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TORTY NPR IMVNINNN TWR ,D2TNIRI NIIPN ,NPINN MNYI TIRNN 'POY NIRN NN
5® D2a5Wa NN P2 ,NNRNN 1IN TN 03 ATIVA MRY .NIANN NVHVYIA NN NIR)
D»P , D901 DMWY YV M IpNN 25%A DIMYPNN PHNI NYMOHIT MWIN NN
109190 MWINN NROYWM NNYXN DY WP 192NN NPIMM NP MYNNNN 2235 N0
237N 03 DTV NRY LOPIVYYI DIMYYY DNIWIR NYAR ,ANYRNA MNAM Ipnnn nndHwn
DININ MNIN/DPND DN MW D 2AVNNNA IRIDIN NWINA DINNA NPOIYA N7ana
179aNN NYHIAN ,NINY NYI0HNT MY NWVIRA ,INN 122,900,207 PO RN DRI
DMNWIRD NIANN T2 AP’ RY ,ON RY DAININD MIDIYNN MNAY 1On» v nand
YPOY MTI VNONI IRTID RENY RY IR NOX RY DMIININD PIPY 2D IR L,I1ININD DWITIN
TUNRN AT Y501 ,MYmm PMOIWN VI NN’a NN NanNn NNYXN TIRNN
MTIYNN IV VIO PININNI MM APTN JVNRM TIRND AN MPY DY MIVPNIN

H. pylori-n 571 5w imiren I PNARY NN 7NNY 1778
y [
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10NN NN

:DTXY NVNAND NMIYNVYND DIRIN DNINY P’ AT pYHna 5.1

R

IR SPY DIVITO DY 7901 MR NHYA ,TIOY HY MNY MNXN NnR Y
D170 YV 1MW 79010

NR .POPOIPA NPPTIY QNN 1N NPT NPT DRIN N2 ININAR NPT
TN T 5 IR NNPIN YR NITMNA 1NN VNN MYXNRA DYXIN 1PPTIN
NPT NN

MM 'R [ N2IX P2 ,NDIR INRY DYAINN DIIPNON YV PN PTINN NN
TV DY2RD N0

R¥NI RY NP2 (20) DIPYIRN MPNRN PHNY IRINRY NP R¥NMIN PTIN
.NPN 1070 1PN PON HY MNNANNY N2P2 IMRRNN 172 VP

9PN NININN AYNN IR TIRN DPVIR DMPY DY NIVNRNN 1NN

INYTI DR DMIVARNY 4112 DVNINNY D”NIN DMV 090NN Y o
ATIPam

5.8.1.1 Y0 NRI

H. 0 p7on S0 amrenn pnaryd apr7a nxd 79ann 1 Yy nmoaw Pwon
5.8.1.2 QYD NRI .(NYYWI MPrT2 10) NN MTaYNa pylori

H. 0 p7on S0 imrenn pnarh aprTa gnxd 719ann 1 Yy nmoaw Pwon
5.8.1.35.8.1.2 >YD IR .(N2WI MPT7a 4) MTayna pylori

5.8.1.45.8.1.3 9’»D NRI

AR NPTV NYRYa-TN NprTa Maaym BID pwinn nacmnn nyn
5.8.1 PYD

99199 1N 1AW IR NN NN2TA NINNN-ITH IANAN 11977 NR TTINY 1PN
JYWIN N1an Y

,RAOR 219D NN NR DYDY PN L,DNNON MTD? YV PYNN MpIann
ANR TIDYD 901 TIDWN L, D5 NN NVYA DY .RNRY IR RVA

MNP Mabmm Mo 7200 YV MNpIn NaYhnaw 710 YV adnn
.729% a1 'nYa prab nnann NnpoHN

N0YAIN NNYWIN 1222901 JINNN-1T 1PN

IR JADI WRYWY NWYI PIVI NN MMV RYMY (ANS YW 1R O0IPR
DV NPRPRM INR 2pYnY 1930

JURPMINRD MAINM Pt mwi — Food and Drug Administration

DDAN 99 TIT2 R NV QMDD NMIPOIND DTN 19NN IPPTIN MO
.YOIN MR DR PIT2Y MYPaAnn MINR Mpr1a% ARNYNY

.C »0n mani nany

Ny 2712, 5N a1 MmOHIN MNWI - Integrated Delivery Networks
.N1YNPA MRAIN ,TNRN

2V NON NTTN YY DDIANN PWIN N9V MPITAY MTIY’ MDN TOMIVPAD

PN

IR

17092
7099077

H. pylori=n p7rn
Mo NdNNn

DN NHN/DTMA0N
BID Hp System

BreathID® Hp Lab System

BreathID® Smart System
BID MCS System

BID-n navyn
GRIMOD
YDOPRITY

(Cirrhosis) 715 nnnw
CO.

1BC
FDA

Gold Standard
HCV

IDN
IRMS



http://www.infomed.co.il/glossary/g_3777.htm
http://www.infomed.co.il/glossary/g_2113.htm
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.(Isotope ratio mass spectrometer) DIa IR

MPYoRM NPYT DY TN MY YV MI20XNN Y5 TI71 NNINN 7132 NPT
NASH 1mwn 7250 nYnn Yv ypa Yy nnann NASH 7251 (0/11209)
TOI0Y qRY NPNYY 5w In L7100 H® Mphoxnd oo nnanny "y

7250

DYIND M2 PINN R¥NI TUR 9190 IR/ NINAR NI NNYP 12 TVR DIPN
JUIR DTN IR

NASH

Point of Care/POC




7P0Y MNNSNN NRN 71NN MPYS 5.2

M 521

95 NR N9aNN NWIT 2006 RN YTINA .2006 ,2°7198 11 D12 PV NI2NI HRIVIA ATIRNN 1NN

197 5.3 -1 5.2.2 0’91 VNONI (Oridion BreathID Ltd. 92ywh) n”ya nyravniov jrriR mYys
TYTNRY NP2 (1987) DTN TPYTNR NI MIWN JPTNR IRIPY 190D ,NINR AN DR ROHN)
(1 R” — (Oridion BreathID Ltd. 92yw9) n”vya nynviov

IPNN NIAND NDXY APANN NIAND NRY AYRD PPYN 19aNN NI L2007 RN 28 DY
DNV YV NPIM PV DI 121 IRIIN NWIND DINNA MNAY IPNN PIDYY NPWNNM ,TIN'A)
MNDXRY NNIVRIN NYRAN 7PN PNRD QPPYND .0NYN AN PPV DN Y DT YY INMaY

.717ann YV 7Y MM Y

NYOPR) MONIN INYY (P”pa PTR'NIL) DTIPN NNYN NIaNN DY INY 2007 ,7209IR1 7 D12
(n"y2 ov1»ora

772n0 Yw "PYn nmyrya oinn 5.2.2

PN YV IRYDN PINAR DIY? DINNA R’ 17200 YV TIND INDNRN IM»Ya ,MTN TINY R
.19aNn NYM N2 OTINN PNVIVN RN 2771IR LH. pylori-n

MPT2 DINNA MAIN PPN MNIT RIYN NR AT H9I21 ,0°091 NIANN NWYWIT 2006 YRN YTINA
127 DVIVAY MYPa ,DNMIYI DVIVA 20 NIAND MYIY DTMY DI LJUTIIRD N9

N1 9952y ,BID-n noayn v mimaa) apnna JrTIIRGD DVIVAT WINY MYYY nipwn
A9 199M 52-9 YT TYINYD TY WHWIN ,NTINN 1IN2 DMR DMY?Y 0r1Y) 0MDNA

95 ,1909) Pwann naxnn ,("BID-n nayn” — 19nY) n1ann MYy voaa nTmyn navnn A
- np>7a My ("BID wr BreathID® Hp Lab-n 7*wan ,BID Hp -n 1wan” — payn
DY DMR YV DTPAN INR APYNI NNIARY TYVN PIN DR VINWAY DMWY NPNys
PYTAN WITIN D19%0N0 NN JNIRY 19519 7100 ,Ynn N0 MavY 5190 noavyna
,PXIN IR 51 NINA 10030 ,3C YVPR1TI RY 9IVIPRA 1MIDNT 1NN NYIVI MPXNRI W)
.17aN0 PYWIN MYRNRI NAWVIT DPAINN JMDND IMNAN DY 711an NN YV IrHIRY
19aN0 .MPT 30-N MINA NONRY YVMVIR (IR IPYYI ,NNIVNS DPR NYNIANA NPYTaNn
TNXY DWITIN DAV DYONN DY TN ,DPTIPON DIMIND DR J0 PWINA DR j0 NpNwn
DOWITIN DYINNM NNNDN NPT YINAY WITIN MTIVY ININN NIAINNA NIIY) MpPrTan Yiva
NIoMm MTN TIYINY (5.8.3 QYD NRI) ("APYTA NIIWY” — 3 190N YYY TN NprTan YINvad
YRIWY ,NMPR 2" H. pylori-n p77n Yv IR n pnar 7nxd BID-n novyn nR n7ann
,2013 '8N w1IN2 FDA -0 5 7w qwirw BID Hp -0 9'wan Hw 1ipirwa adnm nroR)
FDA-n 7R nYap Yy n9ann nY'Mn 2016 920212 1 D2 .7PORY HRIW? NO1PR ,1"1IRA
mann nonn ar MR mapya BreathID® Hp Lab-n ,n7ann v nTaynn novn pmvws
DY MO DPYWIN NPADRY DIDN HY 1NNM 277IR2 MTIPNY NIIYNN PIYYA 2017 MVl
2vnbw ("LabCorp” wr "ampary”) Laboratory Corporation of America Holdings nyan
R DODNN Y019 NNTIN NPYTAY 27NIR2 MNTIN MTIYNRN 'NYN NNR NN NIaND Ny
PRIV DINN MAPY MY N1YIN TV IMNN NR NI 772NN L9012 .(5.9.2.4 YD
H. -0 P70 YW IR M1 TIRD HRIWIA MIpNwnn Yva Inin nrHav Hvw npavnn MaonY)

(5.9.2.3 YD 87 -Nann nnnn oY pylori

MmN mMn»p MR TYINY YRR NaANINA VY IATAY 9N ,1Nann N avmh )
MR ,NINTY 0 .00 MYTND INR 2PYNDT PNIARY NYAYTIN MYV NYMYNwn

ny" 20°1Y .07 Np*7a RN H. pylori-n pTom YY IR PINARY 2”181 MYIPHRN MOVWN

NPT 9011 .25%-15%-2 Y» Mywa False Positive Y» nr¥In nbva npr1aa 92171m ,n1ann
NYODIVVD NINIANY 70 ,VTNY 1V DINT 12 DITINY NIVARN NIRY DTN NODIAN 11N DTN
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277982 MTIN MIVAN MIIN .NINARI MYV 50%-2 TIRN NP DTN NPT NYAVN IRNIN

H .pylori p71oon Hw e pnary mpr1ad 2”1Ra a»mn nTaynn ,Quest Diagnostic 191
IRIX IR N9V NPT YRAY NAYY JIMMPOY MM DT MPITA2 NIMNMNN NPDAN KY WITIN
Nna%N 1NN NP ,NIANN NIIPYNY LpTINN YV IRND PNAR TN (5.13.3 YD D) NRI)
2V IRRNN PNDR TNRY NWI MPITAY (MINR MPPT) DT MPr7IN 92N HY 21771IR1 1Y
VMY AR NP*Ta D H. pylori-n pTon YW IMRENA PINARY DA VY ITIN PTINN
IMINY NRT DY TN IR ,0T0 NPT YV N NP 210 PIT NYYA 1prTI TN L,NIanD Ny
DYY90NNN 50%-Y T3 TY H90NY NN RY TIRN 1PXTAN 12 1N .N7aNN HY N9YWIN NPrTan
MR DONNN 07T DIHIN NVNT NPPTIN ,MITIYNI AT DR AIRGIND DINN DR

MTaYnd Ny nhad

LR NITIIN MITIVN :MMPY YV aNT PN MY 0*PWIN NPLON 11NN ,MTH TYINY

nrovia mraIn 1 (Point of Care) '®197 p1v» 1R 990 11 Dh2 MMpPpM ,%N-na
JDRANIITIVN

2V IRRNDN NPT TNRY TV NPYTI PIPYY HRIVIDY 27NIRA NWIR 1aAnD MmN YNy T

-0 AT NYDIVIIRD 2IP2 IMRRDN MNIVY L,(MRHINA 1YW Np»723) H. pylori-n pT7n
PoNY ,N7ann nY'T 20mY PRINR TURY (80%-1 NYYNY R NYIN MINMIDN MI*TNIY) 120%
2P099077Y 'MYNYN DI ANNN R ARIIN 2937 11PI0IND NP (2I) DIPYIRA Mpnn NN
DNNAN PTINA DIYININ DIVIRNN 15%-2 TP DNIPN MITHN PHNI ,07AM DIMDIAY DRNNA
%P DDIAN VIV NRIYNNN DY VPN 430PN TVID MNNANNY VN YR DINN PHM 27
19910 RY qwR H. pylori-n p77n DYy DwIr INR 2pyn Y2 DY SpININ NATHAN DAIpnn

DNV Jwna

TNARY NPT DINNA 27782 IPYTIN MIIPY DPYWIN HY NPINDN MIDINI NPYWNRN NN

DPWIN 530-) NIIN NIANN ,MTH DI TYINY oy LH. pylori-n p1om Yv amrenn
192NN 7791 ,9012 .0%YN IRWA DPWIN 150-91 277X 72072 D9IN NI MROIN ,MTIYNY

27798 »an7a H.pylori-n p7on Y9 ImRemN PNaR NnnY My YN 1.3-9 MTH TYIND TY

HRIW) DY YRV H.pylori-n pT1on YW IMREDN PINARY NTH MW PN 1.9-0
191N ,2016 92N21 WTIN2 2771982 7YY NWR NYap INRY (DPWIN NI RY 71ann

YAy nana JH.opylori-n pTon DINna ,nMm»Ya 9pYy NR TPnY 2017 MWN NI9ann
DY DIDNN WIN NNIYRIA WRID ,APITIN M) ATIPNN PWIN HY NN mTayn?
HMNPARY

PNary FDA-N nkn 1wy MR NYYR Yapnn 2 nIann ay>nn 2018 ,pIna 12 oYa .
PWINY 1M NTAYAN PVINY 1N NN PPV NYWR 0712 1y H.pylori-n pTrn Yv imremon

VINYY TWarn MM MR L(Point of Care) n1raan mTayn jRY NP2 MMY pnwnn
J17-3 '8971 DY 0y PWOn IMRa

R H. pylori-n p1oMa ooywIn 17 939 nnnn DT YN 20-1 277N ,MIIYNY DRNNA
DIMY D13 ,DIRNN IRIGT DIV NN MPYIND I APV ,NNRD PTINN YV IMRYDN PN

! Population screening and treatment of Helicobacter pylori infection, Anthony O’Connor,,Colm A. O’Morainzand
Alexander C. Ford; Systematic review of time trends in the prevalence of Helicobacter pylori infection in China and the
USA, Peter Nagy, Saga Johanssonl and Michael Molloy-Bland;

www.clinicalevidence.com/ceweb/conditions/dsd/0406/0406_backgroung.jsp.

2 http://www.cdc.gov/ulcer/files/hpfacts.PDF

3 Naomi Uemura et al, Helicobacter pylori Infection and the Development of Gastric Cancer, NEJM, Vol 345: 784-798,
Sep., 2001.

4 Graham DY, Can therapy ever be denied for Helicobator Pylori infection?, Gastroenterology 1997 Vol 113, 113-
117.

> William D. Chey, M.D., American College of Gastroenterology Guideline on the Management of Helicobacter
Pylori Infection, AM J Gastroenterol, 2007, 102, p. 1808-1825
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0 MMa A1 59521 MV IR DIYMRMA PN NI ARYNNY  ,mMInn myainb
72591 80%-21 11770INN 72791 90%-22 PPN DN RIN PTINN 23 TIVIN) NP IR 170N
momn Pan oYYa KWHYA ITMNNN DINY 2VN YR NP VI HY MNNaNnY GrY (12PN

.J070N

M 277IRa H. pylori-n p7m mrenn pNary mpr1an %3 301 10%-2 Ty ,17ann NaIynY
NMAY DYY YMINAR NINS NIaNY NN DXT922 APYTIN PIVYWY NNRN NYIRA NN .D7TH2 D)
MWIRN NYAP D292 MNION PAY PWIND PINPYWH MADI NINTVAR 17192

-0 NMWIR D02 HY HRIWIN MIRMAN TIVNN HRIWA DY 22PN MNWIR 129NN NIRENI 772NN
FDA

19n9) BreathID® Hp Lab-n noiyn »mwh 11wor nbap %Y nvann ny»min ;2019 IR0 ©1INA
,77ann ny> avm? H. pylori-n p7on pnary »nnor gmxd poa ndw ("nTaynn pwon” -
2P MY OTN PO DI MYXIAN LD DPMPN RPN 17INY 1T0MY 021N HY DOINN
,13C mooian mpr1a 100 1an 119 5-3 H. pylori p1om nnth novwa mprTa 0rn 10-H
Q0N LMY TN IMPYNVA DT PN LNIAND NPNVNRY DPa ImIN MR HY MooIann mpr1a
nYYIn PNar np»7a,14C Mooian novvwI MprTa 1Y 5-3 01D PO MYNIAN ,NYR Mpr1aY
NN YV POAN VYNNI DVIPN 7ANT2 N VINYVNY NPT — DYDOVPRITI DININT WIN'Y N

JVDOPRITY

PIYVY IRPINRAN MAINM PINN MYIN MWK NYIP Y 17ann NPT ,2020 IR0 WTINA

NP 72Y ("MvPINN NTaYNN NaIvn” — 19nY) BreathID® Smart nx>yn Sv 21”77INa
MpP>T1 4 YV NMIYS NIVARN MLV NTaYNN NN H. pylori -1 pT1on Yv ymrxn
MIIYNN RHSY I8 YUMVIR J2IRA (NTIYNN NITIPYNI MPPTA 10- N HIT727Y) TR 21201 NYV)
MNYYI NPV LV PTAIN JPOR NPPY MY MADRI PTIN YV IWIN MNNT VIR
M2y MR1 NYHINYN NMVPIND ATIPNN NIIPYN .NIIPYNT MYNRA NP IMRND MPTIN

5.8.1.3 YD 1R .3 Y20 0¥ DININY NTYIN NTIYND NN HY NPT

DINNA DADN DMWY MNaY 73ann noye ,H. pylori-n 70 »t oinna amyyab ayn
N2 SPH mw»Y PMA 7wR nwand ndya nann mTn inbd .ar mTa v1and 7100
.5.9.3 9>y0a vNand NASH

11 MIIN3 AIINN MPINR

NN NTIRNAY (PI'R DIPDIA NHYOPR) VIS N2 NN ARYN MHPIA NIPIINN NN
NP 2”782 79aND .("2”7IR2 77aNN” -190Y) 2006 ,72NVHD YTIN2 277IRAY IMNIRYT
MYyl Naton meann JWRI 2771981 19aN0 IXINY N2 12NN N/ 179N ,Pva

0”900 1PMIMPYY NN NIANN Y 19IR

Jiangsu Exalenz Medical Device ) n'v15 na nana nRYn mYyaa nprnn n9ann Lo mnd

npoY PO NIann .("Poa NANR” -19nY) 2019 1VPIR WTINA POa NTARNNY (Co. Ltd.
.J°02 192NN MININY N30 NN NN 1IN ,PIYa

5.2.3

DYTIIRND N2NN T2 HY NMIN 12PN NMINST NYWDT  5.3

MM 5P DINNA JPTNR T HY VPV DM’ YY DDIAN 17NN Yv IMY»Yan phn
DODN2 JPTNR DY 772NN NIVPNA 9 DY .N9aNN T HY PRIV DIADI DM JUNN
- N2IYN MYXNRA NNOVIN PNIARD DINNA JPTNRN NMMITN D010 Y3 NR 1w 1ad

.BID

531
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9% ("DY0230 NYWMY DI0N” - 1HnY) DODN NIaNN 2% JYTIIR PPA DNN 2006 RN wTIna - 5.3.2
T 9992 NMAN PAPN MMOT MY , 00NN MIYAN Y DR JUTNIRN 1IANN W
TPTNR MYYaa1 MYpn 931 ,("DY01N” - 1HNY) DINNA DT HY VNN INVINIY DIVIVAN
2799) 1R DWNR TIPAM T2 MOTM 12PN 13772 MONN PINARY NYWI MP’T1 DINNA
19aN% PTIIRN DYYY MHYYIAN NR aAYnd 1°N NN RYY DO Y .("BImnn” - 19N
R1YN NR 1Y NP/ 7IaANY PPTIR ANNND LMY (1987) YT PPTNIRN DY AT HHI1I)
.0N32 PNINDT

DN NITH RIYN IR MHYPIANY IR 1790MI1Y D»IPYN DYDIIN , 0010 N1 DoonY orknna - 5.3.3
(R) :1PPYTO DN ,NMTR TYIND 19AND DR DWNRYN VR LJPTNIR NRND 19209 17aIn
DYVIVHN MYPI DXVIVHL NP (1987) HPY TN PTIIRN PWM (2) ;(5.20 YD IRT) DIVIV
M’ MYWIN DYINDN NYYIIN IRVIMPIT (7) ;D7NVHNT DNWR () ;INY YY DMVIN
M”51 RIYN (1) ;07PN TR ATTN NPT PWIN (1) ;D790 MNPV PIPY 21000 1IN
DODN (1) ;DINNA JPTNR IR DYPN PPV NROD,MINAMN IpNnD Y70 RIYM PIpn
ARSNN Mot (N) ;n7and anminw Oridion Medical 1987 Ltd. a5 19717IR 12 npoor
.DD212 MINR IR MADN MNP YRIHY MoNY ,INonY ,pMwH nnad nryvam

SV ARYAN IMYYIY AN ,NNand MayInY DYH 5.3.3 @yoa DvMann woinn Y 534
JPTNRD MINN YAV NN RIYN 17217 INNMN DN D'RAN DDIIN VYN NRN ,NIANN

qomMIM 1pIM ,2003 ,pInY 13 ora onmw Oridion Medical (1987) Ltd. nxn jpwn R
.2006 YR WTIN2

172 2006 RN YWTIN2 1PN TWR 2003 PIN VTINN (PWINY 022237 1Y) NPADR DION .3
(5.15.2 9°»0 1R7) n1anv anmm Oridion Medical 1987 Ltd. ya% 1918

MYYAY WP PPTNRY WY IR DY YWY ManY Marnnn PR Nand mTn Tymd 535
TR PPTNRY NNIY D2ADIY WP Y22 VYNY NRT.DINNA 1Y INNY M»YaY IR 593
(5.18.3 9>»D 1RI) NIVINN MWYI ' HY (172N INNIN IR MAPINY) DINNA PN

WINW YDA PPN HI HY NVYMIN NPTIDI NNVN TPTNR D ,PaP) DOIN DY Ddona 5.3.6
NAMWYN NYYVI ANXN IR AT HY NVYVIN ,Na NVYIVH 172N YY) RN Y ,NNaNY JamIm
ADINYY Y AT YTNI VPN RY (MR ITID YTNY NOWNI TVRY ,1NY

:(09917 2a5R) N9ann Y)Y 90 YTIN NN 5.4

mv> mv> mv>
0172 ANYNDIY | D12 HNPNVIY | D2 NNPYNDIY
921nX72 31 921X72 31 920X72 31

2017 2018 2019
9,534 13,144 14,044 NN "N
5,958 7,398 7,030 moinn mYy
693 693 - »WNMIN MY VI NNNaN
6,651 8,091 7,030 moInn MHY 2”o
2,883 5,053 7,014 mHn N
3,888 3,770 2,242 101 ,MIN’OY IPNN MIRNN
2,417 3,158 3,226 PPWI NN MIRNIN
1,700 2,320 1,777 N5 NYMIN MRNIN
- 1,141 - MINR MM
(88) (76) (77) mnTIp 01w a2 FDA-in mRen amn
5,034 5,260 154 "»van Joon
429 325 1,735 ),
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5,463 5,585 1,889 10190 YY DYOM NaY TN

(25) (87) 51 101971 %Y D'oMm

5,438 5,498 1,940 Y915 T0an 2"no

JPN0PITR MTA PI9 IR MRXIND V1Y

TNY PINMY NN DININRD DIWVTIND 12 ToNNA 23N 3D Y013

A9 191 5-2 NANN NOPALIVNOVPITA MT HY MITH MWIR TYIND

[AnRdvALP
)N Y01 17NN AYNA RY 2019 MW 19nna

INPI] IRIVUR

I0 YV IRIVR 1P NYAPY IRPIA TIARN DY NIWVPNN I 1IANN NYITIN 2017 ,911 31 DA R
TARNN IRIVRD P NR 19aNN NY'TIN 2018 VOINR YTINI .N"Y 19N 10.5 YV Y9I
JRIVRD P HY DIRIND DMIRA 1Y 11970 18 HW 9913 70V TY 'RpIa

DODM ORIVR P DIDNA ORPI TIRN DY NIWVPNN NaN NIan 2018 PN whina .a
A97 1991 3 9 YV Y91 901 ,70HYw Ha My RYY ,ARNON

— 1919) INR RPIA THIRN DY MRNYN DIDNA NIANN NIVPNN L2019 72NVAD YTINY
079Y LYY 29 R P02 MNRI IRPIAN PN DR PONN VR ,('MRNYNN Doon”
JYN0PITR MTY 7.3 Y0 NIRT MRNYNN DION

5.5.1
5.5.2

5.5.3

D'NTYT NPIYN

TYIND .PNIN YHYIY TITXAYT NIANND NPYN R NDION RY AT MT TYINGD T NTON TYINN
PN DN DN PR 192N DYHDIN MMTH

MNWR RYY TITDT PONY MIRYI NPR NIIND IRPIAN TIRND DY MRNYNIN DIDNY DRNNA
JRPIAN TIRNN

JTITAYT NPIYN NPOTA PR RY 17NN JPNOPIT ,AYRNN TN

5.6.1

5.6.2

5.6.3

1720 YV MY DINN YY YTN

%992

apyn ,PNARY NRTPNN ANI00 N2IYN YV MW Mnaa npoy 17ann LYo InRd
12120 ,MIVNa RY 19V NPYTI MYINRA T1021 9190 9772 MONNAI N9 Nm
19an0 YW NINONRN ITMYIYA IPY NI TYINGD .DYIN-NYAY PINN IR TIN2 DIpnN HI2 yranny

.H. pylori-n p77n YW IRXN PINAR DINNA RIN

997 MYNN DINNA DADN DHYRNIVIA WINY BID-n n2ynY ,nvann nawnd 5.7.1.1
NPT YINY 190D VNANI PTAIN T HY 1MIDN TN NPV MPYXNRA LTI 91PN
IR MINARY 1M MPNAIN NN YN HapHh RMIN D1 MIvNS MmYa ,naow
VINYY MYNNR1 RN D127 L1 IND LTA0M D120 19771 MYNNA NN NN
IPYY 121 VRN TIPOANI NP VRN MY 19IR INR IPYY ,N9ann Pwona
IR PHNIND IRIDTIN DIDVN NR NNNNY DT 19IRD HAIVNY TNV DI19Y0N IR MY
.07) 919°01 DIWITI DMDY YRIY

