JEPKABHA CJIYXKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haait Ceitnnanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €HPIIOY 37079055

BUCHOBOK
HpPo SAKICTL BBE3EHOro B Y Kpainy Jikapcebioro 3acofy

29.10.2024 Ne 56906/24/26

MEPOBAK
{Halimeny sanuis JiKapchkoro 3acofy sTiano 3 pecerpaliiininM nocsinvennsy)
HOPOHIOK [LJISL HPHYOTYBAHAS po3uupy Aas i’ ckuiii no 1000 mr; 10 guraxonis 3 nopomxom
y kaprouniil kopobui
((hopma BUIYCKY, 103y BAHHS, BHA TIAKYBAHHA AIKAPCLKOIO 3ac06y)

Homep pecetpauiitnoro nocsimuenns UA/18216/01/01 crpox nit peecrpauitinoro nocsinuenns 08.07.2025

Cepia aikapebkoro 3acody Ne 24J04431 Kinskicrs spesenoro gikapeskoro sacoby 2000

Bupobnuxk ALIC TIOBOAP C.ITA., Itanis

(HaHMEHyBaH A BUPOGHIHKE AIKAPCHKOro 3aC00Y, KPATHA NOXOLRCHIN)

Bueseno B Yipainy Tosapnerno 3 obmexenoo sianosizansnicrio "BYCT ®APMA"Y,
inenr. xon: 44107410

(nadimenynanns Ta koa 3a CJAPITOY opuaanal ocobu abo npizsue, iy, 1o 6aTbrosi
isnanol ocoby - nianpueaus, I Micue npoxuBands Ta peccrpauifiini nosep obaikonol
KaprKu HAXTHHKS ll()}lﬂ'l'l\'iil abo ccpisx Ta HOMED IlﬂCI'IO}’)Til)

Tporokoa sisyansioro woutpomo nin 29.10.2024 x5 3761/1.

3a  pesysnTatamMi JIepKaBHOTO  KOHTPONIO  BCTAHOBACHO, 1O  nikapehxwil 3acid  BBescno & Ywpainy 3

JOTPHMAHHAM BHMOT 33KOHOAABCTRA LIOO 3abe3neueHHs aKoCTi Jﬁ/I?IZCbKHX sacobis,
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Sede Legale:

VIAL
G2

s

EADDETTA, 412 - 20067 TRIBIANQ (M) - [TALY

Manujacturad byt ACS Dobfar $.p.A. - Mucleo Industriale S. Anto 3. Nicold a Tordino (TE)

Ceprtudpikar BignoBigHocTi

HaliMeHyBaHHA NpoayKTy:
MEPOBAK nopotuok Ans npuroTysaHHA po3unHy Ans iH'ekuiik 1000 mr y donakoHi

KoHuenTpauis: 1 dnakoH mictute meponexnemy Tpurigpaty 1140 mr, wo signosigae 1000 Mr meponeHemy
0e3BoL4HUI;
JonomixHa pevoBuHa: HaTpio kapGoHat

llikapcbka dopma:
CTEPUNBHUA NOPOLLOK

Posmip i Tun ynakosku:
10 hnakoHiB y kKapToHHIN KopobLy

Koa nponykty ACS Dobfar / Cepia: F1001590 / 2404431

Kpaina-imnoprep: YKPAIHA

Homep peectpauitHoro noceigueHHs: UA/18216/01/01

HNara sBurotoBneHHs: TpaseHs 2024

TepmMin npuaaTHocTi: TpaseHs 2028

KinekicTe BUNyuleHnx oAuHULL: 4000 yniakosok

PesynbTatu aHanisy: [lus. gofaHuii cepTudikaT aHanisy, BugaHuil 24 sepecHs 2024p.
HaKi npo cuposuHy/npomixkHUi martepian:

Cepis: 2402709 Kog: F3000563

Hasea Ta agpeca BUpoGHUUTBA, NakyBaHHs, KOHTPOIO AKOCTI Ta Micus BUNYCKY cepilt:
ALC JOBDAP C.M.A.. - Hykneo IHayctpiane C Atto C. Hikono a Topgivo (TE)

Homep niuenzii Ha BupobHUuuTBO/CepTudikar BignosiaHocti GMP: AM-101/2022 - IT/129/H/2022

3asiBa npo cepTupikauiro

Lum sacsiguyto, wo HaeeaeHa Bulle iHopmalis € ayTeHTU4HOW Ta AocToBipHOW. LA napTis npogykuii 6yna
NPUroTOBNEHA/BUrOTOBIIEHa  (BKMIOYAKYW  NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHHS KOHTPOMK  SIKOCTi
BulLle3ragaHomy micui (Micuax)) y nosHii signosifHocti fo sumor GMP MICLEBOro perynsTopHOro opraHy Ta
BIANOBIAHO A0 cneuudikauiil, 3asHaveHux y PeecTpayifiHomy nocsiguerHi nikapcskoro sacoby kpaiHu-iMnopTepa.
Byro nepesipeHo Ta BCTAHOBNEHO, L0 AOKYMEHTH 38 06pobKu, NakyBaHHs Ta aHanisy napTil BianosifaoTs BUMOram

GMP; »oaHux BigxuneHb He 3adikcoBaHo.

