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JAEPKABHA CJIY)XBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JPTIOY 37079055

BHUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JlikapcbKoro 3acoly

29.09.2023 Ne 49406/23/26

HNOJIIIED

(HafimenyBaHHA NiKapCHKOro 3acoby 3riIHO 3 peecTPaUiHHM M10CBIIYEHHSM)
MOPOMOK AJs PO34MHY A in'eKkuiii aGo indysiii mo 1000 mr, mo 10 ¢ga1akoHiB 3 NOpomIKoM y
KapTOHHIH kKopoOui

(dbopma BUnYCKY, no:iyxiauuu, BWII MakyBaHHA NikapchKoro 3acoby)
Howmep peectpauiiitoro nocsizuenns UA/19839/01/01 ctpok aii peectpauitttoro nocsinuenns 29.12.2027
Cepis nikapcskoro 3acoby Ne 23K03273 KinbkicTb BBE3EHOrO Nikapcbkoro 3acoby 2104

Bupo6Huk ALIC IOB®DAP C.I1.A., ITanis

(naliMeHyBaHHA BUPOGHHKa Nikapebkoro 3acoly, kpaiHa NOXO/UKEHHS)

Bee3eHo B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTHO
"BYCT ®APMA", inenr. kon: 44107410

(nafimenyBanus Ta koa 3a €JIPIIOY iopuamunoi ocotiu aGo npizsuiue, iM's, no barskoBi diznunol
0co6M - miANpHEMUA, iT MiCLie NPOKMBAHHS Ta PeeCTpauiiiHui Homep 001iKOBOT KAPTKH NIaTHHKA
noxatkis aGo cepis Ta HOMEp NnacnopTa)

IpoTokon BisyansHoro konTpomio Bin 29.09.2023 N 2985/10.

3a pesynbTaTaMH [EPXABHOrO KOHTPOJNIO BCTaHOBEHO, UIO nikapcbkuil  3aci6 BBeleHo B YkpaiHy 3
mg'?nancma wono 3abe3neueHns skocTi JiKaPEbKHX 3aco0iB.

-

Muxkona XOJIOAEHKO

(nianuc) (iHiuianu Ta npizsuLLE)




>
A%
ACS DOBFAR

Sede Lepale: ;

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MT) - ITALY
Sede Ammmistrativa

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrite Brianza (MB) - ITALY

www acsdobfar 1t - ammmmstrazione{f@ipec.acsdobfar. it

Tel. 02 90693 .1- Fax 02 9064566

Mamufactwed by: ACS Dobfar S.p A - Nucleo Industriale 5 Afto 5. Nicold a Tordino (TE)
Ceptudikart signosigHocTi

1. HaiimeHysaHHa npoaykTy: MOJILE® MOPOLLIOK [/18 PO3YMHY ANA IH'EKLLIA ABO IH®Y3IA MO 1000 MI
Y ®/1AKOHI

2. Poamip ynakoBku (BmicT KOHTeiHepa) | Tun (Hanpuknag, ¢pnakoHm, naAwku, 6nictepu): 10 dnakoHis y
KapTOHHIM navuj

3. Kopa npogykTty ALC Oob6dap /Cepia: F10000100109 / 23K03273

4. KoHueHTpaujin:

1 dnakoH mictuts 1190Mmr uedenimy rigpoxnopuay MoHorigpaTy cTepPUALHOTO, WO eKBiBaneHTHO 1000 mr uedenimy
5. NikapcbKka popma: cCTePUNBHUIA NOPOLLOK

6. KpaiHa-imnoprep: YKPAIHA

7. Pesynbratu aHanisy:

Oveuce gopaHuii ceptudikar aHanisy, sugaHunin 04 cepnHa 2023 p.

8. Homep peectpauiiiHoro nocsiguenHa: UA/19839/01/01
9. KinbKictb BUNywWeHnx oguHuyb: 2104 ynakoBoK
10. [ata BurotoBneHHA: KeiteHs, 2023

11. Tepmin npugatHocrti: }oeTteHs, 2025

12. Hasea Ta agpeca BMpo6HMUUTBA, NaKyBaHHA, KOHTPO/IO AKOCTI Ta MicLiAa BUNYCKY cepiii:
AUC Oobdap C.n.A., BIA ATECCAHAPO ®J/IEMIHT, 2, BEPOHA (BP), 37135, ITANIA

13. Homep niyeHsii Ha BUpobHMLTBO: aM 13/2021

14. KomeHTapi / sayBakeHHA:

Y npoueci BUroToBNEHHA, NaKysaHHA Ta sMNpobyBaHHA Liei NapTii BuABNEHO:

Hemae cepio3HUX/KPUTUYHUX BiAXMIEHb, AKI MOXYTb BIIMHYTU Ha BUMYCK MPOAYKTY

O CepiozHi/KpUTUYHI BiAXUNEHHS, AKI MOMYTb BIIMHYTK Ha BUMYCK NPOAYKTY (4MB. A0AaTOK)
O dopaTkoBa signoeigHa iHbopmaljia WoA0 AKOCTI NapTii 4oaaeTbea

