AEPKABHA CHYXKBA 3 JIKAPCHBKHUX 3ACOBLIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KMEBI

npos. Hagit Ceitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €ZAPT1I0Y 37079055

BUCHOBOK
PO SIKICTH BBC3EHOro B YKpainy JiKapcbKoro 3acooy

13.01.2026 Ne 046/26/26

ABITAZUM

(HAFMCHY BT HKAPCLKOTO 31c00y 3rEHO 3 peecTpaniftisiv nocsiz e
NOPOIOK AJist pos sy in'exniii no 1 1, o 10 puakonis B kaprouniit kopobii

(opaa BUIYCKY. JO3YRANISL, BH HAKY AHHY JHKAPCHKOFO sato0y’)

Homep peecrpauiiinoro nocsiicins UA/18808/01/01 crpok nii peecrpauiitnoro nocsimienns 28.06.2020

Cepis nikapenkoro 3acoly Ne 25K 04236 KisbKicTh BBEICHOMO AIKAPChKOro sacody §6-1
BupoGhuk ALIC JIOBDAP CIT.A., Tranis )

(Haiiveiy sasst gHPODIHKA AKAPCHKOTo B3acolY. KPATH HOXORCHH )

Boeseno B Yxpainy TOBAPUCTBO 3 OBMEKEHOIO BUIITOBIIAAJLHICTIO
"BYCT GAPMA"Y, inenr, ko 44107410
(nadinenysaniy Ta ko 3a CAPTTOY wpuarnol ocoSu alo upissinne. ', 1o Garnkoni qises
QCOBH = ALANPHCM UL T MICII TIPORHBAIAA TA PECCTPatiinmsii toyep o8 HRONOT Kap K G Lt
foaarkin 4o ceplis Ta HOMCP HacopTa)

Mporoxoa sisyansuoroe wowrpomo sig 13.01.2026 M 91/01.10-25/2.

3a  pesynanTarvaMil JIEPRaAsiioro  KOHTPOAIO  BCTAHOBAEHO, UIO  JikapeLKWit  3acid  maeseno v Yipuiiy

HAOTPUMAHHSM BUMOT 3aKOHOAABCTRA MO0 3a0e3MeCIin AKOCTI AIKAPCHEKIX 3aC00IR.

-

-

e

Hauanpiuk / Miukosa XOMOME KO -

(niume) (UL T BT )

(nocaaona ocoba o




P A

Ceptudikar signosigHocri
1. HalimeHyBaHHA NpogyKTy: ABITA3WUM, nopowok gns posunHy ans iH'ekLii, no 1r y dnakoHi (no 10 pnakoHis B nauui)
2. Po3mipy ynakoBKM (BMicT KoHTeliHepa) Ta TN (Hanpuknag GNakoHu, NIAWKY, 6nictepu): 10 GRaKOHIB Y KAPTOHHIN NauLlj
3. Kog, roToBoro npoayKTy komnanii ACS Dobfar / Homep cepii: 10000100258 / 25K04236
4. Cuna giifaktmenictb: 1 dnakoH micTuTb LedTasuaumy newTarigpaty 1,164, wo ekBiBaneHTHo uedTtasmgumy 1 r
5. NikapcbKa dopma: CTepUIbHUA NOPOLWOK
6. Kpaina-imnoprep: YKPATHA
7. PesynbTaTi aHanisy: [ve. goAaHni cepTrdikat aHanisy, suaaquit y: sepecti 2025p.
8. Homep peecTpauiiHOro nocBifueHHn nikapcbKoro 3acoby: UA/18808/01/01
9. KinbKictb BMNYWEHUX 0ANHULBL: 4996 yNnaKkoBoK
10. flata BUroTOBNEHHA: TpaseHb 2025
11. Tepmiu npuaatTHocTi: TpaseHb 2028

