18/12/2024
HosaHHa Moppi - YnoeHoBaxeHa ocoba Aata

17. Npumitkn: NA

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc
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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) - ITTALY

www acsdobiar 1t - ammmmstrazione@pec.acsdobfar it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 5p A - Nucleo ndusiriale 5 Afto 5. Nicold a Tordino (TE)

CEPTUDIKAT AHANIZY

MpoaykT: LEPTA3MONM-BICTA nopowwok gna posunHy gns iH'ekyii no 1r, (10 ¢pnakoHie B nauu;)
Cepin Ne: 24K04923
[Oata supobHuursa: BepeceHb 2024 Kog npoaykTy: F10000100259
TepmiH npuaaTHocTi: BepeceHsb 2027 Poamip cepii: 9756 ynak.

Tectn Cneundikauii OauHMLI BUMipHOBaHHA Pesynetatn
Onwuc BIIVIA ABO B/1140-KOBTUIA NOPOLOK Bignoeigae
laenTndikauia KapboHatu Biognosigae Bignosigae
laenTndikauia BEPX Bionosigae Bignosigae
Mpo3opicTb (30BHIWHIK BUrAAL po3uMHY) <=1 CycneHsin <1
MornnHaHHA (30BHILWHIN BUrNAL PO3UMHY) <=0,30 OAMHMLUb MOTIMHAHHA 0,08

pH 5,0-7,5 oamHuui pH 6,7

Bmict 95,0-105,0 % (Big 3ansneHoro) 101,7

Bmict HaTpito kapboHaTy 8,0-10,0% % 8,8 (30BHILUHA NIAB-A)
CynpoBsigHi fAoMilWKK: - -

- Qenbta-2-uedrazngum (oomiwka A 3aPh.Eur.) <=0,2 % Ak uedTasnamum 0,1

- pomiwka B 3a Ph.Eur. <=0,2 % Ak uedTasnamum <L0Q(<0,05)
- pomiwka G 3a Ph.Eur. <=0,2 % Ak uedTasmamum <L0Q(<0,05)
Byab Aka HecneuwndikoBaHa gomillKa <=0,10 % Ak uedTasuamum <L0Q(<0,05)
Cyma pomiwok <=1,0 % 0,1

Yac BigHOBNEHHA <=120 CeKyHA 31
Jdomiwka F <=1000 ppm 493

Brpata macu npu BucywyBaHHi <=13,5 % 1252
MexaHiuHi skntodeHHA (Hesuaumi yacTku)
Teepaj yacTuHkm >= 10 mikpoH <=6000 YactnHok/dnakoH 498
Teepai 4acTUHKK >= 25 MiKpoH <=600 YactuHok/dnakoH 3
OgHopigHicTb A030BaHKUX O4MHULD <=15,0 % 3,7
UinicHicTb 3aKpUTTA KOHTeHepa Bionosigae Bignosigae
YnakoBKa Ta MapKyBaHHA Bignosigae Bignosinae
CTepunbHicTb Bianosigae Bignosinae
BakTepianbHi eHgoTokeunHm (JTIA/1-Tect) <0,10 MO/ mr <0,10

laeHTHMYHIcTE Kap6oHaris, BEPX: aKkwo pesynsTat BIAMNOBIOAE, Tect MO3UTU BHUIA
OpHopigHicTe A030BAaHMX OAMHMLB: OAHOPIAHICTE A030BaHUX OAMHULD - OAHOPIAHICTE BMICTY
LlinicHICTb 3aKpUTTA KOHTEMHepa: AKLL0 pesynbLTarT Bignosigae BUMOram, KiNbKicTb 0g4MHKULb i3 NPOHMKHEHHAM DapBHUKA fOpiBHIOE

HynK

Lla cepia byna BurotoBneHa, ynakoBaHa Ta NpoTecToBaHa BignosigHo Ao notouHunx sumor GMP.

