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ANFARM
e
DOKYMEHT
DP-D10-E01-A
ANEASM.HELLASS.A Bupaauua: 06 3amiHioe: 05
Aarta engaui: 10.09.2018 CropiHKa. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUNYCK rOTOBOI NPOAYKUIT

HA3BA NPOOYKTY: MOKCAHALIMH

HA3BA NPOOYKTY BULK: MOKCUPNOKCALWMH PO34YKMH ONA IHDY3IA 400mr/250mn
KO4 NPOAYKTY BULK: ANF.04.0662

CEPIA NPOAYKTY BULK: 25G238

[JNA PUHKY : YKPAIHA

HOMEP PEECTPALIIMHOIO NOCBIAYEHHA: UA/19478/01/01

dapmak. nikapcbka popma/Cuna aji: PO3YUH ANA IHGY3IA / 400mr/250mn

Po3mip ynakosku: ynakoska x1 (dnakoH x 250 mn)

[Oata surotosnexus: 07/2025 Homep cepii: 25H048

KinbKictb : 2963 ynak TepmiH npuagaTHocTi : 07/2030

PO3YMHHMUK: - BupobHMLTBO, NakyBaHHA Ta KOHTpoAbL AkocTi : AHGAPM XEJINIAC C.A
Koa po3unHHMKa: — Agpeca: 61-i Km HauioHansHoi goporun AdiHu-Namin, CximaTapi BioTia
Home‘p cepii PO3YMHHMKA: - 32009, MPELLIA

RIS TIPHETH DGR POSHIHHRHES Homep niueHsii Ha BupobHUUTBO: 0000000011/23/2

KOHTPOJIbHWUM CNUCOK
JOKYMEHT 3ANKUCY CEPIT— NPOLEC BUPOBHWULITBA
B MPOLLECI BUNMPOBYBAHHA
JOOKYMEHT 3ANUCY NAKYBAHHA — NPOLEC NAKYBAHHA
KOHTPO/1b YNAKOBKH
MPOEKTUBHICTb BUPOBHMYOIO MPOLIECY
JOOKYMEHTU MIKPOBIONOTNYHUX TA (ABO) BIONIOTIYHUX JOCNIOXEHD
JOKYMEHTWU NPO KOHTPO/1b AKOCTI
CEPTU®DIKAT AHANIZY
KIHLIEBMI NPOAYKT BIANOBIAAE NILEH3IT HA PEECTPALYIIO
MNi4 YAC BUTOTOB/IEHHA LIET NAPTIT HE BY/10 OCOB/IMBUX/3HAYHWMX BIAXI4IB

ANENRARNESENENRNRNEN

fl, Hudenignmucanuid M. Netponynoc, YnosHosaxeHa Ocoba AHPAPM XENNAC C.A, uum 3acsiguyto, Wwo:

a./ Lo cepito MOKCAHALIMH PO34YKUH ANA IHOY3IIA 400mr/250mn 25H048 6yno BMroTOBNEHO, YNAaKOBaHO Ta NPOTECTOBAHO
gignoeigHo go eumor GMP signosigHo go sumor GMP EC ana nikapcokux 3acobis i [akwo s €C] signosigHo go Bumor
PEECTPAUiAHUX MaTepianiB KpaiHM npu3HadveHHA. [JOKymeHTauis woao npouecy BMpoOHMLTBA, NaKkyBaHHA Ta TECTYBaHHA
3ageplweHa, nepesipeHa Ta 3ateepaeHa. Yci BigxuneHHA 6ynn po3rnAHyTi Ta cXBaneHi BiANOBIAHO A0 BCTAHOBAEHOI
npoueaypu BiaxuneHs, i MOAHUX CYTTEBUX/KPUTUUHMX BigXUneHb BUABNEHO He Byno. Cepia npoayKuii Bignoeigae norogxeHnm
cneuudikauiam i moxe ByTH BUNYLWEHa B NPOAaX

b./ Nia yac sMpobHULTBA LiEl NapTii He 6YN0 BEAUKWX/CYTTEBUX BiaXMAEHb

Cepin npoayKuii Bignosigae norogxeHii cneuyndikauii i moxxe 6yt BUNyLeHa B Npoaax

Dara 02/09/2025 Nignucaxo:
NigrotosneHo: 3aTeepaeHo:
/nidnuc/nevamea/

M. NeTponynoc
YnoeHoBameHa ocoba

AH®APM XENNAC C.A

FONOBHUA ODIC MICLIE BUPOEHMULTBA: R&D LIEHTP NOTICTU4HWA LLEHTP:

Bya. Avaidac, 4 Ta Byn. Tpisiuiac, 61 KM HauioHanbHOT AOpPOrU Byn. Avaidac, 4 Ta Byn. TpisiHiac, 68-i KM HaujoHaneHOT goporu
Kigicia, 14564 Adinw, Mpeuina Aditm-Namin, Kigicia, 14564 Adinw, Mpeuin Adinn-Namis,

T+30 210 683 1632 32009 CximaTapi, Biotia, Mpeuia T+30 210 683 1632 32009 CximaTapi, BioTia, Mpeujn

info@anfarm.com
anfarm.com T+30 22620 58391 info@anfarm.com T +30 22620 41250

ODE - a valid license will remove this message. See

eywaords property of this PDF for mare infarmation.