KomeHTapi / 3ayBaxeHHs:

Iig Yac BUroTOBNEHHS, NaKkyBaHHst Ta TECTYBaHHA Liel napTii 6yno:

BincyTHICTb CEPRO3HUX/KPUTUHHUX BIIXUNEHb, K MOXYTh BIMUHYTU HA BUMYCK NPOAYKLT
[J OCHOBHI/KPUTUYHI BIAXUNEHHS, SIKI MOXYTb BMAUHYTU Ha BUMYCK NPOAYKLIT

[0 OonatroBa BianosiaHa iHcbopMallis, SKLLIO BOHa 3acTOCOBHA, WOA0 AKOCTI napTil 4oaaeTbes

NopansLwi NpUMITKK:
HYKNEO IHOYCTPIANE C ATTO (NNOK.C. HIKONO'A TOPJIHO), 64100 TEPAMO (TE), ITANIA

IM'st Ta nignuc ynosHoBaxeHo! ocoBu, Aka yNOBHOBaXye BUNYCK napTii, i A4aTa nignucy:
TiuiaHa Mapcinio

YnosHoBaxeHa ocoba
25 BepecHs 2024p., 3:25

Lieth LOKYMEHT Ma€e eneKTPOHHUIA nignuc



DETTA, 4142 - 20067 TRIRANG ML TTALY
mministrativis
Viaje o 33 - Patacza ['ag;'txo fnpossa 3
'UM’n Agrate Bristos (M) -1
abfar il - ammingstemzio asdobfang
6931~ Fax 02 2064550

Manufactured by ACS Doblar Spa. - Nucleo badustele 5. Ao & Hicoh a Tording (TE)

CEPTUDIKAT AHAJIIZY

Tpoayxr: MEPOBAK nopouok Aist NpUroTYBaHHA PO3UMHY [UIst iH'€XHifi 1000 Mr y daKoHi
Cepist Ne 24]04431 Martepiam: F1001590
Hara supofHuTeL Tpaseun 2024 Posmip cepil: 4000 ymax.

Tepwmin npunarvocti:  Tpaseun 2028

Tecrn Crneun pikanii ‘ Onuuui BUMipIoBalIs Pesvirnrarty
CKJISHUM ®JIAKOH, IO MICTUTL [TOPOLIOK BIJ

Forninantil BRrs BLTOTO JIO CBITJIO-KOBTOT'O KOTOPY Binnoeigae
IacuTudiranis Meponesem (Mcron BEPX)  [Tosurnsuui [Mosuruenuii
Inentudikauis Hatpiit (sikicHa peaxiis) IMosntupHmi {TosuTneumni
TTposopicTs (5 % po3uuH) <= Cycnensis <1
Komnip (5 % po3uun) >=3 Y 7
KinbkicHe BU3HAUCHHS 95,0-105,0 9% s saspaenol k-ri Meponowema 99,9
pH (5 % posunn) 7,3-8,3 pH oanuuwi 7.8
Homiruku:

CrieunikoBani AOMILIKH:

- UK-1 <=0,3 % MeporoseMa TpUriapata 0,2

- UK-2 <=0,3 % MeporoneMa Tpuripara 0,2

Oxpema HecrielikoBaHa JoMilka <=0,10 % Meporotiema Tpiriapara <LOQ (<0,05)
CyMa 1oMimox <=0,5 % 0,4

Brparu npy BUCYIUIYBaHHI 9,0-12,0 % 10,0
Binnosnenuit posuun  LISP <1> Binrnoginac Bianoeigae
Bwmict natpito xap6ouary (HC1 0,2N) 14,7-16,1 % 14,9

Yac BiHOBJICHHS <=2 XBUJIMHH <2

BuanMi 4acTHHKYN Bimosigac / Bianosizac
Tuepai vacrunkn >= 10 Mikpon <=6000 Jacrnnow/draxon 180

