JEPYUIIKCITYXBA VKPATHU
AEPIKABHA CJIYXKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Hanii Ceitnuunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
PO AKICTHL BBE3EHOr0 B YKpaiHy JiKapchbKOro 3acody
22,11.2024 Ne 61996/24/26
NOJIUE®

(HakiMenyBaHHS NiKapPCHKOro 3acoBy 3rijaHo 3 pecerpaifiuM nocsiuCHHAM)
NOPOIIOK /ISt po3duny st in'exuiii abo indyziit no 1000 mr no 10 duraxkouis 2 mopoiikom y
KAapTOHHIH Kopobui

((hopma BHIYCKY, 003YBAHRS, B 1KY BaHis IHKAPCLKOTO 3acofy)
Homep peecrpaniiinoro nocsinuenns UA/19839/01/01 erpox pit peccrpauiiinoro nocsisuenns 29.12.2027
Cepis nikapcbkoro sacoby Ne 24K 02869 KinsKkicTb BBE3EHOrO Nikapcbkoro sacoby 992

Bupobnux ALIC JOBOAP CITA., Itanis

(naitmenyBanist BpoGIinKa Jiikapehkoro 3acoly, kpaiHa HOXOKCHHH)

Bsesero B Yxpainy Torapucrio 3 o0mexenoo innosinanpuicrio "BYCT ®APMA",
inent. wom: 44107410

(ualnMeny BaHps Ta ko 33 €JIPTIOY 1opuanHoi ocobu abo npizauuie, iM'a, no Garbkosi
diznanioi 0cobu - rignpHemit, 1T Micie pOXHBANLN T2 peccTpatifinui HoMep oBnikoro
KAPTKYM NATHIKE NOAaTKIB 360 cepis Ta noMep nacropra)

MpoToxon Bisyansnoro xkowrpomio sin 22.11.2024 Ne 4068/12.

3a pesyibTaTaMM  [BEPKABHOIO  KOWTPOJIO BCTAHOBJICHO, ULIO aikapeskuil  3aciG  BeescHo B Vkpainy 3
HJOTPHMMAHHSIM BUMOT 3aKOHOIABCTBA LIONO 3afe3reucHis SKOCTI TiKapChux 3aco0iB. ‘

(e Muxona XOJOAEHKO

(nixme) (ininiand Ta npiBHILe)

!
e e ~ Qipy
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Mannfactmed by ACS Dobfar § p A, - Nueleo Industiale § Atto S, Micol6 a Tordio (TE)

Ceptuoikar signosigHocti

1. HaiimeHyBaHHa npogyKry: NTOJILE® NOPOLOK A1A PO3YMHY ANA [H'EKLIN ABO HOY3IM 10 1000 MI Y
GNTAKOHI

2. Poamip ynakosku (Bmict KouTeitHepa) i TMn (Hanpuknad, ¢bnakoHM, NAALIKKY, 6nicrepu): 10 dnakoHis y
KapTOHHIM nayyi

3.  Kopa npoayKty AUC fo6dap /Cepia: F10000100109 / 24K02869

4. KoHueHTpauia:
1 pnakoH micTuTb 1190mr Ledenimy riapoxaopuay MOHOrApaTy CTepUAbHONO, WO eksiBaneHTHO 1000 mr uedenimy

5. JlikapcbKa ¢popma: CTepUIbHUI NOPOLLIOK
6. Kpaina-imnoprep: YKPAHA

7. PesynbraTh aHanisy:
Ousuct aoaaHuil cepTudikar aHanisy, suganuin: 07/2024 p.

8. Homep peectpauiitvoro nocsiguents: UA/19839/01/01
9. KinbKictb BUNyWEeHNX oguHKLb: 1986 ynakoBok

10. fara BurotoBaeHHA: bepeseHb, 2024

11. TepmiH npuaatHocti: BepeceHb, 2026

12. HasBa Ta agpeca BUPOBHWUUTBA, NaKyBaHHA, KOHTPOJIO AKOCTI Ta MicLA BUNYCKY cepiit:
ALLC lobdap C.n.A.
BIA AIECCAHAPO ®NIEMIMT, 2, BEPOHA (BP), 37135, ITA/lIA

13. Homep niueHsii na supobHuuTeo: aM 33/2024

14. KomeHrapi/ 3ayBakeHHs:

Y npoueci BUroToBNEHHS, MaKyBaHHA Ta BunpobysanHa uiei naptil BuasneHo:

Hemae cepro3HUX/KPUTUYHUX BIAXUAEHDL, AKI MOXYTb BIIMHYTU Ha BUNYCK NPOAYKTY

[ Ceplo3Hi/KPUTUYHI BIAXUAEHHSA, AKI MOXYTb BIUIMHYTWU Ha BUNYCK NPOAYKTY {auB. fonatok)
O [onatkosa signosigHa iHbopmauia WoAo AKOCTI NapTil 4043ETHCA

15. 3assa npo cepTudikauito:

Uum A 3acsiauyio, Wo HasegeHa suwe iHbopmalis € AOCTOBIpHOW Ta TouHoto. Lo cepito npoayruii 6yno
BUPOBNEHO BKMOYAKOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPONb Il AKOCTI Ha BULLE3a3HaUYeHIN 4inbHUL Y
noeHilt BianosigHocTi 3 BuMoramu GMP, BCTAHOBAEHUMU MICLLEBUM PETYARTOPHUM OPraHoM, a TakoX BignoBIAHO
[0 cheundikauiit, Wo MICTATbCA Y peecTpauiiHomy Aocbe KpaiHu-imnopTepa, abo y Afockbe cneuundikauin Ha
npenapat 4as AOCAILKYBaHOro Aikapcskoro 3acoBy. [poTokoAM BupoBHMUTBA, NakyBaHHA Ta aHanisis Byno
neperaaHyTo Ta BCTaHOBAEHO BiANOBigHICTL GMP.

16. Im's Ta nianMc ynosHoBaXkeHoi ocobu, AKMIA AaE NpaBo Ha BUNYCK cepii, Ta gata NiAnUcaHHA:

/niannc/ 30 /07/ 2024 pory
WosaxHHa Moppi- YnosHoBaeHa ocoba fara

17. Mpumitku: N/A

Llett AoOKYMEHT Mae eNeKTPOHHUI Rignuc



Sanslacrared by AUS Dobiar S Wacleo Indusrriale S a0 8 Nigold o Terdiva (143

CEPTU®IKAT AHANIZY

MpoaykT NOJILED nopowlok ana po3duHy Ana i exuiit abo iHdysiin 1000mry ¢mar«.)‘i,-1{-iﬂ,

Cepis Ne: 24K02869 MarTepian : F10000100109

DaTa supobHuuTsa: bepeseHsb, 2024 Po3mip cepii: 1986 ynakosokK

Tepmin npuaaTHoOCTI: BepeceHsb, 2026

Tectu Cneundikauii OpUHULI BUMiIpOBaHHA PeaynbraTti

30BHIlLHIN BUrNAL KPUCTANIYHWUIA NOPOLLOK BIA BI10OT0 40 Bianosinae
MAMME KO/IbOPY

laenTudikauia BEPX Mo3nuTUBHMIA Bignosinae

laeHTUdikauia TLLX No3uTuBHUK Bianosinae

BifHOBAEHWIA PO3UYUH MosuTUBHUIA Bianosinae

MexaHi4Hi BKNIOUYeHHA

Teepai YacTUHKKU >= 10 mikpoH <= 6000 Yacturor/dbnarkoH 120

TBepAi YaCTUHKU >= 25 miKpoH <= 600 YacTUHOK/paKoH 4

pH 4,0-6,0 4,1

BmicT ApriHiHy 35,5 -40,0 Y%ow/wW 37,4

Bmict Uedenimy 8ig 3aaBneHol, KiNbKOCTI 95,0 —105,0 % 100,7

OAHOPIAHICTL AO30BaHUX O4UHULLD <=15,0 % 2,3

Bmict N-MeTtunniponinoH (8ia Ledenimy) <=0,3 % 0,0

CynposiaHi gomiwku (Big Uedenimy):

- pomiwka A (aHtu-Liedenim) <=0,30 % <0,02

- nomiwka B (atmo-Liedenim) <=0,20 % <LOQ(0)

- pomiwka C (Tiazoninokcim auetansaeria) <=0,50 % 0,01

- Byab-aKa iIHaMBIAYanbHa HecneundiyHa gomilwka  <=0,2 % 0,1

- Cyma LOMiWoK <=2,0 % 0,5

CTepUnbHicTbL Bignosinae Bianogigae

BakrepianbHi eHAOTOKCUHU (JIAN TecT <=0,06 EQ/mr 0,00

loentudirayin - BEPX: yac yTpumyBaHHA OCHOBHOTO Niky Tecty Bignosigae craHaapTy yedenimy. )
laentTudikauin - TLUX: IHTeHCUBHICTD | 3HaYeHHA PaAioyacToT TECTOBOT TOYKM BiANOBIAAOTL 3HAYEHHAM CTAHAAPTHOrO

apridivy

lgeHTMdikanin - Harpilo: AkicHa peakuia Ha HaTpil
BigHOBAEHUIA PO3UKUH: NPO30OPUIA | NPAKTUHHO BiNbHKI Bif BUAUMMX HACTOK

OpaHopigHICTL A030BaHMX 0AMHULb: AKWO pe3ynbrar <=15,0, Tect BIANGBIAAE PhEur 2.9.40

CymapHi BOMILWKKM BKAKYAKDTL TaKOXK N-metuaniponi auH

CTepuNbHIiCcTL — Ma€e ByTH cTepunbHUM

lia cepin 6yna BUroToB/eHa, ynakoBaHa Ta NpoTecToBaHa BiANoBiAHO A0 NOTOYHKX BUMOTr GMP,
AHxenika Miona

