TRIAL MODE - a valid license will remove this message. See the kes

B

et

ACS DOBFAR
Sede Lenale
Yale Addetis, 4012 — QU057 Tnibiaco (M- ITALY
Sede Aneiaisinative
Viale Collecni, 25 - Palng=o Pepase Ingreisa 3
20864 Agrole Briemzn (MT)  ITALY
wi g mesdolifac it - tshimsion el pre acsdobfer it Td, @7 806511 - Fav 02 GO64406
Maniachired by ACE Dobirar S p A (feowerly manatnetired ab e aseme facility by GloxoSmehihne Manulnernng Spfic)
Yia A Flowing 2= 37125 Yerana [YR) - ITALY

CEPTU®DIKAT BIANOBIAHOCTI
1. HalimeHyBaHHA npoaykty: LEGTASMAUM-BICTA, nopowoK Ana po3umHy ana iH'ekuyiin, no 1 r y ¢pnaxoHi (10 pnaxonie e nauyj)
2. Poamip ynakoBeku (BmicT KoHTeiiHepa) i Tn (Hanpuknaga, ¢pnakoxn, naawkm, 6nicrepu): 10 dnakoHiB y KapTOHHIN Kopobuj
3. Kopg, rotosoro npogykty komnaii ACS Dobfar / Homep cepii: F10000100259 / 26K01652
4. Cuna pjiifakTuBHicte: 1 pnakoH mictts 1,164 r uedTasmammy NeHTarigpaTy, Wo eKksisaneHTHo uedprasnaumy 1 r
5. NikapcbKa popma: CTEPUNLHUIA NOPOLIOK
6. Kpaina-imnoprep: YKPATHA

7. PeaynbTatv aHanisy:
Oueucek gogaHuid ceptudikart aHanisy BuaaHmi y: KeiTHi 2026p.

8 Homep peectpauiiiHoro nocsigyeHHn : UA/18227/01/01
9. KinbKicTb BUNyLWeHUX 0gMHMUb: 6 535 ynakosok

10. flata euroToBneHHA: pyaeHsb 2025

11. Tepmin npuaatHocti: MpyaeHs 2028

12. Hasea Ta agpeca micLiA BUrOTOBNEHHA, NaKYBaHHA, KOHTPO/IO AKOCTI Ta BUNYCKY NapTil roTOBOro NPOAYKTY:
AUC fo6dap C.n.A.
BIA AJIECCAHAPO ®NEMIHT, 2, BEPOHA (BP), 37135, ITA/IA

13. Homep niyensii Ha BupobHuyTEo: AM-33/2024

14. KomeHTapi / 3ayBaxeHHA:
Mia yac BUroTOBNEHHA, NaKyBaHHA Ta TECTyYBaHHA Uiel napTii Byno:
B BigcyTHicTb cepito3HUX/KPUTUUHWX BIAXUNEHB, AKI MOMYTb BIAMHYTH Ha BUNYCK NPOAy KUl
O OcHoBHi/KpUTUUHI BiAXMNEHHS, AKI MOMKYTb BIAWHYTIA HA BUMNYCK NPOAYKLT
O foaatkosa signosigHa ingopmaLis, AKILO BOHa 3aCTOCOBHA, A0 AKOCTI NapTii AoaacTbeA

15. 3asaBa npo cepTudikayio
Uum s 3aceiguylo, WO BKasaHa Buwe iHdopmauia € JocToBipHOW i ToyHow. LA cepia npopykty 6yna BupobneHa,
BKAIOYAIOHNM YNaKOBKY/MapKyBaHHA Ta KOHTPOAb AKOCTI, Ha BULWeE3ragaHux o6'ekTax y NoBHil BignosigHocTi o Bumor GMP
€C 1a cneyundikauiit, 3a3HaueHMX y peecTpauiiiHomy NOCBigYEHHI MICLLEBOrO peryniooyoro opraHy KpaiHu-imnoptepa. Cepin
He MICTUTb NPOAYKTIE, OTPMMAHMX i3 TBAPMHHUX YK KNITMHHMX KYALTYP. 3anucu npo obpobKy cepii, ynakoBky Ta aHanis byau
nepesipeHi Ta BU3HaHI BignosigHumu eumoram GMP E€C. Yci BigxuneHHsa, AKWO BOHKU BMABNEHI, BynKn nepesipeHi, a cepito
CXBaNeHo Ta BUMYLLEHO YNOBHOBaXeHolo ocoboio.

