AEPKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOV 37079055

BHUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
16.12.2024 Ne 67525/24/26
MOKCAHALIMH

(HafiMeHyBaHHA NikapcbKoro 3aco0y 3riHo 3 peecTpauifiHHM NMOCBiAMEHHAM)

po3uuH s ingysiii, 400 mr/250 ma no 250 ma (400 mr) y daaxoni; 1 ¢prakon B maui

(dopma BHMycKy, 103yBaHH, BHI NAKYBaHHS Jlikapcekoro 3acolby)

Homep peectpauiiinoro nocsinuenns UA/19478/01/01 crpox nii peectpauiiisoro nocsinuenns 09.06.2027

Cepis nikapcbkoro 3acoby Ne 23J328 Kinskicts BBeseHoro nikapeskoro 3acoby 500
Bupo6uuk AH®APM XEJIJIAC C.A, I'penis
(naiiMenyBanus BupoGHHKa Jlikapcbkoro 3aco0y, kpaiHa NnoXoKeHHs)
Baeseno B Vkpainy TosapucTBo 3 oomekeHo0 BinnosigaasnicTio "BYCT ®APMA",
inent. kon: 44107410

(naiiMenysanna Ta koj 3a €/IPIIOY opuaututoi ocobu abo npissuile, iM's, o 6aTekoBi
(izuunol 0cobH - nianpuemus, ii Micue NPOKHBAHHA Ta peecTpauiiinuii Homep o6aikosol
KapTKH MIaTHHKA NoJIaTKie abo cepia Ta Homep nacnopra)

IMpoTokosn Bisyansuoro koutpomio sia 16.12.2024 Ne 4348/2.

3a pesyJbTaTaMd JEpPXKaBHOrO0 KOHTPONIO BCTAHOBIEHO, 110 Jiikapchkuii 3aciG BBeseHO B VYkpainy 3

SACOBIB 70>
Qo i MK *O&)
b

Muxona XOJIOJEHKO

rcompomo) (nin-mlc) (iniuianu Ta npizpuiLe)
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ANFARM

-
JOKYMEHT
DP-D10-E01-A
ANEARN! HELLAS 3 BupgaHHa: 06 3amiHroe: 05
Harta sugaui: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIAMNOBIAHOCTI TA BUNYCK FOTOBOI MPOAYKLII

HA3BA NMPOOYKTY: MOKCAHALIMH

HA3BA MPOAYKTY BULK: MOKCHM®JTOKCALUMH PO34KH O/1A IHOY3 400mr/250mn
KOA NMPOAOYKTY BULK: ANF.04.0462

CEPIA NPOAYKTY BULK: 23J105

J1A PUHKY : YKPATHA

HOMEP PEGCTPALI,IHHOFO MOCBIAYEHHA: UA/19478/01/01

dapmak. nikapcbka popma/Cuna gii: PO3YMH ANA IHOY3IM / 400mr/250mn

Poamip ynakoBku: ynakosKa x1 (pnakoH x 250 mn)

[ata surotoeneHHs: 10/2023 Homep cepii: 231328

Kinbkicte : 3.305 ynak Tepmin npuaarHocti : 10/2028

PO34YUHHUK: - BupobHUUTBO, NaKyBaHHA Ta KOHTpoAb aKkocTi : AHOAPM XENJIAC C.A
Koa posuuHHuKa: — Appeca: 61-i km HauioHanbHoi goporu AdiHu-flamia, CximaTtapi BioTia
Home.p cepii pO3‘-II»‘II-|.le1KaZ - 320009, rPELLIA