dopma DP-D10-E01

Bepcia: 06
CEPTU®IKAT AHANI3Y
Npoaykt: MOKCUDNOKCALIMH PO3YUH ANA IHOY3IA  Cepin Ne: 256238
400mr/250mn
KO Ne ANF.04.0662 | [Nata surotoeneHua: 07/2025
KA sepcia: 05 JopatkoBa iHdbopmauin: -
[Oara supaHHa: 16.01.2024
CNEUMDIKALIA
TECTHU (3rigHo DP-D27-0006-AFP-FO7 METOAM PE3YNbLTATH
pea. 03, sig 07.02.2022)
Onuc I'{I:iz::zl;ﬁ PO34MH, BiNbHKIA BI,EI,. Bu,qmnnx YaCcTHHOK, ¥ BisyanbHMH KoHYROMS (FTD) i ‘
Y npqappomy dnakoHi TMny Il 3 peauHoaop DP-D27-0006-AFP-F07-3.1 ianosigae
nNpobKoo 3 aNOMIHIEBUM KOBNAYKOM 3 Haknagkow dnin-op
Dpesopicts Po3unH mae 6yTH He Binblu KanamyTHIM, HiK eTanoH | phad Bianosigae
W ki DP-D27-0006-AFP-F07-3.2 AORA
Konsoposicte 3eN1eHyBaTO-MOBTHIA PO3UMH, He BiNbll iIHTEHCUBHILLKMIA, HIXK €d222 T
PO3UMH NOPIBHAKHHSA GY2 DP-D27-0006-AFP-FO7-3.3 Anosiaa
ONTUYHUIA KOHTPONB B R GR BizyaNbHWIA KOHTPONL Blarioslage
i (PTD) DP-D27-0006-AFP-F07-3.4 | - PMoSiA2
MexaHi4Hi BKNIOYEHHA YacTMHOK 3 poamipom 2 10 MKM - He Binble 25/mn €9 2.9.19 10
YacToK 3 po3mipom = 25 MKM - He BinbLue 3 B Mn DP-D27-0006-AFP-FO7-3.5 1
pnten pane Wil co 204 suposia
OANHKLE (Baplaly ; S eng ’ DP-D27-0006-AFP-F07-3.6 AV=0,1
PiseHb L2: NpUHHATHE 3Ha4YeHHA < 25,0
pH €p223
4,146 DP-D27-0006-AFP-F07-3.7 Al
OcmonapHicts E® 2.2.35
247-273 mOcmonb/Kr DP-D27-O006-AFP-F07-3.8 257
FepmeTHuHicTL pnakoHy FepmeTuyHMi nicnAa nepebysaHHA NpoTArom 10 XBUAKH NpU BHyTpiWwHIi meToa BiioRae
160 mm pr.cT. DP-D27-0006-AFP-F07-3.9 e
06'eM LD BUTATAETHCA €v29.17
HeMenue 20 DP-D27-0006-AFP-F07-3.10 223
laeHTudikauia 1. BHyTpiWwHii metog,
1. Y& meton 1. MNosutHeHa YP DP-D27-0006-AFP-F07-3.11.1 MosutKeHa
2. Metop, BEPX 2. No3utueHa BEPX 2. BEPX BHyTpilWwHbOro metoay MNosuTneHa
DP-D27-0006-AFP-F07-3.11.2
KinbKicHe BU3Ha4YeHHA g o k BEPX BHyTpiwHii meTog
(sa gonomoroto BEPX) 95,0% - 105,0% Big, 3aABNEHOT KiNBKOCTI MOKCUBNOKCALMHY DP-D27-0006-AFP-F07-3.12 100,7%
CynpoBigHi AOMIlLKK €D Nomiwka A: £0,2% ND*
Ed fomiwka B: £0,2% BDL*
€ Oomiwka C: <0,2% —— BDL*
€0 doiuna 0. <025
€® Nomiwka E: 0,2% ’ ND*
Byab-AKa oKpema Hesinoma gomiwka: £0,2% 0,05%
Cyma gomiwok: < 0,7% 0,11%
Coapunbics CTepunbHUiA g CrepunbHUiA
i 2.6.1 DP-D27-0006-AFP-F07-3.16 P
BakrepianbHi eHAOTOKCUHU , €d 2.6.14
He Binbwe 1,44 MO/mn DP-D27-0006-AFP-F07-3.17 < 1,44 MO/mn
* BQL - Huxcue kinekicHoi mexci / Below Quantifiable Limit
* ND - He sunaneHo / Not Detected
3atBepameHo v’ BigxuneHo
MNigrotosneHo: AHHHA NAPACKEBONYNY Darta: 31.07.2025
KepisHuk BA J/mannc/
3aTeepaeHo: AHHHA NAPACKEBONYNY Dara: 31.07.2025
MeHegkep BA Jmanunc/
1/1
AH®APM XENNAC C.A
TrONIOBHUIA O®IC MICLIE BAPOEHMLITBA: R&D LIEHTP JOTICTUYHUIA LIEHTP:
Byn. Auaiinc, 4 ta Bya. Tpisiniac, Kidicia, 61 KM HaLiOHANEHOT 4Opork Byn. Auaiinc, 4 Ta Byn. Tpisiniac, Kidicin, 68-# KM HaLioHaNLHOIT goporu
14564 Adinw, Mpeuin Adivn-Namin, 14564 Adinw, Mpeyis Adivm-Namin,
T+30 210 683 1632 32009 CximaTtapi, Biotia, peuin T+30 210 683 1632 32009 Cximarapi, BioTia, Mpeuin
info@anfarm.com T +30 22620 58391 info@anfarm.com T +30 22620 41250
anfarm.com info@anfarm.com info@anferm.com

TRIAL MCDE - a valid license will remave this message. S eywaords property of this PDF for mare infarmation.




