HAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npog. Hanii Ceitnuysof, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
npo SIKiCTH BBE3eHOro B YKkpainy JiikapcbKoro 3acofy
19.09.2023 Ne 47885/23/26
BITIEHEM

(HaliMeHyBaHHA NikapcbKoro 3acoby 3rilHO 3 peecTpaUIfHHM NOCBIAYEHHAM)
NOpoOmOK ANsA po3uuHy aAas indysiit mo 500 mr/500 mr y ¢paraxonax no 10 ¢paaxonis B
KapToHHiH KopoObui
(bopma BUMyCKy, 103YBaHHA, BUA NAKyBaHHA NiKAPCHKOTo 3acoby)

Homep peectpauiitnoro nocsinuenns UA/18809/01/01 crpox aii peectpauifivoro nocsinyenns 28.06.2026

Cepis nikapcukoro 3acoby Ne 0001 E2 KinukicTs BBeseHoro nikapcskoro 3acoby 1001
BupoGHuk ALIC IOBDAP C.ILA., Itanis
(nakiMeHyBaHHA BHpoOHHKa Nikapchkoro 3acoby, kpaiHa noxokennn)
BseseHo B Y kpainy ToBapucTBO 3 00Mexenoio BignosinaasuicTio "BYCT ®APMA",
inenT. won: 44107410

(HaAMenyBaHHA Ta koa 3a €APTTOY opuanunoi ocobu abo npissuue, iM's, 11o 6aTbkobi
¢iznunoi 0cobH - nianpremus, iT MicLe NPOXHBAHHSA Ta peecTpauifinuit HoMep obnikosol
KapTKH NJaTHHKa noaarkis abo cepia Ta HOMep nacrnopTa)

MpoTokon sisyansHoro xontposmo sin 19.09.2023 Ne 2829/1.

3a pesyasTaTaMH JEPXKABHOrO KOHTPOJIO BCTAHOBJIGHO, LIO JlikapchbkHii 3aci6 BeeseHo B Vkpainy 3
JAOTPHMAHHSAM BHUMOr 3aKOHOJABCTBA 11010 3abe3neyeHHs AKOCTI Nlika

Muxkona XOJIOAEHKO

(nimmr:') (iniuianu Ta npissMie)




W ACS DOBTFAR S.p.a.

CepTH(ikaT BHIMYCKY cepii roTOBOro MPpoaYKTY
1. Haiimenypanns npoaykty: BIIIEHEM, nopomok ajs po3unHy Ad ingysiii, 500 mr/ 500 mr y ¢uiaxoni
2. Kpaina-imnoprtep: YKpaina
3. Homep peecTpaniiiiHoro mocBiTueHHs Jikapcbkoro 3acody: UA/18809/01/01

4. Koanentpanisa: Imenenemy mororiapary S30 mr, mio Bizmosigae S00mr Imenenemy
Harpir nuiaacratary S30 mr, mio Bignosigae S00mr Innacratary

5. JlikapchKka (popMa: cTepaJIbHHH HOPONIOK

6. Po3mipn ynakoBKH (BMicT KOHTeliHepa) Ta THHI (HAOPHKJIAA, (JIAKOHH, IIIIKH, 0dicrepn): 10 ¢paakoniB y
KAPTOHHIi Kopoomi

7. Homep cepii API: F3000513 0030E2 (ACS) 990068 0027E2 (API SUPPLIER)
8. Kog rorosoro mpoaykry kommasii AIIC JTodogap /momep cepii: F1001623 / 0001E2

9. lata npHAroTYBAHHA/BATOTOBJIeHHS: 05/2022

10. Tepmin npagaTHocTi: 05/2025

11. KinbKkicTh BENYIIeHAX ouHANG: 20180 ¢uaakonis / 2018 ynakoBok

12. KinbKicTh BigBaHTA:KeHHX oqHHHAND: 20160 Ppaakonis / 2016 ymaxkoBok

13. Ha3Ba Ta ajgpeca MicIi BHTOTOBJIeHHS, IAKYBAHHS, KOHTPOJIK SIKOCTi TA BHIIYCKY NAPTil rOTOBOr0 NPOAYKTY:
ATIC JOBDAP C.n.A. HYKJIEOQ IHIYCTPIAJIE C ATTO (JIOK. C. HIKOJIO’A TOPATHO), 64100-TEPAMO (TE) — ITAJIIA