16. Im'a Ta nignuc ynosHoBameHoi ocobu, AKMIA aE npaBo Ha BUNYCK cepii, Ta gaTta nignucaHHAa:

P /nignuc/ 10/04/2026
DxosanHa Moppi - YnosHoBaeHa ocoba Aara

17. Npumiteu: NA

Lleit [OKYMEHT Ma€E eNleKTPOHHUI nignuc
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CEPTU®IKAT AHANI3Y
NpogykT: LESPTA3UAWUM-BICTA nopoluok AnA po34uHy ana iH'ekyiid, no 1 r (10 ¢pnakoHie B nauwi)
Cepin Ne: 26K01652
[Oata BupobHuLTEa: pyaeHb 2025 Koa npopgykty: F10000100259
Tepmin npuaaTHoCT: lpyneHb 2028 Poamip cepil: 6 535 ynak.
Tectu Cneundikauii OAuHMUI BUMIPIOBaHHA Pesynbratu
Onwnc BI/IMA ABO B/IA0-HOBTUA NOPOLLIOK Bionosipae
loeHTudikauia BEPX Bignoeipae Bignogipnae
laeHTudikauis KapboHaTu Bignosinae Bignosigae
Mpo3zopicTb (30BHILLHIA BUrNAL, PO3UYUHY) <=1 CycneHnsia <1
MornuHaHHA (30BHILWHIK BUrNAL PO3YMHY) <=0,30 OAMHULE NOTNMHAHHA 0,08
pH 5,0-7,5 oauHULI pH 6,3
BmicT 95,0-105,0 % (Big, 3aABNEHOro) 100,9
BmicT HaTpito KapboHaTy 8,0-10,0% % 30BHILWHA NABOPATOPIA (8,2)
CynpoBigHi AOMILWKK: - -
- Denbra-2-uedprasngum (gomiwka A 3a Ph.Eur.) <=0,2 % Ak uedpTasngum <L0Q(<0,05)
- nomiwka B 3a Ph.Eur. <=0,2 % AK uedTazngum <L0Q(<0,05)
- Aomiwka G 3a Ph.Eur. <=0,2 % AK LedTasnamm <L0Q(<0,05)
Byapb saKa HecneuudikosaHa AOMILLKa <=0,10 % AK LedTasnamm 0,06
Cyma aomiwok <=1,0 % 0,1
Yac sBigHOBNEHHA <=120 CEKYHA, 45
HAomiwka F <=1000 ppm 603
BTpaTta macu npu BUCYLIYBaHHI <=13,5 % 12,9
MexaHiuHi BkntoueHHA (HeBmammi yactku) -
Teepaj yacTMHKKM >= 10 mikpoH <=6000 YactuHok/dnakoH 40
Teepai 4acTUHKKM >= 25 MiKpOH <=600 YactuHok/dnakoH 0
OAHOPIAHICTL A030BAHUX OAWMHULL <=15,0 % 23
LlinicHicTb 3aKpUTTA KOHTEWHEpPA Bignoeinae Bignosinae
YnaKoBKa Ta MapKyBaHHA Bignoeinae Bignosginae
CrepunbHicTe Bignoeipae Bignosipae
BakTepiancHi eHgoTOKCMHK (JIAN-TecT) <0,10 MO/mr <0,01

lgeHTHUHiCTL Kap6onarie, BEPX: Aaxwo pesynbtat BIAMNOBIAAE, Tect NO3UTUBHUIA

OpgHopiaHicTh Ao30BaHUX 0AMHMLL: OgHOPIAHICTL A030BAHUX OAWHWLDb - OAHOPIAHICTL BMICTY

LiinicHicTb 3aKPUTTA KOHTEHHEpa: AKWLO Pe3ynbTaT BignoBigaE BUMOram, KinbKicTb 04UHULB i3 NPOHUKHEHHAM GapBHMKa BOPIBHIOE
HyN0

Lia cepia 6yna BurotoBneHa, ynakoBaHa Ta npoTecToBaHa BignosigHo A0 NoTouHUX Bumor GMP.