T ENIEHEREATHREE AU < Homep niueHsii Ha BUpobHMLTBO: 0000000011/23/2

KOHTPONbHUA CIMTUCOK
JIOKYMEHT 3AMWCY CEPIT — NPOLIEC BUPOBHULTBA
B MPOLIECI BUMPOBYBAHHA
JLOKYMEHT 3AMUCY MAKYBAHHSA — MPOLIEC NAKYBAHHS
KOHTPO/b YNAKOBKM
MPOEKTUBHICTb BUPOBHMYOTIO NMPOLIECY
JLOKYMEHTU MIKPOBIO/IONYHMX TA (AEO) EIONOTNYHUX JOC/IIKEHD
JLOKYMEHTM NPO KOHTPOJ1b AKOCTI
CEPTU®IKAT AHANIZY
KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO
M1, YAC BUTOTOB/IEHHSA LIIET NAPTIT HE BYJ10 OCOB/IMBUX/3HAYHUX BIAXIZIB

NNENEYRNENENENENIRNEN

A1, Hkyenignucanmia [. MoHoriy , YnosHoBaxeHa Ocoba AH®APM XE/JTAC C.A, UMM 3acBigyyto, Wo:

a./ U cepito MOKCAHAUMH PO34YMH Aanda IHOY31 400mr/250mn 23)328 6yn0 BUroTOBAEHO, YNAaKOBAHO Ta NPOTECTOBAHO
BignosigHo oo sumor GMP sBignosigHo oo sumor GMP EC ans nikapcbkux 3acobis i [aKwo B EC] BiANOBIAHO A0 BUMOT
peecTpauiiHUX MmaTepianiB KpaiHW npusHayYeHHA. [OKymeHTauis WoA0 npouecy BUPOBHWUTBA, MaKyBaHHA Ta TECTyBaHHA
3aBepllieHa, NepeBipeHa Ta 3aTBepaMeHa. Yci BigxuneHHA Oynum posrnaHyTi Ta cXBasieHi BIAMOBIAHO A0 BCTAHOBAEHOI
NPoUEaYPU BiAXUNEHD, i 3OAHWUX CYTTEBUX/KPUTUYHUX BiOXMNEHb BUABAEHO He Byno. Cepia npoAayKuil BiANOBIA3E NOTOAMKEHUM
cneundikaliam i moxe ByTW BUNYLLEHA B NpoAax

b./ Nig yac BMpo6HUUTBA Uiei NapTil He Byno BENMKUX/CYTTEBUX BiaXUNEHb

Cepis npopgykuii Bignosigae norogeHin cneyndikauii i moxe 6yTy BunyLieHa B npogax

Darta 26/10/2023 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
€. Xpucoxy 0. MoHoriy
Bipain akocTi YnosHoBaXkeHa ocoba

AH®APM XE/I/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBHMLITBA: R&D LIEHTP NOrCTUYHWA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHaneHoI gopomm Byn. Auaiac, 4 Ta By, 68-i KM HauioHaNLHoI 4oporu
Tpiziniac, Kidicia, Adinm-Namia, TpiziHiac, Kidicia, AdiHn-Namia,

14564 Adinu, peuia 32009 Cximarapi, Biotia, Mpeujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, ['pevujia
T+30 210 683 1632 T+30 22620 58391 T+30210683 1632 T+302262041250
info@anfarm.com info@anfarm.com info@anfarm.com info@anferm.com

