AEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanif Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPITIOY 37079055

BHCHOBOK

PO SIKICTL BRE3EHOro B YKpainy Jikapehbkoro sacoby
28.10.2024

Ne 56262/24/26
AMIKALIMH-BICTA

(HafimeryBanns nikapesioro 3acody sriaHo 3 pecm‘pauimm.\-i IOCBIAMCHISIM)
posuHH LI in'exuii, 250 mr/ma; no 2 mut (500 mr) y garaxoni; no 1 gurakony B kapronmiii
nauni
(hopma Bunycky, RO3YBAHNS, BRI TAKYBAHIL JLIKAPCLKOTO 3acoBy)

Homep peecrpauiitnoro nocsimuenns UA/19469/01/01 crpox nii peecrpauiiinoro nocsimuenns 09.06.2027

Cepist nikapebkoro 3acoby Ne 24G366

Kinskicts noesenoro aikapeskoro zacosy 7000
BupoGrux

AHDAPM XEJUIAC C.A, I'pettist

(nafiMenysanns BHPOGHUKA NiKAPCHLIKOrQ 3acoBy, Kpaili HOX0KCHIHN)
Beeseno B Yrpainy

TOBAPUCTBO 3 OGMEWEHOI0 BIANIOBILIAAJILHICTIO
"BYCT ®APMA", incur. xon: 44107410

(nakfinenysanns ta koxt sa CAPTIOY 1opranynol ocoBu abo npissuine, im's, 1o Gatukosi gizriol

0coBH - aiIpHeEMI, 1T MiCUC MPOXUBAHES Ta peecTPALiiHKE HoMED 00AIKOBOT KapTIH NIETHHKA
noxariin abo cepis Ta WOMEP racnopra)

[poroxon sisyansuore konrposo six 28.10.2024 Ne 3694/2.

3a  pesyibrTaramMd  ACPHABHOIO  KOMTPONIO  BCTAHORICHO, WO Jikapehkuil  3acid  sseseno B VYpainy 3
AOTPHMAHUSIM BUMOT 32KOHOLABCTBA LLONO 3abe3reteitis SKocTi JliKapg}mex 3aco0in.
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HNFARM
%%MW e
ODOKYMEHT
DP-D10-EQ1-A

ANFARM HELLAS S.A

BupaHHa: 06 3amiHtoe: 05

Hata supaui: 10.09.2018 CropiHka. 131

CEPTU®IKAT BIANOBIAHOCTI TA BUMYCK FOTOBOT NPOAYKLT

HA3BA MPOOYKTY: AMIKAUUH-BICTA

HA3BA MPOAYKTY BULK: AMIKAUMH PO3YKUH ANA IH'EKLI,IIZ 500mr/2mn
KO NPOOYKTY BULK; ANF.04.0538

CEPIA NPOLYKTY BULK: 24G029

ONA PUHKY : YKPATHA

HOMEP PEECTPALI,!VIHO['O NOCBIAYEHHA: UA/19469/01/01

®dapmak. Nlikapcbka opma/Cuna aii: Posund and iK' exuiin / 500mr/2mn
Po3mip ynakosku: ynakosKa X1 GNakoH X 2 mn

[Hata surorosnerHa: 07/2024 Homep cepii: 24G366
Kinbricts : 14 391 ynak TepmiH npuaarHoci : 07/2026

PO3YUHHUK: - BrpobHULTBO, NakyBaHHA Ta KOHTPOAbL AKocTi : AHDAPM XE/AC C.A

KoA posyuHHUKa: ~ Appeca: 61-1 km HauioHansHol goporu Adisu-Namis, CximaTtapi Biotia
Homep cepii posunHHKKa: - 32009, rPELIIA

TepMiH NPUAATHOCTI POSUMHHYIKa: - Homep niyeHnsii Ha sBupobHuuLTBO: 0000000011/24/1

KOHTPOIbHWA CIINCOK

OOKYMEHT 3ANNCY CEPIT~ MPOLEC BUPOBHMLTBA

B MPOUECI BUNMPOBYBAHHA

LOKYMEHT 3AINUCY NAKYBAHHSA ~ MPOLEC MAKYBAHHSA

KOHTPOJ1b YNAKOBKU

[MPOEKTUBHICTE BUPOBHUYOIO NPOLECY

AOKYMEHTU MIKPOBIO/IOTIYHUX TA (ABO) BIONTOTIYHUX AOCAMKEHD

LOKYMEHTU NPO KOHTPO/1b AKOCTI

CEPTU®IKAT AHANIZY

KIHLEBWI NMPOAYKT BIAMOBIAAE MLEH3IN HA PEECTPALLIIO

ASIANIENANENENENENENIN

NiA YAC BUTOTOBIEHHA LIET NAPTITHE BY/10 OCOBAUBUX/3HAYHUX BIAXIAIB

A, Hkuenignucanni [. Moworiy , YnosHosaxeHa Ocoba AHOAPM XENNAC C.A, uym 3acsiauyio, 1io:

a./ Uto cepito AMIKAUMH PO34YMH AN8 [H'€KUIA 500 mr/bnakoH 24G366 6Gyno BUroTOBAEHO, YMaKoBaHO Ta
NPOTECTOBaHO BiANOBIAHO A0 BUMOT GMP BignosigHo a0 Bumor GMP EC ans nikapcbkux 3acobis i [akwo 8 EC] BianosigHo
A0 BUMOT peECTpauiiHux maTepianis KpaiHW NpusHauyeHHs. [oKymeHTauisa Woao npouecy BMpoBHULTBA, NaKysaHHA Ta
TecTyBaHHA 3aBeplueda, nepesipeHa Ta 3aTBepgskeHa. Yci BiaxuneHHs 6yau posrnaHyTi Ta cxsanedi signosigHo Ao
BCTAHOBNEHOI MpoUeAypu BIAXWUNEHb, | KOAHUX CYTTEBUX/KPUTUYHWX BiaXuneHb suasneHo He Byno. Cepia npoaykuji
BiANOBILAE NOroAXeHUM cneundikaliam i moxe ByTu BunyuweHa 8 Npoaark

b./ Nia yac supobruuTea uiel napTii He Byno BEAUKWUX/CYTTEBUX BiaXUNEHb

Cepia npoayKuii sBianosifae noromxeHii cneundikauii i moxe 6yTi sunyuieHa B npogax

Qara 21/08/2024 Nianucaxo:
fliproToBneHo: 3aTeepaKeHo:
/niénuc/ /nidnuc/nevamea/
M. Nerponynoc A. MoHoriy

Bipain akocri

AHOAPM XEARAC CA
FOAOBHWI O®IC

MICUE BUPOBHULITBA;
61 KM HBLIOHBNLHOT 40POK
Adiri-Nanis,

YnosHoBaxeHa ocoba

AONCTYMHWIA LEHTR:
GB-1 K HALTOHAABHOT JOPOTYE
Adiviv-lami

R&D LEHTP
anac, 4 ta Byn.
¢, Kig




dopma DP-D10-E01
Bepcia: 06

CEPTUDIKAT AHANIZY
Mpoaykr: AMIKALKH 250 mr/mn PO3HUH ANA IH'EKLIN

Cepis No: 24G029

Kopnosuit Ne: ANF.04.0538 (X ANF.04.0479 O ANF.05.0045 O ANF.04.0589 00 ANF.04.0538 O [Hwuit D

[Jata surotosnenHa: 07/2024

Bepcis KoKTpoAto arkocTi: 06

[laTa snposagwenHsa; 05/02/2024

[Nopatroga iHpopmaLia:

CRELMOIKALYA

{AMFP-047-3,13)

T U
ECcT (3riaHo AMFP-047, peg. 02 Big, 05.02.2024) METOAN PESY/IbTATH
Onvc Crnauuii 6e3baperuit GRakoH, AKKIA MICTUTb Npo3opuii BisyanbHuit KOHTPO/Ib Bianosinac
po3uuH Big 6e36apBHOro 40 CBITN0-KOBTOrO KONLOPY {AMFP-047-3.1) ARCBIA
€223
H 3,5-5,5 4,8
P (AMFP-047-3.2)
fposopicTb i cTyniHb No0300Mi PO3YUH € 2.2.1 Bianosinae
onanecyeHui posopun p (AMFP-047-3.15) Ancsiaac
CryniHb 3a6apsneHHa ) . “ € 2.2.2 . )
He iHTeHCUBHIWMA, Rk pedepeHTHUN posumnH B5 (AMFP-047-3.16) Bianosigae
06’em WO BUTAraETbca Ana 250 mr/1 ma: 06’em He MeHLE CYMU HOMIHaNbHMX N/A*
06'emis KOHTeHEPIB Pa3oM.
[ng 500 mr/2 ma: 06'em He MeHLIe Cymu HOMIHaNbHUX €®2.9.17 Bignosinae
06’'emiB KOHTENHEpPIB PA3OM. {(AMFP-047-3.3) 10,5Mn
[lns 1 t/4 mn: 06’em He mMeHle HoMIHaAbHOro 06'emy,
L0CAIAKEHOTO OKPEMO. N/A*
OaHOpigHICTL 'p,o?osamnx AV: L1< 15,0 €9 2.9.40 Bianosinae
oanHULb (Bapiauia macu) (AMFP-047-3.4) AV=2,9
|peHtudirauis HaTpito Bignoeigae nosutusHil ineHTndirkauji. Hac yTpymanHa niky
metabicynbiry HaTpito meTabicynboiTy B po3HKHI 3paska noaibruit no wacy BEPX BHyTpilWHiil meToq,
. . . . . Mo3ntneHa
YTPUMaHHA NiKy MeTabicynbdiTy HaTPilo B PO3UMHI (AMFP-047-3.5)
NOpPiIBHAHHA.
% KinbKicHe BU3HAYEHHA HATPIlo BEPX BHyTpillHil meToa,

