HEPIKABHA CIYXBA 3 JIKAPCHKMX 3ACOBIB

; TA KOHTPONIO 3A HAPKOTUKAMMU y m. KUEBI
npos, Haail Coimnnauoi, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Kon €IPITIOY 37079055

BHUCHOBOK
Npo uricrL speseHoro 8 Yiepainy gikapeskoro zacofy

10.12.2025 : Ne 63286/25/26

OIITPACTIIM-BICTA

CHETIAICTYBANESE ATRAPCLKOIO 3aC00Y U0 3 peeerpaiiiiniing nocniiuenmat)
pos i st v crudit abo hidysiit no 48 ann MO/0,8 st nio 0,8 yur (48 Mot MO) y
NMONEPEeAHLO MATOBIICHOMY MIIPUI, 3 HPUCTPOEM ISt DE311eUHOro BBEACHNs; no 5
HOUCPCIHLO HATTOBNCHUX WINPHLIB 3 TPUCTPOEM AJist HC3MEHHOro BBEACHIIS Y rarui

(dopma BrnyCKY, JO3YBAHRS, B NAKYBAIIS RiKAPCLKOro 3aco6y)
Houmep peeetpauiiinoro nocsinacins UA/20634/01/02 crpor aii peecrpaniiinoro nocsisienns 08.10.2029
Cepist nikapeukoro sacoby Ne 176118 Kinsxictt Baesenoro sikapeukoro zacoby 1310

BitpoGuk Tesa Papmaesrtikan [Hoactpis Jlta,, [3paine

(uatiscuynariia npoBiMKa JikapesKoro 3acody, KpaiHa NOXOPKEHHS)

Boesero s YKpathy Tonrapuerso 3 adarewenoro simmosigannicrio "AT-OAPMA", inenr.
woe 427210926

(nafintenynanis ta ko sa €LPITOY 1opiuniol ocod abo npissmiie, iM's, 1o Garskoni ¢isiunol
ocalst - niAuPHEAUS, T MICHE npOXHBaIH Ta peecrpaldiitugi nomep oGHiKoOBOT KAPTKH MAATHHKA
HoAATKin abo copis Ta noNMep nacnopTa)

MpoToken sizyansiore xourpoao sin 10.12.2025 M 4876/01.10-25/16.

”
38 PesYALTATAMIT ACPAKABHOIO  KOUTPOMO  BCTANOBACHO, 1U0  Jdikapeuihiil  3aci0  sseseno B Ykpainy 3
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Cropinka 132
20 cepnxa 2025 p.
13:04:08 I3PAINL

CepTudikar BignosigHocTi

Kon marepiany 32099045 Homep iHcnekuiiHoT cepil 40000339783

Onwuc maTepiany SGUIMPACTUM-BICTA 48mns MO/0,8mn 5 LUMPULYIIB MEAIC YKPAIHA

Cepin 176118 KinbkicTb 1310 oga.

[ata BupoGHUuyTBa 26 6epeann 2025 p. TepmiH gii BepeceHb 2027 p.

YMoBwy 36epiraHHsa 2-8°C Hara ynakosku 08-10 nunhst 2025 poky
YTpumMaHa KinbKicTe 3 wr. dopmyna ynakoBku Ne 32099045/00

HlikapciKa dopma };l:lliliﬂmmﬁ PO3YUH Y TR ynakosku Pﬂol-rilfup)embo HarnosHeHW’ Wwnpuy
Cuna pii/ Akrganicrb iminrgacmm 60 MIO/mn Poawmip ynakoBku 5

Kpaina noxogeHHsA lapainb Kop ToBapy Ha pUHKY Hemae naHux

Kpaina-imnoprep lyKPATHA : PeecTpaliiiHe nocsiguenua | UA/20634/01/02

Micue sunycky naprii
Haasa

Anpeca

Homep asTopuaauii
[osinkosuit Homep GMP
Micue sunpobysaHb

HaaBa

Afpeca

Homep asTopuaauii
Hosifkosuit Homep GMP

Micue BunpobyBaHb

Haasa

Aapeca

Homep aBTOpU3aLyi
Josigkosuit Homep GMP
Micue nakyBaHHs

Haapa

Aapeca

Homep aBTopusauii
[Josigkosuit Homep GMP

Tepa ®apmauesTikan [HgacTpia JT4. _
IHpactpian 3oHa, 18, Byn. Eni Xypsiy, 11.0. Boke 353, Kdhap Caba, 4410202, l3pains
MIA 11/2023/A