anfarm.com anfarm.com



NpoaykT: MOKCU®OKCALIMH PO3YUH 119 IHOY3M

®opma DP-D10-E01

Bepcia: 05

CEPTU®IKAT AHANI3Y

400mr/250mn

Cepia Ne: 23J105

KO/, Ne ANF.04.0462

| [ata BurotosneHHs: 10/2023

KA sepcin: 04
[ata suaaHHA: 09.04.2022

[opatkosa iHpopmaLia: -

CNELUDIKALIA
TECTH (srigHo DP-D27-0006-AFP-FO7 METOAOU PE3YJ/IbTATH
pea. 03, Big 07.02.2022)
T s e )| i omon P10) | g
P IR wisp . DP-D27-0006-AFP-FO7-3.1 AnosIA
npob6Koto 3 aNoMiHIEBMM KOBMAYKoM 3 HaknagKot dain-odp
Rpoaopler: Po34yuH mae Byt He Binbl KanamyTHIM, Hix eTanoH | i Bianosinae
i I DP-D27-0006-AFP-F07-3.2 S
Konsoposictb 3eneHyBaTO-}KOBTUIM PO34MH, He DiNbll iIHTEHCUBHILLMKA, HiX €D 222 Bianosinae
PO3UMH NOPIBHAHHA GY2 DP-D27-0006-AFP-FO7-3.3 AROBIL
ONTUYHMIA KOHTPO/b Bes CTODOHHIX YaCTOK BizyanbHMIA KOHTPO/b Bignosinae
P (PTD) DP-D27-0006-AFP-F07-3.4 AROBIL
MexaHi4YHi BK/IOYEHHA YacTUHOK 3 po3mipom = 10 MKM - He Binble 25/mn €D 2.9.19 1
YacToK 3 poamipom 2 25 MKM - He Binblue 3 B M DP-D27-0006-AFP-FO7-3.5 0
0, iaHi Bi i ED L, L2 : i
o fsnpis i Pisens L. R avmientin & 150 €02.9.40 Bianosiaac
ARG IR . = IR s DP-D27-0006-AFP-F07-3.6 AV=0,1
PigeHb L2: MpUHAHATHE 3HaYyeHHA = 25,0
pH €b 223
4,1-46 DP-D27-0006-AFP-FO7-3.7 45
OcmonapHicTb ED2.235
247-273 mOcmonb/kr DP-D27-0006-AFP-F07-3.8 29
FepmeTHUHICTL dnaKkoHy FepmeTUYHUIA nicnA nepebyeaHHA NpoTArom 10 XBUAKMH NpK BHYTpiWwHii meTop, Bikriosiias
160 MM pr.cT. DP-D27-0006-AFP-F07-3.9 S
06'em LLLO BUTAraeTLCA €EP 2917
He metiue 250mn DP-D27-0006-AFP-F07-3.10 252w
laeHTHdiKauis 1. BHyTpilLHIi meToa,
1. Y& meTop, 1. Mo3utnBHa YO DP-D27-0006-AFP-F07-3.11.1 MNo3utueHa
2. Metop BEPX 2. MoantueHa BEPX 2. BEPX BHyTpilLHbOrO MeToay Mo3uTueHa
DP-D27-0006-AFP-F07-3.11.2
:::::::;;Z“r::;::;’; 95,0% - 105,0% Bia 3aaBNeHOi KiNbKOCTi MOKCUGbIOKCALMHY Dgfg ;73(:';32”;:;’” ;S‘;Tgi 5 99,8%
CynpoBigHi 4oMiLIKK €D MomiwKa A: £0,2% ND*
€D NomiwKa B: £0,2% BQL*
€D Nomiwka C: £ 0,2% e ND*
. BEPX BHyTpIiWHIA meTOq,
€D flomiwka D:£0,2% ND*
€0 flomiwka E: <0,2% DP-D27-0006-AFP-FO7-3.14 ND*
Byab-AKka okpema Hesigoma aomiwka: £0,2% 0,04%
Cyma gomiwok: < 0,7% 0,05%
CTepunbHICTb c . ED C o
TEPUNbHWA 2.6.1 DP-D27-0006-AFP-F07-3.16 | ' PA/IbHUA
BakTepianbHi eHAOTOKCHMHM . ED2.6.14
<
e DP-D27-0006-AFP-F07-3.17 1AL
* BQL - Huxcye KinokicHoi mexc / Below Quantifiable Limit
* ND - He suaeneHo / Not Detected
3aTBepaXeHo v | BigaxuneHo
NigroToBneHo: MIKXANIC NANATEOAOPY Oarta: 24.10.2023
KepiBHWK BA Jmanuc/
3aTBEpPAXKEHO: MAPIIEHA CTAMATIY [arta: 24.10.2023
MeHeaxep BA Jmgnuc/
1/1

