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CEPTU®IKAT BIANOBIAHOCTI TA BUNYCK rOTOBOI NPOAYKLIT

HA3BA NPOAYKTY: AMIKAUWH-BICTA

HA3BA NPOOYKTY BULK: AMIKALUMH PO34YKUH ON1A IH'EKLI,II:JI 500mr/2mn
KO4 NPOAYKTY BULK: ANF.04.0538

CEPIA NPOAYKTY BULK: 25J071

ONA PUHRY : YKPAIHA

HOMEP PEECTPALIIMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. flikapcbka dopma/Cuna aii: Po3unH ans in’ekuiit / 500mr/2mn
Po3mip ynakoBku: ynakoBKa x1 ¢nakoH x 2 mn

Data surotosnenHs: 10/2025 Homep cepii: 26A081

KinbKictb : 17 456 ynak TepmiH npuaaTHocTi : 10/2027
PO34MHHMKK: - BupoBHULTBO, NaKyBaHHA Ta KOHTPOAL AKOCTi : AHPAPM XE/NJIAC C.A
Koa posumnHHmKa: — Appeca: 61-i km HauioHanbHoi goporn AdiHu-/lamin, CximaTapi BioTis

Homep cepii po34MHHMKa: -

] ! 32009, rPELLIA
TepMmiH NPUAATHOCTI PO3YUHHUMKA: -

Homep niueHsii Ha sBupobHULTBO: 0000000011/25/1

KOHTPObHWM COUCOK

JOKYMEHT 3ANKUCY CEPIT - NPOLEC BUPOBHWULITBA

B MPOLLECI BUNPOBYBAHHA

JOOKYMEHT 3ANUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKK

MNPOEKTUBHICTb BUPOBHWU4OIO NPOLIECY

JOOKYMEHTU MIKPOBIONONYHUX TA (ABO) BIONIOTIYHUX AOCNIOXEHD

JOOKYMEHTW NMPO KOHTPO/1b AKOCTI

CEPTU®IKAT AHANIZY

KIHLIEBMI NPOAYKT BIANOBIAAE NILLEH3IT HA PEECTPALIIO

ANENENANENENENENENEN

MNi4 YAC BUrOTOBJIEHHA LIET NAPTIT HE BY/10 OCOB/IMBUX/3HAYHWMX BIAXILIB

A, HMu4enignucaHuid M. MNetponoynoc, YnosHoBaxeHa Ocoba AH®APM XE/JIAC C.A, uMm 3acBiguyio, Wo:

a./ Wo cepio AMIKAUMH PO34YMH ANA IH’EKUIA 500 mr/dnakoH 26A081 6yno BUrOTOBMEHO, YNaKOBaHO Ta
NpoTecToBaHoO BignosigHo fo eumor GMP BignosigHo Ao Bumor GMP EC gna nikapcekux 3acobie i [akwo B €C] BignosigHo
A0 BMMOT PEECTPaLiMHMX maTepianis KpaiHu npusHadeHHA. [OKymeHTauia wono npouecy BMpoOHWMUTBA, NakyBaHHA Ta
TecTyBaHHA 3aBeplleHa, nepesipeHa Ta 3aTBepakeHa. Yci BigxunenHAa Oynu po3rnAHyTi Ta cxBaneHi BignosigHO a0
BCTAHOBNEHOI npoueaypy BigXWNeHb, | MOAHMX CYTTEBMX/KPUTUYHUX BigxuneHb BuABNeHO He Byno. Cepia npoaykuii
BiANOBiAaE norogmeHum cneumdikauiam i moxe ByTH BUNYLLEHa B NPOaax

b./ Nia yac sMpobHULTBa LiEl NapTii He BYN0 BEAMKWX/CYTTEBUX BiaXMAEHb

Cepin npoayKuii Bignosigae norogxeHii cneundikauii i moxke 6yt BUNyLeHa B Npogax

Dava 15/01/2026 Mianucaxo:
NigrotosneHo: 3aTeBepareHo:
/nidnuc/ /nidnuc/nevamra/
€. Xpucoxy M. MeTponoynoc
Bipain akocri YnoeHoBayeHa ocoba
AH®PAPM XENNAC C.A
roNOBHWUIA OBIC MICLIE BUPOBHULITBA: R&D LIEHTP NOTICTUYHWIA LIEHTP:

Byn. A4ainac, 4 Ta Byn.
TpiziHiac, Kidicia,
14564 Adinu, Npewia
T+30 210 683 1632
info@anfarm.com
anfarm.com
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$opma DP-D10-E01

ANFARM
- CEPTU®DIKAT AHANIZY
Mpoayxr: AMIKALIUH 250 mr/mn PO3YUH AN1A IH'EKLLIA Cepina Ne: 25J071
Kogoswuid No: ANF.04.0538 [X] ANF.04.0479 O ANF.05.0045 0O ANF.04.0589 O ANF.05.0086 O |Hwwi O | fata surotosneHHa: 10/2025
Bepcia KoHTpoAnto akocTi: 06 Dopatkoea iHbopmauin:
[ara snposamkenHn: 05/02/2024
CNELUMNDIKALUIA
i (srigHo AMFP-047, peg. 02 8ig 05.02.2024) METOAM FENAIRTATY
Ofile CrnAHKiA 6e3bapBHUIA GNAKOH, AKMIA MICTUTL NPO30pUiA Bi3yanbHwWiA KOHTPONb Blinsalise
po34MH Big 6e36apBHOro A0 CBITAO-XOBTOrO KONLOPY (AMFP-047-3.1) A A
€p223
pH B (AMFP-047-3.2) b
Mpo3sopicb i cTyniHb . €221 . ;
onanecueHujii HRaaRHH PO (AMFP-047-3.15) Blandceinds
CryniHb 3ab6apsneHHa . g g 3 €222 : :
He iHTEHCUBHILLKMIA, HiX pedepeHTHHH po3vmH BS (AMFP-047-3.16) Bianosigae
06'em WO BUTATAETHCA Ana 250 mr/1 mn: 06'em He MeHLUEe CYMW HOMIHaNbHUX N/A*
o06’emiB KOHTelHHepiB pazom.
[na 500 mr/2 mn: 06’em He MEHLLIE CYMW HOMIHANBHWX €Ed2.9.17 Bianosiaae
06’emiB KOHTelHepiB pazom. (AMFP-047-3.3) 10,6mn
Ona 1 r/4 mn: 06'em He meHLWe HOMIHanbHOro 06'emy,
AOCNIAKEHOTO OKPEMO. N/A*
OAHOPIAHICTb AO30BAHNUX AV: L1< 15.0 €D 2.9.40 Bignosigae
oauHKUD (Bapiadia mack) ’ ' (AMFP-047-3.4) AV=3,7
laeHTrdikauia HaTpio Bignosiaae no3uTuBHIK igeHTMdiKaLi. Yac yTpumaHHA niky
metabicynbdity HaTpilo meTabicynbdity 8 po3umHi 3paska nogibHuid Ao vacy BEPX BHyTpiluHii meTopq,
f S f i % NosuTHBHA
YTPUMaHHA Niky meTtabicynbdity HaTpito B po34mHi (AMFP-047-3.5)
NOPIBHAHHA.
% KinbKicHe BU3Ha4YeHHA HaTpio BEPX BHyTpiwHiii meTog,
metabicynbdirty 60-105% (AMFP-047-3.6) %
IaeHTMdikauia amikaymHy | : s T BEPX BHyTpiwHiii meTopg,
BEPX.' BIA[‘IOIBIABS I1OSMTMBHIM'I}J,EHTM(‘)IKEU‘,II. '-Ia:c YTRPMMaHHA (AMFP-047-3.7) L R————
niky amikauuHy B po34uHi 3pa3ka nogibHmii oo yacy P
YTPMMYBaHHA NiKy aMiKauMHY B PO34MHI NOPIBHAHHA.
BEPX/Y® petekrop: Mo3UTUBHMIA 4O cTaHaapTy (AMFP-047-3.18) ———
CynposigHi AoMilIKK Jomiwka A: < 0,5% BQL*
HAomiwka D: < 0,8% Metopn BEPX 0,32%
Domiwka H: £0,5% MoTtouHa moHorpadia BP 0,17%
Byab-AKa HecneuwdikosaHa aomiwka: < 0,2% (AMFP-047-3.8) ND*
Cyma gomiwok: 2,0% 0,49%
% KinbKicHe BU3HAYEHHA BEPX BHyTpiwHiii meTog,
Amikauuny D5:0:1085.m6 (AMFP-047-3.9) 100.6%
MR o0 e He Ginbwe 6000 YacTMHOK/PNaKoH: 2 10 MKM R2943 6
Hasmmunl ey, He 6inbwe 600 yacTMHOK/GNakoH: = 25 MKm Tecr1s 1
’ (AMFP-047-3.10)