11112

OAB Tera BanTike

Monety nn. 5. BinbHioc M. cas., BinbHtoc M, LT-08409, Nutsa
720

LT/02H/2024

Tesa PapmavesTikan [HgacTpis Jita.

IHaacTpian 3oxa, 18, Byn. Eni Xypsiy, N.0. Boke 353, Kdhap Caba, 4410202, Iapaink
MIA 11/2023/A

11112

Tesa ®apmauvesTikan IHgacTpis Nl1a.

IHpacTpian 3oHa, 18, Byn. Eni Xypsiy, M.0. Boke 353, Kpap Caba, 4410202, [apains
MIA 11/2023/A

1112

jna * T

YnakoBo4Hu MaTepian ADTUKYN YNakoBKu Cepii /Afgﬁﬁﬁ%&o\

— g 9
e R el o P

i A %a [&]]
?E]LAZAACJ;?PM;IXK@A}?: MOT0.Bm 1 35 119559 7000098016 \ﬁ%};& %{:’: %;y’ |

L T R

T BICTA vk | 52115690 rootoonss  NGenaamess

erz2'thfg:;7?:cbsu{?c|;aginlvr\clustries Lid. Tel:+ (972)9-7648222

18 Ell Hurvitz straet, 4410202, Kfar Saba, Israel www.levapharm.com
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13:04:08 I3PAINb

Ceprudpikar BignosigHocTi

Kon marepiany 32099045 Howmep iHcnekuinHob cepif 40000339783
Onuc marepiany PUHITPACTUM-BICTA 48mnn MO/0,8mn 5 LUMPULLIB MEAIC YKPAIHA
Cepisn , 176118 KinbkicTe 1310 og.

B
2

Micue sBupobHuuTea Bulk

Hassa Tesa dapmauesTikan IHaacTpia NiTa.
Agpeca IHgacTpian 3oxa, 18, Byn. Eni Xypsiu, MN.0. Boke 353, Kepap Caba, 4410202, Ispains
Homep asTopusadii MIA 11/2023/A
Hosiakosuii Homep GMP 1112
Onwuc aprukyna Aprukyn 3: Bulk cepil: Oara BMpoGHMUTBA:
GINTPACT 0,6 mr/mn 48 mnH MO/0,8 mn
OINN PES 32092179 2000145696 26 HepeaHn 2025 p.

Micue Bupo6HuuTea API

Hassa KOAB Tesa banTike
Anpeca Monety nn. 5. BinbHioc M. caB., BinbHioc M, LT-08409, NutBa
Homep asTopusayii 720
Homep GMP LT/02H/2024
Homep FEI 3008110727
Onuc apTukyna Homep apTtukyny: Homep cepil:
Poaqu CDl_nrpacmr\ny (EU), macwtabopane 411102986 5000032983
BUPOGHULTBO ,
Po3urH @inrpactumy (EUY, maclutaBosaHe 411102986 5000033423
BUPOGHUUTBO
PoacnigyBaHHs: Hemae cyTtTeBnx abo KpUTU4HUX BiAXUNEHb
Mpouec Banigayii cepil: HI

Lium s 3acsiguyio, Wo BuUllesasHavena iHdopmMalis € [OCTOBIPHOIO Ta TouHolo. Lo cepito npoaykty 6yno BUroTOBIEHO,
BKMNIOUAIOUM YNAKOBKY/MAPKYBaHHA Ta KOHTPOMb SKOCTI, Ha BuUlleldasHaueHomy(ux) ob'ekTi(ax) y MoBHiA BignosigHoCTI Ao
sumor GMP MicLEBOro perynstopHoro oprady Ta cneuudikauii, 3asHayeHux y peectpayiliHomy RocBigYeHHi kpaiHu
3amMoBHUKa.