DOCUMENT
ANFARM HELLAS S.A DP-D10-E01-A
Edition: 06 Replaces: 05
Issue Date : 10/09/2018 Page.1 From 1

CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

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

CODE OF BULK PRODUCT: ANF.04.0662
LOT OF BULK PRODUCT: 25G238
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: 07/2025 Batch No : 25H048
| Quantity ~ : 2.963 BT | Exp.Date : 07/2030
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
v | BATCH RECORD DOCUMENT - MANUFACTURING PROCESS
v | IN PROCESS TESTS
¥ | PACKAGING RECORD DOCUMENT - PACKAGING PROCESS
v | PACKAGING CONTROL
¥" | YIELD OF THE PRODUCTION PROCESS
¥ | DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS
" v | DOCUMENTS OF THE QUALITY CONTROL TESTS
v" | CERTIFICATE OF ANALYSIS o
¥ | FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE |l
r/ THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH

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

Date __0g/q/5055 . Sig
Prepared By:

I, the undersigned M. Petropoulos, Qualified Person of ANFARM HELLAS S.A. hereby certify that :
a./This batch MOXANACIN SOL.INF. 400mg/250ml 25H048 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

ANFARM HELLAS S.A.

HEAD OFFICES: MANUFACTURING S1TL: R&D CENTER:

TRIAL MCDE - a valid lic

LOGISTICS CENTER:

infoldanfarm com

the k of this POF for mare information.

ill remove this mess:




JIEPKABHA CJYKEBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
npo sKicTh BBE3eHOro B YKpainy jJikapebkoro 3acoly

17.03.2026 Ne 13623/26/26

MOKCAHAIIVMH

(HaiMeyBaHs likapcekoro 3acofy 3riHO 3 peecTpauiiHiM NOCBIMMCHHAM)

po3uun 1A indysii, 400 mr/250 ma mo 250 ma (400 mr) y dnakoni; 1 ¢piakoH B mauni
(popma BUNYCKY, N03YBAHHA, BUI MaKyBaHHs Nikapckkoro 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/19478/01/01 crpok aii peectpauitinoro nocsiauenns 09.06.2027

Cepis nikapcebkoro sacoby Ne 25H048 KinbkicTh BBE3eHOrO nikapcbkoro 3aco6y 840
BupobHuk AHDAPM XEJIJIAC C.A, I'peuis
(nadMeHy BaHis BAPOGHMKA J1iKAPCLKOTO 3acofy. KpaiHa MnoxXomaKeHns)
Beeseno B Vkpaity Toeapucrpo 3 odmexkenoro BianopigaasuicTio "BYCT ®APMA",
inent. koa: 44107410

{nafimenysanns Ta koa 3a €IPI10Y 1opuanunol ocodu abo npizsuule, iM's, no HaTbkoBi
(hisnunoi ocobu - ninnpuemus, iT Miclle NpoXHBaHHA Ta peecTpalifHuil Homep obnikoroi
KapTKU NAaTHHKA noaartkis abo cepis Ta HoMep nacnopra)

lMporokoa sisyansHoro kontposio sin 17.03.2026 Ne 1273/01.10-26/6.

3a pesyabTaTamMu  1epkaBHOrO KOHTPONK BCTAHOBIGHO, WO Jikapchkuil 3aci6 BeeseHo B Vkpainy 3

AOTPHMAHHSAM BuMOr 3akoHOAaBCTBA L1040 3abe3neueHns AKoCTI Nigdpcbkux 3acobis.

Mmukona XOJIOJEHKO

(nianwc) (iniuianu Ta npissuie)

TRIAL MODE - a valid license will remove this



JIEPYKABHA CJYIKBA 3 JIIKAPChbKUX SACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI
npos. Haail Critmunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Koa €1PTIOY 37079055

BUCHOBOK
PO SIKICTL BBE3CHOr0 B YKpainy JiKapchbKoro 3aco0y

07.10.2025 Ne 500630/25/26

MOKCAHALIMH

(HARMCHY BRI AKAPCHKOro 3acoBy 3riAi0 3 pecerpauiiiiny nociaucuism)
posensn juist indysiii, 400 mr/250 s, 1o 250 s (400 M) y (paaxoni; 1 daarkon B naxw

(HopMa BIIIYCKRY, A03YBALIIS, AU NAKYBAHHS DTKAPCHKOrO 3acoly)
Homep pecerpattifinoro noceinenna UAZ19478/01/01 crpok aii peectpatiitnoro nocsiteuns 09.06.2027
Cepis sikaperroro sacoly Ne 25H049 KinnKicTn BRE3CHOTO ikapeskoro sacody 3098

BupoGinix AMDAPM XEJJAC C.A, I'peuis

(nadisenysanizs nupoGinka sikapcukoro 3acoly, KPaila HoX0AKCH )

Bueseito s Vipaiiny TOBAPUCTBO 3 OBMEKEHOIO BIATOBLIAJILHICTIO
"BYCT DAPMA", incur, won: 44107410

(naiinciysania Ta ko aa CAPTTIOY wopranniot ocobu ado upismuue, is'u, no Garvkosi dizuunof
0ot - RLANPHCMUS, 1T Micke npoacianiy Ta peectpauiiinui Hosep 0OAIKOROT KAPTKN NIATHIKA
HHOAATRIB al0 cepis Ta HoMep nacnopta)

Mporokoa sizyadmioro kenrpasso sin 07,.10.2025 M 3760/01.10-25/4.