. 60-105% 68%
metabicynabdity ’ (AMFP-047-3.6) ’
inentudikania amikaymHy o . VN - BEPX BHyTpilHilt meTog,

BEPX..B!AHO.BI,D,aE I’l03IATV|BH|M.IAEHTM(PIKaU.,II. Hzic YTPUMaHHA (AMFP-047-3.7) NosuTuaHa
NiKy amikauuHy 8 po3uuHi 3paska nogibHuiA fo vYacy g
YTPUMYBAHHSA NiKY amiKauMHy 8 pO3umHi nopisHAHHA.
BEPX/Y® :n 7
X/Y® petextop: NO3UTUBHUIA 40 CTaHAAPTY (AMFP-047-3.18) NosuTiaHmil
CynposigHi pomiku Nomiwka A: £0,5% 0,12%
Domiwka D: < 0,8% Metog BEPX 0,21%
Homiwka H: £0,5% MotouHa moHorpadis BP 0,19%
Byab-AKa HecneludikosaHa gomilka: £ 0,2% (AMFP-047-3.8) 0,12%
Cyma pomilok: 2,0% 0,74%
% KifbKicHe BU3HAUYEHHA BEPX BHyTpiwHiM meTo4,
R 95,0-105,09 98,99
Amikauuny % (AMFP-047-3.9) 8,9%
axaHiuHi : \ ® 2.9,
Me,xamquf BK/OHEHHA He Binbwe 6000 yacTUHOK/dnarkoH: 2 10 MKm €®29.19 6
Hesuaumi 4acTukm He Binblwe 600 yacTuHOK/GNAKOH: 2 25 MKM Tect 18 0
T (AMFP-047-3.10)

Bugunmi 4acTUHKU BinbHMIA 8i8 BUAUMMUX YACTUHOK €6 2.5.20 Bignosinae
A A BUA (AMFP-047-3.17) ANOBIA
TecT Ha CTepUABbHICTD CTrepunbHUi Ph.Eur.2.6.1 CrepunsHuit

P P (AMFP-047-3.11) P
€d 2.6.14
b ianbHi n Ginbwe 0,25 MO X
aKTepianbHi eHAO0TOKCUHU He 6inbe 0 /mr (AMEP-047-3.12) < 0,25 MO/mr
MosiTpo/BOAOHENPOHUKHICTL MepmeTuyHmil uepes 600 cek. npu 160 mm pT.CT. BHYTPILIHIM MeTOA Bianosipae

‘ 3aTBEpAKEHD v

BiaxuneHo

*BDL — Huxcye mexi susenennsa / Below Detection Limit
*BQL - Huyde kinbkicHoi mewi / Below Quantifiable Limit
*N/A - He 3acmocoeyembcs / Not Applicable

MiarotoBaeHo:
KepisHuk BA

3aTBepAXKeHo:
MeHeawep BA

MIKANIC NANATEOAOPY
iHCMeKTop 3 KoHTpoAto AKocTI/MIANNUC/

MAHATIOTIC FEMEHET3IC
ynosrosaweHa ocoba/MMANnNc/

i MOXe BYTU BUNYyLEHA B NPOAAX

Data: 26.07.2024

Jara: 26.07.2024
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DOCUMENT
ANFARM HELLAS S.A DP-D10-E01-A
Edition: 06 Replaces: 05
lssue 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/2mi

CODE OF BULK PRODUCT: ANF.04.0538

LOT OF BULK PRODUCT: 24G029

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 1lvialx 2ml

Manufacture Date: 07/2024 Batch No : 24G366
Quantity : 14.391 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
i 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

SURNENENENENENENEN

FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE

\

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

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

a./This batch AMIKACIN-VISTA INJ.SOL. 500mg/Vial 24G366 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 spproved 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 2108 [ oy Signature:
Prepared By: sroved

.f/”‘\’)"/.’ ; ‘\
4 A
M. PetropoUlos O\ 1 onogiou /. [/
Y pep 7 F7
QA Dept Qu:;)l_g__ff(—z\d~<9e[son" A

ANMFARN JHRLLAR SAL

LEACTURE
e National Roa




Form ppP-D10-E01

Version: 08

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mgfml INJECTION SOLUTION Lot No.: 246029

Code Now ANE.04.0538 © ~ ANE.04.0479 [ ANF.05.0045 (1 | Man. Date: 07/2024
 ANF04.0589 [ ANF 050086 (0 Other[] .