5.7.1

5.5

5.6

5.7
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17772 NYRIAN NINII0N NP0 NNIWNA NYa NN wnwY NI BID-n n>yn  5.7.1.2
PRI POMIND 90N NN TNIRY NMPRNARIY ,NOP1 MOUMVIR ,APNN N0V
DTV T NNVHIA NYI NPT TIOM DI1DPN NIIPN DINN MNY MONN INR APYN
N19N1) DMT DNINAR YV TN 0PN MNP MIVNA M1l 9onnd
TYN 12 .0”012990 DIDRIN (NDAL) MNNT DINYH NIRYIN JNDNA L,(DIMW?N
MY MPr1aY NAYN MnY (190 VAN PMINAN YY) BID-n n2Iyna winswn
NYIYI) NRIGIT VIPY AWVIVA NWIN 1139 ,2012570 71V MNP MINR MIVN9
mp»1ann pon ,n7ann nNaIYnd 2”11 51090 NN NYNYNIN NYNTH TNIND
DOVNRNYN DN IRINY DT MPrT2 1) ;219919 MY 7WIN MPYXNRI DD MYYIn
nINN PRI NN IXINY DA DHRNDN DV MMM ,MPr1ann pohnd oo
Mp 1ann Ponv ,n7ann Ny’ 2vnY .07 DIIPNRI DVIND AN NIIYNY PADN MIYN
MP’7a "RI9IN PV DI MN»p RY BID-1 nyn » HY myRian nrnd mnow
STV (9IR WINYY MVYYY 117 112 MINR Nyavn

7250 91990 DINNa MYnNn Yy Y y1n 5.7.2

MRM2N N2IYN YV 0227 DARYM TRN MMV 10 T20M 91900 D772 mdnn 5.7.2.1
20-N 9N W2 3 RN NIIYNN 2"NIRA .91 D°H2I00 DIYINA Y190 PNARA DIYHVIN
DYWIR 100,000-1 NYYNY , 7207 D129 NIIYNA NPYA HHI2 MY RO MNP 1M
2019 L1190V ,7152 MYNNN qHR 45-2 DIINN) YR MHNNN IRXIND MY Y3 0NN
DINN JOIDN MO VTN 2"NIRA 54-45 ORI NNINY 4 'ON DIBA ,N1anNN YD
NI 10 IOR MYTNN M7 E74MNYN 10700 MOYNN 122N 15T WHYN Innny
DY TNRY 91909 NANNN INRY JDRD TIPAN INR APYN MYVNT 19N

91991 97972 MYNn

DY YIT ,ANNTY 79 9% 19°0 Yanh 519 1OR monn YV Nty a3 pnar yomnm 5.7.2.2
¥R napa xnw H. pylori-n p1om 0 (0PHIR) NP DYDY IIN DMWY
192°0% DI ,0MpNN 29 HY NN MY MINwN MTN2 IPDIYIIRNN 50%-20%-
,AIRNN NPPOPDVIR 1NN ,IND P2 ,5910 71 DINTA Y190 .N2%PA VD MNNaNnY
DYNVANIDN 9-5Y Y19 .DNDNY DIMND PTPNN DR DR MY W 70 YWY DYIR
DN PTPNN DR N RY IR DPNONA HPnY %Y (N2IX T MAIN 1) Ta%a

.N19INN A8NA NIRNN NNY NVYY N ,0Nd

725 MYnn

NIIYN IR ,NYNNN YV DIYNYRI DAYV NP DYY TION MHOHNNI DN9VN HYId 5.7.2.3
PR DN N 9T POHNYY INRN TRN NYP RN DMVRI 0225Wa YNND NININ
D 7270 .AYNNN YV DNTPNN 00advh Ty ,YH51 DR ,07”9'890 D»1YP DNNON
MVARD TN PINAN ,IMRN 2%V NN AYNNN YR TPV ,DMYadY 1IY
mHy? INR 1PYY 'WIp 07”P DI L]0 NI .T2D NHYNVYA PYIN'A RIN POINN NOSNNNWYI
nYNND NIMIN DR PIYAY CVIP DYP IPYA 720 ANYINI AYNNNY INRY 51900
1720 177 DMIPN YR R1Y VI D7 L9011 .07 71D NYNN DY D°OINN N phna
.D21990 D9INN

TYING ,DIRNNN 91900 DY ,121170 NYNN NN 7252 1YNND DYINN N 197 phHnma
nnd »anY 59N 7101 NINY YV a¥nd mMATITN YIND Y N L, DRNNN
5V 1N TR MR DR 79VY 7921 (VIO H919) NYNND D7IPAIR DIIIDN IRNIND

NN MIRXIN DNy 191 nYINn

6 Population screening and treatment of Helicobacter pylori infection, Anthony O’Connor, Colm A. O’Morain:and
Alexander C. Ford

7 M. W. Russo et al, GASTROENTEROLOGY 2004;126:1448-1453

8 NIH Action Plan for Liver Disease Research 2005
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INPAPN

M9 ,(PNAR AT HHO1I) DYRIGT DDIXD DININT VINYYY PRIGIN TWwonn oinn 5.7.3.1
.1Nn (N°89139) NITORY

DPYWINL J0 WIWN NWRY RINRA FDA-N myxnRka nyxian 177981 wxdwn 5.7.3.2
Qun YV D) MYR NYIPY 217NN NNHI 192NN NIIPYN IRIDT NWINI j0 DRI
nrn nRr (CDER) mayin MRy »rInrn qu% on (CDRH) "9 7185 'RINRN
SRAIRN TIIR NN 27NIRL ITHN 11NN NYXINY MIPrTa2 MTIY?’D IMNIY
DININ2 WINY MMWR NnY RINRA EMA-n 1 Yy nysian orpwonh xbuan
DININ2 VIY MYWIRY PYW? 91Y0N7 MIVAR NN»p TWRI ,DYRNTR H7I DIRIOY
NOYPRI IRIGT NWIN IMIPHRN MIRMIAN TIVN MPYRNARI 71912 117N Y1 DRI
MW 7wy ann) CE MARK 1119009 ann 7118% n799 nomvhna navnh 9193
DPYWIN VINYYWN NWIRY 1PXY1IN LD (IR NMINANA NATR NITN IRIGT

China Food and Drug ) CFDA-n myxnRa nowyl R1I97 MWINI DRI

TNVINY AR MIRMAN TIVH MPYRNRI VY 1PX9NIN HRIWIY (Administration
JTIVPN NN MNPIIN QIR YRIGIN

NIPTAL TVIRY N NN R APTRY AYTH PA DNNVA NYNOIN MYITh 5.7.3.3
MY APANA RN PRYVIN N2 NPT NYWR NYAP NRT DY T NINRL TVIRY NNR
INR NNV NWR NYIP HY SR MwY (271X 1N0I)

MRIN D2”NN 0PNV WNWR NHYIpa TN DYNVHNIN NIy moan 5.7.34
nNoINY DOWITA DYYYRN DMODNAN YINA TNXY AN P, NvYmYNnwn nyavd
.DMNINY DIRYY NPOYN MR MIPITI PIN'A INNN MNPV MY

TINYY 17ANN MAINN N2 NPNVOIIN MYAITH S DINNa YN0 Y namnd  5.7.35
.5.19 PPD IRT,717IRIN PIVY NWR TN

INPNNI DINNA MPYHN 9’02 DINIPY

-0 PTON AN NN AR MPITI NV MPITIY DT MPITIN 92PN NYW MNINRD DNIV1

DAY DY PYNNY NNAX N72NN NIIPYNYY 2019 NIV D) 12PWNN T 1NN .2"1IRa H. pylori
anpn

-3 5w 17 15N L2018 Mwn Ynin (Protecting Access to Medicare Act) PAMA -n mapya
S0 DWIRY Y2 N nYwnnn MY an nian) Medicare 1 Yy nnan tmna v Y31 10%

-5 onva) 2021 mwa Medicare »1 Yy 1020 NN NPW DN RY 1 19X NIaND (YYD 65
.5.8.6 YD D3 IR (2020

109aN0 YW MPYan DIND HY PAVNY DMVYY DNV DINPY

1nary BreathID® Hp Lab-y BID Hp-n mioayn nR npnwn n1ann ,mTn s ,1nnd
,772NN N2IYNY .DWITIN PIYYN MNIWR NR 1Ypw nrS H. pylori-n p77on Yw arenn
T35 912790 NIYN DINNA MYNN YV 2N7 PN *TNY WINwH SRxIva BID-n naynh

DINNA MPT2 YINAS MNrpn NYavNovn Yy pane BID-n noaynd ;nyann nyr avmnb
PYTIN YINA MY ,MIMIN NN 1OPN YTNRN NADIN NN ,NRT 2120 NIIPNY 7100

.BID-n no7yn myxnRa ,mpr1a Yv ani pun yrad mavarn
D'Y%apN DIMINN MPOIN MIAN D ,MIVAR HYIn RN 1K1 N9ann PR NRT OY T
DNVP DPVWIN 1IN AORY PR MNMANM MnN»pn NPNNIOVY MNRNMN MDY 1PN
INYYY MTayna IR POC-12 vinwh D RNnNn ,N9wIn Mp Tl 0INna vinvwh nowva
MYTN NPNNIO0 MIRXNNY MIVAR HHoNn RRINY 191 17ann PR L,10 ) .BID-n navyna

5.7.3

5.7.4

5.7.5
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-0 N2IYN MYRNRA YIRAY NVPIN NIANIY AT HY TP IR INY PIN IPAPY MIWN IR
.BID

DININN) DPYRAD DMWY MPPTa YINAY DIYVPNRN DYTIYY DImN Mnvad yan Yo
(NTTN PWYWIN 1IN DIRY) DIMIN 219X Y3 MAXY 1 17ann NaIvnY (Npr7an moaya
Y 79,0000 HY AN PN NNV MPITaY VINYYH DMYM DIMDN DIMN NN’
PYWIN MPXNRL N 12,200 WINYYYH (MO 12171 MYPA) 1M MIPIN NAYY TWAR)
BID-n noiyna winw mwyos nnenan aynan PR o,niann naam ny'e avny BID-n
1732 73 NOIX NIAND PRI JNNRI MNY MIIN T HY INMa”N 5190 01w DIYTY» 0MININa
RN WITN ,VIY 1VYN RN 12 TV IMINN NAYNN IR DY DY DMININ WINYY
VIY NRT OY T .BID-n n2nY mnw nymynvn anrnn mnoya 7o apy nRwb

J7T2 YWITID DPVHMT DNIWR NHAPA 2N 7YY DIWTN DTV DMININA

0»VP NNHYRD NI

MY MINN2 ANNYXN JNXY ,N7aNN N2IYRY ,DWITIN DAIVNN ANYRAN NI 19D
D201 DN DRPP I 72N T'NY I 1NN 1IAND MIIPN DI 1910 DONAND DN
119200 NNYRN TNRY NP 127 IR INY DTN DIIWNI IRIDY DINR IR

nnYNM 9MPaRy oy nvYwon Qv niaxm mw» H. pylori-n onna mon 5.7.6.1
27981 MTAYNRN PIWY NTINN

NN PYNNY NN MNP DAY MIINA DIT30 TP TINYH NIann NnoHen
.17aNNn NNYRAY NYVMP N ,NT PIVE MIMPY KY NNV 27182 MTAYND PIVY
POR TIIMN TN PIVI MDY 271IRA 7IvY 1YINN NYIAPI NNRD DIWPA 1IN
NPTIINN MTIYND PIVD 1792 NIaNN NINN ,MTN TYINY .NTNY Nann nwpan
92017 MY NYNN1 DNMY 9PaARY DY DIOIN VIN'M NNY JYRIDI NVNIRMN
ORIRIVIAN TITY 121 (2020 YRN WTIND TY 4PIN2 1IN MITH DIDVA TYIND 1121 TVR)

21PN DIV THNNA NYYVI MPITIY DT MP*Ta NINAY

21799 97parY oy Doona TNYY ANYI2a ,ann a2 ,1M5N DINN2 N1ann nnob¥n
172NN PWINY 2 PIIVY NN ;T HY MYRIAND NOWIN MPITL 790N NN
;21905 NI PAR PYWIN 21T I ;MNP MAIYNN 219 HY TYOT MNIN’ W IR
2 ;MIINNN MPrT2 79 YY NPTIAN NTIYNY IR IRSIND DYNVYVN PINS ANIN PYWINN
PNAR TNXY IRIGT OIN TIY W PYWINY ) PTAMN PTIAY MTT PYWINL 1IN

2190 nrnnm

nmpY MV P NN Py 5.7.6.2

MYV DNY DOYRNRI MPPTA DY'RNA DINNN DNYP NP8 19ann 12 DINna
PWINY ,NIaNN NIIPNY .NANY VRN NV DNTY DIARYN OHYA OPhN MY
nNYRN JNINY NRT DY T PV DY) DNYPN DMINRD DOYNNN N9 YY M
muyY 27181 9p»1a 1w PPN NIIYNN NYNRLI NITNNA NN DY) ,NNANN

JIPADN NIANNY MIIPNI NNY NPT NVIVA WINMY

nNYMNN M2YWN YY1 0N DMNIN 12 VIV NYROM IPIY ,PIvY IRINN NN
.0 YD IRT NIANN YV NYPODYN NPTNNDY D?IVIVORN DITYH .NIanNn nnHxnY

NMI PP YY pn 5.7.6.3

MY HY TWVNNY) DMV DIVIVA 20-1 MYRNRA INN ITINY AMI 13p 19anND MYyaa
VIANI DVIVY DIVIY MYP (VINYY MYYH MY 1Y 1M 0NaY IR 172NN
DNV MNINY NPWY 19ann YW MmN Papn Yy nnn gonY 5.20 qyoa

.17aNN NNY¥NY MION IRIN DMNINN NININA

N9YINY MTIVIN IMNN YW NINT DPAOR  5.7.6.4

5.7.6

JPNOVPPTA DTN PP IRT — (MM 172nY ¥ 12) 19200 Y9 a1 Mph RN aNpary mn wmns °
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Tonna ora R¥my ,UREA 13C ,npr7an 7189 nwnnwn n7ann 1aw mMmy»n amnn
%W DD 7272 5.9.2.1 YD ARI) IMR Npaon ,CIL ,nnR n7an P71 nwynivd mhy

772aNNY NPYTAN NIIYA VNN 257910 10 Ty amnn (CIL nhan oy avann
.17ann YW Y0P INYRN DN NPN NTPTON INPADRI NINN

MIN’AY IPNN 190N VRN 1A1A DIR MY YY NPNHY

77aNN NTRYY 23VN D02 ANNN DINNA NI1AM YT Y2 RPN RN DIR M
nYYya RN PRIIN NWIND NPVYN DINNA 1IN L,INPN DIR M HY APHRY TP
.17ann INYxnY Na1 MaXwn

5.7.6.5

DRY¥N N3 non S5.7.7

1902 DVNONN DININVN TVRI ,NTIN PIYD DIYMYNYN DD MNON DNYP NIAND NIWNY
:7172NN YV MYYan oINNY D”IPYY DN NON DMNINN

M Pap Sy nn 1

;270IR2 PIPYY NWIR NYAP TR MM NPV MWIIT

;TP9I11901 ORI NYNINIM YT 271NN DINNA MY'Ya

2
3
;OPRIST DMININ YV 1IN M PHANY non PR T vn 4
5

D02 PIN’2Y 1) NPYTIN MIIPY NINNN NN MNP TNRD IMPNVN avd NYpYN
;019D
’

;ONNN SV IR ATD PIDY DININD PIVVWH NWMIA TN .6

DRAM PV OV TNN T

D010 RNV DMININD 1722 NINRA 1D 17192 2N 1IN IRNN DON ,NI2NN NIIYNY
.DWTIN 24-5 12 12 NYa 1T HY DMONIN DININYD 192NN NYINR DT TYINY

172N NN 5.8

npr1a Moy BreathID® MCS BreathID® Smart ,BreathID® Hp Lab ,BID Hp-n 9»wan
T30M 91990 97972 MINY MHYNN PNand

:(0p>7an Mo BID-n »owan) BID-n nawyn  5.8.1

MpP>72% DY DPVWIN 190N NIINY NPT MY PwInn nadsnn BID-n nawn
:NYRIN RINY DNV DIMYI)

(Point of Care) 'n R jnra np>11Y% noyn

DBNR TIPON YV OTINR N1 DRI L, POMVIR NPT YINAY TYINA PYWIN
7A712) P87 19IRA NOYVIN NR PTIA PWIND .N9WIN YV NPHIR M HY 51290 NdIWYNa
PYIND PN (TWH MPT 3-2-2 YV I wIana) AprTan onna .(Online) nnr
DR PWINA DTN NPPTAN DINA TN ,NPTAN NNRN 12 25WH DRNNA D12 NMIRNN
WINNY 2P YONIVIR 19IRI NYRIAN NPITIN I IRISTIN NNRD NPAIDN NPITIN MRNIN
MY YINII ,NPITIN THNNI ,TNN WV 2Yam NP TaN JTIRY TTIA nHYAN N2
D020 DMYWIIN PYHNI) RO HY NV MIANYNI IR NPYTAN YXRIN T HY MY

DMVNINY  DVNVNY  KMVNN HY  DHIINT DM

BID Hp -n 9won .(AYnnh nIimn noiynd onmndra
NROINA NN HY axin nraY %1900) VP PYWIN N
PYWIND .NTNN NIV RH) MYPI WINWY NN (RO

H.pylori -n p1om it %Y ;vwh ,ovnd 1101 ,7rn

5.8.1.1
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TN Nrpw nYann 012 noy (BreathID® Hp Lab) n7ayna npr1ab vwon
mn2IN PON
13°0 2016 72NN N2 MRIRA PIPVH TVIRY 19207 *T HY NMAY 17PN PWIN

IR (NPYTAN PINA PIN NNR gt ROW rnT) Offline npr7ad wnwnw wan
DTN MTaYna [pnn

N9YINN NN INRY N8Y PTAIN VN THRY NYPY NYWA NADRI NAWIN NYIIN

NPT NPPY) NP MR 25w MpTaN MnSwr nrpwn (Urea BC) moomrrt
(PTIN VIV PNIRN MR TVIND DY 149 TP NPPT1 MIVORN N17aNN INNOY
2NN MpmMN jna NI mMIayna

oV MLYMOVIR NP*T2Y TYYPNRN Auto Sampler oy ,PWanY qona NYHd NxWwNn
5w 17 99010 MYXIND MTIYNY 5910 NING INNM IRP (NPT MAIIN NV NIPY

(High Volume Testing) mp»1a

H. -0 p7on PNary 2771982 D1 719900 PIVN 10 MTIYNN PV ,17ann nNaIvnh

TV NYWIVWH HRINIVIA DY ,NIVA MP*T 11971 NWI 1IN P HY DY T pylori
79NN1 915 YRINNNY MYY NIINN NIPHAYY HRINIVIO LMV MPITA YD NNNY
1PN DIvn

:172NN YV NT2YNN PYON

—_—
| BreathlD'Lab

QPOR TNXY NYPY 1910 Np>1a Ny (BreathID® Smart) 19911 N72yn 1°wan
mn»In

nTaynn Pwon BreathID® Hp Lab-n 9y nooian BreathID® Smart-n 9'won
N2IYNnY qoNa LYnY 1IN HO NR 'NINY NIVN2 NIAND T YY ANMAa JvPINN

nYYY W I L(POC) nyvian MRAINA PV NTPRNNY NIIYNM NTIYNN
NMIRM2 NIMIRY MRAIN ,DDIN N2 ,NNVP NYNIR MTIYNS N 29357 Yy nvnh
DN PAoN DNY PRY IR ATIYND NN YV nNamn RYnNY DPIpT DIRY

AMpnnY

-1 97205) TNR 1202 N9MWI MPITA 4 HV MY NIVARND MIVPIND NTIYHRN NIIYN
YW NNYVIN MNAT .IPYVIR MIIPYNN RHDY 97871 YONIVIR 19IRA (NTAYNN NIIPNA 10
AN AMRND MPTAN MINYVI NPPYM L,V PTIIN JPYR NPPY NV MODRI PT2IN
5w NPYT2 MY IMRI NVHANYVA NIVPIND NTAYNN NIIYN .NIIWNN MYNNNI

.3 9% 0719 DINANY NTYINY NTAYNN NOIYN

:JOPIN NTIYN PWYIN

5.8.1.2

5.8.1.3
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BreathlID® MCS -n 9'wan 5.8.1.4

5V MR JNTA NN ,OMVIR NPT YINAY NN BreathID® MCS -n naayn
NIVARN T NIIPYN .APWIN HY IPDIR M7 HY TI19M YI2YN NIIYNI DIVNR TIPaAn
NPT PN 19IRA INVWIN DR PTIA PWINA NIHINAY (MYY 4 -3 TY) NI NPr1a

TNRY TN NHYAN NG WIY P HYOMVIR 19IRA NYXIan Npr1an .(Online) nnr
IR PYTAN PRIN T HY MINY MNP PIXIAA APrTIN THNNI TR WV 2Yan ,nprTan
25%Y DRNNA D712 MIRXIN PN PYWIND .NPPTAN THONINI RO HY 1YY MaNYna
NPYADN NPYTAN MRNIN NR PYWIND DATN ,NPPTIN DINA TN ,NPYTaN NN I
VINYY VI VR T NIIVNY OTIY TN NIIYN AN 17NN ORIDIN NNXD
NN NIYNY DNINORL DMIVNINI DVWNYNY HYOI0NN HY D9IMNINT DAIMma

.nonnn

173200 WO Hw pnvnovn ooa 5.8.2

13C/ 12C :pavn DN NPV NTTN RIN 19ANN 1PYWIN HY NYNIVN VDAL TV PIPIYD
7N DNIN I TIY? ININ NYINY N0 ,1VIND MYRNR ,NPYTAN NYNN INRY .Np*Tan TIRY
PIIRN 12V 2A¥PN DR PYWIND MYRNRL TITNY 102 BC-2 1m0 amnm nya 13C-a ymonn
PWYWINDI NIHDINVRA JANAN TON 1%-3 MNNN 1BC YDVPRITI RYN NVIDRN .ININD NR PIan
mnaa (M2 NN MPNBN NNI2 AT 1/1,000,000-0 DNAVPN DMPVYWA PNANY NN
TAR 93 VR 5109 19NN D12’ DMIR DNV DIMIN 790N DNRYP NI BC-n MNpHIN
YNIY DVPINY NPPTaY DRNNA N2INY DANY VXY INR PR SV IMPYa NR PTa DN
2¥PY DRNNA 1WA DPIAIN PIVAN MIXIM L9132 TYINN RN T HY PIIAN ONIND 1NN

N

BC/12C 5w 7% o DTN
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[A10nN MiInn 721D

A 4
aQaix DN7 0 NMNY
nI7vo nx yxa’

JN'on [IN2AXN

- 1'WON NIVXNAX2
170! Y N1'N2ABID
onw 1w 7713
nyinn quawt3c/2C
791000 T2V

NODVIAN ,5.205.20 G*YDA TNRI DIV T’ HY NN ,DPWIND DDA NNRNN NTTNRN NIIYN
MNPNRNN TNR 9 .DYTINY MR MNPN VI VINY NITYI NNOWIA 1131 YV VIR AN Y
193 ,NY02N NNXIPY ,DINVIPRAN TNR T HY NYYIY (D119 INITL) MIYAIR NP VN
-m BID Hp -n »9on .nnwia 9y0IrR 93 YW 1130 Y 1yasn ,oorRNN R T HY NTTMY
VINY YY DDINNA NYYIY 92T UMVIRY P87 (9IR2 N9WIN NO'RA D) DTN BID MCS
VY 1WA DPYT DMR DR DNR JRI MATY IWARN VR PYWINT TN NNND VIR RN
Mo oY% BID-n noiyn 0011w 0wInn L,qona wVaIRD NoIvnd paynh qIory

JINR AT NPLIR DIYRIND DINNMINORY

:0N DNYPN DINNNND 119 HY BID-n mayn Y¥ 0»1pyn mnin’h ,n1ann navny

N2V NPT MYRNRA WY1 BID-n n>Iyn myxnka npr1an »ivoa — nvva R npr1a .1

lalvh]

0NNYNY IMTT MINIS NYp NN NPTl 2

MY ,AnR Y32 102 wnnwnb o ,mavp Mayn 0 POC-1 ownnwn
.7annn TN

na mownn 3
IR ROV TIVN

- (Sensitivity) mw7 100% N9ann NIYNY .onnnan nmax BID-n Yv prIn nmy 4

.H. pylori nn»ra (Specificity)

N9 99.2%

JIRNIND MIYA TIIXY RO YV NTNIN IR NIIDN NIWIN IR YT NVNT NPR NIWNN 5

N9 N¥MHYI MYPI TMYRNRI NPPTANY ,NVIVY NOMVIR N2Iyn R0 BID-n noyn 6
.NP772N YXRINN NAINN NIVIN DVNT NIRY TNR

DINN2 M7 MpP 72Y Nand INTavLed YNwH nIvyrnn nnr nayn X0 BID-n nawyn 7
729 919910 NoIvn

%7 » DNa DMpna oy M BreathID® Smart -y BreathlD Hp

Lab-n noynb 8

21290 INRY DNYIVH DINR HY 17 790NN NWIN MNNT NR qIORY

MaIYNN RYS JOPIND NTAYND PVWIN NAY MPPTL 4) G811 MP’T1 10 YRS MIVAR e
;NTAYNA Yann

;MIPITA YV 27 790N TWARNY NP MNN DT e
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MIVAR DYIIM MIT ATYPN2 NN NR DYVIND DNPII DY NTY NIYnNn e
;NMYVY

;NTIYNI YTINN NIIPYNY MINR DT PY NN e

;2IVNNN MY PN NMINAT PN e

JOYDIRN DY 14 TY MINNTH NR PIT2Y VAR

NPAIN ,NVWPIAND NP’TIN NDY DRNNDY NIINN MPWIN MPYRNRA NPT Y9 YIiva TNy
:TINY NI7Y

NNIND MNP TN WVINYY Wl TNPR (1) :0HIN NIMOX MNnra Npr7ay nxwvn 5.8.3.1
TNPRA ,0I1093 NN NIAND YV TTINY PNDIO0 MPRNRL .0»PMY nnnn
AN (2) ;NPYTAN VIR TNRD NVITIN NPNYTAN NN GRNN NPV NPT NIVARN

hlakh!

