NEPKABHA CJIYXDBA 3 JIKAPCBHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CaiTiuutofi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
npo sKicTH BBE3eHOro B YKpaiHy AikapcbKoro 3acoby
05.11.2024 » Ne 58404/24/26
MOKCAHALIMH

(naiiMeHyBaHHsl JiKapebKOro 3acoBy 3rijuo 3 peccrpanifnaM DOCBLMCHHAM)
poszumn Js indysii, 400 mr/250 mur; mo 250 ma (400 M) y duaxoni; 1 ¢uaxon B nadi
(hopma BHTIYCKY, JO3YBaHHS, BHA NaKyBalthd nikapcbkoro 3acoly)

Homep peecTpauiiBoro mocsiueHns UA/19478/01/01 crpox mii peectpauiitiioro nocsindensa 09.06.2027

Cepis nixapcbkoro 3acody Ne 23J327 KiibKicTs BBE3EHOTO JKapehKOro 3acoby 500
Bupo6nuk AH®APM XEJJIAC C.A, T'penist
(Hajimeny Banns BUpOGHHKA sikapenkoro sacofy, kpaika IIOXOPKEHHS)
Baeseno B Yipaily ToBapucTBO 3 00MEKEHOI0 pignosizansuicrio "BYCT GAPMA",
inenr. xon: 44107410

(HaliMeryBaHHS Ta KOJL 38 caPIOY 1opuannoi ocobu abo npizsuine, iM's, o GaThkoBi
(pisuunol 0cOBH - TATPUEMLIS, 1 Micue npoxXHBadis Ta peecrpaltifiinii HoMep obnixonof
KapTK¥ MIATHHKS noxarkis abo cepis Ta HOMED nacnopra)

I1poTOKO Bi3yaNbHON0 KONTPOIO pin 05.11.2024 N 3847/13.

3a pesynLTaTaMi JAEPKABHOTO  KOHTPOIO BeTAHOBNEHO, WO Jikapchkufi 3acid  BBE3CHO B Yxpainy 3
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JIOTpHMaHHﬂM BHMOT 3aKOHOAABCTBA LWOAO 3a0e3nedeHHs AKOCTL ntKapCbKMx,,zapoﬁla.
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QRFQRM

OOKYMEHT
DP-D10-E01-A
ANFARM HELLAS S.
L SA BuaaHHa: 06 3amixioe: 05
Jara supgaui: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUNYCK rOTOBOI npPoayKLIY

HA3BA NMPOAYKTY: MOKCAHALUH

HA3BA MPOAYKTY BULK: MOKCU®TOKCALIMH PO341KH 1A IH®Y31 400mr/250mn
KOA NPOAYKTY BULK: ANF.04.0462

CEPIA NMPOAYKTY BULK: 23J081

/1A PUHKY : YKPATHA

HOMEP PEECTPALIHOIO MOCBIAYEHHSA: UA/19478/01/01

dapmak. nikapcbka popma/Cuna gji: PO3YUH ONA IH®Y3I / 400mr/250mn

Poamip ynakosku: ynakoska x1 (gaakoH x 250 mn)

[lata BurotosnerHs: 10/2023 Homep cepii: 231327

Kinbxictsb : 3.234 ynax Tepmin npuaatHocti : 10/2028

PO3UMHHUK: - BupOoBHULTBO, NaKyBaHHA Ta KOHTPOAb AKOCTI : AHPAPM XENNACC.A
Kop posunHHuKa: — Aapeca: 61-i1 km HaujoHanbHol oporu ApiHn-/lamis, Cximatapi BioTia
Home'p cepii pO3'~WIH.HVIKa: - 32009, MPELLIA

TepmiH NPUATHOCTI POSHUHHMKA: - Homep AiueHsii Ha BUPOBHUUTBO: 0000000011/23/2

KOHTPOJbHIAM CINCOK
JOKYMEHT 3AMMUCY CEPIT — NMPOLIEC BUPOBHULITBA
B MPOLLEC! BUMPOBYBAHHA
JOKYMEHT 3AMMUCY NMAKYBAHHSA — NPOLIEC MAKYBAHH#
KOHTPO/Ib YIMAKOBKU
NPOEKTUBHICTS BUPOBHWMYOrO NPOLIECY
LIOKYMEHTW MIKPOBIO/IOTYHUX TA (ABO) BIOJIOTIYHUX AOCNIOXKEHD
[OKYMEHTW NPO KOHTPOJIb AKOCTI
CEPTUDIKAT AHANIZY
KIHLLEBU NPOAYKT BIAMNOBILAAE NLEH3IT HA PEECTPALIIKO
M14 YAC BUTOTOB/IEHHA LUIET NAPTITHE BY/10 OCOB/IMBUX/3HAYHIX BIAXIAIB

ANANENERNEANENENE NI NI

A, Hwyenignucanuit 4. MoHoriy , YnosHosamera Ocoba AHOAPM XENNAC C.A, uum 3acsiguyto, Wwo:

a./ Ut cepito MOKCAHAUUH PO3YUH ANA IHOY3W 400mr/250mn 23J327 6yno BUroToBEHO, YNAKoBaHO Ta NPOTECTOBAHO
BignosiaHo Ao sumor GMP signosigHo Ao BuUmor GMP EC pna nikapcbKuxX 3acobis i [aKkwo B €C] signosigHo A0 BUMOr
peecTpauiiiHux matepianis Kpailu MpuUsHa4eHHA. JokymeHTalia wono npouecy sMpoBHWLTBA, NaKyBaHHA Ta TECTyBahHA
saseplieHa, nepesipeHa Ta 3atBepakeHa. Yci BiAXuNeHHA GyAn po3rAsAHYTI Ta cxsaneHi BiANOBIAHO A0 BCTAHOBNEHOI
NpoueaypY BiaXUNEHb, | OLHUX CYTTEBUX/KPUTUHHUX BIAXWIEHDb BUABNEHO HE 6yno. Cepia npoayKuUil BiANOBIAAE NOTOAXKEHUM
cneumdikauism i moxe 6yTv BUNyLleHa B IPoAaX

b./ Mig yac BupobHULTBa el napTii He 6yno BEANKUX/CYTTEBUX BiaXUNEHb

Cepin npoayKuii Bignosinae noropKeHil cneundikauii i moxe 6yTy BunylieHa B NPOAAXK

Dara 26/10/2023 MignucaHo:
MigroTosneHo: 3arsepKeHo:
/nidnuc/ /nidnuc/nevyamka/
€. Xpucoxy . MoHoriy
Biaain akocri YnosHosa)keHa ocoba

AHOAPM XEMNAC C.A

FOAQBHWI OOIC MICLLE BUPOBHULITBA: R&D LEHTP JIOTICTUNHUI LIEHTP:

Bys. Adalinc, 4 Ta By, 671 KM HaLiOHaNBHOT A0POIH Bys, Adaline, 4 1a Bys, 658 KM HALEOHATLHOT QOPOTd
Tpishiac, Kidicia, Adiru-amis, Tpiaimiac, Kipici, Adinn-Namin,

14564 Adinm, Tpeuin 32009 Cximarapi, Biotis, Mpewis 14564 Adinm, Tpeuia 32009 Cxmarapi, Bioria, [peuin
T+30 210 683 1632 T +30 22620 58391 T+30 210 683 1632 T +30 22620 41250
info@anfarm.com info@anfarm.com info@anfar.com info@anferm.cam

anfarm.com anfarm.com



dopma DP-D10-E01

» QQM Bepcin: 05
e CEPTU®IKAT AHANIZY
Npoaykr: MOKCUDNOKCALIMH PO3YUH AN1A IHOY3N Cepin No: 23J081
400mr/250mn
KOA Ne ANF.04.0462 | [ata BurorosneHHa: 10/2023
KA sepcia: 04 Lopnatkosa iHbopmauiia: -

