AEPAKABHA CJYKBA 3 TIKAPCbKUX 3ACObIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KUEBI

ByJs1. Bepesusikisebka, 29, Kuis, 02098, res. (044) 295-26-85 vea. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua. Koa CZIPIIOY 37079055

BUCHOBOK
NMpo AKICTH BBE3eHOr0 B YKpainy JiKapchLKoro 3acoby

03.07.2023 Ne 33673/23/26

MOKCAHALIMH

(HaifiMery BakHs JHKApCLKOIo 3acoby 3rijno 3 peceTpautifnm NOCBUAMCHHAM)
pozunn aas indysiii, 400 mr/250 ma; mo 250 ma (400 mr) y garaxoeni; 1 daakon B navui

((ropma srnyCKy, A03yBaHBS. BHA NAKYBANNS JTKaPCLKOro 3aco0y)
Homep peectpauifioro nocsinuenns UA/19478/01/01 crpok aii pecerpauiiitoro nocsinuenns (19.06.2027
Cepis hikapeskoro 3acoSy Ne 23E294 KinbkicTs BBe3eHOro aikapehkoro sacoby 3099

Bupobunk AHDAPM XEJUIAC C.A. ['petist

(aisenyBanis sHpodIEKA AKIPCLROIO Jacoby. Kpaina Haxoukens)

Baesero B Y kpainy TOBAPUCTBO 3 OBMEXKEHOIO BUITTOBIIAJBHICTIO
"BYCT OAPMAY, inenr. wou: 44107410

(nadiseny Bans ta ko/ sa C/APHOY opsaniiod acodis ado npissuiie. i's. no Garuconi disienii
0CO0H - NiANPHCMIGL 1T MiCHe UPoXHBAHIE Ta PECCTPpaNifnuh noMmep OBATKOBOT KAPTRY HAXTHHKS
goaarkin abo cepis Ta HOMEP nacnopTa)

Mporokoa Bisyansnuoroe kowrposio pin 03.07.2023 X 1854/1.

38 pesy/bTATAMU  JIEPIKABHOTO  KOWTPOIO  BCTAHOBACHO, MO  nikapchkui  3acié  sseseno 8 Ypainy 3
AOTPHMAHH A M, BUMOL 3aKOHOIABCTBA WO10 3abesrietenis AKOCTI NIKAPCHARX 3ac00iR.
<ot

Muxkona XOJIOJJEHKO

(nizene) Ciaiacs Ta npissrng)

i

¥
S IKPATAA
W, p
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.
ODOKYMEHT
DP-D10-EQ01-A
GNEARM HELLAS B:A BugauHa: 06 3amiHtoe: 05
Data supaui: 10.09.2018 CropiHKa. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUMYCK rOTOBOI MPOAYKLII

HA3BA MPOAYKTY: MOKCAHALMH

HA3BA MPOLYKTY BULK: MOKCU®/TOKCALIMH PO3YUH A9 IHDY3M 400mr/250mn
RO NPOAYKTY BULK: ANF.04.0462

CEPIA MPOAYKTY BULK: 23E082

ONA PUHKY : YKPATHA

HOMEP PEECTPALIMHOIMO NOCBIAYEHHS: UA/19478/01/01

®apmak. flikapcbka dopma/Cuna aii: Posumn ana iHbysin / 400mr/250mn

Po3mip ynakosku: ynakoska x1 ¢pnakoH x 250 ma

[Jata BurotosneHHa: 05/2023 Homep cepii: 23E294
KinbKictb :3.099 ynak TepmiH npuaatHocTi : 05/2028
PO34YUHHUK: - BMpobHULTBO, NakyBaHHA Ta KOHTPONb AKocTi : AHDAPM XENINAC C.A

Koa posumnHHmka: — Appeca: 61-i km HaujoHanbHoi goporu Adinu-Namia, CximaTtapi BioTia

Homep cepii pO3‘-IMH.HMKaZ - 32009, MPELLIA

TEPMIH TRMARTHOET! HO3MMARHMNE: - Homep niueHsii Ha BUpobHULTBO: 0000000011/23/1
KOHTPOJNIbHNWN CMUCOK

