JEPKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
PO AKICTHL BBEC3CHOI0 B YKpaiHy JIiKapcbKOro 3acody

15.03.2024 Ne 13229/24/2611

AMIKALIMH-BICTA

(HaliMeHyBaHHs JIIKapchKOro 3acofy 3riJHO 3 peecTpaLliifHUM NOCBIAYEHHAM)
PO34YMH 14 iH'exkuin, 250 mr/mur; o 2 ma (500 Mr) y gaaxoni; no 1 ¢paaxony B kapToHHiH
nayvui

(popma BUITYCKY, HO3YBaHHA, BH/ [IaKyBaHH JIIKapChKOTo 3aco0y)

Howmep peectpauiiinoro nocsinuenns UA/19469/01/01 crpox nii peectpauitinoro nocsinuenns 09.06.2027

Cepis nikapcskoro 3aco6y Ne 23K 004 Kinbkicts BBe3eHOrO Nikapeskoro 3acody 13591
Bupo6uuk AHOAPM XEJIJIAC C.A, I'penis
(HaiiMeHyBaHHA BUPOOHMKa JIIKAPCHKOro 3acoly, KpaiHa MOXOKECHHS)
Bgeseno B Ykpainy TosapucTBo 3 06mexenor Bixnosixaasuicrio "BYCT ®APMA",
inenr. xoa: 44107410

(na¥imenyBaHHs Ta koj 3a €/IPIIOY ropuinyHoi ocobu abo npi3euie, iM's, 110 6aTbkoBi dizuyHOl
0cobH - MiAnpHeMLd, 1i MicLie TPOXHUBAaHHA Ta PEECTPaLliifHui HoMep 06IiKOBOT KapPTKH MIATHUKA
nojarkiB abo cepist Ta HoMep NacropTa)

Iporoxoa Bisyaasnoro xonrpomo sin 15.03.2024 Ne 914/1.

3a pe3ynsTaTaMM AEPXKABHOTO KOHTPOJIO BCTAaHOBJEHO, IO Jikapcekud 3aci6 Beeseno B VYkpainy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA 100 3a6e3MeYeH s AKOCTi JTiKapchKHX 3acobiB.

HavanbHuk Mukona XOJIOJAEHKO

(mocanoBa ocoba opraHy Aep>KaBHOrO KOHTPOJIO) (migruc) (iviuianm Ta npizsuLLE)
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CEPTU®IKAT BIANOBIFHOCTI TA BUNIYCK FOTOBOT MPOAYKLI

HA3BA NPOAYKTY: AMIKALMH-BICTA

HA3BA MPOAYKTY BULK: AMIKALWMH PO34YMUH SAA IN'EKLIA 500mr/2mn
KOA NPOAYKTY BULK: ANF.04.0538

CEPIS NPOAYKTY BULK: 231014

N8 PUHKY : YKPATHA

HOMEP PEECTPALIAHOMO NOCBIOYEHHA: UA/19462/01/01

dapmak. Nikapcoka dopma/Cuna Aji: PosunH Ans iH'ekuin / 500mr/Zmn
Po2mip ynakosxu: ynakoska x1 dnaxoH x 2 ma

Jata surotoenenua: 10/2023 Homep cepii: 23K004
Kinbkictb : 16.841 ynak Tepmin npuaarHocTi : 10/2025 -
PoMHAMI: - BrpOBHWILTED, NAKYBaHHA Ta KOHTPOAL axkocTi : AHCAPM XEANAC C.A
Kog, pozuvHHuKa: — Apapeca: 61-i km HaujoHansHoi goporu Adinm-Namia, CximaTapi BioTia
Homep cepii pQB'—IMH.HMKa: - 32009, FPELIA
FEPAIH HPRAETHECTLRQMNNRMRAE - Homep niueHsit Ha BupobruuTeo: 0000000011/23/2
KGHTPOIIbHWIA CIUCOK
v | DOKYMEHT 3AMMCY CEPH — MPOLIEC BUPOBHULTBA
v | B NPOUECI BUNPOBYBAHHA - e
|| BOKYMEHT 3ATIMICY NAKYBAHHS — MPOLIEC NAKYBAHHA B )
v | KOHTPOMb YMAKOBKY - - i
¥ [ NPOEKTUBHICTbL BUPOBHNYOTO NPOLECY B R
v | AOKYMEHTM MIKPOBIONOTTYHWX TA (ABO) BIOROTIYHVX AOCTIAKEHD
v | BOXYMEHTW NPO KOHTPO/Ib AKOCTI _ . . '
v | CEPTUDIKAT AHANIZY B i
¥ KIHLIEBAN NPOBYKT BIANOBIJAE NLEH3IT HA PEECTPALIIO B
¥ | nip YAC BUTOTOBAEHHA LIET NAPTIHE BY/IO OCOBAVIBVX/3HAYHKWX BIAXIAIB |

A, mmuenignucaumit 4. Mouoriy , YnosHogamena Ocgba AHOAPM XEMNAC C.A, UMM 3aCBIiAYYIO, WO!

a.f Uso cepiro AMIKALUMH PO3YMH AAA IH'EKLNIA 500 mrfdaaran 23K004 GyNo BUrOTOBACHO, YNAKOBAHO Ta NPOTECTOBAHO
BignoeigHo Ao emmor GMP eignoeigHo Ao Bumor GMP EC gna Aikapcbkux 33cobiB | [akwo 8 €C] BIONOBIGHO 40 BUMOS
peecTpauiiiimx maTepianis KpaiHn NpU3HaYeHHA. Aokymedtauia wWoAO npouecy enpobhvuTEa, NaKyBaHHA Ta TCCTYBAHHA
3zBepuICHa, nepesipeHa Ta 3aTecpaxena. Y gigxvneHHa Byau po3rAsuyTi T3 cxsancHi BiANOBIAHMG A0 BCTAHOBAGHOI
NpOUEAYRY BIgXNAEHL, | MOBHWK CYTTEBUX/KDUTUMHNX BiXW/ieHE BUABNEHO HE 6yno. Cepia Npoayxuil BIAROBIAZE NOTOQMEHNM
cneuvdikauiam i moxe ByTV BUNYWEHa B NPOAaK

b./ Mig yac supobrmruTea Liel RapTii e 6yno seankux/cyTTEBUX BigXUaRHD

Cepin npoaykuil signoeigae norogeiii cneyndikauii i moxe Gyt BURYLLEHA B NPOAAN

Pata 08/11/2022
MigroroBneHo:

Sriénuc/
€. Xprcoxy
Biggin AkocTi

AHDAPM XEANAC C.A

N

roAOBHUA QMIC MICLIE SMPOBHWLITBA: ;

ByA. Avaitac, 4 T2 Byn. 51 KM HALIOHANBHOI AOPOTK Byn. Adaiinc, 4 1a Byn. ?-‘4 BHO! ADS\@N‘“
Tpisiniac, Kigicia, AdiHu-flamin, Tpiziniac, Kidicia, Y\ a, " '\"‘315“\“
14564 ApiHw, Tpeuin 32009 Cximarapi, Bioria, Mpeuir 14564 Abing, Mpeuis 3200584MR ‘a‘ hﬁ'\fg /
T+30 210 683 1632 T +30 22620 58391 T+30 210 683 1632 T+30 NG
infe@anfarm.com info@anfarm.com info@anfarm.com info@anfer

anfarm.com anfarm.com
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NpogykT: AMIKALIMH 250 mrfma PO34YUH OAA IH'EKLLINA

dopma DP-D10-EO1
Bepcia: 05

CEPTU@IKAT AHANI3Y

Kop,oamw Homep: ANF.04.0538 X ANF. 04 0479 O ANF.05. 00

Bepeia koHTpoAto akocTi: 04
Jara enposagenna: 13/11/2020

,ﬂ,op,amoaa |H¢0pmau,m YKPAIHA

Cepia Ne: 231014

45 O ANF.04.0589 O B,ara BMFOTOBJ’IEHHFI 10/2023

CRELMSIKALIA
TECTA (zrigno DP-D27-0019-AFP-FO1-MP2 METGAU PE3YNBTATA
gig 10.12.2019 peg, 61)
CrAAHWIA Ge3bapBHNil PAAKOH, AKWIA MICTUTE NPO30pPUA BizyanbHuil KOHTPOML . .
Onwne . . Bignoeigae
A po3unH Big, 6226apBHOFO A0 CRITNO-MOBTOrO KOALOPY {DP-D27-0019-AFP-FO1-3.1) _
Ed2.2.3
H i
T 35575 (DP-D27-0019-AFP-FO1 -3.2) a7
MpozopicTb | ETYRIHb 5 €Edb 221 ; 5
onanecueHwji ARgaaRNY pRRtn (DP-D27-0019-AFP-FOL-315) | OATOOARE
Cryniub 3abapeaedna . " % €D 2.2.2 . .
. i _ B
. He inTedcuenimia, Hix pedepenTrnll posuuvH B B JE_H_P_-_D2_770019—AFPVF-0173.16) | innoeigac
Ob'em WO BUTAFIETLEA 0na 500 mrf2 ma: 06'em He MEHILIE CYMMW HOMIHANBHUX ) .
B - . Bipnopigae
ob’emis HOHTeUHEDIB pasom, E®2.9.17 :
fna 1 /4 ma: 06’em He meHuIe HOMIHAALHOTC 06'emy, {DP-D27-0019-AFP-FO1 -3.3) N/A®
BOCNiAMEHOTO OKPEMO. R o _ )
GpnopigHicTb 4030BAHNX €3 2.9.40
V: Li< 15, 6,5
ogvpmuk (sapiauia macn) _ AY: LA=130 (DP-D21—_(_3_()”12-]3FP-|_=01_:3‘.“41 ]
laeHTndikauia HaTEio Bianosigae noauTuenin igeHTudikauil. Hac yTpumaHHA
meTabicyapdity iy HaTpI MeTabicybdiTY B PO3uMHI 3paxa nogiGHuA BEPX BuyTpiwHin meTog 5
A . . . Mo3nTUBHNK
210 ¥acy yTpumanHa niky metabicynbdity HaTpilo B {DP-D27-D019-AFP-F01-3.5)
PO3YMHI NOPIBHAHHA.
% KinokicHe BU3HaUEHHA BEPX BHyTpRiWwHii meTog,
- 71%
| HaTpito meTabicynbdity BO-105% (DP-D27-0019-AFP-F01-3.6) i
1zeuTndikanin amikauusy BEPX: RiZNOBISAE NO3WTMBHIN igerTudikauil, Hac .
MIMAHHA iKY SMIKSUMHY B PO34MHI 3pa3Ka nogibumid BERAEmERETE M NozuiueHUi
L R i e {DP-D27-0019-AFP-FO1-3.7)
[0 HACY YTPUMYBAHHA NIKY amikaLyuHy 8 pO34nHI 2
noplstAHER. (DP-D27-0019-AFP-F01-3.18) .
A BEPX/YD aetextop: MNo3nTHBHWA A0 CTAHAARTY L MosuTueHus
CynpoeigHi p,omnmuu Domimxa A: £0,5% BDL*
Domiuxa D: €0,3% MeTog BEPX | 0,16%
Jlomimwka H: £0,5% NoTouHa mororpagin BP i 0,21% ;
Byap-AKa Hecneungikosana gomiwka: £ 0,2% (DP-D27-0019-AFP-F01-3.8) 0,05% 1
Cyma gomiwok: 2,0% 0,42% ‘
% KinsricHe BU3HAYEHHA o BEPX BuyTpilunin merog, o
R %
Amikaumuy 55,0:105,0% DP-D27-0019-AFP-FO1 -3.9) % ~ L
- : . ®2.9.19
Mexautquul BIAARREEE He Gincwe 5000 yactHokr/dnakon: 2 10 mrm € 1
BieemgumrHacTanin He Giabwie 600 YacTrHor/dAakoH: 2 25 mum s 1]
' _ _| {DP-D27-0019-AFP-FO1-3.10) |
Bwamnrai YacTHHKW BinbHuiA Bi WMMUX H3CTUHOK €®2.5.20 Bignosigae
A BHAAEIEHAMAL HEET (DP-D27-0019-AFP-F01-3.17) i
TecT Ha CTePUABHICTD CrepunsHuit PIRERTR,6:1 CTepunsHng
AR : {DP-D27-0019-AFP-F01-3.11) P "
BakrepiansHi eHOOTORCHHN He Ginbwe 0,25 MO/mr €D Ll4 < 0,25 MO/Mr
a2 A {DP-D27-0019-AFP-F01-3.12)
_ wﬁ&‘il?iﬂ 2ZHN Beyrpiwmidi MeTon | i o
I_HOBITP‘O}’BOP,OHEHPOHMKHICi‘b FepmeTnqtnil yepes 600 cex. npu % 1 m o BIATB_I,p',a,E,,
_ B IUP\" \":HHE\\W\\
... . -
3aTREepMKEHD v

*BDL. — Huniue mexdi ausenenna / Below Detection Limit
*BQL - Huxcue ginsxicuoi mend [/ Below Quantifiable Limit
*N/A - He sacmocasyémoes / Not Applicable

MNigroToBNeHo:
Kepirnunk BA
3aTeepaXxeHo:

MAPIAEHA CTAMATIY
Jmanuc/
MAPINEHA CTAMATIY

i MYRHGHER Bllnvwena s npoaax’ rmannc/

Aarta: 23.10.2023
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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: 23G451

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/19463/01/01

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

Manufacture Date: 07/2023 Batch No : 231201

Quantity : 16.750 BT Exp.Date : 07/2025

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 : 0000000011/23/2

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

AEVEVEVENEVEVEVIEVEN

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 AMIKACIN-VISTA INJ.SOL. 500mg/Vial 231201 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 X/folffoz3 .
Prepared By:

=&

E. Chrysochou
QA Dept

ANFARM HELLASSA.

HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: 1 LOGISTIEFCENTER:

4 Achains Su& Trizinias St~ Kifissin Glst km National Road 4 Achaias Sic, & Trizinias Sir Kilissia &% Nanonal Road
¢ Athens -Lamia, 14564 Athens. Greece Athens -Lamia,
12009 Schmatan, Viotia, Greece T +30 210 683 1632 32009, Schematal, Vietia, Greece
T + 30 22620 5839 infoddan fam. com T + 30 22650 41250

infex e anlanm cosin infoeaniaom com




Npoaykt: AMIKALIMH 250 mr/mn PO3YUH ONA IH'EKLLIA

®opma DP-D10-EO01

Bepcia: 05

CEPTU®IKAT AHANI3Y

Cepina Ne: 23G451

Koposuit Homep: ANF.04.0538 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O