14. Homep ninensii Ha BHpodHUNTBO/ CepTH(iraT Binnosinnocti GMP: IT/53/H/2019
15. Pe3yabTaTH aHATI3Y:
JIuB. momaHI cepT(ikaT aHaIi3y, Buganmi 18 :koBTHE 2022 p.
Bci pe3ynsTaT BilMOBiIaoTh crerdikaii
16. KomeHTAapi / 3ayBa:KeHHS :
V mporeci BUTOTOBJICHHS, ITAKyBaHHA Ta BIIIPOOYBaHHS Ii€l mapTii BISBICHO:
X KOJHIX BIIXILIEHb, AKi MOXKYTD BIIHHYTH Ha BUITYCK IPOIYKTY
O BiIXIUICHHS, AKi MOXXYTh BIUINHYTH Ha BHITYCK IIPOAYKTY (JIUB. J0JATOK)

O JOJaTKOBA BilIIOBiTHA iH(OpPMAIIiS MO0 SKOCTI MapTil J0Ja€ThCS

17. 3asBa npo cepTHdikanir:

Il 3acBiguyro, IO HaBeJeHA BIINE iH(opMaIlid € ayTeHTHYHOIO Ta J0CTOBipHO. LI mapTis mpoaykiii 6yiIa BUTOTOBIIEHA
(BKITIOYArOYN IMAaKyBaHHA Ta 3OiIICHEHHI KOHTPOJI SKOCTI Ha BIHINE3TaJaHOMY MicIi (MicIax)) BigmoBigHo mo Bumor GMP
MICIIEBOT'O PETYIATOPHOTO OPraHy Ta CIICII(iKaIliil, 3a3HaueHIX v PeecTpaIliilHoMy IIOCBiT9eHHI JIiKapchKoro 3aco0y KpaiHiI-
iMmoptepa. Bylo mepeBipeHO Ta BCTAHOBICHO, IO JOKYMEHTH 3 0OpoOKIl, IakyBaHHA Ta aHANI3y IApTil BiamoBimarTh

suMoraM GMP; :xoqHHX BiTXH/IeHb He 3a(iKkcoBaHO (INB. KOMeHTAPi / 3ayBake HHS BHIIE).
18. ligmuc kBagiikoBanoroe (axiBus, SIKHH Ja€ MPpaBo HA BHIYCK MAPTii roToBOro NPoAyKTY, Ta AaTa MiAMHACAHHS:

Migmnac/

JoxTop Imanus Hepowi,
YIOBHOBA:KeHA 0C00a

24 :xoBTHA 2022 p.



L JACS DOBTAR Spa,

Sede Legale

Viale Addelia, 4/12 - 20067 Triblano (M) - ITALY
Sade Amministrativa

Viala Colleani, 25 - Palazzo Pegaszo Ingrasso 3

20864 Agree Briianza (ME) - ITALY

www.acsdoblarit - amministrazione@pec scsdobfarit
Tel 02 90653.1 — Fax 02 9064566 - Codice SDI. X46AXNR
ACS Dobfar Sp.A, (formerly Facta Farmacautici SpA)

Manufactured in: ACS Dobfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTH®PIKAT AHAJIZY
IIpoaykr JaTa BHpoOHHUIITRA
BITTEHEM mopomiok 500Mr/500 Mr 05/2022
Kona Cepis Ne Bara HeTTO TepMiH IpHIaTHOCTL
F1001623 0001E2 NR 20180,0000 05/2025
Penaktrisg Ne 1 KinekicTs maKyBaHb Amnami3z Ne 3riHO 3 VKpaTHCEKIIMI
N.A. N.A. crerudikai aMu

30BHINMAI{T BITIAT

CkygHMII G1akoH 3 TOPOIIKOM KOJBOPY Bif 6ioro 10 Maibke 6imoro abo cBiTIO (61i10) JKOBTOTO

