JEPKABHA CIYKBA 3 JTIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanit Ceitnuusod, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PITOY 37079055

BUCHOBOK
NIPO SIKiCTh BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acofy

03.01.2025 Ne 101/25/26

IMINEHEM/IIMJIACTATHH - BICTA

(HaliMenyBaHES AiKAPCHKOTO 3acoBy 3riftHo 3 peecTpallifnuM TIOCBITUCHHAM)
NOPOMIOK IS NPHUTOTYBAHHA po3umuy s indysiii mo 500 mr/500 mr; 10 ckastanx gurakonin
3 HOPOIIKOM Y KapToHHINi Kopolui

(thopma BUNYyCKy, R03yBaHHs, BHI [IAKyBaHHs JiKapceKoro 3acoby)
Howmep peectpauiitroro nocsimuenns UA/16166/01/01 crpoxk aii peecrpauiitnoro nocsiauenns HeoOMexeHnH
Cepis nikapcskoro 3aco6y Ne 24J03888 Kinskicts BBe3eHOro Jlikapcbkoro 3acofy 200

BupobHauk AlIC JOB®AP C.I1L.A., Itanis

(nafMenyBatHs BHPoBHMKa Jikapcehkoro 3acoly, Kpaihia ITOXOKCHIS)

BaescHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAXIOBLIAJBHICTIO
"BYCT ®APMA", igenr. xou: 44107410

(watiMenyBanns ta xon 3a CLIPITIOY 1opuamunol ocobu afo npispuie, im'a, o 6arLKoBI izt
0Co06H - nijnpuemMuy, ¥ MiCUe IIPOXNUBAHHS TA peecTpaLinHi nomep o6iKOBOT KapTKH MUIATHAKA
nosarkin abo cepist ra HOMEp nacrnopTa)

Mporoxon Bisyansuoro kontpomo eix 03.01.2025 Ne 4554/7.

3a pe3yabTaTamM  JIEPXKABHOTO  KOHTPOJSIO  BCTaHOBACHO, IO nikapcexufl  3acib BBeseHo B YkpaiHy 3
ﬂOTpHMaHHﬂM BHMOT 3aKOHONABCTBA U100 3a6e31euenns AKocTi niKapcrymjé( 3acobis.
i / "

Mukona XOJIOLAEHKO "~

(nignme) (iniuianm ta npissume) ¥
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Sede Legale )
VIALE ADDETTA, 4712 - 20067 TRIBIANO (M) - ITALY
Sede Ammingtrativa;

Viale Colleont, 25 - Palazzo Pepaso Ingresso 3
20864 Agrate Brianza (MRB) - l’f‘AL‘x‘ .
wyw acsdobfar.it - amnunistrazioned@pac acsdobtar it
Tel. 02 90693.1- Fax 02 9064566

Mannfactured by ACS Dobfar S.p.A. - Nucleo Industrsale S, Atto S Nicold a Tordino (TE)

CepTudikar BignosiaHocTi
HalimeHyBaHHA npogykKTy:
IMINEHEM/LUIMNACTATUH-BICTA nopouwok ansa npuroryBaHHaA po3uuHy gns indysin, 500 mr + 500 mry
conakoni Ne 10

KoHueHTpauin:
(500 mr + 500 mr) IMenexnemy MoHorigpary, Wo signosigae 500Mr IMeneHemy, HaTpito umnacratuny, wo
Bignosigae 500mr Liunacratuny

Nikapcbka dhopma:
CTepunbHUI NOPOLLOK

Po3amipu Ta TMn ynakosku:
10 cbnakoHie no 20mn y nayi

Koa Tosapy ALIC No6dap /Cepia: F1001289 / 24J03888

KpaiHa-imnoprep: YKPAIHA

Howmep peecTtpauiliHoro noceiguenna: UA/16166/01/01

HaTa BuroroBneHHs: bepeseHb 2024

TepMin npugatHocTi: Gepeaers 2027

KinbkicTe BUNYyWwWeHUx oauHulb: 3000 ynakosok

PesynbTatu aHanisy: [lus. noganuii ceprudikat aHaniay, BugaHuii 18 BepecHs 2024p.