[ata surotosnexHs: 07/2023

Bepcia koHTpoNto akocTi: 04
Jata enpoBageHHa: 13/11/2020

Nopatkosa iHbopmauja: YKPATHA

CRELMOIKALIA
TECTH (3rigHo DP-D27-0019-AFP-FO1-MP2 METOOM PE3Y/IbTATH
Big 10.12.2019 peg,. 01)
CrnaHWiA be3bapBHMIA PNaKOH, AKMIA MICTUTL NPO3OPMUIA Bi3yanbHWiA KOHTPONb . .
Onumc : S Bignosigae
po3umH Bia 636apBHOrO A0 CBITN0-KOBTOTO KONLOPY (DP-D27-0019-AFP-F01-3.1)
E®223
P A2 A8 (DP-D27-0019-AFP-FO1 -3.2) 47
Mpo3opicTb i cTyniHb " ED22.1 . .
onanecuenyii rposopuit posiuH (DP-D27-0019-AFP-F01-3.15) | BiAnOBiAac
CtyniHb 3abapsneHHs : N i ED2.2.2 ; ;
He iHTeHCUMBHILWWIA, HiXK pedepeHTHUIA po3umnH BS (DP-D27-0019-AFP-F01-3.16) Bignosipnae
06'em LLLO BUTArAETLCA 06'em He MEeHLEe CYyMM HOMIHaNbHUX 06'EMiB EMHOCTER, Ed 2.9.17 SidkGaTiEe
V3ATUX PA3OM. (DP-D27-0019-AFP-FO1 -3.3) ANOBIA
OaHOpPIAHICTD 4O30BAHMX €d 2.9.40
AV: L1 2
oML (Bapiayia mack) £ (DP-D27-0019-AFP-FO1 -3.4) 6,
laeHTUdikayia HaTpito Bianosigae nosuTMBHIN igeHTHdiKawii. Yac yTpMmaHHA
meTabicynbdity niky HaTpito meTabicynbdiTy B pO34MHi 3paska nogibHmi BEPX BHyTpiwWwHii meTog, FibaitGHIE
00 Yacy yTpMmaHHa niky meTabicynedity HaTpilo B (DP-D27-0019-AFP-F01-3.5)
PO34YMHI NOPIBHAHHA.
% KinbKicHe BU3Ha4YeHHA = BEPX BHyTpiWwHii meTop,
HaTpio meTabicynbdiry o (DP-D27-0019-AFP-F01-3.6) oo
IlaeHTUdiKaLWia amikauunH BEPX: BignoBigae no3mTuBHiK ineHTUdiKawii. Yac "
8 = i VTpMMaHHﬂ'EI'lkiKy ainixaunﬂy B pOB'-If;Hi 3p':3:<aunoni6|-mﬁ BEPX Bryrpisuriil marop fBETHBHIS!
: i i (DP-D27-0019-AFP-F01-3.7)
A0 Hacy YTPUMYBaHHA NiKY amiKauMHy B PO34UHI 2
NOPIBHAHHA. s
. DP-D27-0019-AFP-F01-3.18) | No3uTUBHMIA
BEPX/Y® petektop: MO3WTUBHKUIA A0 CTaHAAPTY (
CynpoBigHi gomiwKkn bomiweka A: £ 0,5% BDL*
Domiweka D: £0,8% MeTog BEPX 0,16%
Homiwka H: £0,5% MoTto4yHa moHorpadia BP 0,20%
ByAb-AKka HecneuwdikoBaHa gomiwka: £ 0,2% (DP-D27-0019-AFP-F01-3.8) BQL*
Cyma aomiwok: 2,0% 0,36%
% KinbKicHe BU3Ha4YeHHA BEPX BHYTpiWHii meToA,
AmikauuHy S ke aus DP-D27-0019-AFP-FO1 -3.9) -
rexaﬂlqﬂ_l BRNIQUEHHA: He Ginblwe 6000 yacTHOK/GAakoH: = 10 mkm Efr‘;gf]:‘;g 3
eBUAMMI YACTUHKK : A
He 6inblwe 600 4acTMHOK/DNAKOH: 2 25 MKM (DP-D27-0019-AFP-F01-3.10) 0
BUgMmi 4acTMHKK BinbHWiA Big BMAMMMX YaCTUHOK €¢2.9.20 Bignoeigae
ol A BnAl (DP-D27-0019-AFP-F01-3.17) Aol
T . cr " Ph.Eur.2.6.1 C .
€CT Ha CTEPUALHICTL epPHUNbHUIA (DP-D27-0019-AFP-F01-3.11) TePUAbHWUA
BakTepianeHi eHAO0TOKCUHMK He Binbwe 0,25 MO/mr € 2.6.14 < 0,25 MO/mr
g (DP-D27-0019-AFP-F01-3.12) £
MosiTpo/BOAOHENPOHUKHICTL FepmeTnuHuii yepes 600 cek. npu 160 mm pT.CT. BEVIDULHIN NETDL Bignosigae

(DP-D27-0019-AFP-F01-3.13)

3aTBEpPAKEHO v BiaxmneHo
*BDL — Huxye mexci esunasnerna / Below Detection Limit
*BQL - Huxcue kinokicHoi mexi / Below Quantifiable Limit
NiarotoeneHo: MAPINEHA CTAMATIY [Jara: 19.09-2023
KepisHuk BA /nignuc/
3aTBepaKeHo: MAPINTEHA CTAMATIY [Oara: 19.09.26 ?
Meneaykep BS Jnmanuc/ k ¥

i MOXXe BYTM BUNYyLLIEHa B Npoaax
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CEPTU®IKAT BIAMNOBIAHOCTI TA BUNYCK rOTOBOT NPOAYKLLIT

HA3BA NPOAOYKTY: AMIKALMH-BICTA

HA3BA NPOAYKTY BULK: AMIKALMH PO34YKMH ONA IH €KL 500Mmr/2mn
KOO NPOAYKTY BULK: ANF.04.0538

CEPIA NPOOYKTY BULK: 23G451

ONA PUHKY : YKPATHA

HOMEP PEECTPALIMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. flikapcbka popma/Cuna gii: PosumH ana inexkuinn / 500mr/2mn
Po3mip ynakoBKu: ynakoBKa x1 ¢dnakoH x 2 mn

Oata BurotoBneHHa: 07/2023 Homep cepii: 231201

KinbkicTb : 16.750 ynak Tepmin npuaaTHocTi : 07/2025

PO34MHHMK: - BMpOOHMUTBO, NAaKyBaHHA Ta KOHTPOAb AKOCTI : AHOAPM XENNAC C.A
Koa posumHHumKa: — Agpeca: 61-i Km HauioHansHoi gopory AgiHu-/lamia, CximaTapi BioTia
Home.p cepii po3qm-|.|-w1ka: - 32009, rPELLIA

TepmlE npwaaTNOCT! POSMMHIG Homep niueHsii Ha BUpobHMUTBO: 0000000011/23/2

KOHTPOJIbHWWN CIMNCOK
OOKYMEHT 3ANKUCY CEPIT— NPOLEC BUPOBHULTBA
B MPOUECI BUMPOBYBAHHA
OOKYMEHT 3ANKMCY NAKYBAHHA — MPOLLEC NAKYBAHHA
KOHTPO/1b YIMAKOBKM
MPOEKTUBHICTb BUPOBHWYOIO NMPOLECY
OOKYMEHTU MIKPOBIONOTNYHKWX TA (ABO) BIONOTIYHUX AOCNIOAMEHD
OOKYMEHTW NPO KOHTPOJ/1b AKOCTI
CEPTU®IKAT AHANIZY
KIHUEBWIA NPOAYKT BIANOBIAAE NILEH3ITHA PEECTPALIIO
nig YAC BUrOTOBJIEHHA UIET NAPTIT HE BY/10 OCOB/TMBUX/3HAYHUX BIAXIAIB

A RYENEVENENENEVENEN

A, Huuenignucanuin [1. MoHoriy , YnosHosaxkeHa Ocoba AH®APM XENNAC C.A, uum 3acsiguyto, Wwo:

a./ Uio cepito AMIKALMH PO34YUH AN IH'EKLIA 500 mr/dnarkon 231201 6yno BUroToBAEHO, YNaKOBAaHO Ta NPOTECTOBAHO
BignosigHo go sumor GMP BignosigHo go sumor GMP EC gna nikapcbkux 3acobis i [akwo B €C] BignosigHO g0 BMMOr
peecTpauiiHMX martepianie KpaiHWM npu3HadeHHA. [oKymeHTauia Wwoao npouecy BUpoOBHWMUTBA, NaKyBaHHA Ta TeCcTyBaHHSA
3aBepweHa, nepesipeHa Ta 3aTBepa)eHa. YCi BigxuneHHA Oynu po3rnAaHyTi Ta CxBaseHi BigNOBIAHO [0 BCTAaHOBAEHOT
Npoueaypy BigXWUNeHsb, | }OAHMUX CYTTEBUX/KPUTUYHUX BiAXUNEHb BUABNEHO He Byno. Cepia npoayKuii BiANOBIAaE NOrOAMKEHUM
cneundikauiam i moxe ByTh BUNYLLEHE B NPOAAX

b./ Nia vac supo6HuuTea Uiei NnapTii He ByN0 BeAMKUX/CYTTEBUX BiaXMNEHb

Cepia npoaykKuii Bianosigae noroaxeHin cneuundikauii i moxe 6yTi BUNyLLEeHa B Npoaax

Oara 20/09/2023 MignucaHo:
NigrotosneHo: 3aTeepaeHo:
/nidnuc/ /nidnuc/nevamra/
€. Xpucoxy A. MoHoriy=" .

Biggin akocri

AH®APM XENNACC.A

rONNIOBHWIA O®IC MICUE BMPOEHMLUTBA: RE&D UEHTP 1 i: =/ 17

Byn. Auaitnac, 4 Ta By, 61 KM HauioHaNLHOT ROpOTH Byn. Auaiiac, 4 Ta Byn. 8- KM HauioHanbAG AePa
Tpisikiac, Kigicia, AdiHu-Namis, Tpisiniac, Kigicia, A H‘Il;d-.ﬂé.";ﬁm';".: /
14564 Adinu, Mpeuia 32009 Cximarapi, Biotia, Mpeuia 14564 Adinwm, peuia 32009, CximaTapi, Bid

T+30 210 683 1632 T+30 22620 58391 T+30 210 683 1632 ﬁ*a@'{)'?_ﬁ:ﬁu‘
info@anfarm.com info@anfarm.com info@anfarm.com info@'

anfarm.com anfarm.com
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ANFARK
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Product: AMIKACIN 250mg/mi INJECTION SOLUTION

Form pP-D10-E01

Version: 05

CERTIFICATE OF ANALYSIS

Lot No.: 23G451

Code No: ANF.04.0538 &
ANF.04.0589

ANF.04.0479 0 ANF.05.0045 O

Man. Date: 07/2023

QC version: 04
Issued date: 13/11/2020

Additional info: Ukraine

TESTS SPECIFICATIONS METHODS RESULTS
(acc. to DP-D27-0019-AFP-F01-MP2, dated
10/12/2019, edition 01)
Appearance Glass colourless vial containing colourless to Visual control Complics
light yellow clear solution (DP-D27-0019-AFP-F01-3.1) P
pH Ph.Eur.2.2.3
3.9-3.5 (DP-D27-0019-AFP-F01-3.2) i
Clarity and Degree of AT Ph.Eur.2.2.1 Sl
opalescence T il s clow (DP-D27-0019-AFP-F01-3.15) | Complies
Degree of coloration . : Ph.Eur.2.2.2 G
Not more intense than reference solution BS (DP-D27-0019-AFP-F01-3.16) Complies
Extractable volume The volume is not less than the sum of the Ph.Eur.2.9.17 Complies
nominal volumes of the containers taken (DPwD27-(5019.- }-\I-:P—FOI-3 3)
collectively. -
Uniformity of dosage : Ph.Eur.2.9.40
units (Mass Variation) AR 150 (DP-D27-0019-AFP-FO1-3.4) 8=
Identification of Sodium Conforms to positive identification. The
metabisulfite retention time of Sodium metabisulfite peak in HPLC in-House method
the sample solution is similar to the retention (DP-D27-0019-AFP-F01-3.5) Positive
time of sodium metabisulfite peak in reference z
solution.
%o Assay of Sodium = HPLC in —House method
metabisulfite 69-103% (DP-D27-0019-AFP-F01-3.6) il
Identification of HPLC: Conforms to positive identification HPLC in-House method
Amikacin The retention time of Amikacin peak in the (DP-D27-0019-AFP-F01-3.7) Positive
sample solution is similar to the retention time &
of amikacin peak in reference solution.
HPLC/UV diode array: Positive to standard (DP-D27-0019-AFP-F01-3.18) Positive
Related substances Impurity A: NMT 0.5% BDL
Impurity D: NMT 0.8% HPLC method 0.16%
Impurity H: NMT 0.5% Current BP monograph 0.20%
Any unspecified Impurity: NMT 0.2% (DP-D27-0019-AFP-F01-3.8) BQL
Total impurities: 2.0% 0.36%
% Assay of Amikacin - HPLC In —house method H
sG>0 DP-D27-0019-AFP-F01-39) | 1929%

ANFARM HELLAS S.A.

HEAD OFFICES:

4 Achaias Str & Trizinias Str.,Kifissia,,

14564 Athens, Greece
T+30 210683 1632
info@anfarm.com
anfarm.com

MANUFACTURING SITE:

61st km Nationa! Road

Athens -Lamia,

32009 Schimatari, Viotia, Greece
T+ 3022620 58391
info@anfarm.com

RE&D CENTER:
4 Achaias Str. & Trizimias Str., Kifisgia’;,
14564 Athens, Greece
T+30 210 683 1632
info@anfarm.com

info@anfarm.com




Form pP-D10-E01

Version: 05

CERTIFICATE OF ANALYSIS

N Lot No.: 23G451

Product: AMIKACIN 250mg/m| INJECTION SOLUTIO

ANF.04.0589 []

Code No: ANF.04.0538 ®@ ANF.04.0479[] ANF.05.0045 ]

Man. Date: 07/2023

QC version: 04 Additional info: Ukraine

Issued date: 13/11/2020

TESTS SPECIFICATIONS METHODS RESULTS
{acc. to DP-D27-0019-AFP-F01-MP2, datec
10/12/2019, edition 01)
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 pm Test 1B 3
Sub visible particles NMT 600 particle/container: > 25 um (DP-D27-0019-AFP-F01-3.10) 0
Visible particulate e 2 Ph.Eur.2.9.20 :
contamination Free from visible particies (DP-D27-0019-AFP-F01-3.17) | Complies
Sterility test ; Ph.Eur.2.6.1 g
e (DP-D27-0019-AFP-FO1-3.11) i
Bacterial endotoxins A Ph.Eur.2.6.14 i
kil rrsitsing (DP-D27-0019-AFP-F01.3.12) | <025 EU/mg
Air/Water tightness . In-House method :
Tight after 600 sec at 160 mm Hg (DP-D27-0019-AFP-F01-3.13) Complies

| Rejected

| Approved v
1O, MARILE 3 AATIOU
Prepared by: - MER
QC Supervisor
%TAMATIQU \

§ Q9 MANAGER
*
3

Approved by:
QC Manager

-

'\dn'.l'

Date: 19/09/2023

Date: 19/09/2023

ANFARM HELLAS S.A.

HEAD OFFICES:

4 Achaias Str & Trizinias Str. Kifissia,,
14564 Athens, Greece

T+30 210683 1632

info Cenfarm.com

anfarm.com

MANUFACTURING SITE:

61st km National Road

Athens -Lamia,

32009 Schimatari, Viotia, Greece
T+ 3022620 58391

info @anfarm.com

2/2

RE&D CENTER:
4 Achaias Str. & Trizinias Str. Kifisgi
14564 Athens, Greece
T+30 210 683 1632
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AEPJKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo SKiCTh BBE3€HOro B ¥ KpaiHy JlikapcbKoro 3acody

10.01.2024 ' Ne 735;24!26

AMIKAIIMH-BICTA

(nakimeHy BaHHA JlikapcbKoro 3acoBy 3riiHo 3 peecTpauifiHKM NOCBIMYCHHAM)
po3unn ns in'exniii, 250 mr/mu, mo 2 ma (500 mr) y dpaaxoni; mo 1 ¢paakony B kapronmiii
na4ui

(hopma BunycKy, N103yBaHHA, BUI MaKyBaHHA Nikapcbkoro 3acoby)
Homep peectpauitiHoro nocsimuenns UA/19469/01/01 crpox nii peectpauiiinoro nocsinuenns 09.06.2027
Cepis nikapcbkoro 3acoby Ne 231201 KinskicTs BBE3€HOr0 Nikapcbkoro 3acoby 16750

Bupobuuk AHOAPM XEJUIAC C.A, I'peutis

(nafimenysanns supobGHHKa Jikapcbkoro 3acoBy, KpaiHa MOXOLKCHHS)

BeeaeHo B Ykpainy TOBAPHCTBO 3 OBMEKEHOIO BIITIOBIJAJIBHICTIO .
"BYCT ®APMA", inent. kon: 44107410

(nafiMenysanns Ta ko 3a CAPTIOY iopuauyHoi ocobu aGo npizsuule, iM's, no 6aTbkoBi QiznyHOT
ocobu - nianpuemus, ii Micue npoxuBaHHA Ta peecTpauifinuii Homep 061iK0BOT KAPTKH NJIATHHKA
nojatkis abo cepis Ta HOMep nacnopTa)

IMpoTokon Bisyansnoro koutpomo sia 10,01.2024 N 47/5,

3a pesynbTaTaMH [EPXKABHOIO KOHTPOMIO BCTAHOBAEHO, WO Jikapcbkuit 3aci6 BseseHo B VYkpainy 3
Y AROYOAABCTBA oMo 3abe3neyeHHA AKOCTi NiKgPghKHX 3acobiB.