KpictiHa byso

[Oata gpyky 09 keiTHA 2026 poky o 10:28 am Bioain akocri
HagpykoeaHo KpicTiHa by3so 09 kBiTHA 2026 poKy 0 10:28 am
3ATBEPOXEHO

Crop. 1/1

Llein [OKYMEHT Ma€ eNleKTPOHHUI nignuc
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ACS DOBFAR

Sede Legale:

Viale Adderta, 4/12 - 20087 Tribiave (M - ITALY

Sede Amministrativa:

Viale Calleani, 25 — Palazzo Pegago [npresso 3

20864 Agrate Brianza (M3) - [TALY

www.acsdobfarit - amministrazione@pee.acsdobfarit Tel, 02 90693, 1 - Fax 02 $064566

Manufactured by ACS Dobifar S.p.A. (fermerly manufactored at e same facility by GlaxoSmithKline Manufachiving 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/ 20K01652

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

5. Daosage form: sterile powder

6. lmporting country: Ukraine

7. Results of analysis:

Sce the attached certificate of analysis relcase on: April 2026

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

9. Released Qty: PCK 6.535

10. Manufacturing date: December 2025

11. Expiry date: December 2028

12. Nawme and address of manutacturing, 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/remarls:

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

!:.}’rf 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)

7 Additional relevant information, il applicable, regarding quality of batch is attached

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 EUJ 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 nf___!ile Qualified Persan autherizing the batch releasc and date of signature:

r{_.._ / { |{

Al A i0 0% 0 Y ey, r ) N\7

(y / [ );'\U.I"._/i\_(’.rl___l'_ . /(_)_J’f @) ] f_d( '@
Giovanna Marri - Qualified Person Date |

17. Notes: .'h\li J\T
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ACS DOBFAR

Sede Lesale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO {MI) - TTALY
Sede Amminisirativa;

Viale Colleoni, 25 - Palazzo Pe%aso Ingressa 3

20864 Agrate Brianza (MB) - ITALY

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

Tel. 02 90693.1- Fax 02 9064566

Manufaciured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VIR,

* CERTIFICATE OF ANALYSIS
Product: CEFTAZIDIME-VISTA, Powder for solution for injection, g in
vial (10 vial per paclk)

Baich number: 26K01652 Material: F10000100259
Manufacturing date: December, 2025 Batch size: 6.535 PCK
Expiry date: December, 2028

TLESTS SPECIFICATIONS UM RESULTS
Appearance While or pale yellow powder Complies
Identity - HPLC Complics Complies
Ldentity - Carbonates Complies Complies
Clarity (Appearance of Solution) == Suspension <1
Absorbance (Appearance of Solution) <=0,30 Abs Units 0,08

pH 5.0-7.5 pHunit 6,3

Assay 95,0-105,0 Yolabel 100,9

Sodium Carbonate content 8,0-10,0 Yo EXTERMAL LAB (§,2)
Related Substances: - -

- Delta-2-Ceftazidime (Imp.A Ph.Eur.) <=0,2 WwCeflaz. <LOQ (<0,05)
- [mp.B Ph.Eur <=02 %Ceftaz,  <LOQ (<0,05)
- lmp.G Ph.Eur <={),2 YeCeftaz.  <LOQ (0,05}
- Any Unspecified Impurity <=0,10 %Ceftaz. 0,06

- Total Impurities <=0 Ya 0,1
Reconstitution time <= 120 5 45

Pyriding {Impurity I Ph.Eur) <= 1000 ppm 603

Loss on drying <= 13,5 Y 12.9

Particl Contam.(Subvis Particles): - -

Particulate Matter >= 10 um <= 6000 part/vial 40

Particulate matter >=25 pm <= 600 part/vial 0

Uniformity of dosage unit <=150 Yo 23

Container closure integrity Complies Complies
Packaging and 1.abelling Complies Complies
Slentity Complies Complies