NOKYMEHT 3AMNCY CEPIT~ MPOLIEC BUPOBHULITBA

B MPOLLECI BUMPOBYBAHHSA

OOKYMEHT 3ANUCY NAKYBAHHA — NMPOLIEC MAKYBAHHSA

KOHTPO/b YITAKOBKU

MPOEKTUBHICTb BUPOBHUYOIO MPOLIECY

AOKYMEHTU MIKPOBIONIOTIYHWX TA (ABO) BIONOTYHMX AOCAIAMKEHD

OOKYMEHTUM NMPO KOHTPONb AKOCTI

CEPTU®DIKAT AHANIZY

KIHLEEBMIM NPOAYKT BIANOBIAAE NILIEH3IT HA PEECTPALYIIO

M14 YAC BUTOTOB/IEHHA LIIET NAPTITHE BY/10 OCOB/IMBUX/3HAYHMX BILXI/IB

AN ANENENENENENENEN

A, Huxkuenignucanuin [. MoHoriy , YnosHosaxeHa Ocoba AHOAPM XE/NIAC C.A, umm 3acsigyyto, Uio:

a./ Lo cepito MOKCAHALMH PO3YUH ANA IHDY3 400mr/250mn 23E294 6yn0 BUrOTOBAEHO, YNAaKoBaHo Ta NpOTECTOBAHO
BianosiaHo ao sumor GMP BignosigHo fo sumor GMP EC ans Nikapcbkux 3acobis i [AKwWwo 8 €C] signosioHo A0 BUMOr
peecTpauiiiiux matepianis KpaiHW NpusHadeHHs. [oKyMmeHTalis o0 npouecy BMPOOHWUTBA, NaKyBaHHA Ta TeCTyBaHHA
3aBeplieHa, nepesipeHa Ta 3aTBepAXeHa. Yci BiAXUAEHHA OynM pO3rAaHYTI Ta cxsanei BiANOBIAHO A0 BCTaHOBAEHOI
npoueaypu BiXUNEHD, | HKOAHWX CYTTEBUX/KPUTUYHMX BiAXWUAEHb BUABNEHO He BYO. Cepisa npoayKuUii BioNoBigae NnorogseHm
cneuyundikauiam i moxke 6yTH BUMNyLLEHa B NPOAAXK

b./ Nig yac BupobHULTBA L€l napTii He Y210 BEWKUX/CYTTEBUX BigxUaeHb

Cepisa npoayKuji Bignosiaae noroaskeHiii cneundikauii i morke 6yTn BUNyLWEeHa B npogark

Oarta 07/06/2023 MignucaHo:
Migrotosnexo: 3aTBEpAKEHO:
/nidonuc/ /nidnuc/nevamea/
€. Xpucoxy . MoHoriy
Biaain akocTi YnosHoBaxeHa ocoba

AHGAPM XENNAC C.A

FOROBHUN OPIC MHCLLE BUPOBHULITBA: R&D LIEHTR AOTCTHYMHAR UEHTR:
Byn. Auaiise, 4 1a Bya, 61 KM HALTOHAALHOT 4OPOTY Byn. Avatiae, 4 ta Bya, G8-8 K HAOHAALHO! AOPOIH
Tpiziuiac, Kigicia, Adpiria-f ¢, Kidy Adlin-flamia,

14564 Adsiny, Tpeuis 32009 Cxiraarapl, Biotis, Meuis 564 Adiru, Meuin

3 ximarapl, Bioria, Mpeuis
T+30 210 683 1632 T +30 22620 58391 T+30 210 683 1632 T+30 2262041250
info@anfarm.com info@anfarm.com info@anfarm.com info@anferm.com

anfarm.com anfarm.com
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®bopma DP-D10-E01