Mukosna XOJIOAEHKO

(niuanumc) (iniuiany Ta npispMLIE)
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ANFARM
——

AOKYMEHT

DP-D10-E01-A

ANFARM HELLAS S.A Buaanna: 06 3amiHioe: 05

Oara empgauvi: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUNYCK rOTOBOI NPOAYKLT

HA3SBA NMPOAOYKTY: AMIKALWUH-BICTA

HA3BA NPOAYKTY BULK: AMIKAUWH PO34YKMH ONA IH'EHLI,IF1 500mr/2mn
ROA4 NPOAYKTY BULK: ANF.04.0538

CEPIA NPOAYKTY BULK: 24E206

[NA PUHKY : YKPATHA

HOMEP PEECTPALIIMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. flikapcbka popma/Cuna aii: Po3unH ana i’ ekuii / 500mr/2mn
Po3mip ynakoBKM: ynakoBKa x1 ¢prakoH x 2 mn

[Jata suroTtosneHHa: 05/2024 Homep cepii: 24F260
KinbKictb : 17249 ynak Tepmin npuaatHocTi : 05/2026

PO3YMHHMK: - BMpPOBHWLTBO, NaKyBaHHA Ta KOHTPOAb AKOCTI : AHDAPM XENNAC C.A
Koa posumHHMKa: — Appeca: 61-i KM HauioHaneHoi goporu AdiHu-Slamia, CximaTapi BioTia
Homep cepil po34MHHMKA: - 32009, rPELIIA

Tempik DaARTROCT DOAIMHRIIIE Homep niueHsii Ha BupobH1uTeo: 0000000011/24/1

KOHTPONLHWUA CIMUCOK

OOKYMEHT 3ANMCY CEPIT— NMPOUEC BUPOBHULITBA

B MPOLLECI BUMPOBYBAHHA

OOKYMEHT 3AMNKMCY MAKYBAHHA — MPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKK

MPOEKTUBHICTb BUPOBEHWNYOIO NPOLIECY

AOKYMEHTU MIKPOBIONOMNYHUX TA (ABO) BIONOTIYHUX AOCNIAXEHD

AOKYMEHTW NPO KOHTPOJ1b AKOCTI

CEPTU®IKAT AHANIZY

KIHUEBWIA NPOAYKT BIANOBIAAE NILEH3ITHA PEECTPALIIO

N EVAVENEVENENEVIEVEN

nia, YAC BUrOTOBAEHHA LIEI NAPTIT HE BY/10 OCOB/NIMBMX/3HAYHUX BIAXIAIB

A, Hmyenignucanuia 1. MoHoriy , YnosHoBaxkeHa Ocoba AHPAPM XENNAC C.A, uum 3acBigyyto, Wwo:

a./ Wo cepiio AMIKALMH PO34YMH ANA IH’EKUIA 500 mr/¢pnakon 24F260 6yno BWroTOBAEHO, YNakoBaHO Ta
npoTecToBaHo BignosigHo Ao sumor GMP BignosigHo ao sumor GMP EC ana nikapcbKux 3acobis i [akwo 8 EC] BianosigHo
[0 BUMOr peecTpauiiHMX maTtepianis KpaiHM nNpu3HayYeHHA. JOKymMeHTauia woao npouecy BMPOBGHWUTBA, NakyBaHHA Ta
TeCTyBaHHA 3aBeplieHa, nepeBipeHa Ta 3aTeepakeHa. Yci BiaxwneHHa 6ynu po3rnaHyTi Ta CxBaneHi BiANOBIAHO A0
BCTAHOB/IEHOI NPOUEAYPWM BiAXWMNEHb, | MOOHWUX CYTTEBUX/KPWUTUYHUX BiaXuneHb BuaBneHO He Byno. Cepia npoayKuii
BiANoBiAae noromKeHUm cneyudikauiam i moxke byTy BUnNyLieHa B npoaax

b./ Nig yac BupobHULUTBA Uil NapTii He ByA0 BeAMKUX/CYTTEBUX BigXMNEHb

Cepia npoaykuii Bignosigae noroaxeHriit cneuymdikauii i moxe 6yTy BunyweHa B npoaax

fara 12/07/2024 Nianucaxo:
MNigroTosneHo: 3aTBepaHeHo:
/nidnuc/ /nidnuc/nevamra/
M. NeTponynoc E. NanaHikgsay. ' ©° 7 07 =
Biaajin akocti YnoBHOBaXEH:
AH®APM XE/NIAC C.A (1= [*B3F

4 /
| \ L iC il P
| < NOTICTUYHWIA LEH
E?‘i;:?'mv. HBLIOHANBH

rONOBHWIA O®IC
Byan. Auaiiac, 4 Ta Byn.

MICLIEE BHPOEHWLITBA:
61 KM HauioHanbHOI 4OPOrM

R&D UEHTP
Byn. Auaitac, 4 Ta Byn.

TpisiHiac, Kidicin, Aditn-Namis, Tpisiniac, Kidicis, Adin-Namia, s
14564 AdiHu, Mpeuina 320089 Cximatapi, Biotia, Mpeuin 14564 Adinm, Mpeuia 2009 Crimazapi | £
T+30 210 683 1632 T+30 22620 58391 T+30 210 683 1632 T :3-&_,’1?6_20 41‘?:_5-.’5/

info@anfarm.com
anfarm.com

info@anfarm.com

info@anfarm.com
anfarm.com

info@anferm.com




®opma DP-D10-E01
Bepcia: 05

CEPTU®IKAT AHANI3Y

MNpoaykTt: AMIKALIMH 250 mr/mn PO34YUH ANA IH'GKLI,IFI Cepia Ne: 24E206

Koposuii Ne: ANF.04.0538 [ ANF.04.0479 O ANF.05.0045 00 ANF.04.0589 O ANF.04.0538 O IHwwii O

Jara surotoBneHHa: 05/2024

Bepcia KoHTpoMO akocTi: 06 Hdopatkosa iHpopmauina:
[ata BnpoBamxeHHa: 05/02/2024

CNELMPIKALYIA

TECcIH (3rigno AMFP-047, pea. 02 Big 05.02.2024) METOIM FEIVIDTATM
Onmc Cknaruit 6e3bapBHUA GNAKOH, AKMIA MICTMTE NPO30PUIA BisyanbHKIA KOHTPONb Bianosinac
po3umH Big Be3bapBHOro A0 CBITAO-KOBTOrO KOALOPY (AMFP-047-3.1) A A
€9 223
H - 4
P XS (AMFP-047-3.2) 8
Mpo3opicTb i CTYNiHb ” EP 221 : :
Mpo3opuii po3ymrH Bignoeinae
onanecueHuii pOROpMRE (AMFP-047-3.15) A A
CtyniHb 3abapBneHHA . L . €D 2.2.2 : "
He iHTeHCUMBHIWMIA, HiXK pedepeHTHUIA po3ymnH BS (AMEP-047-3.16) Bignosinae
06'em WO BUTATAETLCA Ona 250 mr/2 mn: 06’em He MeHLIe CYMW HOMIHANbHUX N/A*
06’emiB KOHTEHepiB pa3om.
Ona 500 mr/2 mn: 06'em He MeHLLE CYMU HOMIHANBHUX €D 2.9.17 Bianosiagae
0B6’eMiB KOHTEIHEpIB pa3om. (AMFP-047-3.3) 10,6mn
Ana 1r/4 mn: 06"em He MeHLEe HOMIHanbHOro 06" emy,
A0CNIAMEHOTO OKPEMO. N/A*
OpaHopiaHIicTL _p,o?uaauux AV: L1< 15,0 €d 2.9.40 Bianoeinae
oavHUUb (Bapiauia macu) (AMFP-047-3.4) AV=3,3
laeHTudikauyia HaTpio Bignoeigae no3uTUBHIN igeHTMdiKauil. Yac yTpUMaHHA niky
metabicynbdirty HaTpito meTabicynbdiTy B po3ymnHi 3paska nogibHmit ao Hacy BEPX BHyTpiWHii meToa, 5
: : J : i Mo3uTUBHMIA
YTPUMaHHA Niky meTabicynbdity HaTpilo B pO34MHI (AMFP-047-3.5)
NOPiBHAHHA.
% KinbKicHe BU3Ha4YeHHA HaTpio BEPX BHyTpiwHiA meTog
60-105% 97%
metabicynbdirty (AMFP-047-3.6)
laenTudikauia amikaymny it - R o o BEPX BHyTpiWwHIA meTog
BEPK.‘ a],u.no_al.qae noamusum_lp.eH'rnd:maL!.n, Lielc YTPUMAHHA (AMFP-047-3.7) I
niKky amikauWHy B po34MHi 3paska nogibHmi go vacy &
YTPUMYBAHHA NiKY aMiKauMHY B PO34YKUHI NOPIBHAHHA.
BEPX/Y® geTektop: MO3MTUMBHMIA A0 CTaHAAPTY (AMFP-047-3.18) PG
CynposigHi omiwkmn domiwka A: £0,5% BQL*
Homiwka D: < 0,8% MeTtop BEPX 0,20%
Aomiwka H: £0,5% MoTouHa moHorpadgia BP 0,17%
Byab-Aaka HecneuwdikoBaHa gomiwka: = 0,2% (AMFP-047-3.8) N/D*
Cyma gomiwok: 2,0% 0,37%
% KinbKicHe BU3Ha4YeHHA BEPX BHYTpIlLHiA meTog,
AmMiKauuHy IH9-105,0% (AMFP-047-3.9) 7
MexaHiuHi BKAIOYEHHA: He Binbwe 6000 yacTuHOK/dAaKoH: = 10 MKM €9 2.9.19 4
HAB AT SACTUMAK He Binbwe 600 4YacTMHOK/dnakoH: 2 25 MKM Teerin 0
T (AMFP-047-3.10)

Buanmi yactHKM BinbHWiA Big BMAMMMX YACTUHOK €$2.9.20 Bignosigae
i i (AMFP-047-3.17) ARER
Tect Ha cTepmH icT Cre - Ph.Eur.2.6.1 — .

H PHABHICTL pPHUABHMIA (AMFP-047-3.11) PHUAbHKIA
BakrepianbHi eHOOTOKCMHM He Binbwe 0,25 MO/mr {AM?E-E?i;iZ} < 0,25 MO/mr
y ; " BHyTpiWwHiM meToq, : .
MNoBiTpo/BOgOHENPOHUKHICTL FrepmetnyHmin yepes 600 cex. npu 160 mm pT.CT. (AMEP-047-3.13) Bignosinae
| 3aTBepaKeHo v BiaxmuneHo

*BDL — Huxcve mexi eunenenun / Below Detection Limit
*BQL - Humcue kinvkicHoi mexci / Below Quantifiable Limit
*N/A - He 3acmocoeyemeoca / Not Applicable

*N/D - He sunenero / Not Detected

NigrotosneHo: MIKAZIC NANATEOAOPY [fara: 25.06.2024

KepisHuk BA /nignuc/ \ 8475
3aTBEpAMKEHO: MAPINEHA CTAMATIY ,ﬂ,ara:\&g-.d&rmzﬂ. 4
MeHeaxep BA Jnignuc/ r O ;

i MOXke ByTuK BUNyLLEeHa B Nnpogax

(= [e/sF
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AEPXABHA CJIIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanit Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
NpO SIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

29.07.2024 Ne 38604/24/26

AMIKAIIMH-BICTA

(HaliMenyBaHHA NiKapchKoro 3acoby 3riZiHo 3 peecTpalifiHUM NOCBIAYEHHAM )
034HH s In' €Ki, 250 mr/mur; mo 2 ma (500 mr Jgaxkoni; mo 1 rakony B Kaprousiii
p y HY B Kap
mavii

(dopma BHIyCKy, J103yBaHHs, BUI NaKyBaHHs Jikapchkoro 3acoby)
Homep peecrpauiiinoro nocsizuenns UA/19469/01/01 crpok aii peecrpauiiinoro nocsiguenns 09.06.2027
Cepis nikapcbkoro 3acoby Ne 24F260 Kinbkicts BBe3eHOrO Nikapeskoro 3acoby S000

BupoGuuk AHDAPM XEJUJIAC C.A, I'pentist

(Hafimenysanns BupoOHHKa NiKapceKoro 3acoly, KpaiHa NOXOAKEeHHs )

BeeseHo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIINNIOBIIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(HalimenyBanns Ta koa 3a €/IPIIOY iopuan4uHoi ocobu abo npissuiue, iM's, no Gatbkosi
(hisnunol ocobm - ninpuemus, il Miclle NPOXHBAHHSA TA peecTpauiinuil Homep obnikosol
KapTK1 NiaTHWUKa nojarkis abo cepis Ta HoMep nacnopra)

IMpoTokoa Bisyansnoro kontpomo six 29.07.2024 Ne 2558/1.

3a pesy/ibTaTaMHM JIEPXKABHOIO KOHTPOIO BCTAaHOBJICHO, WO JiKapchKuii 3aci BBeseHo B VYkpainy 3
AOTPHMAHHSM BHMOI 3aKOHOABCTBA 11010 3a0e3neYeHHA AKOCTI JIIKapChKUX

HavansHux Muxkona XOJIOJIEHKO

BLOr0 KOHTPOO) (nmianmc) (iniuianu Ta npizsning)

(nocazosa ocoba oprasy.a




JAEPXKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitnununot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTTOY 37079055

BUCHOBOK
Npo SIKICTh BBE3€HOro B YKpainy JiikapchbKoro 3acody

06.09.2024 Ne 45597/24/26

AMIKAIIMH-BICTA

(HaliMEHYBAHHA NTKAPCLKOrO 3aco0V 3riIHO 3 peccTpaniiinm nocriuennsns)
po3unH Aas in'ckuii, 250 mr/ma; no 2 ma (500 mr) y darakoni; no 1 gpaaxony B kaprouniii
nauui

(hopma BHMyCKy, 103y BaHHA, B MAKYBAHHA AiKapcLKOro acoby)
Homep peectpauiiinoro nocsimuenns UA/19469/01/01 crpok aii peectpauiiinoro nocsinuenns 09.06.2027
Cepis nikapcwkoro 3acoby Ne 24F261 KinbKkicTh BBE3eHOrO JNikapchkoro sacody 747

BupoGHuk AH®APM XEJUIAC C.A, I'peuist

(HalimeHyBaHHs BUpoOHMKa NiKapcbkoro 3acoly, KpaiHa MoXo/KeHH)

Beeseno B Vipaiy TOBAPHUCTBO 3 OBMEKEHOIO BIATNNOBIIAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(Haimenysanns Ta ko 3a CAPIIOY wopuanunoi ocobu abo npisanine. im's, no Garkkosi
(hiznuHOT 0cOGH - NiANPHEMILA, TT MiCLLE NPOKRMBAHHA Ta peccTpaliinmi nomep obaikosoi
KapTKH NJaTHuKa nojarkis abo cepis ta nomep nacnopra)

Mporokoa sisyansuoro konrpomio sin 06.09.2024 Ne 3081/5.

3a pe3ynbTaTaMM JEPHKABHOrO KOHTPOJIKO BCTAHOBIEHO, 1O Jikapcekuii 3acié  seeseno B Ykpainy 3
JAOTPHMAHHSAM BHMOT 3aKOHONABCTBA LIO/IO 3a0e3neueHHs SKOCTi JiKgpChKMX 3acobis.