30 peIyALTATAMD  ICPIKABIOFO  KOHTPOJIO  BCTANOBACHO, 110 JiKapghKuil  3acil  mseaeno  ®  Yrpaiuy 3
7

JOTPHMANHAM 81001 3aK0HOIABCTEA WOAD 3a0edneucHis HKOCTI

P
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Kapehkix 3acobis.
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Mukosa XOJOJIEHKO
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AOKYMEHT
DP-D10-E0Q1-A
ANFARMHELLASIS A BugaHHAa: 06 3amiutoe: 05
Aara sugavi: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIAMOBIAHOCTI TA BUMYCK rOTOBOI NPOAYKLYT

HA3BA NPOAYKTY: MOKCAHALIUH

HA3BA MMPOAYKTY BULK: MOKCUDNOKCALMH PO3UUH AN IHOY3IA 400mr/250mn
KO NPOAYKTY BULK: ANF.04.0662

CEPIA NPOAYKTY BULK: 25G239

ONA PUHKY : YKPATHA

HOMEP PEECTPALIIMHOIO NOCBIAYEHHSA: UA/19478/01/01

®dapmak. nikapcora dpopma/Cuna gji: PO3YUH ANA IHOY3INA / 400mr/250mn

Po3mip ynakoBku: ynakoska x1 (daakoH x 250 mn)

[ata suroToseHHa: 07/2025 Homep cepii: 25H049

KinbkicTe : 3098 ynak Tepmin npugatHocti : 07/2030

Po3uuHHuK: - BMPOBHULTBO, NakyBaHHA Ta KOHTPOAL AKocTi : AHOAPM XEINAC C.A
Ko posunHHUKa: ~ Agnpeca: 61-4 km HayionanbHoi goporv AdiHu-flamis, Cximatapi BioTin
HOMeIp cepi‘l‘poaum-l.HMKa: - 32009, MPELLISA

Tepmin npHaBTHRCH PEEIHHNEET- Homep niyeHsii Ha BUpo6HMLTEOo: 0000000011/23/2

KOHTPObHWUW CIUCOK
DOKYMEHT 3ANUCY CEPIT— NPOLEC BUPOGHULITBA
B MPOLIECI BUMPOBYBAHHA
AOKYMEHT 3AMUCY NAKYBAHHS — NPOUEC NAKYBAHHSA
KOHTPONb YMAKOBKK
NPOEKTUBHICTb BUPOEHUYOr O NPOLIECY
AOKYMEHTU MIKPOBIOIONYHUX TA (ABO) BIOSIOMNYHUX AOCHIIKEHD
BOKYMEHTU MPO KGHTPO/Tb AKOCTI
CEPTUGIKAT AHANIZY
KIHLEBWI MPOAYKT BIAMNOBIAAE NLEH3IT HA PEECTPALLIIO
n14 YAC BUTOTOBAEHHSA LIET NAPTII HE BY/I0 OCOBNIMBUX/3HAYHUX BIOXIAIB

ASAASANANENENENENEN N

A, Huskuenignucankuii M. Netponynoc, YnosHosameHa Oco6a AHOAPM XENIAC C.A, unm 3acsiguyto, wWo:

a./ Lo cepito MOKCAHALIMH PO34YUH ANA IHOY3IN 400mr/250mn 25H049 6yno BUroTOBNEHO, YNAKOBAHO Ta NPOTECTOBAHO
gignosiaHo Ao eumor GMP eignosigHo go sumor GMP €C ann nikapcbKux 3acobis i [skwo 8 €C) signosigHo o sumor
peecTpauiiiiux matepianis KpaiHu npusHadenHs. [loKymeHTauin WoAo npouecy supobHuuTea, NaKkyBaHHA Ta TecTysaHHA
3aseplieHa, nepesipeHa Ta 3aTBepAKeHa. YCi BiaXMneHHs Gy pO3rnsHYTI Ta cxsaneHi 8iAnNoBIAHO [0 BCTaHOBAEHO!
Npoueaypy BiAXUNEHD, i KOAHUX CYTTEBUX/KPUTUUHUX BiaXUAEHL BUABNEHO He 6y0. Cepis npoAayKuUii BiANOBIAaE NOroAMeHUM
cneuvdikaLiam i Moxe 6yTU BUNYLLEHA B NPOAAXK

