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9D ») OWN NNN 2019 5>9982 18 D12 YN PNIAPYL NPVIO NN NTHIRNN NHAND .1.1.1
M2 14 DA .2019 5912 15 DY NUYA GHDMIVNY NHNY NN NNDWI NI’YA PHOPIIV
TNDXNN NIAND NOM) NNNDNA YN NDND VYR NPNN NI2NN NNYOWN 2021
-y MDY NPIN 4,979,380 NI NN NPIAN NN N7Y PN 24 -5 DY O
SY MM NN 4,979,380 TYY DXPNN (1 NITO) DXPND TPNNN YAND 4,979,380
172NN DY YT MPT IR NI2NN NNDIOY PPYNN MTIX DD DXV .NY2NN
15.06.2021 DY YN MT 1D (2021-01-097287 RNINON 19010) 07.06.2021 DYN
INA PPUNN” ONY) (2021-01-101247 NNDNON I900) NPANN NINSIN 9272
72NN YV TIVN MM 1WA 2021 %12 20 DA ,NPANN NNV NRD .(7NPaynn”
DY TVINN DNN LT (7HD99307 :1OND) 7Y AN DN TIY MY NN INOND
,LANTN TINRNY 19Y MIAND PINT N3 NNN NITHND NV NN NHANN NN
STV 7Y PINA DY NN NITHIND

DINN 1Y MNP IPNN NN NPN NIAND DT AT TVIND NN DTOWN TN SN .1.1.2
SY DINN2 PNONOV MM — DMIDIN PMNITL SPOY IIND NNTHN TAX MDY
IUN INIVIN NN HNY NI»I MTPHNN TIN MNP NOTIN MV TN
T TINYA DN TN
NP DY N0 DD NWYND I8N TPT 1N NNIYSNND TUN 7NIDNOV NNN9M NN
NI .ONIVIN HNY) HAVNNN PN NNPDI TYN NNPIL NI NNPN IWR PYIN
MIVIN DNV N NN NIAND DY NPIPIVN NMINANY AIPNNN MDY 1T NIT TND
NNNIY MININOLN ,NANT OY TN .NITYN VINT DIOYIND TN TUN XY INN 390N
DINNA 0’27 DD DRI DIMWYMY YNV N1 TWUN NNNOVOY N 17NN
NP NON
VIV NNDNY MW KUY YTYDA PV MNIN NIANN NP 2022 N 27 DM
DY2°599) DINN YV D3APN2 TN NON NPNYPA NDSTH DINNL DTIND HINYNOVY
279 NN HYI92 OOMNNHNN LN DY 01N DOYNN DN MNPI NPIY 0NN XIN
NN DXAXMNN ,0MHTN DXPIPON-1I DY NODIAN 7PNONOVN NPTINY QNN MIDN
NN DAY INIDIITID NDOTN OIWINDY ,NIN X 9T |, D9TIND ONDPIAN MIAND
DYPRYNY , 09TINY MANNN DXIVNA DN DIPIPONT ,NDTNN INKRD .12 PYT
NN J9Y TYNDIIN MITN DX MNIND NIANND NDDP PN NNDN .ANPN ININ
.DYYOHY DYTIND MINIDNIVN NN INDNTY ,INDNOVN NN INMDY NNAY NPTYDIN
YNV 3.22.3 PYD NN )PYWIN DO0N MTIN DD DOVID
25WA 1P2TY NNYNI N9ANN HY ANIND 299 NONDNFVN ,NT NIT T¥INIY 1993 95 9Nay
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119X IN/Y DIWITTN DINDIN NX NNISNA DIYYN NHANN 23 MNT YD PNY NPINY
APAPN DIYWITIN DINYINND

19200 SV MPINN Man odwan 1.2
APWO5 NNa MMaN NHaAND PN,DT NYT TYNID
129123193 MNPOY N9ANN PN Mypyn 1.3
MYPYN NI XD NYTN TYIID T MITN TN 1NTPY DPMYN ToNN2 ,N12NN DY T 200D
17202 PIY HY2 > HY NINK NPNMINN NPOY DI NYNIA XD 192NN NYT 20N ,NH1ANN PN2
21PN VNN VYN ,NDNAY NINKY TIXRNN NN
mayn 9NN M99 M5 ™M) WO nYIYIN N 19NN
199 7999
P2300Y 192NN DY MM NN 701 RPN n"Y 347,000 701 MmN NMn IINSPN 14.01.2021
.N"Y 347,000 -5 1NN PNY HYI IDIRY
P2300Y 192NN DY MM NN 701 RPN n"v 343110 701 MmN NN IINSP 20.02.2020
.NY 343,110 -2 1NNNA PNY HYI IDIRY
VIPY N12NN DY M NN 2,104 NRXPN | N’w 1,005,900 2,104 M2’ NN INNPN 31.08.2020
N 1,005,900 -5 171912, TI90N MYPYN
P2INN5 NIINN DY MM NN 104 NINSPN n»Y 50,000 104 m>na N INNPN 02.09.2020
.N7Y 50,000 -Y N719NA 1Y HYI IPNY o
P2INN5 NIINN DY MM NN 407 NNSPN Ny 99,570 407 m>na Ny INNPN 29.11.2020
N7 99,570 -5 NIINNA 1Y HYI IPNY o
YIPY 772NN DY MY NN 1,816 NNSPN Ny 882,320 1,816 m>2na NN INNPN 09.12.2020
.N"w 882,320 -Y N71NHNA ,POMOPN MYPYN T
.DYTYD TPNIN AN 17,452 NINNPN -- 17,452 ND) NPNN INNPN 11.02.2021
(Mnwn o
M2’ NN 43 DY DN’ NIV NN NPYN - 4,726,436 MMM | NP NN
5S¢ NPINN OPINNY NNX DY N 9D navNn 12.04.2021
NPNNRN YW NHRNN DY ,ID 1N .NIINN 750,436 N5) NPNIN RS
DM IMNI MNOPN (MMVYI XY) (Mmwn
APPYN MYNNNI NN PN DY NNOWUN W0 24 -5 11,158,660 | m5»7 NN NP
NNDIDY  PPYRAN NI DD DXI9Y Y, NNY
NDONON 190n) 07.06.2021 O3 NHANN 4,979,380 NPNNIN
ovn  ™MH MYT,(2021-01-097287 mMIPNO
(2021-01-101247 NNDNON 190N) 15.06.2021 - 5,134,736 | ND) NSO 15.06.2021
DYH YTON NPT .NPANN MRNIN I272 (MM
(101400 (RSU)Mmon
NPNNN 574,400 WM 2021 »»1 16 ova | N’v 2,783,900 574,400 ND) NPNIN vINN
M99 NPIN 574,400 -5 73 NITO (MM RD) (Mmmvn NI) NVNN
YOI AT IRT DXIDN DXVIAY .NIINN DY Y7o (Mmwn 20.06.2021
NNONON 7901) 20.06.2021 D»H NI1ANN YV M NI nynd
.(2021-01-103365 momn
NITO (MNIYI NI) NPNNIN 138,512 NNRIPN -- 138,512 ND) NPNAN NS
919N DD NINN WX IV DN 2D N (Mnmwn
NNT DA0N DOVIAY .7IANN DY DXDIN N ITO 21.06.2021
21.06.2021 D2 NIANN NNPDIY YTHH MPT
.(2021-01-104367 XNINON 1901)
MMDN NN NN 13,289 SW NYIND NN -- 13,289 N PN | TR 7NN
YO WNR NPT OoY Y iy (RSU) mMnon mMnEN 1IN
D9 DXI8Y .N72NN YV DXV Y7o m>»y N (RSU) 15.07.2021
18.07.2021 DN NI2NN DY >THN MPT NI nmnd
.(2021-01-118215 NNOINON I19DN) mo>mn
(MMVYY NI) NYSIN 94,184  NNSPN - 94,184 ND) NPSN INNPN
MY DNVPPTY DINN DNVPPTY (MM
DY HOTHHN MPT NN DIDN DOV .DMIN 17.08.2021
NNDNON 1901) 17.08.2021 DN NIANN
.(2021-01-133308
N 17T0 (MNIYI NI) NPNNIN 34,784 wHidN) Ny 348 -5 34,784 ND) NPNN VDN
DXV .17ANN DY MM NN 34,748 -H (Mnmwn ND) NYNN
ovN NIIND HY STHN MPT IR DO N NTO (MM 25.08.2021
2021-01- NNONON  790N)  25.08.2021 M NI nnd
(137985 momn
YAy 15.07.2021 yav 9pnn Tonna - 113,848 PN MDY | MDA NN | DY ONN
I MM 113,848 yimn 14.03.2022 mmoN nMMON 71 | 15.07.2021
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(989) (4,240) (16,074) MY 109N
JO) ,)D MINSIN

(15) (62) (268) NDIONN Yy OON
(127) - - 09D MNYT DN (TOAN) NN
(1,131) (4,302) (16,342) NOYPNY K915 109N
4,214 5,935 28,903 009 70
(591) (3,138) (2,672) MMABNNN 7O
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.12NN DY NATINNN TIIN*
N93NN MDY HY BINYIN DI NYOVWN 1YY HaYaD 2.2

