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JEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

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

BHCHOBOK
Npo siKicTh BBE3eHOro B YKpainy JiKapcbKoro 3aco0y

15.01.2026 Ne 1415/26/26

HE®EIIIM-BICTA

(HaliMenyBaHHg Nikapeskoro 3acoby 3riaHo 3 peecTpallifium NocriveHtsM)
NOPOMIOK /I po3uMHy A in'exuiit abo indysiii mo 1000 mr, no 10 gorakonis 3 nopomkom
y KapToHHiil Kopobui

(popma BunycKy, 103yBaHHA, BU NaKyBaHHS Jikapcskoro 3acoby)
Homep peectpauiiivoro nocsinuenns UA/19839/01/01 crpok nii peectpauiiinoro nocsinuenns 29.12.2027
Cepis nikapcskoro 3aco6y Ne 25K05604 KinbkicTb BBe3eHoro aikapcskoro sacoby 7806

Bupobuuk ALIC IOBDAP C.I1LA., Itanis

(HaiimenyBaHHa BUpoOHHKa Nikapcbkoro 3acoby, kpaiHa NOXoWKEHHS)

Baeseno B Yikpaiy TOBAPHUCTBO 3 OBMEXKEHOIO BIIAIIOBIAAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(naiimenysanns ta koa 3a CJIPI10Y wopuanunoi ocobu abo npissuule, iM's, no 6aThkoBi
disuunHoT 0co0H - nianpuemus, i Micue NpoXMBAHHS Ta peccTpauiiumil HoMep o6ikoBoi
KapTKH 1aaThuka nojarkis abo cepis Ta Homep nacnopra)

IpoTokon Bisyansnoro kontpoao sin 15.01.2026 Ne 209/01.10-26/1.

3a pesynsTatamMM JepXKABHOIO KOHTPO/IO BCTAHOBJIEHO, LUO nikapcekuii  3aci6 BBeseno B VYkpainy 3

AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA 1010 3a6e3MeYeHHs AKOCTI NKAPChKHX 3aC06iB.

Muxkona XOJIOJIEHKO

(nianuc) (ininianu Ta npissuiie)
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ACS DOBFAR

Sede Legale:

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

Sede Amministrativa:

Viale Colleon, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www acsdobfar it - ammimstrazione@pec.acsdobfar it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p A. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

CepTtudikar BignoBigHoOCTI

1. HaimeHyBaHHA npopgykrty: LLEGEMIM-BICTA NOpOWOK ANA PO3YMHY ANA iH'eKuin abo iHdysii no 1000mr y
dnakoHi

2. Po3mip ynakoBKM (BMICT KOHTeiHepa) i Tun (Hanpuknaa, ¢nakoHu, nasawku, 6aictepu): 10 dnakoHis y
KapPTOHHIM nauyLi

3. Koa npoaykry ALIC lo6ap /Cepia: F10000100528 / 25K05604

4. KoHueHTpauin:
1 dnakoH mictnTb 1190Mr Ledenimy rigpoxnopuay MOHOriAPaTy CTEPUNBHOTO, WO eKBiBaneHTHO 1000 mr uedenimy

5. NikapcbKa ¢popma: CTepmibHUIA NOPOLLOK
6. KpaiHa-imnoprep: YKPAIHA

7. Pe3ynbtatv aHanisy:
[neucb goaaHunin ceptmdikat aHanisy, BuaanHuin: 12/2025

8. Homep peectpauiiiHoro noceigueHHa: UA/19839/01/01
9. KinbkKictb BUNnyweHmnx oanHunub: 7 806 ynakoBOK

10. [Aara BurotoBaeHHsa: 09/2025
11. Tepmin npupgatHocrti: 03/2028

12. Ha3sa Ta agpeca BUpO6HULTBA, NAaKYBaHHA, KOHTPOIO AKOCTI Ta MiCLA BUNYCKY Cepili:
ALC Oo6dap C.n.A.
BIA AJIECCAHAPO ®NEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niueHsii Ha BUpobHULTBO: aM 33/2024

14. KomeHTapi / 3ayBaKeHHA:

Y npoueci BUroToBAEHHA, NaKyBaHHA Ta BUNPOOYBaHHA L€l NapTii BUABAEHO:

X Hemae cepio3HUX/KPUTUUHMX BIAXUNEHD, AKI MOXKYTb BMIMHYTU HA BUMYCK NPOAYKTY

O Cepio3Hi/KPUTUYHI BiaXMNEHHSA, AKI MOMKYTb BMIMHYTM HA BUNYCK NPOAYKTY (4MB. 4OAATOK)
O OopaTtrkoBa BignoBigHa iHPopmaLia Wwoa0 AKOCTI NapTii 4OAAETHCA

15. 3asBa npo ceptudikaLito:

Lium s 3acBigvyto, WO HaBeaeHa BuLLe iHGopMaL,ia € 4OCTOBIPHOK Ta TOUHOLO. Lto cepito npoayKLii 6yno BupobneHo
BK/IIOYAOYM NaKyBaHHA/MApPKYBaHHA Ta MPOBEAEHO KOHTPO/b ii AKOCTI Ha BMLLE3a3HAYEHIN AiNbHUL| Yy MOBHIN
BignosigHocTi 3 Bumoramu EU GMP, BCTaHOBAEHMMWU MiCLEBUM PErynaTOPHMM OPraHOM, a TaKOX BiANOBIAHO A0
cneumdikaLii, WO MICTATbCA Y PEECTPALLIMHOMY A0CbE KpaiHU-imnopTepa, abo y aocbe cneumdikauin Ha npenapat
ONa [0CNiAXKYBAHOTO NiKapCbKoro 3acoby. MpoToKoan BUMPOOHMLITBA, NaKyBaHHA Ta aHaniliB 6yno nepernaHyto Ta
BCTAHOB/EHO BignoBigHicTb EU GMP. Yci BuaBneHi BigxuneHHs Bynun nepesipeHi, a cepia 3aTBepaKeHa Ta BUNYyLLEHa
YNoBHOBaXeHOo 0cob0o1o.

16. Im'a Ta nignuc ynoBHOBaXXeHOI 0cobM, AKMIA Aa€E NPaBO Ha BUNYCK cepii, Ta AaTa NignucaHHa:

/niannc/ 04 2pydHa 2025 pokry
Fa6pienb KoHTi - YNnoBHOBaXeHa ocoba Data

17. Npumitku: N/A

Llelt AOKYMEHT Ma€ eNeKTPOHHMI Nignuc
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ALCS DOBFAR

Sede Ltiall:}

VIALE ADDETTA, 4/12 - 20067 TRIBIAMO (M1} - ITALY
Sede Ansmanstralivic

Viale Colleony, 25 - Palagro Pegaso Ingresso 3

20854 Agrate Brianza (M) - Iﬁl.‘r’

www.acsdoblar.it - samministrezionei@pec.acsdobfar.it

Tel. 02 0655, 1- Fax 02 S0G4566

Manufactured by: ACS Doblar 5.p.A. - Mucheo Induastriale 5. Atto 5. Nicold a Tordino (TE)

CEPTUDIKAT AHANIZY

MpoaykT LE®ENIM-BICTA nOpoLLOK ANA pO34UNHY ANA iH €KW abo iHdy3iit 1000mr y pnaKkoHi

Cepisa Ne: 25K05604 Martepian : F10000100528

[Jata BMpoOHULTBA: BepeceHb, 2025 Po3mip cepii: 7 806 ynakoBOK

TepmiH NPUAATHOCTI: bepeseHb, 2028

Tectn Cneuudikauii OauHULI BUMipHOBaHHA Pe3ynbratun

30BHILWHIN BUrNAag, KpucTaniyHuii nopoLuoK Big, 6inoro go maiixe Bianosinae
KONbOopy

laeHTndikauis BEPX Mo3UTUBHUM Bignosigae

laeHTndikauia TLWX Mo3UTUBHUM Bignosigae

BiZHOBNEHMI PO3YNH Mo3nUTUBHUI Bianosigae

MexaHi4YHi BKAOYEHHA

TBepai YaCTUHKM >= 10 MiKpOH <= 6000 YacTuHOK/dnakoH 44

Teepai YaCTUHKN >= 25 MIKPOH <= 600 YacTuHOK/dnakoH 3

pH 4,0-6,0 pH Oga. 4,5

BmicT ApriHiHy (%K €) 35,5 -40,0 %W/wW 38,0

Bmict Uedenimy Bia, 3aaBNeHOI. KiNbKOCTI 95,0 -105,0 % 97,7

OAHOPIAHICTb 4030BaHNX OAUHULb <=15,0 % 3,2

Bmict N-MeTtunniponigoH (8ig Ledpenimy) <=0,3 % <0,1

CynpoBiaHi gomiwku (Big Ledenimy):

- Aomiwka A (aHTu-Lledenim) <=0,30 % 0,04

- AomiwwKa B (atmo-Ledenim) <=0,20 % <L0Q(<0,0067)

- AomiwkKa C (Tiazoninokcim aueTtanbaeria) <=0,50 % <L0Q(<0,0067)

- byab-aKa iHgMBiayanbHa HecneundiyHa gomiwka <=0,2 % 0,1

- Cyma gomiwok <=2,0 % 0,6

CrepunbHicTb Bignosigae Bignosigae

BaKTepianbHi eHA0TOKCHMHM (JTIAN] TecT) <=0,06 EO/mr 0,00

IpeHTudikauia - BEPX: yac yrpumyBaHHA OCHOBHOTO MiKy TECTy BiANOBiAa€ cTaHAapTy uedenimy.

laeHTudikauyia - TLLUX: IHTEHCUBHICTb | 3HAYEHHA PaAioYaCTOT TECTOBOI TOUKM BigNOoBiAal0Th 3HAYEHHAM CTaHA4APTHOrO
apriHiHy