12. Ha3sa Ta aapeca Micus BUroTOBNEHHS, NAKYBaHHsl, KOHTPO/IIO AKOCTI Ta BUMYCKY NApTii roTOBOro NPOAYKTY:
ALIC [10BDAP C.N.A.
BIA AJIECCAHLIPO ®NEMIHT, 2, BEPOHA (BP), 37135. ITANIA

13. Homep niueHsii Ha Bupo6HuyTso/ Ceptudikar signosigHocti GMP: AM-33/2024

14. KomeHntapi / 3ayBarkeHHs:
Mgl YaC BUTOTOBNEHHA, NaKyBAHHA Ta TECTYBaHHA uiel napTii yno:

v BifcyTHICTb CePHAO3HMX/KPUTUUHUX BiAXMNEHb, AKI MOXYTb BIAIUHYTU Ha BUMYCK NPOAYKLLT
O OCHOBHI/KPUTUUHT BIAXUNGHHSA, AKI MOXKYTb BNIMHYTU Ha BUNYCK NPOAYKUIT
O [onatkosa BignosiaHa iHdopmauis, AKWO BOHA 3aCTOCOBHA, WOAO AKOCTI napTii AO0AAETHCA

15. 3aasa npo cepTudirauito

{nm 51 3ac8igUyo, WO BKa3aHa BuLLe iHGOPMAaLis € AOCTOBIPHO i TOUHOH. Lis cepif NpoAyKTY Byna BUPOONEHE, BKAKOUAKOUK
YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI, Ha BuUUlearafaHnx ob'ektax y nosHil BianosiaHocti Ao sumor GMP €C Ta
cneundikaliii, 3a3HadeHnx y peecTpauiftHomy nocsiaveHHi MiCLIeBOro Peryniotodoro opraMy KpaiHun-imnoptepa. Cepin He
MICTUTL PO/AYKTIB, OTPUMAaHMX i3 TBAPUHHKUX UM KAITUHHWX KYNLTYP. 3anMcu npo 06pobKy cepii, ynakosky Ta aHaniz 6y
nepesipeHi Ta BU3HaHi signosigHMn Bumoram GMP €C. Yci BiaxnaeHHaA, AKWO BOHK BusBAEHI, Bynu nepesipeHi, a cepito
CXBaNCHO Ta BUNYULEHO YIOBHOBAXEHO 0Cob010.

16. Im'st Ta NIiANMC yrnoBHOBaXeHOi 0cobu, AKMIA fae NpaBo Ha BUNYCK cepii, Ta aaTta NiANUCcaHHA:

} /[ nidnuc/ 24 gepecHa 2025
Fabpienb KowTi, YnosHosaxeHa ocoba DaTta

17. Npumitkn: N/A

P aie. JX/&/?’ &

YR (

™\

Llelt AOKYMEHT Ma€e eNeKTPOHHWIA Niagnuc



Mannfacmed by ACS Dobfar Sp.a - Dcleo Indusiiale 5. Atto 5. Xacold & Tordino (TE)

MpofyKT:
25K04236

TpaBeHb 2025
TpagseHb 2028

Cepin No;
Nara Bupobuuurea:

Tepmin NnpuaaTHOCTI:

Tectun

Onuc

lneHTndikauis KapboHaTtn

laeHTudikaLina BEPX

po3opicTb (30BHILLHIN BUrNAL PO3UUHY)
MornuHaHHA (30BHIWHIN BUTAAL, PO3YMHY)
pH

Bmict

Bmict HaTpito KapboHaTy

CynposiaHi 4oMIilWKK:

- [lenvTa-2-uedrasmanm (gomiwka A 3a Ph.Eur.)
- loMilWKa B 3a Ph.Eur.

- flomiwka G 3a Ph.Eur.