OaHi npo cupoBUHY/NpoMidKHUIK MaTepian:
Cepis: 24J02047 Koa: F3000513

HasBea Ta appeca BUpoGHULTBA, NaKyBaHHsA, KOHTPONIO AKOCTI Ta MiCLs BUNYCKY cepin:
AUC [obdap C.n.A. Hykneo IiaycTpiane C Atro. C. Hikono a TopaiHo (TE)

Homep niueHsii Ha Bupo6HUUTBO/ CepTudpikar BignosigHocti GMP:  aM - 101/2022 - [T/129/H/2022

3asBa npo cepTudikauito:

Uum s 3aceigyyio, Wo HasefeHa Bulle iHcopMauist € AocToBipHOIO Ta TouHow. Lito cepio npogykuii 6yno
BUPOBNEHO, BKIOYaoun nakyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPONb i AKOCTI Ha BULLe3asHaYeHii OinbHUL Y
noBHiit BignosigHocTi 3 BUMoramm GMP, BCTaHOBSIEHUMU MiCUEBUM perynsiTopHUM OpraHoM, a TakoX BiANoBifHO
A0 crieumndikaLlid, Lo MICTATLCS y peecTpaUiiHoMy Locke KpaiHU-iMnopTepa, sKLLO npoAaykuiro iMnopTosaHo, abo y
Aocke cneumndikalii Ha npenapaTt Ans AOCMiAXYBaHOTo Nikapcbkoro 3aacoby. MpoTokonu BUpo6GHULTEA, nakyBaHHs

Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBMEHO BianosigHicTe GMP,

KomenTapi / 3ayBaxeHHs:

Y mpoueci BUrOTOBNEHHA, MakyBaHHs Ta BunpobyeaHHs Uiel cepii Gyno:

YKoaHUX CepIOSHUX/KPUTAYHIX BIAXUNEHD, SIKi MOXYTb BIIMHYTU Ha BUNYCK Npoa YKLl

[0 OCHOBHI/KpUTUYHI BIOXWUIEHHS, AIKi MOXYTb BIAWHYTY Ha BUMYCK NpoayKUii

L [logatkosa peneBaHTHa iHopMaLlis, SKLLO BOHA 3aCTOCOBHA, LLOAO SIKOCTI napTii noaaeTbest

MpumiTku:

HYKNEO IHAYCTPRIAMNE C ATTO ([TOK. C. HIKOJTO’A TOPAIHO, 64100-TEPAMO (TE) — ITANIA)

IM'st Ta nignuc ynoeHoBaxeHol oco6u, sika ynoBHOBaXye BMNYCK napTil, | AaTa nignucy:
TuuiaHa Mapcinio
YnosHoBaxeHa ocoba
18 BepecHs1 2024p 0 5:22pm

Le#t nOKYMEHT Mae CICKTPOHHHUH mianuc



Sede Legale. )

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

Viale Colleom, 23 - Palazze Pi,:igm;o Ingresso 3

20864 Agrate Brianza (MB) - ITALY o
www.acsdobfar it - anuninistrazioue@pec acsdabtar it

Tel. 02 90693.1- Fax 02 9064566

Mamufactured by: ACS Dobfar $.p.A. - Nucleo Tndustriale $. Atto 5. Nicold a Tordino (TE)

CEPTH®IKAT AHAJI3Y
TIponyxr IMIITEHEM/IHAJIACTATHH-BICTA 500+500 Mr nopouiok aJjisi po3uuny y durakonax Nel(
Cepis Ne : 24J03888 Marepian: F1001289
Hara BupoOnuuTBa Bepesens 2024 Po3wmip cepil: 3000 ynax.
Tepmin npunatHocTi bepesens 2027
TECTHU CHEHPHD‘I‘KAIIIL OJHUHUILI BUMIPIOBAHHSI  PE3VYJLTATH
30BHIMAINH BUTTISL CKJISTHUM ®JIAKOH, 1[0 MICTUTE MOPOLIOK BIJ  Bixroeinae

Inentudikauis BEPX/HPLC

Inentndikauis YO/UV

Binnosiennii posunu:

- IToBHOTA PO3UMHEHHS | MPO30PICTH PO3UHHY
- Buaumi vactoukn

Konip pozunny

Yac BigHOBICHHA

pH

Brpatv npu BucywryBaHHi

Kinskicne Busnauenus (BEPX) Iminenem
Kinbkicre susHauenus (BEPX) Lunacratun
CriopinHeHi gomimku

