JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Haaii Ceitimuuanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €ZIPTIOV 37079035

BUCHOBOK
Npo SIKICThL BBE3eHOro B YKpainy jikapenroro zacofy

29.10.2024 No 56907/24/26

MEPONEHEM-BICTA

(naiisenynans gikepebkoro 3acoby 3riano 3 pt:e(:'rp'auiiinw;\l FOCBITIETHAM)
FIOPOINOK VISl NPUIOTYBANS Po3uHny st i’ ckuiii o 1000 mr; 10 durakonis 3 nopomKonm
y kapTonuiil xopobui

(hopMa BHAYCKY. AO3YBAHHS, KU HAKY BAHHA JiKapELKOrQ 3acoby)
Homep peectpauiiinoro nocsizuenns UA/16112/01/02 erpok aii peectpauiiinoro nocsinuenns HEOOMEMCHHH
Cepis nikapeskoro sacoby Ne 24.J04429 KinnkicTs neesenoro Jgikapeskoro sacody 1500

BupoBunk ALIC TOBDAP C.ILA, Itanis

(HalMeHy BaHuS BHPOGHHKA JHKAPCLKOIO 3a¢o0y. KPaTHa NOXOAKEHHA)

Breseno s Yxpaily Tosapucrpo 3 o6mexenoto sianosinansnictio "BYCT GPAPMAY,
inenr. o 44107410

(natimenysanns Ta ko a €JIPTIOY JOPHIMIOT 0coTH ado APIBRUIC, '8, 110 GarhKoni
(hizvanoi ocobu - nianpresmit, 7 MiCUe NpoXuRaNis T4 pecerpantiiiit nomep obaikosol
KAPTIM MAGTHIKA HOAATKIR al0 CCPis TO HOMEP HACNOPTA)

Iporoxoen sisyansuoro konrpoo sin 29.10.2024 N 3761/2.

3a  pesyibTaTaMil ACPKARHONO KOHTPOMO BCTALOBACHO, 110 JHKAPCLKH 3acid  sseseHo B Yrpainy 3
AOTPHMAHHSIM BAMOT 3aKOHOJABCTBA OO 3aC3NEUEHH AKOCTI nix/)@cwux sacobin,
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Sede Lagale: )

VIALE ADDETTA, 4/12 - 20067 TRIBIANQ (M0 - ITALY
Sede Amministrativa;

Vrale Collzont, 25 - Palazzo Pegaso Ingresso 3
20564 Agrate Brianza (MB) - ITALY

waw acsdobfard - anumnistrazn
Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Mucleo Industriale . Arto 5. Nicold a Tordina (TE)

nefipec.acsdobfar.it

Ceprudikar BignosigHocTi
HariMeHyBaHHA NPOAYKTY:
MEPOMNEHEM-BICTA nopoilok ANs NpUroTyBaHHA po3duHy ans iH'ekuin 1000 mr y donakoHax Ne10
KoHueHTpauia: MeponeHem Tpurigpat eksisanenTHuin 1000 mr Meponenemy

Jlikapcwka dopma:
CTepUnbsHUA NMOPOLLIOK

Poamip i TMN ynakoBku:
10 cbnakoHis Nno 20mn y KapTOHHIN kopobui

Koa npoaykty ACS Dobfar / Cepin: F1001288 / 24J04429

Kpaina-imnoptep: YKPATHA

Homep peecTpauinttoro nocseiguenua: UA/16112/01/02

Hara suroroBneHHs: TpaseHb 2024

TepMiH npuaaTHocTi: TpaseHb 2028

KinbkicTe BUnyuwenux ogununik: 4000 ynakoBok

PesynbTartu aHaniay: [Jus. foaaHun ceptudikat aHanisy, BuaaHuin 24 sepecHs 2024p.
HaHi npo cupoBUHY/NPoMiKHUIA MaTepian:

Cepin: 24J02709 Koa: F3000563

Hazea Tta agpeca BUpoGHULTBA, NaKyBaHHA, KOHTPOMIO AKOCTI Ta MicUs BUNYCKY cepild:
ALIC IOB®AP C.MN.A.. - Hykneo lugycTpiane C Atro C. Hikono a Topgito (TE)

Homep niuensii Ha BUpoBHULTBO/CepTudikaT BianoeiaHocTi GMP: AM-101/2022 - IT/129/H/2022