12 N2°202 MNY NMNNIND IN/ DIYIPVN IR/ NMNINK NYAVIN NPND MIYY NN MDY

,NPPOYN TPMIRIM DIMNNAND DY PMNN J9IN OPIN ,WAUND DMYY NONIY ,NON NN

AON2 VNAND

NPSOYI PN MM 2.2.1
TPNR2WN MNNNN NNINKDY MINYN IR OPIRIVT DIV TPDID MINTN OND N1NPD
L9001 1IN DY 172NN YWY NN DY NYID NYOVN NPND VY ,NPINIPIND NNNDHM
TV NTPRYDY NIINN DY NAVIVD DMV TUNRND WITTH
MNPV NPY KOD MDD NIRWIN 2021 DY 1IN NPXNNN ToNNA DRIY 91229 DY
1M TIXOAN NIV 2021 MY DY NMIVN TINNNT NONNN 1D 1D .0.1% Hv
195112, TN OINNY DI NIV TPXDAPND NPV NIPYRID .NMNINKRD DNYY DN
IO .2.4%-Y , 0¥ JNNNN NP NXRIPIY,2.5% TY TN 1999 DY NV POIN NN
MOV INNNN NRIDNN AXP YPI DY ,WWVIRNND NPODIN NYIYIN NPWNN 2021 MY
) NI NNT DY .1YIDON MWD DY MDA NIDNI NNV, NNONNNN dYNWOY HY
LYNND PN DOV TNJWN NEON NIYIVA DOYP MIAPYL YoN) DIVIMIND
TPNDAPNN NAD .NANN DY AVTIND NININM ,MIND9IND INPD NN DO THNN
TINNA DTN M) MNTHN N2 IXDANND AP ,NM2) NPND NDDIN DDA
2022 MV NNYANN A8P DY DNIDN MY DY) YaIVNND 1P DY TPNRDWN INMISN
,DONVN DN NIPOIN TPXNNI NN YPNN DY NNN PIYA .NIYNNI MIAXONN)
NN MIPN MNIWN INY INNN DTN TN ,0N O) WY MIIND NN SANINY
0T — NI DY NIPOIN NOXNNN NDPNNA 1T ORIV DNOY 10-5 NPNOWNNN

L o3 nnany

28NN 22022, AN WHIN2 NNRDNAY HNIYW P32 SV IPNNRD NN HY 7NN 19 Y
MINNY T ,1.6% DY TNYD NN 2022-2 MISDINNN NV .5.0%-1 NMNND NN
MO NPIVINNN NN ,TINNN 19 DY .2% HY Ty NN XN 2023-2) , NNTIPN
,2022 VA 5.5% SW YW NNND NN IIND LMY Ty 0.25%/0.10% Dy Tnyd

https://www.boi.org.il/he/NewsAndPublications/PressReleases/Pages/17-1-2022.aspx !

https://www.boi.org.il/he/NewsAndPublications/PressReleases/Pages/3-01- 2
22.aspx#:~:text=%D7%90%D7%A0%D7%95%20%D7%9IE%D7%A0%D7%99%D7%97%D7%99%D7%9D%20%D7%9IB%D7%99%20%D7%94%D7%A6%D
7%9E%D7%99%D7%97%D7%94%20%D7%91.%D7%AA%D7%A4%D7%99%D7%A1%D7%AA%20%D7%A2%D7%9C%D7%99%D7%99%D7%AA%20%
D7%94%D7%90%D7%99%D7%A0%D7%A4%D7%9C%D7%A6%D7%99%D7%94%20%D7%9B%D7%A4%D7%97%D7%95%D7%AA%20%D7%96%D7%
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.2023 V1 5% SY MY

MNXIVIVA DX2120¥N YD NN YPI DY ORIV P12 NOIWND ,1NDIYN 12200 12D
MY MNMONT MPTHN NI NINN ,2022 DY NMIVN THISNNN TY IDIND NPODND
NN .4.5% DY DY) DY NTRY 2023 MWY 1IN ,5.0% YW DYTHD nnnayn 2022
-5 NATIPN TMINNY ONX2 VYN JNNNN DNMANN DXPYNA 2022-2 NNMIND D DINMIN
3.1%-) 4.4%-2 DOND? 1PN DNV PXVIPNN ANP .2.5% DY Tmyn NN 2023-11,3.9%
NI IXYIAPNRN NMOY NODXAN YPI DY NNTIPN MINND DN’ M) ,DXPYN DNINA
NMAY WN DNYI DMDINN DIPIAN DY MYNINNN NPT D) ,TOD DXNNA .1OIN
.0.6%-Y 0.3% Dy NIV ¥¥INNI TIYY ,IDVPIN MINNA 1NHNID DN VYN MYYD
(COVID-19) D12nn 2y INNPN DI MOLYAND IY NMIVAN MWD

G4 MOLYANN NYIYN NN NINI2Y NIAPIY NIAND NYTH TYIND 1N MTN NMPN ToNNa
20N MOLYANN NNMNDN DIV ,NT NIT TYIND NI .M Sy (COVID-19) nnpn
IUN PN DY NPILIN NI G0N .M MPTHI MONY M MY PY P TV
OMINIA N0 NNINY )N D) AMIVY

M9 PR NN NPNTNN MIVH TONNA WIVIN ,ONIVIA D) 10D ,091y2 NN IPNY
STYUNNA DYPNVYN DY NYIVNN MIIN NN MAXD 11 XD 1991 DY MYTH NPSVIN
172NN DY MMM IPNNT TONN DY NNPN PR DY NYAVNN ,NT NYIT TN D)
APY NIAND YTAVN PON DY PN NIMITYINA IPOYA IRLIANM TP NN
209 RPN TPN,NTIVH M0N0 HY NPIDNA D1 NRIDNN IR/ OXTIP2

DPYPM DXNOM

AONY 3.1.2 Y0 IR DD DOVIAD

YI-INNI YINOWD 220 NIV MPIINN

DXNNA VIDOY DY DMNINND DXNVYYI NPINNY XY 7PN DMI2IY Y1) ORN IPN
YO DY) 7OMN HNONIVI YDYD DINNA VIDY INNN NDYYNY 921y0 DNPHY DM
YIMNY TV .DMI2IY YI) RN DNIN DY DMNN DNINIVIA HVINN NIINDD DN WDV
MPTNI XN MWD MONN XTI 12 NMIVIN NNVIANN DY DIWIANN YIIN-INN PN
D»NT DMIYLNI POV, DMWY YII-INN VIDOYW DMWY DXTIND INP DYIVI NINNON
,TPPNT-XIN 11779N2 1XYW DINNA YINPY MWYYY PN YD ,0°071) DXTHNNN .ODMIDIN N
277N I RLN ITHA XIN ONINMI ,7OMNY INIXIVIYY HHYID DXIAVN) WX OV
T PN DY MHYN IDVIN NIONNIY ,9NXIV HWNN NPNA NNPIN NNV WINN
DT ,)97,17IV572 JWRIDY,MINNK M TH .YHN-INN DINNA MM IPNN MDOPYab
AN OYNOWNN NN GN) YIIN-INNA IPNN DNINK NI PO ,INNP

,DXIN DINNN Y OXRN DY NP NIWIRNDN N1ID9NN 7PNINOV INMS 2007 NIva
792) DN OONNY DMWY Y ORN DONNN DN NDIDN DY NODIAN PNONOVN
N HY M1 MNINM DI NN DONNNN LY INND YDOPN 19INI ONIN NIYY NYYNY
737 (Induced Pluripotent Stem Cells) iPSC  ©)X7p) 1ON DIXN .02 Y1)
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(IPCS) £ y13 YNN DYDY WINHD NION DY PONN DI DIADNIN

3177 HNY NPOY DMNNHN DY NP NXIVNN TIND DIDIDD DIVIND YN INN
9901910 YW NYTYN DINA NYNON NINA NN TPHNNN DY 1D SN TUN

: 192NN YV PNNOV INTIVIN MININI HNY N PONIN : 1 990N DOWIN

o

< Cells iPsc >
£cm Personalized
~ \ hydrogel /

Neural implant
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DINNN DY DINN BIXTNN DINPINI NPPN ,NPPN MY 3.1.2

IPNNN 2OWN DNN NIANN NI TS 0NN DININN PV DO NIAND
DYV MMV MIPTNI .NIINN IYAN 102 MIDTHI MPIAM TPIDNIN Y9N NN
Y NVIANY NIN YTPON .DMNXIDT DX MM TON DY MIPIAN MIXDNT MMV MN»P
, NV SY DYMN) DXOVITIVDL YTHY )N DOPNVYNI DNMONN DMNXINT DMININ
DD DY NITO N 01NN DI NNAD NYPINN NIIN DY DN MDY
NITO2 NYY 0N HHYIN NTAVNI DMDNN HNN DMV DAY DOPONIN DMAIOP
12Y0 NIN-DY SVIMDIN ININN PIPYI NYIX HAPY TN DY NNT U DTN )22 DD
MTNANPLINTIN NMPIAN NMMYI DY DNPIVIPA TINYD TN YW IMVND TN 2DVN

EMA -m»2a PMDA -n,27nIxa FDA -n 5872 mNoIan TIvn N0, mnvn

MY DY DNPIVIIP) NP TN DMPYN NYAVIN NIINT MDY 729D NN
DMNIN MM 021950 DIND DIDIVY NNNXI OMNY 1Y 1IN, NPVINDIN MPIIN

IMN DN 717NN YW MO IPNNN MIXIINA NM9YY GN) DMIOPN DMDMIN YV

(medicinal product advanced therapy) ATMP -5 amon nynd »ay nHann NNan
MYIT 992 THINYD 19 DY NPRN NPANIN DI DM DY NYIVDINT NIPNIY DINNNN
.DINN2 MOIPNN

5 WY YN DONVLDNY DMDTY DI ¥ TN NI NNANMD) NWTN DINNA I21TH
.172NN MY

OYNVINI DINYIN

MY DO5 INAD NYANN NI 19 DY TINNSY THNOVLNY MV DDV NPT DO
DONN DPTHRD NRYYIY 1192 MIDN XYY ,N»TH DI HNVHM

-2 PNV Pre-IND -0 nw»na 0120 NX N1ann NY2p 2021 X vHin Tonna
NP M) ININN DY NIANN DY NPTNYN MMAN 1IN NN yana FDA
DTN 22 I/7I1a NIND MDD YXINN INNNT NN NPNI MNPV MDY MDD (NN
9NN N5MA FDA -0 mxdnn nnyvnd noyim Sapnny 012°00 NX NNN’ NI2NN
ap

NOIYN INIYI APIVID DN NPRINPNRD DMWY D) 173D NI NHINN ,D2apn1a
IRIYI TIVND POINNY NYRT MPOP MMV NDND

NN VNN MIVON NNXOP ,NINK PN THXIDT NOTN NYYND PR DIINVNIY NN
NI OYNOVLNT NN NYAP DIV TIY NYNPN DIV 1PV

PYOD MO, DIWIN NYIN DIV Y, DI9NVND NIV NN YISND 1N NPT HNIY2A
2y ORI PYIN NYOIND 1986 — 1NWNN ,(DXPWIN) DNPIIN NIPND 29 MPNY 129
N2IND 1NN PYIND IXIAT DIV WNIYNY VI NINN DIV TURD 1N )29 MPN 29
JOIND 12 DALY YNNI KDY, FPMYNRVN MDD NNINN NZNN IN DN NISDN NYNHN D20N
21901 NN DIVOY IN MWD NPTHNI IN DNIYI PIPYD IWINDD DIV PYOINI MIND
2OP MNDN NNONI

/https: //bio-chem.co.ilzarticles/new-drug-development-and-regulation-from-preclinical-to-clinical-trials-2 7
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NN D»NIDT NITOINM DDAV NN DNV YN NI 990N NYDP 92D NIIND
172N1N 8192 WHNYND P71 110 APNNN DY DO NY DXADWIY XN NNINM DYIYI)
NN DIV TIY 9NN NIV

LININN NN XDN J9IND PIAND TN ¥ ORI I PIPYY MYON NDIAP DIV ,ODID
AN DY IMDHYY IMMVLI NN OMPDP OMDNI) DMPOP-NIY OMDNA NIIND
NPNOVININ MYIITH .TPVINDIN NPNVINVIN MYINND PINY NYOINX HIAPIY INIIN
SINVN P, MTRNNN ,DPNONI DX MNPV NN DVD

P2 ,010% NYNN DY VIT NIV TIN ,I8)90 MNMA YW VNI (1) : AN N 2DVA
TONINI ONXRNY DOONNNN DXININA INPN OX P2 TMNPNRD NNPIL 1PN DN
1) ; DIRNN 11277, NPMININD MNON : )N ,ININN MPTN MDN HY VNI (2) ; NN
.DMDOYY) OINNN MINT )PP : D DINNN MIMIND DY VI (3)

NN NITINA (2) ; DINNN NPDIVIIN 7 I8N 2570 NITHINA (1) : 1NN wIndwn 25vAa
(@) ;MDY DY MIVOAND TN DN NI (3) ;0D MNDNA WIDYD NNMLIN
NNDID NIWYN NPDIDIIND NYIAPA (5) ; DDNVNN DY MPr DXVNTN DVNIN]
STV N2 WIDIUN DYORND MYNNA (7) ;IXIN MDA (6) ; MDPYID 120N N0
NI INIIN ONXN PAND YTYN ORI AN PIVY NN DY NYNVININ MWIITH
PN 972 YINY TIN 1PODIN IMIY XN 1D DIDNN RINYI PIMIND DNN ,MLA
1997 MNOMN IPOP-NIO MDY MYNNNI NNT MPOP NDN NIIYY DT TY ,DINNN
, AN IRNND DTN NN NN DN OIYTHN DTN NN NTIYHNI YY) O1OP
8 7ND MMV NN THD AN MDY NN PN

IUN DTN MM INTY NP OVIMNMDIN DTN WY MDD MNdVIAN D)
TOYNND NANNY VAR U9 ,N0YT NYnY MIYY D900 by mnb»an nannn
2N90VY

FDA -0 n59yn DvY 11200 Y810 M0

nIN) ,(drugs) MaIN (1) : MR DI NIIWNY MPYNH wow Mmoo FDA -2
D»N197 ©VN (2) ; Center of Drug Evaluation and Research — CDER nponna
Center for Devices and — CDRH npbnna ondna (Medical Devices)
npYNna 0N (Biological Products) o»noy»a 08 (3) ; Radiological Health

.Center for Biological Evaluation and Research

,DMDP2 DM DRI ,0MNDPA OOIXRN 0NN OINMY FDA -0 on»nn 5555
Federal Food, Drugs ) FDCA -m Section 351 of the PHS Act 50 mpnb 03919510
NYP2 vHNY ,INYN P2 ,270IR OPNYY wipann v 109 Yy (and Cosmetic Act
.(Biological License Application) BLA nnn oo

N99YND NPDNHRN YT DY 1N ,NHaNH NNNan X SCI -n YNy ,NHann nowvny
ONYA POV DOYON 2>59N DN DMN DINM DININ (1) ,07NHP2 OINN DY 9PN
2212 PN PN SNYN DY IMDOYII MIPOYN 1IN DONIN (2) 19)

LINWUD P, 0NNNND DTN NOND ,0MN0PA OMININ DY PN NN NPYNNN

/http: //midaat.org.ilzarticles/health-and-sickness/clinical trials 8
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.(Office of Tissue Advanced Therapies) ©TpNN D219V MNPIA

VIDY NV  NNTRNN NI DY DOINND ,NIINN NNNM IMNX IMNIVIND INUN
-2 NN 2D ,NI1INN NIIWND,TI9D I1NNY DIVNNN YINY IR NIN IDINY OINRNA
Regenerative ) "nympow N9 OTPNN 519075 NN NP0 DX IWN> FDA
11 FDA -n 780 mopnd 0XROY 0T 01 D8N IWRD (medicine advanced therapy
FDA-N 5S¢ noynn PONNA Y 0»1YPN OMDN2

IXINM YD INNIN O2ID YN DDA YNYA OONVIDYT DIXYY 190N DY NIVPNN NIIND
NPV TPETNT MNVYIY NN NIIND GON 7/ TPMIPIY NN DTPNN DIV IND?
9277151910 01 DY IWN (Regulatory Advice Service for Regenerative Medicine)
ALY ) pival

ND YON OD0DN M PIND W 7DIN NN 1N DINXIN OINDDND YN ,TI0 72YN
DIVANDY DYADVN P2 MINKN MNT NP DIWIND 1D KON MYITN NN DIWN
NP KIWY MIVTN MINIOL DY 1 TAY NI . NVININ BOY NNDN MIPRIVIN
DY DXDN DXWINNA NPNRTI ¥ NNNANT NIINT 0N MNOIINID D) NMINYT NPININ
NNANN DINNA IVTH

NNAN TPYNN NI2ND ,2O¥D DINDONN THRA NVININ DY NN NYAPNN KDY NN
NN DYT) DNY 190N MM TYN NN TIN TUN I2T D00 DI1DDNI MININ DX
.DNNNA MMAN MMDY

NN IR IR PINY NYINRD DIVITIN NMYINRD NYDNY 9UNL NYaNH MdIYH
9N LAY 7929 PIN INITIND DNY %9 NN Y193 MDD FDA -n 1 by nnnan
=1 YT DIPIYA DNIN 719 DIVATIN OINMN ,NYPAN NYIN DY NMYIN ,Dovh
VI N30 DIY01nY ©Nra NYANH HTY NN Haps XD FDA-nw ymn ym 89 , FDA
SOMYIITA MTNIY 1R DN MNKIN 93 YD IN/Y 090 DD NIIY N9ANNHN
PITA JYUN MNLYN DX PPN N9ANN HY NNDIDNA PN DT MT 1IN 199 ,)5 M
19301 HNNAN IMN 989199 FDA 7vWIN nbap owd vivTn

EMA -0 n59yn 0W2 013NN I8 W0

DYODIAINN O»NAIN 0NN (European Medicines Agency) EMA -n nynn »a5
.(CBMP) Cell-Based Medicinal Produces 5¢ 1 nmopa 0955 ,07n OIRN DY
DRI DPYIN DN INNNY 1IN TWN DI 02737 D) 21930 D91 1IN DININ
TN 0N YYD DXPWINND DY .TNDPI MDY dOYa DMNIDT DIPYIN IN
DYNIDY DXPYWONY NoN»nnn 93/42EEC24 7omna m7TInn Nymnnn mwTa
D919 NN DYYONN DOYNNIN DN L EMA-N nymn 295 .1mb»a myys »oya
DMNINND NPND DN DMIANN DYOINN YOV ,DMAN DX DY 9YdY
MYIN T DY THOM 9N POINT 2NYN 12 NIPNIA LTYPNN YIDYDY DNDINNMD)
PoNN NN AWNMD PTI Pavn W Notified Body Xapin 1N 1IRD 100900

2215 9¥INN DIV PINA HHIIN T NN DY NIRNIND ,IXIND ORI IVIAN INNNN
MYIN DY YRS MINT NX1N IIDNND MYINT NPIYPRN NPNVININ MWITH H9ID
1990 OMDNY MYIND NVPRNPRN NPNVININ MYIITH DY 1NTVN . TPRPIIIND
92 P NY INNN DY NPOPILM NPNDIPNION MYOYNN AN MIND NN ,0M1HP
1797 AIPNND MIVN OIHPN NMINDAN 22DV TR D) KON ,00IHPN DNDNN NONNN
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PN JD I TPRND MMMV DY) TN ININN MDY DY YT PIDD PN O»OP
0291092 NTITN NN DMINN DIVNI

DMIMP XY ONX .OMVINDT DMN DY DY DDTINT ,DMIYHP NI9N DIPNNN NN YSID W
DWW NN TN, In Vitro »o71na wnnwind 100,00 YHya S 010N YN
DMIRNND NPNY O¥IN APYNN TYN MPTNN 03NN 07NN MY MND .ONIVIM
210NN IRYIND NPIYIN INND MYNIN MDY TN DY , 0NN

NMAY ,NIINN TIVNY DPIHPN DD MYNIN NIRRT NPNVININ MYITH
NN DI1PIY NN TPIOPN MNAN NN DN DI DY IDNRD MNMYT NPNY
NDOVPPTY ORNNA YNINNTY NJWIN INN NINAND ,NPPVIPIPRIY ,NPMIPTIPRIY
D9YNADN NN MNMPN MINKD NPNINM 2001/20/EC37

TINNA D) MYIR NYIAPY NI2NN HYON , 27NN 7PNININ DMWY DN NaYd Hrapna
INIVI D) 12109 INIYPNN

NN IR NN PINY NYINRY DIYITIN MYIRD SNYDNY 9UNA NYanD MOIYH
,(European Medicines Agency) EMA n»X9YIIND 9PNN0N MY 37 DY nnnan
NUIN D101 NYIR,DI¥Y N T9¥ 1199 PINI INITIND TINY 29 NN Y191 MO
PPNDINRND IPNND MMV NYT HH1PIYa ©9N /4D ©XWITIN DIIMN ,NYPpan
NOPRVND IPNNN MNYIY ¥1)n 11 89 (European Medicines Agency) EMA
ooy oNra NYAND NTIY NN Y2 N (European Medicines Agency) EMA
IHIN DNDN MNHN 3 ¥aP2 IN/) DIV DNV NIMY NANNAN VI 9NN
2OMYINTE M TIIY

DI2NN MIXAY NINIAND TIVN NN

MNIND DRI NMIN DWIPN L1986 — YNWNN ,(DXPYWON) DXNPIIN NIPN 9 DY
19193 DIV NN MDY .NMDINRI MDY ,NNINPVA NNDINY INKD P INI0NNN
D»NIDT DXPYONI DIVAN NYIND NPONNN OONIYIT NINIAN TIVN NNND INY
IN MDY AN DD NN ,MIDIN ,IVIAN ,PYIN =D TN VIR L(A7NRR oY)
YNRYNN VAN IN PYIN DY IN2WI TN YITIN IN DIV wnuvnn INoNOVMI
NN FYNNIND DTRD G DY DIVAT 1PV TYPNI 1RV NDVH

PNV NI A1 JNNY MYLN ININND GYNAN NPN MNIAN TIVNI VNINRD DTN
LMINA DOP DD NYINDY DI T/HON DIV INNX APYNY 170K DY YN
TIVNA NN DY DNPINND DM DINN DY 7IDNIV DY DODIANN DININ
NN

JADN 199112 TWR DTN 222 9)9P MDY MYPA O NV NI1INN NIYNIN ,NT NYIT TYIND 113
MNIDTIN 1IN YOI MMM YNID DYHN YR DTN MNIN 0T DIVININ DY MNNT
DMDNY TN YT DY NIVIN NYSNN .I0ID DY TN 71PD8912) NPIND IRVIDIDNIND
IVID HPITN PYNINA DTN 222 OMDNY DTN NPHDI MNIL MPY DY DTN MN12
DY2INN NN DT DIVIMIN MINT MODNI 2021 120XT WTINY 2020 NN WTINKY YN
TONN TN NN MTAND MIAWMY ,NNRNNL ,I0I0 DPXTR MIONIM NPIND
PP APNNRN

NINS MIOP NDNY NYNN PIPN LHIND NI2NN NIONN 2025 NIV NYINN/2024 NIV DA
ITYUN VINA THNMINIV DY DY DTN )22 39NN MNVIN HNwa N»vY I/la
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M2 AR PNIY NIVNI PYRIN ,NPNI DMIPOY DD MY YNID NNONN 172NN
YWY NN GON MO .MYITI NP MNP DI DN HNYN DX I WX HNYN
toxicology, biodistribution and my¥IT 3 55151 NN MNPV AXR TYRD NIVLNI

YN OMYN DX OMDMN tumorigenicity

NOPITIN NN POV NYIRD DIWATIN NYIRN NYDNY TUNI N9aNN MIIYN
PIN INITIND DAY %9 NN YN MYDD INIYIN NN T9VUN 277 Yy NNNon
09N 719 DIYHTIN DINNN ,NYPIN HYIN DIVDN MYIN D10 1IN LT M)
NY YINIYIN NINMIAN TIVNY ¥ININ I KDY SONIWIN MINIAN TIUN NYT Nprvwa
02909 DD NIMIY NIANNN WITT 9NN PN DN 193NN NTNY NN YA
DIMMYIITA MTNIY 1IN DN NININ 9 ¥aP? IN/)

INPNANID MPYHN OINNA, MY 4PN OOV

YAV NYYA 19 199) HMVNN SY N TNNY MON DY AYWN NITYN VINA NYND
DYY2ID IWN DIYIND SUNH PNIND DYP NI DI .NHANN DY INNAVN HY dIMYHYN
DTN TYNNY DIANNI INYIND DN 19D YTV VINT MYININ

DWIN 300,000 -5 0y 27nINA (Spinal Cord Injury Information Network) »a5
DOWIN 17,000 -5 MY 952 .16-30 951 DOWIR DIPINNY NITY VIN NYXI DY DNN
,T2293 191 NI TY VIN MYINAD NPIPIYN MDD .NITYN VINT MY DIWXN DXADN
1,000,000 5 350,000 >3 NN 27NN NMIOXN MIYN .DNAD MY D¥ITT NMIRD
2512 DTND NN NODN MOYN TIVA .NYNAN INRD NNIYNRIN MWL IRPIINN INT
persistence market) 9977 19510 4.8 -55 NY)HN D9 Y2INI MDY ND>NNY NYNI Hya
.(research 2017

2,270 -51 2017 MWV DONDN IYN ,NITYN LIN2 NPNNIRIV MY NPVN PV
DYT)N A8P 2025 MV 27NN INT PO 3,000 -55 DITHO MNAN 27NN INT PN
.2017-2025 D»WN 2 MW1 3.7% -5 110 (CAGR) »9xn ysmnn >nvin

N AT TINODM 5.1 -2 TN 2018 MW PIvn YNNIV Straits Research » by
.4.1% -5 H5¥ TPMVY NYINN NN DY

NITYN VIN2 MYNAD JPNN NV DY PN ,NIAND NYT 20D DT NIT TN D)
DM )2 0PN (85% YY) D1 MOYN IPOY .O0¥IMIN DXL DN DINPVN 1PN
MITYN VINT MY DIPVY DTNV OMHINPIPNN OMNNIN PV DIV
9 2,600 -5 D1THD NN NI 27NN 9T )O3 1,900 -H NP2 2016 MV1A TN
IR DIV HY N ND [ NINT DY TN (MY 3.6% -2 HW HYT)) 2025 MWD TY 27NN 19T
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% 191N 9190 PADN P KON NPYNIPIPNN NN INWN

PINA N NNN NITIND ,NY %9 NN Y191 NIPNAL 10 HIYY N9aNN NMNIN NINN
19201 M9¥N YY 1PHNIY DINY DM DMV DY PN DIANN ,TIY M)
999N INTY 1N ,HD03 ON , DMYNINN 131N TUN DM1INY DIPIINY MNNNINA 9373
YNNNNYIN 1PN IN 1915, Unnnng XOW MNUY NHN MI9¥N .N9anN YV Anvrvwa
NLVYYVYA DIN TUN DINY 0NN ARIIND ,N93NN 279 DY T9MNY 2991 NHY 19INA
MY 3.28 95902 09911 112D NN DR MYNNNN IN/I N9aNN

MY OINN HY DIPNVI IMMNNIND  3.1.4

DINN NPIPOY NN 90N MNID I ,NINIVN MNNANN DY ,NI1ANN NIWND
DINNA NVYNPTIN 19002 0P DMNMMVIN DDAV VIV : DNIOVIND OONYN
29 T HY2 1IN NIY NHNPIT YINOWIA DIVIN HNIXIVION 1OV NPV INIDIN
DYINY NNNAM 1) OWIOY DN NON IPNRY OD) 1IN NPN THRD , 0V 190102
ONT .DONIMIN DONYIA VINOY DY NNDN WIDIW DOP TWUN MONTN DNINIVIO NN
DY NPIP D10 ) 1I8Y TONN .OSY MONYN DINN2 DNDIVIN DIDNYA WIDY N TID
9TNDY NNXY NANPIN NNPIN NHRND ,IYUDD DN PONA ,I90NNN TINIIVIN
9915 QDN OINN .NYIPY TONN NINA NNPIN NINYN NN HD1DN 0N PD MDY 10NN

AML (acute myeloid yn5 OTN YOID YY DMIPNI MLIVIN DY NN MONYN

NN My PRP (platelets rich plasma) 2 ww o0 naon XonT leukemia)
Ballalpal

DYNS YNND 7P N TOY NMIAD OMPNIVIN DXDDINT VIV NONTN NYIN
ININIVIAN DY TPMYHYND NTNN MIAPYL IRYD P2 AN DY ONPVN INONIVINI
98" NNAY VIV N PR, TR ,ONYN NONTY D210 NDIDYY THINDIN NIANN NYY
NI AN DY NPTINONY TO2 NN NIAND IIXY INVNNN DIDIINN ININ
T2 DYDY ANIVNA ONIVIN 7PN INYNY T2 1N YONIRIND INONIVIAN NN MINNY
NIN 27592 191 YMHVNN IRNN XY DMVIVINNIDI YI) ONNI WHNYND NI12NN NINA
21909 TPNDNOV NNMP XD OPI ITIN XD NND T2 KNHVNNN DI ¥NPN YN INN
LDMNTVIN DI9N 121D MMM IWR NITY VIN MY

Global Spinal Cord Trauma Treatment Market Share (%)
By Treatrment Type (2017)

86.9% &

Surgery T

HHK%
Corticosteroid

2017-2025 ata e

o > o) o
XX >
spinal on CAGR of 3.7% \i @

Source: Persistence Market Ressarch, 2017

NN 1N MPPYON DINH HY DIPNVYA MNNNONN 9273 DY N93NN MNINI MNN
021099 DY 1PYNA DDINN ,TI¥ T PIN NT ANN NITHND ,TNY 29 NN Y110
AUR DMNY DIINY MNNNOND 9272 NIAND MIIYN DY 1PINIY DNV DN
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VY NON MIIYN .N93NN DY NNVIDYWI 1IN INT 1N ,5DD3 BN, 0MYNIND 1Y

;19307 21 DY TAIMNY 2991 NNV 1IN WNNNAY IN )P0 IN 1919 ,Unnnnyd XYY

MINN NAPNR MUNNNA IN/ D3NN NVIYYWA DX TUN DIV DININN INSIND

MY 3.28 99902 09910 PI*ON

DINNN 2Y MNN YAVNY 37D DN YWY DPNNIOV DNV

NITYN VINA MY JPNN TYNX DIV DY PN ,NTMT TYIND D) ,NI12NN NYT 209D

YOPNI NN TNYY NNPD DIVYI WY .DININ DI DN DIV 1PV VNN

VINY MIIYN 1210 YN MNP NOTIN JY MNY NPNNIVI ViKY T DY ¥1Nan

2VMY ,NNT DY TN NN JD IN DPVLID NINPNH DINY DININ) DAPNININ OINNI

DMYN DMDIDVN DY TPYOP MDY DTN NMYXN XD NN 9N ,NaNN DY

STPIN D190 POV AIRWI YXIIN YT DIV

DN DYNN DNPYNI MPPYN DINNA DMVIIPN DNINND DN

Dy DMWOAYNN DMVIIP NNINN DTN DN DY WIAXND N NIIND DY MY DINNI

112NN DY NTNRYNI NIV

DYYND MIN-DY 1T TR 2APY 19IND) YMYNYN 9PN PN OV N 3.1.6.1
PIPYY DIVAY DOWITIN DPNVININ DINYIRD NN AP MNdIN 1IN NN

AN NN

DAMY DY IWPNNDY INND NIINN NNOSN : DMVIVON DWW INPY  3.1.6.2
, D930 N2 N YYD OV INA DA MINS DY WP DMVIVON
mMIaN ,9NY MSIT NPNTNOVY MIAN ,IPNHN MTOM ,MXVIDIDIIN
N PINYY IX NN NPVIASNID

JUN,TININOVI YT, NPNNIN NPT DY NNV OINSPN YT NPNNIN NNNPY - 3.1.6.3
INYNNA MINNNY 1DIY IWUR ,0MRIT DI NNAY 7PN )N’ OO0 DY
2IVNY DINNN DTN NID DY D) 1D 19D PIVIA DINMPN DMININA

DN HOHYIL DIDTPN DDA NNDNN NPIN YD : DIN 12 OO NNONN 3.1.6.4
DYNNN NN DMIPPN DTN .OTN 22 DX 1 DNISN INNYIA TNN P
,DTRD 7PN DTINN YPHRTN MY 2D NIT DI, DTN )22 MYNIN NN MNTH
172NN .OTX 25 NPN MDA NNDNNN NN DXINY D17 DIPNI SV OMP
NNNRNN NN D>THIND MDIY 2T92 DDA DMIMPN DDTIND NN 2DV DD NN
DTN 22D 7PNN DTN

DDAV DN 2P NNNA NNV I NIINND NHOYN :PIPY NN 3.1.6.5
VINI MY DIV YTHVIINMI )TN DINNA ODIY DY DNV
19) ,19aNN NNNNIY INMIN DY NXDNN DD NN TN DYDY NYTYN
YHYa DINY9N DY MIYPNN Y T-DY NHANN NNNNY ININD PINY IXY NHPN
YNAD NN OMHVIVON DXAMY , NPNINDIA NNIND MIIN, NPV NN
0NN

TSN NH2AND DNNONY ININD NINYD NNPOVN : DNVINY DNYN NYap  3.1.6.6
7PN P2) NI WX ,NIINN YSIN ONIX,DMPOPN DMDNN DY NNOHNNI
NN (PMANIND DO NN NNNNN MINIAN MMV ORIDIN MY MIIND
DYNMYINN DI NYAP NT DYDY 172NN NNNNIY ININN DY IMDY IMNPLI
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N PIVYY DY ,DNPOPN DMDNN IX TNXY DWITIN OPNVONIN
(Mxo12n 7V FDA L EMA -1 y15) 112nn v Tyn »pnwva niann

Y DNYIN NYAP : DPNXIDT OINVIAN IT-DY NPNITT MIRHN NDN MINNWD  3.1.6.7
DY2°91 P2 (reimbursement) NMINXIN MDD IN MONNYND DRIV DXNVIN
.192N1N NNV IXINT YIDOY NYY DN DRI

MNKRNN Y¥ID NDIDON :NPNINOV_NMINNINNY_INAD_ NNNRND NN 3.1.6.8
,DYD20 PNTNOV IN NYIN NYIIT 2N NYY DPONY) DHPNDNIV OMNPWY
(DINN2 MMNIN NTHRN MNN NPNY 1D YN DX AN P2

MMM PPN NIMDTHY MM DIV NDIDY DM 1P MMDTHY NN DI 3.1.6.9
.DXVIVY DIV MYNNNIA NN P2 ,IPNNT NINN M2

DTN MDY OONYIND TIND DNV HY NPNNK NN NYID 1N DPAD TN 3.1.6.10
2N ONNPN

MY OINNY DN XINN) OIPIDN TIWNI DMPY  3.1.7
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MIVON MY AIWRD 2023 9200902 30 DYDY T 2020 90PN 01 DN
9,550 DN NIONN T .DXIDN DWTIN 36 -1 NPINN NPN NN TINNY
N7y 350 NAOINA (V"0 NY 50) WTIND @ 7,000 : 1912 VDN YTIND NY
NYOPN TINIM 93D .NNPN N 93 Ny N7Y 400 -1 IOV 1IN DD MY
NNN MY NPINN MIT.7190 N7Y 59 DY DIDDY MPIVN MIT DY NONN
MT D T YTIN MTN NIAND NNOVN NPONN MNITO qONI .)IYaID
STTRY DTN MPOVN
9910 MPN DI ,3 PN NTHIN 2N NN NIDNY IV N 235-05w NoY 3.11.1.2
DXWTIN 36 YV NMPNY NN NIPINN .ANNX TOYPIP NN 7INY NPDY NN 5
TIVAN MY IUND 2023 720VADA 30 OPY Y 2020 721VPINA 01 OV
13,900 DN NPONN AT .DXADN DXWTIN 36 -1 NPONN NAPN NN TINNY
N”Y 350 NAOINA (171D N'W 50) WTIND @ 11,750 : 19N2 VNI YTIND N'Y
L7D%9N1N 77 2 ONY) NNPN NN D3 MNIAY NY 400 -) DY 1IN DD Nay
MIT .NY Y 59 DY DIIDY NPONN DT VY NPINN NAPN TINIM 9D
YTIN TN NIINN NNROWN NN MNTY GON IV NNX NN NPIND
STTRD DTN NINN MDT D) MT
DY NP TPXY VI ,2IVNND TP, NTIYN TN NN NI2ND MOYIIW WMapn vidIn 3.11.2
N7Y PN 2.2 -5 DY PPN YI1AP VIO NIINN MY ;2021 920872 31 DY .9O5VINa
.2020 720872 31 DYD NYYOONR 94 -5 DY PPN MIAP WIDT NN (NNNMND NMDY)
31 DY NHANN DY D»IDIN MMTY 6 NN NN WAPN YIDIN MTIN DYDY DIVID

.2021 920872
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NINDY 1PN 3.12

MNPI DY NI (OMNNY) DINJVIN DONY MM VIV 19INI IO NN 3.12.1
ANKY HNVNNI NN YIN 2> XN >392 YWY IT DY MYNI
NYTN YNV MINYSL 192NN INK PO NIINN DY NN IPNNN MDY NNHONI
(”SCI bnvw” . \onY) (Spinal Cord Injury) Nn77wn VINA NYM9L NPVY
TI2>Y HDD1ON YTIND TONNA INPNN D/ NI NASWHN NINIDNIVIA NPYYI DIONWN NION
DXNNND DMIXPN YR DPVIVIPTNDI YI) IRN YMVNNN NNPIIN DIVININ NDX HY
Y90nnn on D) DXNPYIN DINA
NN NIYINRNT NNNOVIIN NN OINYRI HNY NP D NITNN YN OXN DY NUYND
NN N9 NINNN NNPIN STV 1PN NIPIVINS DI DY MNPIN PN DIXNN PN
NN THNDY TINND ,NYINON INNA 2DNWND D157 DIXRN NIND N¥IVNN DRI DINNN
JVTNNNN NNRPIN DY NPDINIPND WINDY 1PXININ PONN
WNIAND UK IPNN ANV YYD DY NDDIANN NIIND DY MDA IPNNT MDY
D>125y2 0D YYD OMDNN AN DN NVIDININD AT HV /99 DY INTIYNIA
OYTIN MNMYL INDNY OPMNHM MNY NPT APIPITOINI DX PIND)
D21 NN MOVLIMSIN
1157 I SCI SNy Mn’aa MTPNNN NI2AND DY MNAN NMMN N MT TS N
: INAN NPT NINION INNNN
$9999P N9 82399P 09192
NNDNXNA ;AN YN NOVXOIDNINA IPNNN NNONIA ,NYN NIAND ,NYTA TVIND ND)
SY NNMINT NDNIVN 2D INNINY ,NPNL DPNWYNRI OMPYP N9 DD DY NITO
112 NN NNDXNA VHPIND 5127 DNWN D)1, NPN PNV YIANY HNY INMD NONON N
20NN DU

POND WYY MPYTa NYTO NNYNNA NYaNn Ydwn 2021 »Ny»a 27 oya 3.12.1.1
YTHN NON DN WNYY TYPH AUNX OYNND NN MM PRI
VIN2 MMVNINIV NYND DY DIYINGD DIDVY NN MNNVIN HNY NP2
YYNND NN DMNAONN 25970 NN NIAND NMIMON NNDN IWN NITYN
MNONN AN LN NOPIN YNIPHRY NN PAY 2 DOTINN DN
P2 NN PONINN MDN ,IDY DMNAYNN 2097 ,9'NITNN DY NPINONDD
(MNVINVV MPYD NIANN MPNNNN) VY NPORIVIPNN |, (INN
TNEND P2 MPNXR ININ NPNIAN NINSIN .OONRN OY VINIWD INNNNM
IXINN PP NNTLID NI .DNYNIN DIDNY NN DIDID DN NN NYIDN
TP MPT NN DD DOVIFY . APNVNIN MYITM DXTYN NN NNPNN
.(2021-01-108111 NNINON 190N) 28.06.2021 DN NIINN HY

YYNNIINII DNY NINY NDY) NNIXNANIIND NNOYOWN 2021591127 02 3.12.1.2
TPNDNOVN MYNNINI,INMD NIINN NNOPINN NONN TONN .(PINWN” . oND)
IUN TN NYN DI WNRWND SYNIN INITNN DMNA OONY ,NNIND M9
(iPSC induced pluripotent ©¥1N DXVIVIPNOA YII INN 1N I1DINI
NDNN NNDNL TOYNR TPHNPN NNPI NPYY Ty a8y ONND stem cells)

30"



DMIMNN (DND) DMIPIN (DIRNN NIN) NN NN NIINN NN MN2
DMV DOYNYL 19X NPIMNN MNNN .ONYN NN DX2II0N Y RN DV
DMV DY DTN OPN DMIANYN DVNYN MDD NNDNI IPTVY
DTNYN DIPVN NNVONA DTN 22 WNYY TN OWNY 190M ,D>TN2
NNONON I9D) 28.07.2021 DI NI2NN DY Y THH NINT NN D90 DOV

.(2021-01-123879

YPYOON NTYY DY NNMYOR DX 172NN NYDP 2021 1VPINA 25 OP2
YPY” oND) VIV HPITN PONIN ONXIDN 1DV DTN N1 DM
5y 102 NN’ DI2IYN DIINVNI PYNN DT DIVININ NDNT NOINY (79030
NN L(7MYIND 1OND) INNNY DNYD MPND WY NNHRNND PITAD TN
Y3 DODIN INNDNA TYN DIDN DY VIV HP> TN NIAND NN NYIRND NYIAP
VIV HPITN DINVNN FYNN DIVININ NIIXT NIAND POON IVID P> TN
YTHN MPT NN DD DXV .NIAND DY MMM IPNNN MDY TNND
.(2021-01-159444 NNONON 1901) 25.10.2021 DN NIINN HY

(Usability) mw»nw »9% nnNY¥Na N92nN NYown 2021 920N 27 D12
N2 INNDN YN PINA NITY VIND NP MDPNY DOYNIN DNV NOXIN
172NN NNNN DNIN DIONW YWD 19IN NN M)NON TYNN NN NIINN
92NN NNONN NN TONN .PIN DY NITY VIN YNON N ONIPI)
DIP) DYYNR DONY ,ONNVNPN MY MY NNINNI OPNnd INYNIYD
NY97 DIPHNA NIANN DY NMNJA 9 (DTN 72 HY MNP ONPRY DONY
DIIPN NN 9N ,DMNYN DIPHN OPD INNRD PN HY NITYN VINA
N D0 DXVI3Y .INDXNA DMNON NDNM NITYN VIN NN DXAVIY TUN
.(2021-01-160683 NNINON 990M) 28.10.2021 OYN NIANN KV ¥ THN MPT
(Usability) mwmw »o nnY¥Na Nann nndown 2022 981 10 012
ToNNA SN PINA NITY VINA NYND NDMD DOVYNIN DNV G0N NOXIN
2917) DYYNIN DDNY 02717701710 NV Y 0PN NIINN NNYHNN MNONN
VIN,NI2ANN DY NMIN’D I (DTN )2 DY MNPIL ONPNRY DIINTN DONY
DY INNN ,NYNIN NN DIONWN DIPYD INRD N PIN DY YN NITY
1990 , 07X )22 NITY VIN XMNAMA YWY 295 (Dura Patch) nT 9onn
.12 NNYXNA DMNDN NDNM NITYN VIN NN DV IWX DIMIPN NN
1N DTN 122 AN TPMNNN NINTYINON NN NNTH N PIND NDNN YINA
DVYN 0T NN I (CSE) NTwm Nmn 51 nndat n»nan
72NN DY STHNR MPT NN DDDN DIV .NYNON INRD TIND IO
.(2022-01-005485 XNINON 1901N) 11.01.2022 OVN

3.12.1.3

31214

3.12.15

NYNIAY MTIINA OMPOP N9 DDA D>NNND NIANN NNONN 2022-2023 MV TOoNN2
MY DY NITYN VIND MVVIRIV NYN DY MEPITINI NOY DNUN MNPV MDY
DTN 722°)0P MDA D>PNND 2025 NIV NN 2024

NP2 MONN MPPT,ONYN NN IION NN DO NIANN DY NNIMDI,NYNIN DY
DD NNIPY DONYN HY NMNIN NINY

YN DY TN MTHINA TV NONN .OMN OHYI1 MDY MDD YNAM MIvn 2dvwa
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DIVINON NYTIIND DY NPIIVIND MDD NN PINNY DNV DY NDIDN NN NN NDOYN
SV DMV DXV )N YT NTAVH NPNA MNPV D) DY NITO 21D PYISYN ADUN
.172NN Y DNV VI Un MmNVl

PYP MMM MNDN D1 DN DY MNMVAN MO NNOVN INKD TIY» H¥I1 DU
NITY VIN MWNING 10 -5 YNINNY PNY NN .NITYN VINT MYNI DY DTN 122 NIYN)
MDA GNNYND DIRNND XD IWN Y901 .C4-T9 NyOINn NN NNDN NYIS9 Dyl
DYIVINDN DIDIPIVINNM 29 DY ITNY DN MINNDNT DT NHINT 1) DIVININ NONT O’
Y NNPOVN INRD .DOXNININ DINRINA XY DNYN NN 1) DNV 222590 IR N TN DY
9910 DY NYNN NINA DNWN YNV ,NYNIN INNRD OOWTIN 6 1NN DI TV ,ONVn
DXANNWNN .18 19) INYN MIADNHYN NN IWIANOY 11D 19IND MIND NMIVN INND
95 NYAP INKD YNIAN IPNNN .MINAD MY TUND TINN PP ApyNna P IpnNa
.DINN2 MHYIPNN NPNIND ORNNY DTN 122 1DP MDN MINAD DIWITIN DINYIND
:PIPY NN NYIAPY TY (NDIYN) D21 NINDY I NN TINND YN NPV 1902
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DN moy YPIN mmo OIN 990N 990N oY1 990N 9051 NIVN N2 DNN vy
0”3 nRFIALY moy o29ntn DVILNLDY 0'p1) 0p1) DINN 29NN (3) »»opn »w IND 3 MNON
NS 19999 noo v () »onn | 18y 91991 DYINN YV ona i IDE 999)
mo nv NN nRbN 02N ()] 1993 99 non y8ans ona ysans (N) 202N 959)"0%0
(@) M0 v mns 10N 02N M0NN (*02359v
’)’bf)ﬁ NUNN 0099 0% DY
M 199 139 M
NPV
b
Dﬂ:\&;@:’;ﬁ: oy TP NN Feasibility study in
ovymyan | 2797 Tona nwy) mMHoN SMYa vIDY lt S CyI u 3’ |
Moy S'IWN D»pnnvy 07 obvIn omony | T3V 15 15 NODIPNN 1 Y on NO YPOP 119 aete mode
1N 5N NV>DIVNINA o»pNNY ' n¥IPa NI INNY NPVY .
nmp’n AN NVYOIDNNI 5Tna pw
51 "N PINON YOIPN NI NPNA NN
mMpran YOIPN NN TN
NPV
YMYNYN now
N s o .
BO0T 5105 nyona nuw noNI TN NI Feasibility study in
DMMAIAN o»D SNYa vinw chronic SCI model
PNNVY D) D20y 11 NVYOIVNN
m»y NN oovIn OMDI ND 11 YOIMNDT ND NITY VIN ND MOP MY
5N NVYOINNA DYPNNY n¥IAPa NT
290N ANND NPVY
AN NVYOIDNNA
n¥IPa 15N 51 M SN PV
51 NN NN NN NDN
mMp an M5 NYPN HTINA
Q1-2023 mToN 10 MY NNN Proof of concept
o SO NS D 5039 N 5 MD 50397 NO 5 5 syb imal stud
NN VINDT N Ny N 1 Ty VINDI N n¥aPa MINT0 | pecsiences | TOMIR NITY VIN NV N »OP N9 animal study
Q2-2023 NN neN oTINI PN MDY NON
NO Q3-2023 10-30 180 MD MmN NNOMN bi oc(i?;rrétfﬁ'fi%z’ and
YOINDT N NP3 Ty YOI N mTon Biosciences | YoM I ND | mITY LVIN YNV NO YPOP 119 ST
OINDI Q2-2024 . mTon & Envieo AP 503 »ontumorigenicity,
[ g YA ML
ND P21 50-65 | -1 nonnn ;PN - TPYNI NIVN
Y 4 Y - Y "
70N VINDT N Ay Q4- 2024 Mona VINDT N PIN-05 NIV 1 MR NN ND I/lla»»5p
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Q1w — VN NIVN DTN %22 MNVI NN
2025 Moy nyn3a TPNNINIV DY DY
Snvn 9TVN VIN2

34



:PIPY NN NAPY TY ININD MM TPYIN
: PN’V HNWUN MTIN NIV VYV PD

Indication for Research Projected Nearest Estimated Potential
which phase activity for milestone and | cost to market size for
development the next 12 estimated nearest indication
indicated months completion milestone
Spinal cord injury Pre-clinical | Pre-clinical POCstudy in | 4 Million USD | 3B USD*

rats

TN AN ,DX2PN DOYTIND 24-2 NN TITN 1IRD DN DY T NHAVAY YTINN
STON PV DY OMIY 2905 P M DTN AMDYN YR IR NIYINN 298 NAIPN
YN AN PIY NI DN NIV ,ORIDIN AN PINY NYINN TN 9272 NN
192NN NN YY DOINN, TIY MM PINT INTITHHND ,TNY NN YN N M
NOVW WY NI N12N2 DMYN N2 DMINDH DN VY WY DIV PRI
NY D99 0OMNOY NDON MIDNY NNDNNN MMV NN IPONT DMPNND IN OPPNND
. T292)>P5N 19IND WINPT IN VNN
MYOP9 NNYWNY 3933 NYMIIPN DT K992 ,5585 MINNIND N9ANN MNIN MR
D2TIINY MIIPN ,NOIND 913 139N oYY ANINNI NIANN DY MNDM pNN
4373 999 M%) PINA N NN NIHND LTNY D NN YN DNNINND
1IN ONTY 1N D92 BN ,OMYNIND TN TUNR DIPNY DIIINY MNINNONN
YNNNNYIN PN IN DD, UNNNNT RIY MMNUYIIN MIIYN .N9aNN DY NNVIYYA
019°2) ,0NY DMIMN ARSIND ,N93NN 27 HY TIMNY 991 NNHY J19INa
ST MY 3.28 9803 ©99130 11D2DN 3DINN NN MYNNNN

NN’ YIPYNN NN DINN DIRWIN 3.12.2
NNPNNN TP NTPNNN (DMNRY) DINVIN DONY HY MNPAM IPNNN MDY
,IPYTA MVOY NNRNN D ,0NVININ DN NMANT MYIITY DININOVN
IUN DIVNID D1VITIVD 1TV ,)D D .MDN TIND NHPN N DHNN NN
AW HNYN 222791 TN DI 910N IXINN NN D) 19D DX YIIN NN VDI PWIN
.DNNN2 DMIVNIAN NITHIN )PIN

NN’ IPHNI MYPWN 3.12.3
99N 8,204 -52 NNONON 2021 MV MMM IPNNN MPWHI 1V NIANN MYPYN
95 D099 DDV 2020 MY ToNNI N7YWYAYN 2,877 HYW NYPYN NMYY NIy
LT NYT NN0NI MNNTHN MNPNN TONNI MNP IPNN NIV WPYIN TUN
NN DAY NIAND IONX MMPNA NIINN NYXIY MYPYND Y5 TOY DXoN»NN
ANNNNN OY TOAMN NN NITD MNP IPNNT MINRNIN
DNV MYTN MDD DY MM IPNNA YPYND TPVNND NIINN DY NMINODI
. TYVN DN MYINAY INDIVIND YYD NI TYNNA P2 NHaNN YV
N2 NTIAYD MOVOY PN NN DINRNNADY NNAD ¥ NITIND 7PNDIIOV DY 12YTHY NN
NI5N DY OLDIA PONN MNP IRYN P2 MDD MIITHN NMNRNNN .WIDOY DU

https: #www.persistencemarketresearch.com/market-research/spinal-cord-trauma-treatment-market.asp
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Y12y NPYTAN MLV PTHN NN AN NOYA NNPI DY I2THY NPIN NN HNYN
I GON 19 N XN DIDNYUN NINYYD YD WD 1212 1IN DY PPTY NNHRNN
AUN PONN PYONY W 7O DWY 990N 9D MY TV N1IONA 1THY DTN
INNY DNV DWAMVN P THIYIV MNVHD NYIND NPDPVOIMNMN NN 1IN 0NN
AT DOWUN DY PN I AUR NN INK AWV TONNN MM NNOWN
210D YNNI DNYN MO 101N YR MITIINI MDY YD 192NN NNIONN qONI
DONYPVY L, DYMOLIN DMIVNIY IPTIN NITYUN VINT NN INND MTHIN2
PPN HIDNNYIY NITIINT OO
MOIYN ,IINN 732 1350 MNDY IPNNT YN DYDY MHMNINRD N3N NN HPIND
9393 999 M%) PINA DT NNM NITIND ,7NY 219 NI YN DININN DTN
ANVITYA 1IN INTI 1K 9992 DN, OMYNINN 1IN TUN DTINY QIR MNNNINN
VY 1DIND WHRNNAY IN ,)PIN IN 191D ,UNNNND XOYW MNYY NIN MIIYN .NaNH Y
MMN AVN MUNNND 0N , 00V DN INKIND ,N93NN 21> IY TINNY 29910
1Y 3,28 90303 09510 NIPON

£»YNII XY DIV

MNAYN I901 DY NN NYPA YNNI NIINN ,NT MIT TYINY D) M I 3.13.1
DIYIY NIINN DY NNIMDALID 1N PNY NIV ININNI NMDOYI DINNA DIVIVI
DIVIY MYPIANN IDRY D35 .NDY MMM IPNNN MDY DD DY G0N VIV
TNYA PNYO DN XD NIANNY 1O 1NV KD DXOIVHMN MIDIAPNN KD DXVIVN
AON DXVIVA DY DYODINN DIININN NN ITYD 19N
TIVNI INPIIIND DO0IVIN TIVNAY XN NVIDIDNN NWHIN 2021 92H3IN1 29 DA
DMOYNN NITY VIN OHNY NPY DY VIV DIVIY NYPL INNPRN DIVIVIN
1N UK NN OVIPRN 2DV NITY VIN MY)HD DY DTN 122 NPVY DYDY
DY YTHNR MMT NNT DN DXVITY .NMININ NIINN NDDPY IPNNN PYIMIN PON
.(2021-01-174243 NN2NON 9190) 30.11.2021 OYN NIINN
US ) 'R 1NN DOVIVHN TIVND MY VIV DIV PN WX 2022 TN 4 D2
DoNVY 1P N Yy (Application No — 16,061,675 US Patent No. — 11213609
NY2XPY NNDNN YPYIIND PON I IYR NIY MNP MY MONN 1NN DVY
MYPa PPNY 9080 NI 2036 92087 TY N VIVIN GPIN NI NIANN
92129 NN AWIRNDY TONN INNND ININNDN VIVIN .NIINN DY AINTINNN DIVIVIN
MPR NPNNY ONIMIN PIVMIPID DTN MTPINND MNPI MONY DY PN
04.01.2022 D1 112NN DY >THR NPT NN DX9DN DOVIAD .NYNI NNPPI YIMNIND
.(2022-01-001849 NNONON 190N)
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: 172NN YV DXVIVIN NIYIN DIVLD MTIN DIVID INIY YNY

TN TN DIVLY IYPA 9991 | 1D MM MMITH mbya DININNIN VIVSN VY 7DD 9991 | 'ONn
Ny pa MNP 9901 / NYNN M”NaNH
992y) VIVIN VIVY nvpan VILVIa
DYVIVS
OavINY
24.06.2013 | YN Publ.: "IN VDY mna | Peer Dan, Omentum 16/686,158 1
0w US2020- npHa Dvir Tal, | based scaffold
0101198-A1 DYOIMIN Soffer and delivery
nNVND Tsur Neta, system
Shevach
Michal
24.06.2013 | TONM2 Publ. #: NN VIOV mny | Peer Dan, Omentum 14741411.4 2
0w EP3013380 nmpHa Dvir Tal, | based scaffold
DYOININ Soffer and delivery
nNVND Tsur Neta, system
Shevach
Michal
16.12.2015 IIN Publ. #: AN npy mnm Shapira Particles 16/061,675 3
US2018- DPIPON Assaf, comprising
0361023A1 D»NIn Dvir Tal, | decellularized
PN Shevach Omentum
DIVININ Michal,
Gal Idan
16.12.2015 | Onna Publ. #: NNPN npy mnm Shapira Particles 16875065.1 4
noap EP3389678 oPPON Assaf, comprising
D»NIn Dvir Tal, | decellularized
PN Shevach Omentum
DIVININ Michal,
Gal Idan
8.20106.04 | TonNN2 Publ. #: N o»TNn m»y | Dvir Tal, Support 17/059,236 5
0w US2021- TN Shapira | medium for 3d
0207083-A1 noaTny Assaf printing of
-» biomaterials
[mkam)adinl
nona
TH0
8.20106.04 | ToNN2 Publ. #: NN o»TNn m» | Dvir Tal, Support 19814062.6 6
0w EP3810407 TN Shapira | medium for 3d
noaTny Assaf printing of
-» biomaterials
[mkam)adinl
nona
100
Not Provisional mouw mny | DvirTal, | Methods And | Provisional 7
published 259 Lior Compositions
0onVY Wertheim, | For Treating
NI Reuven Spinal Cord
mys9 Edri Injury
0N
ARIA%Z

SWIN VD 3.14

%995 3.14.1

M2 MNP TYNND INPA NPNN OTRN MO DY DY PIPOY 290 NOND NIaNN
YDONNI NNVYP NIRY MY D52 DXNMIN DY DIMPY NYIIY TIN ,NDY NON
D DY DN NIANN YT D .O>T2IY 10 NPIOYN NIAND ,NY MIT TIND NN
NIVYOM DM SVIP PR ONONN MDOYIN 2OWH NN MNIRNN MIVON 0T
17201 921 MTMYN NMNDIVNY D172
MNIN AN 3.14.2

MY ,(YPNVPITN 1) P PNT : DXNVPIT NYIY NIINA DN ,NYTH TYIND
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MOPIT) PO PNIN L(TINYN PNVPIT) MDD NPT L(TINN NVPIT) TN
N2 NVPIPT) NPDPYIN NN ,OPUNRT WTN NOPIT) AT DV (572100 MV
PM5N >N HNVPPT) PIIR MM ON

,(N72NN 979)9) APV GO 7T N7N DN NN NN NIWNN INY) MTN TYINY
S0 9179 ,(2wan NYMIN) 173 12 DV, (MNP IPNN NIDNIND) TR IRIN 1IN V77
(979170 MHWN) M0 NIN 91 ,(D29D3 H733ND) 1D KD ,PWUNRI WTN) PAT

:NYTN TYIND TIND 192NN DY MININD MNN DOWIN PND

[ 1))V T |
|
[
1 | | | | | | 1
5200
V! O AT ASan 5ywan PO W D905 579N
I— DTN YT
172N DMV 2NN OXTAIWN NANN 3.14.3
31/12/2020 31/12/2021 PPan
7 9 TPNINN M ,APNN
2 2 D90 NYMIN
9 11 FZR T

NNYON OYTN NI 3.14.4
DROYTNN NAINNN ,NNYOI YT DTN NIAND NYONDN , TN 29 5, NYY Nyn
NYY NTINN 2590 .NMDOYA MDINN NIIND DINYMNN PNIDW DV DY 0NN
LDINYPN NPNNI PNTIN RYND OXNNAY TIND 29 DY ,NYD Nyn ,nHunvn
MMONO ND PRI NIAND NONIND YPNOVPIPTO NSYAI THYTH DTV NPN DTN
A2 D919 NIANN 979310 YT DY NN NTYNN .NIANA D)
: DY DN NXYMNN TPYTHN NTYNN 212N DY
TRPN TIPYN DY MNIN DY NN PN 2PDNND XY INHDIN : XIP NS TINPN T
PO XIP PO 7T WY ININKRD TY .DNDTPIN DOIYPY OPPYP-NID DM DY
955 5 NPYYNYIN MDOWAN DY IRINK 7PN N2 (M2HT)) PN MNIND NPV NOV)
99012 9792 92N WD XIP N 7T .DNTPIN D1IYPN OMIYP N9 DIPNNN
JNYTNN ORI IPNNN DINNA DMNINDIA DI
TIY DY X NINN 1D DN 171N NN : NTINN DNIIP?) 919
TAND DDA VNI NTINOD 7T .27NIN,TIDD,DIPINN DIV DIDINN NI NITYN
977 .NPYVIANY DMWY DIPYT DINMINNIA ,NITY VIN NN MY DNDINN
DINNN 180 YyN ,01902 DXPI9 30 DY DNDNID GMY 7PN N AN NTINN
YNIN NTINOD 79179 ONIDT NIWINI MNTIIIN DY DOVIVS 10 -52 MY NXINY OIYTNI
2N NPPVINIA,NITYN VINT MY, NPNNVINIV MYI9 TPHNND IWN IPNN
ITYN VINA MONN DY OMINPIN D1V OINNIN DY
MNPIPNN DPYNNA INPI-DTN NITYN TY NN DN :INID 1D 1T
MNIDIN 12992 NITY VIN MM NNNNM INYN DN XY Y7Y ORIDIN 15902
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NPV MYNND ,NITYN VIND NOIXIVA NN Cleveland Clinic
TOYTIN DTN 971 HNNN TYNA 92N HNIN I 77,30 10D .NITYN VINA ODYN
DYDY 190N HY2) DINNI MIANT \YY ,NITYN TINYD PIRIWN TINPNN DY
.DINN2 DMYTN

PY NOTN NI 19702 NITY VIN XMINIA NNNNNT XN : DI DITIN 1T
NITY VIN MY ,DIYND PYT DXMNIA NNHNMDI (HDTH” 1 1DND) DYWL DD
TIPND PI2 92N DX T .DITPYN VINT DNY DMPYY DN, MAINN
Dy2) DINNA MNIND XYY ,NITY TINYD YIRIWVT TINNIY 7NN INRINPNND
.DINNA DMYTN DINIDIY 190N

VIN MY 1PV NNHNNI NOTNA MIINPPNA NNPNN : X)IADITD ONN VT
9901 TO 7173711 PN IRINPNRN TIPNI 92N XI205TN V77T .NNYTN NITYN
MN>IIN MOIYNI NIYTNI MNHNN DY DXPOY IN1NA ININD T PIN MIIN
ONIN ININNAN 1IN

TY X MNMY DTN DN ,NITY TNY XMN NP THVININ INNI 1P SN VT
.19°N2 07299 PRIVIN NPIPA NITY

(National 920 M¥INI MINI2D MNINDN 19N 22 PN 20N AP T
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	דוח רואה החשבון המבקר
	לבעלי המניות של
	כל פריטי הרכוש הקבוע מוצגים בעלות היסטורית בניכוי פחת שנצבר והפסדים מירידת ערך.
	הפחת על הרכוש הקבוע מחושב לפי שיטת הקו הישר, כדי להפחית את עלותם לערך השייר שלהם על פני אורך החיים השימושיים שלהם, כדלהלן:
	ההפחתה מבוצעת באופן שיטתי כמפורט לעיל, על פני אורך החיים השימושיים הצפוי של הפריטים, מהמועד בו הנכס מוכן לשימוש, דהיינו כאשר הגיע למיקום ולמצב הדרושים על מנת שהוא יוכל לפעול באופן שהתכוונה ההנהלה.
	ערכי השייר של הנכסים, אורך החיים השימושיים שלהם ושיטת הפחת נסקרים, ומעודכנים בהתאם לצורך, לפחות אחת לשנה.
	מניות רגילות של החברה, מסווגות כהון מניות. עלויות תוספתיות, המיוחסות במישרין להנפקת מניות או אופציות חדשות, מוצגות בהון כניכוי, נטו ממס, מתקבולי ההנפקה.
	מכשירים הוניים שהונפקו על ידי החברה שאינם מכשירים פיננסיים נגזרים, המקנים למשקיע זכות לקבל מספר קבוע של מניות רגילות של החברה, מסווגים במסגרת קרנות ההון. זאת אף אם המכשירים עשויים להיות מיושבים באמצעות הנפקת מספר משתנה של מניות או תשלום מזומן בקרות אי...
	יתרות הספקים כוללות התחייבויות של החברה לשלם עבור טובין או שירותים שנרכשו מספקים במהלך העסקים הרגיל. יתרות הספקים מסווגות כהתחייבויות שוטפות כאשר התשלום אמור להתבצע תוך שנה אחת או פחות אחרת הן מסווגות כהתחייבויות שאינן שוטפות.

	להבטחת התחייבויותיה של החברה בהסכמי החכירה, שעבדה החברה פקדון בסכום של 78 אלפי ש"ח והעמידה ערבות בסכום של 82 אלפי ש"ח.
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