15. 3anea npo cepTudikadiio:

Uum A 3aceigyyio, wWo HasegeHa eulle iHpopmalia € AOCTOBipHOK Ta ToyHow. Lo cepito npoaykuii 6yno
BMpPo6IEHO BKIIOYAOYM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAbL i AKOCTI Ha BMLIE3a3HaYeHil AinbHUL Y
NOBHIK BigNoBigHOCTI 3 BUMoramu GMP, BCTaHOBAEHWMMM MICLLEEBUM PEryNATORPHUM OPraHoM, a TakoX BignoeigHo
Ao cneuundikauii, WO MIiCTATbCA Yy peecTpauiMHOMY [OCbe KpaiHM-imnopTepa, abo y pocbe cneuundikauin Ha
npenapaTt Ans AOCAigMYBaHOro nikapcbKoro 3acoby. lNpoTokonn BUpoBHMUTBA, MakyBaHHA Ta aHanisie byno
nepernaHyTo Ta BCTAHOB/MEHO BignosigHicte GMP.

16. Im'a Ta nignuc ynoBHoBaXKeHoi 0cobu, AKUIA gae NpaBo Ha BUNYCK cepii, Ta AaTa NignuMcaHHA:
Jnianuc/ 08 cepnna 2023 poxy
labpienb KoHTi - YnoBHOBaXeHa ocoba Darta

17. Mpumitku: N/A

Llelt 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede Legale:

VIALE i‘DDETTA‘ 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - I?AI.Y

www acsdobfar.it - amministrazionci@pec. acsdobfar.it

Tel. 02 50693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale 5. Atto 5. Nicold a Toedino (TE)

CEPTU®IKAT AHANIZY
MpoaykT NONILED nopolwwok ana po3dnHy ans iv'ekuiit abo iHdy3in 1000mr y pnakoHi
Cepia Ne: 23K03273
[ata BupobHuuTBEa: KsiTeHb, 2023 Martepian : F100001001098
TepMiH NpMAaaTHOCTI: osTeHb, 2026 Po3amip cepii: 2104 ynaKkosok
Tectn Cneundikauii OamMHULI BUMIPIOBaHHA Pesynbtatu
30BHIWHINA BMrNAag, KPUCTAJTIMHMIM NOPOLLOK BIA BI/TIOTO 0 Bignosinae

MAME KOJIbOPY

laeHTndikauia BEPX Mo3nuTUBHWIA Bignosinae
laeHTnikauia TLX Mo3nuTUBHWIA Bianosigae
BiaHOBNEHWI PO34UH Mo3nuTUBHWIA Bianosigae
MexaHiYHi BKAOYEHHA
TeepAi 4acTUHKK >= 10 MiKpOH <= 6000 YacTuHOK/dnakoH 171
TeepAi YacTWHKK >= 25 MIKPOH <= 600 YacTUHOK/dnakoH 3
pH 40-6,0 4,1
BmicT ApriHiHy 35,5 -40,0 %W /W 37,7
Bmict Lledenimy Bif, 3aaBNEHOI. KiNIbKOCTI 95,0—-105,0 % 101,2
OOHOpIAHICTE [O30BAHUX OAMHNLL <=15,0 % 1,6
Bmict N-MeTunniponigoH (sig Ledenimy) <=0,3 % 0,0
CynpoBigHi Aomiwkwm (Big Uedenimy):
- AoOMiWwKa A (aHTu-Lledenim) <=0,30 % 0,01
- pomiwkKa B (atmo-Liedenim) <=0,20 % <L0Q(0)
- pomiwka C (Tiazoninokcim auetanbaeria) <=0,50 % <L0Q(0)
- byab-aKa iHgMBiAyanbHa HecneundiyHa gomiwka  <=0,2 % 0,1
- Cyma gomilioK <=2,0 % 0,6
CTepunbHicTb Bignoeinae Bignosinae
BakTepianbHi eHAOTOKCUHM (/AN TecT <=0,06 EOQ/mr <0,00

lgeHTHdikauia - BEPX: yac yTpumyBaHHA OCHOBHOTO MiKy TecTy Bignosigae craHgapty uedenimy.

lgeHTngikauin - TLUX: IHTeHcMBHICTb | 3HaYeHHA paAioYacToT TECTOBOT TOUKM Bi4NoBigaloTb 3HaUEeHHAM CTaHAAPTHOIO
apriviny

BigHOBNEHWI pO3UMH: NPO30PUIA | NPAaKTUYHO Bi/IbHUA Bif BUAMMMX YaCTOK

OpHoOpigHICTb A,030BaHMX OAUHULb: AKLLO pe3ynabraT <=15,0, TecTt BIAMNMOBIAAE PhEur 2.9.40

CymapHi JOMILKK BKIOYAKOTb TaKoX N-meTuaniponiguH

CTepubHicTb — mae 6yTU cTepU/IbHUM

Lia cepia 6yna BurotosneHa, ynakosaHa Ta NnpoTecToBaHa Bi4noBigHO A0 noTouHux sumor GMP.