3anucu Woao o6pobku cepii, NakysaHHs Ta aHanisy, Oyno nepesipeHo i BCTAHOBNEHO, WO BOHW BIANOBIAAKTL BUMOram
GMP.

CxBasneHo Myxammen Tibi Haralvac:
YO Penis

Llei nokymeHT BYB CTBOPEHUI B CUCTEMI B ENEKTPOHHOMY BUrMISAI 3 efje KTROH
N2 e
WY, 72 s
\ Hep—r o O
/"/90‘blkau|i\\““ I35

d .
ergoud
2 S

Teva. Kfar-Saba Plant, }
Teva Pharmaceulical Industries Lid. Tel: + (972)9-7648222

16 EN Hurvitz street, 4410202, Kfar Saba, Israel www.tevapharm.com
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Ceprudikar ananisy

OUI'PACTUM-BICTA 48MJIH MO/0,8MJT 5 IUTTPULIIB MEIIC YKPATHA

Homep cepii: 176118 Koux Tosapy: 32099045
Harta BupoGHnyTBa: 26 Gepesns 2025 Tepmin npuaatTuocri: Bepecens-2027
Jarta ananizy: 26 GepesHs 2025
Hociamus: QDP0073623/13.0
Teer : Cucumlnmum PegyandT Micue
. 3 s s e o 3w ; . TeCcTYBANNA
Diznunmit crau :Pumuﬁ anonmae . IL_KFS
KonnoposicTs : BcaGapumm ] Emnomuae IL_KFS
ITpasopicrs - fﬂpoaopnn anomuac IL_KFS
Liewridiranis posnoginenss y nosiakpanasinony : Opuuapna J.ll((]])JH’l LM)’ld B JLocmmxvucmowy poalmm ; IL_KFS .
refti 3a MoNeKyApHOIo Macoto Ginka Meronosm SDS- - Bimnonizae 3a noS0KCHIAM OMMHOYHOT Ady3HOT cMyTH, anouumc
PAGE _oTpumanoi b eTanonyoMy poauirti (Bignonni ymonn) C s B
lerrrudiikanin  posnoninenna y xpomarorpadiuniii Pianmug B waci  yTpHMyBAMHS  OCHOBHOTO iKY - - IL_KFS
KOJIOHLL BiAnOBiAHO 3a rigpopoGuumu ; (Topivusinng QOCHIKYBAHOro npenapary 3 posurnom  Bianosigae
nnactHBocTaMH Ginka MeTonom RP-HPLC . nopisusanng) He menwe 2,0% : i
Uncrora ta JoMiwky, nos's3ani 3 IPOAYKTOM, chpmno ¢asosa RP-BEPX.
[{nowa ocnosnoro niky  Fle menre 98,0% pin sarannnol naowi nikis 99,0 % - IL_KTFS
Met!, Mct'?? oxueaena (popaa RRT 0,90 -He menuie 0,8% sin sarasnuol o nikis :0,3% - IL_KFS
Met!, Met"*® okneaena gopma RRT 0,95 He sieiwe 0,7% nin saranniof wiowti nikis: 10,3% - IL_KFS
Ilix RRT 1,10 ' He menwe 0,8% pin saranbuof miomi nixin 0 2% IL_KFS
Hemac nosnx abo neigentidionanmx nikis ' BincyTHicTb HOBHX aGo Hcmcu'mq“mudﬂux uikis Bumonume IL_KFS
v _ ‘ .. Ginpme 0.1% (LOD) s sl s sy g
Hncrora ra nominnk, nos'siani 3 npoayxrom, [E-HPLC
Il10wa ocuosioro niky ‘He senue 98,4% pin 3aransHob nuowdi 1mikis 199,1% ., IL_KFS
IIchmouam (popma RRT 0 80 He 6inuie 0,4% i saransnol miowi mikis <0 l% : IL Kl’S :
Jesanizopsana gopma RRT 0,8) : He Ginsure 0,4% pin saransioi miowt nikis - <0,1% IL_KFS
Jlesaminosana popma RRT 0,91 He Ginbiue 0,5% oin 3aransHOT niowi nucm <0 1% - IL_KFS
Jlesaminosana Qopma RRT 0,95 He ('m;,mc 0 5% mn aar’mmxon rmouu rm(m <0 4% IL_KFS
[lixk RRT 1,05 'I[t. Ginnure l,()% BiJt (rmouu TiKy 0J1if) 0 3% . IL_KFS
Hesae nosirx ado HeienTidikoBanux rmikis Bigcyrricrn nosux abo neincntndikonanux mikio ;BI}.lﬂOBII(ﬂC IL KFS
H 0, i : s’
Ginnwe 0,1% (LOD) :
Jsepn SE-HPLC “He Ginvbiue 0,2% vig 3aransuol naow nikis :<0,1% : IL_KFS
Bucoxkomonexyaspui siaminui sin aumepis nomiwky He 6inswe 0,2% pin saranshoi nnoii nikin :<0,1% . IL_KFS
(HMW) by SE-HPLC : . ;
Bakrepiansii enaoToKCHHH ‘Menwe nisk 1,0 MO/yn W ) MO/Mn . IL_KFS
A i;'j R 8 ses 4 e s e b § St SepRERE Sy AN e T e
sowiore, ok M T -
Hinosipria eektusiticrn 80,0 - 125,0% Bin sasBncHol akTHBHOCT IL_KFS§
Mitistansuuit gonipunit intepnas noxubiu (P=0,93) 74,0 - 136,0% Bix 3aspieHol akTHBHOCH a IL KFS
Makcumansiuii opipuuit inrepsan roxudxi (P=0,95). 74,0 - 136,0% sin 3astsycnoi aKTHBHOC \ ; “IL KFS
Kinbkicie susnauenss ¢inrpactumy (SE-HPLC) :0,54-0,66 Mr/vm IL_ KFS
pH 4,1-4,3 IL_KFS