Hal{anb’({ﬁ('{‘/ In 1 \2% Mukona XOJIOJIEHKO
(uoc:ultin;h oco6a a‘rpra'uy neﬁacamj'ﬂro KOHTPONIO) (nianmc) (iniwianu Ta npizsuuie)
\% (~ZcF |
._"\ 4 M-, ._/’
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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 NPOOYKTY: AMIKALMUH-BICTA

HA3BA MPOAYKTY BULK: AMIKALIMH PO34YMH A/1A IH’ EKL|IA 500mr/2mn
KO NPOAYKTY BULK: ANF.04.0538

CEPIA MPOOYKTY BULK: 24E205

J1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. Jlikapcbka dopma/Cuna aii: PozumH ana in'exuiii / 500mr/2mn
Pozamip ynakoBku: ynakoBKka x1 ¢nakoH x 2 mn

[ata surotosnenHn: 05/2024 Homep cepii: 24F261

Kinbkicte : 747 ynak Tepmin npuaarHocti : 05/2026

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-!HMKaZ - 320009, rPELLIA

T FNTE PR AT HRED. FOSS IR < Homep niueHsii Ha BupobHMLTBO: 0000000011/24/1

KOHTPONbHWUM CANCOK

OOKYMEHT 3AMNUCY CEPIT-MPOUEC BUPOBHULTBA

B MPOLIECI BUMPOBYBAHHA

OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKH

MPOEKTMBHICTb BUPOBHMYOTI O MNMPOLIECY

OOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONOTIYHKUX AOCNIOXKEHD

OOKYMEHTK NPO KOHTPOJ/1b AKOCTI

CEPTHU®IKAT AHANI3Y

KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO

NNENEYRNENENENENIRNEN

nig YAC BUTrOTOBNEHHA UJEI NAPTIT HE BY10 OCOB/IMBUX/3HAYHUX BIOXIAIB

A1, Hkyenignucanmin . MoHoriy , YnosHoBaxeHa Ocoba AH®APM XE/JIAC C.A, UMM 3acBigyyto, Wo:

a./ Uio cepilo AMIKAUMH PO3YMH ON18 IH’EKLIA 500 mr/dnakoH 24F261 6yno BUrOTOB/EHO, YMakoBaHO Ta
npoTecToBaHoO BignosigHo Ao sumor GMP BignosigHo Ao Bumor GMP EC gns nikapcbkux 3acobis i [aKkwo 8 €C] BignosigHo
00 BUMOT peecTpauiiHUX MaTepianis KpaiHM npu3HavyeHHs. JOKymeHTauia wWoao npouecy BMpobBHWMUTBA, NaKyBaHHA Ta
TecTyBaHHA 3aBeplleHa, NepesBipeHa Ta 3aTBepAKeHa. Yci BigxuneHHs 6Gynm pos3rnadyTi Ta cXBasieHi BignosigHo Ao
BCTAHOB/IEHOI MPOUEAYPU BIiAXUNEHb, i MOAHUX CYTTEBUX/KPUTUYHWUX BiaXUneHb BUABNEHO He Byno. Cepia npoaykuii
BiAANOBiAa€e NoroAKeHnm cneuudikauiam i moxe ByTy 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 12/07/2024 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
M. Metponynoc E. ManaHikonay
Bipagin axkocTi YnosHoBaXkeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBEHMLITBA: R&D LIEHTP NOTMICTUYHWUIA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaiiac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpiziniac, Kidicia, Adinu-Namia, Tpisiniac, Kidicia, Adinn-Namia,

14564 Adixn, Mpeuja 32009 Cximarapi, Biotia, Ipevujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210683 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



MNpoaykT: AMIKALMH 250 mr/mn PO34YMH ANA IH'EKLI,IP’!

®opma DP-D10-E01
Bepcia: 05

CEPTU®IKAT AHANI3Y

Cepia No: 24E205

Koposuin No: ANF.04.0538 1 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O ANF.04.0538 O IHwwii O

[Oata surotoeneHHa: 05/2024

Bepcis kKoHTpono AKocTi: 06

[aTa BnpoBameHHa: 05/02/2024

JopaTtkosa iHpopmauia:

(AMFP-047-3.13)

CNELMDIKALIA
TECTH (sripHo AMFP-047, peg. 02 Big 05.02.2024) METOAM PEIVIIGTATH
i CKnaHui be3bapBHUIA GNaKOH, AKKMIA MICTUTE NPO30PUIA BizyanbHWIA KOHTpO/b HisroRiEE
pPO34MH Bia 6e30apBHOro 40 CBITNIO-*KOBTOTO KOMbOPY (AMFP-047-3.1) A A
€EP223
H 3,5-5,5 4,6
3 i (AMFP-047-3.2) ?
MposopicTb i cTyNiHB . EP22.1 ; ;
onanecueHuii Mposopuit posuuk (AMFP-047-3.15) Bianosiaae
Erynite 2aCapanarm He iHTEHCUBHILLWHA, HiX pedepeHTHUA po3umH BS E922.2 Bignoeiaae
s HK PEQEP P (AMFP-047-3.16) ANOBIA
06'em LLLO BUTAraeTLCA Ona 250 mr/2 mn: 06’ em He MeHLe CyMM HOMIHABHUX N/A*
06’emiB KOHTEHHepIB pa3om.
[na 500 mr/2 mn: o6’ em He MeHLe CymMW HOMIHAbHUX €0 2.9.17 Bignoeiaae
06’emiB KOHTEHHepIB pa3om. (AMFP-047-3.3) 10,5mn
Ona 1r/4 mn: 06'em He MeHLLe HOMIHanbHoro o6’ emy,
OOCNiIEeHOro OKpemo. N/A*
OAHOPI,B,HICTI:-AO.?OBaHHK AV: 11<15,0 € 2.9.40 Bianoeipae
oAWHUUL (Bapiauia macu) (AMFP-047-3.4) AV=39
laeHTUdiKaLia HaTpio Bianogigae no3uTHBHIN igeHTUdIKaLi. Yac yTprmaHHA niky
meTabicynb ity HaTpito meTabicynbgiTy B po3uMHi 3pa3ka nodibHMIA oo vacy BEPX BHyTpilLHIi meTog, MosuTHBHMil
YTPUMaHHA niky meTabicynbgiTy HaTpilo B pO3YMHI (AMFP-047-3.5)
NMOPIBHAHHA.
% KinbKicHe BUSHa4YeHHsA HaTpilo BEPX BHyTpiWwHii meTopn,
60-105% 96%
meTabicynbdity ’ (AMFP-047-3.6) °
s ibiaN; Rl BEPX:.Bi.ﬂ.no.Bi.qae n03umBHib‘i.i.qum¢iHal_!ii‘. q:ic YTPUMAHHA BEPTf;T:E'OLz;I_:.?fTO” osUTHBHM
NiKy amikaLWHy B pO34MHI 3pa3ka noaibHuMiA Ao yacy &
YTPUMYBaHHSA MiKy amiKaluWHY B PO34KMHI NOPIBHAHHA.
BEPX/Y® petektop: MO3MTUBHMIA A0 CTaHAAPTY -
(AMFP-047-3.18) MO3UTUBHUIA
CynpoBigHi 4oMiLIKK Nomiwka A: <0,5% BQL*
Homiwka D: £0,8% MeTopg BEPX 0,20%
HDomiwka H: £0,5% MNoTouHa moHorpagis BP 0,17%
Byab-AKa HecneuuMdikoBaHa gomilKa: < 0,2% (AMFP-047-3.8) N/D*
Cyma gomiwok: 2,0% 0,7%
% KinbKicHe BUSHa4eHHA BEPX BHyTpilLHIit meTog,
: 95,0-105,0% 99,2%
AMiKaLmHy ° (AMFP-047-3.9) °
M iyHi : . €9 2.9.19
e)(aHl"IH-I EC RS He Ginble 6000 yacTMHOK/bnakoH: = 10 MKkm 5
Heonz ML IRET NN He 6inble 600 4acTUHOK/dNAKOH: 2 25 MKM Teer n 0
= (AMFP-047-3.10)

BuAMMI YaCTMHKK BinbHuWiA Big BUAMMMX YACTUHOK G20 Bianosipae
A A Bua (AMFP-047-3.17) AMOSIA
TecT Ha CTEPUABHICTD CrepunbHUin FhEue? b1 CTepunbHUiA

P 5 (AMFP-047-3.11) P
. . . €D 2.6.14
BakTepianbHi eHAOTOKCHMHM He 6inbwe 0,25 MO/ mr (AMFP-047-3.12) < 0,25 MO/mr
MosiTpo,/B0A0HENPOHUKHICTE FepmeTUyHKMA Yepes 600 cek. npu 160 mm pT.CT. Bayrpiuini pevon Bignoeiaae

I 3aTBepaKeHo v

BiaxuneHo

*BDL — Huxe1ye mexi suasnerua / Below Detection Limit
*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
*N/A - He sacmocoeyemocsa / Not Applicable

*N/D - He sussneHo / Not Detected

NigrotosneHo:
KepisHuKk BA

3aTBepaMeHO:
MeHemkep BA

MIKAJIIC NANATEOJOPY
/manuc/

MAPIJIEHA CTAMATIY
/mianuc/

i MOXXe OyTu BUNYyLLeHa B Npoaax

Oarta: 25.06.2024

Oarta: 25.06.2024
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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 : AMIKACIN-VISTA

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

CODE OF BULK PRODUCT: ANF.04.0538

LOT OF BULK PRODUCT: 24E205

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

Batch No : 24F261
Exp.Date : 05/2026

Manufacture Date: 05/2024
Quantity : 747 BT

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 : 0000000011/24/1

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

A RN IR NN NN IR N

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

I, the undersigned E. Papanikolaou, Qualified Person of ANFARM HELLAS S.A. hereby certify that :
a./This batch AMIKACIN-VISTA INJ.SOL. 500mg/Vial 24F261 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 (EloF/Sopy Signature:

Prepared By:

M. Petropoulos

Approved By:

E. -Pa;; anikolaou

QA Dept Qualified Person
ANFARM HELLAS S.A,
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTENR:
} Achaias Str & Trizimas Ste, Kifissia,, 61st km National Road } Achaias Str. & Trznuas S Kifissia , 68t km National Road
1564 Athens, Greece Alhens -Lania. 14564 Athens, Greece Athens -Lamia
T +30 210 683 1632 i 0 683 1632 32009, Schamata. Violse Grees

32009 Schimatari. Viotia, Greece

inloaaniamm com T 30 2 } 5819]

mloreemmiarm com

infoddanlann com
1 - L]



Product: AMIKACIN 250mg/mi INJECTION SOLUTION

Form prP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Lot No.: 24E205

Code No: ANF.04.0538 @ ANF.04.0479 [] ANF.05.0045 O

Man. Date: 05/2024

ANF.04.0589 [0 ANF.05.0086 [  Other
QC version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Appearance Glass colourless vial containing colourless to light Visual control Compiies
yellow clear solution (AMFP-047-3.1) P
pH Ph.Fur.2.2.3
3333 (AMFP-047-3.2) 4.6
Clarity and Degree of . Ph.Eur.2.2.1 .
apalescence The solution is clear (AMFP-047-3.15) Complies
Degree of coloration y ; Ph.Eur.2.2.2 ” ;
Not more intense than reference solution B5 (AMFP-047-3.16) Complies
Extractable volume For 250mg/1ml: The volume is not less than the N/A
sum of the nominal volumes of the container
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) 10.5ml
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) =ty (AMFP-047-3.4) AV=39
Identification of Sodium Conforms to positive identification. The retention
metabisulfite time of Sodium metabisulfite peak in the sample HPLC in —House method Pesitive
solution is similar to the retention time of sodium (AMFP-047-3.5)
metabisulfite peak in reference solution.
% Assay of Sodium HPLC in —House method o
metabisulfite £0-1037% (AMFP-047-3.6) 96%
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.
HPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
Related substances Impurity A: NMT 0.5% BQL
Impurity D: NMT 0.8% HPLC method 0.20%
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% 0.37%
% Assay of Amikacin HPLC In ~house method
95.0-105.0% (AMEP-047-3.9) 99.2%
ANFARM HELLAS S.A. 1)(2

HEAD OFFICES:

4 Achaias Str & Trizinias St Kifissia,,

14564 Athens, Greece
T+30 210 683 1632
infoi@ anfarm,com
anfarm.com

MANUFACTURING SITE:

61st km National Road

Athens -Lamia,

32009, Schimatari, Viotia, Greece
T+3022620 58391
info@anfarm.com

R&D CENTER:

14564 Athens, Greece
T+30210683 1632
info@anfarm.com

4 Achaias Str. & Trizinias Str. Kifissia ,

LOGISTICS CENTER:
68th km National Road
Athens -Lamia,

32009, Schimatari,Victia, Greece

T + 30 22650 41250
info@anfarm.com




Form DpP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/ml INJECTION SOLUTION Lot No.: 24E205
Code No: ANF.04.0538 ® ANF.04.0479 [0 ANF.05.0045 O ’ Man. Date: 05/2024
ANF.04.0589 0 ANF.05.0086 O Other(d
QC version: 08 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 pm Test 1B 5
Sub visible particles NMT 600 particle/container: > 25 um (AMFP-047-3.10) 0
Visible particulate .. . Ph.Eur.2.9.20 .
contamination Free from visible particles (AMFP-047-3.17) Complies
Sterility test . Ph.Eur.2.6.1 ]
Sterile (AMFP-047-3.11) Sterile
Bacterial endotoxins Ph.Eur.2.6.14 <(0.25
ML= Elig (AMFP-047-3.12) EU/mg
Air/Water tightness ; ) In-House method .
Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies
I Approved /" | Rejected —I
Prepared by: Date: 25/06/2024
QC Supervisor
Approved by: Date: 25/06/2024
QC Manager
2/2
ANFARM HELLAS 5.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str & Trizinias Str, Kifissia,, 61st km National Road 4 Achalas Str. & Trizinias Str. Kifissia, 68th km National Road
14564 Athens, Greace Athens -Lamia, 14564 Athens, Greece Athens -Lamia,
T+30 210 683 1632 32009, Schimatari, Viotia, Greece T+30210683 1632 32008, Schimatari,Viotia, Greece
nfo@anfarm.com T+ 30 22620 58391 info@anfarm.com T+ 30 22650 41250

farn nf, = r i &
anfarm.com foanfarm.com info@anfarm.com




JAEPKABHA CJIIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuusoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
Mpo SIKICTh BBE3€HOro B Y KpaiHy JliKkapcbKoro 3acody
06.09.2024 Ne 45599/24/26
AMIKAIIUH-BICTA

(HaliMeHyBaHHA NiKapcbKoro 3acofy 3riHO 3 peccTpallifiiniM NOCBLIYEHHAM )
po3umH aust iH'exkuii, 250 mr/mur; mo 2 ma (500 mr) y ¢paakoni; no 1 puiakony B kapToHHii
navii

((popma Bunycky, 103yBaHHS, BHIL MAKyBaHHA Jikapcbkoro 3acoly)
Homep peectpauiitnoro noceimuenna UA/19469/01/01 crpox nii peectpauiiinoro nocsinuenns 09.06.2027
Cepis nixapcﬁxoro 3acoby Ne 24G365 KinbkicTh BBE3€HOrO NiKapchkoro 3acoby 5536

Bupo6Huk AHDAPM XEJUIAC C.A, I'peuis

(naimenyBanHs BUPOOHUKA NIKAPCHKOro 3ac00Y. Kpaiia NoXoKeH )

BaeseHo B YkpaiHy TOBAPUCTBO 3 OBGMEKEHORO BIJINTOBIJIAJIBHICTHO
"BYCT ®APMA", inenT. koa: 44107410

(naiimenysanus Ta ko 3a CJPHOY jopuiaminoi ocodu abo npiiauine. iv's. 1o Garbkosi
(pizMHHOT 0COBH - NiANPHEMILE, TT MiCUE NPOKHBAHHA Ta peccTpatiinmnii nomep 00IIKOROT
KAPTKM NJIaTHUKA NoAaTKiB ado cepis Ta HOMCP nacnopra)

MpoTokoa Bisyansnoro kourpomo sia 06.09.2024 N 3081/7.

3a pe3ynbTaTaMH [EPHKABHOrO KOHTPOJIIO BCTAHOBMNEHO, IO Jikapchkkuil 3aci6 BeeseHo B VYkpainy 3
JOTPHMAHHSM BUMOT 3aKOHO/JABCTBA LWOAO 3abe3riedeHHs AKOCTI Nikap@hkux 3acobis.