BuaMMI YacTHHKH BinbHKiA BiA BUAMMMWX YACTMHOK SR Bignosipae
A A BUA (AMFP-047-3.17) ANOBIA
Tect Ha CTepUALHICTD CrepunbHMiA PhiEurZ 6.1 CrepunbHMiA

v i (AMFP-047-3.11) ¢
: 5 5 €9 2.6.14
BaKkTepianbHi @eHO0TOKCHHMN He 6inbwe 0,25 MO/mr (AMFP-047-3.12) < 0,25 MO/mr
. . " BHyTpiwHii meTog . )
Mositpo/BoA0HENPOHMKHICTL FepmeTtuyHMiA yepes 600 cek. npwu 160 mm pT.CT. (AMFP-047-3.13) Bignosinae
| 3aTeepareHo v BigxuneHo

*BDL — Huncye mesii euneneHHn / Below Detection Limit
*BQL - Huxwve kinokicHol mexci / Below Quantifiable Limit
*N/A - He sacmocosyembcsa / Not Applicable

*ND - He eusenero / Not Detected

NigrotosneHo: MIKANIC NANATEOAOPY HOara: 14.01.2026
KepisHuK BA iHcneKTop 3 KoHTponio akocTi/TIANMUC/

3aTBepAMeHo: AHHHA NAPACKEBOMNYNY fara: 14.01.2026
MeHegep BA yrnosHoBameHa ocoba/Mgnnuc/

i Mmoxxe OyTn BUnNyLieHa B npogax

TRIAL MODE - a valid license will remove this message. S eywaords property of this PDF for mare infarmation.
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CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

PRODUCT NAME : AMIKACIN-VISTA

BULK PRODUCT NAME: AMIKACIN INJ.SOL. 500mg/2ml

CODE OF BULK PRODUCT: ANF.04.0538

LOT OF BULK PRODUCT: 25J071

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/19469/01/01

Pharmac. Dosage Form /Strength: Solution for Injection / 500mg/2ml
Package size: BT x 1vial x 2ml

Manufacture Date: 10/2025 Batch No : 26A081

Quantity : 17.456 BT Exp.Date : 10/2027

Solvent:- Manufacturing, Packaging And Q.C.Site ; ANFARM HELLAS S.A.
Code of Solvent:- Address : 61 Km. Nat. Rd. Athens-Lamia Schimatari Viotias
Batch No of solvent:- 320 09 GREECE

Exp.Date of solvent:- Authorization number : 0000000011/25/1 B

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
THERE WERE NO MAJORS / SIGNIFICANT DEVIATIONS DURING THE MANUFACTURING OF THIS BATCH
I, the undersigned M. Petropoulos , Qualified Person of ANFARM HELLAS S.A. hereby certify that :
a./This batch AMIKACIN-VISTA INJ.SOL. 500mg/Vial 26A081 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

NNANSN NSNS

]