Bepcis: 05

CEPTUDIKAT AHANI3Y

Npopykt: MOKCU®IOKCALIMH PO3YMH AN1A IHOY3W  Cepin Ne: 23E082
400mr/250mn
CNELMDIKALLIA
TECTU (srigHo DP-D27-0006-AFP-F0O7 METOAUN PE3VJIbTATU
pea. 03, 8ig 07.02.2022)
Onuc Y i i Bi
Mosnspomn st s | i 70) | g
L e i Ny T 3 pesurioBoio DP-D27-0006-AFP-F07-3.1 IAnoBIA
NpoBKoK 3 aNtOMIHIEBUM KOBNAYKOM 3 Haknaakoto dain-od
Mposopictb P 6 6i . ) | €d 221 T
034UH Mae byTU He BiNbLL KaAMYTHIM, HIX eTaNoH DP-D27-0006-AFP-F07-3.2 AN0BIA,
Konboposictb 3eNeHyBaTo-KOBTUM PO3UUH, He BiNbLl IHTEHCUBHILLUNA, HiX € 2.2.2 T —
PO3YUH NopiBHAHHA GY1 DP-D27-0006-AFP-F07-3.3 ANGEIA
ONTUYHMUIA KOHTPONb
bBes cTopoHHiX YacTok RICRalTaE A B AL Bianosinae
P (PTD) DP-D27-0006-AFP-F07-3.4 | —F"O%'A
MexaHiuHi BKNlOUEHHA YacTUHOK 3 PO3Mipom 2 10 MKM - He Binblue 25/ma €$2.9.19 1
YacTok 3 po3mipom = 25 MKM - He binblue 3 B M DP-D27-0006-AFP-F07-3.5 0
OAHOpiAHICTb A030BAHUX Bignosigae EP (BBeaeHHa LI, L2) , .
S . . ! €d 2.9.40 Bianosiaae
oAuHUUD (BapiaLlisa macu : <
A ub (Bapiay ) P}IBEHb LI I'IpmleﬂTHe 3HavyeHHa < 15,0 DP-D27-0006-AFP-FO7-3.6 AV=0,2
PigeHb L2: MpuitHATHe 3Ha4YeHHa < 25,0
pH €223
- 4
4,1-4.6 DP-D27-0006-AFP-F07-3.7 3
OcmonapHicTb €D 2:2:35
247-273 MOCMONb/KF DP-D7-0006-AFP-FO7-3.8 257
FepmeTuyHicTb prakoHy repMéquHMﬁ nicna nepebysaHHa npoTArom 10 XBUAMH NpU BHYTpiWHi meTon, ——
160 mm pr.cT. DP-D27-0006-AFP-F07-3.9 ARDRI
06'em LWLO BUTAra€ETbCA €b2.9.17
tle el 250RD DP-D27-0006-AFP-F07-3.10 2221
laenTudikayia 1. BHYTPIWHI% meToa,
1. Y& metop 1. NosuTueHa Yo DP-D27-0006-AFP-F07-3.11.1 NosutueHa
2. Merop BEPX 2. MosuTtuBHa BEPX 2. BEPX BHYTpilLHbOrO meToay No3uTuBHa
DP-D27-0006-AFP-F07-3.11.2
KinbkicHe BU3HaueHHs . 5 BEPX BHyTpilWHii meToA,
- 101,29
(3a gonomoroto BEPX) 95,0% - 105,0% DP-D27-0006-AFP-F07-3.12 e
CynposigHi AOMilLKK €P Nomiwka A: £0,2% ND*
€ Jomiwka B: £0,2% BQL*
€® fomiwka C: £0,2% A ND*
! BEPX
& Rasitasa Iy & B8 DP-Dz7Bg(§BZIU/J\::>M-F%§TgAl4 ND*
€D Nlomiwka E: <0,2% ' ND*
Byab-aKa okpema Hesifoma fomiwka: £ 0,2% 0,05%
Cyma pomiwwok: < 0,7% 0,09%
CrepuUNbHICTb c . €EP c N
ERHARSEN 2.6.1 DP-D27-0006-AFP-F07-3.16 | P /1PH
BakTepianbHi EHAOTOKCUHU
P! A He 6inbwe 1,44 MO/mn = aldd < 1,44 MO/mn

DP-D27-0006-AFP-F07-3.17

* BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
* ND - He suaeneHo / Not Detected

3atBepaeHo v

' BigxuneHo

MigrotoBneHo:
KepisHuK BA

3aTBeparKeHo:
MeHenxkep BA

AHGAPM KEANAC LA

FOAORHAN OGIC
Bya. Auatiac, 4 va Bya. Tpiaiiac,
Ki

14 Addinm, peyia
T+30 210 683 1632
info@anfarm.com
anfarm.com

MIKANIC NANATEOAOPY
/ngnuc/

MAPIJIEHA CTAMATIY
/anuc/

MICHE BUPOEHALITEA:
61 K
Adir-fianis,
32009 x] e 3 s
T+30 22620 58391 T+30 210 683 1632
info@anfarm.com

s AOPTI

info@anfarm.com
anfarm.com

va. Tpisiniac, 68-4 1

[Oata: 25.05.2023

[Oata: 25.05.2023

AOVICTULHUA LEHTE:
HOT gopori

ioria, (pegig
520 41250
info@anferm.com
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CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

BU
Co

FO

PRODUCT NAME : MOXANACIN

LK PRODUCT NAME: MOXIFLOXACIN SOL. INF. 400mg/250m!
DE OF BULK PRODUCT: ANF.04.0462

LOT OF BULK PRODUCT: 23E082

R 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)

g WETET—

“l the undersrgned D. Monogiou, ‘Qualified Person of ANFARM HELLAS S.A. hereby certify that :

a./This batch MOXANACIN SOL.INF. 400mg/250ml 23E294 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 releaaecf fcir sale

Da

te Ot leop (J\CZ?