Oata apyky 18 rpyaHa 2024 poxky o 11:33
HagpykosaHo KpicTtiHa Byoco

AHxenika Miona

Bigain akocri

18 rpyaHa 2024 poxy 0 11:21
3ATBEPOEHO

Llel 4OKYMEHT Ma€ eIeKTPOHHMIA Nignuc

Crop. 1/1



ACS DOBFAR
Sede Legale;
Viale Addetta, 4/12 - 20067 Tribiano (MI1) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3
20864 Aprate Brianza (MB) - ITALY

WY,

lobfar.it - ini ione{@pecacsdobfarit Tel. 02 90693.1 - Fax 02 9064566

Manufactured by ACS Dobfar S.p.A. (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S.p.A.)
Via A. Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

Product Description: CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in vial (10 vial per pack)
Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in cartoon box

ACS Dobfar finished Product Code /batch number: F10000100259/ 24K04923

Strength/Potency: 1 vial contains 1.164g of ceftazidime pentahydrate, which is equivalent to 1g of ceftazidime
Dosage form: sterile powder

Importing country: Ukraine

Results of analysis:

See the attached certificate of analysis release on: December 2024

8.

9,

10.

12.

13.

14.

Marketing authorization number: UA/18227/01/01

Released Qty: PCK 9.756

Manufacturing date: September 2024

Expiry date: September 2027

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A

VIA ALESSANDRO FLEMING. 2. VERONA (VR), 37135, ITALY

Number of manufacturing license: aM-33/2024

Comments/remarks:

During the course of manufacturing, packing and testing of this batch there were:

O
0

15.

16.

No major/critical deviations that may influence the release of the product
Major/critical deviations which may influence the release of the product (see reference)
Additional relevant information, if applicable, regarding quality of batch is attached

Certification statement:

1 hereby certify that the above information is authentic and accurate. This batch of 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 of the local Regulatory Authority of 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. All deviations if detected have been
reviewed and the batch is approved and released by the Qualified Person.

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

i

D1 f st (¢ lun (20

Giovanna Morri - Qualified Person Date

17.

Notes: / [‘\J ./f\-’__



ACS DOBFAR

Sede Le

le:
VIALE iuDDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo PchaAsE‘}ngresso 3

20864 Agrate Brianza (MB) - 1

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

Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar 8.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Ttaly

Product:

Batch number:
Manufacturing date:
Expiry date:

LESTS

Appearance

Identity - HPLC

Identity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances:

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

- Imp.G Ph.Eur

- Any Unspecified Impurity

- Total Impurities

Reconstitution time

Pyridine (Impurity F Ph.Eur)

Loss on drying

Particl Contam.(Subvis Particles):
Particulate Matter == 10 pm
Particulate matter >= 25 pm
Uniformity of dosage unit
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Endatoxins (LAL test)

LYSIS

CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in

vial (10 vial per pack)
24K04923

September, 2024
September, 2027

SPECIFICATIONS
White or pale yellow powder

Complies
Complies
<=
<=0,30
50-7,5
95,0 - 105,0
8,0-10,0
<=0,2
<=0,2
<=02
<=0,10
<= 1,0
== 120
<= 1000
<=13,5
<= 6000
<= 600
<=15,0
Complies
Complies
Complies
<0,10

Material:

Batch size:

1M

Suspension
Abs Units
pHunit
%olabel

%

%Ceftaz.
%Ceflaz.
YCeftaz,
%Ceftaz.
yll

s

ppm
%

part/vial

part/vial
Yo

EU/mg

F10000100259
9.756 PCK

RESULTS

Complies

Complies
Complies

<1

0,08

6,7

101,7
8,8(EXTERNAL LAB)
0,1

<L0OQ (<0,05)
=L0Q (<0,05)
<L0OQ (<0,05)
0,1

31

493

12,2

498

3

3,7

Complies
Complies
Complies
<0,10

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

Print Date December 18th, 2024 time 11:33 am

Printed by Cristina Buoso

Angelica Miola
Quality Unit

December 18th, 2024 time 11:21 am

APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Le%ale:

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 Alessandro Fleming, 2, 37135 Verona VR,

Italy
Product; CEFTAZIDIME-VISTA, Powder for solution for injection, 1g in
vial (10 vial per pack)
Batch number: 24K04923 Material: F10000100259
Manufacturing date: September, 2024 Batch size: 9.756 PCK
Expiry date: September, 2027
TESTS SPRCIFICATIONS m RESIITS

Identity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE
Uniformity of dosage unit: Uniformity of dosage unit - Content Uniformity
Container closure integrity: if the result is Complies the Number of units with dye intrusion is zero

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

Angelica Miola

Quality Unit
Print Date December 18th, 2024 time 11:33 am December 18th, 2024 time 11:21 am
Printed by Cristina Buoso APPROVED
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