Muxkona XOJIOJIEHKO

HTPOJIO) (nianuc) (iniuiany Ta npizsuie)




—-
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 NPOOYKTY: AMIKALMUH-BICTA

HA3BA MPOAYKTY BULK: AMIKALIMH PO34YMH A/1A IH’ EKL|IA 500mr/2mn
KO NPOAYKTY BULK: ANF.04.0538

CEPIA MPOAYKTY BULK: 24G028

J1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. Jlikapcbka dopma/Cuna aii: PozumH ana in'exuiii / 500mr/2mn
Pozamip ynakoBku: ynakoBKka x1 ¢nakoH x 2 mn

[ata surotosnenHn: 07/2024 Homep cepii: 24G365

Kinbkicte : 16 015 ynak Tepmin npuaarHocti : 07/2026

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-!HMKaZ - 320009, rPELLIA

T FNTE PR AT HRED. FOSS IR < Homep niueHsii Ha BupobHMLTBO: 0000000011/24/1

KOHTPONbHWUM CANCOK

OOKYMEHT 3AMNUCY CEPIT-MPOUEC BUPOBHULTBA

B MPOLIECI BUMPOBYBAHHA

OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKH

MPOEKTMBHICTb BUPOBHMYOTI O MNMPOLIECY

OOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONOTIYHKUX AOCNIOXKEHD

OOKYMEHTK NPO KOHTPOJ/1b AKOCTI

CEPTHU®IKAT AHANI3Y

KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO

NNENEYRNENENENENIRNEN

nig YAC BUTrOTOBNEHHA UJEI NAPTIT HE BY10 OCOB/IMBUX/3HAYHUX BIOXIAIB

A1, Hkyenignucanmia [. MoHoriy , YnosHoBaxeHa Ocoba AHO®APM XE/JIAC C.A, UMM 3acBiguyto, Wo:

a./ Lo cepilo AMIKAUMH PO34YMH ANA IHEKLIN 500 mr/dnakoH 24G365 6yn0 BUrOTOB/EHO, YMakoBaHO Ta
npoTecToBaHoO BignosigHo Ao sumor GMP BignosigHo Ao Bumor GMP EC gns nikapcbkux 3acobis i [aKkwo 8 €C] BignosigHo
00 BUMOT peecTpauiiHUX MaTepianis KpaiHM npu3HavyeHHs. JOKymeHTauia wWoao npouecy BMpobBHWMUTBA, NaKyBaHHA Ta
TecTyBaHHA 3aBeplleHa, NepesBipeHa Ta 3aTBepAKeHa. Yci BigxuneHHs 6Gynm pos3rnadyTi Ta cXBasieHi BignosigHo Ao
BCTAHOB/MIEHOI MPOUEAYPU BIiAXUNEHb, i MOAHUX CYTTEBUX/KPUTUYHWUX BigxuneHo BUABAEHO He Byno. Cepia npoaykuii
BiANOBiAae NorogeHnm cneumndikauiam i moxe 6yTy BUNyLWEHa B NPoAaK

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

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

Darta 21/08/2024 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
M. Metponynoc A. MoHoriy
Bipgin akocTi YnoeHoBaxeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBEHMLITBA: R&D LIEHTP NOTMICTUYHWUIA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaiiac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpiziniac, Kidicia, Adinu-Namia, Tpisiniac, Kidicia, Adinn-Namia,

14564 Adixn, Mpeuja 32009 Cximarapi, Biotia, Ipevujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210683 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



MNpoaykT: AMIKALMH 250 mr/mn PO34YMH ANA IH'EKLI,IP’!

®opma DP-D10-E01
Bepcisa: 06

CEPTU®IKAT AHANI3Y

Cepia Ne: 24G028

Koposuin No: ANF.04.0538 1 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O ANF.04.0538 O IHwwii O

[Oata surotoeneHHa: 07/2024

Bepcis kKoHTpono AKocTi: 06

[aTa BnpoBameHHa: 05/02/2024

JopaTtkosa iHpopmauia:

(AMFP-047-3.13)

CNELMDIKALIA
TECTH (sripHo AMFP-047, peg. 02 Big 05.02.2024) METOAM PEIVIIGTATH
i CknaHui be3bapBHUIA GNAKOH, AKKMIA MICTUTE NPO30PUIA BizyanbHWIA KOHTpO/b HisroRiEE
pPO34MH Bia 6e30apBHOrO [0 CBITNIO-*KOBTOTO KOMbOPY (AMFP-047-3.1) A A
€EP223
H 3,5-5,5 4,7
3 i (AMFP-047-3.2) ?
MposopicTb i cTyNiHB . EP22.1 ; ;
onanecueHuii Mposopuit posuuk (AMFP-047-3.15) Bianosiaae
Erynite 2aCapanarm He iHTEHCUBHILLWHA, HiX pedepeHTHUA po3umH BS E922.2 Bignoeiaae
s HK PEQEP P (AMFP-047-3.16) ANOBIA
06'em LLLO BUTAraeTLCA Ona 250 mr/1 mn: 06’em He MeHLe CymMU HOMIHAbHUX N/A*
06’emiB KOHTEHHepIB pa3om.
[na 500 mr/2 mn: o6’ em He MeHLe CymMW HOMIHAbHUX €0 2.9.17 Bignoeiaae
06’emiB KOHTEHHepIB pa3om. (AMFP-047-3.3) 10,4mn
Ona 1r/4 mn: 06'em He MeHLLe HOMIHanbHoro o6’ emy,
OOCNiIEeHOro OKpemo. N/A*
OAHOPI,B,HICTI:-,B,O.?OBaHHK AV: 11<15,0 € 2.9.40 Bianoeipae
oAWHUUL (Bapiauia macu) (AMFP-047-3.4) AV=3,8
laeHTUdiKaLia HaTpio Bianogigae no3uTUBHIN igeHTUdIKaLi. Yac yTpMmaHHA niky
meTabicynb ity HaTpito meTabicynbgiTy B po3uMHi 3pa3ka nodibHMIA oo vacy BEPX BHyTpilLHIi meTog, MosnTeHa
YTPUMaHHA niky meTabicynbgiTy HaTpilo B pO3YMHI (AMFP-047-3.5)
NMOPIBHAHHA.
% KinbKicHe BUSHa4YeHHsA HaTpilo BEPX BHyTpiWwHii meTopn,
60-105% 68%
meTabicynbdity ’ (AMFP-047-3.6) °
s ibiaN; Rl BEPX:.Bi.ﬂ.no.Bi.qae n03umBHib‘i.i.qum¢iHal_!ii‘. q:ic YTPUMAHHA BEPTf;g?gﬁ;‘_:?fm'ﬂ FloswmBHa
NiKky amikaumHy B po34uHi 3pa3sKa nogibHui go vacy &
YTPUMYBaHHSA MiKy amiKaluWHY B PO34KMHI NOPIBHAHHA.
BEPX/Y® petektop: MO3MTUBHMIA A0 CTaHAAPTY -
(AMFP-047-3.18) MO3UTUBHUIA
CynposigHi AoMiLLIKKU Nomiwka A: <0,5% 0,12%
Homiwka D: £0,8% MeTopg BEPX 0,21%
HDomiwka H: £0,5% MNoTouHa moHorpagis BP 0,19%
Byab-AKa HecneuuMdikoBaHa gomilKa: < 0,2% (AMFP-047-3.8) 0,12%
Cyma gomiwok: 2,0% 0,74%
% KinbKicHe BUSHa4eHHA BEPX BHyTpilLHIit meTog,

: 95,0-105,0% 98,7%
AMiKaLmHy ° (AMFP-047-3.9) °
M iyHi : . €9 2.9.19

e)(aHl"IH-I EC RS He Ginble 6000 yacTMHOK/bnakoH: = 10 MKkm 7
Heonz ML IRET NN He Ginble 600 yacTUHOK/$NAKOH: 2 25 MKM Teer n 1
= (AMFP-047-3.10)

BuAMMI YaCTMHKK BinbHuWiA Big BUAMMMX YACTUHOK G20 Bianosipae
A A Bua (AMFP-047-3.17) AMOSIA
TecT Ha CTEPUABHICTD CrepunbHUin FhEue? b1 CTepunbHUiA

P 5 (AMFP-047-3.11) P
. . . €D 2.6.14
BakTepianbHi eHAOTOKCHMHM He 6inbwe 0,25 MO/ mr (AMFP-047-3.12) < 0,25 MO/mr
MosiTpo,/B0A0HENPOHUKHICTE FepmeTUyHKMA Yepes 600 cek. npu 160 mm pT.CT. Bayrpiuini pevon Bignoeiaae

I 3aTBepaKeHo v

BiaxuneHo

*BDL — Huxe1ye mexi suasnerua / Below Detection Limit
*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
*N/A - He sacmocosyemocsa / Not Applicable

NigrotosneHo:
KepisHuK BA

3aTBepaMeHo:
MeHemxep BA

MIKANIC NANATEOQOPY
iHCNEeKTOp 3 KOHTPOAK akocTi/MIAMNNC/

MAHATIOTIC TEMEHET3IC
yrnoBHOBaMeHa ocoba/NigNnc/

i MOXXe OyTu BUNYyLLeHa B Npoaax

Oarta: 26.07.2024

Oarta: 26.07.2024
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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: 24G028

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: 07/2024 Batch No : 24G365

Quantity : 16.015 BT Exp.Date : 07/2026

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 : 0000000011/24/1

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

ANENENENENENEVENENEN

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 AMIKACIN-VISTA INJ.SOL. 500mg/Vial 24G365 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 Autharization 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 2//08/ 202y . Signature:
Prepared By: ApprOved By

7 S

M. Petropoulos noglou
QA Dept O]:L hf Person”
ANFARM HELLAS S.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS (_:F,.\"l'l':R:

} Achaias Ste & Trizinias St Kifissia Glst km National Road } Achaias St & Trizinias St Kifissia . 68th lan Maticnal Road
15 J’\lln_n ce Athens -Lamia 143564 Athens. Greece .‘\II ns | anna,

) 32009 Sclimatani, Viotia, Greece [+30 210 683 1632
[

it aniinm com

atai Viaha, Greece

30 22620 583 f}l foianfamm com




ANFARM

Product: AMIKACIN 250mg/mi INJECTION SOLUTION

Form DP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Lot No.: 24G028

Code No: ANF.04.0538 @ ANF.04.0479[] ANF.05.0045 [

| Man. Date: 07/2024

(AMFP-047-3.9)

ANF.04.0589 ] ANF.05.0086 (0  Other ]
QC version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Appearance Glass colourless vial containing colourless to light Visual control Complies
vellow clear solution (AMFP-047-3.1)
pH Ph.Eur.2.2.3
39533 (AMFP-047-3.2) 47
f;::::yc:;{: Degree of The solution is clear ( AII\:;]F}IE?(;FIIZT?ZS .ll 5) Complies
Degres of coloration Not more intense than reference solution B5 ( All\thFE?5427-2321 6) Complies
Extractable volume For 250mg/1ml: The volume is not less than the N/A
sum of the nominal volumes of the container
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) 10.4 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) B (AMFP-047-3.4) AV=38
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.
% Assay of Sodium HPLC in —House method
metabisulfite 60-103% (AMFP-047-3.6) 55
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.
HPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
Related substances Impurity A: NMT 0.5% 0.12%
Impurity D: NMT 0.8% HPLC method 0.21%
Impurity H: NMT 0.5% Current BP monograph 0.19%
Any unspecified Impurity: NMT 0.2% (AMFP-047-3.8) 0.12%
Total impurities: 2.0% 0.74%
% Assay of Amikacin 95.0-105.0% HPLC In —house method 08.7%

ANFARM HELLASS.A.

HEAD OFFICES:

4 Achalas Str & Trizinias Str., Kifissia,,

14564 Athens, Greece

MANUFACTURING SITE:
61st km National Road
Athens -Lamia,

R&D CENTER:

4 Achaias Str. & Trizinias Str. Kifissia ,
14564 Athens, Greece

T+30 210 683 1632 32009, Schimatari, Viotia, Greece
info - anfarm,com T+ 30 22620 58351
anfarm.com info"anfarm.com

T+30210 683 1632
infolZanfarm.com

LOGIS'&é;-’CEN'TER:

Athens -Lamia,

68th km National Road

32009, Schimatari,Viotia, Greece

T+ 30 22650 41350
infoi@'anfarm.com




Form DP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/m! INJECTION SOLUTION

Lot No.: 24G028

‘ Code No: ANF.04.0538 @ ANF.04.0479 ] ANF.05.0045 [ ‘ Man. Date: 07/2024
ANF.04.0589 [0 ANF.05.0086 (0 Otherd _

QC version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024) B
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 um Test 1B 7
Sub visible particles NMT 600 particle/container; > 25 um (AMFP-047-3.10) 1
Visible particulate o 2 Ph.Eur.2.9.20 ;
e et Free from visible particles (AMFP-047-3.17) Complies
Sterility test : Ph.Eur.2.6.1 .
Sterile (AMFP-047-3.11) Sterile
Bacterial endotoxins , Ph.Eur.2.6.14 <0.25
NMT 0.25 EU/mg (AMFP-047-3.12) EU/mg
Air/Water tightness . In-House method .
Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies
| Approved | Rejected
Prepared by: \ LA Date: 26/07/2024
QC Supervisor RS AN
Approved by: Date: 26/07/2024
QC Manager
2/2

ANFARM HELLAS 5.A.

HEAD OFFICES:

4 Achaias Str & Trizinias Str. Kifissia,,

14564 Athens, Greece
T+30 210683 1632
info = anfarm.com
anfarm.com

MANUFACTURING SITE:

615t km National Road

Athens -Lamia,

32009, schimatari, Viotla, Greece
T+ 3022620 58391

info Zanfarm.com

R&D CENTER:

4 Achaias Str. & Trizinias Str. Kifissia
14564 Athens, Greece

T+30 210683 1632

info - anfarm.com

LOGISTICS CENTER:

68th km National Road

Athens -Lamia,

32009, SchimatariViotia, Greece
T+302265041250
info@anfarm.com




JNEPXKABHA CJIYXKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPI10Y 37079055

BUCHOBOK
Npo AKiCTH BBe3eHOro B YKpaiHy JIiKapchbKoro 3acoly

03.01.2025 Ne 111/25/2611

AMIKAIIUH-BICTA
(HaiMeHyBaHNs Jlikapchkoro 3acoly 3riaHo 3 peccTpauifHiM MocBi1YCHHAM)
po3umH Ass in'exkuii, 250 Mr/mi; no 2 ma (500 mr) y ¢paaxoni; no 1 garaxony B KapTOHHiH
nauni
(dopma BunycKy, AO3yBaHHs, BHI NAKyBaHHS nikapcekoro 3acoly)

Howmep peectpauiitioro nocsinuenns UA/] 9469/01/01 crpok aii peecTpauifiHOro noceiA4eHH 09.06.2027
Cepis nikapcbkoro 3acoby Ne 24HOSS KinbkicTh BRe3eHOro aikapcskoro sacoby 8392

Bupo6HUK AH®APM XEJIJIAC C.A, I'peuis

(naiimMeHy BaHHS BUPOOHHKA JIiKapeLKOro 3aco0y, KpaiHa MOXOMKEHHS)

BeeseHo B YkpaiHy ToBAPHCTBO 3 0GMEKEHOIO BiIMOBIAAIBLHICTIO "BYCT ®APMA",
inent. xon: 44107410

(nafimenyBsanus Ta ko 3a €JIPTIOY 1opuamnunol ocobu abo npizpuilLe, iM'A, N0 6aTbKOBI
Qiznunoi ocobu - mianpuemus, ii MicLie MpoYKMBAHHSA Ta peccTpauiituii HoMep obnikosol
KapTKM NIaTHUKA NOAATKIB abo cepis Ta HoMEp nacnopra)

TpoToKo Bi3yanLHOr0 KOHTPOIIIO Bill 03.01.2025 N2 3/01.10-25/3.

3a pesyibTaTaMH JepKaBHOTO KOHTPOMIO BCTAHOBJICHO, IO nikapcbkuii  3aciG BBe3cHO B Vkpainy 3

JAOTPHMAHHAM BUMOr 3aKOHOJABCTBA 1ono 3abe3neueHHsn AKOCTI JKAPCbKHUX 3aco0is.