- Byab AKka HecneumdikosaHa Ao0MilLKa

- Cyma [OMIlLOK

Yac BigHOBNEHHA

[lomiwka F

BrpaTta macu npu BUcyLIyBaHHi
MexaHiuHi BKAKOHEHHA (BUAUMI 4aCTKK)
MexaHiuHi BKAOYEHHS (He BUAMMI Y4acTKu)
TsepaiyacTuHKky >= 10 mikpoH
TeepaiyacTHKM >= 25 MikpoH

Oz HOpiAHICTL 030BAHUX OAUHULL
LlinicHicTb 3aKpUTTA KOHTEWHEepa
YnakoBKa Ta MapKyBaHHA

TecT Ha CTePUAIbHICTD

Bakrepiansui engorokenrn (TAN-Tect)

CEPTUDIKAT AHANIZY

Cneumndirauii

Kog, npoayKTy:
Posmip cepii:

Qaurmui
BUMIPIOBAHHA

BI/INIA ABO BAILO-KOBTUM NOPOLLIOK

Mo3UTUBHWIA
MO3NTUBHUM
<=1
<=0,30
5,0-7,5
95,0-105,0
8,0-10,0%
<=0,2
<=0,2
<=0,2
<=0,10
<=1,0
<=120
<=1000
<=13,5
Bignosigae
<=6000
<=600
<=15,0
Bignosinae
Bianosinae
Bianosigae
<0,10

Cycnensis

OAMHMUb NOTNMHAHHA
onHULi pH

% (BiZ 3aABNEHOTO)
%

% stk LedTaznamum
% Ak uedrasnaum
% sk LedTasngmum
% ax uedrasngum
%

CeKyHA,

ppm

%

YacTuHoK/drarkon
YacTuror/GaakoH
%

MO/ mr

laenTndikayin kapboHarie, BEPX: akuwo pesyabrtar BIANOBIJAE, TecT € NO3NTUBHUM
MexaHiuHi BKAoYeHHA (BMANMMI YaCTUHKK): «Bignosigae» 03HauYae «4MCTUM | NPAKTUUHO BiNbHMIA Bif BUAUMUX YACTOK»
OaHOoPIAHICTL AO030BaHNX 08UHKLb: OAHOPIAHICTD 4030BAHUX O4MHKUDL - OgHOPIAHICTL BMICTY

LLinicHICTb 3aKPUTTA KOHTEHHEpa: AKLWO pe3yabTaT «Bignosigaen, To KiJIbKiCTb 0AMHWLD 3 NPOHUKHEHHAM 6apBHMKa AOPIBHIOE HYAIO

ABITA3UM nolry ¢n no 10ma no 10 $n B navui, gns Mictpan Ta npoaaxy B YKpaiHi

F10000100258
4996 ynak.

Pesynpraty
Bianosinae

Bignosinae
Bignoninae
<1

0,07

6,5

99,7

30BHILLIHA NABOPATOPIA (9,7)

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

0,1

95

440

12,7

Binnoginae

177

3

3,5
Bignosigae
Bianosinae
Binnosigae
<0,10

Lis cepis 6yna BUroToBNEHa, ynakoBaHa Ta NPOTECTOBAaHA BiANOBIAHO 40 NOTOHHUX BUMOr GMP.

lata apyky 23 BepecHs, 2025 poky 0 2:31 pm

HagpykosaHo Kpictika byco

KpicTiHa byco

LVPEeKTop 3 KOHTPONO AKOCTI

23 BepecHs, 2025 poky 0 2:31 pm
3ATBEPAMXEHO

Ller AOKYMEHT MaE eNeKTPOHHUI nignnc



drianza (M) FTALY

sdoblards - amministrazionefdpec scadabfav it Tel 02 66693 1 Fax 02 9064566
Stanufactore
Vin A Flued

S Dabiar § p A (Tormedy masnfactured at thse same facitity Ly GlaxoSnithiKline Manufaetaning S.p.A )
S 37IR8 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

. Product Description: ABITAZIM, Powder for solution for njection, 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 Dabfar finished Product Code /bateh number: F10000100258/ 25K042306

4. Swrenglh/Potency: | vial contains 1.164g of ceftazidime penlahydrate, which is cquivalent to Ly ol celtazidime
5. Dosage form: sterile powder

6. Tmporting country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: Seplember 2025

8. Marketing authorization number: UA/18808/01/01

9. Released Qty: PCK 4.996

10. Manufacturing date: May 2025

Expiry date: May 2028

NS

2. 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-3372024

14. Comments/remarks:

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

] itical deviations which may influence the refease of the product (see reference)
Additional relevant information, il applicable, regarding quality of bateh 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 ELE 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 bateh is approved and released by the Qualified Person.

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

Gabriele Conti - Qualified Person Date

£7. Notes: i 5



Sede Legale;

VIALE ADDETTA, 4412 < 20067 TRIBIANO (M) - ITALY

Sede Amiministraliva:

Viale Colteont, 25 - Palazzo quo\l{npmsol

)OL 864 Agrate Brianza (MB) - ITAL

Id 02 906931~ Fax 02 9004566

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

fraly

Product:

Batch number;
Manufacturing date:
Expiry date:

TESTS

Appearance

identity - HPLC

tdentity - Carbonates

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

Assay

Sodium Carbonate content
Related Substances.

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

- tmp.G Ph.Eur

- Any Unspecified Tmpurity

< Total hnpuritics

Reeonstitution time

Pyriding (Impurity F Ph.Bur)

L.oss on drying

Partict Contam (Visible Particles)
Partiel Contam (Subvis Particles):
Particulate Malter === 10 pm
Particulate matter == 25 m
Uniformity of dosage units
Container closure integrity
Packaging and Labelling

Sterility

Bacterial Fndotoxins (LAL Test)

sdoblaeil - amministrazionegapee.acsdoblar.it

CERTIFICATE OF ANALYSIS

SPECIFICATIONS

White or pale yellow powder

Complics
Complics

0,30
50-7,5
95,0 - 105,0
8,0-10,0

VY

Complies

< 6000

Complics
Complics
Complics
< 0,10

ABITAZIM 1G/1OML X10 MISTRAL LA TRAD UA
25K04236
May, 2025
May, 2028

Material:

Ratch size:

M

Suspension
Abs Units
pHunit
Yolabul

0
7o

Yo(efaz.
YoCeftaz,
Y4aCeltaz,
Yl eflaz,
%

S

ppm

0/;‘

part/vial
partfvial

%

EUfmyg

F10000100258
4.906 PCK

Complies

Complies

Complies

IS

0,07

6,5

997

EXTERNAL LAB (9.7)
100 (<0,05)
l()()( ),05)

<1OQ (<0,05)

0,08

0,1

a3

440

12,7

Complies

177

3

348

Complies

Complies

Complics

+ 0,01

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

Print Date September 23vd, 2025 time 2:31 pm

Printed by Cristina Buoso

Cristina Buoso
Quality Unit

September 23rd, 2025 time 2:31 pm

APPROVED

This docwment is signed electronically

Pag.



v
mynmistraliva;

ITA, 4712 - 20067 TRIBIANO (M) - ITALY

Colleont, 25 - Palazzo Pegaso Ingresso 3

e Brianza (MB) - ITALY
dobfar it - amministrazionci@pec.acsdobfar.it
Q06931 Fax 02 0064566

stanadactured by ACS Dobfar S A, Via Alessandro Fleming, 2, 37135 Verona VR,

HE Y

Freliets

{nsch numbers

wlacturing date:

iy date:

1RSI

CERTIFICATE OF ANALYSIS

ABITAZIM 1G/10ML X10 MISTRAL LA TRAD UA
25K 04236 Material:
May, 2025 Batch size:
May, 2028

SPECIFICATIONS UM 1

ldentity Carbonates, HPLC:if the result is COMPLIES the test is POSITIVE

Particulate Contamination {visible particles): #Complies” means #clear and pratically free from visible particles”
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

F100001002538
4.996 PCK

Print Date September 23rd, 2025 time 2:31 pm

Frinted by Cristina Buoso

£his bateh has been manufactured, packed and tested under current ¢cGMP conditions

Cristina Buoso
Quality Unit

APPROVED

This document is signed electronically

September 23rd, 2025 time 2:31 pm
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