JNIEP’KABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii CBiTaAu4HOI, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Nnpo sIKicTh BBE3eHOro B YKpainy JiKapcbKoro 3acody

21.07.2026 Ne 37852/26/26

MEPOIIEHEM-BICTA
(nalimenyBanns nikapcbkoro 3aco0y 3riaHo 3 peccTpauiifiuM NoCBiA4CHHAM)
NOPOMIOK ISt IPUTOTYBAHHS PO3YHHY IS in'exuiii mo 500 mr; 10 ¢prakoHiB 3 MOPOMIKOM Y
KapToHnuiii Kopooui
(opma BUITCKY, J03YBaHHS, BH NaKyBaHHA nikapcbkoro 3acoby)

Homep peectpauiiinoro nocsimuenns UA/1 6112/01/01 crpok aii peecTpauiiftHOro MocBinueHH HeoOMeKEeHUH
Cepin nikapcbkoro 3acoby N 26J02874 KinekicTs BBe3eHoro gikapebkoro 3acody 200

BupoGHHK ALIC IOB®AP C.ILA., Itanis

(naiiMenyBanHs BUPOGHHUKA NiKApCLKOTO 3ac00Y. KpaiHa MOXOKEHHA)

BBeseHo B Y kpaiHy TosapucTso 3 00MEKEHOI0 sinnosinaasuictio "BYCT ®APMA",
inent. kon: 44107410
(nalimeHyBanHA Ta KOJ 34 CJIPIIOY 1opuanunoi ocobu abo npizsuiie, im's, 1o HaTLKOBI
(pizHuHOT 0COOM - MIATIPHCMUA, i MiCLIe IPOKMBaHHS TA peecTpauifiiui Homep obnikosoi
KapTKH MIaTHHKA NMoJ1aTKiB 400 cepisi Ta HOMEp NacnopTa)

TpoTOKOA Bi3yaLHOI0 KOHTPOIIO Bill 21.07.2026 N 3819/01.10-26/9.

ji 3aci6 BBeseHo B VYKpaiHy 3

3a  pesy/ibTaTaMH JEPKABHOTO KOHTPOMIO  BCTAHOBACHO, wo Jjika

ﬂOTpHMaHHHM BUMOT 3aKOHOJABCTBA L1010 3a0e3neueHHs SAKOCT] PCBKHX 3aco0iB.

Muxkona XOJIOIEHKO

v. » - - .
(nianuc) (initianu Ta npi3BHIIE)




ACS DOBFAR

Sede Legale:

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

Viale Colleom, 25 - Palazzo Pe%aso 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 BignoBigHOCTI

HanmeHyBaHHA NpoAyKTy:
MEPOINEHEM-BICTA nopoLuok Anst NpuroTyBaHHs po34vnHy ans iH'ekuii 500 mr y dpnakoHax Ne10

KoHueHTpauis:
MeponeHem TpurigpaT ekBiBaneHTHUn 500 mr MeponeHemy

Jlikapcbka hopma:
CTEPUIbHUI MOPOLLOK

Po3Mip i TMN ynakoBkKu:
10 dpnakoHiB y KapTOHHI kopoOui

Koa npoaykty ACS Dobfar / Cepisa: F1001287 / 26J02874

KpaiHa-imnopTep: YKPAIHA

Homep peecTpauinHoro nocsigyeHHs: UA/16112/01/01

DOarta BurotoBneHHs: CiyeHb 2026

TepwmiH npuaatHocTi: CiyeHb 2030

KinbkicTb BMNywweHnX oanHuub: 1 920 ynakoBoK

Pe3ynbTtatu aHanisy: [lvB. JogaHun ceptudikaT aHanisy, BugaHumn 29 yepsHsi 2026p.
[aHi npo cupoBUHY/NPOMIXXHMIA MaTepian:

Cepis: 26J01367 Kopa: F3000563

Ha3sBa Ta agpeca BUpOOGHULTBA, NaKyBaHHS, KOHTPOJIIO SIKOCTi Ta MicLisi BUNYCKY Cepii:
ALC OOB®AP C.IM.A.. - Hykneo IHgycTpiane C AtTto C. Hikono a TopaiHo (TE)

Homep niueHsii Ha BUpo6HULTBO/CepTUdbikaT BignosigHocti GMP: AM-12/2025 - IT/19/H/2025

3asBa npo cepTudikauito

Lium 3acsiguylo, WO HaBedeHa Bulle iHpbopmauis € ayTeHTMYHOI Ta AocToBipHot. Lis mapTia npoaykuii 6yna
npurotoenieHa / BUroToBfieHa (BKIOYalouM MNakKyBaHHS/MapKyBaHHS Ta MPOBEAEHHS KOHTPOSO SIKOCTi Ha
BuLWesragaHoMy Micui (micusx)) y noBHi BignosigHocTi Ao BuMor GMP MicueBoro perynsatopHoro opraHy Ta
BignoBigHO 4o cneuundikalin, 3a3HayeHnx y PeecTpauitHoOMy NOCBiAYEHHI NikapcbKoro 3acoby KpaiHu-iMnopTepa.
Byno nepeBipeHo Ta BCTaHOBIIEHO, L0 AOKYMEHTU 3 06pobku, NakyBaHHS Ta aHani3y napTil BiANoBiAaTb BUMoram

GMP; xofHuX BigxuneHb He 3adikcoBaHO (OMB. KOMeHTapi / 3ayBaXKeHHS BULLE)».