Mukosaa XOJIOJAEHKO

(nianuc) (ininiaau Ta npissuile)




—-
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 NPOOYKTY: AMIKALMUH-BICTA

HA3BA MPOAYKTY BULK: AMIKALIMH PO34YMH A/1A IH’ EKL|IA 500mr/2mn
KO NPOAYKTY BULK: ANF.04.0538

CEPIA MPOAYKTY BULK: 24G319

J1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. Jlikapcbka dopma/Cuna aii: PozumH ana in'exuiii / 500mr/2mn
Pozamip ynakoBku: ynakoBKka x1 ¢nakoH x 2 mn

[ata surotosnenHn: 07/2024 Homep cepii: 24HO55

Kinbkicte : 14 269 ynak Tepmin npuaarHocti : 07/2026

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-!HMKaZ - 320009, rPELLIA

T FNTE PR AT HRED. FOSS IR < Homep niueHsii Ha BupobHMLTBO: 0000000011/24/1

KOHTPONbHWUM CANCOK

OOKYMEHT 3AMNUCY CEPIT-MPOUEC BUPOBHULTBA

B MPOLIECI BUMPOBYBAHHA

OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKH

MPOEKTMBHICTb BUPOBHMYOTI O MNMPOLIECY

OOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONOTIYHKUX AOCNIOXKEHD

OOKYMEHTK NPO KOHTPOJ/1b AKOCTI

CEPTHU®IKAT AHANI3Y

KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO

NNENEYRNENENENENIRNEN

nig YAC BUTrOTOBNEHHA UJEI NAPTIT HE BY10 OCOB/IMBUX/3HAYHUX BIOXIAIB

A1, Hkyenignucanmia [. MoHoriy , YnosHoBaxeHa Ocoba AHO®APM XE/JIAC C.A, UMM 3acBiguyto, Wo:

a./ Uio cepilo AMIKAUMH PO34YMH ANA IHEKLIN 500 mr/dnakon 24HO55 6yno BUrOTOBNEHO, YMakoBaHO Ta
npoTecToBaHoO BignosigHo Ao sumor GMP BignosigHo Ao Bumor GMP EC gns nikapcbkux 3acobis i [aKkwo 8 €C] BignosigHo
00 BUMOT peecTpauiiHUX MaTepianis KpaiHM npu3HavyeHHs. JOKymeHTauia wWoao npouecy BMpobBHWMUTBA, NaKyBaHHA Ta
TecTyBaHHA 3aBeplleHa, NepesBipeHa Ta 3aTBepAKeHa. Yci BigxuneHHs 6Gynm pos3rnadyTi Ta cXBasieHi BignosigHo Ao
BCTAHOB/MIEHOI MPOUEAYPU BIiAXUNEHb, i MOAHUX CYTTEBUX/KPUTUYHWUX BigxuneHo BUABAEHO He Byno. Cepia npoaykuii
BiANOBiAae NorogeHnm cneumndikauiam i moxe 6yTy BUNyLWEHa B NPoAaK

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

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

Darta 29/08/2024 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
€. Xpucoxy A. MoHoriy
Bipgin akocTi YnoeHoBaxeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBEHMLITBA: R&D LIEHTP NOTMICTUYHWUIA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaiiac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpiziniac, Kidicia, Adinu-Namia, Tpisiniac, Kidicia, Adinn-Namia,

14564 AdiHn, Mpeuja 32009 Cximarapi, Biotia, Ipevujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210683 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



®opma DP-D10-E01
Bepcisa: 06

CEPTU®IKAT AHANI3Y
MNpoaykT: AMIKALMH 250 mr/mn PO34YMH ANA IH'EKLI,IP’!

Cepia Ne: 24G319

Koposuin No: ANF.04.0538 1 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O ANF.04.0538 O IHwwii O

[Oata surotoeneHHa: 07/2024

Bepcis kKoHTpono AKocTi: 06

[aTa BnpoBameHHa: 05/02/2024

JopaTtkosa iHpopmauia:

(AMFP-047-3.13)

CNELMDIKALIA
TECTH (sripHo AMFP-047, peg. 02 Big 05.02.2024) METOAM PEIVIIGTATH
i CknaHui be3bapBHUIA GNAKOH, AKKMIA MICTUTE NPO30PUIA BizyanbHWIA KOHTpO/b HisroRiEE
pPO34MH Bia 6e30apBHOrO [0 CBITNIO-*KOBTOTO KOMbOPY (AMFP-047-3.1) A A
€EP223
H 3,5-5,5 4,7
3 i (AMFP-047-3.2) ?
MposopicTb i cTyNiHB . EP22.1 ; ;
onanecueHuii Mposopuit posuuk (AMFP-047-3.15) Bianosiaae
Erynite 2aCapanarm He iHTEHCUBHILLWHA, HiX pedepeHTHUA po3umH BS E922.2 Bignoeiaae
s HK PEQEP P (AMFP-047-3.16) ANOBIA
06'em LLLO BUTAraeTLCA Ona 250 mr/1 mn: 06’em He MeHLe CymMU HOMIHAbHUX N/A*
06’emiB KOHTEHHepIB pa3om.
[na 500 mr/2 mn: o6’ em He MeHLe CymMW HOMIHAbHUX €0 2.9.17 Bignoeiaae
06’emiB KOHTEHHepIB pa3om. (AMFP-047-3.3) 10,4mn
Ona 1r/4 mn: 06'em He MeHLLe HOMIHanbHoro o6’ emy,
OOCNiIEeHOro OKpemo. N/A*
OAHOPI,B,HICTI:-AO.?OBaHHK AV: 11<15,0 € 2.9.40 Bianoeipae
oAWHUUL (Bapiauia macu) (AMFP-047-3.4) AV=6,0
laeHTUdiKaLia HaTpio Bianogigae no3uTUBHIN igeHTUdIKaLi. Yac yTpMmaHHA niky
meTabicynb ity HaTpito meTabicynbgiTy B po3uMHi 3pa3ka nodibHMIA oo vacy BEPX BHyTpilLHIi meTog, MosnTeHa
YTPUMaHHA niky meTabicynbgiTy HaTpilo B pO3YMHI (AMFP-047-3.5)
NMOPIBHAHHA.
% KinbKicHe BUSHa4YeHHsA HaTpilo BEPX BHyTpiWwHii meTopn,
60-105% 68%
meTabicynbdity ’ (AMFP-047-3.6) °
s ibiaN; Rl BEPX:.Bi.ﬂ.no.Bi.qae n03umBHib‘i.i.qum¢iHal_!ii‘. q:ic YTPUMAHHA BEPTf;T:E'OLz;I_:.?fTO” FloswmBHa
NiKy amikaLWHy B pO34MHI 3pa3ka noaibHuMiA Ao yacy &
YTPUMYBaHHSA MiKy amiKaluWHY B PO34KMHI NOPIBHAHHA.
BEPX/Y® petektop: MO3MTUBHMIA A0 CTaHAAPTY -
(AMFP-047-3.18) MO3UTUBHUIA
CynpoBigHi 4oMiLIKK Nomiwka A: <0,5% BQL*
Homiwka D: £0,8% MeTopg BEPX 0,30%
HDomiwka H: £0,5% MNoTouHa moHorpagis BP 0,29%
Byab-AKa HecneuuMdikoBaHa gomilKa: < 0,2% (AMFP-047-3.8) N/D*
Cyma gomiwok: 2,0% 0,59%
% KinbKicHe BUSHa4eHHA BEPX BHyTpilLHIit meTog,

3 95,0-105,0% 97,4%
AMiKaLmHy ° (AMFP-047-3.9) °
M iyHi : . €9 2.9.19

e)(aHl"IH-I EC RS He Ginble 6000 yacTMHOK/bnakoH: = 10 MKkm 11
Heonz ML IRET NN He Ginble 600 yacTUHOK/$NAKOH: 2 25 MKM Teer n 1
= (AMFP-047-3.10)

BuAMMI YaCTMHKK BinbHuWiA Big BUAMMMX YACTUHOK G20 Bianosipae
A A Bua (AMFP-047-3.17) AMOSIA
TecT Ha CTEPUABHICTD CrepunbHUin FhEue? b1 CTepunbHUiA

P 5 (AMFP-047-3.11) P
. . . €D 2.6.14
BakTepianbHi eHAOTOKCHMHM He 6inbwe 0,25 MO/ mr (AMFP-047-3.12) < 0,25 MO/mr
MosiTpo,/B0A0HENPOHUKHICTE FepmeTUyHKMA Yepes 600 cek. npu 160 mm pT.CT. Bayrpiuini pevon Bignoeiaae

I 3aTBepaKeHo v

BiaxuneHo

*BDL — Huxe1ye mexi suasnerua / Below Detection Limit
*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
*N/A - He sacmocosyemoca / Not Applicable

*ND - Not Detected / He susenerHo

NigrotosneHo:
KepisHuKk BA

3aTBepaMeHO:
MeHemkep BA

MIKANIC NANATEOAOPY
iHCMEeKTOpP 3 KOHTPOA aKocTi/MANUc/
MAPINEHA CTAMATIY

ynoBHoBaxKeHa oco6a/Mgnuc/

i MOXXe OyTu BUNYyLLeHa B Npoaax

Oarta: 29.08.2024

Oarta: 29.08.2024
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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: 24G319
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 lvial x 2ml

Manufacture Date: 07/2024
Quantity : 14.269 BT

Batch No : 24H055
Exp.Date : 07/2026

Solvent:-

Code of Solvent:-
Batch No of solvent:-
Exp.Date of solvent:-

Manufacturing, Packaging And Q.C.Site : ANFARM HELLAS S.A.
Address : 61* Km. Nat. Rd. Athens-Lamia Schimatari Viotias
320 09 GREECE

Authorization number : 0000000011/24/1

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

SN SN N A NN NS

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 AMIKACIN-VISTA INJ.SOL. 500mg/Vial 24H055 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 2908 /ey . Signature:
Prepared By: ‘Approved By:. \

2 \)

E. Chrysochou D\ Monogioy - /
\ i I’_/' /
QA Dept Qualified-Person’/
ANFARM HELLAS S.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str & Tnzimas S Kifissia,, G1st km National Road 4 Achaias Stir. & Trizinias Sir. Kifissia,  68th km National Road
14564 Athens, Greece Athens -Lamia, 14564 Athens. Greece Athens -Lamia,

T+30210 683 1632 32000 Schimatan, Viotia, Greece I +30 210 683 1632 312009, Schimatai, Viatia, Greece
mfodianfm com T + 30 22620 58391 infoledantanm, com T+ 30 2265041250
anfarm com i fodiantnm. com infodiantarm, com




Form pP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/ml INJECTION SOLUTION

Lot No.: 24G319

Code No: ANF.04.0538

ANF.04.0479 0 ANF.05.0045 O

Man. Date: 07/2024

ANF.04.0589 ] ANF.05.0086 [0  Other O
QC version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Appearance Glass colourless vial containing colourless to light Visual control Complies
yellow clear solution (AMFP-047-3.1) e
pH ! Ph.Eur.2.2.3
233 (AMFP-047-3.2) 4
Clarity and Degree of e Ph.Eur.2.2.1 o,
obalescence The solution is clear (AMFP-047-3.15) Complies
Degree of coloration : . " Ph.Fur.2.2.2 ;
Not more intense than reference solution B5 (AMFP-047-3.16) Complies
Extractable volume For 250mg/1ml: The volume is not less than the N/A
sum of the nominal volumes of the container
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) 10.4 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) =l 2 (AMFP-047-3.4) AV=6.0
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.
% Assay of Sodium 5 HPLC in —~House method .
metabisulfite ek (AMFP-047-3.6) o874
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.
HPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
Related substances Impurity A: NMT 0.5% BQL
Impurity D: NMT 0.8% HPLC method 0.30%
Impurity H: NMT 0.5% Current BP monograph 0.29%
Any unspecified Impurity: NMT 0.2% (AMFP-047-3.8) ND
Total impurities: 2.0% 0.59%
% Assay of Amikacin HPLC In -house method .
95.0-105.0% (AMFP-047-3.9) 97.4%
ANFARM HELLAS S.A,
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: R v 0.

4 Achaias Str & Trizinias Str., Kifissia,,

14564 Athens, Greece
T+30 210 683 1632
infe@anfarm.com
anfarm,com

61st km National Road

Athens -Lamia,

32009, Schimatari, Viotia, Greece
T+302262058391
info@anfarm.com

14564 Athens, Greece
T+30 210683 1632
info@anfarm,com

4 Achaias Str. & Trizinias Str., Kifissia

Athens -Lamia,

B8th km National Road

32009, Schimatari, Viotia, Greece

T+30 22650 41250
irn‘(s,ﬁ'g_nfa"ﬂ.cqn_'l




Form bpP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/ml INJECTION SOLUTION Lot No.: 24G319
Code No: ANF.04.0538 & ANF.04.0479 [0 ANF.05.0045 O | Man. Date: 07/2024
ANF.04.0589 0 ANF.05.0086 [0 Other O
QC version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 pm Test 1B 11
Sub visible particles NMT 600 particle/container: > 25 um (AMFP-047-3.10) 1
Visible particulate - : Ph.Eur.2.9.20 ;
paEs i Free from visible particles (AMFP-047-3.17) Complies
Sterility test ; Ph.Eur.2.6.1 ;
i (AMFP-047-3.11) Bedle
Bacterial endotoxins : Ph.Eur.2.6.14 <0.25
PRI A2 Ell g (AMFP-047-3.12) EU/mg
Air/Water tightness . In-House method .
Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies
[ Approved | Rejected |
Prepared by: HALIS PAPATHEODQR Date: 29/08/2024
QC Supervisor C SUPERVISQ
Approved by: Date: 29/08/2024
QC Manager
2/2

ANFARM HELLAS 5.A.

HEAD OFFICES:

4 Achaias Str & Trizinias Str., Kifissia,,
14564 Athens, Greece

T +30 210 683 1632
mioEanfarm.com
anfarm.com

MANUFACTURING SITE:
E1st km National Road
Athens -Lamig,

R&F‘LEFNTER: . LOGISTICS CENTER:

4 Achaias Str, & Trizinias Str., Kifissia 68th km National Road

iyt 14564 Athens, Greece

22009, Schimatari, Vietia ce T 43 1 316

. “;U 2161:‘1;315;1 ictia, Greece T +30 210 683 1632 32009, Schimatari,Viotia, Greece
+ 1 20 1 nfg @ m 2 . et
Hietopandasic mfo@anfarm.com T+30 22650 41250

info@anfarm.com

Athens -Lamia,




JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

29.04.2025 Ne 21159/25/26

AMIKAIIMH-BICTA

(mafiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM HOCBiTISHHIM)
po3unH aas i"'eknin, 250 mr/mu; mo 2 ma (S00 Mr) y ¢guaiakoni; mo 1 (py1akoHy B KAapTOHHIH
mavmi

(dhopma BIIIyCcKy, J03yBaHHA, BII IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimaerrs UA/19469/01/01 crpox aii peectpaniiiroro mocsimuenns 09.06.2027

Cepis mikapchkoro 3acoby Ne 25C132 KinpkicTh BBe3eHOTO JiKapchbkoro 3acoby 9780

Bupo6Hix AHOAPM XEJUIAC C.A, I'penis

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOIO 3aco0y, KpaiHa MOX0.DKeHH:)

Baesero B VKpaiHy TOBAPHUCTBO 3 OBMEXEHOIO BI/IIIOBITAJIBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maiiMeHyBaHHA Ta ko] 3a €IPIIOV ropramrdHoi ocodn abo mpizeimie, iM'sa, o 6aTEKOBI (izIrHOL
ocoDII - MMpHeMII, il Miclle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep o61iKOBOI KApTKII IIATHIKA
ToJAaTKIB abo cepis Ta HoMep Iaclopra)

IIpotokoa BisyatsHoro kontpo.aio Bix 29.04.2025 Ne 1404/01.10-25/1.

3a pesynpTaTaMH JIepKABHOTO KOHTPOIO BCTAaHOBIEHO, IO JIKapchKmil 3acid BBeseHO B YKpaiHy 3

JOTPHMAHHSAM BIMOT 3aKOHOIABCTBA 11010 3a0€3IeUeHHS JKOCTI JIKapChKIIX 3aco0iB.

