JEPKABHA CIHYXBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMU y m. KHEBI

npos. Hazil Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CIPTIOY 37079055

BHCHOBOK
npo AKICTL BBE3eHOro B YKpainy Jlikapebroro 3acoby

15.10.2024 Ne 53807/24/26

IMINEHEM/LIMWWIACTATHH - BICTA

(Haiimenypaitus nikapcbioro 3acofy srifio 3 peccTpaniiinum nocsiauenism)
MIOPONIOK AMA NPUIOTYBAHHS po3unny Ads indysiit no 500 mr/500 mr; 10 cxasuux dgaakonis
3 [OPOIKOM Y KAPTOHHIN Kopodui

((hopma BHNYCKy, A03yBAHKN, BHI TAKYBAHHS JIKAPCLKOTO 3acoDYy)
Howmep peecrpauiitioro nocsiasenns UA/16166/01/01 crpox aif peectpauifitioro nocinuenns HEOOMEXKEHIHA
Cepis nikapevkoro sacoGy Ne 24J03269 Kinbkicts saesenoro aikapenkoro sacoby 1000

Bupo6nuk ALIC JOB®DAP C.I1LA., Itanis

(HatiMeHyBaHRS BUPOGHMKA NiKapehkoro 3800y, KpaiHa NOXOIKCHN)

Baeaero B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIANTOBIJAJIBHICTIO
"BYCT ®APMA", izenr. won: 44107410

(uaﬁw,nynamm a K04 38 CIAPTIOY 10piauanoi ocoGu ado npizmine, ', o Garkroni Gianyuol
ocodu - nigupremus, il micue MpOKHUBANIS T2 peectpauiiiinii HoMep 0OAIKOBOT KapTIH NAATHIKA
noaarkis abo cepisd Ta HoMEp nacnopra)

Iporokon Bisyansuoro kowrpoio six 15.10.2024 Ne 3547/3.

3a¢i0  BBe3eHo B YKpaiHy 3

3a  pesynsTataMH  HEPHABHOTO Kon'rpomo BCTAHOBIEHO, 10 AiKapehKuil
JOTPUMAHHSAM BUMOr 33K0HO JeueHHs SKOCTI AiKapehKpatcobis.

Muxona XOJIOJEHKO

(rinnuc) (ininiany Ta npizsume)

HavanpHHuK

{nocarosa ocofa oprany AP '4

M.IL
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Sede Legale: ]

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI} - ITALY
Sede Anuninistrativa

Yiale Colleont, 23 - Palazzd Pegaso Ingresso 3

20864 Agate Brianza (MB) - ITALY. .

www acsdobfar.at - ammnistrazione@pec.acsdobfar it

Tel. 02 90693 1- Fax 02 0064566

Mamifactured by ACS Dobfar Sp.A. - Nucleo Industiiale §. Atto 5. Nicolda Tordino (TE)

(X

CepTudikar BignosigHocTi

HavimeHyBaHHs npoAaykTy:
IMINEHEM/UMNACTATUH-BICTA nopoluok ANA NPUroTyBaHHs po3UunHy AN iHdy3in, 500 mr + 500 mry
conakoHi Ne 10

KoHueHTpaudin:
(500 mr + 500 mr) ImeneHemy MoHorigpary, Wwo signosigae 500Mr ImeneHemy, HaTpito umnacrartuny, Wwo
gifnosinae 500mr LunacraruHy

Nikapcbka dopma:
CTEPUNbHAN NOPOLLICK

PoamMipu Ta TN ynakoBku:
10 dnakoHiB 1o 20Mn y navui

Kon ToBapy AUC Lo6dap /Cepin: F1001289 / 24J03269

KpaiHa-imnopTep: YKPATHA

Howmep peecTtpauiitHoro nocBigyenHs: UA/16166/01/01

[arta BurotosneHHA: bepeseHb 2024

TepMmin npupaTtHocTi: bepeseHb 2027

KinbkicTe BUNYWEHUX oarHUUL: 3000 yrnakoBoK

PesynbtaTu aHanisy: [lue. gogadHuil ceptudiikat aHanisy, BuaaHui 19 nunHsa 2024p.