KomeHTapi / 3ayBaxeHHS:

IMig Yac BUroToBMeHHSs, NakyBaHHA Ta TeCTyBaHHA Liel napTii 6yno:

BiocyTHICTb CepMO3HUX/KPUTUYHNX BiAXUMNEHb, SKi MOXYTb BMMHYTU Ha BUNYCK NPOAYKLT
O OCHOBHI/KPUTUYHI BiAXUMNEHHS, SIKi MOXYTb BMNSMHYTU Ha BUNYCK NpoayKuil

O NopatkoBa BianoBiaHa iHpopMaLiq, sIKLLO BOHa 3aCTOCOBHA, LWOA0 SKOCTI NapTii AoAaeTbes

Moaanbwi npumiTku:

HYKNEO IHOYCTPIAJIE C ATTO (JIOK.C. HIKOJIO’'A TOPAIHO), 64100 TEPAMO (TE), ITAITIA

IM'a Ta nianMc ynoBHOBaXxeHOI 0co6u, fika yNOBHOBaXy€ BUNYCK NapTii, i AaTa nianucy:
Mapia MNeTpenni

YnoBHoBaxeHa ocoba
01 nunHa 2026p, 5:35 pm

Llelt LOKYMEHT MA€ eNIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede | egale:

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

Viale Colleoni, 25 - Palazzo Pcﬁaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

wiww.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

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

CEPTUDIKAT AHAJIIZY
IIpoxyxkr: MEPOITEHEM-BICTA nopoumok 1Jist NpUroTyBanHs po3unHy A in'exniii 500 mr y ¢ Nel0
Cepist Ne 26J02874 Marepiai: F1001287
Jlata BUpoOHHIITBA: Ciuens 2026 Po3wmip cepii: 1 920 ynaxk.
Tepmin npugatHocTi:  Ciuens 20230
Tectn Cnenudikanii Omuunni BUMipIOBaHHS PesyabTaTn

CKJISTHU ®JIAKOH 3 ITOPOIIIKOM BIJT BIJIOT'O JIO
CBITJIO-2)KOBTOI'O KOJIbOPY

Inentudikaris Meponenem (Meton BEPX)  IlozutuBHuHi

30BHIIIHINA BUTIIST

Inenrudixkarist Harpii (sikicHa peakiis) [To3uTHBHMIA

IIposopicts (5 % po3uun) <=1 Cycnensis

Komip (5 % pozunn) >=3 Y

KinbkicHe BU3SHaYEHHS 95,0-105,0 % BiJ 3as1BiIeHOI K-T1 MeponoHeMa
pH (5 % po3uun) 7,3-8,3 pH omuumI

JloMiIIKu:

CrenngikoBaHi JOMIIIKH:

- UK-1 <=0,3 % MepomnoHeMa Tpurigpara
- UK-2 <=0,3 % MeponoHema Tpuripara
Oxkpema HecrienupikoBaHa JOMIIIKa <=0,10 % MeponoHema Tpuripara
Cyma JoMiIok <=0,5 %

Brpartu npu BucymryBaHnHi 9,0-12,0 %

Bwicr Hatpiro kapbonaty (HC1 0,2N) 14,7-16,1 %

Bignosnenwuii po3uun LISP <1> Binnosinae

Yac BiTHOBIECHHS <=2 XBUJINHA

Bunumi yacTuHKN Binmnosinae /

TBepmi yacTHHKA >= 10 MiKpoH <=6000 YacTuHOK/prakoH

TBep/i yacTHHKU >= 25 MIKpOH <=600 YacTuHOK/prakoH
OIHOPIIHICTH JO30BaHUX OJJMHUIIb <=15,0 %

TecT Ha CTEPWIBHICT Bignosimae /

Bakrepianbhi ennorokcunu (JIAJI-tect) <=0,125 MO/mr

Bignosimae

[lozuTuBHUN
[lozuTuBHUN
<I

7

100,7

7,9

0,1

0,2

<LOQ (<0,05)
0,4

10,0

15,8
Bignosinae
<2
Bignosinae
117

7

0,9

Biamnosimae
<LOQ (<0,0152)

TEPMIH ITPUAATHOCTI PO3PAXYBAETBHCA BII JATHU BUPOBHUIITBA CTEPUJIBHOI'O 3MIIITYBAHHS, HE BIJ{

JTATU 3ATIOBHEHHS ®JIAKOHIB
Inentudikarist HaTpiro (AKicHa peakxilis): iIeHTH(IKAIiS HATPilo (IKiCHA peaKIlis)
Komip (5% po3unn): cnermoikamnis HE BIJIBIII IHTEHCUBHA 3A PO3YMH Y3