b./ Mg vac supo6HULTEA LjEi napTii He 6YA0 BEAKUKUX/CYTTEBUX BiAXUAEHD

Cepis npoaykuii Bianosinae noropxeHii cneundiravii i moxe 6yTu BUnyLeHa B npoaax

Data 02/09/2025 Nignucawxo:
MiaroTosneHo: 3aTBepaKeHO:
/nidnuc/nevamca/

M. NeTponynoc
YnosHosameHa ocoba

AHDAPM MENNAC CA
FOAOBHNY O®IC

MICU,£ BUPOSHULITBA: R&D LEHTP
ST GODGER

g Biovs. {poewin

MELATEIY LN wdoanianncom

i ) ’ ‘\c.i""/*
b e v 7%/{/0y/x&rdad



dopma DP-D10-E01
Bepcin: 06

CEPTUGIKAT AHANIBY

Mpoaykt: MOKCUDNOKCALIUH PO34YUH ANA IHOY3IN

400mr/250mn

Cepia No: 25G239

KOZ, Ne ANF.04.0662

| Data suroTosnenua: 07/2025

KA sepcia: 05
[ata sugaHHa: 16.01.2024

Loaatkosa iHdopmavia: -

CNEUUPIKALIA
TECTU (srigno DP-D27-0006-AFP-FO7 METOAU PE3Y/IbTATU
pea. 03, sig 07.02.2022)
Onuc Mpo30pwit PO34KH, BINbHUIA BiA BUAUMUX HACTUHOK, Y BisyansHwii KoHTpOAb (PTD) . ‘
CKAAHOMY NPo30pomy GnakoHi Tuny 1l 3 peauHoBoio DP-D27-0006-AFP-FO7-3.1 Bianosigae
npobKoto 3 aNtOMIHIEBMM KOBMNAYKOM 3 HakNaAKoo bain-op
Mpo3opicTb . ) ) €v22.1 ) .
Po3unH Mae ByTu He Binbll KaN3MYTHIM, HIK eTanoH | P-D27-0006-AFP-F07-3.2 Bignosigac
Konboposictb 3eneHYBaTO-OBTUI POZUMH, HE BiNlbl IHTEHCUBHIWWNA, HIK €0 222 Bianosiaae
PO3YNH NOPiBHAHHA GY2 DP-D27-0006-AFP-F07-3.3
ONTUYHMIA KOHTPOAb X BizyasibHUM KOHTPOAL ) .
5€3 CTOPOHHIX YacToK (PTD) DP-D27-0006-AFP-FO7-3.4 Bianosigae
MexaHiuHi BRNIOYEeHHA YacTUHOK 3 posmipom 2 10 MKm - He Ginblie 25/mn €0 29.19 4
YacToK 3 po3mipom 2 25 MKM - He Binbuwe 3 8 MA DP-D27-0006-AFP-F07-3.5 0
OA/HOPIAHICTL 4030BAHUX Bianosinae EP (sseaeHHs LI, L2) €62.9.40 Bianosiaac
oauHuub (Bapiauia macu) PiseHb LI: MpuitHATHe 3HaveHHs £ 15,0 DP-D27-0006-AFP-FO7-3.6 AV=0.9
PiseHb L2: MNpuiiHaTHe 3Ha4eHHA < 25,0 4
pH €0 223
440 DP-D27-0006-AFP-F07-3.7 4
OCMONApHICTL €02.2.35
207272 mlqugns/xr DP-D27-0006-AFP-F07-3.8 428
FepmeTU4HICTb pRaKkoHy lepmeTuuHnii nicas nepebysaHHa npotarom 10 XBuAUH npu BHyTpilWwHiit meToa Bignosiaae
160 mm pr.CT. DP-D27-0006-AFP-F07-3.9
06'em LLO BUTAFAETLCA €$29.17
He merwe 250m DP-D27-0006-AFP-F07-3.10 253mn
InenTudikayin 1. BHyTpiWwHIN meToq
1. YO metog 1. NosutusHa YP DP-D27-0006-AFP-F07-3.11.1 NosutueHa
2. Mevog BEPX 2. NosutusHa BEPX 2. BEPX BHYTPILIHEOFO METOAY flosutueHa
DP-D27-Q006-AFP-F07-3.11.2
:g:zz:;;z:?:;::;; 95,0% - 105,0% 8ia 33ABAEHOT KINbKOCTI MOKCUDNOKCAUUHY Ds_ﬁ;ﬁgggzuz:gg?gﬁz 101,0%
CynposigHi AomillKu €0 fomiwka A: €0,2% ND*
€ Oomiwka B: £ 0,2% 8DL*
E€® Nomiwka C:$0,2% - BDL*
Ed [omiwka E: 0,2% : ND*
Byab-aKka Okpema Hesigoma gomika: £ 0,2% 0,05%
Cyma pomiwok: $0,7% 0,11%
CTepUNbHICcTL . €D o
CIREWIRRIH 2.6.1 DP-D27-0006-AFP-F07-3.16 | CTEPHIBHAK
BakrepiantHi eHAOTOKCUHM He Binbiwe 1,44 MO/mn — ;&:Liﬁ: cora1y | <144 MO/mA

* BQL - Huxcue kinokicHoi mexd / Below Quantifiable Limit
* ND - He sussnero / Not Detected

3arsepameHo v

BigxunexHo

NiaroToBACHO:
KepisHuk BA

3aTBepaeHo:
Menepwep BA

AHHHA NAPACKEBOMYNY
/manuc/

AHHHA MAPACKEBONYNY
/mgnuc/

Hara: 31.07.2025

Mara: 31.07.2025

1/1




g """ DOCUMENT
. ANFARM HELLAS 5.A DP-D10-E01-A
Edition: 06 Replaces: 05

| Issue Date : 10/09/2018 Page.1 From 1

CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

¢ PRODUCT NAME : MOXANACIN
BULK PRODUCT NAME: MOXIFLOXACIN SOL. INF. 400mg/250ml
+ CODE OF BULK PRODUCT: ANF.04.0662
- LOT OF BULK PRODULCT: 25G239
FOR THE MARKET OF : UKRAINE
: MARKETING AUTHORIZATION NUMBER: UA/19478/01/01
- Pharmac. Dosage Form /Strength: SOLUTION FOR INFUSION / 400mg/250m|
' Package size: BTx 1 (BOTTLE x 250ml)

| Manufacture Date: 07/2025 | Batch No : 25H049

' Quantity  : 3.098 BT _ExpDate:07/2030
 Solvent:- ' i 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

Saielithusidia Authorization number : 0000000011/23/2

_ BATCH RECORD DOCUMENT- MANUFACTURING PROCESS B
IN PROCESS TESTS
| PACKAGING RECORD DOCUMENT - PACKAGING PROCESS
PACKAGING CONTROL
YIELD OF THE PRODUCTION PROCESS
DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS - B |
DOCUMENTS OF THE QUALITY CONTROL TESTS e

’“,,.;,”C’ERTIFICAT E OF ANALYSIS
. FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE

| THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH
1 the undersngned M. Petropoulos, Qualified Person of ANFARM HELLAS S.A. hereby cemfy that :
a./This batch MOXANACIN SOL.INF. 400mg/250m! 25H049 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

:x\g'\ﬁ"\ ANENEVEVIRY RN

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

Date

AMANUEASCTURING S31F HE&D CRWTER:
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MANUFACTURING SITE:
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4 Achaiay Str & Trizinias St Kifisuia,,
14564 Athens, Gresce
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JEPKABHA CJIYKDBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanit Ceitniunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
NMPO AKICTH BBE3€HOT0 B YKPaiHy JIKapCbKOIo 3aco0y

08.10.2025 Ne 50827/25/26

MOKCAHAIHWH

(naliMeHyBaHHA JiKapcbKoro 3acoby 3TiHO 3 peecTpalifHUM TIOCBIIUEHHAM)
po3umH aas indysiii, 400 mr/250 mu mo 250 ma (400 mr) y duraxoni; 1 puaakon B navui

(dbopma BuycKy, J03yBaHHS, BUI TAKYBaHHS JIiKapcbKoro 3acoby)
Homep peecrpauiitioro nocsiguenus UA/19478/01/01 crpox aii peectpauiitnoro nocsimuenns 09.06.2027

Cepis nikapcskoro 3acoby Ne 25H050 KinbkicTs, BBE3eHOTO Jikapchkoro sacody 3180

Bupo6HIK AHDAPM XEJUJIAC C.A, I'peuis

(naiiMeHyBaHHs BHPOOHHKA JIIKAPCHKOTO 3ac00y, Kpaina MOXOKEeHHS )

TOBAPUCTBO 3 OBMEKXEHOIO BIZINOBITAJIBHICTHO
"BYCT ®APMA", inenr. xon: 44107410

Beesero B Ykpainy

(naiiMeryBanns Ta koj 3a €JIPTIOY ropuaiunoi ocobu abo npisBuule, imM's, 110 6aThKoBI (isHyHOl
ocobu - nignpuemus, i Micue TPOXKMBAHHS Ta peecTpaiitniii HoMep 061IKOBOT KapTKH MnaTHHKA
roj1aTkiB abo cepist Ta HOMeEp racriopra)

IMpoTokon BizyannHoro koutTposo sin 08.10.2025 Ne 3759/01.10-25/16.

3a pesynpTaraMd JAEPXKABHOIO KOHTPOJIO BCTAHOBJICHO, WO JiKapchbkui 3aci® BBeseHo B YkpaiHy 3

JOTPHUMAHHAM BrMOT 3aKOHOAABCTBA 00 3a6e3MeUeHH s AKOCTi JIiKapChKHX 3aco0iB.

Havanpauk Mukona XOJIOJEHKO

(nocaznioBa ocoba oprany IepxaBHOro KOHTPOJIIO) (nimnuc) (iniuiany ta npissuue)

M.IT.



ANFARM

m\“w
BOKYMEHT
DP-D10-E01-A
ANFARN BEELASISA Buganus: 06 3amiHtoe: 05
[fara Bugaui: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUMYCK rOTOBOT MPOAYKLT

HA3BA NMPOAYKTY: MOKCAHALIUH

HA3BA MPOAYKTY BULK: MOKCHU®DNOKCALIMH PO3YUH ONA IHOY3I 400mr/250mn
KO NPOAYKTY BULK: ANF.04.0662

CEPIA NPOAYKTY BULK: 25G247

LNA PUHKY : YKPATHA

HOMEP PEECTPALIMHOIO NOCBIAYEHHA: UA/19478/01/01

dapmak. nikapcska popma/Cuna aii: PO3YUH ANA IHOY3IA / 400mr/250mn

Po3mip ynakosku: ynaxkoska x1 (bnakoH x 250 mn)

[Nata surotosaeHHs: 07/2025 Homep cepii: 25H050

KinoKictb : 3180 ynak TepmiH npusaatHocti : 07/2030

PO3YMHHKK: - BupoBHULTBO, NakyBaHHA Ta KOHTpPonb AKkocTi : AHPAPM XE/JIAC C.A
Koa posunHHuMKa: = Apnpeca: 61-i km HaujoHaneHoi aoporu Adixu-flamis, Cximarapi BioTia
Homep cepii po3unHHuUKa: - 320009, MPELIA

TepmiH NpUAATHOCTI PO3YUHHMKE: ~

Homep nilewsii Ha supobHuyreo: 0000000011/23/2
KOHTPOJIbHWA CITUCOK

OOKYMEHT 3AMUCY CEPIT — MPOLEC BUPOBHWULTBA

B NPOLIECI BUNMPOBYBAHHA

JOKYMEHRT 3AMUCY MAKYBAHHA —~ NPOLLEC MAKYBAHHSA

KOHTPO/b YNAKOBKU

NPOEKTUBHICTb BUPOBHWUYOIO NPOLECY

DOKYMEHTU MIKPOBIONCTIYHWUX TA (ABO) BIONOMYHUX AOCAIAKEHD

JOKYMEHTU NPO KOHTPO/Ib AKOCTI

CEPTUOIKAT AHANIZY

KIHLIEBUW MPOAYKT BIANOBISAE NILEH3ITHA PEECTPALIIO

MNig YAC BUFOTOBNEHHA LLIET MAPTIVHE BY/10 OCOBAUBUX/3HAYHUX BIAXIAIB

SR SRR ANENENENEN BN

A, muxkuenianucanuit M. Netponynoc, YnosHosaxkeHa Ocoba AHPAPM XENNAC C.A, unm 3acBigHyio, wo:

a./ Wi cepito MOKCAHALIUH PO34YUH ANA IHOY3IA 400mr/250mn 25H050 6yN0 BUrOTOBAEHO, YNAaKOBAHO Ta NPOTECTOBAHO
gignosiaHo Ao sumor GMP sianosigHo mo eumor GMP €C ans nikapcokux 3acobis i [akwo B €C] signosigHo Ao sumor
peecTpauiiHUX matepianis KpaiHu npuaHaueHHa. [oKymeHTauia WOAO npouecy BUPOBHWUUTBA, NaKyBaHHA Ta TeCTYBAHHA
3ageplueHa, nepesipeHa Ta 3aTeepgena. Yci sigxuneHHa 6ynAu posriAHYTI Ta cxsaneHi BignNoBIAHO A0 BCTaHoOBAEHO!
NPoUeAYPY BiAXUAEHD, | MOAHUX CYTTEBUX/KPUTUYHUX BiAXUNEHb BUABNEHO He Byno. Cepia NpodyKuii 8i4N0BIAAE NOrOAKEHUM
cneundikaliam i Mmoxe ByTU BUNYLLEHA B NPOAANK

b./ Nig vac BupobHMUTBa Uiel NapTii He By0 BEAUKUX/CYTTEBUX BiAXUNEHD

Cepia npoayKuii Bignosiaae norogxeHii cneundikauii i moxke 6yTi sunyileHa s npogax

Dara 02/09/2025 Mianucaxo:
NiaroTosneHo: 3aTBepaeHo:
/nidnuc/nesamxa/

M. Metponynoc
YnosHoBaxeHa ocoba

AHDAPM KEANAC (.4

FONGBHAY QaIC MICUE BUPOBHULLTE

: [ i
Adpiriia
32009 {x

ADVICTAMHUI LEHTR:
64 o

Ricys, Tpewin T+30 210 683 1632

info@antarm.com

anfarm.com T30 22620 58391 infoaanfarm.com TN 222 A15G
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dopma DP-D10-E01

Bepcis: 06

CEPTUDIKAT AHAJIZY

Npoayxt: MOKCUDGOKCALMH PO3YUH ANA IHOY3IN

400mr/250mn

Cepin Ne: 25G247

KO/ No ANF.04.0662

l Narta surotosneHHsa: 07/2025

KA Bepcin: 05
Lata sugaxusa: 16.01.2024

Lopaatkosa iHpopmauis: -

CNELUUBIKALIA
TECTU (3rigHo DP-D27-0006-AFP-FO7 METOAU PE3Y/IbTATU
pea,. 03, sig 07.02.2022)
e o soeamocs || S oo 0| L
MY nposopomy yisp ‘ DP-D27-0006-AFP-FO7-3.1 ALSSIE
NPOoBKO 3 aNOMIHIEBUM KOBMAYKOM 3 HAKNAAKOW dain-op
MNposopictb P 6 6i " . | €d22.1 Bianosinae
03umnH Mae ByTu He Binbll KanamyTHIM, HDK eTanoH DP-D27-0006-AFP-F07-3.2 ANosiA;
Konboposicrb 3eNeHyBaTO-XKOBTUI PO3YUH, He BiNbLL IHTEHCUBHILLKEA, HiX €222 Bianosiaae
PO3UMH NOpiBHAHHA GY2 DP-D27-0006-AFP-FO7-3.3 ATOEA
OﬂTMHHMﬁ HKOHTPONL 6 . Biayaanmﬁ KOHTPOAb Bianosinae
=3 CTepaRrTnsaciox (PTD) DP-D27-0006-AFP-F07-3.4 | —ATO8IA
MexaHi4Hi BKNOUYeHHSA YacTUHOK 3 poamipom 2 10 MKM - He Binblue 25/mn €®2.9.19 7
HacToK 3 po3mipom 2 25 MKm - He Binbwe 3 B mn DP-D27-0006-AFP-F07-3.5 0
P eaplagmR e e B S i oI5 Siaosiase
AFHIGD SEApty s o T E S e e DP-D27-0006-AFP-F07-3.6 AV=0,1
PiseHb L2: [puiiHaTHe 3HaveHHs < 25,0
pH €42.2.3
4148 DP-D27-0006-AFP-F07-3.7 %2
OcmonapHicTb €0 2.2.35
247-273 mOcmonb/Ke DP-D27-0006-ALP-F07-3.8 257
FepmeTHUHicTb pnakoHy FepmeTudHuit nicna nepebysanka npotarom 10 xBUAnH npu BHYTpiWHi# meTog Bianosinae
160 MM pT.cT. DP-D27-0006-AFP-F07-3.9 ANCElA
06'em LLO BUTAracTben €029.17
Hemgnuig-230M1 DP-D27-0006-AFP-F07-3.10 253mn
IaeHTudikauia 1. BHYTpiwHii metoa,
1. YO meropg 1. NosutueHa YP DP-D27-0006-AFP-F07-3.11.1 NosurusHa
2. Mevop BEPX 2. NosutneHa BEPX 2. BEPX BRyTpilWHbOro meTony MosutueHa
DP-D27-0006-AFP-F07-3.11.2
KinbkicHe BU3HaueHHR u . . . BEPX BHyTpiWwHi meTon o
e 95,0% - 105,0% sia 3aAB€HOT KiNbKOCTI MOKCUBNOKCALUHY DP-D27-0006-AFP-FO7-3.12 101,2%
CynpoBiaHi AoMilKK €D Jomiwka A: £ 0,2% ND*
€ Nomiwka B: £0,2% BDL*
E® fomiwka C: $0,2% R BDL*
€® fomiwka E: <0,2% ’ ND*
Byab-AKa oKkpema Hesigoma gomiwka: $ 0,2% 0,04%
Cyma pomiwok: < 0,7% 0,11%
CrepunbHicTe c . €D CrEBiibHE
TEPUABHUN 2.6.1 DP-D27-0006-AFP-F07-3.16 P
BakTepianbHi eHBOTOKCUHU . €0 2.6.14
ki GINGLIEL, 44 MOJATH DP-D27-0006-AFP-F07-3.17 | W44 MO/mn
* BQL - Hucue kinbkicHoi mexxi / Below Quantifiable Limit
* ND - He aunsnero / Not Detected
] 3ateepero v Biaxunexo
NigrotosneHo: AHHHA MAPACKEBONYNY Jara: 01.08.2025
KepisHuk BA /mgnc/
3arsepameHo: AHHHA NAPACKEBONYNY Hara: 01.08.2025
MeHeaxep BA /manunc/
1/1

AHGAPN: NEMNAL A
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anfarm.com

ALY BA:
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ANFARM HELLAS S.A DP-D10-E01-A
Edition: 06 | Replaces: 05
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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.04.0662

LOT OF BULK PRODUCT: 25G247

. 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: 07/2025 | Batch No : 25H050
| Quantity : 3,180 BT " Exp.Date : 07/2030
e | Ty Iyt
- 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
Y BATCH RECORD DOCUMENT - MANUFACTURING PROCESS
Y' INPROCESS TESTS
¥ PACKAGING RECORD DOCUMENT - PACKAGING PROCESS - -
v PACKAGING CONTROL
¥ YIELD OF THE PRODUCTION PROCESS
Y DOCUMENTS OF MICROBIOLOGICAL AND (OR) BIOLOGICAL TESTS
¥ | DOCUMENTS OF THE QUALITY CONTROL TESTS
Y CERTIFICATE OF ANALYSIS
v FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE
v | THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH

I, the undersngned M. Petropoulos, Qualified Person of ANFARM HELLAS S.A. hereby certify that:
a./This batch MOXANACIN SOL.INF. 400mg/250ml 25H050 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 sate.

LOGIETI 8 Lol

YO FEETCRSS AAT V! l Wi 81T WD ONTIN



~orm DP-D10-E01

Version: 06

{fmg:%
CERTIFICA

Product: MOXIFLOXACIN SOLUTION FOR INFUSION
AQOmy/250ml

CO: ) N{) ANF 04, %6?

cht No.x 25G247

QC version; 05
[ssued d

TESTS

date: 16/01/2024

< bu:'“ g

Additional info; -

" SPECIFICATIONS

{acc. to DP-D27-0006-AFP-FO7,
22

_EDITION 03, dated 07

‘Man. Date: 072025

METHODS

RESULTS

| Appearance free from visi )lt, pdrhd(‘,‘a solution w clear Visual control
: glass bottle type 1, sealed with rubber stopper | (T Complics |
: and an alurainium flio-otf cap. § DP-D2T-0006-AFP-FO7-3 .1 |
. Clarit, Yot more o alescent than reference suspension | Ph. Eur.2.2,1 DP-D27-0006-AFP-F07-32  Complies
: Color of solution dreenishey IU\‘»« solution. .n‘ot more intcnse than N Ph. Lunl,? . ‘ | Complies
| olorofsolution 1 reforence solution G _DP-D27-O006-AFP-FO733  Comehe
: Optieal santrol Without foreign bodiey PID: DP \,‘:’ui’(i.)zi();élf;;::[:,»m»]« 14 Comptics
. Particulate matter T\MT 2”* ml: IP}_un Ph. Bur2.9.19 BP-DI7-0006-AFP-F07-3.5 7
- Uniformity of dosage Comply wn‘h M. LunA {introducing 1.1, 1.2) Comities
Cunies (MY} L1 \z,\gl Aceeptance value NMT [5.0 Ph. Bur.2.9.40 DP-D27-0006-AFP-F(7-3.6 AV }'(l 1
CpH 4.1-4.6 | Ph, Eur2.2.3 DP-D27-0000-AFP-FO7-3.7 5
quohins\ 247275 mOsmolik Ph. Eur.2 ...5 DP-D27-0006-AFP-FO7-3 8 257
Tightness of bottles Tight after remaining for 10 minutes at 160 In house method Camnties
B mimk DP-D27-0006-AFP-F(7-3.9 e {'.' =
l:xmumme w»{ume LT250ml, P Bur2,9.17 DP-D27-Q006-AFP-FO7-3.10 253 ml
: Tdentification : 1. UV in house method :
- 1. UV wethod 1. Positive UV DP-D27-0006-AFP-FO-3.1 11 Positive
2. HPLC method 2. Positive HPLC 2. HPLC in house method Posttive
} D102 7-0006-AFP-FQ7-3. 11 i
1%-105.0% of the labelled amount of HPLC in house method 10129
moxifloxacin DP-D27-0006-AFP-F07-3.12 S .
© Related substances i

- and degradation

Ph. Eor. Impurity Az
Ph. Eur, hapurity B

HPLC in house method
DE-D27-0006-AFP-FO7-3,14

product th. Eur. Impurity €
Ph. Eur, fnpurity D £ 02%
Ph, Bur, Impurity B0 50.2%
Any single unknown impurity: <
Total iracurities: 5 0.7%
eritits test Sterile P

, Bactex ial endatoxing

CNMT L4 FUiml

G 3610
Eur, 2.6.1

DP-D27-0006- AFP-
4 DP-D27.0006-AF]

Ph. O

Prepared by
QC Supervisor

Approved by:
QC Manager

R

eiected

ANFARM HELLAS S.A

READ OFFICES:

anfarm.con

s St & Trieinias Sir, Kifissts,,

MANUFACTURING SITE:
g1st ke National Road

aed, Viotia, Greece
i L8341
infa.. anfarm.corn

Date; 01/08/2025

Date: 01/08/2025

K80 CENTER:
4 Aohiains Str. & Trizinias Ste. Kilissia,

LOGISTICS CENTER:
681h km Nationat Road
Athens -Lamia,

32009, S
T+302265023250
info anfarm.com

chimatad, Viotis,

Greecs
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