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| ANFARH |
ANFARM HELLAS S.A ﬂ()KYMEHrI‘
LD A D . .
:AH(T)M MTEJJIACCA DP-D10-E01-A i
Bupagun: 06 Zaminroc: 08 |
Ilara sunyexy: 10/09/2018 Cropixa liz 1 1

CEPTU®GIKAT BUIIOBIAHOCTI TA BUIIYCK TOTOBOT'Q JHKAPCBKOT'O 3ACOBY

HA3BA JIKAPCHLKOIO 3ACOLY: MEPOTIEHEM JAPHHWIIA

HA3ZBA BULK: MEPOTTEHEM nopouok ajst posuudy aist in’ckuiii/ingysii / 1000 mr/daaxon
KOJL BULK: ANF.04.0475

CEPISI BULK: 25A110

JUT PUHKY: Y KPATHA

HHOMEP PECCTPALIMNIOIO INMOCBIMUEHHS: UA/19720/01/01

Papwmar. Jlixapeska dopma/Jloza: Tlopomok st posuuiy 4 i’ creniii/ingysiit / 1000 mr/duaaxon
Posmip ynaxoskn: YTT x | duakonis

Jlara suroropness: 10/2024 - Homep cepil: 253184 ‘

Kimegiors: 13.088 Y0 Tepmin npwarnoeti: 102028

: | BupoGHULTBO, YIIAKOBKA T KOHTPOIb SKOCTI:
ANFARM HELLAS $.A. (AHOAPM I'EJUIAC C.A) ;
Anpeca: 61st km Nat. Rd. Athens-Lamia, Schimatari Viotias, :
32009, Greece (61 xm Hewua Poan Adinn Jlamis, Cximarapn :
| Biotiac, 32009, I'peutis) "
| Homep pecerpauiiioro nocsiuenna: 0000000011/24/1

YEK - JIMCT

v HOCKE CEPIT -~ [TPOLLEC BUPOBHULITBA

v 1IN PROCESS BUTIPOBYBAHILS ,
v JIOChE CEPII TAKYBAHIS - - ITPOLIEC TTAKYBAHHS

v IKOMHTPOJIb YITAKOBKH

v BHXIJ{ CEPIT

v JIOKYMEHTH ITIPO MIKPOBIOJIOTTIHI TA (ABO) BIOJIOTTIHL JIOCTIDKEITHA

v JIOKYMEHTU BUTIPOBYBAHDL KOHTPOJIO SAKOCTI

v CEPTHU®IKAT AHAJI3Y
v T'OTOBWUH TMKAPCLKII 3ACIE BIJUIOBIIAE PECCTPALUIMHOMY  JIOCKE TA
v I1{YAC BUMOTOBRJIEHHS LUET CEPI 3HAUHNX/CY TTEBHX BLAXVIIEH]

$1, mwoksertimcaruii . Monogiou (JI. Mosoriy), ksanigixosana ocoBa AHGAPM IEJUIAC C.A, uiM
3aCBITUYIO, BLO:

a/flana maprixn MEPOUEHEM JAPHHISI® TILLPO3.IH®. 1000 mr/aaxen 25B184 Oyno
BHFOTOBICHO, YIIAKOBAHO Ta NPOTECTOBAHA BIANOBINHO Ko prmor GMP (HBIT) signosizgno a0 BAMOr
EU GMP (HBIT €C) mozuo sikapebkux 3aco0in i BIATOBILHO X0 BUMOT peecTpautifiHorO HOCBIAMCHHA
kpaiun npusnaverist. JokymenTaiis npouecy BUPOSHMIITEA, NAKYBANHA T4 TCCTYBAHIL JARCPLIEHA.
neperipena Ta expaneia, Vel siaxmienns Oysn posriHyTi Ta expajiet] BLANOBIAHO 10 BCTAHORNENOT
TPOHSAYPH BIAXHACHD, | KOIHMX uayHnx/Kpuriuuix BIIXMACHE HC BHABJICHO. Cepist JIKApCLKOTO
aacoBy BinoBigae norofkenii crierpixaitil i Moxe SyTH BUIyIEHa B pearizatiio

b./He Gyno 3naunux/CyTTeBuX BLAXMNEH, X Yac B poSnuirsa uiei cepil

Cepis aikapebroroe sacoly simnosinae noroorenii cocnuiranii 1 moe Oyra Bpnymena B
peanizaniio

Itara 20/02/2025 [pyronucHnit TeKReT] Tianuc:

ITiarorosieno: 3aTBCPIKCHO!