Prepared By:

X
E. Chrysochou
QA Dept

ANMFARN HELLASSA,

HEAD OF
4 A

infisiraslaom von
sofarteg o

MEANUFAL %2%5.‘1& SITE:

3 Ste Kifissia 68ih fon N
Athens -La
32009, sdnm wat Viotia,

Manufacture Date: 05/2023 | Batch No : 23E294
Quantity  :3.099BT | Exp.Date : 05/2028 o
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
B e i aniea . | Authorization number : 0000000011/23/1
- ‘ CHECKING _LIST - S B
|| BATCH RECORD DOCUMENT - MANUFACTURING PROCESS
v | INPROCESS TESTS
Y| PACKAGING RECORD DOCUMENT - PACKAGING PROCESS -
Y| PACKAGING CONTROL -
Y| YIELD OF THE PRODUCTION PROCESS ‘
¥ | DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS
7| DOCUMENTS OF THE QUALTY CONTROLTESTS —
/| CERTIFICATE OF ANALYSIS - i
| FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE
Y| THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH




Form ppP-D10-E01

RM |

Product: MOXIFLOXACIN SOLUTION FOR INFUSION
400mg/250m!

N Version: 08

_ CERTIFICATE OF ANALYSIS

Lot No.: 23E082

Code No: ANF 04,0462

| Man. Date: 062023

06 version: 04 Additional info) -

Issued date: 09/04/2022 §
TESTS SPECIFICATIONS METHODS RESULTS
{acc. {o DP-D27-0006-AFP-FO7,
EDITION 03, dated 07.02.2022)
Appesrance Clear, free from visible particles solution in clear Visual control
glass boutle type 1, seatod with rubber stapper {PrDy Complies
and un alumdntum ie-off can, DPD2 7 O0UB-ATPFE73
Clavity Not more opalescent than relerence suspension | Ph Bur2,2.1 DP-D27-0006-AFP-FO7-3.2 Complies
. . Greenisl-yellow solution, ot morwe infense than Ph, Bun2.2.2 .
e ! reforence solution Y1 D2 7-CO06-AFP-FD7.3.3 Coapliae
REPSCS SHonCiy batins PTDy i}*i*w;}jj;;f{%};}gzij:if P34 Coraphies
Rty sttty Ph. Eur.2.9.19 DP-D27-0006-AFP-F07-3.5 ;
Uniformity of dosage Comply with Ph, Eup, (otroducing L1, L2y ‘ - Complies
wnits (V) LY level Acceptance value NMT 188 Pin Bur 2,940 DE-DR2T.0OB06-AFP-FO7-3.6 M G "
L2 level: Aceeptance value NMT 240 ’ -
pH 4. 1-4.5 Pl Bur.2.2.3 DP-D27-0006-AFP-FO7.3.7 4.3
Osmolalic 247273 mOsmolke Ph, Fur 2 2358 DP-DR27-0000-AFPF07-3.8 257
Tightuess of betiles Tight after remaining for 1 aviones at 160 fn house method ' Ciplies
minlis DP-DE-O006-AFP-FO7-3.9 i
Extractable volume NUT 250 mi Ph, Bur2.9.17 DP-D27.0006-AFPF7-3,10 252 mi
fdentifieation LUV in house method
1. UV method 1. Positive UV GO L0006 AFPFOTA L Positive
2 HPLC method 2. Positive HPLC 20 HPLO m house mgthod Positive
DPD27-006-APPFO7.3.11 2
Assay (hy HPLO) 93, 0%-105.0% of the Inbelled amount of HPLC i house method 161.2%
moxifloacin DP-D27-0006-AFP-107-3.12 -
Related substances Pl Bue, bapurity A4 0.2% ND
aud degradation Ph. Bur Impurity B 3% BOL
e ﬁ;; fv:; ;:Y:gj;:f‘f ::) — HFLO oy house method ;\jg
Ph. Eur. Impurity B < 0.2 DP-D27-0006-AFP-FO7.3.14 o
Any single unknown impurity: < 0.2% 8,05%
Total fmpuritics; <1.7% §.09%,
Sterility test Srerile Ph, Bur. 26,3 DP-D27-Q006-AFP-FIT-3, 16 Sterile
Bacterial endotoxing NMT .44 Blmi Ph Bur, 2604 DP-D27O006-AFP-FO7-3.17 < 1.44 EU
st . L md
| Approved , Rejected
v 43 ¢

Prepared by
QU Supervisor

Date: 25/08/2023

Approved by gl Date: 2543572023
QC Manager
ANFARM HITLAS S A,
Hfﬂf) DFFILES FAANUFATTURING Y18 RED CENTER: OMGISTICS CENTER:
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