CreundixoBani inentudikosani JoOMIiIIKH:

- Tienaminuu (IMineneM, Jomimku A, €D0)

- Cynedoxcin A+B (Lnnacratun, Jom-ku A, €ED)
~ Homimka RRT 1,6

- Homiuika 5

- Homimka 8

Crieumdixoani HeineHTHDIKOBaH] JOMIILIKY;
- Jomimka 3

Oxpema HecrieumgikoBaHa goMimka

3arajbHa KinbKicTs JOMIiIOK

Mexawiuni BKmIOueHHs >= 10 Mikpon
Mexaniuni Bxnlouenns >= 25 mikpon
OnHopiawicTs H030BaHUX ONHHHLL: IMineHneM
OnHopifHicTh 1030BaHUX ORMHHKIL: LlunacTaTun
HinicHicTs KOHTElMHEPY/KPHLLIKH

ITaxyBanus 1 MapKyBaHHs
CrepuibaicTs
Baxrepianeni engorokcunn (JIAJ-rect)

BUIOTO JIO MAIKE BUIOIO ABO CBITJIO

(BJIIOOTO) JKOBTOI'O KOJILOPY

ITozuTusnmi
ITozutHBHMH

Bianosinac
Bianosinae
<=6

<=90

Bix 6,5 10 8,5
<=24
95,0-105,0
95,0-105,0

<= (0,60
<= 0,40
<=(,15
<=(,40
<=0,15

<=(,10

<=(,10

<=2,5

<= 6000

<= 600

<=15,0

<=15,0

KinsKicTh OJMHULE 3
NPOHHMKHEHHAM GapBHHKA
Binnosinae
Biarnosinae

<=0,17

CEKYHIH
onuunni pH
Y%

-~ % i nad. KineK. Imin.
% Bix 51ab. kinsk. Iumacr.

% Iminenema
% Uunacratuna Harpiio
% IMinenema
% LunacraTuxa Harpiio
% LlunmacratiHa HaTpito

% IlunactaTiHa Harpiio
% LunacraTiHa Hatpiio
%

Yacturok/(rakon
Yacrurok/(prnakon

%

%

OnMHHLB ERAOTOKCHHY/MI'

TosuTuenuit
TlozuTuBHMil

Bianosigae
Bianosigac
6

80

7.2

0,2

99,2

102,0

0,23
0,06
0,02
<LOQ(<0,0054)
0,02

0,03
0,06
0,7
607
33
0,9
0,6
0

Binnosigae
Bignosigae
<LOQ(<0,0152)

TEPMIH IPUJATHOCTI PO3PAXYBAETBCS BIJ JATH BUPOBHUITBA CTEPHJIHOIO 3MILITYBAHHSI, HE

" BIA JATH HATTIOBHEHHST ®JIAKOHIB

Konip posunny: cneundixauis HE BUIBLI IHTEHCUBHA 3A PO34YMH Y6

- Cymboxenn A+B (Lunac. Jomimka A €.®.): - Cynbokeun A+B (Llnnactarun gomimwka A €.9.)

Is napTis 6yna BUrOTOR/EHA, YIAKOBAHA Ta NPOTECTOBAHA B IIOTOUHUX yMoBax GMP

Hara npyxy 18 Bepecus 2024p o 2:50 pm
Hanpyxosano ITarpuuiero fe Banricric

Joxysnis Baporyemni
JlupexTop 3 KOHTPOIIO AKOCTI
18 Bepecns 2024p o 1:57 pm
3ATBEPDKEHO

el nokyMeHT Ma€ ClnekTPORHMI nianuc



Sede Legale:

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

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - I'FALY

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:
IMIPENEM/CILASTATIN-VISTA powder for prep. of solution for infusion, 500mg+500mg in vial #10

Strenght/potency:
(500 mg + 500 mg ) Imipenem monohydrate equivalent to anhydrous Imipenem 500mg Cilastatin sodium equivalent
to Cilastatin 500mg

Dosage form:
sterile powder

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

ACS Dobfar Product code/Batch: F1001289 /24J03888

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/16166/01/01

Manufacturing Date: March, 2024

Expiry Date: March, 2027

Released Qty: 3.000 PCK

Results of analysis: See the attached certificate of analysis released on September 18th, 2024

Raw/intermediate material data:
Batch: 24J02047 Code: F3000513

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 above mentioned 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 or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

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) - 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. Nicold 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

(O Major/eritical deviations which may influence the release of the product

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

Further Notes:
NUCLEO INDUSTRIALE S.ATTO (LOC.S.NICOLO A TORDINO-S.ATTO, 64100-TERAMO(TE) - ITALY)

Name and Signature of the Qualified Person authorizing the batch release and date of signature:

Tiziana Marsilio
Qualified Person
September 18th, 2024 time 5:22 pm

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

%zér;ufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino

CERTIFICATE OF ANALYSIS

Product: IMIPENEM/CILASTATIN-VISTA powder for prep. of solution for i
nfusion, 500mg+500mg in vial Ne10
Batch number: 24J03888 Material: F1001289
Manufacturing date: March, 2024 Batch size: 3.000 PCK
Expiry date: March, 2027
IESTS SPECIFICATIONS M RESULTS
Appearance GLASS VIAL CONTAINING WHITE TO ALMOST WH Complies
ITE OR LIGHT (PALE) YELLOW POWDER

Identification HPLC Positive Positive
Identification UV Positive Positive
Constituted solution: - -

- Completeness and Clarity of Solution Complics Complics

- Particulatc Matter Complics Complics

Colour of solution >= Y 6

Reconstitution time <= 90 s 80

pH 6,5-8,5 pHunit 7,2

Loss On Drying <=3.4 % 0,2

Assay (HPLC):Imipenem 95,0 - 105,0 % lab Imip 99,2

Assay (HPLC):Cilastatin 95,0 - 105,0 % lab Cila  102,0

Related Substances - -

Specificd Identified Impuritics: - -

- Thienamycin (Imipenem Imp.A Eur.Ph.) <= 0,60 %as Imipen 0,23

- Sulfoxide A+B (Cila Imp.A Eur. Ph.) <= (),40 %Cilast Na 0,06

- Impurity RRT 1.6 <=0,15 %as Imipen 0,02

- Impurity 5 <=0,40 %Cilast Na <LOQ (<0,0054)
- Tmpurity 8 <=0,15 %Cilast Na 0,02

Specified Unidentified Impurities: - -

- Tmpurity 3 <=0,10 %Cilast Na 0,03

Single Unspecificd Impurity <= (0,10 %Cilast Na 0,06

Total Impuritics <=25 Y% 0,7

Particulate Matter >= |0 micron <= 6000 part/vial 607

Particulate Matter >=25 micron <= 600 part/vial 33

Uniformity of Dosage Unit: Imipenem <=15,0 % 0,9

Uniformity of Dosage Unit: Cilastatin <= 15,0 % 0,6

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

Print Date September 18th, 2024 time 2:50 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

September 18th, 2024 time 1:57 pm
APPROVED

This document is signed electronically

Pag. 1/2



Sede Legale:
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

?_/ll_zér;ufacrured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolé a Tordino

Product:

Batch number:
Manufacturing date:
Expiry date:

TESTS

Container/Closure Integrity
Packaging and Labelling
Sterility

Bacterial Endotoxins (LAL Test)

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

CERTIFICATE OF ANALYSIS

IMIPENEM/CILASTATIN-VISTA powder for prep. of solution for i

nfusion, 500mg+500mg in vial Ne10
24303888

March, 2024

March, 2027

SPECIFICATIONS

Number of units with dye intrusion
Complies

Complies

<=0,17

Material:
Batch size:

IIM  RESULTS

0

Complies

Complies
EU/mg <LOQ (<0,0152)

Colour of solution: the specification is NOT MORE INTENSE OF SOLUTION Y6

- Suifoxide A+B (Cila Imp.A Eur. Ph.): - Sulfoxide A+B (Cilastatin Imp.A Eur. Ph.)

F1001289
3.000 PCK

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

Print Date September 18th, 2024 time 2:50 pm

Printed by Patrizia De Baptistis

Giulia Baronchelli

QC Director

September 18th, 2024 time 1:57 pm
APPROVED

This document is signed electronically
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