[lobazvna wmad-Keapnupa

124 Dvora HaNevi'a St. Tel Aviv 6944020, Israel Tel:+972-3-9267267

Cropinka 132
aim: 953 588,00 UA Bio: LIMS_PROD
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Ceprudikart anasisy

QUITPACTUM-BICTA 48MJIH MO/0,8MJI 5 IUTTPUIB MEZIC YKPATHA

Homep cepii: 176118
Hara gnpodunursa:
HAata ananisy:

26 Hepesns 2025
26 Ocpesns 2025

Kox rosapy:
Tepnin npraaTnocTi:

32099045
Bepecens-2027

Mocnnauun: QDP0073623/13.0
- : - ‘Micue

ecT - Cneundiikauin :Peaynurar : :
. . s B baiagalo s o 650 5 2 e i TECTYBATIIA
Mexariuni pronouenus: Bunnmi vacrku Binwmuii nig wacrok Binnoninae IL_KFS
Mexanivni sisouenns: Heongumi vacrii -He Ginbwe 6000 yacrunok/konTeinep. 10 yacrox -IL_KFS

: Bijnosinae unnmnm simoram Ph. Eur, 2,9.19  /xonteiinep :
Mexauiuni prodenst Hepnanati vacrku - He 6invue 600 uactunok/konTeiiep. 0 wacrox JIL_KFS
-: Bignosinae wunnny sumoram Ph. Eur, 2.9.19 : /xoHTeliHep

CrepuibHicrs . CrepuitsHo, Binnoniae suHHnM pumoram Ph.Eur, 2.6.1  : Binnosinae ‘IL_KFS
Auerar :7,5-11,4 MM 9,8 MM :CBU
Copbiron 47,5-52,5 Mr/ma 49,8 Mr/mn JIL_KFS

[Tonicopbar 80

OG0’ eM. 10 BUTATACTLCS

52,2 - 57,8 MK/
0,80-0,90 M

is4Swmw/n CBU '
‘Bimnosimae  (IL_KFS

Llum My nigTeepwiyemo, wo sei Heobxiani sunpoGypanis Gynn npoBeaeHi CTOCOBHO BigMOBIAMOI NAPTii, 1K TOTO
BUMArac 3asBKa Ha PEECTpallilo, 3aTBepi)keHa KOMIIETEeHTHUMH OpraHaMH.