[nevanmral
[nionue]  [pyrormcninit Texer] [nionuc]  [pyxonucunii rexer]
E. Chrysochou (€. Xpucoxy) D). Monogiou (J{. Mogoriy)
Henaprament Skocti YiosropwkeHa ocoba
TOJOBHT QMICH: MICILE BUPOBHIIITBA: P & O HERTP JIOTICTHYHAE ].l}.':‘H'T}": i
sys. Axaiing, 4 ta sy 61-1 KM HaIlioHAREHOT ROPOrH syJi, Axaiinc, 4 Ta syt 68th i XM ;lauyonanbuol
Tpusiniac, 4, [Kidgicis, 14564 Adinn-Jlunia, Tpuainiac, 4, Kidicis, 14564 LOporH A.(]uiﬂm-)lar.{m(, o
Ading, Tpenis T30 210 683 32009 Cxisarapi, Bioris, [ponin T Adis, Tpenin T+30 210 683 32009 Cximarapi, Biovis,
1632 jufogantarm.com +30 22620 58391 1632 infogdanfarm.com I'pein T +30 22620 41250
anfarm.cam infof@anfarm.com anfarm.com infopanfarm.com
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hopma DP-D10-101

Cepia No: 258184

Aara mrpobusrsa: 1072024

Ne Koy ANF.04.0475 |
Bepeis K31: 07 '
- Jlara sugaui: 05/06/2020
BUITPOLYBAHH S

No Gwnc: 25A116
CTIEINH®TRA LT
L i DP-D27-0007-ANF-F03 sin 03/04/2020, pe;

1. (ha

Tonarkosa opaanis: JAPHUISL YKPATHA

HOZ((\LJOK AU POBIHRY lH (1\]11[4/1”(‘)» 31H
CK Hllll Be lﬁd])ﬂﬂl PEPMETHIHO 32\1(’[)!1” (‘HILH\OHH o
MICTSTL NOPOLIOK »ig 6 Ginoro 1o CRITNO-KOBTOIO KOILOPY

Oune

BEPX : Tosurusniii Ha MCpoticHem

Lnesrudixanin sMeponeseMy
CBEPX/Y® mioana Matpuiy: CHCKT] 3paia MCPOTICHEMY

(BEPX)

/ 1 1/(])!!.11(0:[

Mi€ CIiBLaaTH 3i CTAHAQPTHAM CIICK T1I0M Mmeporenemy i

Bigyans e KOHDOML,
BHY TP METO
0007-AFP-F05-3.1
Pkl MeTox
DP-D27-0007-ATP-F05-3.2

PE3VILTATH

Bianosiznac

[o: "musmm
Flosserunumil

Inewrudikania natpiv

Tloswrusanii

TTossrrimini

npuitMaeie ureno AV ye Ginie 25,0 (INMT)

Iposopict 5% aac./of. Onanecuenis mnxpo(yndnoi O PORHIBLY 1T Mac Bianosijac
BO;HOTO OTIHHY [ICHCBIIHLY BATH Oaiectientiio eTanony 1 o
Koaoposicrs 5% mac./o6, Posunn Mac Gyt tiposopuit | sabapriesit ne . Binsosizac
BOAHOUD POBUMHY IHTEHCHBIILHIT 32 TATOH (po3aH HopiBIsHEA) Y3 DP-D27 ()0()7~/\FP-FOS-3.4
pH 5% Mac./00. pomioro 7.3-8.3 ) €h2.23 7,7
N DP-D27-Q007-AFP-F(5-3.5 R
KiapkicHe BH3navens 95,0% ~105,0% sinx 3asnagcuol KiABKOCTI mpomuuw Buypimmnii merox 98,7 %
(BEPX)  DP-D2T-0007-AFP-F05 -36
Cyriposinii RoMinzi Buyrpiwmuiii meton :
(BEPX) DP-D27-0007-AFP-F05-3.7
N UK-1 i Heipewrngironana nosilea 1 ue Giapwe 0,5% (NMT) 0,13 %
N UK-2 { Helnerwrmdikonana gomimxa 2 e Oiasme 0,5% (NMT) 0.22 %
(/100 NERUANAYCHA AOMILIKA E()Kpcma nucneLm(]m\onmm rositika we Sumiue 0,1% (NM1 BOL
N CvMa AOMIIITIOK Cyma gomitzox ue Gimswe |,3% (NMT) 0.32 %
Brpata B Maci np 9,0%~ 12.0% € 2.2.32 10,4 %
BUCY LY BANHI ) DP-D27-0007-AFP-F05-3.8
Bader narpio kapGonary 14,7%-16,1% Buyrpimuiit meroa 15,8 %
DP-D27-0007-AFP-F05-3.9
Onue posqmry TIposopuii posumy, BUTRINIT BI BUMEX HACTOK BizyaibHui KOUTPOIL Bianosinae
BHy tpiHi MeTo ;
R DP-D27-O00T:AFP-FOS310 0
Yac pozTamenis He Gimpme 2 xp. (NMT) Bizyamnuuii KOHTPOIH 20 cex.
BHYTPIHIT METOL i
DP-D27-0007-AFP-105-3.18
Mexanivgl BIIOUSHIS: CDH.2.9.19
HEBMAHMI HacTicl DP-D27-0007-AFP-F05 -3.11
o Yactunku = 10MKM He Giabure 6000 uactunow/quiacon (NMT) 815
o YactuHiu = 25MKM He Ginvwe 600 wactunor/iraKon (NMT) 0
OAHOPIAHICTh OZOBRAHHX Bianosizac sumoram €O, (saegenusa L1, L2) e € $.2.940 Bx u 1o8i 'm(
oamHnIs (Bapiais Macu) Piseus L1: npritmansie wieno AV ne Simsie 15,0 (NMT)! DP-D27-0007-AFP-F05-3.12 1,8
Piseun L2: minimanshe uncno 2 0,75 M N/ A
MakeuManbhe aneno € 1,25 M N/A
\l /\

Tepmernunict, Tepmernunmii nican sanypenus 8 1% possuti
KOHTCIHCPA/YKYNOPKI L
S Pr.CL.

METIICHOBOTO CHILOIO Ha 300 cery it nin trekon 160 Mad

W};ﬁlﬁyrpinmﬁ% METOL
DP-D27-0007-AFP-F035-3,13

(A(:plmmnu b Mag GyTa cTepribHHM

b dl(r(,p FILI SHAOTOKCHHI

Fe Ginsnie 0,125 MOAr (N

‘_‘ DI’~D27—()0()7 AI P-105-3.16

By Luom HAC

Crepuamimil

<0,125 MO/

1 Bmxnncuo

| 3areepivreno N [pykonucHui Tekct]

[umann]
[nionuc]  [pykonucHuit rexcr]

TMijrorosneno:
QC Supervisor

[uemann]  [nesamral
[nionue] [pyxorcHuii Texcr]

3arBepiKeHO:
QC Manager
MICIIE BUHPOBHNI{TBA: P & JIL HEHTP
61~ KM HALIOHANLHOT ZOPOTH
Adinn-Jlamis,

32009 Cximarapi, Biotis, I'peuia T
+30 22620 58391
info@anfarm.com

TOAOBHI OMICH:

By Axaling, 4 a By
Tpusiniac, 4, Kigicis, 14564
Adping, Mpeuist T+30 210 683
1632 jnfo@anfarm.com

anfarm.com anfarm.com

Hara 17/02/2025

Byt Axaitsc, 4 1a Bya.
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Advinn, peuin T+30 210 683
1632 info@@anfarm.com
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DOCUMENT
ANFARM HELLAS S5.A DP-D10-E01-A
Edition: 06 Replaces: 05 i
Issue Date : 10/09/2018 ' Page.1 From 1

CERTIFICATE OF CONFORMANCE AND RELEASE OF FINAL PRODUCT

PRODUCT NAME : MEROPENEM DARNITSA

BULK PRODUCT NAME: MEROPENEM Powder for Solution for Injection/Infusion / 1000mg/vial

CODE OF BULK PRODUCT: ANF.04.0475

LOT OF BULK PRODUCT: 25A116

FOR THE MARKET OF : UKRAINE

MARKETING AUTHORIZATION NUMBER: UA/19720/01/01

Pharmac. Dosage Form /Strength: Powder for Solution for Injection/Infusion / 1000mg/vial
Package size: BT x 1 VIALS

Manufacture Date: 10/2024 Batch No: 25B184

Quantity : 13.088 BT Exp.Date : 10/2028

Manufacturing, Packaging And Q.C.Site : ANFARM HELLAS S.A,

Address : 61st km Nat.Rd. Athens-Lamia Schimatari Viotias
32009 GREECE

| Autharization 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

i
H

CERTIFICATE OF ANALYSIS
. FINAL PRODUCT COMPLIES WITH REGISTRATION LICENSE

A RS RN AN ENENENEURNEN

. 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 MEROPENEM DARNITSA PD.LSOLINF. 1000mg/vial 258184 has been manufactured,
packed and tested under GMP conditions in accordance with EU GMP requirements for Medicinal
Products and 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 o Y, s S%gﬂatw‘&: .
Prepared Sy: Approved By:
E. Chrysochou D.Monogiou

QA Dept Oualified Person -

FAOTURING §1E8:

AR IIR STIE ]




Product: MEROPENEM POWDER FOR SOLUTION FOR
INJECTION/INFUSION 1otvial X

Version: 05

DP-D10-E01

CERTIFICATE OF ANALYSIS

1 Code No ANF.04.0475

6¢ version: 07
ssued date: 05/06/2020

. Bulk Lot: 26A116

“Man, Dater 1072024
Rl BARNITSA GRRAINE: " e e

Lot No.; 258184

" METHODS

TESTS SPECIFICATIONS RESULTS
{According o DP.D2T-0O007-AFP-FO5 dated DII0AI2020,
L edition 05) s :
Powder for sclution for injectioninfusion 1g/vial f
Appearance Giass colorless sealed vials containing white to light yellow powder ( Visual control in house method , ol
DP-D27-0007-AFP-F05-3.1 o
Identification of Meropeneny HPLC: Positive for Merapenern f T houso method i Sosifive
{by HPLC) HFLC/UY diodk arrsy: The Meropenem sample speetrumn should ; DP-D27-0007- AFP-F03-3.2 f Pasifive
wiateh with Meropenem standard spectrum : - ' .
Identification of Sodivm Positive Ph, Eur. 2.3.1 DE-D27-0007-AFP-F05-3.17 Po itive
Clarity of 5% wiv aqueous Not more opalescent than eference Suspension I Ph, Bur. 2.2.1 DP-D27-CO0T-AFPJ05.3.3 . )
solution ! gl
Color of 5% wiv agueons solution The solution is clear and not more intensely colored than reference E P, Bur. 2.2.2 Cotplies ,
solution ¥ 5 DP-D27-0007-AFP-F05-3.4 '
MP“}_]“ of 5% wiv sgueons solution ‘7.3-8.3 ' Ph, Bur. 2.2.3 DP-D27-0007-AFPF05-3.5 %l
Assay(by HPLC) 95.0% - 105.0% of the stated amount of Meropenem ' In house method 68.7% !
; ; DE-D27-0007-AFP-F05-3.6 |
Relatod substencesthy HPLC) ; ;
ie UK.} NMT 0.5% 0.13% {
°  UK.2 NMT0.5% In house method 0220
Stugle unspecified tupurity NMT 0.10% DP-D27-0007-AFP-£05-3.7 BQL ;
® T(\tﬂ! fmcuridies NMT 1.3% 0.32% i
§ Losa on Drying 9.0%-12.0% Ph. Bur, 2.2.32 DP-D27.-0007-AFP-F05-3.8 1¢.4%
, Sodium carbonate contont 147%-16.1% ki house method 15.8%
DI-D27-0007-AFP-F05-3.9 ;
Appearance of reconstituted Clear solution, free fiom visible purticles Vizual control in hvase method { Complies
selution DP-DRT-0007-AFP-F05-3.10
Time of reconstitution ; NMT 2 min Visual contro In house method s
: DPD2T-O00T-AFP-FO5-3,18 : o
Particulate contamination: i {
sub-visible particles |
5 Partictes 210 P NMT 6000 pacticlesiviat | Ph. Eur2.9.19 l 815
Particles 225y NMT 600 pasticlesivial DP-D27-0007-AFP-F03:3, 1 4 e
Uniformity of dosage units (mass Comply with Ph. Bur.(introducing L1, 1,2) Ph. Fur.2.9.40 ; Complies ;
varigtion) L1 fevel: Acceptance value NMT 15,0 DP-D27-C007-AFP-F05-3.12 AValR
L2 Jevel: Mirhnu value 0,75 M i 7 |
Maximum value £ 1.25 M g WA
Acceptance value NMT 25,0 Nia
: Contulner/ closare integrity Tight after immersion for 300 sev at 160 nomHg in 1% methylene In house method Complies

blue

DP-D27-Q007-AFP-F05.3.13

Sterllity test

Sterife

Ph, Eur 2.6.1 DP-IR27-0007-AFP-F(5-3,15

Sterile

’ Bacterial endotoxing

NMT 0.123 EUfmg

Ph. Tur, 2.6.14 DP-D2T-O007-AFP-F0S-3.16

< 0,125 EU/mg

Aiproved

¢ Reivcred

Preparcd by:
QC Supervisor

Approved bv

QC Manager ANFARM HELLASS.A,

HEAD OPFICES:

enfarm.com

afi, Violis, Greece
T 3022620 58351
infeZanfarm.com

jnfog

19564 Athens, Greece
T+30 210 é33 1632
anfannem

Date: 1770272025

Daze: 1770272
o 1
a ,MANUFAC"’JF {5 R&D CENTER: LOGISTICS CENTER:
ey Ha 3t 4 Achais S, & Trivinias Sir, Kifissia,  69th km Nations] Qoad

mia,

T+ 30 22650 41250
infa@anfarmcnm

Schimatari, Vion

7
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