Teepai uacTHiKN >= 25 MiKpoH <=600 Yactniow/(rakon 3
OaHOopiAHICTS JO30BAHMX OJMHHIb <=]5,0 % 2.8
Llinicnicts KoHTeiiHepa/3akpuTTs Kistbkiers QAMEULL 3 APOHIKHCHHAM SapirIIKa 0
TMaxysanHs/MapKyBaKHHs Bianosijac Bianosigac
Tect Ha CTEPHITLHICTD Biarosinae / Biurorijac
Barepiansui enporokennn (JIAJl-recr) <=(,125 MO/mr <LOQ (< 0,0152)

TEPMIH MTPUJATHOCTI PO3PAXYBACTHCA BIJI JATH BUPOBHUITBA CTEPUABLHOTO 3MIUIYBAHHSI, HE
BLJI JJATH 3ATTIOBHEHHS ®JIAKOHIB

InenTudicanis narpito (ncicua peakuin): inenTudicanis naTpito (aKicua peakuis)
Koaip (5% pozunm): cnenndikauis HE BUIBII IHTEHCUBHA 3A PO3YHH Y3

TecT na cTepuiabHicTs: cnenndikania «Bianopinae» ozHavae «Crepussumii»

L napTisn 6y1a BUroTOBJCHA, YIAKOBAHA Ta POTECTOBAHA BINMOBIAHO X0 NOTOUNNX YMOR GMP

Txynist bBaponuemi

Jlata npyxy 24 sepecis 2024p o 1:13 JvpexTop 3 KOHTPOIO AKOCTI
Hagpykosano Tarpuuis I Annibane 24 mepecus 2024 o 12:22
3ATBEPIKEHO

Llelt JOKYMEHT MaE enekTPOHHMI Rignuc



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 8.p.A. - Nucleo Industriale S. 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 /24J04431

Importing Country: UKRAINE

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

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: 24J02709 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:

I 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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Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

wviv.acsdoblaril - anininistrazione@pec.acsdobfar.it

Tel. (02 90693, 1 Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale . Atto S. 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

[J 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
September 25th, 2024 time 3:25 pm

This document is signed electronically
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Scde 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

E\"/lrzgufhclured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: Merobac Powder for Solution for Injection 1000 mg vial
Batch number: 24J04431 Material: F1001590
Manufacturing date: May, 2024 Batch size: 4.000 PCK
Expiry date: May, 2028
TESTS SPECIELC . M ey 1y o
Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies
LOW POWDER
Identification Meropenem (HPLC method) Positive Positive
Identification Sodium (Qualit. reaction) Positive Positive
Clarity (5% solution) <= Suspension <1
Color (5% solution) >=3 Y 7
Assay 95,0 - 105,0 % lab Mcro 99,9
pH (5% solution) 73-83 pHunit 7,8

Related Substances: - -
Specified ldentified Impurities: - -

- UK-1 <=10,3 % MeroTrih 0,2

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

Single Unspecified Impurity <=0,10 % MeroTril <LOQ (< 0,05)
Total Impuritics <=0,5 % 0,4

Loss On Drying 9.0-12,0 % 10,0
Constituted Solution USP < | > Complics Complies
Sodium Carbonate Content (HCI 0.2N) 14,7 - 16,1 Yo 14,9
Reconstitution time <=2 min. <2

Visible particles Complies Complies
Particulate Matter >= 10 micron <= 6000 part/vial 180

Particulate Matter >= 25 micron <= 600 part/vial 3

Uniformity of Dosage Units <=150 % 2,8
Containcr/Closurce Integrity Number of units with dyc intrusion 0
Packaging/Labelling Complics Complics
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

Giulia Baronchelli

QC Director
Print Date September 24th, 2024 time 1:13 pm September 24th, 2024 time 12:22 p
Printed by Patrizia D'Annibale APPROVED

Pag. 1/2
This document is signed electronically



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.acsdoblar.it - 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
2)

TE
| CERTIFICATE OF ANALYSIS

Product: Merobac Powder for Solution for Injection 1000 mg vial

Batch number: 24J04431 Material: F1001590
Manufacturing date: May, 2024 Batch size: 4,000 PCK
Expiry date: May, 2028

TESTS SPECIFICATIONS um RESUILTS

THE EXP.DATE IS CALCULATED FROM THE PROD.DATE OF STERILE BLENDING, NOT FROM THE VIALS FILLING DATE
ldentification Sodium (Qualit. reaction): ldentification 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 September 24th, 2024 time 1:13 pm September 24th, 2024 time 12:22 p
Printed by Patrizia D'Annibale APPROVED
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