AHO®APM XENNAC C.A

rO/IOBHUIM O®IC

Byn. Auaiac, 4 Ta Byn. Tpisiniac,
Hidbicin,

14564 Adinv, Mpeuia

T+30 210683 1632
info@anfarm.com

anfarm.com

MICLE BUPOEHWLITBA:

61 KM HauioHanbHOT 4oporK
AdiHm-Namia,

32009 Cximarapi, Bioria, [peuin
T+30 2262058391
info@anfarm.com

R&D LEHTP

Kidicia,

14564 Adinm, Mpeuia
T+30210 683 1632
info@anfarm.com
anfarm.com

Byn. AuaiiAc, 4 Ta Bya. TpisiHiac,

NOMNCTUYHUA LEEHTP:

68- KM HauioHaNbHOT AoporK
AdiHu-Namin,

32009 CximaTapi, BioTia, Mpeuia
T+30 2262041250
info@anferm.com
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CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

PRODUCT NAME : MOXANACIN

BULK PRODUCT NAME: MOXIFLOXACIN SOL. INF. 400mg/250m|!

CODE OF BULK PRODUCT: ANF.04.0462

LOT OF BULK PRODUCT: 23J105

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/19478/01/01

Pharmac. Dosage Form /Strength: SOLUTION FOR INFUSION / 400mg/250ml
Package size: BT x 1 (BOTTLE x 250ml)

Manufacture Date: 10/2023 Batch No: 23J328

Quantity : 3.305 BT Exp.Date : 10/2028

Solvent:- Manufacturing, Packaging and Q.C.Site : ANFARM HELLAS S.A.
Code of Solvent:- Address : 61st km Nat. Rd. Athens-Lamia, Schimatari

Batch No of solvent:- Viotias 32009, Greece

Exp.Date of solvent:- Authorization number : 0000000011/23/2

CHECKING LIST

BATCH RECORD DOCUMENT - MANUFACTURING PROCESS

IN PROCESS TESTS

PACKAGING RECORD DOCUMENT - PACKAGING PROCESS

PACKAGING CONTROL

YIELD OF THE PRODUCTION PROCESS

DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS

DOCUMENTS OF THE QUALITY CONTROL TESTS

CERTIFICATE OF ANALYSIS

FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE

N AVENENRNENEVRVRVEN

THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH

I, the undersigned D. Monogiou , Qualified Person of ANFARM HELLAS S.A. hereby certify that :
a./This batch MOXANACIN SOL.INF. 400mg/250ml 23J328 has been manufactured, packed and tested
under GMP conditions in accordance with EU GMP requirements for Medicinal Products and [when
within the EU] with the requirements of the Marketing Authorization of the destination country. The
documentation of the manufacturing and packaging process and testing is complete and has been
reviewed and approved. All deviations have been reviewed and approved in accordance with an
established deviation procedure and no Significant/Critical deviation was found. The Product batch
conforms to the agreed specifications and can be released for sale
b./There were no Major/Significant deviations during the manufacturing of this batch

The Product batch conforms to the agreed specifications and can be released for sale

Date & /{//0/?023 : 71 signature:
Prepared By: ' ( Apprg ed By:
E. Chrysochou e, W ridgiou
QA Dept . _Qpal‘ifiéé Person
ANFARM HELLAS S.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:

4 Achaims St & Trizinias St Kifissia,, 0lst km National Read 4 Achaias So & Trizimas Sie Kifissia G&th km Natonal Road
ens, Greece Ather nia 14564 Athens, Greece Athens -Lamia,

