AEPXABHA CJIYKBA 3 JIIKAPCHBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKiCTh BBE3EHOr0 B YKpaiHy JIiKapcbKOro 3acody

17.03.2025 Ne 13217/25/26

MEPOIIEHEM-BICTA

(HaiimenyBanns nikapcekoro 3acoy 3rifHo 3 peecTpauifiHiuM NOCBIA4EHHSIM)
MOPOIIOK AJIsi NPHIOTYBAHHSA po3uuHy AJst in'exkuiii mo 1000 mr; 10 ¢pnaxonis 3 mopomkom y
KAapTOHHI KopoOui
(hopma Bunycky, N03yBaHHsA, BUI NaKyBaHHs JlikapckKoro 3aco0y)

Homep peectpauiiitoro nocsiguenns UA/16112/01/02 crpox aii peectpauiiitoro nocsinuenns HeOOMEKEHH I
Cepis sikapcskoro 3acoby Ne 25J00679 KinekicTe BBe3eHOrO Nnikapcbkoro 3acody 2000

Bupo6HuKk ALIC TOEDAP C.IT.A., Itanis

(HalimeHyBaHHA BUpOOHMKA Jikapcbkoro 3acoly, kpaiHa MOXOIKEHH:A)

Bsesero B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIAAJIBHICTHO
"BYCT ®APMA", inent. oa: 44107410

(HailiMenyBanua Ta koa 3a €IPI10Y opuauuHoi ocobu abo npiseuie, iM's, no 6arekori (izuunoi
oco6u - mianpyemus, 1 Micue npoxkuBaHHs Ta peecTpauiiinuii Homep 0061ikOBOT KapTKH MIAaTHHKA
noaatkis abo cepis Ta HoMep macnopra)

MpoTokon Bisyanskoro koutposio sia 17.03.2025 N 837/01.10-25/3.

3a pe3ynbTaTaMH AepXaBHOTO KOHTPOMIO BCTAHOBJIEHO, IO Jiikapchkuii 3aci® BBeseHo B VYkpaiHy 3
JOTPHMAHHSAM BUMOT 3aKOHONABCTBA 111010 3a6e3neueHHs AKOCTi JiKapChbKMX Gis.

Mukona XOJIOAEHKO

(nianuc) (iniuianu Ta npissMiue)

HavyaneHuk

(nocanosa ocofGa opraHy Aep»aBHOr0 KOHTPOJIO)
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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 - ammmmstrazione(fipec.acsdobiar 1t

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 3p A - Nucleo Industnale 8. Atto 5. Nicold a Tordino (TE)

CepTudikat BignoBigHoOCTI

HalmeHyBaHHA NPoOAaYKTY:
MEPOMNEHEM-BICTA nopoluok Ang npuroTyBaHHs po34nHy ang iH'ekudin 1000 mr y conakoHax Ne10

KoHueHTpauia: MeponeHem TpurigpaT ekBisaneHTHuin 1000 mr MeponeHemy

INikapcbka dopma:
CTEPUNbHUI NOPOLLIOK

Po3mip i TN ynakoBKu:
10 dhnakoHis no 20Mn y KapToHHIA Kopobui

Koa npoaykty ACS Dobfar / Cepisa: F1001288 / 25J00679

KpaiHa-imnopTep: YKPATHA

Homep peecTtpauinHoro noceigyeHHs: UA/16112/01/02

Oata sBurotoBneHHA: BepeceHb 2024

TepMmiH npuaaTHocTi: BepeceHb 2028

KinbKicTb BUnyweHux oaMHuuyb: 4000 ynakoBok

PesynbTatu aHanisy: [luB. gogaHui ceptudikat aHaniay, sugaHuin 19 notoro 2025p.
OaHi npo cupoBUHY/NPOMDKHUIA MaTepian:

Cepia: 24J05163 Kopn: F3000563

Ha3Ba Ta agpeca BMpoGHULTBa, NakyBaHHA, KOHTPOO AKOCTI Ta MicLs BUNYCKY cepii:
ALC NOB®AP C.IN.A.. - Hykneo IHgyctpiane C Atto C. Hikono a TopgiHo (TE)

Howmep niueHsii Ha BupobHuuTBo/CepTudikar BignosigHocti GMP: AM-101/2022 - IT/129/H/2022

3asBa npo cepTudikadito

Lium 3aceigyyro, Wo HaBedeHa Bulle iHpopmauis € ayTeHTUMYHOK Ta focToBipHow. Lls napTia npoaykuii 6yna
npuroToBrieHa / BUrOTOBMNEHa (BKMOYal4YW NaKkyBaHHA/MapKyBaHHA Ta MPOBedeHHHd KOHTPOIK SHKOCTi Ha
BULWE3ragaHomy Micui (micusx)) y noBHi signosigHocTti go sumor GMP micueBoro perynsaTopHOro opraHy Ta
BignosigHo Ao crieuunduikaliid, 3a3Ha4veHnx y PeecTpauiitHoMy noceig4eHHi nikapcobKoro 3acoby KpalHu-imnopTepa.
Byno nepegipeHO Ta BCTAHOBIEHO, L0 AOKYMEHTU 3 06pobku, nakyBaHHA Ta aHaniay napTil BianoBigawnTe BUMOram

GMP; »ooHuUX BigxuneHb He 3adikcoBaHO (AMB. KOMEHTAapI / 3ayBaXKeHHS BULLE)».

KomeHTapi / 3ayBa)eHHS:

IMig yac BUroToOBMNEHHS, NaKyBaHHA Ta TecTyBaHHA uwiel napTii 6yno:

BigcyTHICTb CEPAO3HUX/KPUTUYHUX BiOXWUNEHb, AKI MOXYTb BMAWMHYTWM Ha BUMYCK NpoayKUiT
0 OCHOBHI/KPUTWUYHI BiOXMMNEHHSA, SKi MOXYTb BMAWMHYTHM Ha BUMYCK NPOAYKUIT

O JopaTkoea BignosigHa iHhopMallisi, SIKLLO BOHA 3aCTOCOBHA, LWOAO AKOCTI NapTil gogaeTbes

MoganbLui NPUMITKN:
HYKNEO IHOYCTPIANE C ATTO (JIOK.C. HIKONO'A TOPOIHO), 64100 TEPAMO (TE), ITANIA

IM'a Ta nignuc ynoBHoBa)XeHoi ocobu, AKa ynoBHOBaXKye BUNYCK napTil, i AaTa nignucy:
TiuiaHa Mapcinio

YnosHoBaxeHa ocoba
25 noTtoro 2025p., 3:43pm

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACSDOBFAR
Sede [ epale:

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe*asa Ingresso 3

20864 Agrale Brianza (MB) - ITALY
wiww.acsdobfar.il - amministrazione{@pec.acsdobfar.it
Tel. 02 90693, 1- Fax 02 9064566

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

IIpoaykr:
Cepig Ne 25J00679
JlaTta BIpOOHIIITBA: Bepecens 2024

TepMin mpugaTHocTi: Bepecens 2028

TecTn
30BHIMMHI{T BITIAT

Inentndixaris MeponeneM (MeTon BEPX)
Inentndixaris Hatpiil (AxicHa peaxiiis)
TIpo3zopicTs (5 % po3dimH)

Komip (5 % pozqmm)

KinbkicHe BH3HATeHHA

PH (5 % pozqmm)

Jomimmkir:

CrernndikoBaHi JOMITIKII:

-UK-1

-UK-2

OxpeMa HecreIn(hiKORaHa JOMIIIIKa
Cyma JOMITIIOK

Brparn mpH BHCYIIYBaHHI

Buicr Hatpito kapbonaty (HC1 0,2N)
Bimaopnewmii pozaiu  LISP <1=>

Uac BiTHOBIEHHA

BumiMi 9acTIHKI

Teepai gacTHHKH >= 10 MiKpoH

TBepai 9acTHHKI >= 25 MIKpOH
OIHOPIAHICTS JO30BAHIIX O/IIHHIE
TecT Ha CTepIUIBHICTE

Baxrepiansui egnorokcnn (JIAJI-tect)

CEPTH®IKAT AHAJI3ZY

Cuenndgikamii

F1001288
4000 ymaxk.

Martepiam:

Po3zMip cepii:

OaHHHII BHMIPIOBAHHS

CKJIAHIII ®JIAKOH 3 IIOPOIIIKOM BIJI BUIOT'O JIO
CBITJIO- KOBTOI'O KOJIBOPY

TlozuTHBHIII
Tlo3uTHBHIII
<=1

>=3
95,0-105,0
7,3-8,3

<=0,3
<=0,3
<=0,10
<=0,5
9,0-120
14,7-16,1
Bimoeinae
<2
Biamosizgae
<=6000
<=600
<=15,0
Biamosizgae
<=0,125

Cycrniensis

Y

% Bix 3agBiIeHOl K-Ti MepomoHeMa
pH omimmmIi

% MepomoHeMa TpHTiIpaTa
% MepomoHeMa TpIHTiIpaTa
% MepomoHeMa TpHTiIpaTa
%
%
%

XBHIOIHH

f
!

YacTHHOK (h1akoH
YacTHHOK (hakoH
%

/

MO/Mr

MEPOIIEHEM-BICTA noponiok A8 NPATOTYBAHHS po3unHYy 444 in'exknii 1000 mr y ¢ui. Nel0

PezvabTaTH
Bimmosizae

Tlo3uTHBHIIT
TlosuTHBHILI
<I

7

99.0

7.9

0,1

0,2

<LOQ (< 0,05)
0,3

9,6

15,5
Biamosinae
<2
Bigmosinae
225

0

2,0
Biamosimae
<LOQ (< 0,0152)

TEPMIH ITPIIJATHOCTI POSPAXYBAETBCA BII JATII BIIPOBHIIITBA CTEPIUIBHOI'O SMIIITYBAHHA, HE BIJ]

JATI 3ATIOBHEHHA ©JIAKOHIB

InenTidikaris HaTpito (AKicHa peakuis): iMeHTIGIKAIIA HATPito (AKICHA peaKilis)

Komip (5% po3zumn): cnemmdixanis HE BIJIBIIT IHTEHCIIBHA 3A PO3YITH Y3

TecT Ha cTepIUIBHICTE: criermidikaris «Binmorinae» o3Hadae «CTepIIBHIIID)

IIs mapTis 0y.71a BHIOTORJIEHA, YIAKOBAHA TA MPOTEeCTOBAHA BilmoBiTHo 10 moTouHHX YMoB GMP

Jata npyky 19 mrotoro 2025p. o 3:56 pm
Hanpyxosano Iatpumist e Bantictic

Jlxynia Bapondemni
JiIpeKTOp 3 KOHTPOJIIO SKOCTI
19 mrotoro 2025p. 0 2:27 pm
3ATBEP/DKEHO

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Leixlc:

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

Viale Colleoni, 25 - Palazzo I’c_i;aso Ingresso 3

20864 Agratc 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:
MERCPENEM-VISTA powder for prep. of solution for injection 1000 mg in vial N® 10

Strenght/potency:
Meropenem trihydrate equivalent to anhydrous Meropenem 1000 mg

Dosage form:
sterile powder

Package size and type:
20 ml vials in 10's pack

ACS Dobfar Product code/Batch: F1001288 /25J00679

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/16112/01/02

Manufacturing Date: September, 2024

Expiry Date: September, 2028

Released Qty: 4.000 PCK

Results of analysis: See the attached certificate of analysis released on February 19th, 2025

Rawlintermediate material data:
Batch: 24J05163 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-101/2022 - IT/129/H/2022

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.

This document is signed electronically

1/2



ACS DOBFAR
Sede Legale:
VIALE iaDDETTA, 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 8. Nicold a Tordino (TE)

Certificate of Conformance

Comments/Remarks:

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

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

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

[1 Additional relevant information, if applicable, regarding guality 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:

Tiziana Marsilio
Qualified Person
February 25th, 2025 time 3:43 pm

This document is signed electronically

2/2



ACS DOBFAR

Sede L%I)c:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M1) - ITALY
Sede Amiministeativa:

Viale Colleoni, 25 - Palazzo Peﬁ@so Ingresso 3

20864 Agratc Brianza (MB) - ITALY

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

Tel. 02 90693.1- Fax 02 9064566

{M]%riufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1
000 mg in vial N° 10

Batch number: 25J00679 Material: F1001288
Manufacturing date: September, 2024 Batch size: 4.000 PCK
Expiry date: September, 2028

TESTS SPECIFICATIONS M RESINITS

Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies

LOW POWDER

Identification Meropenem (HPLC method) Posilive Pasitive

Identification Sodium (Qual. Reaction) Positive Pasitive

Clarity (5% solution) <= Suspension <1

Color (5% solution) >=13 Y 7

Assay 95,0 - 1050 % lab Mero 99,0

pH (5% solution) 73-83 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 % 0,3

Loss On Drying 9,0-12,0 % 9,6

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 225
Particulate Matter >=25 micron <= 600 part/vial 0

Uniformity of Dosage Units <=15,0 % 2,0

Sterility Test Complies Complies
Bacterial Endotoxins (LAL test) <=10,125 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 February 19th, 2025 time 3:56 pm February 19th, 2025 time 2:27 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Le,

ale;
VIALE iQD_ETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Scde Amministrativa;

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3
20864 Agatc Brianza (MB) - ITALY

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

?_I{_?;ufaclumd by: ACS Daobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino

CERTIFICATE OF ANALYSIS

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1

000 mg in vial N° 10
Batch number: 25J00679 Material: F1001288
Manufacturing date: September, 2024 Batch size: 4.000 PCK
Expiry date: September, 2028
IESTS SPECIFICATIONS und RESIILTS

Identification Sodium (Qual. Reaction): Identification Sadium (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 February 19th, 2025 time 3:56 pm February 19th, 2025 time 2:27 pm
Printed by Patrizia De Baptistis APPROVED

Pag.2/2
This document is signed electronically



JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Nnpo fAKiCTh BBE3€HOro B YKpaiHy JlikapcbKoro 3acody

21.04.2025 Ne 20116/25/26

MEPOITEHEM-BICTA

(HaliMeHyBaHHA NikapcbKoro 3aco0y 3rijHO 3 peccTpalifiHuM NOCBIYEHHAM )
NOPOIOK JIsi IPUIOTYBAHHSA po3unny s in’exuiii mo 1000 mr; 10 ¢piiakonis 3 nopomkom y
KApPTOHHIH KopoOLi

(chopma BUNyCKYy, J103YBaHHA, B AKYBaHHSA IKAPCLKOIo 3aco0y)
Homep peectpauiiitoro nocsinuenns UA/16112/01/02 crpox aii peectpauiiinoro nocsiauexxs HeOOMEXKEHUH
Cepisn nikapcokoro zacoby Ne 25J01377 KinbkicTs BBe3eHoro Jikapcbkoro 3aco6y 3000

Bupo6uuk ALIC JOBDAP C.IT.A., Itanis

(HaifimenyBaHHs BUPOOHMKA NIKAPCLKOro 3aco0y. KpaTHa NOXoMIKEHH)

Bse3seHo B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAITOBITAJIBHICTHO
"BYCT ®APMA", ineur. xoa: 44107410

(HaiiMenyBanns Ta koa 3a CJIPIIOVY opuaniHoi ocodu abo npissuuie. im'a. no 6aTekosi (izuunoi
ocobu - nianpuemus, i Micue npokyBaHHs Ta peecTpailifinuii Homep 06aikoBOT KapTKH NJaTHUKA
nojarkis abo cepis Ta HOMEp nacnopra)

MpoTokoa Bisyansioro kontposio sia 21.04.2025 Ne 1332/01.10-25/7.