HaHi npo cupoBUHY/NpoMixxHUIA MaTepian:
Cepisi: 24J01699 Kon: F3000513

HasBa Ta agpeca BUPpOGHULTREA, NaKyBaHHA, KOHTPOIIO AKOCTI Ta MicUuA BUNTYCKY cepili:
ALIC Bobdap C.n.A. Hykneo lngyctpiane C Atto. C. Hikono a TopaiHo (TE)

Homep niueHsii Ha Bupo6Huyrao/ Ceprudikar Bignosiguocti GMP:  aM - 101/2022 - {T/129/H/2022

3asBa npo cepTudikauiro:

Lum a aaceiguylo, Wo HaBefeHa Bulle iHdopmauia e goctoeipHol Ta TouHol. Lo cepito npopykuii dyno
BupobneHo, BKNIOYaHM NakyBaHHSA/MapKyBaHHs Ta NpoBEAeHO KOHTPOIb 1T IKOCTI Ha BULLie3a3HaveHil QinsHULi y
noBHiit BignosigHocTi 3 BUMoramu GMP, BcTaHOBNEHUMU MICLEBUM PETYNATOPHUM OpraHoM, a TakoxX BiAnoBigHO
[0 creundikalii, Wwo MicTATLEH Y peectpauitHoMy aocke KpalHu-iMnopTepa, SKWo npoadykuiio imnopToeaxo, abo y
J4ocbe cneludikadiil Ha NpenapaT Ana gocnimpKyBaHoro nikapcbkoro 3acoby. MNpoTokonu BUpoBHULUTBA, NakyBaHHs

Ta aHanisis Oyno nepernaHyTo Ta BCTaHoBNEHO BianosigHicTL GMP.

KomeHTapi / 3ayBaXXeHH#:

Y npoLieci BUrOTOBMNEHHA, NakyBaHHA Ta BUNpobyBaHHA Liiei cepil 6yno:

KoaHUX CEPROBHUX/KPUTUYHUX BiAXUNEHb, SIKi MOXYTb BRIMHYTU Ha BUNYCK NPOAYKUIT

0 OcHOBHI/KPUTUYHI BiAXUIEHHS, SKi MOXYTb BMAXHYTW Ha BUNYCK NPoAYKLil

[0 JopaTkoBa peneBaHTHa iHbopMaLisi, AKLLO BOHA 3aCTOCOBHA, WOAO AKOCTI napTil foAaeTbes

Npumitku: 4

HYKNEO IHOAYCTPIAME C ATTO (NTOK. C. HIKONO'A TOPAIHO, 64100-TEPAMO (TE) — ITANIA)

IM's Ta nignuc ynoBHOBaXeHO! ocobu, Aka yNoBHOBaXy€e BUNYCK napTil, i Aara nignucy:
MaprTiHa NapHaH3oHe

YnoBHoOBaeHa ocoba
22 nunHa 2024p o0 4:30pm

Lleit ZOKyMEHT Mu€ eNCKTPOHHMI miarme
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VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Anuninisteativa;

Viale Colleont, 23 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - I‘%ALY .
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Tel. 02 90693.1- Fax 02 9064566

Manufactured by ACS Dobfar S.p.A - Nucleo Tndustriale $. Atto S. Nicold a Tordino (TE)

, CEPTU®IKAT AHAJIIZY
ponyxr IMINEHEM/IHUJIACTATHH-BICTA 500+500 mr nopomok as po3unny y daaxonax Net0
Cepist Ne : 24J03269 Martepian: F1001289
Hara supoOHHLITBA Bepesens 2024 Posmip cepil: 3000 ynax.
Tepmin npumaTHOCTI Bepesens 2027

CHENUA®IKALIE OJIMHUILI BUMIPIOBAHHS  PE3YJILTATH
CKJISIHUN ®JIAKOH, 11O MICTHTD TTOPOIIOK BIZ  Bianosixae

CBITJIO

TECTH
3oBHIUIHIT BUTTTL]