3asiBa npo cepTudikaudito

Linm saceiguyto, Wo HaBefZeHa BuUlle iHDOPMaLia € ayTeHTUYHOIO Ta JocToBipHOW. Lis napTis npogykuii byna
npuUroToBiieHa / BWIrOTOBIIEHa (BKMIOMAOHMKM NaKkyBaHHSA/MapkyBaHHA Ta NPOBEOEHHS KOHTPOMO SAKOCTI Ha
BUlLiesragaHomy micti (micuax)) y noexin signosigHocTti go sumor GMP micuesoro perynstopHoro opraHy Ta
BiANOBIAHO A0 cneuundikauif, 3asHadveHux y PeecTpaliiHoMy nocBig4eHHi nikapcbkoro 3acoby KpaiHu-imnopTepa.
Byno nepesipero Ta BcTaHOBMEHO, LWO AokymeHTY 3 0Bpobku, nakyBaHHA Ta aHanisy napTii BianosiganTs BUMoram

GMP; xoaHvX BiaxuneHs He 3adikcoBaHo (QUB. KOMEHTApI / 3ayBaXKeEHHS! BULLLE)».

KomeHTapi / 3ayBaxkeHHs::

(Mg vac BUroTOBNEHHS, NaKyBaHHA Ta TecTyBaHHs yiel napTii 6yno:

BiAcyTHICTL CEPRO3HUX/KPUTUUHUX BIOXUNEHb, AKI MOXYTb BNNUHYTU Ha BUMNYCK NPOAYKUIT
[J OCHOBHI/KpUTUMHI BIAXUNEHHS, SKi MOXYTb BIIMHYTW Ha BUNYCK NPOAYKLIT

O [lopaTkosa BiAnoBigHa iHopMallis, AKLLO BOHA 3aCTOCOBHA, WOAC SKOCTI NapTil LOA3ETLCS

Mopansiii NPUMITKU:

HYKNEO IHAYCTPRIANE C ATTO (NOK.C. HIKOJTO'A TOPLIHO), 64100 TEPAMO (TE), ITANIA

IM'A Ta nignuc ynoBHoBaXeHo! 0oco6u, AKa YNOBHOBAaXY€E BUNYCK napTil, i aaTa nignucy:
TiuiaHa Mapcinio

YnosHoBaxeHa ocoba
26 BepecHs 2024p., 10:06

Lieit LOKYMEHT Ma€ eNleKTPOHHMI nignuc



Sede | epale:

ALE ADBETTA, 432 - 20067 TRIBIANO (M1 - TTALY
rninisrativa

Viale Colleoni, 45 - Palagzo i'x:%zsso npressa 3

20864 te Brisnza (MB) - ITAL

waw sesdoblae it ~ ampninistyzi
Tel 02 90593.1~ Fax 02 9064566

Manufactured by: ACS Dobliar S.p.A, - Nucleo Judusiriale §. Ao § Nicokd o Tordino (TE)

Vi
S

sipee acstobfari

CEPTUDIKAT AHAIZY

TTpoaykr: MEPOIIEHEM-BICTA nopouox ijist NPUIrOTYBAHHS po3uuny M in'exuifi 1000 mry . Neld
Cepist Ne 24J04429 Martepiam: F1001288
Hara supobunursa: Tpasens 2024 Posmip cepii: 4000 ynax.

Tepmint npunariocri:  Tpasenn 2028

Teeru Crenudiranii Omuunni suMiposanusy Pesvinraru
CKJTSIHUM ®JTAKOH 3 TIOPOUIKOM BIJI BIJIOTO 1O

SORHIUHTT BT Bianosigae
! CBITJIO-)OBTOT'O KOJILOPY HHOBIA

TLueurndikauis Meponeniem (Meron BEPX)  Tlosurusuuii [Moznrusiit
Inenrudixauis Harpiit (axicHa peaxis) Tosurusuuii [Tosrusanii
Tposopicts (5 % posuni) <=] Cycriensis <1
Kouip (5 % po3uud) >=3 Y 7
Kinbkicue BuzHavenus 95,0-105,0 % sij saasnenoi k-ri Meporronema 99,9
pH (5 % po3uun) 7,3-8,3 pH ommani 7,8
Jomiuu: '
Creunikopani JOMILIKH:
- UK-1 <=(),3 % Mepotionema TpurizpaTa 0,2
- UK-2 <=0,3 % MeporioneMa TpUriIpata 0,2
Oxpema HecrieunpikoBana IoMitIKa <=0,10 % Meporonema Tpiriapara <L.OQ (<0,05)
Cyma JoMitox <=(,5 % 0,4
BTparu rpu BHCYLUIYBAHHI 9,0-12,0 % 10,0
Buict narpito kapbonary (HCI 0,2N) 14,7-16,1 % 14,9
Binnosneunii pozuun  LISP <1> Bianosijgac Bianosigac
Yac BiiHOBIEHHS <=3 XBWJIHHU <2
Bujnmi 4acTHHKH Binnosisae / Bianosijae
Trepai uactunkn >= 10 mikpon <=6000 Yacrurok/Grakon 180
Trepai UaCTHHKY >= 25 MiKpOH <=600 YacTHHOK/ PraKoH 3
OaHopianicTh 1030BAHUX OAMHULE <=15,0 % 2,8
TecT Ha CTEPHITLHICTD Bignosizae / Biynosinae
Bakrepiansni enporoxcuun (JIAJI-recT) <=0,125 MO/ <L.OQ (< 0,0152)