Cepist exsajicHa:

["ang Hicau

Hassa: Kepisuitk nadoparopii

Cepist cxpasiena:

Haspa: VrosHosaxkeHa ocoba, TEBA U1, AUTBHULA K¢ap-Caba

HaTa nignneanns:

Myxamman Ti6i

24 nurus 2025 p., 11:56:48

OcKinbKH 1eit fokyMeHT GyNo CTBOPEHO Y BaNioBaHii cHeTeMi yrnpasiiHHa naGopaTopHoro iHdopMaLiero, Horo

i AMMCAHO eNIeKTPOHHUM ITiAMHCOM.

Ko eaifiry Onue
CBu Tena Wapaanenvican Jim., Sicor Biotech, Jlurna
IL_KFS Tena - Kpap-Caba

Paodaanna wmad-seapunpa

124 Divora HaNevi'a St. Tel Aviv 6944020, Isvacl Tel:+972-3-9267267
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L&:@’\fﬁ Page 1 of 4

20-Aug-2025
13:04:08 ISRAEL
Certificate of Compliance
Material code 32099045 Inspection Lot Number 40000339783
Material Description  FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE
Batch 176118 Quantity 1310 each
Date of Manufacturing 26 Mar 2025 Expiry Date Sep 2027
Storage Conditions 2-8°C » Date of Packaging 08 - 10 Jul 2025
Retain Quantity 3 EA Packaging Formula No  32099045/00
Dosage Form Injectable PFS Solution Pack Type Pre-Filled Syringe
; %

Strength/Potency : Filgrastim 60 MIU/ml Pack size 5
Country of origin Israel Market Product Code N/A
Importing Country UKRAINE h_icense Code UA/20634/01/02

Batch Release Site

Name TEVA PHARMACEUTICAL INDUSTRIES LTD

IND. ZONE, 18, ELI HURVITZ ST., P.O. BOX 353 ., 4410202 KFAR
Address -
SABA Israel

Authorization Number MIA 11/2023/A

GMP reference number 1112

Testing Site

Name UAB TEVA BALTICS

Address MOLETU PL.5, VILNIAUS M. SAV., . , 08409 VILNIUS, Lithuania

Autharization number 720

GMP reference number LT/02H/2024

Teva. Kfar-Saba Plant,
Teva Pharmaceutical Industries Ltd.
18 Eli Hurvitz street, 4410202, Kfar Saba, Israel

Tel: + (972)9-7648222
www.tevapharm.com
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Material code

Material Description
Batch

Testing Site
Name
Address

Authorization number

GMP reference number

Packaging Site

Certificate of Compliance

32099045

Inspection Lot Number

Page 2 of 4
20-Aug-2025
13:04:08 ISRAEL

40000339783

FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE

176118

Quantity

TEVA PHARMACEUTICAL INDUSTRIES LTD

IND. ZONE, 18, ELI HURVITZ ST., P.O. BOX 353 .
SABA ,Israel

MIA 11/2023/A

1112

1310 each

, 4410202 KFAR

Name TEVA PHARMACEUTICAL INDUSTRIES LTD

IND. ZONE, 18, ELI HURVITZ ST., P.O. BOX 353 ., 4410202 KFAR

Address
SABA,lsrael

Authorization number MIA 11/2023/A

GMP reference number £ 1112

Packaging Material Packaging SKU: Batches: Revision level:

FILGRASTIM-VI 48MIU/0.8ML

SYR MED UA LBL 32119555 7000097728 01

FILGRASTIM-VIS

48MIU/0.8ML 5S MED UA 32119559 7000098016 01

PBX

FILGRASTIM-VISTA

SYRINGES MED UA INS 32119560 7000100038 01

Teva. Kfar-Saba Plant,

Teva Pharmaceutical Industries Ltd.
18 Eli Hurvitz street, 4410202, Kfar Saba, Israel

Tel: + (972)9-7648222
www.tevapharm.com
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20-Aug-2025
13:04:08 ISRAEL

Certificate of Compliance

Material code 32099045 Inspection Lot Number 40000339783

Material Description  FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE
Batch 176118 Quantity 1310 each

Bulk Manufacturing Site

Name TEVA PHARMACEUTICAL INDUSTRIES LTD
Address IND. ZONE, 18, ELI HURVITZ ST., P.O. BOX 353 ., 4410202 KFAR
SABAIsrael
Authorization number MIA 11/2023/A
GMP reference number 1112
SKU Description SKU No: Bulk Batches: Date of Manufacturing:
ZéLf\jl—J‘lEf\().SB’TMo[_'GF“IAS_”\F/’”[;S1 32092179 2000145696 26 Mar 2025
APl Manufacturing Site
Name UAB TEVA BALTICS
Address MOLETU PL.5, VILNIAUS M. SAV., ., 08409 VILNIUS Lithuania
Autharization number 720
GMP reference number LLT/02H/2024
FEI number 3008110727
SKU Description SKU No: Batch No:
FILGRASTIM SCALE UP SOL. (EU) 411102986 5000032983
FILGRASTIM SCALE UP SOL. (EU) 411102986 5000033423
Investigation: There are no major or critical deviations
Process Validation [?atch: NO

| hereby certify that the above information is authentic and accurate. This batch of produect.has been manufactured

Teva. Kfar-Saba Plant, ' . ’
Teva Pharmaceutical Industries Ltd. Tel: + (972)5'7548222 _
18 Eli Hurvitz street, 4410202, Kfar Saba, Israel _ www.tevapharm.com
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20-Aug-2025
13:04:08 ISRAEL

Certificate of Compliance

Material code 32099045 Inspection Lot Number 40000339783

Material Description  FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE

Batch 176118 Quantity 1310 each

customer's country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Approved B Muhammad Tibi Date / Time : 24-Jul-2025,13:14:45 ISRAEL

QP release

This document has been created electronically in the system with electronic signature.

)

427109%¢

9“90 €

0
X

Teva. Kfar-Saba Plant, . ]
Teva Pharmaceutical Indugtries Ltd. Tel: +t<(a?/7a2)l'?a:r7ni4c%32n212
18 Eli Hun/itz street, 4410202, Kfar Saba, Israel www.tevap -
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Certificate of Analysis

FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE

Bateh Number; 176118 Item Code: 32099045
Manufacture Date: 26-Mar-2025 Expiry Date: September-2027
Dafe of Analysis: 26-Mar-2025
Reference: QDP0073623/13.0
" e g . ‘lesting
Test Specification Result Ln:;,',‘:“
Physical state Liquid Conforms IL_KFS
Colour Colourlesy Conforms IL_KFS
Clarity Cleay Conforms IL_KFS
tdentity by Distibution in polyacrylamide gel Single diffuse band in test solution Conforms ' (L_KES
according to protein molecular mass by corresponding in position ta the single
SDS-PAGE diffuse band obtained with the reference
solution (reducing condition)
Identity by Distribution in chromatographic NMT 2.0% difference in principal pcak Conforms IL_KFS
column according to pratein hydrophobic retention time (test vs. reference)
properties by RP-HPLC
Purity and Product-related impurities by IL_KFS
RP-HPLC NLT 98,0% of'tatnl 99.0 %
Principal peak area,
Met!, Met127 oxidized from RRT 0.90 NMT 0.8% of total peak area 03 % IL_KFS
Metl, Met138 oxidized from RRT 0.95 NMT 0.7% of total peak area 0.3% IL_KFS$
Peak RRT 110 NMT 0.8% of total peak area 0.2% IL_KTS
No new or unidentified peaks No new or unidentified peak is more than Conforms IL_KFS
0.1% (L.OD)
Purily and Product-related impurities by IL_KF§
IE-HPLC NLT 98.4% of total 99.7%
Principal peak arca '
Deamidated from RRT 0.80 NMT 0.4% of total pealk area <0.1 % [L_KFS
Deamidated from RRT 0.85 . NMT 0.4% of total peak area <0.1 % IL_KFS
Deamidated from RRT 0.91 NMT 0.5% of total peak arca <0.1 % IL_KFS§
Deamidated from RRT 0.95 NMT 0.5% of total peak arca IL._KFS
Peak RRT 1.05 - NMT 1.0% of (otal peak area IL_KTFS
No new or unidentified peaks No new or unidentified peak is more than IL_KFS