[ara suaaHHa: 09.04.2022

CMELWUDIKALLIA
TECTU (srigHo DP-D27-0006-AFP-FO7 METOAU PE3YNbTATU
peg. 03, sig 07.02.2022)
Onuc fipo3opuit Po3UUH, BIbHWIA Big BULUMUX YACTUHOK, Y . o
CKAAHOMY Npo3opomy $AakoHi Tuny |l 3 pesnHoBo Bé??zig%ggjﬁ:ﬁ;ﬁ;? Bianosinae
npo6Koo 3 aNloMiHIEBUM KOBNa4YKoM 3 HAKNaAKo bnin-od )
MposopicTe . ) . €P 221 . .
Po3uuH Mae ByTu He Binbll KanamyTHIM, HiX eTanoH | DP-D27-0006-AFP-F07-3.2 Bignosinae
Konboposicrs 3eneHyBaTo-OBTUIA PO3UMH, HE BiNbll IHTEHCUBHIWMNA, HiXK €D 2.2.2 Rignosinae
po3uuH nopisHAHHA GY2 DP-D27-0006-AFP-FO7-3.3
ONTUHMHUEI KOHTPOADL Bes CTOpOHHIX 4acToK BizyaNbHUI KOHTPONb Bianosisac
(PTD) DP-D27-0006-AFP-F07-3.4
MexaHiuHi BKAlOUEHHA YacTUHOK 3 po3mipom 2 10 MKM - He Binble 25/mn €9 2.9.19 5
YacToK 3 po3mipom 2 25 MKM - He Ginble 3 8 MA DP-D27-0006-AFP-F07-3.5 0
OaHOpIAHICTL A030BaHUX Bignosifae €O (BBefeHHA LI, L2) €0 2.9.40 Blanosinae
oavHULb (Bapiauia macu) PiseHb LI: MpuiiHATHE 3HaueHHsa $ 15,0 DP—DZ7-OOO.6:AFP-FO7-3 6 AV=0.1
PiseHb L2: NpuitHaTHe 3Ha4yeHHA < 25,0 ) ’
pH €223
41-4.6 DP-D27-0006-AFP-F07-3.7 44
OcmonApHicTb €D 2.2.35
247-273 mOcmonb/Kr DP-D27-0006-AFP-FO7-3.8 257
FepmeTudHicTb GNakoHY FepmeTUUHMiA Nicns nepebyBaHHA NpoTArom 10 XBUAUH Npu BHYTpiWHIii meToq, Blanosiaae
160 mm pT.CT. DP-D27-0006-AFP-F07-3.9 )
06'em W0 BUTAraETbCA €9 29.17
He menwie 250mn DP-D27-0006-AFP-F07-3.10 252mn
laeHTUGiKauin 1. BHyTpiwnii metoa
1. YO merop 1. NosutueHa YO DP-D27-0006-AFP-F07-3.11.1 MNosutusHa
2. Merop, BEPX 2. MosutusHa BEPX 2. BEPX sHyTpillHbOrO MeToAyY MosutusHa
DP-D27-0006-AFP-F07-3.11.2
::::g:;;?:zr;::;;‘ 95,0% - 105,0% 8ia 3aABAEHOT KifIbKOCTI MOKCUGDNOKCALUHY DEE;ZXngB%m;;:j;g:gpiz 99,9%
CynposigHi AoMilLIKK €0 Jomiwka A: $0,2% ND*
€® Jomiwka B: £0,2% BaL*
€0 fomiwka C: £0,2% — ND*
€d omiwka E: £0,2% ’ ND*
Byab-fika OKpema Hesigoma aomiwka: < 0,2% 0,04%
Cyma gomiwoxk: < 0,7% 0,05%
CrepunbHicty CrepunbHUiA €® Crepu/ibHUA
2.6.1 DP-D27-0006-AFP-F07-3.16
BaKTepianbHi eHA0TOKCUHN He Ginbuwe 1,44 MO/mn Dp_D27_§§)zli.|:1:.Fo7-3.17 < 1,44 MO/mn

* BQL - Huseve KinokicHoi mexi / Below Quantifiable Limit
* ND - He suseneno / Not Detected

3atBepaKeHo v ] BiaxuneHo J
figrotoBaeHo: MIKXANIC NANATEOOOPY [aTta: 24.10.2023

KepisHuk BA /nignuc/
3aTBEepAKEHO: MAPINNEHA CTAMATIY [Nata: 24.10.2023

MeHegkep BA /nmanuc/

1/1

AHOAPM XESAAC CA
FONOBHUIA OBIC MICIE BUPOBHULITBA; R&D LEHTP NOTICTUMHUI LEHTP:
By, Auafiac, 4 va Bya, Tpiziniae, 61 ki raUjDRAABHOT Jopory By, Auafing, 4 ra fyn, Tpiziniac, 68-1t kW HALJOHAMLHOT HOpOrY
Kidicia, Adinn-Sanis, Ridicis, Afpivn-Aanin,

14564 Ading, Ipeyin 32009 Cximarapi, Bioris, 'penis 14564 Adinu, fpeuin
210683 1632 T 430 22620 58391 T+30 210 683 1832
Arm.com infa@antarm,com info@anfarm.com
anfarm.com anfarm.com

32008 Cximarapi, Bioria, [peuin
T+30 2262041250
infe@anferm.com
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CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

PRODUCT NAME : MOXANACIN

BULK PRODUCT NAME: MOXIFLOXACIN SOL. INF. 400mg/250mi

CODE OF BULK PRODUCT: ANF.04.0462

LOT OF BULK PRODUCT: 23J081

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/19478/01/01

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

Manufacture Date: 10/2023 Batch No : 23J327
Quantity : 3.234 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

SNENENENENENENENIENAN

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

, the undersigned D. Monogiou , Qualified Person of ANFARM HELLAS S.A. hereby certify that :

a./This batch MOXANACIN SOL.INF. 400mg/250ml 23j327 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 heen 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 ma nufacturing of this batch

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

,,;S/i"gnature;?

s

Date sele/ros3 .
Prepared By:

E. Chrysochou VB, Monogiou //
QA Dept ~Qualified Person
ANFARM HELLASS.AL
HEAD OFFICES:

MANUFACTLRING SITE: R&f CENTER:

dational Road 4 Achiatas Sie “vizining §
T30 Atheis, Greces A RIHTAN 4364 Athens, Gie
; (30K 1A32 madani, Viof, Circece T30 210 083 1632

LM T30 30600 3850 [COE DI RGO




Form DP-D10-E01

Product MOXIFLOXACIN SOLUTION FOR INFUSION

QC version: 04

Issued date: 09/042022

; 400rng/250ml
_ Code No ANF 04.0462

Additional info: -

Version: 05

CERTIFICATE OF ANALYSIS

Lot No.: 23J081

| Man. Date: 10/2023

99.9%

TESTS SPECIFICATIONS METHODS RESULTS |
(ace. to DP-D27-0006-AFP-FO7, :
EDITION 03, dated 07.02.2022)

Appearance Clear, frec from visible particles solution in clear Visual control

glass bottle type 1L, scaled with rubber stopper (P1T0) Complics

and an aluminium flip-off cap, DP-D27-0006-AFP-FOT-3.1
Clarins Not more opalescent than reference suspension | Ph, Fur.2.2.1 DP-D27-0006-AFP-F07-3.2 Complics
Color of solution Greenisl')-ye]]()}v solution, n'at maore intense than Ph. Eurr.'z.?.,?d Complies
veference solution GYa DP-D27-0006-AFP-F07-3.3
Oprieal control Without foreign bodies PTD) f)P—T"l;;;ilé)(b)L()),(]vljxlFP~F07—3.4 Complics
> i -
Particulate matter A Ph. Eur.2.9.19 DP-D27-0006-AFP-F(7-3.5 :
Uniformity of dosage Comply with Ph. Eur. (muoduung L1 L2) Complies
units (MV) L1 level: Acceptance value NMT 15.0 Ph. Fur2.9.40 DP-D27-0006-AFP-F07-3.6 AV _____ 0.1
1.2 tevel; Acceptance value NMT 25 .0
nH 4,1-4.6 Ph, Eur.2.2.3 DP-D27-0006-AFP-F07-3 7 4.4
Osmolalits 247-273 mOsmoliky Ph. [ur,2.2.35 DP-D27-0006-AFP-F(07-3.8 257
Tightness of bottles Tight after remaining for 10 minutes ut 100 {1 house method Complics
mmHy DP-D27-0006-AFP-F07-3.9 | o
Extractable volume NLT 250 ml Ph. Fur.2,9.17 DP-D27-0006-AFP-FO7-3.10 252 ml
1dentification {. UV in house method
1. UY ntethod 1. Positive UV DP-D27-0006-AFP-FO7-3.1 1.1 Positive
2. HPLC method 2. Positive HPLC 2. HPLC in house method Positive
DP-D27-0006-AFP-FO7-3.11.2

Assay (by HPLC) 95.0%-105.0% of the labelled amount of HPLC in house moethod

moxiflogacin DP-D27-0006-AFP-FO7-3.12
Related substances Ph. Eur. ND
and degradation Ph. Eur, [ BQL
product Ph. Eur. o HPLC in house method ND
Ph. Eur. Impurity I £0.2% o e e N/D
Ph. Eur. lm}purit; £: < 0.2% DPD27-0006-AFP-FOT-3.14 N/D
Any singhe unknown impurity: $0.2% 0.04%
Total impurities: € 0.7% 0.05%
Sterility test Sterile Ph. Eur, 2.6.1 DP-D27-0006-AFDP-F07-3.10 Sterile

Bacterial endotoxins
test

NMT 1.44 EU/mld

Ph. Eur. 2.6.14 DP-D27-0006-AFP-F07-3.17

< .44 EUMml

H /'.;/
U Approved W

| Rejected

Prepared by:
QC Supervisor

Approved by:
QC Manager

L

Date: 24/10/2023

Date: 24/10/2023
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ANFARM HELLAS S.A,

HEAD OFFICES:

4 Acheaias Str & Trizinias 8tr. Klﬁssx

14564 Athens, Graede
T 430 210 683 1632
o vanfarm.com
£om

MANUFACTURING S

15t km National ;ﬁp&
»“ e ’M‘ 0, in’,:

R&D CENTER:
4 Achatas Str. & Trizinfas $tr, ¥6fssia,
14564 Athens, Gresce
T30 210 683 1632
info sanfarm.com,

LOGISTICS CENTER:
Athens -Lamia,

T30 22650 41250
info danfarmeom

H8th km National Road

32009, SchimatariViotia, Greece