Tectn PesyasTati Cremuidikarii OJIIHIII BIIMi PFOBAHHSA
IneHTngikamia:
- BEPX/HPLC Io3uTHBHHIT Io3uTHBHMIT /
- Vo/uUvV Io3uTHBHHIT Io3uTHBHMIT /
30BHIIHII BUTTILT Bigmnosigae Biamosigae /
BiTHOBIESHIIT PO3IIH;
- [ToBHOTa PO3WITHEHHS 1 IIPO30PICTh PO3UHHY Bigmosigae Bigmogigae /
- BHIHMi 9acTOYKH Bigmosigae Bigmosigae /
Komip po3dnHy X7 <=Y6 /
Yac BIIHOBICHHA 80 <=90 CEeKyHIH
pH 72 BT 6.5 00 8,5 omHmi pH
BTpaTi IIpH BUCYIIYBaHHL 0,8 <=24 %
KimekicHe pi3HaueHHA (BEPX)
- IMimeHem 97.4 95,0-105,0 % BT 1a0. KUTbK. IMim.
- Immacratina 101,1 95,0-105,0 % Bijg mab. KiIBK. Immact.
JloMitmKm
CrrenndikoBaHi ineHTH(IKOBaHI JOMIIIKH:
- TiemaMmimH (Thienamycin) (ImimeHeM, 0,25 <=10,60 % ImimeHeMa
Jowmimkn A, EBporneiicbka @apMaKoIes)
- Cynbetokcin (Sulfoxide) A+B (IlinacTariH, 0,05 <=0,40 % ITimacTaTHHa HATPIIO
Jowmimkn A, €EBporneiicbka @apMaKoIes)
- Homimxka RRT 1,6 0,02 <=0,15 % IMmimeHeMa
- MoMimka 5 N.D. <=0,40 % ITimacTaTHHa HATPIIO
- MoMimka 8 0,03 <=0,15 % ITimacTaTHHa HATPIIO
CrrendikoBaHi HeileHTH()IKOBaHI JOMIIIIKIL;
- MoMimka 3 <0,0054 <=0,10 % ITimacTaTHHa HATPIIO
OxpeMa HecIieI(iKoBaHa JOMIIIIKa 0,06 <=0,10 % ITimacTaTHHa HATPIIO
3arajbpHa KiUIbKICTh JOMIIIOK 0,7 <=25 %
3BaKeH| YaCTHHKI:
- YaCTHHKH >= 10 MiKpoH 93 <=6000 YacTHHOK/(1akoH
- YaCTHHKH >= 235 MiKpoH 7 <=600 YacTHHOK/(1akoH
ITeuartka:
Hoxrop ITnuamus Hepowi,
YIIOBHOBakKeHa ocoda
24 xoBTHA 2022 p.
ITs nixapceka pedoBIHA OyIa BIIpodieHa BiIIoOBiNHO 1o BiMor GMP Crop. 1/2

TIprmviTEr:

Penaxitis Ne 1.0 Bix 30 cepmaa 2021 p.

TepMiH OpIIATHOCTI BLIPaXOBYETECA BT 1aTI
BIIPOOHIIITEA CTePIUILHOI CYMINI, a He Bil HaTi
3aIIOBHEHH: (hIaKOHIB.

JlaTa BINIYCKY:
18 xoBTHA 2022 p.

Tlizipo31in KOHTPOMO SKOCTI

/mipmme/
Ixyiia Bapordeni




ACS DOBTAR S.p.a.

Sede Legale

Viale Addetta, 4/12 - 20067 Tribiano (MI) - ITALY

Sade Amministrativa

Viala Colleani, 25 - Palazzo Pegaszo Ingrasso 3

20864 Agraie Brianza (ME) - ITALY

www.acsdoblar.it - amministrazione{@pec scsdobfar it

Tel 02 90653.1 — Fax 02 9064566 - Codice SDI. X46AXNR

ACS5Dobtar Sp.a, (formerly Facta Farmaceutici SpA)  Manufactured in: ACS Doblfar S.P.A - Mucleo Industrale S, Atto S. Nicold a Tordino (TE)

CEPTH®PIKAT AHAJI3ZY
IIpoaykr JaTa BHpOOHHUIITBA
BITTEHEM mopomiok 500Mr/500 Mr 05/2022
Kona Cepis Ne Bara HeTTO TepMiH IpHIaTHOCTL
F1001623 0001E2 NR 20180,0000 05/2025
Penaktrisg Ne 1 KinpkicTh aKkyBaHb Awnamis Ne 3rijgHO 3 VKpaiHCHKIIMI
N.A. N.A. crieru ikaniaMn

30BHINMAI{T BITIAT

CkigHMII (G1akoH 3 TOPOIKOM KOJBOPY Bif Oioro 1o mMaibke 6ioro abo cBiT/IO-KOBTOTO (011 10-KOBTOT0)

BIPOOHIIITEA CTePHILHOL CYMINI, a He Bil JaTi
3aIIOBHEeHH: ()IaKOHIB.