BIJIOTO 10 MAMXE BIJIOTO ABO

(BJIIZIOTO) JKOBTOT'O KOJILOPY

Inenrudikanis BEPX/HPLC TTosuTuBHMIA / TTozuTuBHUiA
 Imentndikauis YO/UV TTo3uTHBHKUIH / TozutnBHUHA
BinnorieHnit po3unn:
- TTorHOTa PO3YUMHEHHS i MPO3OPICTH PO3HHHY Binnosinae / Binnoginae
- BuauMi 4acToyku Binnosigae / Binnosinae
Komip posduny <=6 Y 7
Yac BiOHOBNEHHS <=90 CEKYHAH 80
pH "~ Bix 6,5 1o 8,5 oaunnni pH 7,5
BTpaTtH npu BHCYLIYBaHHI <=2,4 % 0,8
. Kinbkicue BusnHayenus (BEPX) Iminenem 95,0-105,0 % Bin nab. kinek. Imir. 100,3
Kinekicne BusHawenns (BEPX) Lnnacratun 95,0-105,0 % Bin nao. kinek. [Tunacr. 98,5
CropigHeRi ZOMIIIKH
CrneundikopaHi ifeHTHIKOBAHI JOMIMIKK:
- Tienaminuu (IMinereMm, oMimky A, €0) <=0,60 % IMinenema 0,23
- Cynedorein A+B (Lunacrarun, Jom-ku A, €EP)  <=0,40 % Llunacrarnna Harpito 0,08
- Homimika RRT 1,6 <=(,15 % ImineHema 0,01
- Homimuka 5 <= 0,40 % IunacraTuna HaTpito <L.OQ(<0,0054)
- Homiruka 8 <=0,15 % LlunacTaTHHa HATPiIO 0,03
Crieundikopani HeiieHTH(IKOBaHI JOMILIKH:
- Jomirnika 3 <=0,10 % IlunacraTuna HaTpito 0,02
- OxpeMa HecnenHQikoBaHa JoMilKa <=(,10 % lunacraTHa HaTpilo 0,03
. 3aranbpHa KiTBKICTE JOMIIOK <=25 % 0,7
Mexaniuni srmodenns >= 10 MikpoH <= 6000 Yactnrok/(rakon 187
MexaniuHi BKIIOUEHHs >= 25 MikpoH <= 600 Yacrunok/(raxkon 0
OnHopigHICTE 1030BAHUX ONMHULE: IMineHeM <=15,0 % 1,4
OnwopigsicTs 1030BaHKMX ofMHULL: IunactatiH <=15,0 Y% 1,8
LinicHicTh KOHTEHHEPY/KPHILKN KinpkicTs 0DMHHALS 3 0
HPOHHKHEHHAM GapBHHKA
IMaxyBants i MapXyBaHHs Binnosinae Binnosinae
CrepuibHicTS Bianosizgae Bixmnosigae
bakrepianshi ennotokeuun (JIAT-recT) <=0,17 Omunuub enporokeuny/mMr  <LOQ(<0,0152)

TEPMIH NPUTATHOCTI PO3PAXYBAETHCA B1I JATH BUPOBHULITBA CTEPHJIbHOIO 3MIIIYBAHHSI, HE

BIJ JATH-HATIOBHEHHS ®JIAKOHIB

Koaip posuuny: cneundixauis HE BIJIBII THTEHCHBHA 3A PO3YHH Y6

- Cynsdorcnn A+B (Lunac. Jomimka A €.9.): - Cymspoxenn A+B (Lunacrarin gomimka A €.9.)

IIs napTis 6yJ1a BHTOTOBJIEHA, YIIAKOBAaHA Ta IPOTeCTOBaHa B MOTOYHUX yMoBax GMP

Hata npyky 19 nunns 2024p o 2:34 panky
Happykosano ITarpuuicto Je Banricric

Joxynis BapoHuenmi

JIUpeKTop 3 KOHTPOIO AKOCTI
19 murss 2024p o 1:16 seuopa
3ATBEP/IKEHO

1leit RoKyMEHT Mae encKTpoHHUI mianuc
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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 monchydrate 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 /24J03269

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 July 19th, 2024

Rawl/intermediate material data:
Batch: 24J01699 Code: F3000513

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 - 1T/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 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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Manufactured by: ACS Dobfar S.p.A. - Nucleo Industiiale 8. Atto S. Nicold a Tordino (TE)

Certificate of Conformance

Comments/Remarks:

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

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

7] Majorferitical 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-S.ATTO, 64100-TERAMO(TE) - ITALY)

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

Martina Parnanzone
Qualified Person
July 22nd, 2024 time 4:30 pm

This document is signed electronically
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Tel. 02 90693.1- Fax 02 9064566

TE)

z\/lm]uf‘acmred 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 infusion, 500mg+500mg in
vial Ne10 Material: F1001289
Batch number: 24J03269 Batch size: 3.000 PCK
Manufacturing date: March, 2024
Expiry date: March, 2027
IESTS SPECTFICATIONS M RESULTS
Appearance GLASS VIAL CONTAINING WHITE TO ALMOST WH Complics
- ITE OR LIGHT (PALE) YELLOW POWDER

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

- Completeness and Clarity of Solution Complies Complies

- Particulate Matier . Complics . Complics
Colour of solution >=6 Y 1

Reconstitution time <=90 - - ¢ s 80

pli 6,5-8,5 pHunit 7.5

Loss On Drying <=24 ' % ©08

Assay (HPLC):Imipenem 95,0 - 105,0 % lab Imip 100,3

Assay (HPLC):Cilastatin 95,0 - 105,0 % lab Cila 98,5

Related Substances - -

Specified Identified Impurities: - -

- Thicnamycin (Imipencm Imp.A Eur.Ph.) ] <= 0,60 %as Imipen 0,23

- Sulfoxide A+B (Cila Imp.A Eur. Ph.) <=0,40 ’ %Cilast Na 0,08

- Impurity RRT 1.6 <=0,15 %as Imipen 0,01

- Impurity 5 <=0,40 %Cilast Na <LOQ(<0,0054)
- Impurity 8 <=0,15 %Cilast Na 0,03

Specified Unidentified Impurities: - -

- Impurity 3 <=10),10 %Cilast Na 0,02

Single Unspecified Impurity <=0,10 %Cilast Na 0,03

Total Tmpuritics <=2,5 % 0,7

Particulate Matter >= 10 micron <= 6000 part/vial 187

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

Uniformity of Dosage Unit: Imipenem <=15,0 % 1,4

Uniformity of Dosage Unit: Cilastatin <=15,0 % 1,8

This batch has been manufac

tured, packed and tested under current cGMP conditions

Giulia Baronchelli

QC Director
Print Date July 19th, 2024 time 2:34 pm July 19th, 2024 time 1:16 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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Sede Legale:
VIALE iDDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pe%uso Ingresso 3

20864 Agrate Brianza (MB) - ITALY .
www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

E\_/ll%r;ufhclured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicolo a Tordino

CERTIFICATE OF ANATLYSIS
Product: IMIPENEM/CILASTATIN-VISTA powder for prep. of solution for infusion, 500mg+500mg in
vial Ne10 Material: F1001289
Batch number: 24J03269 Batch size: 3.000 PCK
Manufacturing date: March, 2024
Expiry date: March, 2027
Contai;icr/Closurc in'tcgrity Number of units with dyc intrusion 0
Péckaging and Labelling Complies Complies
Sterility Complies Complies
Bacterial Endotoxins (I.LAL Test) <=(,17 EU/mg <L0OQ(<0,0152)

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

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

'

- Sulfoxide A+B (Cila Imp.A Eur. Ph.): - Sulfoxide A+B (Cil;statin Imp.A Eur. Ph.)

Y

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

Giulia Baronchelli
QC Director
Print Date July 19th, 2024 time 2:34 pm July 19th, 2024 time 1:16 pm
Printed by Patrizia De Baptistis APPROVED
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This document is signed electronically