MINan IR (Mavn MPINY 277IR2) NYPY N1 (1) 1PN NT7ayn npr1av nxwyn  5.8.3.2
1M ROMIN NROINA NHIND VI JOR NP TN VINYYH L,(MADI NMI*TNIY HRIWII)
.PYTAN 90N (2) ;11N NTAYNI NNYaAY MNYw

N9WIN MpPr1a .12C-1 DIMDNN DIMN DN MITIPL VIN'Y 1Y) DNA Np>T7an Mmn 5.8.3.3
10N RIN (MNAY) TNR DIVR DN MYIPIIN YV PIS INR APYN HY ,NRI ,MODDIAN
.H%7 19N9 DIPNa 1IN HY 13 NVIOR

990N YT HY NP MIMPD YV NYVITIVD MYWA DIXYHR DImonn omnn 5.8.3.4
RN T DINNA 192NN NN ,NTANN NPT 2VNY 19N NATPR ,1"NIRI MIan

(""CIL™) Cambridge Isotope Laboratories Inc. n»p yn nnannn Y» na nian
N1 nman 9 (5.9.2.1 @Yo X1 — CIL nRn n7and mvw 1pwniv waIn ooonY)
,172Nn Yv ANy 2vmY (Isotec) povIrR Dwa (Merck) pIn nian Yv RpPIINR
-UREA) »m%»a M0p21p°%0 1INIR Np>Tad smy»n amna 'mv%y 7onn ovd o»p

AmINn YV MPavn NN IXMY PN NIan Yv nmyann apy (3C

192N2 NMINNIAN INMAY T190) 219°Y1 2377 MYNN DINNa Mp’1a

12 19IRDY L0 DYWY DPINY N2 NIaNY 92N 7150 DINNA MYYAY 9% 91951 0T TYInY
DYWY DYWITIN MNPNN NIAN NIANY 1ONIPY 9% 91931 N2 NN MPYaAN DHpM DTpn
T1x% BID-n novyna windw mwyo 17ann nmaa ,(5.9.3 9PY0 IR7) DN DAMwn

2725 MYNN 72002 LI19°0 ONINM 2PYN L,INAR

MYAN MHYNNI Y900 NNM apyn ,pnara BID-n nayna vnnwnh narvw n1ann
935 ,0°01WN DMV IPYY DN DTYIND 23D NI2ANN MY M I (5.8.5 NIRI) 1HNHY
DYYRNARA ITNY’ NI2N5W 2% MM ;7151 TNY N1 NMIN YTM DY 0 IpwrY
TN P2 10 MSIAD 191 DWITIN DNANM MPrTan Y3 Yivda JnxY 1Y DWwITIA DYI0IN
DMIR YW NNYX¥IN NPWNY T2 DVWH DWITIN DPPNVYIIIN DNWIRA NYAPY , 00NN NNYRNY
IR MINR NIIYNIV 1Y P2 1PV IRYND? R D 79% M1 1IaNN NPINN L1 10D DMWY
PR 1D M IPY MIMT MRNIN DWNY 00 N0 IMYRNARI INY MOV MNT mmT

.ANYRNA DN NPRPILARD 93 HY HPN MNANY 1INV

:MN’H2 DYIY PRI DININD MTIR DMV 197

5.8.3

5.84

5.85
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N3N
TIRDN n2yYn
nmY ona | 9271 TIRND moy TR TN AR T MR Y9 MMan 159 hPRihinh| ESTER) 5
MR P | DOND TN | TN W YT nnbwn 12PN 12 -2 nmax 1122 'R1970 RN AN TV ,m;m
Yv nmna | Ivnn v WRNIVION TN AR | Naxn TVIIDM oWTIN NI IYINY MWININ R
nYap I nanpn PHR NYIND AP mnaa
NN mmaly
PYY
ERE)
MMOIVIIRIN
27981 m_:u];::x
]
nwn9) nYoYIING
nann 715 %91
n7any oMmT DNYY 075810m5
PR Y31 n7any YRV N oo Tonn Aonna MNR 2pyn
n27yn R P31 (N911RI n2wan 17 0MoN ! 7121 5N
! non NMY "op
onni 2N 72510 Y0 1NN unx-'r: orpa 9I°wa 07”19N D"?U‘lll'l NNMY
nni monny | 20%-01 I 9y 2020 BMS o BMS ny nwa nemn (NAFLD)
wn P 7190 '9mn BMS » 1onn NASH-
noxn MY nl-n o
AYDIYMRAN mv::
= I
117,">m 16.53) YV NI
(2"nIR2 VR
-0 Y10 mann
.NASH
hivzh!
n7and IR
! 5 NNVRIN
PR Y27 many n?:\z)r?;: v 50
N3N PR YI7d nYaIRI 450~ oK 2020 SPH nnor BreathlD
ona DERIO] WR NN aHR v 5 PMA nwin non »na Liver T
nmy nonnY 277783 917 2020 b1 NASH Iver Test
7N Y nan
naxn VR
FDA-nn
now 5.8.6

NP*72% DYNN MMP HI 27pa2 DPTAN HHI MY HRIVI NYY DY NN NPT 20D
NAWIN NPPTIY MY MIana "o TP 0P 21”7IRa LH. pylori -0 p1om nYY naws

92 Syn DMIRY IpYa nYwnnn nnvann 11nw ,Medicare .H. pylori -n p7n pnard
NPV MYVAN MIAN NPV AN .YNINNA INT 75-21 NPPTIN NR DY NOWN 65

D20 Y9 YY 191 NPTAN AYXaNn naw (State) N1TRY DRNN2Y MY’ NIan Y3 "ay nInwn

V220 MNanY mTaynn pa

NMPWYN 239 19ann NMYNN 13 ,BID-1 N5I9NY 11919 NTYPN A1aNnY mw»n 5.9

BID - moayny M/wan mMyenra 1wy mpria Yv

NYNI0N YY AN P2 ,MODIANA NIANA NPT TNY 219 1IN YTN RIN NN 1201 VNN
LY MI2Y0N 0D YINIA N RY .PIVA DY MYRIND MNPPN MP 1IN N0 YY) 7Iva 0Yn NP
MY IR DYP IR VTN DAININ NPNYNI0 YV APwN ,DPNYNI0 MDY IR DMIY NPT
(5vV2Y 9R IR) MIVYY HYYan ,NYY PIPVYN NVIVORD NR N7INN MYN ,0MNR DNINNA MIYN
-0 N2IYN T HY YXIND MPr7an YUY 0291Y HYAN IR NVN MOVNANDT MNY MPrT HY MpYn

YININ 11 RY .MM IR MmNk mpr1a BreathID® Smart -y BreathID® Hp Lab ,BID Hp, BID
IR DPINDN DR DINMIYWIN 23 ARINN ,DP1HPN DMDNN NNOYXN IR NNNTI DINR DINYPY DI 1 RIN
NPINN2Y NPTN NPYY IR MIVIAN MIANN MY *TIP IR DWITI DYV DNWIR NHAP R
10N DVNANND TN IPID PN L5922 VNN’ NIANN NN 2D MRT Y PR .MOVNAND 1NN

0991

117210 T Y MPYTIN MPYWH NYIPTN NIINN DR NDIND nYav 19nY

npvn

2020

MY 2N

np’Tan Mo

NNVRIN NOXNN NO
2020 MY Sv

PIY? IXINN

0IINY Hapna

DNIRA DYMIPNN
PIVN INIY

FDA-n 1 %Y pvwh MR nvap
self decleration CE — nayyra

5V IRXN PNARS NPT
-1 H. pylori p71n

2”782 BreathID® Smart
917NN
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H. pylori-n p77'n YW IR¥ND PNRY NPrT71% DIV

,7292 277982 DY MIYRIAN ,MINY MY 1IN0 YRR 1YapnnYw 0aImb oRnna

277732 R¥mM) A 90N (H. pylori-n p77n PNarb nmwna XY MprTa YN nwrwd
21PN DIV TONN2 MIPYTR 1N 8-37 TY 1D NV TRnn

Mp1a nR PTnw Guidelines 7aya oo 277782 NNIVNIRITVDIN IR AN
PTONN PNARY NATYIND NNAWNIA XY NPT ,N72NN T HY NMOY NONN NYMVIN
MpP’72% 90N DT MPITA DIPNI NRM) NINIR MDD RYY 55 K75 Nnnn 1»IYIRY
MPr7a YRIY VIR PONRN TV .60-D POMIND DN NR JIIRA 1ITY ININRY (DRI

[PPI) nax nyand oo nnphh owan mwn nav H. pylori -n p71on pinard
2270982 MPTAY HRINIVIAN PIVN NR D22NIN YR DINITY

NITNNY NOMIS TYIN IMRM ;2010 MY 2”N1IR MINRD DIVPD DR APPWN N7ann
TMNIRD DIVIN DINNA NINDN MY 172NY 0N 277N MPINN 4PN NOTIMN
801 NIV LIYNY VAN L(DINNA NIAND MY 1%INY NPMINN JIIRY)

59.11

5.9.1.2

59.13

MR ,PIYY MIAN DY DPRIDN 19010 HY 19NN NNNN ,DIVIN PIYYY MDA XY TNINY
:0IPPN DNIDNN VIPA 19NY .MITIYN XN ,NPPTIN NR WHRYNHN TV 1IN

:(Urea 13C) »my» 90N npaorY CIL nvan oy naoon

TIPYIN 1NN NPaoR TN CIL oy Divna N9ann NIVPNN 2009 IR VTINA LR
NPT JIRY BID-n nyyn myxnka winow nwyi 12w ,npar nnxea (Urea 12C)
H. pylori-n p71n Hw RN

TIPIN IMINN DR N7anY paom narn xrn CIL v papy ooonn nwona A
YR Amnn 2 na»nna CIL .Daona wapivw My»n Imnn 2»arnY ornNna
(GMP) ymx» 1918 7272 FDA-N mw»Ta Tny’

TIPIN IMINNN 1Y NYWITIN NNINNN Y5 R CIL-n wioan » narnnn nann

,mRa CIL ra%) 7yann marnnnn »1739 9an .0%yn »ana Y32 1vinw 7Ny
TP 1NN WIIIN NVN POD DY IWVPNNY NPRYI 7NN 172NN ) DTINA P2 DD

99N 1% YW FDA-1 MR nYapy mnda 71X NRN TIVPN IMNnn 17p 3.25

VTN TYING .NIVN PAD IMR YW MY»n amnn oy T BID-n nayn pivw?
2IVN PAD DY NIVPNN DIV NIaANN

TMIY N1YAVY INAN TNXY TIYPN IMIND YV TN PN TNR AT THIIND oY LT
DNV WYY Yy

TV NN RIYY  WITOY DI R Y Y »wnb parnnn ann .o
JTIVYN NN TYIN 1OR TYN NTRY

M0, *TYYa RY) YA WYY 1YW A1any npxyn CIL ,ooonn SYw b nnn )
YW NI¥NY NPAR YV NMNENN TN IMNN N2ANY L(DMYNN MYYN NaInn
N9V MPYT2 YINA TNIXRD NIaNN NPNYNI NINN MR NVHRNYAR 103 ,Nn1Yav
nPYavN NR XY JPWMN RIND DRNN2 ,IPRYI 192NN .00 MyNnRa
179aN70 .02 DIPN Y921 ,NNYON N MYRNRA ] NNXYA 10,01 YT DY VINwa
VYNY NRN ,NINRI NHDPY PVIIN MO MV NMIVYYI Paynd IRYI NOR
NN WINYY TIN MAIXYNA NIANA N2Y NPLIVA NXY TIXD WITI 2T NTNA

.Do0NN MRMNY orNNa ClL-n n7ann » 7 5y w1 *My»n

5.9.21

501

5.9.2




22

DY TY 19PN TINY’ DIDNN I YIPI 2019 INIIAD WTINN DIONY PPN NoNa - 1
DODNN NIIRNA (DY DI DPMY TY HV NIIRN NIRAIR DY) 2023 JaNXTL 31
RY DIDNN .2023 MY ID TY DINM MY 7TH NI2NY IPNDWY NINI HY DD
1790 YV NIPNI VYNY ,DITIRNN M MT HY STIX TN 1IN NNWPY IR NV1Y NN
MTIR APTINA NN DY 90 TN MPIN RY TWYR DIDNN MRND YV IMIN
17YP N7ann YW ANYan DR ,NaNY DAININ Npoon 1YY rwy CIL .nvoenn
nian Yv na nyan &0 CIL nyan .odona vnoand CIL-5 nmmnn obwn 'R

PaY R HY .277IRa nIann YW gy nannnn — Otsuka Pharmaceutical
NYPOYN NMYNINNA 112°0 DI W MIVPNNA 17aNN IR ,DI0N DNM) DITTNN
DM’ RY NNV 120 YIN 13 MIpn Y31 0rMYN DPAD NIWINY NYHYIa RIM

27705 CIL ny poonn

WO PAD YW MWR DIV RAWYY non poar CIL by bionm nTna

TIRN YN PAL NIWIN 3 NN 17ann L(BC Urea) »my»n aminn npaory
A9T 9OR RN HY MHYYL ,INTIVIM 2NYN PAD NNR HYHI1D — MWI TY

DTN PNARY WHRVYND TV IMNN YW ren paon nen CIL mTn Tymnd po
192NN MON Ny or Ny mind orar nr CIL .H.pylori-n

:NY22V NIRY NNIY NP2 NPT NYVYN N 1’AY 1ann Pa noon 5.9.2.2

1909) N”pa NNPIT 1PVYYN 1IN 2% 192NN P2 DI0N DNN) 2008 72NNT YTINA LR
191N2Y 179200 NR 1IN NP MIRDY XM 1IN NN NN (N -

H. pylori-n p77n 59 IRENY NPYTIN YINA TNRD ,WITIN MTIYPN NN HHI»
1IXPY NIV LY GTRN YN TR L, MTN TYIND 1101 .072NN PYWON MYRNRA
N2NNN L1917 .00 WYY HY TMY DT @PDA MNRI 1IN T HY NIann Ny
NN PPV NWIRN NYAP TNIXY MYITIN 19AND NIY MNY MPrTa PYXIAY 1IN

720 MprTaY rmyrn

oy Y3 My Sv nopnY UMVIR WIT'N DY DY 5 Y 19pnY Yapl ooonn .
,02017 DRNNA .(MNRI IVIT'NY INNIDN IR HY YRIN PITY DITTNIN N0 DR RHN)
MY¥NR1 ,RIY D20 YN ,00000 Y1022 HY 1INY YT7INY Mot Ann fand
NAPNNN DY AYTIN NN YV NIpPNa LWRIN DWTIN 3 N2 AN’ YN nn
MMNPTINN 133 3NN 127 1WRIAY MY 1232 DMYWNN NR 1INY DHwH n7ann
2025 MATh NN 1IN .N9aNN DY DIOAN 732 1YV 1INV HI1VaY NN mva
19N TIRIN DIONN 1AV NIPNI WRIN VTN 12 YW AYTIN DIONN NR
D20 DIPN2 DIVAN NR YVAY MITH DITINAIN TNR Y3V 595 IR YOMVINR
MR TYINGD 1Y (T2 PI9n L0 MPN ;MPIN RYY NI90) DIDNL I0NOY
.2020 97981 30 DYY TY TIRIN 1IN NN DY DIONN

Y2 NIMYN NN ITIVPN AMINN NNVY TN PADA NPN IN MTN YN 0
MY%a ) NIWIM M5N PAD NIR HHII — YXM NIV TY TIRN 19N PAD NIWIN
97 285K MIRND YNNI HY

:H. pylori-n 770 YW IReMN INAR DINNA AN9N NN 5.9.2.3

H. -0 p7n 5w IRXDD PNAR DINN2 YRIWA AXAN NIDN WA AIVPNN 1NN

:pylori

DINNA YRIWA AT PIPY NIaAN 2% 17NN P2 0O0N 0NN 2010 PIN WTINa LR
IRRNIN NPT TNRY 7NN T DY MAINPNN MIIYN KV SRV MIPWY ,NNIRAN

mM2IYn N91nY NNNMoN NYIYYa NY2R NpNwna nann JH. pylori-n p7on Y
ORIV TIMI NPYAVD DR MIND NYNIN NNPPY rHan) HRIVI IMnhva
TINYN NI2NNY 729 19190 H"N NYIYYAN ,DOTINN P2 DNMY DODNY DRNNA
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RN DAY PN .020NN TYINN DWTIN 12 DINN NN YN mMIon Ty
AP DTINN P2 DIONN .NVIND NN PPV NIAN ATRY DIONN NRNN
935,900 12 .MADN DY 3 YV NAPNY NIIRN MIVAR DY DAY 5 YV 19pnY
nYHYR MYN MINR RNY 120 YoN ,010 1T2Y DODNN NR RMANY MOT TN
DR PIPYN NIan N7°ayn 2015 MY 15NN WRIN DM’ 90 YW anda AYyTna
D»p PNY DIONY AMTN DIDN DNNY NTPR NINR PIPY NI9an5 Anna ot
16 DYY TY 1°N WTNN DIDNN YV 19PN ,MTN TYINY 1191 .NNVRIN N7ann oY

.020NN DIN2 MY YW NOUNMVIR 197X DY 2021 ,IR1I292

Moy Sv nIR Pad nvann Pa PIw DIOON DNM 2010 N9 WTINA LA
172n% PAVY N72NN N2PNNN NN L,("MPNYNI 172007 HRIVIL NPVDINIRYT
TNRY WRVYNN HIPan NN HHII N2 ,NaNN T HY MRV NPYYIV  NPNYN

,7172nNn w1279 narvnnn npnwnin naann WH. pylori-n p1m Yv aRenn N
MR T HY IPNWY MIIWPNI 1YW TN MIwa NHav 50,000-1 ,MNan Y3
12 .MPINN TYA DYATY NTIY NPNVNN 19ann SRIWIA npnwn naan
IR NYY? MY NPHIAVN KV 2197V IR NN LIPINY 23 17N NMIR N2PNNN
myxnRa H. pylori-n p1on S® RN PNAR TNRY TP NIPN pOHNI PN
WIN PV DION DNM 2019 IR0 wTINa .C13 v 17 NN TTIND PWIN
19aNNY N1YI00 IR MWD HY IHRMINA IMIVYA MNON 1aY orTINN Pa
9NN 75,000- 2019 MWY 65,000 HY TINYN NIANIN WIIIY NNNN NPNVNN
50 MONR WIYYWH NI DY DY WHRNY NN DIONN NOPN .2020 MWN

(D71Y VY 5”71D) NNR Y3 DYMY

:97PARY DY DOYON

NN SV NPAORY 9MPARY DY DIDNA NIVPNA D NIANN NYTIN 2017 IR0 WTINA

N30 9MPaRY .2”nIRa H. pylori -n p7om Nh noYwl mprTa MNda TNNY nTaynn
DNTPRN 17PN UMY MPP71 YV NanT NYp Npaonn 2771 1Yam 1an

H. pylori-n p71on 59 ymrenon 1975 mpP7a Mays oy DN D27 DYRIDT DIMINNY
MYN NNR PN 9NPIARY ,NIANN DY’ 20°0Y DWW IRIX DT MNNT NNYa

H. -n p7on pnary mp» 1a Sv anra 970 790n0 DR mMyxann 277981 mMTaynn

P31 DIDNN 9PN [R] 1D DNMIY DIDNN MY .09 "YW NPrTaY 5991 pylori
N9IRNY MAIYARY WRIN D2 90 YV 102 NYTIN INNY MAIVAR DY ,2020 RN VTINY TY
192n0 NOYI ,MTN TYING 1101 ;DOTTINN NNIDNA MADN DYMY YW 1.pnd oya Hia

MoIYN DRI DPYINA DR Pavn 11ann [2] ;97paRY DY DIOAN NIIRD TNNY
12 19IR2,N72ANNN MIIYN DR WIIIN 9NPARY DN DINN AP 1] ;2"1IR 9NPaARYY
D02 YY 9MPARY T HY YRINNY MNAXD MPYTI NIINIY DRNNA NN NIXITN YA
NPNYY DPYWINN DYWL DIMN WaPI [T] ;7NWN MYVAN YN MY oxn 1wmn
45 NNNY DWVTIN 12 YW NYIYYa NAPNY NNNN 9NPaRY [0] ;97parRY mTayna
9MPARY NYTYHAN NOPN THONN 12 19IRA ,NINNA NIVWIN DPYWIND MPNA INR DY
nTYYaY Na7NNn N7ann [ ;7252 17NN APYTAN MY NTAYNN PVWIN DR WIIIN
DXNINND 79DNY NTIYNN NIIPN DR NINON YINNY T2 VTN 12 YV 19PNY NNNON
D1INN Y99 MTIYNN PV IRYY 179N MIVAR AN N7anY 271981 MTayn Hv
;(DIN MYWIIHY MPNNN DIVN NN I2THY *9an) MIIn 1T Wapl [1] ;0781990
7Y , 020NN DY WP DTIND P2 NPIYNN Y31 VIYWN DIPM YNIPN 1PTN 1 DIOIN [N]
MTH MY 9NMParYY 19ann 1YY WY MPonY 271981 DPMIP POX N1TNa

5.11.7 YD IRT — 172NN YV 'Mn MPY 9Mpard nracn

:72°00 9NN Oy DOON

NV PO NIAN DY TYYI NXAN DIDNA 17NN NIVPNN L2019 VOMNIR VTN
— 190Y) (SHE:002675) Yantai Dongcheng Pharmaceutical Group Co., Ltd

59.24

5.9.2.5
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N5 (MYRYA TN MIIPY NTIYNN PWIN) NTIYNN NN YV nxanY (“Dongcheng”
{Mainland China) yoa H. pylori-n p1m

:1npYT DY Dongcheng Pa% nvann a2 oNMY DIOAN MPIY

%Y mooviann naw1 Mp>1ab Dongcheng 5v NN NYpavn YNN NYOPR .1

17VPN NINR MY 931 DPWINY MY NN ,M127Y ,13C 1OPRITI RY IR
2T NprTa YIvaa

YV NAIPNY MUMVIR NIIRN HY PN DY DAY 5 YV NAPNY Yapy poonn .2
NOPNA DYHNRPNN NWIIIN 29PN HY MNIDNY W DITINIY NTN1 MADN DMV
IR DTIRD PN 28D DDA NAPN MNPY DYVITIVD DNINN HPI1D DIDNN .NADNN

02012 VNANI YN IR RHY NN YV DMIPna

»189) WRIN 7177 YVNN .172NN CPVWINR PI MOIPA A2 DPNN YAIP DO .3
wann 1M (Chinese Renminbi) 'n1pnn 20N 21P1 MIIPN NN TVRI (MPADRN
n¥p MMpY Nay nwar Dongcheng-v maIyn Mnd HY DLINNA 27798 91T 1P

NYOPR PALN ,NYIPIV NN NIAND YV MY VIITY NPR MMPY MNNM ,0WIN
Ao MYy 89S nTaynn Pwon nr

MPNNN Y MRINR 1PNN NI2ND .N9aNN T YY VYN NTIYNI MIIPN Npaon .4

NR Y1 RINR RNN Dongcheng ,1°0 7IN2 .19770 D 1727 Prani HY» DX G0N
XPN MMPYY NMNIYa-TNn MIIvn Hv Nxann

RY DYTINM 930 aNp N2 NN ,DOTINN P2 NPYNN o1 Yypn TN D DI 5
MINDIAN TOIND MITINA2 AVPN NPIYNND D DD ,NNIDNA NPIYNING PIINY INHNY)
020N VNHANI YIM NP NN MINLD

,000N2 MYapn DNt Mnnda Tnyn Dongcheng -» nnana niann nayny
1597 277IR 9917 2958 700-2 YV 02 1NIND? DIVNY NNWRIN NIV MNAXD MDIIN
102 DY MWD axNY .0O0NY MIWINNM MY MW 2”18 AT 1N 7 - 3Y Ty
17120 AT TYIMY .1PMIIN HY N1 99511 PO NPOY a¥N HY 1YYV NYawn Nrnd nnwvy

.5.30 9°YD D) IRI .NAPIM NYAWIN 19IR NR PIYNY DTPIN TY I 1IanN

(YY) 1250 DINna Mw»?  5.9.3

MpNIN PR JPYNY NPYOHR MRXIN YY 2018 ,72021 WTINA 19aNN NYTINY JYNna R
Clinically Significant Portal ) CSPH jmnaxry »ona nH¥R 191pnnw noorovo
5w 17120 NR pava MYt NASH *9Ina 7250 7912 0T YnY a0 (Hypertension

DN TP MT IRT DD DVI9Y) DIN»PN DNIMIN 770 YY FDA 7R Haph nyann
172NN P2 2019 YN VTIN2 NWNO NIIY) ,(2018-01-112287 :RNINOXR 'ON 22.11.2018

9pwY FDA -nn nhann nwpra nnona (FDA-n) morpmAnrn marinm prnn mwab
DT PNY PNIARY YVDINRITA PYWINN YV PIY MWIRY NWPA 11'N2Y HAPH MIVIRD NR

o 9 omtpnn NASH Hmna (Severe Portal Hypertension) 9inn 715 7n
.Secondary Endpoint -2 13730 7250 M10232 1YapNNY MVDVVD MPNAND MRXIND
29PN MO712 NN Primary Endpoint -2 nvaYpn mrINNw 172390 90 NNt
nwiIn oxYY) Nrann nab arna wn FDA-D .mooovo mpnamb wnn kY TN
DIV RY DPYWIN MN’AY MPNA TN 19900 YV NIANN NIIYNY NRND L,(MYPan
5y nY*T nyan Y5 RYS nwpan nR pNad mna yan FDA-n .1a0 mbYnn 1o

.5.9.3.1R 9>»D1 MW YY NaANINA IRY .1YaPY MHanovnn

nann "N ow»Y (PMA) 711w nwpa nwind Moy na nHnn NIann MNRD NRY
9917 299K 450-2 TY YV MHYPA 2020 MY HVY NNWRIN NIXNNT V1IN NWPINY N1I7IYN
17INM — Y2APNN PIPY NWRY NYPAM NTNA .NIAND YV DYNRY MNPHNN 1MNNY
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TIT AR NN NN T N - VY PPV MRT Y PR D WIRTIY nwpan
22m YHe RY DIW?Y NANN YV TION NN DR PANY PRRNI NP IMYNYN
725 MYNN 1Y

mMavars (NASH) 7250 nHnnd mMan maan »p Sy oyXiann oMonin pun RS
DWMTAIY 17aNN 11PN 070N DMRY JUNNI MANIN NIRYNN MATIPN DIVIAY
799 NPNRY MMYY DRNND PMYNYN TN HTIN T2 MONN YV NV PNAR MNIND

PPOYY 172NN HY IMINN NYavn

Conatus Pharmaceuticals Inc. oy n%yan ymw o»non ,2018 72021 wNnNa .a

nYAIN NRNwN nYnnb (emricasan) noyn mnvaa lib abw »v9p nona ("Conatus™)
N7 YY YRIA VR 72P2 TID NPIAD IR HY YITR NN 710V Dvp 0YN N1y NASH-n
nYNo %95 ,2”n7IRa 1 11 0 (ENCORE LF) nonian .ovran nmian pnovna
N9YWIN NPYT2 NR WY DINR 54-2 NASH 51N 138 1annwn no2a Jaxvs apiam

73 VR PRINNI MV TYNI IRIAT 2PYNL 1IRVYND N1ann YW BreathID®-n 97wona
NIYNY 172NN DR VDY NAYVIN MPPTI MRXIN INYWIN 190X DP1YHPN DIVITRN
NPY72 YV TIRN .0PPYY MR DMR NN NN NN KV NOYORR MYYn
DONTIP 1YV XNV DPIHP DMD TN HY YRIN PIAPI NN NPIVINNL NYYWIN