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

Date [ 5Lt 1O
ra iy « Vv -
Prepared By:
Y,
<

E. Chrysochou
QA Dept

ANFARM HELLAS S.A.
MANUFACTURING SITE: R&ED CENTER: LOGISTICS CENTER:

HEAT UFFICES:

info (o (arm, cou
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Form DP-D10-E01

. Version: 06
ANFARM
W
CERTIFICATE OF ANALYSIS
Product: AMIKACIN 250mg/m| INJECTION SOLUTION Lot No.: 25J071

Code No: ANF.04.0538 @ ANF.04.0479 0 ANF.05.0045 0 | Man. Date: 10/2025 ]
ANF.04.0589 [] ANF.05.0086 ] Otherd] |

lecvareion 08 | Additional info: -
Issued date; 05/02/2024 |

TESTS SPECIFICATIONS METHODS | RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024) | e
Appearance (Glass colourless vial containing colourless to light Visual control Gl
vellow clear solution (AMFP-047-3.1) SHIRES
pH Ph.Eur.2.2.3
_ s (AMFP-047-3.2) i
ocliijgeﬁi Degrecal The solution is clear ( &hl:gl_lgff;l 5) . Complies
Degtspleolnratun | Not more intense than reference solution B3 ( A_{,JE_IF]E?{L:!?-ZE.Q] 6) Complies
Extractable volume For 250mg/1ml; The volume is not less than the N/A
sum of the nominal volumes of the confainer
taken collectivity.
For 500mg/2ml: The volume is not less than the Ph.Eur.2.9.17 Complies
sum of the nominal volumes of the containers taken (AMFP-047-3.3) 10.6 ml
collectively.
For 1g/4ml: The volume is not less than the
nominal volume examined individually. N/A
Uniformity of dosage AV-Li<15.0 Ph.Eur.2.9.40 | Complies
units (Mass Variation) sl (AMFP-047-3.4) AV=37
Identification of Sodium Conforms to positive identification, The retention |
metabisulfite time of Sodium metabisulfite peak in the sample HPLC in —House method Positive
solution is similar to the retention time of sodium {(AMFP-047-3.5) =
metabisulfite peak in reference solution. et
% Assay of Sodium HPLC in —House method ;
metabisulfite S0-103% (AMFP-047-3.6) s
Identification of HPLC: Conforms to positive identification The HPLC in-House method
Amikacin retention time of Amikacin peak in the sample (AMFP-047-3.7)
‘ solution is similar to the retention time of amikacin & Positive
peak in reference solution.
! 1IPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
ii Related substances Impurity A: NMT 0.5% BQL
| Impurity D: NMT 0.8% HPLC method 0.32%
I Impurity H: NMT 0.5% Current BP monograph 0.17%
‘ Any unspecified Impurity: NMT 0.2% (AMFP-047-3.8) N/D
: Total impurities: 2.0% 0.49%
| % Assay of Amikacin % HPLC In —house method )
J | 95.0-105.0% (AMEP-047-3.9) 100.6%
1/2
ANFARM HELLAS 5.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achalas Str & Trizinias 5tr.,Kifissia,, 615t km National Road # Achaias Str. & Trizinias 5tr.,Kifissia,  68th km National Road
14564 Athens, Greece Athens -Lamia, 14554 Athens, Greece Athens -Lamia,
T 430 210 683 1632 32008, Schimatari, Violia, Greece T+30 210 683 1632 32009, schimatari,Vietia, Greege
info® anfarm,com T+3022620 58391 info @ anfarm.com T + 30 22650 41250
anfarm.com info'@anfaym.com info&anfarm.com
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Form DP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/ml INJECTION SOLUTION Lot No.: 25J071
Code No: ANF.04.0538 © ANF.04.0479 [0 ANF.050045 [0 | Man. Date: 10/2025 ]
. _ANF.04.0589[] ANFO50086 O Othery |
I i ol
G version: 06 | Additional info:
Issued date: 05/02/2024 i
TESTS SPECIFICATIONS METHODS | RESULTS |
(acc. to AMFP-047, version 02, dated 05/02/2024) | |
Particulate | Ph.Fur.2.9.19
contamination: NMT 6000 particle/container: = 10 pm Test 1B 6
| Sub visible particles NMT 600 particle/container: = 25 ym (AMFP-047-3.10) | B
Visible particulate S : Ph.Eur.2.9.20 :
contanilnaBon Free from visible particles (AMEP-047.3.17) Complies
Sterility test . PhEur.2.6.1 .
Sterile (AMFP-047-3.11) Sterile |
Bacterial endotoxins s Ph.Eur.2.6.14 <0.25
HHLT0. 25 ELimg {AMFP-047-3.12) EU/me
Air/Water tightness . ) _ In-ITouse method :
| Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies ‘
| Approved / | Rejected
Prepared by: ! T Date; 14/01/2026
O Suerisope—THCRALIS PAPATHEQDOROU
Q Upervisor——- ac SUPERVI_S_GR D
Approved by: VAR s Date: 14/01/2026
QC Manager  ANNA PARASKEVCP, i
~ Q¢ MANAG ;
2/2
ANFARM HELLAS 5.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str & Trizinias Str. Kifissia,, 615t km National Road 4 schalas Str. & Trizinias Str., Kifissia = §8th krn National Roag
14564 Athens, Greece Athens -Lamia, 14584 Athens, Greece Athens -Lamiz,
T+30 212 683 1632 32008, Schimatari, Viotla, Grescs T +30 210683 1632 32009, SchimatariViotia, Greece
info@anfarm,com T+ 30 22620 58391 infg Fanfarm.com T+3032265041150
anfarm.com info E2nfarm.com info(@anfarm.com