TecT Ha cTepuiIbHICTE: cnenudikaris «Bianosinae» o3Hadae « CTEpUIBHUN»

Ilst napTis Oy.1a BUTOTOBJIEHA, YIIAKOBAHA TA NPOTECTOBAHA BiNOBiTHO 10 moTOYHNX yMOB GMP

JIxynist Baporuernmi

JlupeKTop 3 KOHTPOIIO SIKOCTI
Jara npyky 29 uepBus 2026p. o 1:12 pm 29 uepBHs 2026p. 0 11:42 am
Hanpyxosano [Marpumist [le Aribamt 3ATBEP/[)KEHO

Llelt LOKYMEHT Ma€ eNeKTPOHHMIA Nignuc
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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 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 S. Nicolo a Tordino (TE)

Certificate of Conformance

Product Description:
MEROPENEM-VISTA, powder for prep. of solution for injection, 500mg in vial, Ne 10

Strenght/potency:
Meropenem trihydrate equivalent to anhydrous Meropenem 500 mg

Dosage form:
sterile powder

Package size and type:
10 vials in carton box

ACS Dobfar Product code/Batch: F1001287 /26J02874

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/16112/01/01

Manufacturing Date: January, 2026

Expiry Date: January, 2030

Released Qty: 1.920 PCK

Results of analysis: See the attached certificate of analysis released on June 29th, 2026

Rawl/intermediate material data:
Batch: 26J01367 Code: F3000563

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (TE)

Number of manufacturing license/certificate of GMP Compliance: AM-12/2025 - IT/19/H/2025

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging/labelling and quality control at the abovementioned site(s) in
full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP, without any deviation.

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 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. - Nucleo Industriale S. Atto S. Nicolo a Tordino (TE)

Certificate of Conformance

Comments/Remarks:

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

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

[0 Major/critical deviations which may influence the release of the product

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

Further Notes: .
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:

Maria Petrelli
Qualified Person
July 01st, 2026 time 5:35 pm

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 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. - Nucleo Industriale S. Atto S. Nicolo a Tordino

(TE)
CERTIFICATE OF ANALYSIS
Product: MEROPENEM-VISTA, powder for prep. of solution for injection,
500mg in vial, Ne 10
Batch number: 26J02874 Material: F1001287
Manufacturing date: January, 2026 Batch size: 1.920 PCK
Expiry date: January, 2030
IESTS SPECIFICATIONS 1M RESUILTS
Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies
LOW POWDER

Identification Meropenem (HPLC method) Positive Positive
Identification Sodium (Qual. Reaction) Positive Positive

Clarity (5% solution) <=1 Suspension <1

Color (5% solution) >=3 Y 7

Assay 95,0 - 105,0 % lab Mero 100,7

pH (5% solution) 7,3-83 pHunit 7,9

Related Substances - -

Specified Identified Impurities: - -

- UK-1 <=0,3 % MeroTrih 0,1

- UK-2 <=0,3 % MeroTrih 0,2

Single Unspecified Impurity <=0,10 % MeroTrih <LOQ (<0,05)
Sum of all Impurities <=0,5 % 0,4

Loss On Drying 9,0-12,0 % 10,0

Sodium Carbonate Content (HCI 0.2N) 14,7 - 16,1 % 15,8

Constituted Solution <1> Complies Complies
Reconstitution time <=2 min. <2

Visible Particles Complies Complies
Particulate Matter >= 10 micron <=6000 part/vial 117

Particulate Matter >=25 micron <=600 part/vial 7

Uniformity of Dosage Units <=15,0 % 0,9

Sterility Test Complies Complies
Bacterial Endotoxins (LAL test) <=0,125 EU/mg <LOQ (<0,0152)

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

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

Giulia Baronchelli

QC Director
Print Date June 29th, 2026 time 1:12 pm June 29th, 2026 time 11:42 am
Printed by Patrizia D'Annibale APPROVED

This document is signed electronically
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ACS DOBFAR

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

Mr%liufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino

CERTIFICATE OF ANALYSIS

Product: MEROPENEM-VISTA, powder for prep. of solution for injection,

500mg in vial, Ne 10
Batch number: 26J02874 Material: F1001287
Manufacturing date: January, 2026 Batch size: 1.920 PCK
Expiry date: January, 2030
IESTS SPECIFICATIONS 1M RESULTS

Identification Sodium (Qual. Reaction): Identification Sodium (qualitative Reaction)
Color (5% solution): the specification is NOT MORE INTENSE OF SOLUTION Y3

Sterility: the specification "Complies™ means "Sterile"

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

Giulia Baronchelli

QC Director
Print Date June 29th, 2026 time 1:12 pm June 29th, 2026 time 11:42 am
Printed by Patrizia D'Annibale APPROVED

This document is signed electronically
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