Tectu PesymsTaTnl Crermudikarii OJLIHIII BIIMi pFOBAHHA
OIHOPITHICTE T030BaHIX OIHHIIE Bigmosigae Biamosigae /
ITimicHICTE KOHTEITHE pY/KPIIIKI Biamnosigae Bigmogigae /
ITakyBaHHA | MapKyBaHHA Bigmosigae Bigmosigae /
BaktepiamsHi eHgoTokcnHn (JIAJI-Tect) <0,17 <=0,17 OIHHHIB
€HIOTOKCIHY/MT
CTepIIbHICTE Bigmosigae Biamosigae /
IleuaTxka:
Hoxtop ITnxima HepoHi,
YIIOBHOBakKeHa ocoba
24 xoBTHA 2022 p.
11 mikapchKa pedoBHHA OyiIa BipoOieHa BimoBiaHo g0 Bimor GMP Crop. 2/2
TIprmviTEr: Jata BIITyCKY: T1inpo3 i1 KOHTPOMO AKOCTI
Penaxttisg Ne 1.0 Bix 30 cepmaa 2021 p. /i e/
TepMiH IPHIATHOCTI BiIPaXOBYETLCS Bill 1aTi 18 xoBTHA 2022 p. Ixynia BapoHdeni
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MS DOBFAR

Certificate of Final Batch Release

1.Name of product: VIPENEM,powder for solution for infusion,500mg/500mg in vial
2. Importing Country: Ukraine
3. Marketing Authorization Number; UA/18809/01/01

4, Strength/Potency:Imipenem monohydrate 530mg equivalent to 500mg
Imipenem and Cilastatin sodium 530mg equivalent to 500 mg Cilastatin

5. Dosage form(pharmaceutical form):sterile powder

6. Package size (contents of container)and type(e.g.vials,bottles,blisters):10 vials in carton box
7. API batch number: F3000513 0030E2(ACS ) 990068 0027E2(API SUPPLIER)

8.ACS Dobfar Finished product code batch number F1001623 0001E2

9. Date of fabrication/manufacture:05/2022

10.Expiry date:05/2025

11.Quantity released:20180 vials/ 2018 packs

12.Quantity shipped:20160 vials/ 2016 packs

13. Name and address of fabricator(s)/manufacture(s)-manufacturing site(s),

ACS DOBFAR S.p.A NUCLEO INDUSTRIALE S.ATTO (LOC.S.NICOLO’ A TORDINO)-
64100-TERAMO (TE)-ITALY

14. Number of Manufacturing Licence/ Certificate of GMP Compliance:IT53/H/2019

15. Results of analysis
See the attached certificate of analysis released on: October 18,2022

16. Comments/remarks: During the course of manufacturing, packaging and testing of this batch there were:

i no deviations that may influence the release of the product
o deviations which may influence the release of the product (see attachment)
o additional relevant information regarding quality of batch is attached

17. Certification statement:

1 hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the abovementioned 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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, without any deviation (see Comments/remarks above).

18.Signature of person authorizing the batch release and date of signature:

k\¢ 3 \NL&Q

Dott.ssa (‘m?m Neroni
QUALIFIED PERSON

26 0TT 202
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ACS DOBFAR
Sede Legale

Viale Addetta, 4/12 - 20067 Tribiano (MI) - ITALY

Sede Amministrativa:

Viale Collecni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Erianza (MB) — ITALY

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

Tel. 02 90693 1 - Fax 02 9064566 - Codice SDI: X46AXNR

ACS Dobfar Sp.A. {formerly Facta Farmaceutici SpA) Manufactured in: ACS Dobfar S.P.A.- Nucleo Industriale §. Atto S. Nicold a Tordino (TE)

-~

CERTIFICATE OF ANALYSIS

Product Date of manufacture

VIPENEM powder 500mg/500mg 05/2022

Coda Balch N Cuantity Expiration date

__F1001623 0001 E2 ~ NR20180,0000 05/2_9?_5_ J

M. of packagas Analysis record N According to
| REVISION Nr. if N.A. N.A, Ukrainian specification )
rA arance R
[-?IT&SS VIAL CONTAINING WHITE TO ALMOST WHITE OR LIGHT (PALE) YELLOW POWDER
Tests Resulls Specifications Unit, LL'_T:

Identification:

- HPLC POSITIVE POSITIVE /

- U POSITIVE POSITIVE /

Appearance COMPLIES COMPLIES /

Constituted solution:

- Completeness and Clarity of Sol. COMPLIES COMPLIES /

- Particulate Matter COMPLIES COMPLIES /i

Colour of Solution Y7 <=Y6 /

Reconstitution time 80 <=90 Seconds

pH 7.2 6.5 T0 8.5 pH Units

Loss on drying 0.8 <=2.4 %

Assay (HPLC)

- Imipenem 97.4 95.0 TO 105.0 % of lab, amount of Imip.

- Cilastatin 101.1 95.0 TO 105.0 % of lab.amount of Cilas,

Related Substances

Specified Identified Impurities:

-Thienamycin (Imipenem Imp.A 0.25 <=0.60 % as Imipenem

Eur. Ph.)

- Sulfoxide A+B (Cilastatin 0.05 <=0.40 % as Cilastatin Sodium

Imp.A Eur. Ph.)

- Impurity RRT 1.6 0.02 <=0.,15 % as Imipenem

- Impurity 5 N.D, <=0,40 % as Cilastatin Sodium

- Impurity 8 0.03 <=0.15 % as Cilastatin Sodium

Specified Unidentified Impurities:

- Impurity 3 < (00,0054 <=0.,10 % as Cilastatin Sodium

Single Unspecified Impurity 0.06 <=0,10 % os Cilastatin Sodium

Total Impurities 0.7 <=2.5 )

Particulate Matters:

- particles >= 10 micron 93 <=6000 Particles/vial

- particles >= 25 micron 7 <600 Particles/vial

QUA MFIED PERSON
2.4 07T 2022

\ J
r?r‘is balch has been manufactured, packed and tested under current cGMP conditions PAGE 1 / 2 h
Notes Approval date Quality Contro| = \

REV. 1,0 DATED 30TH AUGUST 2021 f’\@ Oie WL

THE EXP.DATE IS CALCULATED FROM THE PROD,DATE OF UCTUBER 18 2022 )( Giul rOﬂChé 1i

STERILE BLENDING,NOT FROM THE FILLING VIALS DATE
\ y.
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ACS DOBFAR

Sede Legale:

Viale Addetta, 4/12 - 20067 Tribianc (MI) - ITALY
Sede Amministrativa:

Viale Colleoni. 25 — Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY

www. acsdobfar.it - amministrazione@pec acsdoblar it
Tel 02 90693 1 - Fax 02 9064566 - Codice 5D X46AXNR

7

ACS Dobfar Sp.A. {formerly Facta Farmaceutici SpA)  Manufactured in. ACS Dobfar S.P.A - Nucleo Indusiriale S. Atto S. Nicold a Tordino (TE)

CERTIFICATE OF ANALYSIS

Product Date of manufactura
VIPENEM powder 500mg/500mg 05/2022
Code Batch M. Quantity Expiration date
F1001623 0001 E2 NR  20180,0000 05/2025
N. of packages Analysis record N, According lo
| REVISION Nr. 1 N.A. N.A, Ukrainian specification
( Appearance
GT;&SS VIAL CONTAINING WHITE TO ALMOST WHITE OR LIGHT (PALE) YELLOW POWDER
Tests Results Specifications Units lé“:?
Uniform. of Dosage Units EP _2.9.140 COMPLIES _ COMPLIES /
Container/Closure Integrity COMPLIES COMPLIES /
Packaging and Labelling COMPLIES COMPLIES /
Bacterial Endotoxins (LAL test) < 0.17 <=(0.17 EU/mg
Sterility COMPLIES COMPLIES /
Doit.ska Cirjzia Neroni
QUALIFIEI) PERSON
246 07T 202
r'ﬂ'sis batch has been manufaciured, packed and tested under cuirent cGMP conditions PﬁGE 2 / 2 i
Notes Approval date Quality Controf
REY. 1.0 DATED 30TH AUGUST 2021 9 QL \'—Q/\
11, EAE DT LS CRLIMONE RN THE, D0 DATE OCTOBER 18 2022 Giulie’Baronchelli
STERILE BLENDING,NOT FROM THE FILLING VIALS DATE
,
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