Hagansauk Muxkomna XOJIOJIEHKO

(mmocaioBa ocoda opraHy JiepKaBHOT0 KOHTPOIIIO) (minmmic) (iHimiam1 Ta mpi3BIIIE)

ML.IL
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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 NPOOYKTY: AMIKALMUH-BICTA

HA3BA MPOAYKTY BULK: AMIKALIMH PO34YMH A/1A IH’ EKL|IA 500mr/2mn
KO NPOAYKTY BULK: ANF.04.0538

CEPIA MPOOYKTY BULK: 25A026

J1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. Jlikapcbka dopma/Cuna aii: PozumH ana in'exuiii / 500mr/2mn
Pozamip ynakoBku: ynakoBKka x1 ¢nakoH x 2 mn

[Hata surotoenexHs: 01/2025 Homep cepii: 25C132

Kinbkicte : 9780 ynak Tepmin npuaarHocti : 01/2027

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-!HMKaZ - 320009, rPELLIA

T FNTE PR AT HRED. FOSS IR < Homep niueHsii Ha BupobHMLTBO: 0000000011/24/1

KOHTPONbHWUM CANCOK

OOKYMEHT 3AMNUCY CEPIT-MPOUEC BUPOBHULTBA

B MPOLIECI BUMPOBYBAHHA

OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKH

MPOEKTMBHICTb BUPOBHMYOTI O MNMPOLIECY

OOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONOTIYHKUX AOCNIOXKEHD

OOKYMEHTK NPO KOHTPOJ/1b AKOCTI

CEPTHU®IKAT AHANI3Y

KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO

NNENEYRNENENENENIRNEN

nig YAC BUTrOTOBNEHHA UJEI NAPTIT HE BY10 OCOB/IMBUX/3HAYHUX BIOXIAIB

A1, Hkyenignucanmia [. MoHoriy , YnosHoBaxeHa Ocoba AHO®APM XE/JIAC C.A, UMM 3acBiguyto, Wo:

a./ Lo cepilo AMIKAUMH PO3YMH [ON18 IH'EKLIMA 500 mr/¢pnakoH 25C132 6yno BUTOTOBAEHO, YMaKoBaHO Ta
npoTecToBaHoO BignosigHo Ao sumor GMP BignosigHo Ao Bumor GMP EC gns nikapcbkux 3acobis i [aKkwo 8 €C] BignosigHo
00 BUMOT peecTpauiiHUX MaTepianis KpaiHM npu3HavyeHHs. JOKymeHTauia wWoao npouecy BMpobBHWMUTBA, NaKyBaHHA Ta
TecTyBaHHA 3aBeplleHa, NepesBipeHa Ta 3aTBepAKeHa. Yci BigxuneHHs 6Gynm pos3rnadyTi Ta cXBasieHi BignosigHo Ao
BCTAHOB/IEHOI MPOUEAYPU BIiAXUNEHb, i MOAHUX CYTTEBUX/KPUTUYHWUX BiaXUneHb BUABNEHO He Byno. Cepia npoaykuii
BiANOBiAae NorogeHnm cneumndikauiam i moxe 6yTy BUNyLWEHa B NPoAaK

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

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

Jarta 20/03/2025 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
€. Xpucoxy A. MoHoriy
Bipgin akocTi YnoeHoBaxeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBEHMLITBA: R&D LIEHTP NOTMICTUYHWUIA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaiiac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpiziniac, Kidicia, Adinu-Namia, Tpisiniac, Kidicia, Adinn-Namia,

14564 Adixn, Mpeuja 32009 Cximarapi, Biotia, Ipevujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210683 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



MNpoaykT: AMIKALMH 250 mr/mn PO34YMH ANA IH'EKLI,IP’!

®opma DP-D10-E01
Bepcisa: 06

CEPTU®IKAT AHANI3Y

Cepia No: 254026

Koposuin No: ANF.04.0538 1 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O ANF.05.0086 O IHwwii O

[Oata BurotosneHHa: 01/2025

Bepcis kKoHTpono AKocTi: 06

[aTa BnpoBameHHa: 05/02/2024

JopaTtkosa iHpopmauia:

(AMFP-047-3.13)

CNELMDIKALIA
TECTH (sripHo AMFP-047, peg. 02 Big 05.02.2024) METOAM PEIVIIGTATH
i CknaHui be3bapBHUIA GNAKOH, AKKMIA MICTUTE NPO30PUIA BizyanbHWIA KOHTpO/b HisroRiEE
pPO34MH Bia 6e30apBHOrO [0 CBITNIO-*KOBTOTO KOMbOPY (AMFP-047-3.1) A A
€EP223
H 3,5-5,5 4,5
3 i (AMFP-047-3.2) ?
MposopicTb i cTyNiHB . EP22.1 ; ;
onanecueHuii Mposopuit posuuk (AMFP-047-3.15) Bianosiaae
Erynite 2aCapanarm He iHTEHCUBHILLWHA, HiX pedepeHTHUA po3umH BS E922.2 Bignoeiaae
s HK PEQEP P (AMFP-047-3.16) ANOBIA
06'em LLLO BUTAraeTLCA Ona 250 mr/1 mn: 06’em He MeHLe CymMU HOMIHAbHUX N/A*
06’emiB KOHTEHHepIB pa3om.
[na 500 mr/2 mn: o6’ em He MeHLe CymMW HOMIHAbHUX €0 2.9.17 Bignoeiaae
06’emiB KOHTEHHepIB pa3om. (AMFP-047-3.3) 10,7mn
Ona 1r/4 mn: 06'em He MeHLLe HOMIHanbHoro o6’ emy,
OOCNiIEeHOro OKpemo. N/A*
OAHOPI,B,HICTI:-AO.?OBaHHK AV: 11<15,0 € 2.9.40 Bianoeipae
oAWHUUL (Bapiauia macu) (AMFP-047-3.4) AV=3,1
laeHTUdiKaLia HaTpio Bianogigae no3uTUBHIN igeHTUdIKaLi. Yac yTpMmaHHA niky
meTabicynb ity HaTpito meTabicynbgiTy B po3uMHi 3pa3ka nodibHMIA oo vacy BEPX BHyTpilLHIi meTog, MosnTeHa
YTPUMaHHA niky meTabicynbgiTy HaTpilo B pO3YMHI (AMFP-047-3.5)
NMOPIBHAHHA.
% KinbKicHe BUSHa4YeHHsA HaTpilo BEPX BHyTpiWwHii meTopn,
60-105% 69%
meTabicynbdity ’ (AMFP-047-3.6) °
s ibiaN; Rl BEPX:.Bi.ﬂ.no.Bi.qae n03umBHib‘i.i.qum¢iHal_!ii‘. q:ic YTPUMAHHA BEPTf;T:E'OLz;I_:.?fTO” FloswmBHa
NiKy amikaLWHy B pO34MHI 3pa3ka noaibHuMiA Ao yacy &
YTPUMYBaHHSA MiKy amiKaluWHY B PO34KMHI NOPIBHAHHA.
BEPX/Y® petektop: MO3MTUBHMIA A0 CTaHAAPTY -
(AMFP-047-3.18) MO3UTUBHUIA
CynpoBigHi 4oMiLIKK Nomiwka A: <0,5% BQL*
Homiwka D: £0,8% MeTopg BEPX 0,34%
HDomiwka H: £0,5% MNoTouHa moHorpagis BP 0,19%
Byab-AKa HecneuuMdikoBaHa gomilKa: < 0,2% (AMFP-047-3.8) BQL*
Cyma gomiwok: 2,0% 0,53%
% KinbKicHe BUSHa4eHHA BEPX BHyTpilLHIit meTog,

: 95,0-105,0% 99,9%
AMiKaLmHy ° (AMFP-047-3.9) °
M iyHi : . €9 2.9.19

e)(aHl"IH-I EC RS He Ginble 6000 yacTMHOK/bnakoH: = 10 MKkm 7
Heonz ML IRET NN He Ginble 600 yacTUHOK/$NAKOH: 2 25 MKM Teer n 1
= (AMFP-047-3.10)

BuAMMI YaCTMHKK BinbHuWiA Big BUAMMMX YACTUHOK G20 Bianosipae
A A Bua (AMFP-047-3.17) AMOSIA
TecT Ha CTEPUABHICTD CrepunbHUin FhEue? b1 CTepunbHUiA

P 5 (AMFP-047-3.11) P
. . . €D 2.6.14
BakTepianbHi eHAOTOKCHMHM He 6inbwe 0,25 MO/ mr (AMFP-047-3.12) < 0,25 MO/mr
MosiTpo,/B0A0HENPOHUKHICTE FepmeTUyHKMA Yepes 600 cek. npu 160 mm pT.CT. Bayrpiuini pevon Bignoeiaae

I 3aTBepaKeHo v

BiaxuneHo

*BDL — Huxe1ye mexi suasnerua / Below Detection Limit
*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
*N/A - He sacmocosyemocsa / Not Applicable

NigrotosneHo:
KepisHuK BA

3aTBepaMeHo:
MeHemep BA

MIKANIC NANATEO4OPY
iHCNeKTOp 3 KOHTpOA akocTi/MAMNUc/

AHHHA NMAPACKEBONYNnY
ynoBHoBa)eHa ocoba/Mmagnuc/

i MOXXe OyTu BUNYyLLeHa B Npoaax

Oarta: 17.03.2025

Oarta: 17.03.2025




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 : AMIKACIN-VISTA

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

CODE OF BULK PRODUCT: ANF.04.0538

LOT OF BULK PRODUCT: 25A026

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: 01/2025 Batch No : 25C132

Quantity : 9.780 BT Exp.Date : 01/2027

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 : 0000000011/24/1

LHECKING 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 ARVRY RV RV RVEVRNEN

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 AMIKACIN-VISTA INJ.SOL. 500mg/Vial 25C132 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 20/03 /20 2Z a Signature: _
E. Chrysochou D. Monogiou
QA Dept Qualified Person
ANFARM HELLAS S.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str & Trizinias Sir.,Kifissia,, 61st km National Road 4 Achaias Str. & Trizinias Str. Kifissin,  68th km National Road
14564 Athens, Greece Athens -Lamia, 14564 Athens, Greece Athens -Lamia,
T+30210683 1632 32009 Schimatari, Viotia, Greece ' +30 210683 1632 32009, Schimatai,Viotia, Greece

infod@anfann.com T+ 30 22620 58391 infofanfarm.com T + 30 22650 41250
infofanfam,com infoldanfanm.com




Product: AMIKACIN 250mg/m! INJECTION SOLUTION

Form ppP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Lot No.: 24A026

Code No: ANF.04.0538 @ ANF.04.0479 [0 ANF.05.0045 [J
ANF.04.0589 [] ANF.05.0086 [  Other O

Man. Date: 01/2025

O version: 06 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Appearance Glass colourless vial containing colourless to light Visual control Comilics
vellow clear solution (AMFP-047-3.1) P
pH ] Ph.Eur.2.2.3
i (AMFP-047-3.2) e
Clarity and Degree of B Ph.Eur.2.2.1 .
epalescence The solution is clear (AMFP-047-3.15) Complies
Degree of coloration ; ; Ph.Eur.2.2.2 ;
Not more intense than reference solution BS (AMFP-047-3.16) Complies
Extractable volume For 250mg/Iml: The volume is not less than the N/A
sum of the nominal volumes of the container
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) 10.7 ml
collectively.
For 1g/4ml: The volume is not less than the
nominal volume examined individually. A
Uniformity of dosage AV: Li< 15.0 Ph.Eur.2.9.40 Complies
units (Mass Variation) e (AMFP-047-3.4) AV=3.1
Identification of Sodium Conforms to positive identification. The retention
metabisulfite time of Sodium metabisulfite peak in the sample HPLC in —-House method Pasitiv
solution is similar to the retention time of sodium (AMFP-047-3.5) e
metabisulfite peak in reference solution.
% Assay of Sodium , HPLC in -House method o
metabisulfite ol (AMFP-047-3.6) 69%
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.
HPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
Related substances Impurity A: NMT 0.5% BDL
Impurity D: NMT 0.8% HPLC method 0.34%
Impurity H: NMT 0.5% Current BP monograph 0.19%
Any unspecified Impurity: NMT 0.2% (AMFP-047-3.8) BDL
Total impurities: 2.0% 0.53%
% Assay of Amikacin " HPLC In —house method
95.0-105.0% (AMFP-047-3.9) 99.9%
ANFARM HELLAS S.A.
HEAD OFFICES: U 2
4 Achaias Str Trizinias Str. kifle MANUFACTURIN :
1‘:'5:':4 Ath e:ls,a\:ireece‘ e 61st km Nati:ma—?ﬁil;r; : Zﬂﬁ_il::ﬁn:p Tri LOGISTICS CENTER:
e ms i
g i T+30 22620 58391 o T":m““l o 32009, SchimatariViotis, Greece

info@anfarm.com

T+30 22650 41250
info@anfarm.com




Form ppP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/m! INJECTION SOLUTION Lot No.: 25A026
Code No: ANF.04.0538 @ ANF.04.0479 (0 ANF.05.0045 [0 | Man. Date: 01/2025
ANF.04.0589 [0 ANF.05.0086 [0 Other O
QC version: 08 Additional info: -
Issued date: 05/02/2024
TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05?02!2024}
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 yum Test 1B 7
Sub visible particles NMT 600 particle/container: > 25 um (AMFP-047-3.10) 1
Visible particulate o ; Ph.Eur.2.9.20 :
contsiiilastioe Free from visible particles (AMFP-047-3.17) Complies
Sterility test : Ph.Eur.2.6.1 ;
S (AMFP-047-3.11) S
Bacterial endotoxins Ph.Eur.2.6.14 <0.25
HELS5 ELig (AMFP-047-3.12) EUmg |
Air/Water tightness ] In-House method .
Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies
»
| Approved / [ Rejected ]
Prepared by: _AfGEALIS PAPATHEQD Date: 17/03/2025
QC Supervisor C SuP f N
Approvedby: ;‘7} : Date: 17/03/2025
QC Manager  AlIA P2 *ﬂ':? *
QC Iyl
&
\ \ ﬁ:
A\
2
ANFARM HELLAS 5.4,
: :J::&?,tnsc:; R MANUFACTURING SITE:
38 Stra Trizinias Str. Kifissia,, 61st km National Ru:jd. R&D CENTER: LOGISTICS CENTER:

14564 Athens, Greece
T+30 210 6

Athens -Lamia,
32009, Schimatari, Viotia, Greece
T+3022620 58391

Info Eanfarm.com

4 Achaias Str, & Tritinias Str (Xifissia

14564 Athens, Greece
T+30 210 683 1537
info@anfarm.com

b8th km National Road
Athens -Lamia,

32002
T + 30

info@anfarm.com

2650 4125¢

Schimatari, Viotia, Greece



JNEPXKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHUEBI

npos. Haaii Ceitanunoi. 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Konx €/IPT1IOY 37079055

BUCHOBOK
npo sAiKicThL BBe3eHOro B YKpaiHy JikapcbKoro 3acody

19.05.2025 Ne 24607/25/26

AMIKALIMH-BICTA

(HaiimenyBaHHs Nikapcbkoro 3acofy 3rifHo 3 peceTpauifHIM NOCBIAYCHHAM)
po3umH Aqn in'exkuii, 250 mr/ma; no 2 ma (500 mr) y ¢daaxoni; no 1 ¢pJiakony B KapTOHHIH
navui

(hopma BUIYCKY. 103y BaHHs. BUL NAKYBAHHS Aikapchkoro 3acoly)
Howmep peectpauiiitoro nocsinuenns UA/19469/01/01 ctpok aii peecTpauiifinoro nocginuents 09.06.2027
Cepis nikapcbkoro 3acoby Ne 25C135 KinbkicTs BBE3€HOrO Aikapebkoro 3acoby 2740

Bupo6Huk AH®APM XEJUJIAC C.A, I'peuis

(HafiMeHyBaHHA BHPOOHHMKA NIKApCLKOTO 3acofy, kpaita NnoXoaMmeHHs)

BeeseHo B YkpaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAMMOBIAAJIBHICTIO
"BYCT ®APMA", inent. kon: 44107410

(naiimenyBanns Ta ko 3a €JIPTIOY 1opuamnunoi ocobu abo npissuie, iM', 10 6aThKOBI
dpizuunof ocobu - nianpuemus, ii Micie NPoKHBaHHS Ta pecerpauifinuii Homep o6nikoBol
KapTKM IJIATHHKA NOATKIB abo cepis Ta HOMep nacnopTa)

Mpotokon Bisyansuoro koutpomo six 19.05.2025 N 1743/01.10-25/3.

pchbkuil  3aciG BseseHo B VYkpaiHy 3

3a pesynbTaTamMu JIEPHKABHOTO KOHTPOJIO  BCTAHOBACHO, LU0 nj

,[lOTpHMaHHHM BUMOT 3aKOHOIABCTBA L1010 3a0e3neueHHs Ak nikapcbKkuX 3acobiB.