QC Qeﬁrsior}' 06 + Additional info: -

' sum of the nomiinal volumes of the containers taken
: collectively.
For 1g/4ml The volume s not less than the
nominal volume examined individuall- .

(AMFP-047-3.3)

Issued date: 05/02/2024
"""" TESTS " SPECIFICATIONS 7 METHODS RESULTS
|| {ace, to AMFP-047, version 02, dated 05/02/2024). e
Appearsnee i Glass colourless vial containing colourless to Hght Visual controt Complies
T . rellow clear solution AMEP-047-3.1 e
(1 : SOl By
: nii 35.55 h.Eur2 4%
Clarity and Degree of | - . AR % R
: = ; & S g clear e amplies
| opalescence " The solution is clcm CAMEP-047-3.151 (J ‘ ,',m (.i
Begree of coloration . . e Th.Eor.2.2.2 . . :
’ e intense than reference solution B : Complies
o ; Not more intense than reference solution B5 (AMFP-047-3.16) omplie N
Extractable volume . For 230mg/1ml: The volume is not less than the NiA
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

10.3 ml

WN/A

Iniformity of dosage

| units (Mass Variation)

AVILix15.0

PhFur.2.9.40
: AMFP-047-3 4)

Cidentification of Sodium

metabisulfite

Conforms to positive identification. The retention

time of Sodium metabisalfite peak in the sample

sotution is similar fo the retention time of sodivm
metabisulfite peak in reference solution,

HPLC in ~House method
{AMIP-047-3.5)

% Assay of Sodium
. metabisulfite

60-105%

HPLE in - -House method

(AMEP-047-3.6)

, Identification of
Amikacin

HPLC: Conforms to positive identification The
retention time of Amikacin peak in the sample

¢ solution is similar to the retention time of wnikacin
peak in reference sotution,

HPLCATV diede atray: Positive Lo standard

HPLC in-House method
(AMFP-047-3.1
&

(AMFP-047-3.18

- Related substances

Tmpurity A: NMT 0.5%
Impurity D: NMT 0.8%
Impurity H: NMT 0.5%

Any unspecified Impurity: NMT 0.2%
Total impurities: 2.0%

HPLC method
Current BP monograph
(AMFP-047-3.8)

Complies

CAVE29

Positive

68 Yu

Positive

. Positive

|

0.12%
0.21%
0,19%
0.12%
0.74%

% Assay of Amikacin

95.0-105.0%

HPLC In ~house methad
(AMFP-047-3.9)

i

98.9%

ANFARM HELLAK S.A,

MANUFA

Gist ki

CTURING SITE R&D CENTER:
Nati vt 4 Aehatas S

/
LoGisTidEe
HETR ke




Form ppP-D10-E01

Version: 06

ANFARM

CERTIFICATE OF ANALYSIS

Product: AMIKACIN 250mg/m! INJECTION SOLUTION Lot No.: 24G029

Code No: ANF.04.0538 [ ANF.04.0479 (1 ANF.05.0045 [1  Man. Date: 07/2024
ANF.04.0589 [1 ANF.05.0086 [0 Other [1 '

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

onat info: -

- Addi

TESTS

" SPECIFICATIONS

NMT 0.25 EU/mg

(ANFEP-047-3.12)

; RESULTS

LI — {ace, to AMFP-047, version 02, dated 05/0212024) .

Particulate | PhEur29.19

contamination: NMT 6000 particle/container; = 10 pm Test 1B 6 :

Sub visible particles NMT 600 particle/container: 7 23 nm LAMEP-047-3.10) o
 Visible particulate Free from visible particles Ph.E):urQ.Q.B() Complies
. contanination ' o CAMEP-047-3.17) ’ '
Coidapilie N §?] SRS
Sterility test Sterile ;{:\[ 11731(1)476?,]1 by Sterile |
. Bacterial endotoxins PhEur.2.6.14 <025

EUm.

Air/Water tightness

Tight after 600 sec at 160 tom Hg

To-House method
(AMFEP-Q47-3,13)

§ Complies

Apyroved

 Rejected

Prepared by .
QC Supervisor

Approved by:
QC Manager

ANFARM HELLAS SA.

HEAD OEFICES:

Date: 26/07/2024

Date: 26/07/2024

MANUFACTURING SITE:

R&D: CENTER:

LOGISTICS CENTER:






