AEPXXABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoe. Hanii Ceitauunofi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo fAKICTh BBe3eHOro B Y KpaiHy JIiKapchbKoro 3acody

23.04.2025 Ne 20301/25/26

MEPOBAK

(naiimeHyBaHHs nikapchKoro 3aco0y 3rifiHO 3 peecTPaUiiHHM NOCBIAYEHHAM)
MOPOIIOK VIS IPUIOTYBAHHA pPo34nHY i in'exkuiii no 1000 mr; 10 ¢paakoniB 3 mopomkom y
KapTOHHIH KopoOui

((:K}pMa BHIYCKY. 103Y BAHHA. BWA NaKyBaHHA ;1i|capCh|m|‘0 ‘lacﬂﬁ}')
Homep peectpauiiiHoro nocsiayenns UA/18216/01/01 crpok aii peectpauiiivoro nocsinuenns 08.07.2025
Cepis nikapcekoro 3acoby Ne 25J01378 KinbkicTs BBeseHoro nikapebkoro 3acoby 1000

BupoGHHK ALIC JOBDAP C.IL.A., Itanis

(HaliMeHyBaHHs BUPOOHMKA JliKApPChKOro 3acoy, KpaiHa NOXOMMEHH:A)

BeeseHo B Ykpaiiy TOBAPUCTBO 3 OBMEKEHOIO BIAITOBIJAJIBHICTIO
"BYCT ®APMA", izent. kon: 44107410

(HaiimenyBaHHs Ta kod 3a €JAPTIOY opuanyHoi ocobu abo npissuile, im'a, no 6atekosi (isuuHol
ocobM - nianpuemus, Ti Miclle NPOXKHBAHHA Ta peccTpauifnuil Homep 06/1iKOBOT KApPTKHU NJIATHHKA
noaarkis abo cepis Ta HOMEp nNacnopTa)

MpoTokon BisyaasHoro koutpoio sin 23.04.2025 Ne 1332/01.10-25/8.

3a pesyjbTaramMM AEPXKaBHOrO KOHTPOJIKO BCTAHOBJEHO, IO Jikapchsuii  3acib BeeseHo B  VYkpaiHy 3

AOTPHMAHHSIM BUMOr 3aKOHOJABCTBA LWLOO 3a0€3MeYeHHS AKOCTI NiKGPChKNUX 3aC00IB.

R NG0B
g (,‘0 aul WHY i
{3*3&'\* #,
S
~

Mukona XOJIOJEHKO

(nocanogp -i:,"" iy Heping I'po1I0) (nmianuc) (iHiuiany Ta npizeKuLe)
|
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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 NPOAYKTY:
MEPOBAK nopoluok ansi npuroTyBaHHSA po34uHy ans iH'ekuin 1000 mr y cpnakoHi

KoHueHTpauisa: 1 donakoH MicTuTe MeponeHemy TpurigpaTty 1140 mr, wo signosigae 1000 mr meponeHe My
6e3BogHUN;
[onomikHa pedoBuHa: HaTpito kapboHat

INikapcbka dopma:
CTEPUNbHUI NOPOLLIOK

Po3mip i TN ynakoBKu:
10 dhnakoHiB y KapTOHHIN Kopobui

Koa npoaykty ACS Dobfar / Cepisa: F1001590 / 25J01378

KpaiHa-imnopTep: YKPATHA

Homep peecTtpauinHoro nocsigyeHHsa: UA/18216/01/01

LOarta BurotoBneHHsA: *KoBTeHb 2024

TepMiH npuaaTHocTi: XKoeTeHb 2028

KinbKicTb BUNywWeHUX oaMHuub: 6016 ynakoBok

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

Cepina: 24J05590 Kopn: F3000563

Ha3zBa Ta agpeca BUpOGHMLTBa, NakyBaHHA, KOHTPOJIO 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-12/2025 - IT/129/H/2022

3asBa npo cepTudikadito

Lium 3aceigyyro, Wo HaBedeHa Bulle iHpopmauis € ayTeHTUMYHOK Ta focToBipHow. Ll napTia npoaykuii 6yna
NpUroToBrieHa/BUroTOBIEHa, BKMNKOYaK4YM MakyBaHHA/MapKyBaHHA Ta [MPOBEAEHHA KOHTPOMK  SAKOCTI
BULLe3ragaHomMmy Micui (Micusx) y noHin BignosigHocTti go sumor GMP micueBoro perynstopHoro opravy Ta
BignoBsigHo Ao crieuunduikauiid, 3a3Ha4veHnx y PeecTpauiitHoOMy noceig4eHHi nikapcbKoro 3acoby KpalHu-imnopTepa.
Byno nepeBipeHo Ta BCTAHOBMNEHO, L0 AOKYMeHTU 3 06pobKK, NakyBaHHsA Ta aHaniay napTil BignosigawTe BUMOram

GMP; »ogHuX BigxuneHb He 3adikcoBaHo.

KomeHTapi / 3ayBa)eHHS:

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

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

O JopaTkoea BignosigHa iHdopMallisi, 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 ynoBHoBaxeHoi ocobu, AKka ynoBHOBaXXy€ BUNYCK napTil, i AaTa nignucy:
TiuiaHa Mapcinio

YnoBHoBaxeHa ocoba
04 kBiTHA 2025p., 12:04 pm

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 Pegaso 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)

IIpoayxr:
Cepig Ne 25J01378
/Koptens 2024

JKopTens 2028

Jara BupoOHHIITBA:

TepMiH IPHIATHOCTI:

TecTn
30BHINMHIIT BITIA1

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

Komip (5 % pozqmn)

KinbkicHe BHZHAaTeHHA

pPH (5 % pozqmm)

Jomimmkir:

CrernndikoBaHi JOMITITKII:

-UK-1

-UK-2

OxpeMa HecreIn(hiKORaHa JOMIIIIKa
Cyma JOMITIIOK

Brparn mpH BHCYIIYBaHHI
Bimaopnewmii pozamu  LISP <1>
Buicrt Hatpiro xkapbonaty (HC1 0,2N)
Uac BiTHOBIEHHA

BimiMi 9acTIHKI

Trepai gacTiHkH >= 10 MiKpoH

Teepai 9acTHHKH >= 235 MIKpOH
OIHOPITHICTE J030BAHIX O/IIHIIE
ITiticHICTE KOHTeITHepa/3aKpUTTA
ITaxyranusa/MapxyBasHA

TecT Ha cTepHIBHICT

Baxrepiansni egnorokcensn (JIAJI-tect)

CEPTH®IKAT AHAJI3ZY

Marepiam: F1001590

Po3sMip cepii: 6016 ymaxk.

Cnenndikamii OauHHIII BHMIDIOBAHHSA
CKJISAHIII OJIAKOH, 1110 MICTHTE ITOPOIIIOK BIJT
BIJIOT'O 0O CBITJIO-2KOBTOI'O KOJILOPY
TlozuTHBHIII

TloznTHRHIII

<=1 Cycrniensis

>=3 Y

95,0-105,0 % BLx 3asBiIeHOI K-Ti MepomoHnema
7,3-8,3 pH o

<=0,3 % MepomoseMa TpuTiIpara
<=0,3 % MepomoHeMa TpHTiIpara
<=0,10 % MepomoHeMma TpHTiapaTa
<=0,5 %

9,0-12,0 %

Binmozinae

14,7-16,1 %

<=2 XBHIIHHI

Binmozinae /

<=6000 Yactuuox/ hnakon

<=600 YacTHHOK/ (h1akoH

<=15,0 %

KinBKicTh OIIHIIE 3 IPOHNKHEHHAM OapBHIIKA
Biamosizae

Binmozinae /

<=0,125 MO/mr

MEPOBAK noponiok A/15 NPpATOTYBAHHS PO34UHHY A4 iH'eknii 1000 Mr y uaxoni

Pe3vasTaTH
Bimmosizae

TlosuTHBHIIT
TlosuTHBHILI
<1

7

98.4

7.9

0,2

0,2

<LOQ (< 0,05)
0,3

9,9
Biamosinae
15,7

<2
Biamosinae

84

0

3.1

0

Biamosinae
Biamosinae
<L0Q (< 0,0152)

TEPMIH ITPHJTATHOCTI PO3PAXYBAETHCAH Bl JATH BHPOBHHIITBA CTEPHJIBHOI'O 3SMIIIITYBAHH S, HE

BIJ JATH 3AIIOBHEHHA ®JIAKOHIB

InenTudikanisa HaTpito (AkicHA peaknin): ineATHQikanmia HaTpilo (AKicHA peakiria)

Kouip (5% po3unn): cnenndikania HE BLJIBIII IHTEHCHBHA 3A PO3YHH Y3

TecT HA cTepHABHIcTE: cHenHikania «Binmorigae» o3Hauae « CTepHILHHI

IIs1 mapTis 6y.71a BHTOTORJIEHA, YIAKOBAHA TA MPOTEeCTOBAHA BilmoBiTHo 10 moTouHHX yMoB GMP

Hata npyky 01 xBitHs 2025p . 0 2:23 pm
Hanpyxosano Iatpurmis e Bantictic

Jxynia Bapondemni
JINpeKTOop 3 KOHTPOIIO IKOCTI
01 xeitaa 2025p. o 12:48pm
3ATBEPCKEHO

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Legale;

VIALE KDDETTA. 4/12 - 20067 TRIBIANO (M) - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pc‘Faso 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 5. Atto S. Nicold a Tordino (TE)

Certificate of Conformance

Product Description:
Merobac Powder for Solution for Injection 1000 mg vial

Strenght/potency:
1 vial contains meropenem trihydrate 1140 mg, which corresponds to 1000 mg of meropenem anliydrous;
Excipient: sodium carbonate

Dosage form:
sterile powder

Package size and type:
10 vials in carton box

ACS Dobfar Product code/Batch: F1001590 /25J01378

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/18216/01/01

Manufacturing Date: October, 2024

Expiry Date: October, 2028

Released Qty: 6.016 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 documenl is signed electronically
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ACS DOBFAR

Sede l.egale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (ML) - 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 5.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:

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

O 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:

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

This document is signed electronically
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ACS DOBFAR

Sede Legale:

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

Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe%aso Ingresso 3

20864 Agtalc Brianza {MB)-1
www.acsdobfa
Tel. 02 90693. l- Fax 02 9064566

?_ali%l}ufaclumd by: ACS Dabfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

r.it - ammlmstrazlone@pec acsdobfar.it

CERTIFICATE OF ANALYSIS

Product: Merobac Powder for Solution for Injection 1000 mg vial

Batch number: 25101378 Material: F1001590

Manufacturing date: October, 2024 Batch size: 6.016 PCK

Expiry date: October, 2028

TESTS SPECIFICATIONS M RESULTS

Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies
LOW POWDER

Identification Meropenem (HPLC inethad) Positive Positive

[dentification Sodium (Qualit. reaction)  Positive Positive

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

Color (5% solution) >=3 Y 7

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

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

Related Substances: - -

Specified Identificd Impuritics: - -

- UK-1 <=(,3 % MeraTrih 0,2

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

Single Unspecified Impurity <=0,10 % MeroTiih <LOQ (<0,05)

Total Impurities =05 % 0,3

Loss On Drying 9,0-12,0 % 9.9

Constituted Solution USP < 1 > Complies Complies

Sodium Carbonate Content (HCI 0,2N) 14,7- 16,1 % 15,7

Reconstitution time <=2 min. <2

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 % 3,1

Container/Closure Integrity Number of units with dye intrusion 0

Packaging/Labelling Complies Complies

Sterility Test Complies Complies

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

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

Print Date April Olst, 2025 time 2:23 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli
QC Director

April 0lst, 2025 time 12:48 pm
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 Pc%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

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

Tel. 02 90693.1- Fax 02 9064560

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

CERTIFICATE OF ANALYSIS

Product: Merobac Powder for Solution for Injection 1000 mg vial

Batch number: 25J01378 Material: F1001590
Manufacturing date: October, 2024 Batch size: 6.016 PCK
Expiry date: October, 2028

TESTS SPECIFICATIONS UM RESUILTS

THE EXP.DATE IS CALCULATED FROM THE PROD.DATE OF STERILE BLENDING, NOT FROM THE VIALS FILLING DATE
Identification Sodium (Qualit. reaction): Identification Sodium {Qualitative reaction)
Color (5% solution): the specification is NOT MORE INTENSE OF SOLUTION Y3

Sterility test: the specification "Complies" means "Sterile”

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

Giulia Baronchelli

QC Director
Print Date April Olst, 2025 time 2:23 pm April 01st, 2025 time 12:48 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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