IpeHTudikauia -HaTpiit: AKicHa peakKuia Ha HaTpil

BigHOBNEHMI PO3YMH: NPO30PMUIA | NPAKTUUHO BiNbHWIA Big, BUAMMMX YACTOK

OAHOPIAHICTD A030BaHUX O4UHULb: AKLWO pe3ynbTaT <=15,0, tect BIAMNOBIAAE PhEur 2.9.40

CymapHi AOMIiLLKKM BKAIOYAKOTb TaKOXK N-meTtunniponiguH

CTepunbHicTb — Mma€ 6yt cTepuibHUM

Lia cepia 6yna BuroroBneHa, ynakosaHa Ta NpoTecToOBaHa BigNOBiAHO A0 NOTOYHUX BUMmor GMP.
KpicTtiHa byco

Oata ppyky 04 rpyaHa 2025 poky o0 12:35 pm MNigpo3ain akocTi
HagpykoBaHo KpicTtiHa Byco 04 rpyaHAa 2025 poky 0 12:34 pm
3ATBEPOXEHO

Llelt AOKYMEHT Ma€ eIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Legale:
Viale Addetta, 4/12 - 20067 Tribiano (M!) - ITALY

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

www, acsdobfar it - inistrazione@pec acsdobfar.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: CEFEPIME-VISTA POWDER FOR SOLUTION FOR INJECTION OR INFUSION
1000MG IN VIAL

b

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: F10000100528 / 25K05604

o

Strength/Potency: | vial contains 1190 mg of Cefepime Hydrochloride Monohydrate Sterile, equivalent to
1000 mg of cefepime

5. Dosage form: sterile powered

6. [Importing country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 12/2025
8. Marketing authorization number: UA/19839/01/01
9. Released Qty: PCK 7.806

10. Manufacturing date: 09/2025

11. Expiry date: 03/2028

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:

g 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)
[0  Additional relevant information, if 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 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 baltch is approved and released by the Qualified Person.

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

pfg//; /?,/f 04-d6¢ - 9025

Gabriele Conti- Qualified Person Date
17. Notes: }!},Q




ACS DOBFAR

Sede 1 egale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1) - 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 Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Italy

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

Identity - HPLC

Identity - TLC

Constituted solution

Particulate Contamination:

Particulate Matter >= 10 pm
Particulate Matter >=25 pm

pH

Content of Arginine (%as is)
Cefepime Assay as percent label claim
Uniformity of dosage units

Content N-Methylpyrrolidine(as Cefepime)

Related substances (as Cefepime):
- Impurity A (Anti-Cefepime)
= Impurity B (Atmo-Cefepime)

- Impurity C(ThiazolyloximeAcetaldehyde)

- Any individual Unspecified
- Total Impurities

Sterility

Bacterial Endotoxins (LAL)

CERTIFICATE OF ANALYSIS

CEFEPIME-VISTA POWDER FOR SOLUTION FOR INJECTION OR INFUSION

1000MG IN VIAL
25K 05604
September, 2025
March, 2028

SPECIFICATIONS

White to off-white crystalline powder

Complies
Complies
Complies
<= 6000
<=600
4,0-6,0
35,5-40,0
95,0 - 105,0
<=15,0
<=03
<=0,30
<=0,20
<=0,50
<=0,2
<=2,0
Complies
<=0,06

Material: F10000100528

Batch size: 7.806 PCK

UM RESULTS
Complies
Complies
Complies
Complies

part/vial 44

part/vial 3

pHUnit 4.5

Y%ewlw 38,0

% 91,7

% 3.2

% <0,1

% 0,04

% <LOQ (<0,0067)

% <L.0OQ (<0,0067)

% 0,1

% 0,6
Complies

EU/mg 0,00

Identity - HPLC: retention time of the principal peak of test corresponds to that of the Cefepime reference standard
Identity - TLC: Intensity and RF value of the spot of test correspond to those of the Standard Arginine

Constituted solution: clear and pratically free from visible particles
Uniformity of dosage units: if the result is <=15,0 the test is COMPLIES with PhEur 2.9.40

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

Print Date December 04th, 2025 time 12:35 pm

Printed by Cristina Buoso

Cristina Buoso

Quality Unit

December 04th, 2025 time 12:34 pm
APPROVED

This document is signed electronically

Pag. 1/2



ACS DOBFAR

Sede Le

ale:
VIALE %\DDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pc%zg{ne,ngresso 3

20864 Agrate Brianza (MB) - |

wiww.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

CERTIFICATE OF ANALYSIS

CEFEPIME-VISTA POWDER FOR SOLUTION FOR INJECTION OR INFUSION
1000MG IN VIAL

25K05604 Material: F10000100528
September, 2025 Batch size: 7.806 PCK
March, 2028

SPECIFICATIONS UM RESULTS

Total impurities also include N-methylpirrolidine

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

Cristina Buoso

Quality Unit
Print Date December 04th, 2025 time 12:35 pm December 04th, 2025 time 12:34 pm
Printed by Cristina Buoso APPROVED

This document is signed electronically

Pag.2/2
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