.5.9.3.1 9*»o nanina nR1 .NASH »51na nrann nyxnaw

YA NTAY 192100 ,2019 92121 YTIN2 DHWIN TVR NY1YPN MRXIND H» MmN 9 Hy
nInmnNnY DIYPn orrYp DMPR nrn - (Primary End Point) »mpoyn nonn
DTY’N 12271 12 113 .nTpnn nnnw oy (NASH) mnphT »mw 715 '51n Yw onYnna

VDV MPN2INA DN R VWIN (Secondary End Points) o»awnn

WIAPI NN TP NTRYN NPAPY NYVDVVDN NN TITTNN DN ITYY NN
NVINY NDAIN MRXIND VANYAY MIYVARD NR PXPY DY MM 71ann ,wRIN
R WY ORN AT Y9511 ,2"1IR2 1Y MWR YaIPh 1IVNa NYIvHMT MNvIY
20 PIPY NMYWRY NN PHINI NRYMY DWINAN PHNI IR TI912 PIPY NWIRY Nwpan
NASH »5mna (Severe Portal Hypertension) 71nn »715 70 07 pnY 1narb ow»n

.DNTHNN

:7290 DINNA DYD YXIAND MDD NIAY PIITY 1902

RN moy oY TR mmy MR Ja0n 2300 N 9501 non MO DRD 5% oA oV
o”a mavw Yo v DN DO DpT P na DINRD N07N p¥ 129 Man
MR ™DN Yv Moy nonn oI 10I0XNY PER T yxany ona wHPN n1ona NONN RYM
mwaw nynn nonn nony nTsona noan yxan IND P50 Ya9)
BC0) M Imd [ noam noan IDE 18 (012
90 T
mmn
NI NprTa
axn PNaR T2 TIpany
7150 MBI NP
o “_’[’;;‘?;:21 Phase II 5V 1pNnY
BMS nian
Y Mnwva HavNd
PR T?'ﬂyﬂﬂ oY oy n%Ya apnna 1071 n9IN NP1y
mR¥In mnn n2won 1 man 19 250 1R ~60 vop IDE R apym | BEC- apnon
D2 ™y Y minn 2020 - nnINe wHoun m9mon | 986036 (PEG-
BMS 7970Y non 07000 FGF21
BMS REEPRATA L pnn nann b1 WYmVNY
nme nmwa nen nnn ,amw 113
npr1a Y 1137 D9
v nawin -1 MB130-068
mana MB130-069

(Acute ALF »m anR apym 2102 7185 Mpnn 9 oy nvys inwa

»DNN 2019 MY HnNa

%9 MINMIN NN MRRIN DDAV 76-1 MDD NIIDNA 1D Y190 7o .0»non Liver Failure)
DIV»7 YY NANINA ORI 2020 MY NNVRIN NIXNNN 120N N72NY PINY MNAXY IPIND qun
.5.9.3.15.9.3.1 ¢Py02
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:7290 DINNA 17NN NYYI DN MYW»D V1 5.9.3.1

NASH ’%na 1290 192 o7 ynb 9 Significant Portal Hypertension (SPH)

DTPINN VR (19 ,9IN0N ,07YNN) MMPN 90NN DTINN DR NIPIN DTH 'Y NN
725 NYNNA .T105 DY1IIND DTN NPAOR MNPNRN TNR NR ANNNY YHVNAN TINN TINY
NNINY YW 19PN 105 D1 DMV MNYON IR/ T192 pnY NrHY wainh n%Hy nad
PNY NIPINN TWVR MHVIAN NITPYNI M PNY NN NV AVP NN DT NPT .TION

DN 71901 DIMINYT 1A DINDD NXY 912 7290

N'NID 710 MYNN YV PO RIN TN PNY DAIPINND DHYVMON DTN DTN YNY NrHY
DY2)2°00 j1 D27 HY 'RINR YV DT PNY N’ L7190 NNRNWN DYI0N DIN YRR Y]
921pM PR TTN NNAN L,NNNON MY HYN VAN DTN PNYI IMYNYN 1YHY 01PN

.N9R 0212°0 MAIXIAY MY DYd

I R NI H2pn omnd T RN (Hepatic Venous Pressure Gradient) HVPG
TTMIY PNYN P2 DOXNYN WION DR NTTIN TWVR NNITIN NPT 23T YYD DTN Pnd
I L7290 DR DTPINN DTINA DTN DOXNYN PaAY 7190 YR DT 20 KHvNen T
qo% Yyn .(mmHQg) Navd " 10-Y Yyn Sv MY HVPG %7135 910m mynwn o7 ynb

9% DMI1INN YYVMAN DTN PNY I HY DINON YAINY VNN NI aNY Mt

DYY5PN DIMY?N N1 TI0 MYNNI D9N NN Y 2933 wnvwh v HVPG nn
ST RIST D190 HY MY HY MV ,D2312°0Y NIPDN NIV LPINAR DYN DMIPIYD

PP mow NPR SPH nm pnar ,o7pw nmao mianny MIan orvpn gmen mony

mYy ,mxd imTa navma arn (HVPG npr1a) SPH nmb ovn nnvpn npr1any
L1992 Y1385 D91 TN MIMINA WINYY 1NN INTIN 12NN XM ,NMAY NPYTaN
DV PI DY 3 NIIYN NIAND .APIPY NHIND DR NAVIN 1) TPRIST NIPININ NA»’NN
DR 59192 172 ,Ma) TN PnvY TYN DY D9IN N DYNNY DM NNNY 9N HY

Jmvnan HVPG-n npr1a

-N NYIN NNTPIN T15 NYNNI DHINN 790N MTIR INDIONNY °DWIN DINRNY DRNNA

INRDY ,DaNN PNIAR TIXY YO NNY ATYN NaANn YV NIvnn AwR DY) 2”782 NASH
DIVIN NNA PHR MHRINIVION DIDINN TADNY NIANN 17PN ,(DIRNN IRIGT D190 1NN 1IN
.Y TN YT AT 90N DIWIR 1Y NYAIRI DY 10 TaY2 2177IRa

21M199R DMIVP DIRY MY T2 NPYT NRIYNN MY 725 — NAFLD/NASH

AVRI MY TA3”2 NPIYI AWM DIR .TION RN 20N ]IV 12 AXN RN INY T2
DI AIRNIND RYY ;NN I IYAIN TWRI .TION NAIN INY IR 10% INNN 1MIWA NHION

N2IYN YW MYNN 132) DINR DMIT DN IR NMIOR nrnw (C ovvan nnnTd)
.(Non-Alcoholic Fatty Liver Disease) NAFLD nxapa R0 ,(N191a0n mYnn iR nonn
210 Ty mvnm A minwn on NAFLD-S omwpn o»ipyn oyiTn oninn
720 MYNNY Nrann maon nnNRY NAFLD-n nbSnn nR 1290 a%R myan mnnow

R AR
-7290 SV ANPIA NP9 IR/A T2 NPYT NNNANN IR NNYP IV TN MOIMN 20%-I2

72970 RN YV 0INY RN YWY NASH nYnn .(Non-Alcoholic Steatohepatatis) NASH
27290 7VIDY 12°0 DI DI MNNN R (DN'N) 713 NHNY MNNana

N27YNY) 27782 NYDIYIIRNN Y2II ,MININRD DIV 1NDNAY DPRIDT DMINRNY DRNN2
NIV TN YINN 20%-I7 73N T2191 D0 (NO1TRIY HRIWIA DT DIYIW-NIAND

R

]



http://acronyms.thefreedictionary.com/Hepatic+Venous+Pressure+Gradient
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DRNNY 7ann noavnY .NASH-n Y10 (27hIR21 WR PN 16.5-2) NYDIYIIRAN
.MNYNN NYYad pw ona RNy NASH nxivnna »naxn 57130 1173 07R197 DInRny

25%-9%31 (7200 Y¥ nnnw) nnn adnn nnnann ,NASH-n o9%2100 W i1 nxiapa
9PN TN ,D%INNN Yvian RS pHna 0ravvR NN DNYYN DVY NNIBN ,DINNN
JINNWA NYOINN DAY WY HY

noaya X0 NASH S 91 1nary ,nhann ny» avmd ,0vn nnvpn mIpyn 71T
L9000 11 7290 YW (7PDA12) NNNAT RO NPV NNIDNI NIVHIS NPT NINY T2
91019 0NN NIPD NHYI NNITIN,NIPY RN T NPT

mR12n on o Yy (Task Force) Tnvm nnywn nnx nnpn nxvan adnnn mMnow

1701Y XYY DVY PRPINRA MRMaD TIvn Yv (National Institutes of Health) »mx%n
‘9199 NN T2 DVH DPINY MIND WRIY .NHYNNN YV NWN RY PNARD D19%0Y 02977 RINND
PN YVRT IPIN DX RIN HRND ‘AN IRPINRD TION TIVR RIWVI 12PVH HRID NIR
77YyNa 7an XM ,NASH-n DINna 9aya n7ann o S 1ya JWR DYPYHRN DMONIN

.17aNN PPNOPITY NRYPNIN OYTRN

MNR PIITIN RY 12IRD ,1IPYY 1TIWAR?Y TUR MPITA 7901 YV DPIYP DMD) NYRA NIaNN
9 N9ann NYYNN ,NTANN NYXAY DYIOPN DMDNY DRNNA .AYNNY MAIN YV NYawnn
DYTNYN DMADIN NPARVNY DRNNL PPIRN 211720 NNV D7IPYY DMWY 11V MTPNRNN
DD YW MIRMIN L(RIANN NTPNRNN 12 719NN DIW»n N1Y SPH 7 mw»y qona nri)

:0”5p

mnnan ovvya mYimn marann mHan nan - NASH nbnnb miarn »nr apyn

MINR 2pYN PINAY 19TIN RY Pna orp RY MTn 1IN .NASH-n nbnnb navn oo
,MNAN 1120 RYVY ITIN RY ;I RY ,0IVA PN NNNAN 192NN .N9INN NYawn
270982 9T TINDM 1.5-3 HY LRINIVIA PNAR PIVY NANN IN2IYNY

- NASH >51mna (prognosis) o212°01 nin Y919 07290 PR YW wrRIN NN
NAONNYN DNV DD INIRAN NMINaN T HY WwRamw apyn mp 11y ornna
2V WITPRY MIN N21Y NN T KY ANMOY NPPTAN NHDY NN L,N7ANN GNnYm

79 07 5P HRRIVIAN DIYIIRA 29pa NASH-1 nbnn mnnannn nR¥IND 0”71
AN MPTaY IR NAIN 919°05 DIPIPTN TYIND MNSMTY MT0 MaPY

M (M0AY) NNNIT MRXIN MYRARI MYRIAND MP’T2 D3 ,19ANN NYT 20MH 1D PIN

nnnn nam R (NASH pnary Standard Gold-> ©15 na21n 1 mRow ,nprTa) 7200
25% TY YW NMIYL IRIN 1TDMIPNN .DMPNRNN 10%-31 MINAY 7131 WNInnn Yy nmme
MY Y0920 MPPT12 MNPV ,NIANN NIIPNY LIMY 71D NYNN DY 07N YDA
PPNN N”R 90N LY NIVP NPT PI DNT MDD NR YRIN RIN I DTN YV IPprya
npr12% TIna (Sampling Error) ax»m 1Ry RN 13T Hw M0 1w 199 5T 1R
93 5V PYVNN NYIPN O NR AVYNY NPNT RNV 22 PIN? N9VIN NPYTIY ,1PDaYIN
SV PRVISIVIRI DHTINY IR NHINAN HY MNPVY WA NYDAPIAN NVIY L1 NI .T2O0

(Analysis Error) npr1an

991 N 12 ,1P5NA IR INIVNL VNN R DIY TONY 19 N9 YTN NN RIN INRD
DYIVYNT DNWR NYIAP ;INYRNA DMDNIM MPPTAN NNYYN :DRAN DMNIYVAN TNR
INR D2apn Y NPrTa 0% NN N1PY DYIAPN DYNNIDV WMV ;DIVIN PIPY TN

219 TIP NYAPY MNRN DIVMY 792NN DD %91 YDVPAR 1D DON NN

1 Histologic variation of grade and stage of non-alcoholic fatty liver disease in liver biopsies (Janiec DJ1, Jacobson ER,
L, Blaszyk H.)

Freeth A, Spaulding



http://www.ncbi.nlm.nih.gov/pubmed/?term=Janiec%20DJ%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
http://www.ncbi.nlm.nih.gov/pubmed/?term=Jacobson%20ER%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
http://www.ncbi.nlm.nih.gov/pubmed/?term=Freeth%20A%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
http://www.ncbi.nlm.nih.gov/pubmed/?term=Spaulding%20L%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
http://www.ncbi.nlm.nih.gov/pubmed/?term=Spaulding%20L%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
http://www.ncbi.nlm.nih.gov/pubmed/?term=Blaszyk%20H%5BAuthor%5D&cauthor=true&cauthor_uid=15946428
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(D9 IN 725 nYnn) Acute Liver Failure

720 NYNN Y PRY DYINA NVP TID NPYAD R NNNANN 12 A¥N RN 19N T1d NHNN
MM ,2INPR 10D ;0%IRI 225WN HV I NN NPN I AYNND NYIVAR MO NNTIP
MY N1 1N 19IRI DITITNN YR D9IN 02901 DYANM DIYHRIN DIMINT 191 MADN

.N19INT 725 NHYNWN RYY M opY M DY DPYN DM IR

WIP TP LANIN DONTIYN DPIYHP DITTNI WINY MIPYXNRI YR DN MINR Apyni 01
JPNNNY IR NYNWYN YRS DRD NNR 012 NVYNN Yaph ondYh

Kings College o mn na Yw "R1990 1902 N72n0 07 HY YRIAY MWK 1Y) Ipnn
, D92 NOTN DYIND DAY T 1YNNa oYYa DYINN DNIIND TR RINY LPITNYa
DYRAY PPOY 9137 JUR VN TTH POINY NOVIN NPYTI MYRNRA N PONYY RN

JOR DWR D9INA 51900 HY NvHnna

92>p (National Institutes of Health) NIH-n »1> 5y gm0 277982 0inna Y2 »mpnn 9

7250 28N PNARY DN 200-1 DPRIGT DN 12-1 1Y MO MY FDA-nn MR
NDNAN TITN TYING NI .NIANN YV N9YVIN NPPTA DAY DIYOVIPR T2 9IN NPDIYIINRA
91N T HY MNNNIN MDA MRXIN .DHYNVN 76-I MDD NNONA 1013 HIN O .0PNON

.2020 MIYY NIVRIN MIRNND 72102 792NY YInY Mnaxy apinn

VINWN NR DNINY 2TN AR T DRPYTIRY MWIR Hapnn NTNa 0D NIMIYN NYann
MIVARY MYTIND NR 1N YR DYINA DHYHVNN 2”NIRA DTN DHIND NIV PYWINI
mMINvY 79 ,00Wp T1d KN MVONNN NYaP PHNINI DI VN HII PYWINT VINY HY

Acute -0 "pn 990N ,N72NN YT NN YTNRY DRNN) ,NP0N JOP DIYIN 190N TN THY

N195%N N1 NWIRY NPNY NNAX (MW DWIN DMPN 2,500-91 TNR) 2”nIRa Liver Failure
9951 7250 DINNA MPrTaN MIYa Yy

,ANORN PRI MDY I MNP ,NI900 TNY N9 DA YN NN RIN NNRD
217NV 72,1 NPYTAY MV NWY MWIR LAPNN DWITIN DYNVHVIN DNWIRD AP
JPINDN PIY NPRTI NYYA PINY NPT Y

DYHVIY NP2 DODIN NN MDA 5.10

:(A217 79981 DINMODN) 19T 1’0 2019-2017 DAWY 1ann Mon  5.10.1
2017 2018 2019
2}=10) mmn o19v mr D19D mpn
g y } mTaynd may
5,537 a8 272-3 8,654 aYR 372-3 9,850 q9YR 402-5 d
TN MPYON
388 27 97 13 46 12 v
1,657 DPwOD 34 1797 DVIN 19 1 378 DI 24 | DMWY BIYIN
’ maIy YR 35-3 ’ M7y qOR 40-3 ’ m27Y qOR 31-2 | 3 POC -n ;vh
yinn  DMwon
174 12 258 15 300 19 s
q9R 210 -3 q9% 283 -3 q58 228 -5 P Moy
1,778 maIy 2,338 moy 1,962 may 2"79RY PINn
- - - - 504 - Ny
- DMPWIN 73 - DMWIN 47 - DMPWON 47 "

9,534 may 9vR 517 13,144 ma7 998 695 14,040 Mo 998 695 2"no

(D12 NN RYY) “Reagent Agreement” NPDY NIIDNA 1M VR NTIYNHN *PWIN Y9 12

PYIN AWIT IR APPTI MY HW YRR MR YV AW oY T POC A ;wh Pwan Y» “nYan” nysn n1ann jnavna mrpoy B
"n2’aN" N300 RYY MITY NYWIT IR NP HY Y111 NINI NMIPY MNYRI MIAPNNN RYY RHND NN

(D132 NN RYY) “Reagent Agreement” NPDY NIIDNA 1M VR NTIPYNHN *PWIN Y9 14
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JYNVPITR MTY 'N-1 R GHYD IR NDIINA NIINN NPT MIDIONI DMWY 1207 VIVaH

:(9917 789R3) 1PPYTI RN NTIVIV 7Y N7ANH MIVIN NPYN

2017 2018 2019
7,582 10,548 11,782 2”78
1,429 2,068 1,606 SR
523 528 656 DYYN IRY
9,534 13,144 14,044 2"no

:(1917 299R13) 2”708 HRIWI DOVIV RYND 0D310 NN DR NVIOND 7YV DY

2017 2018 2019

1,046 2,239 3,493 YR
37 16 296 2"
- - 188 1’0

.5.28 9PYD IR ,NMYYA 2235 192NN NMNTNNDY 17NN YV NPIYN 170TV0RY

5.10.2

5.10.3

DINONY NYMPY 5.11

MR NIRRT NTIN mTayn :on H. pylori-n onna oy mann Yv mmph
N2 MMPIN 932 AVYNYY ,PIN MTIYN , D90 N L,PIN MRAIN DR TIVA NPV
MMpo DWann ,17ann Sv DI NINN NPT 295 0 I ORI 9190 N7

.07 YW NNN YRIY RWI DR 77NN

Otsuka America -1"nIR2 NNR D1IN DINDN NIanY ,n1ann Yw ANy avmnb

WNY L2718 MITayNn ;Y (5.13.35.13.3 @Yo IR7) ("Otsuka™) Pharmaceutical, Inc
:D7IPY DPYN WYY PYINN ,01N 192NN NN POHR TIINN 7IVN

.PIVNN 45%-3 1T mnnna (Quest Diagnostics -y Labcorp) nytaan mTaynmy e
277982 MPPTANN 25%-3 MYXIND MNTI MTIYN MIVY

MpPY7anN 30%-2 MYXIND (MTIYN 700-1 11aNN NIIPYNY) NPIIR MTIPYN NIRN o
.2"nIRa

DADNN D727 21V MADN MTIYN 1Y 191 97IPARY DY NNRI NIWPNN 17NN .
DORYN NYNIN 192NN L1921 .2"1IR2 NINNNN S M 7Iva npdn NR Ymnb roa
1YY NMIMPYN V02 NANTIND PTIN DIVIN PIPYY MIADI MITAIPYN DY DN

DOMON Y TIT DOINN MR NYIIRY NPT M) MY NIann nIom HRIwna
MY 5.9.2.3 Yo IR7 - H. pylori-n ow» DInna nx¥ann 'naon NRMY

NYD 172N DY YTPYA NXAN DION HY NNNN D N7AND NYNIN L2019 VOMNIRA 14 DVA
— 19nY) (SHE:002675) Yantai Dongcheng Pharmaceutical Group Co., Ltd nmay
7N 199 (NYNRY TN MY NTIYNI WIN) NTIYNN NIYN YV nxand (“Dongcheng”

{(Mainland China) y»oa H. pylori-n

:1npP975 oyap Dongcheng 1225 79ann 172 onMY DIY0NN NPy

RY 9YOIR HY Momann nawI Mp»7aY Dongcheng Sw n7men nopaon ndnn nYOPR
AT IPYTA PINAA NMVPN NINR MY K DPYWINY MPY 1NN MY ,13C r0pR1TI

5.11.1

5.11.2

5.11.3

5.114
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NMAav DYMY YW 19HYNY MUMVIR NIIRD HV PNRIN DY DAY 5 YV NAIPNY YA DIONN
9212 DODNN .NADIN NAIPNA D1YIINN NWIIIN 29PN HY MNIDNY W DITTRIY NTNA
ROW MIaN YV DMPN2 IR DOTIND 1I¥T 9Y DIONN NAOPN NP DPVITIVD DNMININ

.020N2 VAN HINM INAT

(NPADRN 21aY) WRIN 1P DIYVNN .NIINN PVWIN 17221 MIIPN 1732 DINN PP DIONN

9172 21 pwann nm (Chinese Renminbi) »mpnn »avna 13p1 MY 1NN VR
,DVTN AR MMpY May nwoma Dongcheng-w moayn mind Yy ooanna .2"n1IR
PYIN NR NYOPR PADN ,NYIAPIYV MNI2 N1aNN YV MY V1Y A¥pn NMMpY Marnnm
.NavN MYY RYY nTaYNN

q0NY MIPNNN HY TRINR 71PN NIANN .1IaND T HY NYYN AT2YNN MI2IYN NPOoN
YW NXaNN NR YL RINR 8N Dongcheng L0 7INa .77 DY 113y Prann YY o)
XPN MMPYY NYNYa-TNn MaIvn

IHNY RY DOTTNMN DI AP NN N ,D0TTIND P2 NIdnn o3 »yawpn PN 03 DooN
MIM1Y MMIRDIAN TOINI MIN22 2IVIN NPIYNND D DD ,NNIDNA NPIYNNA YIONY
.020N2 VNANI HIM NP AMNA

,000N2 MMapn omrnn mnda mTnyn Dongcheng -w nmana nrann noaynd
TP VPN 27NIR AT 289K 700-3 YV TOA ININD’ DIDNY NNWRIN MW NINAND PMIDIIN
.0201Y MYWINNM N'Y2270 MW 27798 AT Y9N 7 - 3

NYD N7AN DY YTPYA NXAN DION HY NNNN D NIAND YN L2019 VOMNIRA 14 DV
— 19nY) (SHE:002675) Yantai Dongcheng Pharmaceutical Group Co., Ltd nmay
P7N M99 (NYNRYS TN MY NTAYND PWIN) NTIYNN NIIYN YV nxand (“Dongcheng”
{(Mainland China) poa H. pylori-n

.N91PRIY ORI NNAN PNOON HY NMnn nhann ,qona 5.11.5

31 099 N0 DY 74 NNYY L0 69 HY TRY 2019 ,7anxTa 31 DYY mmph o yxyan  5.11.6
22017 ,720XT2 31 DY 1193 DY 89 NMIYYY 2018 ,7aNNTa

NYVINYIN MAPNL DI MODIIAN MYV AIINN MMPY P32 n1ann modn m»a 1)no  5.11.7
:172NN MDIIN Ton NYYM 10% VN

(A917 295R) 92NXTA 31 DY NNYNONY MY
2017 : 2018 : 2019 : mpbn oY
NPV NPV NP
10390 70 e nvIdN O e nv190 0 R
5,589 599 8,046 61% 8,770 62% amMpary
883 9% 1,348 10% 1,172 8% n"ya NTHRI
546 6% 720 5% 504 4% 2 My mpY

,ANNAN NP OMNN RN 9NPIARY DY NIINN HY DIONN 1IN MPYI 9Nparda Modn nand
.172nn MY %Y MNN NYavn HPa RIN ,IN1PI DIONN KV IWVINM VNN NIAND NN

DR 9a8 .12

:PPYTI RIN,0Y202 DIPIN DXIIRNY N7ann YW mMantinNax . 5.12.1

2018 72n¥T2 31 OYY 2019 92072 31 OVY
9917 2958 ny 1917 2998 m D1INIn
moy
npoya

383 8,725 191 6,475 noan
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- - 25 5 0’7vIn
moy

2,073 262,582 1,306 174,050 T
maiy

mbYann

PWIN

1,479 62,060 1,545 80,585 nT2YN
- - 464 - NR
3,935 333,367 3,531 261,115 5"10

7285 DA HPIGI MION PA2 DPMNIN DMIPY IR D910 19202 192pNN RY MNNRD DIYY o2

.D”0)2%90 DITYING JNNY NN

12981 101903 N9 NAIPN 299 MP9a (INT 299R3) N7aND SV MInND 1A% !1a vy 5.12.2

:2019 721NT2 31 DYY

2019 -4 pyan 2019 - 3 Pyan 2019 - 2 Pyan 2019 - 1 pyan
917 2958 m 2917 0908 m A7 2958 m 917 2998 m DININ
may
npoya
47 1,525 29 825 60 1,725 55 1,650 nYan
may
360 48,000 368 48,000 283 39,000 295 39,050 niviak!
moy
moann
9WIN
159 11,215 182 5,915 409 36,765 213 7,870 nTIYN
- - - - - - 25 5 0" PYIN
116 - 116 - 116 - 116 - Ny
682 60,740 695 54,740 868 77,490 704 48,575 2"No
2021 MY 2020 MY
A7 2958 il) a7 2958 n 07180
moy
npoya
- - 23 750 nYan
moy
moann
WIN
102 3,540 480 15,280 nTIYN
102 3,540 503 16,030 2"no
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DYY 192NN TV MINTHN ' HY 1PN DT JOP PPD 1YV YAINN MINTAN IIXY DDIN ) INAY
JORIN MY TY YV N9PNY MOIYn YV Mant Yrav onami oXann HRIWI 12019 ,120NT1 31

1R (Reagent Agreement) ma0w MI0NN 1IPYI 20N NINIIN TN PO NMAN MNIRA
.02Y PAID DIV MIIWNN PHNY 1Y’aN MRPOY

D MIRTN Y3 PRI TNY 219 NARD YTN I ,NIANN HY MINTAN 92X DN’ T YDA 719N YTNN
1M MTTPN MNI NPNIAN 10,1700 YV DPYHDIN MMTI 1719V TYR MPINY AN WNNN? 718N
S0 1YIN MPYAN NN MNAR NPMIIN IPY 13 PPNIANY NYPIN 1IaNN L1 19 .JINN NINan
IR AT H93Y) TAIRND OPOY MTI VAN TPMIMPY DY MIVPNNN INRY DRNNAY TIRNN
TPRY MAvIV MINTAN Yapnnd MmNy mnNaxn moidnn 3y 9 ,(NTaynn DIw»Y mon»nn
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NP YT HY INMA INVONI NINN RN 8821 NN .NNIVTINN MIVIY 1PN DITINN
197 NINRN AP 0T HY DAINVNN ARG NN L80-N NNV YRNIRN HNN JPTIR

,INY MYPa wNn 8821 N3N nona .BID-n nayn 1996 mwn Ynn AT Yy nnma
1791 7P N’ NN NTI9) 1WP Y3 IMON NMIPNM 8NN PIN 18-5Y TURD

22017 MW TY 2009 NMIVN YN MINAN NM”12INY YWRIN PTRNN NN 1YH NIanNn

1°0 2019 921¥TA 31 DYY DIYNN DIYVYNY NMIVTIND MYI 9% HRINID M2PNNNN TO
A21PA,2709R AT 199N 11.2-)

DY9I0N ,MIAPNNNI DINN TWR ,2009 ,IRI12 1 DVY TP YVRIN JYTNNIN 1Y2APNIY DIPIYN
ARNOAN YV DrNpnn oRINn 8% TAS 20 mRIINY oRNNa A NNY Mannn mMRNYNI
172192 2VNNNA NRT L1120 NI0N N?272 WINYY TIN WP 0ImIND "IN 1170 ,0RNNa
.25%-100%-2 Y¥ NNV *MIANDN 22297 NHN L1290 HI HY 1NN MIDIINN DI N33 )

.97 299K 5,899 - YW 02 NPN 2019 ,72N8T2 31 DD YR DIPIYN 1732 MANININ

,MI2PINND D910 VR TR 2009 ,IRI12 1 DN HYNN OWRIN PYTRNN 19IPNNY DPIYN

N9 TWRI ,79aY LIAS 39 mRINS ornna RN pnnn 1AS 20 295 mirnvno oHvoon
,MYAPIV PIVN N2 78% PN TIN 1IN MY 1A% INWRIY N2 T ,ARNDIN 1732 MNNN
S50 NN MYN PaY Yapnnw paynn DD P WIANN .22.2%-23.6% -3 YV NNva
MKRXIND POPI 1IN 999 PNOYNAN PIPNI MIAPNNNL 1IONN DN HAVN MA’NNNN
PN DNNAND AMHYYA NTTNI NNRI MIAPNNN ,INVRIY 7790 INRD .Mam apnnn
PN DANAN DYANN DANINN AN JTNIRI DMPY .NDVPARN NN NVIWL VINY
IAS - MIRINY DRNNA TOAN IR NNIY DAPTN MNIPNRD NDVPARN NN NPV VINY

9179858 175 -2 HW 702 11N 2019 ,92NXTA 31 DY IR DPIYN 132 Marnnnn .39
:2019 ,921%72 31 DYY DPNYVNHN DPIPN P32 MA’NNNN NN’ 1990 190Y

mnY nap

95 MANNN

MMTa NINAY

D90 PN NI Yapnn na mw
(9917 29HR) (9917 29HR) Paynin

5.185

5.18.6

5.18.7
5.18.8

5.18.9

5.18.10

5.18.11
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92 159 2019-2016 (3>©) DON qO>

(VRN PYIND 12YYWYH) NNV NMIVTNY NNIRYD NIVYINN DPIYN

95 Ma»Nnn
nMmMTa MY | Y99 pavn nam
2958) D»a0ON 9HR) N2 | Hapnn N1 MIYN
QPR (QPAR ?ynn
419 419 1999
2,815 2,771 2000
2,516 2,308 2001
149 220 2003
48 764 2009
38 904 2010
19 578 2011
16 546 2012
1 435 2013
1 551 2014
9 492 2015
12 712 2016
10 485 2017

2040 MWY TY DAWVIN NYNY (DAY 1122) NIANN NIIYNY ,DMAN YWRIN YTNN IPIYN
JVPTNYN M0N0 JON 3% YV NPV DINYNRNM NN NN DRNNA

121 NN DIPN YT Y 1N YNY NN PYN TNYa ayn ntanm nTna
L9150 NIWTNY NYNIRDD MWIN 1Y 1YY NINIDNY DRNNA QVIVD DYNNN NPIVa
J0MYT 7' 92ThY HIo

MOINDI DPRINT DIININY DIWITI DNV DINWIRI MM 1A9Y 5.19

(BID-n 7>wan oy 70 windw nN3ann nwiy 0Ha DIninn may)

DINN SV 11200 JNRY TN MIam Ipnnn 225w HYw Y NIRN N 19NY AT phna INRN
IR ;172NN NAXAN 117192 NPNVLIIN MYWMITM DPIDYN 919902 POIY 1R 10N NNRRD .M»Yan
T3 NN PRI PTIN (TA0N) NMVLIN DINNN KV RYND NIRNH MIAPNNN IR VIVN PIY» T

.DINN2 NNYPN NNTIPT NANIN NYXHININ IIND DR MINND

R1an [N]
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J(FDA) 2"mRa BID-n noayn pwh Dwiman orvdnan omwirn N atany

22INY MIN-%Y (MNPIIN PRI "NR) YR proona (CFDA) poa (CE) naypra
IMINY DYARAD DPNVHMT NWR HaAPY HY pTIVPN IMINN DR DY PNYY 1Iann

THXY TPTIYY NPT WYY MWR 712Ny T nd (Labeling) nmaxaon npr1an

DMIMIN2 NWRNYN RN HRIV?2Y 1p0INa ,2"nIRa H. pylori-n p7rom Yw aRenn nnn
INT NNV DNWIRD MTIR 1ANINY .MINR NPNVIVI DOWHY DTIX IT-YY DHIIWVIRD
.MTY 5.19.18 QY0

O NPINA XN .NPINN (MPPN) 1PXKIIY 193 PIPYY DYRIDT DININ NYR
— 19nY) European Medicines Agency - n »1 Yy) naypr 19yna (FDA -n » %) 27nIRa
("CFDA” — 19n% China Food and Drug Administration- n »1 %) poay ("EMA”

NI9N2 27NN PR NNR D7D 0T 5P MWIRY NTRY DPTHN MNY NPNVNIIN MWITH
970 ,An1 nnn avmn ,FDA-D " 5Y 1mIw MWR NRT DY .NINR N1TH T YY NN
SN DY MY NWIRD LID 1N .09 DINR MIMIpNI DNWR NYap HY A -y

127N Y91 MWRY RIR NNYR NMINL D DR 2 MIann MyTnn Yoa 9pn EMEA
YYD NR NYNANY NYYY 9317 ,79912

MRNIND DN, MPTINN NNR Y91 DWVITIN DPNVHIN DNWRA NYap 1oN
1PN DTR MO AYPYVM MMIPN PRI NN ,DO1HPN DMIDNN YIND TIIRD 510 ,nrmynwn
DR DY 99010 M7 TY YINY ANYYN 10N 121X NNPN N9 HY DIOVNNN POYINPI
POANN L,NOPN PPN MYYI MPTNL DR NNMYY .APHANN PPN MHYYa mrIna Ipya
STIPNVN J9IRD INP AT I TUNNY NVY

:07IPYY WNY0N VWY 9aYa PHNNN ,NIaNN MINING YINY Y33 ,2”NIRA MNVHMIN PO
QAR MT-HY PYWINY NWR 710 11anY N7 YAy (Devices) DYRIHT DPWYWIN HY NWIR
TR H90NY DN DMWY DMIMINT VY MYYY 1WRY ;CDRH 197 1wana Yavnn
mMaIna Yavnn QRN -5y (Drugs) PNab Dwpan IMRY PRI NYRPITIRA NYap
.CDER

PTIPY ININDY PYWINT VINYY NPVYH NWIRD TYURI ,27NIRL NPY PRI DAY 90N 1Y

N WITI 92Y2 DR .9RN TNR 7 HY (Combination Product) 2%1wna 1nvn 7wR 100
DINMVMIY M0 L(NINI ITNNY  IMDNN IINY M PwInd 1n) Y193 MR Yaph
R NI2INNY NPW) NPPTNI AT DY NNR TVPNI PTIN NIYNN ,DPTNPN (NYXPIYAR)
112 M2IYN YW NYTNH NININN MNIA AIONIN ,NTANN NIIPAY YA (2N NPY DIYN 12

nYavnw N7 FDA-2 nnpin 03 129,000 DMIMN/Mam IRI9T NWIN HY 1Y v
(Office of 12 WINYWN TNXY NIV NN 122D IRIIN PYWIND P2 1YY YV 112 MdIYNA
DTN RIN NPV NYMNND MWIT NHPN PRY vy .Combination Products)

00 MMVLIIN N1D0Y NPINRN LNV MPrTa YV NIpna 0 FDA-n » Yy vHmn qona

Py wnw (CDER) mona Yavnw qarm (CDRH) X197 mwona Yavnn qarn Hv
%Y MYNN MW7 Y31 TINYY vITI ,NPYTAY YNRWNRN MRISIN PWINN L,HPYI9L .TIIND NTNA

7NN SYW IRON NprTAY NOINN Ny CMC (AP Yvan amnd DMF nr Y952y man
20 MTIYVY MmN 121N NY1N NI MPrTAY NIIYNY NWIRA NYon .CDER-n » Yy
PMA nynb »api qua ;s

5.19.1

5.19.2

5.19.3

5194

5.195

(IRB) *p309%0 NI [3]

L(172222 HRIWN) PO NINXD HY MMINNN MPTHN 931 ,0TR 122 DD NIIYY IRIN
DR 7122 0PRIAT DD PIN'D TYRY DIINDIND TNINVNN DTPIN NWR NYAP RIN

5.19.6
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TOM Y32 NPINRD NTYY MWR NR HAPYY P1OYN NINXD MNIPYA TINYD DMONN Y
D) DIYN ("INRRN ATYNA” IR "ITOMNN PPOLR NIV - 190Y) DIYI DN 12 NI
DNY DRI NTPI IR/ RN L(MRMIN TIVN 1ND) MMIRY IRIAT DN HY gD NWVIR

JRININ TONN HY NPPNRA NTIMY NDNN DIPIVING NR DIWIN ,NYIPA NANWN 172NN

,APMIRD 09992 DN NIPIVID TMY DR AN P ,NTYIN NIMA 1%INa YT INRY
TITY 27NN NN NIPIVINNL NPV DI DY TVIRND NIPIVINON DR NTYIN YT HY VHMIN
DPNIRD DTV NYIRY NVTIND NWIN

DMWY YT HY IRIDT TNWINT IR/ MAINT VINYVA TWIRY IRIND RIN IP1OYN NTYY MWIR
ORIV MIRMAN TIVN 199921 ,N1IIYNN MIRMAN

8-5Y N Yaph WIT) ,0TR N2 DN D991 TWR DYIYP DMDY HRIVI PIYY Mman HY
AWRYL(OP1OON NTYI,INRI ,NNONN) AT NRN (IR - 197Y) (D1pIv1a) Ipnnn NN
nIpn” - 19nY) 1980 - R"NWYNN ,(DTR 722 DYRIDT DMD2) DYN MRMI MIPN MIN NOHMS
799 91992 112 NN L(MIRMAN TIVN 112) MMIRY MRIDT DN D) DY ("Oyn MR
IPINN ND7Y IRINRD YVRIN IPIND DY VTN RMT T LYY WIN NYIRY NVpaANY
NN MR NIMIYY INNNL POIM NNNPHRN HPA 1PN DTR 1122 IRIIN NDNL GNNVND
19209 N2 gNNYNY DMANn MNINN AT Y9911 ,0°901 DRINA MDD NTNRYY 1N
INIDIN YTND ;12 GNNYNY NDNI DINION MINMIN R 120N DR DPINNN AMmbYYoa
INIDIN NDNAN 1IN I3 JOIRD ;VPIAND IRITIN MDD NP DR PIRNY DYPN OYTIM

TP D72 gNNYNRY 112700 ;IYTH N1NAN

IRB mRIp1vw nympn mp w2 2”719R1 .MADN MITNY 277182 D7) AMIT "W PO

1120 D D NYIP NTYNNY 17N D15 mwpa mamaw (Institutional Review Board)
mMia% N7 NR NINNNN NIANN IR IPINAN NYVNT RN, VPIAND NN YINAL N7 NIRY

T 9 MYWIRN NN DTIP NN YINNAY NWR NYap TN FDA-S

5.19.7

5.19.8

5.19.9

5.19.10

5.19.11

JIRIDT NNV PINYYY 0PNV DNVIR NP Y )]

,217N9R2 .7191°02) PO ,NM TR BID-n 1won ,11vwh 071vvian o wer 17anh nRd
YW IMRRNN NPPTAY NP DY TN PYWIND YV PNYY NYR 19aNY HRIWIY IpP0INa

MTY 5.19.8 97YD IRT NNNY DNWIRN MTIR Nanny H. pylori-n p71m

NYMIN LI NIY PPN MRMNY 19193 IRIIN MWINN DINNA NIaNN MY
MYNI MRMIAN TIVNI MNP PRI (7IR) DOYRIGT DPYWINT DMDARY ApYNnn

FDA-n »1pn ma1Y ,mmrda nepn YY D0ITIvnY 11ann mY»ya 1ol ) niRban
.17 MR Nnvan® GMP npm ISO »pn poa CFDA-0 ,naRa CE-n ,a”nRa

12”0983 ORI NWIN MW FDA-n 1wR nYap 'vm

MY1T9 MayY mannn ,2"n1IRY DRYY MTNY1 DYRIST DPWIN MIXPHN ,MIT MIan
791 wR FDA-mM InR1D NRT .DPRIGIN DPWIND RIYY oTp FDA-N Y9 nymovnan

172 ,mM9%95 FDA-7 mwrT .mang M m Y mTomn *1 Yy Dannin ormounizg DwRa
DYYTN MMT DYP ,MIRA NNVIN YV 1RY1II DRNN2 DYRIGIN DPVWINA NN AN

1250 %Y NpaY FDA-N "5 MAIvar nm IRPMINR 1210 NN ,DPRIDIN DPWIND HY
FDA-2 1970 991 19ann 01w Yvana 1xrn

Pre %0 »0m5an Y0 285 oRIn 99001 ARy 28 0 R1g7 Pwonh FDA-n MR

D PwINn 73 FDA-Y mamin 1mYnna momn axp Y0 1w Market Notification 510(K)
DINR DININD DNPY DN 09 DY ML DN ,NWRD WPAnn ond ,DrRIOIN

.(Pre Market Approval) PMA v 751% D9195 DIRY 2771981 'PIN 19IRA D'PNYNN

5.19.12

5.19.13

5.19.14
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AN 99T 9pna DY DMo7 I A 0w Pre Market Approval-n 990 naaona
nMYYN NR TN DYNMVONT DNWR HAPY TY NI JON DR PIRAD DMYY TR
79 DRWH MYITIN

:(CE Marking) CE 1pn

D22170P TP ININN 717aY 1IN DV NIND NN L,0MmY 9 R 1pn R0 CE jpn
12720 MR MMV ,MRMI LI NPVINDIN NINYWIN HY DPIIVN DIVIN DPNIINN

nYvaN IPNN SRR TR M Tan nnra Notified Body »1 Yp mixom 11wR ooy

PNNM L(N22271) PIOVIVYY TIYDR) EFTA mIn 981 TIRD mvTn 171 'W9m Ino
NR DRV DIRY DT DIRIN PNYY TOURY RHY ,N91TR MI*TNA DIN NO%IRN NINVIY

21 14 Dyn Ynn .European Medical Device Directives-n n»mn% ornna CE-n jpn
European Medical Devices -n mRIn 29-5» MY IRI9T IWIN NI D12”N 1998
.Directives

ATNRT MAIVNY M27Y ,0TR 2122 Y1905 YNRVN TYR IMIN IR JPNNI ITHN IRIDT NNWIN
Notified Body »”y 9810 »»arn oanay (nYym Class I-n) m®197 wan npr1a Hnna

2V MIRN NIIPN NN MY 7TN ,2apNa .MY1T2 7YY NTNRa CE MR A’ paynw

MRN NP YN MR NR N P2 vvany 1SO 13485 1pna nTNRYY MINd R NIann
M

$IRIWT IRIOT NIWIN PIPVH NIRIIIN TIVN NWIR NYap Hnn

MRMIAN TIVN NRN INPAY TN 'PDYN NTYY MYIRY 19193 HRIWIA Nann MY
MNPIIN QIR (""HR") DPRIOT DI PWIN DMIDARY IPHYNND MWIRY DTR 7121 DMD2 NIY
119091 9% VNANI PNAIINN 222NN NAY MRMAN TIVN HY

PR - DYRINT DWINY DIDAR .1

JRIOT 9197031 WNRVNN N0 IR NI ININ NI AN ,IDIAR ,PWINI TN IR
21999 19292 TYYN IRV D1970Y WNRWNRN IR IR PYWIN YV NP TNRD WITIN IR
1NNY ORINRD RN RN MRMAN TIVNL I"IRY APYNNA NN SPINRI DIRA 91 YY
D”19) DMD NWIRI HRIVIA 97DR PIVY INR 2PYN ,71"IRY DINY DINDN K12 NN

.A"nRa

NPIN QR — NN 1030 .2

mMaINN DP9 DVIN 1IN ,1986-1"NWNN  ,(DPWIN) DMPIIN NIpn 0a-HY
N9IN DIV HY NOYNNN LAMRY MY MMV ANNINY INRY P Navnnn
JMRIN NN NPTV N2 1AINN MTIR WIND YTNAY INRY nYapnn
INRY MMINN 2270 HY WINN DY HY THINI MNP QIR NWR 1YP NIaNN

29N% MY Nayn

DYRIT DDA -MIRMIIN TIVNI MDD PR YW 14 'On YM oyn mR™Ma napn .3
(9NN’ DIR M13

TPXRA ND2Y IRIDT ND2 YINA NYWIRY DMITONN DR DY KN DYN MIRMA NIpn
MIpNY 9193 MR N2 Y3 HMNIN 9-HY LDTR 1122 NN IRIGT NDNI TN PRI
D19 02915 NITYN MMIRDAN MININN KN MRMIN KN MRNN , 0PN MIRMA
DIPARY ,0TR 1231 DYRIDT DIPNNY NITYA PNN MR (IPNN MINIMN) MR
ANRY ROR VIR RY DIR 121 ORIGT MDD D MY MIPNN .(I7HR) IR NWIND
YITIN NP NR DIWR DN DR PIYY PONNN DIN 12 YV MProvn NI
3 PINY DINN N2 HNINM M0N0 IV 12 DOIND 2 HY ORI HNanY anoa o Yy
DYVNANN DYYYNAD DMIPNA .NNIPNY T2 IRY HP1OYN NINRND TINA IR MO

5.19.15

5.19.16




"DTR 7122 DPRIAT DMDNY MIHYN PPN NTVN NYT NN D) NYITI ,nIpna

210230 N9MY TWRY MIN YY ,MRMIN TIwNa

11702 'RI9T IWIn pwY (CEDA) 000 prnn mdnn mwi MWR nvap Ynn 5.19.17

MYMTY MIYY Mannn ,PoY ORYY MTNY) DPRIAT DPYWIN MINORN M NN
791 118 CFDA-M 9nRn NRT , 0781990 DPWINA RIS 0Tp CFDA-N Yw Ny vvnan

,9919 CFDA-N mMwAT .MAanR myTn HYv mMmIom 1 Y Dannn 0vvna onwra
nmT DYy ,MPRN NNLVIN YV 1'XONIY DRNN2 DPRISIN DPWIND NX» N Pa
IPNN NPTAN RIPY NWIRY NPND N1TNL PNY NWR ,DPRIIN DPWINA HY D1YTN

02 NYTY’ MTaYNa Mnon NTayn mp>1a vt CFDA-h nnmon oMpna

1192PNNY PIY MNMWR MTR 0018 5.19.18

FDA-hn 192pnnw 0rMvms omwR

22pn 30 790 9"99N/7"¥I10N DY
Predicate) nYap TN 9900 nYap 527p VR RI9IN
(Device NYIRN MYRN | NWONRN naihihhi NVIR
Exalenz
BreathlD 13C UREA breath test for the
System presence of H. Pylori
Exalenz (including pediatric)
BreathlD Hp ,
19939 NNR 012 YWY NPYTI)
System H. pylori n p1on 5v mxenn BreathlD Hp System
(0179 R85Y) 08/03/2018 | K173772 | 510K (079 5910
Exalenz
BreathID Hp 13C UREA breath test for the
System presence of H. Pylori
Exalenz (including pediatric)
Blr_eaghSIDC:) Hp IMIRXND NHNY NYWI NPITI)
ab wystem 5913 H. pylori -n p1n Yo BreathID® Hp Lab
(D19 YY) 08/03/2018 | K173777 | 510K (01> System
13C UREA breath test for the
presence of H. Pylori
Exalenz IMIRNNN MHNY NY*WI NPITR)
BreathID® Hp 5913 H. pylori -0 p77n Y BreathID® Smart
Lab System 06/02/2020 | K193610 | 510K (07 System
Provides for use in kit
containing C13-Urea and
Citrica as an aid for initial
diagnosis and post treatment _
H. pylori monitoring of IDkit: Hp
infection (containing C13-
197170 1272 VINYYH payon Urea and Citrica
INAR TNXD NPIIVINY AR np*7aY NY)
OIM RY TONN 919702 2PYNI INVRA nYann H.pylori
(NDA) 17/12/2002 21-314 NDA H. pylori -n p1on S (NPYI¥Y NRTIN
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ORMPRD IR P1Y NN

VR RN PVINN DV

MNVIRND NOPN MOV n‘;:p ™wm mNINNN MNUR '7:’|7
my,T7aY MV -MNNIVIRITVD)
09/04/2023 09/04/2013 mwl MprTa maRy vl BreathlD Hp
H. pylori -0 p7on mnom pnary
MY P2 DN DMPY NTTNY PWIN
09/04/2023 13/03/2016 mna Sw BCa 2C D9InRD BreathID Gastro
nnYwIa
NV P2 DM DMPY NTTRY PYWIN
09/04/2023 13/03/2015 mna Sw BCa 2C D9InRD BreathID MCS
vl
my,T1a% MV -NNIVIRIVD)
09/04/2023 08/10/2015 amw mprTa ,nrpva v BreathlD Hp Lab
H. pylori -n p7°n mnamn pnary System
my,T1aY MV -NNIVIRIVD)
09/04/2023 06/02/2020 mwl MpTa ,nYpwl vl
H. pylori -n p71on MmN pnary | BreathID® Smart System
my,Ta% MVIN  -NNNIVIRITOD)
MW MPTa  mMorYY v mMpr72 YIXaY My
09/04/2023 04/01/2010 nIWNY AP NP NaWRY Moy | (19NN X59) nvw)

H. -0 mno pnard 715 »Mmpan
pylori

Diagnostic monitor for the digestive system and liver *

1202 PV NN

MNVIRN NAPN

NVR NYap TIIN

IVR IRIIN PYINN DY
NN Hp

18/02/2024

22/02/2019

NN
MpP1aY%  WIn  -NYIVIRITVOI
YWY MpTa nYpva v

H. pylori -0 p7on mnam pnary

BreathID Hp Lab
System

01/02/2020

02/02/2015

mp,Ia5 7o -NNIvIRIIVD
Moy NNYWI MpPTa ,Marsy NdYwl
TIPON NIIYNY N2 NPT NNy
H. -n p1on mnom pnarvy 71

pylori

BreathlD Hp System

26/05/2020

27/05/2015

mp 2% N2y - NIMIVIRIIVD)
MYy NWI MPr7a ,Ma*xy NNl
H. pylori -n p7n nminam pnary

mMpr 712 YIS Moy
(P9INN RYY) Npw)
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APYOON PV NN

MYVIRN NOPN

NYIR NHAP TYIN

MMINNN

NN PYVINN DY
NYIR Y0P YR

PNaRY  NPVIN - PNNIVIRITIVD)

30/06/2022 30/06/2017 myxnra H. pylori -n p77n mnown BreathlD Hp System
NaYWwI NP>71
PRARY N2 -INNIVIRIIVD) ML YWD Ty
06/07/2022 06/07/2017 myxnra H. pylori -n p7on mnom '

NV NNT NOR

vl

7931702 PPV NVR

MYIRN NOIPN

MYR NYAP TYIN

MMINNN

NIDIN PYVINN DY
MYR HP TWR

MaRY WIN - PNIVIRITVDN

1712 Y230 IR 29/04/2016 myxnra H. pylori -n p77n mnown BreathID Hp System
NYWI NpPr1a
IRV PIYY NN
J901
nawpn n‘::p ™wn NN RIIN PYWINH DY
*NVIRD PR NMYN 90N MNNN NV 53’? TR
BreathID Hp System
mpy,T7a% NV - PNINIVIRIIVD)
MOT NNWI MPTI MO NNV BreathlD MCS
PTIPAN NIIWYNY NP PP NIYNY
H. -0 p1m mmnon pmnards 11 BreathlD Hp Lab
30/04/2020 01/09/2013 15190000 pylori System
-1 PTINN T - PNADITVIRIIVD) PTNN NPT MY
PwIna nowl myxnra H. pylori MNYMA PPN
31/12/2020 23/06/2011 15190401 Rtatal NOWI MYXNR
PR MR C13 UREA breath test
nmn,an for th Y
MMYY AN~ PNIVIRITVO) or the presence of H.
130453094 | pnary amwa  mpP1ay  wHwnn pylori
28/02/2025 24/03/2010 202 H. pylori -0 p7n mnom (TN MINN)

ORIV DMNMWIRD NIIRNY MYPR W (*
N7ann Sv 0»YMmn RY D 5.20

19apNn IR NIAND T HY WNNIY DMIWVIRND DVIVA 16 NIann MYYaa ;n"Th Tymny  5.20.1
DY DODNN 9272 5.3 YD NRI) A1 DIPNI Sann RN RSN TYH2 1PWNMR 1PTIIRD
Y10 1909 .NprTa YN NIMRNN DVIVAY MYPA 4 1IAND MYYIAL Q0N (VTR
N”IXND MADN MIVYVPI WM (12 DIVIRN DIVIVA 172NY ¥ J0a NPIVMIVN DR NIPION
P72 02502

DMVIRND 00109

P5N2 Mwpa

MN07M0N

8

2

1’320 MIXIN
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DYMIVIRD DVIVH PHANI MYpa 170100
1 1 (5719508 Y9IR ,NAIN ,NNINT) MR
3 - 19
2 - R
1 1 10
1 - 00N
16 4 2”10
YW DVIVANY T ,INVWIN TYINND VIVS YIH MY 20 YV 19PNy L5500 ,oann mvvan  5.20.2
ST2ORY 2017 MIVWN YIPAY 19NN L1997 NMIY1 1NV DAY DIIVRINY ,N7aNN
PINYA MIVARNN NPTINY NVW HYY PRY DITYIN ,N7aND YV DX0IvAY MYpam DMvi1van
TN YVNMVIR 19IRL NPVYI NTTRNY 72 ,1WINY 121NN HHHVNNIYI NNR JHT2 NHWI NPrTa
MRD NPN HY 10 ,0TTIN PYVIN HY 7NN YY 10 PRY DTYYN D0V LI AT PI9
WVINY NWYI ONa (consumables) DYannn oMIraARM DINMINN HY 10 ,1WINN YV TINYN
MNaY NYITIN PVWINN KV MUVMVIR MDY NPT H1IY NIYPN HY 1M PWIND DY TN
99 NS DTYYNN DIVIV DIVIY MYPI DVIVS N72NY ,INRY 7aYyn .Mpr7a 25 Y25 NNR
(7297 912790 1297 DINNA MPITL) TYIN PVWINN JAYY MINY NIRPIYAR
17272 DN NI2ND YW D7IPYN DMIWIN DMVIVAD T TN 5.20.3

9% NYP TN
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.2019 720X WTINA NRDNAY NIaNN

12 9>»0 IR87) (Recurring Revenues) MAI1N M1 110 1PMIN 3Py ,71ann Y 'poyn YTinY ornna
(505

MAvI MTIPN DY DINM DIRWYWA NYNIN 121 MAD MTIYNY NN 17aNn ,9Npary oy oiony »apna
N72YN DY MIVPNNY MIVAR NI2NN MM MTH TPINY .NYY MMPYN DDA NANIN PTIN DIVPN MIPYH
L0012 ,7190 927N DIDN 73Y DIV 92T 1D MRTH NNYP RY MITN TYINY 2”182 NADN NNITI NN

.DYINDN TIRYI PN HY MINO0N 73Y Yy1Inh DITINN Nhida




:MTD THVIND TYY NNIPNAI 2019 MY 79aNA NPTIINN MNNNANNA RN

:H.pylori-n onn [13]

¥/

2"nIR3 PN

9011 .AMPIARYY 1Y ,MTIYAN PIVD MIPIN PIa PR 2019 MV 27NIR2 NIANN YV PMPIN IPY
MAvN MTIPN DY NMNIVPNN MIN MPIN NIANY ,0MPARYY

PMMPYY NPW N7291) Point Of Care—n 71vY MY 0 PWINA NR N NIaNn NPwnNn ,»apna
(DIRON MIRSIN PV DNV

NR N2NN 172NN ,(2020 RN YTIND TY RINIHMIN AT TYINHY) HMPaRY DY DNMY DI0NY DRNN2
TYRI 21N2 97IPARY NINN ,NI0ONND NIANNN MIIYN MYWN DY .072%Y MW MIIYN 132 9SNPaRY
MP’7an N1y JNXRY 2771IR 22N MNVN MRSIND MIIPYN NR AN 9NMPaARY (NN 1171 1RY)
7901 9 HY NYPI ANMPARDY 21NN HY VWD 25VN MIRXIND MIYA TNXY PMITIYNY 191 INRY NN
VN 2%V MHYNN NI MY (MWD 25WN7) 9NPIARY YT HY MITIYNI HPIT MYPIY MY an Mpr1a

JURIN 25V 1NPYIVN M

101972 79N 17NN L2019 MY DINY TY .15 MMIRYIA MYT jpNY DRNN2 MDIONA 1IN 19anNN
125WN TNR 93 .97PARY MTIYNA HPIT WRIAY MPITIN 7901 2aY VN 2YVN 722 SMPaARHY MOoNN
172NN T HY NI9NIY NITIY NN JON TMNN NPV RIN 21NN

9917 795K 8,751 -3 NMIYY 19T 29HR 9,895-3 HY 1TAY 2019 MW 2”7IRA MTIPHN PIVY NIANN MPIN
5v H1713) 2019 MW (3WN 25WN) 9MPARYL HPIAT MPPTIN 90N HITIN IPPYA PN NI TIN 2018 MWVA
MTIPNN PIVY MPINN 9P°N2 1IN 191 (NNTIP MY NMYY MDIINI 18% -21 MP>TAN 190N 27%-D

(DRTIP MY NMYY MIINA 59%-3 HV 9I1T3) 97PIARY JIRY

WY1 9917 2998 1,797-3 NNIYY 91T *aHR 1,378-3 1N 2019 Mwa Point Of Care -0 YWY Nann MON

mbYwnY 9ayn apy Point Of Care-n WIp»aa AN AP 2019 MW AT1N IPPY ,N7aNN NIWPNY 2018
MT2aYNY NowI Mmpr1a

TPRPMINRD MNINMN PTNN MYIN NWR NHAP HY 172NN 1PN (2020 ,IR11292 7) MTH TYIN INRY
YW IMIRXIA NPYTIY ("MIVPIND NTIYNRN NIIYN” — 197Y) BreathlD® Smart no7yn Hv 21”1821 1YY
n 9Y720Y) TNR 1202 NV MPPTA 4 HV NMIYA NIVARN MOVPIND NTIYNRN NIIYN H. pylori -0 pT7N
MADRI PTAIN DY NNOVIN MNAT JPYVIR MIIPNN R QX7 YUMOVIR 19IRA (NT2YND NIIYNIL -10
172YNN NIIPYN .NIIPNN MYRNRI INY IMRND MPTIN MNYVI NPV LGV PTAIN JOR NYHY Ml

23 971 079 DMMNANY NTYYM NTAYHN NITIPYN HY NPT MITY INIRI NVNRNYA NIVPIND

.D”0129570 DIPNYY INRAM 7YY NP DIWTIN 7901 TIN 2”NIR2 PVIN NIIYND I NIIYN 17NN
mMpY) M%7 MTIYN DIRY MMPY 193p2 WIpa 1°N MUPIND NTaYNn NIpns ) nox nann
192N0 MDD HY NYAPN YAVN NPNY NMAX PIVY NTNY 1 NP (PIWNN YVIAN RS pHT DMNNN

AN MR

N2IYN PIYY NYINM MYIRD NYIPN NRXIND NINARN MDIINN 4PN 223D 12PN NIaNY PR MYTH TYINY
0PN NTAYNN

0N Pvn

YIn” —15nY%) BreathID® Hp Lab-n nayyn p1wh 1wr nHap Yy nqann nyr1in 2019 IR1129 wTINa
DM YY DLANNAY ,NIaNN NY'T 2vIH LH. pylori-n pTYN PNary Nt gNRd poa ndv ("nTaynn
NNY NOOWI MPPTA 119N 10-2 21P MY YN PO DI MYRIAN LD DPYMIPR IRYIN N7INY 1T0MY
NPNYRY 29 9mIN IMR HY MovIann Mpr7a,13C Movan MprIa j3°0 1An 119 5-3 .H. pylori pT1n
19w MIPTA 119710 5-3 DI PO MYNIAN ,AYR MPXTIY Q0N .MV TN X MYNYN N3 TN ,N1ann
DYIY1 YaNI2 N2 WINYYVNY NPT — DYDVPRITI DININD WINY TN NWYIN INaR NprT7a,14C Mooian

JVOPRYTY ANPN HWA POON VYN
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Yantai 11208 0o 19an DY P91 NXAN DION YY HNNN D NIIND NY*TIN ,2019 VORI 14 DA
nayn 5w nxanY ("Dongcheng” — 19nY) (SHE:002675) Dongcheng Pharmaceutical Group Co., Ltd
{(Mainland China) yoa H. pylori-n p7m %979 (nynya Tn maIy n7aynn 9'wan) nTaynn

:1npP75 oyap Dongcheng 122% 79ann 172 onMY DIONN MPYY

YDOPRITI RY MR HY MoDiann nowi mp»1av Dongcheng Yw nTmn npaon N 1YOPR .1
T NPT YINA2 NMWPN NINR MPYA 931 DPWINY MY inn ,maiv ,13C

702 MADN DPMIY YV NAPNY MUMVIR NIIRD YV PN DY DAY 5 HY NPNY Pap) DIONN .2

DONMIN Y910 DIDNN .NADNIN NAPNA DPYHIND NYWIIIN AN HY MINIDNY YN DITINNY

VANI HINM IR RHY MIAN YV DMIPNA IR DITIND PINT 289 DIDNN NAPN NNYPY DPVITIVD
Raploph!

NN VR (MPADRN 2185) WRIN 777 DIYWNN .NI2NN *1PWIN 17221 NP 1232 DINN PP DIONN .3
NI HY DOINNA .2"NIR I 3P PWIND N (Chinese Renminbi) 'mipnn yavna 21pa moayn

5w MY VI3 NXPN MMPY MBNNM ,DVTN I¥p MMPY MNay nwaa Dongcheng-w maayn
1901 MYY RHH NTAYNN PWIN NR TIYDPR PADN ,NYAPIY NN 77ann

2V DRI Q0N MPNNN Y MIRINR PIN 7IAND .09aNN 0T HY VYN NTIYNN MIIPN NPAvH .4

NPNRYA-TNN MIIPN YV NRONN NR YR1AY RINR RAN Dongcheng ,1’0 7102 .023TH D) 112y’ prani
XPN MMpYY

NPIYNNA Y7302 YR RY DITTRN YI2 207 AN 7Y, 0TI 12 NN 932 Y2I1pn 170 22 DI .5
020N VAN HIN AP 1IN MINAY NIRDIAN TOINI MINA2 2AVIN NPIYNNM 1D DD ,NNIDNA

MNAXN 7PNIDIIN ,DIDNA MYIAPN DININA NMMNIA Tnyn Dongcheng -w nMina nvann navnb
NIV 270X AT YN 7 - 39 TP 1YY 27NIR INT YAHR 700-3 YV T2 INOND’ DIDNY NNVYWRIN MY1
.020NY NWINNM N*YIaIN

29PN NPADRA MNAND 'MW DITNA TINYY 7731 PO NPADRI NIVIYW 2P HV PHNINI NRYNI NI2NN
40%-35%-2 9Y TINY? PDA MY NIINN NAXD MRN NI MY ,N9aNN NIIYNY ,0rYMYI Pna
02PN IRYA DIXAN MPXNR 17NN NN MHVN NN NPVH IMTa

STIARNN POY RN MT2 (1270 10T3) 5.30 §°Y0 DI IR

TURY MNP 272 MRTN HI PRY TIY M7 PIN INTTINI TNY 219 NI YN K919 HIYH 1nRD
3 ,7020Y 7D DIONN YY 1 nna PR ONINRD NYYYON YI1Y 0Han .n1ann nudwa nen RY

,00000 29 HY NTYLan HY PNYY 1T NINNN DY WYNPNN MININ DR WI3IN 1dR ,Dongcheng
172NN T HY MYIND MPPTaY 92yn PN PN YN ,NPADN NN NXP MMPY DY IWpnn
JNIPNRN YI0NA 12172 NPAY NINAR ,0I01N YA HY 19ANN MIDIIN LD .0VYI MNPPH MPITIN NNN
MDD PPNV T .27 AT N ,DT TYIND ,MIONN MYYN POM 192NN YV MY»Yan yavn Tiya
MAvN MOYYWNAI PIVNN MPY DN’ AN P2 ,MNON ,0I000 29 YY NYPOYN MRNIM 172NN
932) INYawn NR PIYNY 1K1 NPR 792ANNY POY-277IR IR PO-HRIY? P2 INONN YONA MINIIN

AT TYING (MNPpY

H. pylori - 0 p7n pnarb HYRIw7I MmN

MY .0¥an MYSNR1 PIR1 DYNN MOPY NprTan Mxa 71D (Pwann RHYH) My nIom 11ann
.2018 MW MY 9HR 265-29 RNV NRN HRIVWIA P91 NPT MY 9OR 197-2 NIANN 1IN 2019
MY 9917 2A%R 2,068-2 NNMYY ,A91T 1AHR 1,606-2 YY TRY 2019 MY HRIVWIA DIXANY MIINN 9PN

.2018

,772NN N2IYNY .2018 MY 7NN DIXANN TNR HV NPIN MTOVRNN IPYA NP 2018 MVYY DN’ DTN
ORIV DIDIND MAIP2 MYRIAND MPITAN NN MNPY SN RY

£2Yn IRYA MIIN

MWV .07IPYN PNYY 92YN DADI DPNVY NIPTM NN’ D) APIDY NIANN ,DN»PN DIPNYY qoNa
NIV 9917 299K 528-2 NMYY DYYN IRVYA I9IT 795K 654-3 HV TOI MY DPWIN 172NN 179N ,2019
.2018
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$7290 DINN [2'3]

PN WTIN2 ,THIRNN 7POY TIRN MITA 5.9.3 7IR22 V9N 2018 ,7202112 22 DN NIANN NYTINY YNNI
-NN N7aNN NYP2a NNTona (FDA-N) MRPMINRAD MAINM PNINN MWIY 7920 P2 NY39 1271 2019
TN DT PNY PINARY YODINIRITA PWINN SV PIPY MNWRY NWPA N1NaY Yaph MIVARD NR NpwY FDA
VDOV MPNAINN MRRIND A0 YY DNTPNN NASH 'S N1 (Severe Portal Hypertension) 7inn »1ad
Primary -1 nyHpn mRXINNY 17290 99N ,NRT .Secondary Endpoint -2 13730 72910 7021 1%2pnnY

JPVDVVD MPNAINY WD RY PTIN 21YPN ND22 1IN Endpoint

NPNN TN N79NN YY1 19ANN NIIYNY NRD (NYPIN NWIN DXYY) 172NN N8 avna 2'wn FDA-n

nyan %3 R85 nwpan NR PINAY M1 Yan FDA-N 720 MSNn 7071Y DMvNe RY DPYIN Mnad
.19ap5 Manonn Yy Ny

nVPINY NMYN 192NN .5"0 DIV (PMA) ;1vwh nwpa nwino MY na AYNn 19ann NNRAN NRY
5W DYMNIAN MNIPNAN IMNNY INT 119 O8N TY YV MY 2020 MY YV INWRIN NIXNNI WIIN
93 PR 2 WNATAY NYPAN 1792NM — YaPNN PIPY MYWIRY NYPIMN 17N INRN PPN TN RYY 1hann
RY DIW”Y 192NN YV TION AN DR PONY PRARN AN TPMPNVN 1T 1AR T 7PAN - NYVY? JOV MRT

.09I91Y 2779832 735 MHYMN M"Y 91N VNS

MmN DIYaY MIvarY (NASH) 7150 nHnnd maiin mHaan »m %Y DyXIann 0’130 nmMonn NIRY
712 MYNN SV VMM PINAR MININY NWITAY NIAND 12PN ,D7I07 DMRY TUNNI MOIN NIRXNAN
.POYY N7ANN YY NYMNN NYAVN 9% N1NY 1MYY DRNN2 NYMYNYN 17N STn

NNIRS MIAN DY ANV 1INV

Bristol-Myers Squibb 1 mIRY1720 MNIRSN NIAN DY ITMIVPNN HY 792NN NY*TIN 2018 Y WTINA LR
D2NMINM DIV [b 25w D715P DM W1 GNNY? 19ann Y 1Wonn In7ona nsona ("BMS")
BMS- »ipnnn %1900 5w MYy mnvan nR TINRY 010NN 0Monn .BMS nian 1 Yy
MpHYovxna IR (NCT03486912) 7250 nnnwn NASH nonnn n'vayon 0'ona (PEG-FGF21) 986036
.(NCT03486899) 3 1Yw 7250

DN DINR MDA DANNYNY L1921 MIaN MRIR2 DY¥Ian BMS nian H» omonn nw
NANN NIYN TNXY NIANN YV PYWIND YNY? 12 MDA NN gNNYAY MAIVARD NN 177I8a

.2018 HW »WYVN NYPIIN ToNA HNN YR DM VY D7 .NASH-N nHNna %905 ovavnn

" HY 1IN ND2A NIANN MANNWN JYNN 1aY ,BMS nian oy nionn 19Ty ,2019 pIn wTINa
(2018 72nXTA 1-N MVPRITVI) DWYWTIN 25 HV NMPNY BMS nian

("Conatus") Conatus Pharmaceuticals Inc. oy n9van 9In® D»Non ,mMTN DIV TYINY o1 .

DYP 09N N2y NASH-n nyain nnnwin nHnnd (emricasan) Na1IN mn’aa lib 25w »1Hp nona
(ENCORE LF) 07171 .0707231 09N P1Na 17 Y PRI TWR 72P1 T2 NPAD IR YV PITR 1IN 110V

1XYW DINR 54-1 NASH 511 138 1annwn 110232 128599 991201 NN %19 ,277981 715910 27 10
TVRI PRINNI MY TYNI IRIAT PPN IRWYN 172NN YW BreathID®-n 9°wona nowin npr7a nr
mYY’N NIPNY 1IANN NR IVNY NYVIN MPPT1 MRIIN INYIN 19DRI DO1HPN WMITPRN Y
NDIN DIPIVINAL NAYVIN NPT HY TTNRN .0Y1YP DPIPR DMK NN NIAND NIIPN YV YR

.NASH 9112 17ann nyx’aw onmp N 9w 07rop 0”02 a0 HY WRIN Yap)

NN - (Primary End Point) »1p'yn Mo2n T2 0TRY 07ann ,NerHpn mRIND Yv mnn a Yy
JTpnn nunw oy (NASH) 'np T m1mw 715 '51 Y¥ ononna nannnb omwpn or”rop DYPR
JPVDVVD MPN2INA DN R VWIN (Secondary End Points) D»wnn 07N n%an 19 11
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192NN ,VRIN IYIAPI NDNAN MY NTNHYN NPIAPY NYVDIVVDN NN DTN ,ID2IN ITYY NN
22p% NIVNI NNV NV NVIND NN MRRINT YANYWNY MAIVARD NR 718YY DY Minma
NRXNIYV NWINDN PHNI IR TI912 PIVY NYWRY NYWPIN NR WINY DR 1T YHI2) ;277982 PIvYw NIWVIR

(Severe Portal Hypertension) 9190 725 7N 07 YNY PNARY DIW?N YV PIYY MYIRY NN PHINA
(279 5 9o D3 NR) DNTPNN NASH *9INa

919 'Y NWann n1ann ,NASH-n DINNA 7259 NIV RY NPYTa MNa YV MBWNN IR 19 11D
1N 7NN XYY NPYTAN HY YR YT NDIR ITVAR? TR MAMYD MIINN M7 HY 110N TWR DD
.ann o Yy

RY 79 .7°0Y 19 1A YT MIIYN NN NY510 7150 MWY? DINNA NXN7INM 19aNN NMIVIVOR
no5%Na NOSVYY I3 M ,ANDRNA NOVY IR TPNPNNY NVYNN NIANN DN2 DDA YD PNYVA DYP
D90 MMPN DOVWITI NI2NY ANNMNY NIVIVORD WINN JTNXRY 011 .DRNN PIVYY NOR Yapm

.Dpa0N

(ALF) 0»”91pR 732 5N

22019 MIVY TIARNN POY MNRM IRT ,DPVIPR T1I '9IN INIAR RYWII NANIN DIWPD NIRND

(Acute ALF 511 IR 2pyn) 02 TNRY MIpNn 913 oY nYIva Inwa NoNn ,NATH DI TN P10

9NN T HY MNNNIN MND2N MRNIN .DY9I0N 76-3 MDA NIIONI 1071 9190 T0 .0»Non Liver Failure)
MVN SV NNVRIN RANN 1NN NIANY YINY NMAXY IPINN

NDNN NNYXM 9P "0 AT 25W2 MRT PRI TNY 19 NN YN NN X1 DPY VNN M ,IN2IN
AVIRY 533 PIPYH DIVPN NWIRY TTHN NNPAN NIV NNYXRN ,WVITIN

TINY [3]
mndn .7

1909) N”Pa MNAL NN P12 DY MRNHA DIVNA NIVPNN D NY*TIN NIINN 2019 72NVADA 10 D2
JRPIIN PN NAYNM DRIND MY NNMN DIDNL MIVPNNN NIVN (“Pran™ “DIonn” — nnNRNNa
.19aNN oY M0 NINDN MRNYNA ,NAN NIAN YV NIanND Hv

JJPRIN APY DYVNON 1HNYY ,MRIN MRNDIN NR 772N PIan THRYN DIONN MR 9 HY

YYDV IRNYD R

MY N2 NRWII TWR N 18,000,000 YV 702 NYYPY IRNOA NIaNY P1an THYN DOONY DRNNA

NTNYN TYINND DY 30 DINN YNN L, WTIN TN YIan TWR (P-0.25%) 0.25% 1N 071 Hv MYwa
NTAYN TYINN DYMIY DINA Y9N ARNDIN 197 .Opwn NRNYIN

SPIR A9 ARNOD A

277 NRWI TOR 277198 9917 3,000,000 5¥ T02 IR 1719 IRNDN N7AND P20 THRYN DOONY DRNNA
JRNDIN NTNYN TYINND DY 30 DINN HNNL,VTIN YT PIAN YR ,5.25% + "WTIN 7129 NPIY1A NINIY
NTYN TIYIND DVTIN NWY DINN YNN DMWY D9INT ,DPWTIN DMOYYN 30-2 Y9N ARNYIN 1P

1YIIR VNI NYYY (020N INITIND) EBITDA »¥n 172NN DR 2 DIDNA YA ,2YY 1INRA Gr HY
JIPYTI N9 PR INTY ARNOAN P22 MV 122770 NPV TR ,DIAINT DINYIT

6% + VTN 27 — 2"NIR 99T 1,000,000 TY 99w EBITDA R
.7.25% + YWTIN MY — 2”7 9T 1,000,000 Y 1DIY YW EBITDA 2

NMwYa .2019 MY N7ann Hv DIYMYN D»A0N PMMTN YNN PYad 1 yian EBITDA-1 nrna
P20 MYV NY D RY 72285 vavn EBITDA nvann naxn 2019

:MIRNYDN NTAYNY IRIND DIPY MNNVI

93 Yy ,p12% NHann HY PMN2PNNM NYMIN RIYN NNYVINY DIV NHAIN RHY PNYRI 4 TIAYY .1
RYY MITA PYRI PP TIAYWY MNYD HW DAY DY PR YIN MM 002N 0790370 ,WIdIN




,PMMPYN DAY NYapv MNIT ,NYY Mapn WIdIN L,NNann YWY Puann Yy ,mooa nHan
%Y 120 PAVN YV DND DINOM DIVINMPIT ,ATIN NP

- 1909 PRIR (7IN) NYN N L,NTANA NVHVYD HPI HY MY NNV TaYa WHPYN IRNYIN .2
Y1) DRNNDY ,MIIPN 1722 01NN Y3 "annn Yaph rar Ry RY VYN Yya ("Mmayn”
NYMYN HPI DY NPOYI TITHY ,NNP2AN NTY HY IMWIR LAPNNY INRY ,1NaNN PNVPT
MRPOYI MYPN) MNaNN NMIpNY (2)1 MPN MRNNY DRNN2 17NN DR MITY 73 ROR N2 PRY
100 092 HW DNWIR WITI RY JoVNY 2000-07WNN (171 'HYa DY

MmN %% onoa b XYY 1yn ("nan nman” - 19nY) Exalenz Bioscience Inc. .3
%Y DINNN N2n N9aN ,40N11 .01902 1YN RYY MY and YY DINnNm N7ann YY 1PN nnm
02012 VNANI PN XRY MPTINM 'DHY TIAYY DY WP MA»NNN N

LR AT ARNODIN NI TON 25%-1 NNYY RY ,19AND PAVYNL PNTPH2 DYTROIND D’H0IN O .4
27098 9937 500,000 -nN NN RY PITRHA TPAINN DIION NIPN 9I11,711 NN MaH

.P222 NNAVNY P IR WD MMPY MYYN Y D navNnn fNann .5
:DTPIN NIYVS

NYRYI 792NN 0TI PYIA NHNRY RYY ,NpHN IR 11D ,1Opwn ARNDIN NR Y1785 MIRYA 77ann
1.5% 9Y n5YN ROYY DIPIN IPI2 NHYNY DIYVN TAD DIPIN IPIAL PIR 1Y ARNDIN NR MIaY
219709 IRNYNN NN

:NVHYW MNPY HY MYaIn

-N"VNN LTIV MI”) PIN2 AT NN HY IMPNRYNI) NYHVI NPY RN RY 73 DIONA N2PNNN NIaNN
VYV NPW NN — T DIDN NNINN TYING DYPN ANND NMYY PPy IR PIVINa ,171ana (1968
JORINY ANDA 7320 NNODN RYY PP IR PIVINT NI2N2 VIYYY RY PPIR VN 0 PINRHY

(TYANY WO TITT NN YY MYn

7120 NNON RHYY INVHI TIT'T DHWH RYY NN DR WITY RY N7aNN N2NNN L,DI0NY DRNNA
.An512) WRIN

n”n *Hya noon

DMVPITN YV DNNNI RIM DMPH WVITN NR 17200 HY® 1°9YYIN0 N9ORN NIWR L2019 2112 10 D12
MR M) JR7Y NIN 723 ,120W217 HRINDY 0,173 MNIR T ,PPIR VR 1) DINYN DNVPDT DIRY
172N DPNXNN DNVPPTA YV DNNND IRIM DMPNR WVITN NR 199910 NOYORA NTWIR L1 10D (PPIR

(77 T 7979 1M PV N9t 2aR In)

15N NR 19 17aNN YW 210300 NPT DR 17NN YW mYYoN N9YORN NIWIR ,2019 VDMIRA 20 D2
.2019 MYY NIaNn Y7911 YV NYMVN D'PIYNN

PDUFA D1Ywn

2020 IR’ WTINA .2020 MWHY PDUFA 1732 997 2a%R 310-2 YW 70 n9ann nndw ,2019 921078 WTINa
.2020 MwY PDUFA DYwnn 7110a% nwpa niann nwonin

.8

9

AN DION .10

DODN 9272 DVIAY RPIINR 19AN DY 1N DIDNA NIVPNN I ,772NN NY'TIN 2020 IRIN292 19 D2
.19.2.2020-1 172NN NNDIAY D”T1PN NIMT AR NTNN

1’02 N2 NN nnpn .11

Jiangsu Exalenz Medical nwa Poa nRYN MYPIa NYVI9 N2 NN NIINN PPN 2019 ,92I0PIR YTINA

MRINY NIV NIAN NN NPIN PPV NP PO 17ann (Poa n1ann” — 19nY) Device Co. Ltd.
o2 Mann

Y72 MYPR THXY "oP TARNY 19aNR MY .12

MNYT) I M NNIPNA YIPN TYINY 1193 % 17NN YN 2017 MIWA 1IaNN MYa 1HYR NRY
JMIPNAINITIND "Op TIRNT DAY 192NN A% L("MIpNn” — 1909) 1970 — Y"WNn (D7 0NN




L TOR TIRNS MYHNn DY PN NIPNY 75 NIpN *aY MIYTY N2YWNN 192NN ,NNIPNY ()N5 NIpNY DRNN2
.2018 ,72NVADA 30 DY NIANN YV 211270 MTA HDI1D TP NRD JINVPITN M1 HY INDIR 1HRY 19

10YNNY TY ,NNRD NIRD .NMIPN IMPNRVNI “JOP TIRN” NN NITINL TINYY N72NH 1N 1.1.2019 D2
DRNN ,TVIN MR TY INYY JMR MOPNn DR DW»HY 17ann n2PWNn ,Nann PNvpPT Y nanr
'on ,13.3.2014 DN DTN DNYT IRT DADN DVI9Y) 13.3.2014 DN 772NN PNVPIT NVHNNY
2019- :RNINOR 'ON 1.1.2019 DINY ;2018-01-000433 RNINDK 'ON,1.1.2018 DN ;2014-01-014014 :RNINDR

(01-000369

yminn mMpYa mon

mMYN N9anY " RXN NIIANN PPNVPIT (9NPARY) TR MPLY MYRIAN NIINN MIIN IPY TN TYINY
MpYo MPINN JUNN .DMAXN MTIINN AP N NRY I MPYa MON 1Y Nnb Pwnid TNy D1 At Mmpha
NR 9NYY T D217 WRNRN AWTPN NI2NN .APTY2 NIIND NTNYY NN ORIN ANNN ,D7IMN 029N
LJIRT DY .97PaRY DY 1YY NYNIDNN NIIPNY DRNNA TINYD NINNN RN N2 MWYWAITI TINYY 191 MIVPNIN
MOPAIPINN PTON LY MRXNAN PNIRY MIVIRND NHWI MPIT 'NY P71 DNI”P 2”1IRIY NWATH 17aNN

YPOY NT IRI) TMPNVYNI VYN DONN MR Otsuka Pharmaceuticalnian 5wy nvann Y nH»a
M2IPN DNV NTNY NNIIPYIY DMAX RY (MINN 292 D' TMYN DINONN 7272 5.7.7 Y0 2018 MVY TIRN
PIVN 45%-3 NNNN ,ANPAR Quest ,MNTIN MTIYNN NV NIANND NIIPNY .D2ADN DINNN 271N PIVH

270982 MTAYNN

D70700R DY MINND

1071990 DYMINN YWY 010 ,0°PYINN 192NN YV DMIVIVORND 1TYY ,1P¥NNa

MYIR NP MRS Npa H. pylori P71 HV IR PINAR DINNA 27NN MTIYNHN PIVD NPTN VNN .1
.FDA-n 1 5 n7ann nayn Yv ;vh

.7200 DINN2 NHAINN N7VIVOR YR .2

:17P275 DN N2pa H. pylori-n 7N %W PINAR DINNA N72NA YW D’19INN DITYN
BreathID Hp Lab -0 9'%31 nItya ,nyaRn 0 nemann 10 ,2”09R2 MTaynn onny 1nn nian R
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AUDITORS' REPORT
TO THE SHAREHOLDERS OF

EXALENZ BIOSCIENCE LTD.

We have audited the accompanying consolidated statements of financial position of Exalenz Bioscience
Ltd. and its subsidiaries (the Company) as of December 31, 2019 and 2018, and the related consolidated
statements of comprehensive loss, changes in equity and cash flows for each of the three years in the period
ended on December 31, 2019. These financial statements are the responsibility of the Company's board of
directors and management. Our responsibility is to express an opinion on these financial statements based on
our audits.

We conducted our audits in accordance with generally accepted auditing standards in Israel, including
standards prescribed by the Auditor's Regulations (Auditor's Mode of Performance), 1973. Those standards
require that we plan and perform the audit to obtain reasonable assurance about whether the financial
statements are free of material misstatement. An audit includes examining, on a test basis, evidence supporting
the amounts and disclosures in the financial statements. An audit also includes assessing the accounting
principles used and significant estimates made by the board of directors and management, as well as evaluating
the overall financial statement presentation. We believe that our audits provide a reasonable basis for our
opinion.

In our opinion, the consolidated financial statements present fairly, in all material respects, the financial
position of the Company as of December 31, 2019 and 2018, and the results of its operations, changes in equity
and its cash flows for each of the three years in the period ended December 31, 2019, in conformity with
International Financial Reporting Standards ("IFRS") and with the provisions of the Israeli Securities
Regulations (Annual Financial Statements), 2010.

Without qualifying our above opinion, we draw attention to the matter discussed in Note la to the
consolidated financial statements regarding management's plans to adjust the Company's expense structure to
its income structure. The Company's ability to continue operating in the foreseeable future is subject to the
realization of management's said plans.

Tel-Aviv, Israel KOST FORER GABBAY & KASIERER
February 18, 2020 A Member of Ernst & Young Global



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

CONSOLIDATED STATEMENTS OF FINANCIAL POSITION

December 31,
Note 2019 2018
USD in thousands

ASSETS
CURRENT ASSETS:
Cash and cash equivalents 4 4,816 3,576
Trade receivables, net 5 2,649 2,664
Other accounts receivable 6 921 855
Inventories 7 3,363 6,082
11,749 13,177
NON-CURRENT ASSETS:
Long-term deposits and other assets 130 66
Restricted cash 119 112
Right of use assets 186 -
Property and equipment, net 8 440 504
875 682
12,624 13,859
LIABILITIES AND EQUITY
CURRENT LIABILITIES:
Current maturities on line of credit and loans from bank 14 900 2,537
Trade payables 10 1,325 2,742
Other accounts payable 11 1,614 1,758
Current maturities of lease liability 12 79 -
Liabilities in respect of government grants 13 647 672
4,565 7,709
NON-CURRENT LIABILITIES:
Loans from bank 14 6,832 -
Lease liability 12 98 -
Line of Credit 14 - 3,966
Liabilities in respect of government grants 13 5,519 5,435
12,449 9,401
SHAREHOLDER'S EQUITY:
Share capital 19 7,079 7,035
Share premium 19 69,987 69,616
Reserve from share-based payment transactions 20 2,553 2,208
Reserve from transaction with controlling shareholder 2,259 2,224
Foreign currency translation reserve 1,735 1,729
Accumulated deficit (88,003) (86,063)
(4,390) (3,251)
12,624 13,859

The accompanying notes are an integral part of the consolidated financial statements.

February 18, 2020

Date of approval of the Dr. Uri Geiger Raphael Werner Moshe Dori
financial statements Chairman of the Board CEO VP Finance



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS

Year ended
December 31,
2019 2018 2017
USD in thousands

Revenues from sales 22b 14,044 13,144 9,534
Cost of revenues 22¢ 7,030 7,398 5,958
Amortization of intangible asset 9 - 693 693
Total cost of revenues 7,030 8,091 6,651
Gross profit 7,014 5,053 2,883
Operation expenses
Research and development expenses, net 22d 2,242 3,770 3,888
Selling and marketing expenses, net 23e 3,226 3,158 2,417
General and administrative expenses 22f 1,777 2,320 1,700
Other expenses 22h - 1,141 -
Prior year's fee refund by the FDA 18f (77) (76) (88)
Operating loss 154 5,260 5,034
Financial income 229 87 212 38
Financial expenses 229 1,822 537 467
Financial expenses, net 1,735 325 429
Loss before taxes on income 1,889 5,585 5,463
Taxes on income (tax benefit) 17 51 (87) (25)
Net loss 1,940 5,498 5,438
Other comprehensive loss:
Amounts that will be or that have been reclassified to profit
or loss when specific conditions are met:
Adjustments arising from translating financial statements
of foreign operations (6) - -
Total other comprehensive income (6) - -
Total comprehensive loss 1,934 5,498 5,438
Basic and diluted loss per share 21 (0.07) (0.21) (0.21)

The accompanying notes are an integral part of the consolidated financial statements.



CONSOLIDATED STATEMENTS OF CHANGES IN EQUITY

EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

Reserve from share-

Reserve from
transaction with

Foreign currency

Share Share based payment controlling translation Accumulated
capital premium transactions shareholder reserve deficit Total
USD in thousands

Balance at January 1, 2017%) 6,638 65,632 803 1,284 1,729 (75,127) 959
Total comprehensive loss - - - - (5,438) (5,438)
Exercise of options 14 68 (26) - - 56
Transaction with controlling shareholder **) - - - 283 - 283
Cost of share-based payment - - 494 - - 494
Expiration of options - 7 (N - - -
Balance at December 31, 2017 6,652 65,707 1,264 1,567 1,729 (80,565) (3,646)
Total comprehensive loss - - - - (5,498) (5,498)
Issue of share capital, net 372 3,843 - - - 4,215
Exercise of options 11 66 (20) - - 57
Transaction with controlling shareholder **) - - - 657 - 657
Cost of share-based payment - - 964 - - 964
Balance at December 31, 2018 7,035 69,616 2,208 2,224 1,729 (86,063) (3,251)
Loss - - - - - (1,940) (1,940)
Total other comprehensive income 6 6
Total comprehensive loss - - - - 6 (1,940) (1,934)
Issue of share capital, net - - - - - -
Exercise of options 44 264 (127) - - - 181
Transaction with controlling shareholder *)
(Loan receipt) - - - 416 - - 416
Transaction with controlling shareholder*)
(Loan repayment) - - - (381) - - (381)
Expiration of options - 107 (107) - - - -
Cost of share-based payment - - 579 - - - 579
Balance at December 31, 2019 7,079 69,987 2,553 2,259 1,735 (88,003) (4,390)
*) Were translated to US dollars (the new functional and reporting currency since January 1, 2017).

**) Net of tax influence.

The accompanying notes are an integral part of the consolidated financial statements.



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

CONSOLIDATED STATEMENTS OF CASH FLOWS

Year ended
December 31,
2019 2018 2017
USD in thousands

Cash flows from operating activities:

Loss (1,940) (5,498) (5,438)

Adjustments to reconcile net loss to net cash provided
by (used in) operating activities:

Adjustments to the profit or loss items:

Gain from sale of property and equipment -
Depreciation of right of use of assets 266

Depreciation and amortization 239 900 888
Cost of share-based payment 579 964 494
Finance expenses, net 1,735 325 429
2,819 2,189 1,811
Changes in asset and liability items:
Increase in trade receivables (1) (387) (1,614)
Decrease (increase) in other accounts receivable 81 322 *) (141)
Decrease (increase) in inventories 2,543 (3,532) (1,355)
Increase (decrease) in trade payables (1,356) 500 1,330
Increase (decrease) in other accounts payable (175) (112) 165
1,092 (3,209) (1,615)
Cash received (paid) during the year for:
Tax paid (48) (83) 5)
Interest paid (322) (252) (34)
Interest received 1 1 4
(369) (334) (35)
Net cash provided by (used in) operating activities 1,602 (6,852) (5,277)

*)  Reclassified.

The accompanying notes are an integral part of the consolidated financial statements.



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

CONSOLIDATED STATEMENTS OF CASH FLOWS

Cash flows from investing activities:

Purchase of property, plant and equipment
Withdrawal of (investment in) Long-term deposits
Withdrawal of (investment in) bank deposits

Net cash provided by (used in) investing activities

Cash flows from financing activities:

Receipt of long-term loan and line of credit
Repayment of loan and credit lines from banks
Exercise of options

Issuance of share capital, net

Prepaid issuance expenses

Receipt of government grants

Repayment of lease liability

Repayment of liability in respect of government grants

Net cash provided by (used in) financing activities

Exchange differences on balances of cash and cash
equivalents

Increase (decrease) in cash and cash equivalents
Cash and cash equivalents at the beginning of the year

Cash and cash equivalents at the end of the year

Significant non-cash transactions:

Reclassification inventory to (from) property and
equipment

Right-of-use asset recognized with corresponding
lease liability

*)  Reclassified.
**)  Represents an amount lower than USD 1.

Year ended
December 31,
2019 2018 2017
USD in thousands

(181) (178) (30)
- (2) (7)

- (35) 2,794
(181) (215) 2,757
8,119 5,761 2,264
(7,678) (463) (311)
181 57 56

- 4,215 -

- - *) (59

. - *x)
(270) - -
(490) (450) (239)
(138) 9,120 1,711
(43) (108) 56
1,240 1,945 (753)
3,576 1,631 2,384
4,816 3,576 1,631
(6) 287 144
143 - -

The accompanying notes are an integral part of the consolidated financial statements.



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 1:- GENERAL

a. Description of the Company and its operations:

1.

Exalenz Bioscience Ltd. together with its subsidiaries (the "Company") engages in
the development and marketing of a device for the diagnosis and post-treatment
monitoring of gastrointestinal and liver diseases using exhaled breath analysis.

Exalenz Bioscience Ltd. was incorporated under the laws of the State of Israel in
April 2006.

Exalenz Bioscience Ltd. shares have been trading on the Tel Aviv Stock Exchange
(the "TASE") since 2007.

Exalenz Bioscience Ltd. has a fully owned active subsidiaries:
e Exalenz Bioscience Inc. ("Exalenz Inc").
o Exalenz Bioscience Changzhou Ltd (“Exalenz China”)

Exalenz Inc was incorporated in Delaware, United States. Since 2006, the Subsidiary
has been engaged in marketing, sales and the provision of technical support for the
Company's products in the United States.

In February 2019 the Company announced that it received a Chinese CFDA approval
for its BreathID® Hp Lab System.

Following the receipt of the Chinese CFDA approval at the beginning of 2019, the
Company established a wholly owned subsidiary in China in October 2019, which
will provide Pre and Post sale services to the customers in China Mainland.

On November 1, 2016, the Company announced the receipt of approval from the
U.S. Food and Drug Administration (the "FDA") to market its lab system for H.
pylori detection in the United States. In the first quarter of 2017, the Company
entered into a marketing agreement with Laboratory Corporation of America
Holding ("LabCorp") for the supply of lab devices and kits. LabCorp is one of the
two largest labs in the United States for H. pylori diagnostic testing and is a material
customer of the Company.

On March 12, 2018, the Company announced the receipt of approval from the FDA
to market its lab system and its point of care device for H. pylori detection in the
United States for a pediatric usage.

In November 2019, the Company reported that it met its Primary End Point in a study
conducted in collaboration with Conatus Pharmaceuticals Inc. (NASDAQ: CNAT) -
predicting clinical events related to disease worsening of patients with Non-alcoholic
Steatohepatitis (NASH) and advanced cirrhosis. The Company is reviewing its
regulatory alternatives, including whether to submit this data separately or as part of
a pre-marketing approval submission already in preparation for diagnosing Severe
Portal Hypertension in advanced NASH patients.



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES
NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 1:- GENERAL (Cont.)

10. The Company has a positive cash flow from operating activities totaling USD 1,602
thousand and a loss totaling USD 1,934 thousand, including net research and
development expenses amounting to USD 2,242 thousand for the year ended
December 31, 2019 and has a deficit equity in an amount of USD 4,390 and an
accumulated deficit of USD 88,003 thousand as of December 31, 2019.

The Company intends to act to match the total of fund applications to the sum of
fund sources to the extent this will be necessary. In view of the foregoing,
management estimates that it is likely that the Company will be able to meet its
obligations on time in the foreseeable future.

b. Definitions:

In these financial statements —

The Company - Exalenz Bioscience Ltd.

Exalenz Inc - Exalenz Bioscience Inc. (wholly owned investee).

Exalenz China Jiangsu Exalenz Medical Device Co. LTD (wholly owned

investee).

The Group - The Company and its Subsidiaries.

Interested parties and - As defined in the Israeli Securities Regulations (Annual
controlling shareholder Financial Statements), 2010.

Related parties - As defined in 1AS 24.

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES

The following accounting policies have been applied consistently in the financial statements for
all periods presented, unless otherwise stated.

a. Basis of presentation of the financial statements:
These financial statements have been prepared in accordance with International Financial
Reporting Standards ("IFRS"). Furthermore, the financial statements have been prepared
in conformity with the provisions of the Israeli Securities Regulations (Annual Financial
Statements), 2010.
The Company's financial statements have been prepared on a cost basis.

b. The Operating cycle:

The operating cycle of the Company is one year.



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES (Cont.)

C.

Consolidated financial statements:

The consolidated financial statements comprise the financial statements of companies that
are controlled by the Company (subsidiaries). Control is achieved when the Company is
exposed, or has rights, to variable returns from its involvement with the investee and has
the ability to affect those returns through its power over the investee. Potential voting rights
are considered when assessing whether an entity has control. The consolidation of the
financial statements commences on the date on which control is obtained and ends when
such control ceases.

The financial statements of the Company and of the subsidiaries are prepared as of the same
dates and periods. The consolidated financial statements are prepared using uniform
accounting policies by all companies in the Group. Significant intragroup balances and
transactions and gains or losses resulting from intragroup transactions are eliminated in full
in the consolidated financial statements.

Functional currency, presentation currency and foreign currency:

1. Functional currency and presentation currency:
The presentation currency of the financial statements is the USD.
The Group determines the functional currency of each Group entity.

Until December 31, 2016, the functional and presentation currency of the Company
was the New Israeli Shekel ("NIS™). As of January 1, 2017, the U.S. dollar is the
Company's functional currency. The functional currency of Exalenz Bioscience
Changzhou is Chinese Yuan (RMB).

Assets, including fair value adjustments upon acquisition, and liabilities of an
investee which is a foreign operation, are translated at the closing rate at each
reporting date. Profit or loss items are translated at average exchange rates for all
periods presented. The resulting translation differences are recognized in other
comprehensive income (loss).

2. Transactions, assets and liabilities in foreign currency:

Transactions denominated in foreign currency are recorded upon initial recognition
at the exchange rate at the date of the transaction. After initial recognition, monetary
assets and liabilities denominated in foreign currency are translated at each reporting
date into the functional currency at the exchange rate at that date. Exchange rate
differences, other than those capitalized to qualifying assets or accounted for as
hedging transactions in equity, are recognized in profit or loss. Non-monetary assets
and liabilities denominated in foreign currency and measured at cost are translated
at the exchange rate at the date of the transaction. Non-monetary assets and liabilities
denominated in foreign currency and measured at fair value are translated into the
functional currency using the exchange rate prevailing at the date when the fair value
was determined.

10



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES
NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES (Cont.)

3. Index-linked monetary items:

Monetary assets and liabilities linked to the changes in the Israeli Consumer Price
Index ("Israeli CPI") are adjusted at the relevant index at each reporting date
according to the terms of the agreement.

e. Cash equivalents:

Cash equivalents are considered as highly liquid investments, including unrestricted short-
term bank deposits with an original maturity of three months or less from the date of
investment or with a maturity of more than three months, but which are redeemable on
demand without penalty and which form part of the Group's cash management.

f. Allowance for doubtful accounts (accounting policy applied until December 31, 2017):

The allowance for doubtful accounts is determined in respect of specific trade receivables
whose collection, in the opinion of the Company's management, is doubtful. Impaired
receivables are derecognized when they are assessed as uncollectible.

g. Inventories:

Inventories are measured at the lower of cost and net realizable value. The cost of
inventories comprises costs of purchase and costs incurred in bringing the inventories to
their present location and condition. Net realizable value is the estimated selling price in
the ordinary course of business less estimated costs of completion and estimated costs
necessary to make the sale. The Company periodically evaluates the condition and age of
inventories and makes provisions for slow moving inventories accordingly.

Cost of inventories is determined as follows:
Raw materials - at cost of purchase using the "first-in, first-out" method.

Finished goods - on the basis of average costs including materials, labor and other direct
and indirect manufacturing costs based on normal capacity.

h. Revenue recognition:
On January 1, 2018, the Company initially adopted IFRS 15, "Revenue from Contracts
with Customers” (“the Standard"), the Company elected to adopt the provisions of the
Standard using the modified retrospective method with the application of certain practical

expedients and without restatement of comparative data.

The accounting policy for revenue recognition applied until December 31, 2017, is as
follows:

11



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES
NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES (Cont.)

Revenue recognition:

Revenues are recognized in profit or loss when the revenues can be measured reliably, it is
probable that the economic benefits associated with the transaction will flow to the
Company and the costs incurred or to be incurred in respect of the transaction can be
measured reliably. When the Company acts as a principal and is exposed to the risks
associated with the transaction, revenues are presented on a gross basis. When the
Company acts as an agent and is not exposed to the risks and rewards associated with the
transaction, revenues are presented on a net basis. Revenues are measured at the fair value
of the consideration less any trade discounts, volume rebates and returns.

Following are the specific revenue recognition criteria which must be met before revenue
is recognized:

Revenues from the sale of goods:

Revenues from the sale of goods are recognized when all the significant risks and rewards
of ownership of the goods have passed to the buyer and the seller no longer retains
continuing managerial involvement. The delivery date is usually the date on which
ownership passes.

Revenues from the rendering of services:

Revenues from the rendering of system installation services are recognized by reference to
the stage of completion at the reporting date. The stage of completion is measured based
on the proportion of actual labor hours incurred to the estimated total labor hours for the
entire service contract. Where the contract outcome cannot be measured reliably, revenue
is recognized only to the extent that the expenses incurred are recoverable.

The accounting policy for revenue recognition applied from January 1, 2018, is as follows:
Revenue recognition:

Revenue from contracts with customers is recognized when the control over the goods or
services is transferred to the customer. The transaction price is the amount of the
consideration that is expected to be received based on the contract terms, excluding
amounts collected on behalf of third parties (such as taxes).

Revenue from the sale of goods:

Revenue from sale of goods is recognized in profit or loss at the point in time when the

control of the goods is transferred to the customer, generally upon delivery of the goods to
the customer.

12



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES
NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES (Cont.)

Allocating the transaction price:

For contracts that consist of more than one performance obligation, at contract inception
the Company allocates the contract transaction price to each performance obligation
identified in the contract on a relative stand-alone selling price basis. The stand-alone
selling price is the price at which the Company would sell the promised goods or services
separately to a customer. When the stand-alone selling price is not directly observable by
reference to similar transactions with similar customers, the Company applies suitable
methods for estimating the stand-alone selling price including: the adjusted market
assessment approach, the expected cost plus a margin approach and the residual approach.
The Company may also use a combination of these approaches to allocate the transaction
price in the contract.

Revenues that include warranty services:

In the context of its contracts, the Company provides warranty services to customers based
on applicable laws or as customary in the relevant market. In most of its contracts, the
Company renders warranty services to guarantee the quality of the work performed and not
as an additional service to the customer. Accordingly, the warranty does not represent a
separate performance obligation, and the Company recognizes a provision for warranty in
its financial statements pursuant to the provisions of IAS 37.

Revenues from the rendering of services:
Recognized based on straight line Method
i. Government grants:

Government grants are recognized when there is reasonable assurance that the grants will
be received, and the Company will comply with the attached conditions.

A liability for the loan is first measured at fair value using a discount rate that reflects a
market rate of interest. The difference between the amount of the grant received and the
fair value of the liability is accounted for as a Government grant and recognized as a
reduction of research and development expenses. After initial recognition, the liability is
measured at amortized cost using the effective interest method. Royalty payments are
treated as a reduction of the liability

In each reporting date, the Company evaluates whether there is reasonable assurance that
the liability recognized, in whole or in part, will not be repaid (since the Company will not
be required to pay royalties) based on the best estimate of future sales and using the original
effective interest method, and if so, the appropriate amount of the liability is derecognized
against a corresponding reduction in research and development expenses.

Amounts paid as royalties are recognized as settlement of the liability.

13



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES
NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 2:- SIGNIFICANT ACCOUNTING POLICIES (Cont.)

Government grants received from the Israel Innovation Authority before January 1, 2009,
which are recognized as a liability, are accounted for as forgivable loans, in accordance
with the provisions of IAS 20, under the original loan terms. The amounts paid as royalties
are recognized as settlement of the liability.

For government grants received from the Israel Innovation Authority after January 1, 2009,
a liability for the loan is first measured at fair value using a discount rate that reflects a
market rate of interest. The difference between the amount of the grant received and the
fair value of the liability is accounted for as a Government grant and recognized as a
reduction of research and development expenses. After initial recognition, the liability is
measured at amortized cost using the effective interest method. Royalty payments are
treated as a reduction of the liability. If no economic benefits are expected from the research
activity, the grant receipts are recognized as a reduction of the related research and
development expenses. In that event, the royalty obligation is treated as a contingent
liability in accordance with 1AS 37.

J. Taxes on income:

Current or deferred taxes are recognized in profit or loss, except to the extent that they
relate to items which are recognized in other comprehensive income or equity.

1. Current taxes:

The current tax liability is measured using the tax rates and tax laws that have been
enacted or substantively enacted by the reporting date as well as adjustments
required in connection with the tax liability in respect of previous years.

2. Deferred taxes:

Deferred taxes are computed in respect of temporary differences between the
carrying amounts in the financial statements and the amounts attributed for tax
purposes.

Deferred taxes are measured at the tax rate that is expected to apply when the asset
is realized or the liability is settled, based on tax laws that have been enacted or
substantively enacted by the reporting date.

Deferred tax assets are reviewed at each reporting date and reduced to the extent that
it is not probable that they will be utilized. Deductible carryforward losses and
temporary differences for which deferred tax assets had not been recognized are
reviewed at each reporting date and a respective deferred tax asset is recognized to
the extent that their utilization is probable.

Taxes that would apply in the event of the disposal of investments in investees have
not been taken into account in computing deferred taxes, as long as the disposal of
the investments in investees is not probable in the foreseeable future. Also, deferred
taxes that would apply in the event of distribution of earnings by investees as
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dividends have not been taken into account in computing deferred taxes, since the
distribution of dividends does not involve an additional tax liability or since it is the
Company's policy not to initiate distribution of dividends from a subsidiary that
would trigger an additional tax liability.

Taxes on income that relate to distributions of an equity instrument and to transaction
costs of an equity transaction are accounted for pursuant to IAS 12.

Deferred taxes are offset if there is a legally enforceable right to offset a current tax
asset against a current tax liability and the deferred taxes relate to the same taxpayer
and the same taxation authority.

k. Leases:

As described in Note 12 regarding the initial adoption of IFRS 16, "Leases" (“the
Standard™), the Company elected to apply the provisions of the Standard using the modified
retrospective method (without restatement of comparative data).

The accounting policy for leases applied effective from January 1, 2019, is as follows:

The Company accounts for a contract as a lease when the contract terms convey the right
to control the use of an identified asset for a period of time in exchange for consideration.

1.

The Group as a lessee:

For leases in which the Company is the lessee, the Company recognizes on the
commencement date of the lease a right-of-use asset and a lease liability, excluding
leases whose term is up to 12 months and leases for which the underlying asset is of
low value. For these excluded leases, the Company has elected to recognize the lease
payments as an expense in profit or loss on a straight-line basis over the lease term.
In measuring the lease liability, the Company has elected to apply the practical
expedient in the Standard and does not separate the lease components from the non-
lease components (such as management and maintenance services, etc.) included in
a single contract.

Leases which entitle employees to a company car as part of their employment terms
are accounted for as employee benefits in accordance with the provisions of 1AS 19
and not as subleases.

On the commencement date, the lease liability includes all unpaid lease payments
discounted at the interest rate implicit in the lease, if that rate can be readily
determined, or otherwise using the Company's incremental borrowing rate. After the
commencement date, the Company measures the lease liability using the effective
interest rate method.
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On the commencement date, the right-of-use asset is recognized in an amount equal
to the lease liability plus lease payments already made on or before the
commencement date and initial direct costs incurred. The right-of-use asset is
measured applying the cost model and depreciated over the shorter of its useful life
and the lease term.

Following are the amortization periods of the right-of-use assets by class of
underlying asset:

Years Mainly

Offices

6 4
Motor vehicles 3 3

2-
2-
The Company tests for impairment of the right-of-use asset whenever there are
indications of impairment pursuant to the provisions of 1AS 36.

2. Variable lease payments that depend on an index:

On the commencement date, the Company uses the index rate prevailing on the
commencement date to calculate the future lease payments.

For leases in which the Company is the lessee, the aggregate changes in future lease
payments resulting from a change in the index are discounted (without a change in
the discount rate applicable to the lease liability) and recorded as an adjustment of
the lease liability and the right-of-use asset, only when there is a change in the cash
flows resulting from the change in the index (that is, when the adjustment to the lease
payments takes effect).

3. Lease extension and termination options:

A non-cancelable lease term includes both the periods covered by an option to extend
the lease when it is reasonably certain that the extension option will be exercised and
the periods covered by a lease termination option when it is reasonably certain that
the termination option will not be exercised.