3a pesynbTaTaMM [EPKABHOTO KOHTPOJIO BCTAHOBAEHO, O Jjikapchkui 3aci6 Bee3eHo B YkpaiHy 3

JAOTPHMAHHSIM BMMOT 3aKOHOABCTBA LWOAO 3a0e3neyeHHs akocTi nikap€bkux 3acobis.

“ThCOBIB 1
'1'-3’} AHWG *96,
‘B“"““ '] e N

Muxkona XOJIOJEHKO

PO TPOIO) (nianue) (iniuiand Ta npissuue)
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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 - ammmmstrazione(fipec.acsdobiar 1t

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 3p A - Nucleo Industnale 8. Atto 5. Nicold a Tordino (TE)

CepTudikat BignoBigHoOCTI

HalmeHyBaHHA NPoOAaYKTY:
MEPOMNEHEM-BICTA nopoluok Ang npuroTyBaHHs po34nHy ang iH'ekudin 1000 mr y conakoHax Ne10

KoHueHTpauia: MeponeHem TpurigpaT ekBisaneHTHuin 1000 mr MeponeHemy

INikapcbka dopma:
CTEPUNbHUI NOPOLLIOK

Po3mip i TN ynakoBKu:
10 dhnakoHis no 20Mn y KapToHHIA Kopobui

Koa npoaykty ACS Dobfar / Cepisa: F1001288 / 25J01377

KpaiHa-imnopTep: YKPATHA

Homep peecTtpauinHoro noceigyeHHs: UA/16112/01/02

LOarta BurotoBneHHsA: *KoBTeHb 2024

TepMiH npuaaTHocTi: XKoeTeHb 2028

KinbKicTb BUnyweHux oamHuuyb: 8000 ynakoBok

PesynbTatu aHanisy: [JuB. gogaHuii cepTtudikat aHaniay, euganuin 01 keitHs 2025p.
OaHi npo cupoBUHY/NPOMDKHUIA MaTepian:

Cepina: 24J05590 Kopn: F3000563

Ha3Ba Ta agpeca BMpoGHULTBa, NakyBaHHA, KOHTPOIO AKOCTI Ta MicUs BUNYCKY cepii:
ALC NOB®AP C.IN.A.. - Hykneo IHgyctpiane C Atto C. Hikono a TopgiHo (TE)

Howmep niueHsii Ha BupobHuuTBO/CepTudikar BignosigHocti GMP: AM-12/2025 - IT/129/H/2022

3asBa npo cepTudikadito

Lium 3aceigyyro, Wo HaBedeHa Bulle iHpopmauis € ayTeHTUMYHOK Ta focToBipHow. Lls napTia npoaykuii 6yna
npuroToBrieHa / BUrOTOBMNEHa (BKMOYal4YW NaKkyBaHHA/MapKyBaHHA Ta MPOBedeHHHd KOHTPOIK SHKOCTi Ha
BULWE3ragaHomy Micui (micusx)) y noBHi signosigHocTti o sumor GMP micueBoro perynsaTopHOro opraHy Ta
BignoBsigHo Ao crieuundikauiid, 3a3Ha4veHnx y PeecTpauiitHoOMy noceig4eHHi nikapcobKoro 3acoby KpalHu-imnopTepa.
Byno nepegipeHO Ta BCTAHOBIEHO, L0 AOKYMEHTU 3 06pobku, nakyBaHHA Ta aHaniay napTil BianoBigawnTe BUMOram

GMP; »ooHuUX BigxuneHb He 3adikcoBaHO (AMB. KOMEHTAapI / 3ayBaXKeHHS BULLE)».

KomeHTapi / 3ayBa)eHHS:

IMig Yyac BUroToOBMEHHS, NaKyBaHHA Ta TecTyBaHHA uwiel napTii 6yno:

BigcyTHICTb CEPAO3HUX/KPUTUYHUX BiOXWUNEHb, AKI MOXYTb BMAWMHYTWM Ha BUMYCK NpoayKUiT
0 OCHOBHI/KPUTWUYHI BiOXMMNEHHSA, SKi MOXYTb BMAWMHYTHM Ha BUMYCK NPOAYKUIT

O JopaTkoea BignoeigHa iHdopMaLif, SKLLO BOHA 3aCTOCOBHA, LWOAO AKOCTI napTil gogaeTbes

MoganbLui NPUMITKN:
HYKNEO IHOYCTPIANE C ATTO (JIOK.C. HIKONO'A TOPOIHO), 64100 TEPAMO (TE), ITANIA

IM'a Ta nignuc ynoBHoBa)XeHoi ocobu, AKa ynoBHOBaXKye BUNYCK napTil, i AaTa nignucy:
TiuiaHa Mapcinio

YnosHoBaxeHa ocoba
04 kBiTHA 2025p., 12:07pm

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede [ ceale:

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

Viale Colleoni, 25 - Palazzo Pe*asa Ingresso 3

20864 Agrale Brianza (MB) - ITALY

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

Tel. 02 90693, 1- Fax 02 9064566

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

CEPTH®IKAT AHATI3ZY
IIpoaykr: MEPOIIEHEM-BICTA noponiok A8 NPATOTYBAHHS po3unHYy 444 in'exknii 1000 mr y ¢ui. Nel0
Cepig Ne 25J01377 Martepiam: F1001288
JlaTta BIpOOHIIITBA: JKortens 2024 Po3zMip cepii: 8000 ymaxk.

TepMin npugatHocti: JKoBTeHs 2028

TecTn Cuenndgikamii OaHHHII BHMIPIOBAHHS PezvabTaTH

R CKJISHIII OJIAKOH 3 IIOPOIIKOM BILJ BIIIOT'O JO Risbatiie
: CBITJIO-)KOBTOI'O KOJILOPY o

Inentndixaris MeponeHeM (Meton BEPX)  Ilo3nTuBHII TlosnTHBHMI

Inentndixaris Hatpiil (AxicHa peaxiiis) TloznTHRHIII TlosnTHBHMI

TIpo3zopicTs (5 % po3dimH) <=1 Cycrniensis <1

Komip (5 % pozqmm) >=3 Y 7

KinekicHe BU3HAYEHHA 95,0-105,0 % Bix 3agBieHol K-Ti Mepomonema 98,4

PH (5 % pozqmm) 7,3-8,3 pH o 7,9

Jomimmkir:

CrernndikoBaHi JOMITIKII:

-UK-1 <=0,3 % MepomoHeMa TpHTiIpaTa 0,2

-UK-2 <=03 % MepomoHeMa TpHTiIpara 0,2

OxpeMa HecreIn(hiKORaHa JOMIIIIKa <=0,10 % MeponoHeMa TpHTiapaTa <LOQ (< 0,05)

Cyma JOMITIIOK <=0,5 % 0,3

B1paru npn BUCYIIYBaHHI 9,0-120 % 9,9

Buicr Hatpito kapbonaty (HC1 0,2N) 14,7-16,1 % 15,7

Binnoenewnmii pozumm  LISP <1> Binmozinae Binmmozinae

Uac BiTHOBIEHHA <=2 XBHIIHHI <2

BumiMi 9acTIHKI Binmozinae / Bimmozinae

Teepai gacTHHKH >= 10 MiKpoH <=6000 YacTHHOK (h1akoH 84

TBepai 9acTHHKI >= 25 MIKpOH <=600 YacTHHOK (hakoH 0

OIHOPIAHICTS JO30BAHIIX O/IIHHIE <=15,0 % 3.1

TecT Ha CTepHITBHICTD Biamosizgae ! Biamosimae

Baxrepiansui egnorokcnn (JIAJI-tect) <=0,125 MO/mr <LOQ (< 0,0152)

TEPMIH ITPIITATHOCTI POSPAXYBAETBCA BIJI JATII BIIPOBHIIITBA CTEPIUIBHOI' O SMIITYBAHHA, HE BIJ]

JATI 3ATIOBHEHHA ©JIAKOHIB

InenTidikaris HaTpito (AKicHa peakuis): iMeHTIGIKAIIA HATPito (AKICHA peaKilis)

Komip (5% po3zumn): cnemmdixanis HE BIJIBIIT IHTEHCIIBHA 3A PO3YITH Y3

TecT Ha cTepIUIBHICTE: criermidikaris «Binmorigae» o3Hagae « CTepIIBHIIID)

IIs mapTis 0y.71a BHIOTORJIEHA, YIAKOBAHA TA MPOTEeCTOBAHA BilmoBiTHo 10 moTouHHX YMoB GMP

Jlxynia Bapondemni
JIpeKTop 3 KOHTPOIIO SIKOCTI
01 xBiTaa 2025p. 0 12:48 pm
3ATBEPZKEHO

Hata npyky 01 xsitas 2025p., 2:20 pm
Hanpyxosano Iatpumist [le Bantictic
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Certificate of Conformance

Product Description:
MEROPENEM-VISTA powder for prep. of solution for injection 1000 mg in vial N° 10

Strenght/potency:
Meropenem trihydrate equivalent to anhydrous Meropenem 1000 mg

Dosage form:
sterile powder

Package size and type:
20 ml vials in 10's pack

ACS Dobfar Product code/Batch: F1001288 /25J01377

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/16112/01/02

Manufacturing Date: October, 2024

Expiry Date: October, 2028

Released Qty: 8.000 PCK

Results of analysis: See the attached certificate of analysis released on April 01st, 2025

Rawl/intermediate material data:
Batch: 24J05590 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/129/H/2022

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.

This document Is signed electronically
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Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (TE)

Certificate of Conformance

Comments/Remarks:

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

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

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

[1 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:

Tiziana Marsilio
Qualified Person
April 04th, 2025 time 12:07 pm

This document is signed electronically
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ACS DOBFAR

Sede Le;

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

Viale Colleoni, 25 - Palazzo Pe$m Ingresso 3

20864 Agrate Brianza (MB)

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

Tel. 02 90693.1- Fax 02 9064566

?_{_:;El;ufaclured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1
000 mg in vial N° 10

Batch number: 25101377 Material: F1001288
Manufacturing date: October, 2024 Batch size: 8.000 PCK
Expiry date: October, 2028

TESTS SPECIFICATIONS [IM RESULTS
Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies

LOW POWDER

Identification Meropenem (HPLC method) Positive Positive
Identification Sodium (Qual, Reaclion) Pasitive Positive

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

Color (5% solution) >=] Y 7

Assay 95,0- 105,0 % lab Mero 98,4

pH (5% solution) 73-83 pHunit 1,9

Related Substances -

Specificd [dentified Impuritics: - 3

- UK-I <=0,3 % MeraTrih 0,2

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

Single Unspecified Impurity <=0,10 % MeroTrih <LOQ (<0,05)
Sum of all Impurities <=0,5 % 0,3

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

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

Constituted Solution <1> Complies Complies
Reconstitution time <=2 min. <7

Visible Particles Complies Complies
Particulate Matter >= 10 micron <= 6000 part/vial 84

Particulate Matter >=25 micron <= 600 part/vial 0

Uniformity of Dosage Units <= 15,0 % 31

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 April 01st, 2025 time 2:20 pm April 01st, 2025 time 12:48 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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ACS DOBFAR

Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Amate Brianza (MB) - ITALY

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

Tel. 02 90693.1- Fax 02 9064566

‘l:\_llrallal;ufacturcd by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

| s ; -

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1

000 mg in vial N° 10
Batch number: 25101377 Material: F1001288
Manufacturing date: October, 2024 Batch size: 8.000 PCK
Expiry date: October, 2028
IESTS SPECIFICATIONS M RESINLTS

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 April 01st, 2025 time 2:20 pm April 01st, 2025 time 12:48 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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