Muxkona XOJIOJEHKO

E fquomo} (ninnuc) (iniuianu Ta npissuuie)




—i..

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 NPOOYKTY: AMIKALMUH-BICTA

HA3BA MPOAYKTY BULK: AMIKALIMH PO34YMH A/1A IH’ EKL|IA 500mr/2mn
KO NPOAYKTY BULK: ANF.04.0538

CEPIA MPOOYKTY BULK: 25A153

J1A PUHKY : YKPATHA

HOMEP PEECTPAL|IMHOIO NOCBIAYEHHA: UA/19469/01/01

dapmak. Jlikapcbka dopma/Cuna aii: PozumH ana in'exuiii / 500mr/2mn
Pozamip ynakoBku: ynakoBKka x1 ¢nakoH x 2 mn

[Hata surotoenexHs: 01/2025 Homep cepii: 25C135

Kinbkicte : 8 572 ynak Tepmin npuaarHocti : 01/2027

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-!HMKaZ - 320009, rPELLIA

T FNTE PR AT HRED. FOSS IR < Homep niueHsii Ha BupobHMLTBO: 0000000011/24/1

KOHTPONbHWUM CANCOK

OOKYMEHT 3AMNUCY CEPIT-MPOUEC BUPOBHULTBA

B MPOLIECI BUMPOBYBAHHA

OOKYMEHT 3AMKUCY NAKYBAHHA — NPOLEC NAKYBAHHA

KOHTPO/1b YMNAKOBKH

MPOEKTMBHICTb BUPOBHMYOTI O MNMPOLIECY

OOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONOTIYHKUX AOCNIOXKEHD

OOKYMEHTK NPO KOHTPOJ/1b AKOCTI

CEPTHU®IKAT AHANI3Y

KIHLIEBMW MPO/YKT BIAMNOBIJAE NILEH3IT HA PEECTPALLIIO

NNENEYRNENENENENIRNEN

nig YAC BUTrOTOBNEHHA UJEI NAPTIT HE BY10 OCOB/IMBUX/3HAYHUX BIOXIAIB

A1, Hkyenignucanmia [. MoHoriy , YnosHoBaxeHa Ocoba AHO®APM XE/JIAC C.A, UMM 3acBiguyto, Wo:

a./ Lo cepilo AMIKAUMH PO3YMH [AN18 IH'EKLIMA 500 mr/¢pnakoH 25C135 6yn0 BUTOTOBAEHO, YMaKoBaHO Ta
npoTecToBaHoO BignosigHo Ao sumor GMP BignosigHo Ao Bumor GMP EC gns nikapcbkux 3acobis i [aKkwo 8 €C] BignosigHo
00 BUMOT peecTpauiiHUX MaTepianis KpaiHM npu3HavyeHHs. JOKymeHTauia wWoao npouecy BMpobBHWMUTBA, NaKyBaHHA Ta
TecTyBaHHA 3aBeplleHa, NepesBipeHa Ta 3aTBepAKeHa. Yci BigxuneHHs 6Gynm pos3rnadyTi Ta cXBasieHi BignosigHo Ao
BCTAHOB/IEHOI MPOUEAYPU BIiAXUNEHb, i MOAHUX CYTTEBUX/KPUTUYHWUX BiaXUneHb BUABNEHO He Byno. Cepia npoaykuii
BiANOBiAae NorogeHnm cneumndikauiam i moxe 6yTy BUNyLWEHa B NPoAaK

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

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

Jarta 20/03/2025 MignucaHo:
MigrotosneHo: 3aTBepaMeHo:
Jnidnuc/ /niénuc/neyvamxa/
€. Xpucoxy A. MoHoriy
Bipgin akocTi YnoeHoBaxeHa ocoba

AH®APM XEJI/IAC C.A

rONOBHWIA O®IC MICLLE BUPOBEHMLITBA: R&D LIEHTP NOTMICTUYHWUIA LEEHTP:

Byn. Auaitac, 4 Ta Byn. 61 KM HauioHanbHoI goporm Byn. Auaiiac, 4 Ta Byn. 68-i KM HauioHansHoI goporu
Tpiziniac, Kidicia, Adinu-Namia, Tpisiniac, Kidicia, Adinn-Namia,

14564 Adixn, Mpeuja 32009 Cximarapi, Biotia, Ipevujia 14564 Adinm, Mpeuia 32009 Cximarapi, BioTia, [pevujia
T+30 210683 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



MNpoaykT: AMIKALMH 250 mr/mn PO34YMH ANA IH'EKLI,IP’!

®opma DP-D10-E01
Bepcisa: 06

CEPTU®IKAT AHANI3Y

Cepia No: 254153

Koposuin No: ANF.04.0538 1 ANF.04.0479 O ANF.05.0045 O ANF.04.0589 O ANF.05.0086 O IHwwii O

[Oata BurotosneHHa: 01/2025

Bepcis kKoHTpono AKocTi: 06

[aTa BnpoBameHHa: 05/02/2024

JopaTtkosa iHpopmauia:

(AMFP-047-3.13)

CNELMDIKALIA
TECTH (sripHo AMFP-047, peg. 02 Big 05.02.2024) METOAM PEIVIIGTATH
i CknaHui be3bapBHUIA GNAKOH, AKKMIA MICTUTE NPO30PUIA BizyanbHWIA KOHTpO/b HisroRiEE
pPO34MH Bia 6e30apBHOrO [0 CBITNIO-*KOBTOTO KOMbOPY (AMFP-047-3.1) A A
€EP223
H 3,5-5,5 4,5
3 i (AMFP-047-3.2) ?
MposopicTb i cTyNiHB . EP22.1 ; ;
onanecueHuii Mposopuit posuuk (AMFP-047-3.15) Bianosiaae
Erynite 2aCapanarm He iHTEHCUBHILLWHA, HiX pedepeHTHUA po3umH BS E922.2 Bignoeiaae
s HK PEQEP P (AMFP-047-3.16) ANOBIA
06'em LLLO BUTAraeTLCA Ona 250 mr/1 mn: 06’em He MeHLe CymMU HOMIHAbHUX N/A*
06’emiB KOHTEHHepIB pa3om.
[na 500 mr/2 mn: o6’ em He MeHLe CymMW HOMIHAbHUX €0 2.9.17 Bignoeiaae
06’emiB KOHTEHHepIB pa3om. (AMFP-047-3.3) 10,5mn
Ona 1r/4 mn: 06'em He MeHLLe HOMIHanbHoro o6’ emy,
OOCNiIEeHOro OKpemo. N/A*
OAHopi,quicrb_p,o.?oaaan AV: 11< 15,0 € 2.9.40 Bignoeiaae
oAWHUUL (Bapiauia macu) (AMFP-047-3.4) AV=27
laeHTUdiKaLia HaTpio Bianogigae no3uTUBHIN igeHTUdIKaLi. Yac yTpMmaHHA niky
meTabicynb ity HaTpito meTabicynbgiTy B po3uMHi 3pa3ka nodibHMIA oo vacy BEPX BHyTpilLHIi meTog, MosnTeHa
YTPUMaHHA niky meTabicynbgiTy HaTpilo B pO3YMHI (AMFP-047-3.5)
NMOPIBHAHHA.
% KinbKicHe BUSHa4YeHHsA HaTpilo BEPX BHyTpiWwHii meTopn,
60-105% 77%
meTabicynbdity ’ (AMFP-047-3.6) °
s ibiaN; Rl BEPX:.Bi.ﬂ.no.Bi.qae n03umBHib‘i.i.qum¢iHal_!ii‘. q:ic YTPUMAHHA BEPTf;T:E'OLz;I_:.?fTO” FloswmBHa
NiKy amikaLWHy B pO34MHI 3pa3ka noaibHuMiA Ao yacy &
YTPUMYBaHHSA MiKy amiKaluWHY B PO34KMHI NOPIBHAHHA.
BEPX/Y® petektop: MO3MTUBHMIA A0 CTaHAAPTY -
(AMFP-047-3.18) MO3UTUBHUIA
CynpoBigHi 4oMiLIKK Nomiwka A: <0,5% BQL*
Homiwka D: £0,8% MeTopg BEPX 0,35%
HDomiwka H: £0,5% MNoTouHa moHorpagis BP 0,22%
Byab-AKa HecneuuMdikoBaHa gomilKa: < 0,2% (AMFP-047-3.8) BQL*
Cyma gomiwok: 2,0% 0,57%
% KinbKicHe BUSHa4eHHA BEPX BHyTpilLHIit meTog,

: 95,0-105,0% 100,4%
AMiKaLmHy ° (AMFP-047-3.9) °
M iyHi : . €9 2.9.19

e)(aHl"IH-I EC RS He Ginble 6000 yacTMHOK/bnakoH: = 10 MKkm 1
Heonz ML IRET NN He Ginble 600 yacTUHOK/$NAKOH: 2 25 MKM Teer n 0
= (AMFP-047-3.10)

BuAMMI YaCTMHKK BinbHuWiA Big BUAMMMX YACTUHOK G20 Bianosipae
A A Bua (AMFP-047-3.17) AMOSIA
TecT Ha CTEPUABHICTD CrepunbHUin FhEue? b1 CTepunbHUiA

P 5 (AMFP-047-3.11) P
. . . €D 2.6.14
BakTepianbHi eHAOTOKCHMHM He 6inbwe 0,25 MO/ mr (AMFP-047-3.12) < 0,25 MO/mr
MosiTpo,/B0A0HENPOHUKHICTE FepmeTUyHKMA Yepes 600 cek. npu 160 mm pT.CT. Bayrpiuini pevon Bignoeiaae

I 3aTBepaKeHo v

BiaxuneHo

*BDL — Huxe1ye mexi suasnerua / Below Detection Limit
*BQL - Huxcue KinbkicHoi mexci / Below Quantifiable Limit
*N/A - He sacmocosyemocsa / Not Applicable

NigrotosneHo:
KepisHuK BA

3aTBepaMeHo:
MeHemep BA

MIKANIC NANATEO4OPY
iHCNeKTOp 3 KOHTpOA akocTi/MAMNUc/

AHHHA NMAPACKEBONYNnY
ynoBHoBa)eHa ocoba/Mmagnuc/

i MOXXe OyTu BUNYyLLeHa B Npoaax

Oarta: 17.03.2025

Oarta: 17.03.2025




DOCUMENT
ANFARM HELLAS S.A DP-D10-EO1-A
Edition: 06 Replaces: 05
Issue Date : 10/09/2018 Page. 1 From 1

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: 25A153

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: 01/2025 Batch No : 25C135

Quantity : 8.572 BT Exp.Date : 01/2027

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 : 0000000011/24/1

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

NN AN NS AN NS

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 AMIKACIN-VISTA INJ.SOL. 500mg/Vial 25C135 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 g0/03/ 2025 . Signature:
Prepared By: Approved By:
/ _F_(
E. Chrysochou D. Monogiou
QA Dept Qualified Person
ANFARM HELLAS S.A.
HEAD OFFICES: MANUFACTURING SITE: R&D CENTER: LOGISTICS CENTER:
4 Achaias Str& Trizinias St Kifissia,, 61st kin National Road 4 Achaias Str. & Trizinias Str Kifissia,  68th km National Road
14564 Athens, Greece Athens -Lamia, 14564 Athens, Greece Athens -Lamia,
T+I0 210 6383 1632 32009 tan, Viotia, Greece I'+30210 683 1632 32009, Schimatai,Viotia, Greece

infoieanfonm.com T + 30 22620 58391 info{anfann.com [+ 3022650 41250
anfann,.com infotcanfann.com infodcaninnm.com




Product: AMIKACIN 250mg/ml INJECTION SOLUTION

Form pP-D10-E01

Version: 06

CERTIFICATE OF ANALYSIS

Lot No.: 25A153

Code No: ANF.04.0538 ®@ ANF.04.0479 0 ANF.05.0045 O
ANF.04.0589 [] ANF.05.0086 (]

Other OJ

Man. Date: 01/2025

QC version: 06
Issued date: 05/02/2024

Additional info: -

TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Appearance Glass colourless vial containing colourless to light Visual control Consilas
vellow clear solution (AMFP-047-3.1) P
pH i Ph.Eur.2.2.3
AP (AMFP-047-3.2) %
Clarity and Degree of 4 oy Ph.Eur.2.2.1 :
sbalesconse The solution is clear (AMFP-047-3.15) Complies
Degree of coloration : . Ph.Eur.2.2.2 :
Not more intense than reference solution BS (AMFP-047-3.16) Complies
Extractable volume For 250mg/Iml: The volume is not less than the NA
sum of the nominal volumes of the container
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) 10.5 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) S (AMFP-047-3.4) AV=27
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.
% Assay of Sodium T HPLC in ~House method -
metabisulfite WL (AMFP-047-3.6) T
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.
HPLC/UV diode array: Positive to standard (AMFP-047-3.18) Positive
Related substances Impurity A: NMT 0.5% BDL
Impurity D: NMT 0.8% HPLC method 0.35%
Impurity H: NMT 0.5% Current BP monograph 0.22%
Any unspecified Impurity: NMT 0.2% (AMFP-047-3.8) BDL
Total impurities: 2.0% 0.57%
% Assay of Amikacin HPLC In ~house method
95.0-105.0% (AMFP-047-3.9) 100.4%
ANFARM HELLAS 5.4,
r f::]ﬂmrcf&a bk e e MANUFACTURING SITE; 12
14564 Athens, r‘fE;(e“ Sir.Killssia,, :»lrst km National Road ::?‘:E::?& Trizin : LOGISTICS CENTER:
ulufuf?iﬂ:i‘,ijr Jit:g;’sf::;;;m - 14564 Athens, r'"'”‘ ¥ Str., Kifissia , :Sn:-'n”::—r:.: ral Road

anlarm.com

T+30210683 1632

T+ 3022620 58391 Infoi@an(
Eanfarm,com

info@anfarm.com

312009, Sch
T+ 30 22650 31250
Infoanfarm.com

imatasi,Viotia, Greece




Form pP-D10-E01

Version; 06

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/ml INJECTION SOLUTION

Lot No.: 25A153

Code No: ANF.04.0538 [} ANF.04.0479 [0 ANF.05.0045 [
ANF.04.0589 [] ANF.05.0086 (0 Other 1]

Man. Date: 01/2025

QC version: 06
Issued date: 05/02/2024

Additional info: -

TESTS SPECIFICATIONS METHODS RESULTS
(acc. to AMFP-047, version 02, dated 05/02/2024)
Particulate Ph.Eur.2.9.19
contamination: NMT 6000 particle/container: > 10 um Test 1B 1
Sub visible particles NMT 600 particle/container: > 25 ym (AMFP-047-3.10) 0
Visible particulate e . Ph.Eur.2.9.20 .
captamiastion Free from visible particles (AMFP-047-3.17) Complies
Sterility test . Ph.Eur.2.6.1 .
i (AMFP-047-3.11) st
Bacterial endotoxins Ph.Eur.2.6.14 <0.25
AMLUS g (AMFP-047-3.12) EU/mg
Air/Water tightness \ In-House method :
Tight after 600 sec at 160 mm Hg (AMFP-047-3.13) Complies
[ Approved v ] Rejected j
Prepared by: 1S pp}ﬁHEODOﬁ - Date: 17/03/2025
QC Supervisor "o g PERVISH :'\ S ¢ Y
Approved by: VA2 AN Date: 17/03/2025
QC Manager j

ANFARM HELLAS 5.A.

HEAD OFFICES:

4 Achaias Str & Trizinias Str SKif

14564 Athens, Greece
T+30 210 683 1632
info@anfarm com
anfarm.com

. MANUFACTURING SITE:
issia,, 615t ke National Read
Athens -Lamia,
22009,

Schimatari, Viotia, Greece
T+30 22620 58391
Info=anfarm.com

R&D CENTER:

4 Achaias Str. & Trizinias Str. kif ssia

14564 Athens, Greece
T+30 210683 1632
Info@anfarm.com
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LOGISTICS CENTER:

68th km National Road

Athens -Lamia,

32009, Schimatari
T+ 30 22650 41251

Infof@anfarn

\Viotia, Greece

a
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