Niaposain AKocTi

30 avnHsa 2024 poky o 8:48
3ATBEPAXEHO

Hata apyky 30 nunHa 2024 poky o 8:49
HappykoBaHo AHxkenika Miona

Lier BOKYMEHT Ma€ eNeKTPOHHWIA Nianmc
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Sede Leyale:

Viale Addaita, 4202 20067 Yabiano (M~ FTALY

Sede Amminisirativa

Viale Calfeoni, 25 Patazzo Pegasa lopresso 3

20864 Agrate Brianza (MB) - [TALY

dobfarit - anuninistravioncdpee acsdobfanit Tell 02 866901 - Fax (12 9064564

Sured by ACS Dablar § p A (formerdy manufachiced ot the same facility by GlaxoSmithKline Manufacteing S.p.A)
Via A Fleming, 2 - 378358 Verana (VR)  1TALY

CERTIFICATE OF BATCH RELEASE

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

Far]

*ackage size (contents of container) and type (e.g. vials, hottles, blisters): 10 vials in cartoon box
3. ACS Dobfar finished Product Code /bateh number: F10000100109 /241C02869

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

5. Dosage form: sterile powered

6. Tmporting country: Ukraine

7. Results of analysis:

See the attached certificate of analysis release on: 07/2024
8. Marketing authorization number: UA/19839/01/01
9. Released Qty: PCK 1.986

10. Manufacturing date: March, 2024

11. Expiry date: September, 2026

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-33/2024

14, Comments/remarks:
During the course of manultacluring, packing and testing of this batch there were:
7

(1 No major/eritical deviations that may influence the release of the product
{3 Majorferitical deviations which may infTuence the release of the product (see reference)
{3 Additional relevant information, if applicable, regarding quality of bateh is attached

15. Certification stafement:
I hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured,
including packaging/tabelling and quality control al the abovementioned site(s) in full compliance with the LU 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 Signatiire of the Qualified Person authorizing the batch velease and date of signature:

S ) ;
{ow ) i ST B i

Giovanna Morri- Qualified Person Date

17. Notes:
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Manufactured by ACS Dobfar S.p.A, Via Alessandro Fleming, 2, 37135 Verona VR,

Haly

Product:
Batch number:
Manufacturing date:

Material:
Batch size:

POLICEF POWDER FOR SOLUTION FOR INJECTION OR INFUSION {000MG IN VIAL
24K02869
March, 2024

10000100109
1.986 PCK

Expiry date: September, 2026

TESTS M RESLILLS
Appcatance White to off-white crystalline powder Complies
Identity - HPLC Complies Complies
Identity - TLC Complies Complies
Constituted solution Complies Complies
Particulate Contamination: “ -
Particutate Matter > 10 pm <+ G000 partivial 120
Pavticulate Matter »»-25 um <« 000 partévial 4

pH 4,0-0,0 pHUnit 4.1
Content of Arginine (Yaas is) 35,5 - 40,0 Yowlw 37,4
Cefepime Assay as percent label elaim 95,0 - 1050 % 100,7
Uniformity of dosage units < 15,0 Yo 2.3
Content N-Methylpynolidine(as Cetepine) < 0,3 Yo 00
Related substances (as Cefepime): -

- Impurity A {Anti-Cetepime) «0,30 % 0,02

- fmpurity B (Atmo-Cefepune) <« 0,20 Yo “LOQ)
- luipurity C{ThigzolyloximeAcetaldeliyde) <t (1,50 Y 0,01

- Any individual Unspecificd = 0,2 Yo 0,1

- Total hopurities <20 Y 0,5
Sterility Complics Complics
Bacteriai Endatoxins (LAL) < (L6 Llimg 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
dentity - Sodium: qualitative reaction to sodium

Constituled solution: Transparent, colorless and praticaily free from visible particles
Unifermity of dosage units: if the result is <=15,0 the test is COMPLIES with PhEur 2.9.40

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

Angelica Miola

Quality Unit

July 30th, 2024 time 8:48 am
APPROVED

Print Date July 30th, 2024 time 8:49 am
Printed by Angelica Miola

Pay. 172

This docuiment is signed clectronically
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dhactered by ACS Doblar Bp A, Vi Alessandro Fleanng, 2, 37135 Vargia VR,

CERANACALT OF

AMALYSIS

Produet;

POLICEF POWDEL FOR RGLUTION FOR INJECTION QR INFUSTON 1000MG 1IN VIAL
24K 02869 Mateyial:
March, 2024 ]

10000100100
Bated : 1,986 PCK
Semiember, 2026

ot menber

ACEHITR A

vag date:
Fapiry date:

S

1%

SEECIRKICALIONS LKL RESLLES
Total Bupurities also include N-methnylpirrolidine

Srente - must be sterile

This bateh has beep manufactared, packed and tested under curvent eGMY conditions

Angelica Miola
Quality Unit
Print Date July 30th, 2024 time 8:49 am July 30th, 2024 tirne 8:48 am
Printed by Angelica Miola APPROVED

Pag. 272
This doctment is signed clectronically