Capa [iri
Jata gpyky 04 cepnHs, 2023 poKy o 5:32 Migpo3ain akocTi
HapapykosaHo KpicTiHa byoco 04 cepnHga, 2023 poky o 4:44
3ATBEPOXKEHO

Llei 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Legale
Viale Addettn, 4/12 - 20067 Tribnano (MI) - ITALY

Sede Amministrativa:
Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3
20864 Agrate Brianza (MB) - ITALY

www acsdobfar.it - ini lone@pec acsdobfar it Tel. 02 906931 - Fax 02 9064566
Manufactured by ACS Dobfar S.p. A (formerly manufactured at the same facility by GlaxoSmithKline Manufacturing S p A )
Vis A Fleming, 2 - 37135 Verona (VR) - ITALY

CERTIFICATE OF BATCH RELEASE

1. Product Description: POLICEF POWDER FOR SOLUTION FOR INJECTION OR INFUSION 1000MG
IN VIAL

2. Package size (contents of container) and type (e.g. vials, bottles, blisters): 10 vials in carton box
3. ACS Dobfar finished Product Code /batch number: F10000100109 /23K03273

4. Strength/Potency: 1 vial contains 1190 mg of Cefepime Hydrochloride Monohydrate Sterile, equivalent to
1000 mg of cefepime

5. Dosage form: sterile powder
6. Importing country: Ukraine
7. Results of analysis:
See the attached certificate of analysis released on August 04th, 2023
8. Marketing authorization number: UA/19839/01/01
9. Released Qty: PCK 2.104
10. Manufacturing date: April, 2023
11. Expiry date: October, 2025

12. Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A
VIA ALESSANDRO FLEMING, 2, VERONA (VR), 37135, ITALY

13. Number of manufacturing license: aM-13/2021

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

\]Bl‘ No major/critical deviations that may influence the release of the product
(1 Major/critical deviations which may influence the release of the product (see reference)
[J  Additional relevant information, if applicable, regarding quality of batch is attached

15, 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.

16. Name and Signature of the Qualified Person authorizing the batch release and date of signature:
éﬂi/ /?\f 0F-a04-1013
Gabriele Conti- Qualified Person Date
17. Notes: J\./v;‘
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ACS DOBFAR
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, Via Alessandro Fleming, 2, 37135 Verona VR, ltaly

Product:

Batch number:

Manufacturing date:

Expiry date:

TESTS

Appearance

Identity - HPLC
Identity - TLC

Constituted solution
Particulate Contamination:
Particles >= 10 ym
Particles >=25 pm

pH

Content of Arginine (%as is)

Cefepime Assay as percent label claim
Uniformity of dosage units

Content N-Methylpyrrolidine (as

Cefepime)

Related Substances:

- Impurity A (Anti-Cefepime)

- Impurity B (Atmo-Cefepime)

- Impurity C (ThiazolyloximeAcetaldehyde)
- Any individual Unspecified

- Total Impurities
Sterility

Baclerial Endotoxin (LAL)

CERTIFICATE OF ANALYSIS
POLICEF POWDER FOR SOLUTION FOR INJECTION OR INFUSION

1000MG IN VIAL

23K03273

April, 2023 Material: F10000100109

October, 2025 Batch size: 2.104 PCK

White to off-white crystalline Complies
powder

Complies Complies
Complies Complies
Complies Complies
<= 6000 part/vial 171

<= 600 part/vial 3
40-6,0 pHUnit 41
35,5-40,0 Y%wlw 37,7
95,0-105,0 % 101,2
<=15,0 % 16
<=0,3 % 0,0

<= 0,30 % 0,01
<=0,20 % <LOQ(0)
<= 0,50 % <LOQ(0)
<= 0,2 %CefuS 0.1

<= 20 % 06
Complies Complies
<= 0,06 EU/mg <0,00

Identity - HPLC: retention time of the principal peak of test corresponds to that of the Cefepime reference standard
Identity — TLC: Intensity and RF value of the spot of test correspond to those of the Standard Arginine

Constituted solution: transparent, colorless and practically free from visible particles.

Uniformity of dosage units: if the result is <=15,0 the test is COMPLIES with PhEur. 2.9.40

Total impurities also include N-methylpirrolidine

Sterility — must be sterile

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

Print Date August 04th, 2023 time 5:32 pm

Printed by Cristina Buoso

Sara Pighi

Quality Unit

August 04th, 2023 time 4:44 pm
APPROVED

This document is signed electronically
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