0.1% (LOD)

Global Headquarters
124 Dvora HaNevi'a St. Tel dviv 6944020, Isracl Tel:++972-3-9267267

Poge | of3 Repore: 95338800 LA From: LIMS_PROD
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Certificate of Analysis

FILGRASTIM-VISTA 48MIU/.8ML 5 SYRINGES MEDIS UXKRAINE

Batch Numhber:
Manufacture Date:
Date of Aualysis:

Reference:

Test
Dimers by SE-HPLC

Higher Mokeeular Weight Species otlier than
Dimers (HMWs) by SE-HPLC

Bucterial Endotoxin

Potency,
Estimated poteney

Minimam fiducial limits of error(P=0.93)
tMuoximuny [ducial linits of errar(P=0.43)
Filgrastim Concentration by SE-HPLC
pH
Purticulate Contamination: Visible Particles

Particulate Contaminition: Sub-Visible
Puarticles
Particles equal or greater than [Qpm

Particles equal or greater thon 23pum
Sterility
Acetite

Sorbital
Polysarbate 80

Global Hecdyrariers

176118 lem Codes
26-Mur-2025
26~-Mur-2025
QNPrO073623/13.0

Expiry Dale:

Specification
NMT 0.2% of total Penk aren
NMT 0.2% af total Peak aren

Less than 1.0 EU/ml

80.0%-125.0% of stoted patency
74.0%-136.0% of stated polency
74.0%~136.0% of stated potengy
0.54-0.66 mg/ml

4:1-4.3

Free from panticles

NMT 6000 particles/container,
Conforms to current Ph. Bur, 2.9,19
requirements

NMT 600 pasticles/container,
Conforms to custent Ph, Eur. 2.9.19
requirements

Sterile, Conforms to current PhuEur, 2.6.1
requirements

7.5-114 mM
47.5-52.5 mghul.
32.2-57.8 pg/mlL

124 Dvora HaNevi'a St 18l Aviv 6944020, Iseael Teb: v 972-3-9267267
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Testing

ReSll" Loedtlon
<0.1'% IL_KFS
<0,1% L_KYS
<0.10 EUnul IL_KFS.

1L _KFS
106.0 %
103.9 % IL_KFS
108.2 % IL_KFS
0.60 mg/ml IL_KFS
4.2 tL_KFS
Conforos [L_KVS
10 part/container IL_KFS
0 part/container IL_KFS
Conforms IL_KFS§
9.8 mM cBu
49.8 mg/ml If,_KEFS
$4.5 pg/ml cBU
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Batch Number;
Manufacture Date:
Daie of Analysis;

Reference:

Test

Extractable volume

Certificate of Analysis

FILGRASTIM-VISTA 48MIU/0.8ML 5 SYRINGES MEDIS UKRAINE

176118 Item Code; 32099045
26-Mar-2025 Expiry Date: : September-2027
26-Mar-2025

QDP0073623/13.0

Specification Result :uf‘::'j,
0.80-0.90 mL Conlornis IL_KFS

We herewith confirm that all the necessavy tests were carried out in respect of the lot in question,
as required in the application for registration, approved by the Authorities,

Lot Approved By:
Title:
Lot Approved by:
Title:

Date of Signature:

Galia Nisan

Lab Supervisor

Muhammad Tibi

Qualified Person, TEVA IL, Kfar-Saba site

24/1ul/2025 11:56:48

As this document has been generated in a validated laboratory information management system,
this document has been electronically signed.

Site Code

Descrintion

CBu

Teya Pharmacendicals Ltd, Sicor Bioteeh, Lithuania

IL,_KFS

Teva - Kl Saha

Globol Headguarters

124 Dvora HaNevi'a S1. Tel Aviv 6944020, Isyael Tel:+972-3-9267267
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