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



TRIAL MCDE - a valid lic

JIEP?KABHA CJYKBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo AKICTh BBE3€HOro B Y KpaiHy JlikapcbKoro 3acody

23.03.2026 Ne 14683/26/26

AMIKAIIMH-BICTA

(HaFiMely BalHs ikapchKkoro 3acoy 3riAHO 3 peccTpauiinuM NoceinYeHnsM)
po3unn aas in'exuiii, 250 mr/ma; no 2 ma (500 Mr) y daaxoni; o 1 diakony B kapToHHIiH
nmagmi

((hopma BHITyCKY, 103yBaHHs, BH NaKyBaHH: JiKAPCHKOro 3acoby)
Homep pecerpaiiinoro nocsiauenns UA/19469/01/01 crpox aii peectpauiiinoro nocsiguenna 09.06.2027
Cepis nikapcbkoro 3acoby Ne 26A081 KinbkicTs BBe3eHoro nikapcskoro 3acoby 6480

Bupobtuik AH®APM XEJUIAC C.A, I'pentia

(HalMeHyBaHHA BUPOOHHKA JIKApCHKOTO 3aco0y, KpaiHa MOXOMMEHHS )

Beeseno B Ykpainy TOBAPHUCTBO 3 OBMEKEHOIO BLIITOBITAJIBHICTIO
"BYCT MDAPMA", incuT. koa: 44107410

(naimenyBanns Ta koa 3a €JIPTIOY opuanunoi ocobu abo npizeuuie, iM's, no Gatukosi dizuunoi
ocobu - nianpuemus, i Micle NPOXKMBAHHA Ta peecTpauiiinnii Homep oBiKoBOT KAPTKH NIATHHKA
nosarkis aGo cepis Ta Homep nacnopra)

lMporokoa Bisyaasnoro kontpomio sin 23.03.2026 N 1387/01.10-26/1.

3a  pesynnTaTaMu  NEPKABHOIO KOHTPO/IO BCTAHOBNEHO, 110 Jikapchkuii 3aci6  BBE3eHO B Ykpainy 3

JAOTPHMAHHAM BuMOr 3aK0HOJABCTBA OO 3abe3neueHHs AKocTi nikapekk 3acobir.

Mukona XOJIOJJEHKO

Hauanbhuk
(nianuc) (iniuiann Ta npissnue)

(nogivona

of this POF for mare information.
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