0 683 1632 32009 Schimatari, Viotia, Greece I+30 210 683 1632 32009, Schimatai, Viotia,

infoedmifan.com T + 30 22620 58391 infodanianm.com T+ 30 2265041250
rfarm ram




Form DP-D10-E01

Version: 05

CERTIFICATE OF ANALYSIS

Product: MOXIFLOXACIN SOLUTION FOR INFUSION
400mg/250ml

Lot No.: 23J105

Code No: ANF.04.0462

[ Man. Date: 10/2023

QC version: 04

Issued date: 09/04/2022

Additional info: -

TESTS SPECIFICATIONS METHODS RESULTS
(acc. to DP-D27-0006-AFP-F07,
EDITION 03, dated 07.02.2022)
Appearance Clear, free from visible particles solution in clear Visual control
glass bottle type II, sealed with rubber stopper (PTD) Complies
and an aluminium flip-off cap. DP-D27-0006-AFP-F07-3.1
Clarity Not more opalescent than reference suspension 1 Ph. Eur.2.2.1 DP-D27-0006-AFP-F07-3.2 Complies
Color of solution Greenish-yellow solution, not more intense than Ph. Eur.2.2.2 Eomplies
reference solution GY» DP-D27-0006-AFP-F07-3.3
optiealcontrel W thous i odice (PTD) DP-\l;iZS:!lf‘(l)((;{))gt-rK{:P-FG?—?:A Conilics
Particulate matter '":md?;;”"l’gs(ﬁ': Ph. Eur.2.9.19 DP-D27-0006-AFP-F07-3.5 ;
Uniformity of dosage Comply with Ph. Eur. (introducing L1, L2) Camplies
units (MV) L1 level: Acceptance value NMT 15.0 Ph. Eur.2.9.40 DP-D27-0006-AFP-F07-3.6 AV=0.1
L2 level: Acceptance value NMT 25.0 )
pH 4.1-4.6 Ph. Eur.2.2.3 DP-D27-0006-AFP-F(07-3.7 4.5
Osmolality 247-273 mOsmol/kg Ph. Eur.2.2.35 DP-D27-0006-AFP-F07-3.8 259
Tightness of bottles Tight after remaining for 10 minutes at 160 In house method Caniolic
mmHg DP-D27-0006-AFP-F07-3.9 P
Extractable volume NLT 250 ml Ph. Eur.2.9.17 DP-D27-0006-AFP-F(07-3.10 252 ml
Identification 1. UV in house method
1. UV method 1. Positive UV DP-D27-0006-AFP-FO7-3.11.1 Positive
2. HPLC method 2. Positive HPLC 2. HPLC in house method Positive
DP-D27-0006-AFP-F07-3.11.2
Assay (by HPLC) 95.0%-105.0% of the labelled amount of HPLC in house method 99.8%
moxifloxacin DP-D27-0006-AFP-F07-3.12 :
Related substances Ph. Eur. Impurity A: <0.2% ND
and degradation Ph. Eur. Impurity B: £0.2% BQL
product Ph. Eur. Impurity C:<02% bl Boussindihed le[)
Ph. Eur. Impurity D: <0.2% DP-D27-0006-AFP-F07-3.14 N/D
Ph. Eur. Impurity E: <0.2% ’ N/D
Any single unknown impurity: < 0.2% 0.04%
Total impurities: < 0.7% 0.05%
Sterility test Sterile Ph. Eur. 2.6.1 DP-D27-0006-AFP-F07-3.16 Sterile
Bacterial endotoxins NMT .44 EU/ml Ph. Eur. 2.6.14 DP-D27-0006-AFP-F07-3.17 | _
st 1.44 EU/ml
P
LApproved v ] Rejected
Prepared by: %‘L Date: 24/10/2023
QC Supervisor
Approved by: MARINEFZ—H Date: 24/10/2023
QC Manager <4 r'
ANFARM HELLAS S.A.
HEAD OFFICES: LOGISTICS CENTER:
4 Achaias Str & Trizinias Str.,Kifissia,, 4 Achaias Str. & Trizinias Str., Kifissia  68th km National Road
14564 Athens, Greece arn 14564 Athens, Greece Athens -Lamia,
T 430 210 683 1632 32009 Schimatari, Vioti, Greece T+30 210 683 1632 320089, Schimatari Viotia, Greece
info@ anfarm.com T+ 30 22620 58391 info@anfarm.cam T +30 22650 41250
anfarm.com info@anfarm.com

info@anfarm.com
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