Bacterial Endotoxins (LAL test) =0,10 EU/ing <001

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

Cristina Buoso

Quality Unit
Print Date April 09th, 2026 time 10:28 am April 09th, 2026 time 10:28 am
Printed by Cristina Buoso APPROVED

Pag.1/2
This document is signed electronically
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ACS DOBFAR

Sede 1 epale;

VIALE ADDETTA, 4/12 - 20067 TRIBIAMO (MI) - ITALY
Scde Amministrativa;

Viale Colleoni, 25 - Palazzo Pc%asn Ingressa 3

20864 Aprate Brianza (MB) - ITALY

www.acsdobfar it - amministrazicneigpec acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

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

Italy ) o

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

vial (10 vial per pack)

Batch number: 26K01652 Material: F10000100259
Manufacturing date: December, 2025 Batch size: 6.535 PCK
Expiry date: December, 2028
TESTS SPECIFICATIONS UM RESULTS

Idantity 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 batech has been manufactured, packed and tested under current cGMP conditions

Cristina Buoso

Quality Unit
Print Date April 09th, 2026 time 10:28 am April 09th, 2026 time 10:28 am
Printed by Cristina Buoso APPROVED

Pag 2/2
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JHEPKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo SIKiCTh BBe3eHOro B YKpaiHy JlikapchbKoro 3acody

20.05.2026 Ne 26053/26/26

IE®TA3HINM-BICTA

(HaliMeHYBaHHA JIKapPCHKOTO 3aco0y 3rifIHO 3 peecTpalliiiHHM MOCBiT9eHHAM)
MOPOLIOK AJS PO3YHHY A in'exniii mo 1 r, mo 1 r mopoiky y ckasiHoMy pIaKoHi
3aKyNOpeHoMY OpoMOYTHI0BOI0 T'YMOBOI0 NPo0KOI0, KA 003KATA ATIOMIHIEBHM KOBIIAYKOM;
no 10 ¢nakoniB y kapToHHii Kopooui

(popma BHITyCKY, HO3YBAHHS, BUJ NAKyBaHHA JTiKapcEKOTo 3aco0y)
Howmep peectpaniitnoro noceigaenns UA/18227/01/01 crpoxk xii peectpaniitnoro nocsimuenns HEOOMeKeHHIA
Cepis nixapcekoro 3aco6y Ne 26K(01652 KinbkicTs BBe3eHOTO Jikapchkoro 3acoby 864

Bupobamk AIIC TOB®AP C.ILA., Itanis

(HaiiMeHYBaHHA BHPOOHMKA JTIKApCHKOro 3aco0y, KpaiHa MOXODKEeHHS)

Baeseno B Ykpainy TOBAPHUCTBO 3 OBMEKEHOIO BIIIIOBIJAJIBHICTIO
"BYCT @APMA", inent. xox: 44107410

(naiiMeryBanHs Ta kox1 3a €/[PTIOY 1opumiaroi ocobn abo npiseumie, iM'a, mo GaThkoBi hisATHOT
ocobu - mixnpuemns, ii Micne npoxxuBanHA Ta peecTpauiiinuii Homep 06:1iKOBOI KAPTKH ILIATHHKA
nojaTkis abo cepif Ta HOMep nacrnopTa)

Mpotokoa Bisyaasnoroe xontpomo Bix 20.05.2026 Ne 2497/01.10-26/13.

3a pe3ymbTaTaMH JIep)KAaBHOTO KOHTPOMID BCTAHOBIEHO, MmO JiKapchkkWit 3aci6 BBeseHo B VYEpaiHy 3

JOTPHMAHHAM suMOr 3aKOHO/IABCTBA 11010 3a6€3Me4eHHs SKOCTi JlikapChKuX 3acobis.

B.o. HavaneHHKa Bonogumup YEPBATIOK

(mocazoBa ocoba oprany Jep:KaBHOTO KOHTPOTIO) (miarmic) (iHiIiamH Ta npisBHIE)

M.IL
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