TEPMIH TTPUJIATHOCTI PO3PAXYBAETHCA BIJ IATH BUPOBHULTBA CTEPHJILHOIO 3MIIIYBAHHS, HE BLA
JATH 3ATIOBHEHH ®JIAKOHIB

Inentudixanis natpito (axicua peaxiin): inentrikauis HaTpito (Akicna peakuis)
Konip (5% posunn): cnenndixanis HE BUIbII IHTEHCUBHA 3A PO3YMH Y3

Tect Ha CTEpPUNLHICTS; cnetpdikanis «Bignosinae» oswanae «Crepunbiui»

Ilst naprist §y1a BUFOTOBJICHA, YIAKOBAIIA TA HPOTECTOBANA BIATIOBIANO /10 IOTOUYNINX YMOB GMP

Ixysnis Bapouuenni

Hara npyky 26 Bepechst 2024 0 8:13 JInpeKTop 3 KOHTPOIIIO SKOCTI
Hagpyrosgano TTatpuuis [e banticric 24 sepecust 0 12:23
3ATBEP/KEHO

Lle#t AOKYMEHT MaE eNeKTPOHHWIA Nignuc



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 - amministrazionc@pcc.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 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 /24J04429

Importing Country: UKRAINE

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

Manufacturing Date: May, 2024

Expiry Date: May, 2028

Released Qty: 4.000 PCK

Results of analysis: See the attached certificate of analysis released on September 24th, 2024

Rawl/intermediate material data:
Batch: 24402709 Code: F3000563

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo 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



Sede Legale: ]

VIALLE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Anvministrativa;

Viale Colleoni, 25 - Palazzo PcFaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

wiwvw . 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:

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

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

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

Further Notes: ‘
NUCLEQO 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
September 26th, 2024 time 10:06 am

This document is signed electronically
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Sede Legale:

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

Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - [TALY

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

Tel. 02 90693.1- Fax 02 9064566

(TE

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Appearance

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

CERTIFICATE OF ANALYSIS

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

000 mg in vial N° 10
24104429

May, 2024

May, 2028

Material:

Batch size:

19

GLASS VIAL CONTAINING WHITE TO LIGHT YEL

LOW POWDER

Identification Meropenem (HPLC method) Positive

Tdentification Sodium (Qual. Reaction)
Clarity (5% solution)

Color (5% solution)

Assay

pH (5% solution)

Related Substances

Specified Identified Impurities:
- UK-1

- UK-2

Single Unspecified Impurity
Sum of all Impuritics

Loss On Drying

Sadium Carbonate Content (HCI 0.2N)
Constituted Solution <1>
Reconstitution time

Visible Particles

Particulate Matter >= [0 micron
Particulate Matter >=25 micron
Uniformity of Dosage Units
Sterility Test

Bacterial Endotoxing (LAL test)

Positive
<=1

>=3

95,0 - 105,0
7,3-83
<=0,3
<=0,3
<=0,10
<=0,5
9,0-12,0
14,7 - 16,1
Complies
<=2
Complies
<= 6000
<= 600
<=15,0
Complics
<=0,125

Suspension
\f

% lab Mecro
pHunit

% MeroTrih
% MeroTrih
% MeroTrih
9 (4]
%

%

min.
part/vial
part/vial

%

EU/mg

F1001288
4.000 PCK

RESULTS

Complies

Positive
Positive

<1

7

99,9

7.8

0,2

0,2

<LOQ (< 0,05)
0,4

10,0

14,9

Complies

<2

Complies

180

3

2.8

Complics
<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

Print Date September 26th, 2024 time 8:13 am

Printed by Patrizia De Baptistis

This document is signed electronically

Giulia Baronchelli
QC Director
September 24th, 2024 time 12:23 p
APPROVED

Pag. 1/2






Scde Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - I'Ef‘ALY )
www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

%"Bumcmred 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: 24J04429 Material: F1001288
Manufacturing date: May, 2024 Batch size: 4.000 PCK
Expiry date: May, 2028

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 September 26th, 2024 time 8:13 am September 24th, 2024 time 12:23 p
Printed by Patrizia De Baptistis APPROVED

Pag.2/2
This document is signed electronically