In the event of any change in the expected exercise of the lease extension option or
in the expected non-exercise of the lease termination option, the Company
remeasures the lease liability based on the revised lease term using a revised discount
rate as of the date of the change in expectations. The total change is recognized in
the carrying amount of the right-of-use asset until it is reduced to zero, and any
further reductions are recognized in profit or loss.

4. Lease modifications:
If a lease modification does not reduce the scope of the lease and does not result in
a separate lease, the Company remeasures the lease liability based on the modified

lease terms using a revised discount rate as of the modification date and records the
change in the lease liability as an adjustment to the right-of-use asset.
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If a lease modification reduces the scope of the lease, the Company recognizes a gain
or loss arising from the partial or full reduction of the carrying amount of the right-
of-use asset and the lease liability. The Company subsequently remeasures the
carrying amount of the lease liability according to the revised lease terms, at the
revised discount rate as of the modification date and records the change in the lease
liability as an adjustment to the right-of-use asset.

The accounting policy for leases applied until December 31, 2018, is as follows:

The criteria for classifying leases as finance or operating leases depend on the
substance of the agreements and are made at the inception of the lease in accordance
with the following principles as set out in I1AS 17.

The Group as lessee:

Operating leases:

Leases in which substantially all the risks and rewards of ownership of the leased
asset are not transferred to the Group are classified as operating leases. Lease
payments are recognized as an expense in profit or loss on a straight-line basis over
the lease term.

. Property, plant and equipment:

Property, plant and equipment are measured at cost, including directly attributable costs,
less accumulated depreciation, accumulated impairment losses and any related investment
grants and excluding day-to-day servicing expenses. Cost includes spare parts and auxiliary
equipment that are used in connection with plant and equipment.

A part of an item of property, plant and equipment with a cost that is significant in relation
to the total cost of the item is depreciated separately using the component method.

Depreciation is calculated on a straight-line basis over the useful life of the assets at annual
rates as follows:

% Mainly %
Lab equipment 15-33 33
BreathID ("BID") systems 20-50 50
Office furniture and equipment 6-15 15
Computers and peripheral equipment 33
Leasehold improvements See below

Leasehold improvements are depreciated on a straight-line basis over the shorter of the
lease term (including the extension option held by the Group and intended to be exercised)
and the useful life of the improvement.
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The useful life, depreciation method and residual value of an asset are reviewed at least
each year-end and any changes are accounted for prospectively as a change in accounting
estimate. Depreciation of an asset ceases at the earlier of the date that the asset is classified
as held for sale and the date that the asset is derecognized.

m.  Intangible assets:

Separately acquired intangible assets are measured on initial recognition at cost including
directly attributable costs. Intangible assets acquired in a business combination are
measured at fair value at the acquisition date. Expenditures relating to internally generated
intangible assets, excluding capitalized development costs, are recognized in profit or loss
when incurred.

Intangible assets with a finite useful life are amortized over their useful life and reviewed
for impairment whenever there is an indication that the asset may be impaired. The
amortization period and the amortization method for an intangible asset are reviewed at
least at each year end.

Intangible assets with indefinite useful lives are not systematically amortized and are tested
for impairment annually or whenever there is an indication that the intangible asset may be
impaired. The useful life of these assets is reviewed annually to determine whether their
indefinite life assessment continues to be supportable. If the events and circumstances do
not continue to support the assessment, the change in the useful life assessment from
indefinite to finite is accounted for prospectively as a change in accounting estimate and
on that date the asset is tested for impairment. Commencing from that date, the asset is
amortized systematically over its useful life.

Research and development expenditures:

Research expenditures are recognized in profit or loss when incurred.

Software:

The Group's assets include computer systems comprising hardware and software. Software
forming an integral part of the hardware to the extent that the hardware cannot function
without the programs installed on it is classified as property, plant and equipment. In

contrast, stand-alone software that adds functionality to the hardware is classified as an
intangible asset.
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n. Impairment of non-financial assets:

The Company evaluates the need to record an impairment of non-financial assets whenever
events or changes in circumstances indicate that the carrying amount is not recoverable. If
the carrying amount of non-financial assets exceeds their recoverable amount, the assets
are reduced to their recoverable amount. The recoverable amount is the higher of fair value
less costs of sale and value in use. In measuring value in use, the expected future cash flows
are discounted using a pre-tax discount rate that reflects the risks specific to the asset. The
recoverable amount of an asset that does not generate independent cash flows is determined
for the cash-generating unit to which the asset belongs. Impairment losses are recognized
in profit or loss.

An impairment loss of an asset, other than goodwill, is reversed only if there have been
changes in the estimates used to determine the asset's recoverable amount since the last
impairment loss was recognized. Reversal of an impairment loss, as above, shall not be
increased above the lower of the carrying amount that would have been determined (net of
depreciation or amortization) had no impairment loss been recognized for the asset in prior
years and its recoverable amount. The reversal of impairment loss of an asset presented at
cost is recognized in profit or loss.

0. Financial instruments:
On January 1, 2018, the Company initially adopted IFRS 9, "Financial Instruments" (“the
Standard™). The Company elected to apply the provisions of the Standard retrospectively

without restatement of comparative data.

The accounting policy for financial instruments applied commencing from January 1, 2018,
is as follows:

1. Financial assets:

Financial assets are measured upon initial recognition at fair value plus transaction
costs that are directly attributable to the acquisition of the financial assets.

The Company classifies and measures debt instruments in the financial statements
based on the following criteria:

- The Company's business model for managing financial assets; and

- The contractual cash flow terms of the financial asset.
2. Impairment of financial assets:
The Company evaluates at the end of each reporting period the loss allowance for

financial debt instruments which are not measured at fair value through profit or loss.
The Company distinguishes between two types of loss allowances:
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a) Debt instruments whose credit risk has not increased significantly since initial
recognition, or whose credit risk is low - the loss allowance recognized in
respect of this debt instrument is measured at an amount equal to the expected
credit losses within 12 months from the reporting date (12-month ECLS); or

b)  Debt instruments whose credit risk has increased significantly since initial
recognition, and whose credit risk is not low - the loss allowance recognized
is measured at an amount equal to the expected credit losses over the
instrument's remaining term (lifetime ECLS).

3. Derecognition of financial assets:
A financial asset is derecognized only when:

- The contractual rights to the cash flows from the financial asset has expired,;
or

- The Company has transferred substantially all the risks and rewards deriving
from the contractual rights to receive cash flows from the financial asset or
has neither transferred nor retained substantially all the risks and rewards of
the asset, but has transferred control of the asset; or

- The Company has retained its contractual rights to receive cash flows from
the financial asset but has assumed a contractual obligation to pay the cash
flows in full without material delay to a third party.

4, Financial liabilities:

Financial liabilities measured at amortized cost:

Financial liabilities are initially recognized at fair value less transaction costs that
are directly attributable to the issue of the financial liability.

After initial recognition, the Company measures all financial liabilities at amortized
cost using the effective interest rate method.

5. Derecognition of financial liabilities:

A financial liability is derecognized only when it is extinguished, that is when the
obligation specified in the contract is discharged or canceled or expires. A financial
liability is extinguished when the debtor discharges the liability by paying in cash,
other financial assets, goods or services; or is legally released from the liability.

When there is a modification in the terms of an existing financial liability, the

Company evaluates whether the modification is substantial, taking into account
gualitative and quantitative information.
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If the terms of an existing financial liability are substantially modified or a liability
is exchanged for another liability from the same lender with substantially different
terms, the modification or exchange is accounted for as an extinguishment of the
original liability and the recognition of a new liability. The difference between the
carrying amounts of the above liabilities is recognized in profit or loss.

If the modification in the terms of an existing liability is not substantial or if a liability
is exchanged for another liability from the same lender whose terms are not
substantially different, the Company recalculates the carrying amount of the liability
by discounting the revised cash flows at the original effective interest rate and any
resulting difference is recognized in profit or loss.

6. Offsetting financial instruments:

Financial assets and financial liabilities are offset and the net amount is presented in
the statement of financial position if there is a legally enforceable right to set off the
recognized amounts and there is an intention either to settle on a net basis or to realize
the asset and settle the liability simultaneously. The right of set-off must be legally
enforceable not only during the ordinary course of business of the parties to the
contract but also in the event of bankruptcy or insolvency of one of the parties. In
order for the right of set-off to be currently available, it must not be contingent on a
future event, there may not be periods during which the right is not available, or there
may not be any events that will cause the right to expire.

The accounting policy for financial instruments applied until December 31, 2017, is as
follows:

1. Financial assets:

Financial assets within the scope of 1AS 39 are initially recognized at fair value plus
directly attributable transaction costs, except for financial assets measured at fair
value through profit or loss in respect of which transaction costs are recorded in
profit or loss.

After initial recognition, the accounting treatment of financial assets is based on their
classification as follows:

Receivables:

Receivables are investments with fixed or determinable payments that are not quoted
in an active market. After initial recognition, loans are measured based on their terms
at amortized cost plus directly attributable transaction costs using the effective
interest method and less any impairment losses. Short-term borrowings are measured
based on their terms, normally at face value.
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2.

Financial liabilities:

Financial liabilities are initially recognized at fair value. Loans and other liabilities
measured at amortized cost are presented less direct transaction costs.

After initial recognition, the accounting treatment of financial liabilities is based on
their classification as follows:

Financial liabilities at amortized cost:

After initial recognition, loans and other liabilities are measured based on their terms
at amortized cost less directly attributable transaction costs using the effective
interest method.

Offsetting financial instruments:

Financial assets and financial liabilities are offset and the net amount is presented in
the statement of financial position if there is a legally enforceable right to set off the
recognized amounts and there is an intention either to settle on a net basis or to realize
the asset and settle the liability simultaneously.

The right of set-off must be legally enforceable not only during the ordinary course
of business of the parties to the contract but also in the event of bankruptcy or
insolvency of one of the parties. In order for the right of set-off to be currently
available, it must not be contingent on a future event, there may not be periods during
which the right is not available, or there may not be any events that will cause the
right to expire.

Derecognition of financial instruments:

a) Financial assets:

A financial asset is derecognized when the contractual rights to the cash flows
from the financial asset expire or the Company has transferred its contractual
rights to receive cash flows from the financial asset or assumes an obligation
to pay the cash flows in full without material delay to a third party and has
transferred substantially all the risks and rewards of the asset, or has neither
transferred nor retained substantially all the risks and rewards of the asset, but
has transferred control of the asset.

A transaction involving factoring of accounts receivable and credit card
vouchers is derecognized when the abovementioned conditions are met.
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If the Company transfers its rights to receive cash flows from an asset and
neither transfers nor retains substantially all the risks and rewards of the asset
nor transfers control of the asset, a new asset is recognized to the extent of the
Company's continuing involvement in the asset. When continuing
involvement takes the form of guaranteeing the transferred asset, the extent of
the continuing involvement is the lower of the original carrying amount of the
asset and the maximum amount of consideration received that the Company
could be required to repay.

b) Financial liabilities:

A financial liability is derecognized when it is extinguished, that is when the
obligation is discharged or canceled or expires. A financial liability is
extinguished when the debtor (the Group) discharges the liability by paying
in cash, other financial assets, goods or services; or is legally released from
the liability.

When an existing financial liability is exchanged with another liability from
the same lender on substantially different terms, or the terms of an existing
liability are substantially modified, such an exchange or modification is
accounted for as an extinguishment of the original liability and the recognition

of a new liability. The difference between the carrying amounts of the above
liabilities is recognized in profit or loss. If the exchange or modification is not
substantial, it is accounted for as a change in the terms of the original liability
and no gain or loss is recognized on the exchange. When evaluating whether
the change in the terms of an existing liability is substantial, the Company
takes into account both quantitative and qualitative considerations.

5. Impairment of financial assets:

The Group assesses at the end of each reporting period whether there is any objective
evidence of impairment of a financial asset or group of financial assets as follows:

Financial assets carried at amortized cost:

Obijective evidence of impairment exists when one or more events that have occurred
after initial recognition of the asset have a negative impact on the estimated future
cash flows. The amount of the loss recorded in profit or loss is measured as the
difference between the asset's carrying amount and the present value of estimated
future cash flows (excluding future credit losses that have not yet been incurred)
discounted at the financial asset's original effective interest rate. If the financial asset
has a variable interest rate, the discount rate is the current effective interest rate. In a
subsequent period, the amount of the impairment loss is reversed if the recovery of
the asset can be related objectively to an event occurring after the impairment was
recognized. The amount of the reversal, up to the amount of any previous
impairment, is recorded in profit or loss.
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p. Fair value measurement:

Fair value is the price that would be received to sell an asset or paid to transfer a liability
in an orderly transaction between market participants at the measurement date.

Fair value measurement is based on the assumption that the transaction will take place in
the asset's or the liability's principal market, or in the absence of a principal market, in the
most advantageous market.

The fair value of an asset or a liability is measured using the assumptions that market
participants would use when pricing the asset or liability, assuming that market participants
act in their economic best interest.

Fair value measurement of a non-financial asset takes into account a market participant's
ability to generate economic benefits by using the asset in its highest and best use or by
selling it to another market participant that would use the asset in its highest and best use.

The Group uses valuation techniques that are appropriate in the circumstances and for
which sufficient data are available to measure fair value, maximizing the use of relevant
observable inputs and minimizing the use of unobservable inputs.

All assets and liabilities measured at fair value or for which fair value is disclosed are
categorized into levels within the fair value hierarchy based on the lowest level input that
is significant to the entire fair value measurement:

Level 1 - quoted prices (unadjusted) in active markets for identical assets or
liabilities.
Level 2 - inputs other than quoted prices included within Level 1 that are observable

directly or indirectly.

Level 3 - inputs that are not based on observable market data (valuation techniques
which use inputs that are not based on observable market data).

g. Provisions:

A provision in accordance with IAS 37 is recognized when the Group has a present
obligation (legal or constructive) as a result of a past event, it is probable that an outflow
of resources embodying economic benefits will be required to settle the obligation and a
reliable estimate can be made of the amount of the obligation. When the Group expects
part or all of the expense to be reimbursed, for example under an insurance contract, the
reimbursement is recognized as a separate asset but only when the reimbursement is
virtually certain. The expense is recognized in the statement of profit or loss net of any
reimbursement.

Following are the types of provisions included in the financial statements:
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Warranty:

The Group recognizes a provision for warranty when the product is sold or service provided
to the customer.

Legal claims:

A provision for claims is recognized when the Group has a present legal or constructive
obligation as a result of a past event, it is more likely than not that an outflow of resources
embodying economic benefits will be required by the Group to settle the obligation and a
reliable estimate can be made of the amount of the obligation.

r. Employee benefit liabilities:

The Group has several employee benefit plans:

1.

Short-term employee benefits:

Short-term employee benefits are benefits that are expected to be settled wholly
before twelve months after the end of the annual reporting period in which the
employees render the related services. These benefits include salaries, paid annual
leave, paid sick leave, recreation and social security contributions and are recognized
as expenses as the services are rendered. A liability in respect of a cash bonus or a
profit-sharing plan is recognized when the Group has a legal or constructive
obligation to make such payment as a result of past service rendered by an employee
and a reliable estimate of the amount can be made.

Post-employment benefits:

The plans are normally financed by contributions to insurance companies and
classified as defined contribution plans or as defined benefit plans.

The Group has defined contribution plans pursuant to section 14 to the Severance
Pay Law under which the Group pays fixed contributions and will have no legal or
constructive obligation to pay further contributions if the fund does not hold
sufficient amounts to pay all employee benefits relating to employee service in the
current and prior periods.

Contributions to the defined contribution plan in respect of severance or retirement
pay are recognized as an expense when contributed concurrently with performance
of the employee's services.

S. Share-based payment transactions:

The Company's employees / other service providers are entitled to remuneration in the form
of equity-settled share-based payment transactions.
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Equity-settled transactions:

The cost of equity-settled transactions with employees is measured at the fair value of the
equity instruments granted at grant date. The fair value is determined using an acceptable
option pricing model.

As for other service providers, the cost of the transactions is measured at the fair value of
the goods or services received as consideration for equity instruments granted.

The cost of equity-settled transactions is recognized in profit or loss together with a
corresponding increase in equity during the period which the performance and/or service
conditions are to be satisfied ending on the date on which the relevant employees become
entitled to the award (“'the vesting period™). The cumulative expense recognized for equity-
settled transactions at the end of each reporting period until the vesting date reflects the
extent to which the vesting period has expired and the Group's best estimate of the number
of equity instruments that will ultimately vest.

No expense is recognized for awards that do not ultimately vest, except for awards where
vesting is conditional upon a market condition, which are treated as vesting irrespective of
whether the market condition is satisfied, provided that all other vesting conditions (service
and/or performance) are satisfied.

t. Transactions between the Company and its controlling shareholder:

Assets and liabilities in respect of which a transaction was made between the Company and
its controlling shareholder or between companies under the same control are recognized at
fair value on the transaction date. The difference between the fair value and the
consideration set in the transaction is carried to equity. A credit difference has been created
in favor of the Company due to deposits and guarantees of the Company's controlling
shareholder that were given as collateral for the credit line received by the Company from
a bank. A credit difference essentially constitutes a shareholders' investment and thus is
presented under a separate equity item "capital reserve for transaction with controlling
shareholder. See also Note 14.

u. Loss per share:

Loss per share are calculated by dividing the net income attributable to equity holders of
the Company by the weighted number of Ordinary shares outstanding during the period.

V. Changes in accounting policies - initial application of new financial reporting and

accounting standards and amendments to existing financial reporting and accounting
standards:
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1.

Initial application of IFRS 16, "Leases":

In January 2016, the IASB issued IFRS 16, "Leases" (“"the Standard"), which
provides guidance on the recognition, measurement, presentation and disclosure of
leases and supersedes IAS 17, "Leases" ("the old Standard"), IFRIC 4, "Determining
Whether an Arrangement Contains a Lease", and SIC-15, "Operating Leases -
Incentives". According to the Standard, a lease is a contract, or part of a contract,
that conveys the right to use an asset for a period of time in exchange for
consideration.

The Standard has been applied for the first time in these financial statements. As
permitted by the Standard, the Company elected to apply the provisions of the
Standard using the modified retrospective method. The Company recognized lease
liabilities on the initial application date of the Standard in respect of leases previously
classified as operating leases according to 1AS 17. The amount of the liability as of
the date of initial application of the Standard was measured using the Company's
incremental borrowing rate of interest on the date of initial application of the
Standard.

The carrying amount of the right-of-use assets was identical to the carrying amount
of the lease liability.

According to this approach, comparative data have not been restated.

For details of the accounting policy applied from the date of initial application of the
Standard, see Note 12.

The main effect of the initial application of the Standard relates to existing leases in
which the Company is the lessee. According to the Standard, as explained in Note
12 the Company recognizes a lease liability and a corresponding right-of-use asset
for each lease in which it is the lessee, excluding certain exceptions. This accounting
treatment is different than the accounting treatment applied under the old Standard
according to which the lease payments in respect of leases for which substantially
all the risks and rewards incidental to ownership of the leased asset were not
transferred to the lessee were recognized as an expense in profit or loss on a straight-
line basis over the lease term.

Following are data relating to the initial application of the Standard as of January 1,
2019, in respect of leases existing as of that date:

a) Effects of the initial application of the Standard on the Company's financial
statements as of January 1, 2019:
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As As presented
previously according to
reported The change IFRS 16

USD in thousands

As of January 1, 2019:

Current assets:

Other receivables 855 (2) 853
Non-current assets:

Other receivables 66 (12) 54
Right-of-use assets - 309 309

Current liabilities:
Current maturities of lease

liabilities - 248 248
Non-current liabilities:
Lease liabilities - 47 47

b)  The Group was assisted by an external valuation expert in determining the
appropriate interest rate for discounting its leases based on credit risk, the
weighted average term of the leases and other economic variables. A weighted
average incremental borrowing rate of 4% was used to discount future lease
payments in the calculation of the lease liability on the date of initial
application of the Standard.

C) Reconciliation of total commitment for future minimum lease payments as
disclosed in Note 18 to the annual financial statements as of December 31,
2018, to the lease liability as of January 1, 2019:

January 1,
2019
USD in
thousands
Total future minimum lease payments for non-cancelable
leases as per IAS 17 according to the financial
statements as of December 31, 2018 315
Total undiscounted lease liabilities as per IFRS 16 315
Effect of discount of future lease payments at the
Company's incremental borrowing rate on initial date of
adoption (20)
Total lease liabilities as per IFRS 16 as of January 1, 2019 295
Finance lease liabilities as per IAS 17 as of December 31,
2018 -
Total lease liabilities resulting from initial application of
IFRS 16 as of January 1, 2019 295
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NOTE 2:-

NOTE 3:-

SIGNIFICANT ACCOUNTING POLICIES (Cont.)

d)  Practical expedients applied in the initial application of the Standard:

(1) The Company elected not to reassess based on the principles in the
Standard whether contracts are or contain a lease, and instead continued
to classify contracts as leases that were previously identified as leases
under I1AS 17.

(2) The Company elected to apply a single discount rate to a portfolio of
leases with reasonably similar characteristics.

(3) The Company elected to rely on its assessment of whether leases are
onerous by applying IAS 37, as an alternative to performing an
impairment review of the right-of-use asset on the date of initial
application.

(4) The Company elected not to recognize a lease liability and right-of-use
asset for leases whose term ends within 12 months of the date of initial
application, and instead accounted for such leases as short-term leases.

SIGNIFICANT ACCOUNTING JUDGMENTS, ESTIMATES AND ASSUMPTIONS
USED IN THE PREPARATION OF THE FINANCIAL STATEMENTS

In the process of applying the significant accounting policies, the Group has made the following
judgments which have the most significant effect on the amounts recognized in the financial
statements:

a. Judgments:
- Determining the fair value of share-based payment transactions:

The fair value of share-based payment transactions is determined upon initial
recognition by an acceptable option pricing model. The inputs to the model include
share price, exercise price and assumptions regarding expected volatility, expected
life of share option and expected dividend yield.

- Determining the timing of satisfaction of performance obligations:

In order to determine the timing of recognizing revenues from contracts with
customers at a point in time or over time, the Company evaluates the date of transfer
of control over the assets or services promised in the contracts. Among others, the
Company evaluates whether the customer obtains control of the asset at a specific
point in time or consumes the economic benefits associated with the contract
simultaneously with the Company's performance. In determining the timing of
revenue recognition, the Company also considers the provisions of applicable laws
and regulations.
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NOTE 3:- SIGNIFICANT ACCOUNTING JUDGMENTS, ESTIMATES AND ASSUMPTIONS

USED IN THE PREPARATION OF THE FINANCIAL STATEMENTS (Cont.)

b.

Estimates and assumptions:

The preparation of the financial statements requires management to make estimates and
assumptions that have an effect on the application of the accounting policies and on the
reported amounts of assets, liabilities, revenues and expenses. Changes in accounting
estimates are reported in the period of the change in estimate.

The key assumptions made in the financial statements concerning uncertainties at the
reporting date and the critical estimates computed by the Group that may result in a material
adjustment to the carrying amounts of assets and liabilities within the next financial year
are discussed below.

- Grants from the Israel Innovation Authority (“the I1A"):

Government grants received from the IlA at the Ministry of Industry, Trade and
Labor are recognized as a liability if future economic benefits are expected from the
research and development activity that will result in royalty-bearing sales. There is
uncertainty regarding the estimated future cash flows used to measure the amount of
the liability.

- Legal claims:

In estimating the likelihood of outcome of legal claims filed against the Company
and its investees, the companies rely on the opinion of their legal counsel. These
estimates are based on the legal counsel's best professional judgment, taking into
account the stage of proceedings and legal precedents in respect of the different
issues. Since the outcome of the claims will be determined in courts, the results could
differ from these estimates.

- Deferred tax assets:

Deferred tax assets are recognized for unused carryforward tax losses and deductible
temporary differences to the extent that it is probable that taxable profit will be
available against which the losses can be utilized. Significant management judgment
is required to determine the amount of deferred tax assets that can be recognized,
based upon the timing and level of future taxable profits, its source and the tax
planning strategy.

- Determining the transaction price and amounts allocated to the performance
obligations:

In transactions with customers that include variable consideration, the Company
assesses, based on past experience, business forecasts and current economic
conditions, whether it is highly probable that a significant reversal in the amount of
revenue recognized will not occur when the uncertainty associated with the variable
consideration is subsequently resolved.
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NOTE 3:- SIGNIFICANT ACCOUNTING JUDGMENTS, ESTIMATES AND ASSUMPTIONS
USED IN THE PREPARATION OF THE FINANCIAL STATEMENTS (Cont.)

In determining the transaction price for each contract with a customer, the Company
considers the effects of all variable consideration in the contract, including discounts,
penalties, incentives, the existence of a significant financing component and non-
cash consideration.

The Company also assesses for each transaction with variable consideration the
approach that will best reflect the amount of the consideration to which the Company
will be entitled, using either the "expected value" method or the "most likely amount"
method.

- Measuring the progress toward satisfaction of a performance obligation:

For each transaction in which the performance obligation is satisfied over time, the
Company applies an appropriate method of measuring progress toward satisfaction
of the performance obligation using either an input or output method. In determining
the appropriate method, the Company considers the nature of the goods or services
transferred to the customer. In calculating the rate of progress toward satisfaction of
a performance obligation in each period, the Company will make various estimates,
such as expected volume of outputs from the contract, expected volume of inputs
used in fulfilling the contract, etc. The Company exercises judgement in establishing
the relevant estimates and relies, among others, on market data, the Company's past
experience and other facts and assumptions based on the relevant circumstances of
each estimate.

- Lease extension and/or termination options:

In evaluating whether it is reasonably certain that the Company will exercise an
option to extend a lease or not exercise an option to terminate a lease, the Company
considers all relevant facts and circumstances that create an economic incentive for
the Company to exercise the option to extend or not exercise the option to terminate
such as: significant amounts invested in leasehold improvements, the significance of
the underlying asset to the Company's operation and whether it is a specialized asset,
the Company's past experience with similar leases, etc.

After the commencement date, the Company reassesses the term of the lease upon
the occurrence of a significant event or a significant change in circumstances that
affects whether the Company is reasonably certain to exercise an option or not
exercise an option previously included in the determination of the lease term, such
as significant leasehold improvements that had not been anticipated on the lease
commencement date, sublease of the underlying asset for a period that exceeds the
end of the previously determined lease period, etc.
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NOTE 4:-

NOTE 5:-

CASH AND CASH EQUIVALENTS

December 31
2019 2018
USD in thousands

Cash for immediate withdrawal 4816 2,242
Cash equivalents — short-term deposits (1) - 1,334
4,816 3,576

(1) Short-term daily deposits with a bank, bearing an annual interest rate of 1.57%-1.59% in

2018.

TRADE RECEIVABLES, NET

Trade receivables, net:
December 31
2019 2018
USD in thousands

Open accounts 2,649 2,665
Less - allowance for doubtful accounts - (1)
Trade receivables, net 2,649 2,664

Impaired debts are accounted for through recording an allowance for doubtful accounts.

Movement in allowance for doubtful accounts:

USD in
thousands
Balance as of January 1, 2018 (6)
Provision for the year (1)
Derecognition of bad debts
Balance as of December 31, 2018 (D)
Derecognition of bad debts 1

Balance as of December 31, 2019 -

The Company grants its customers interest-free credit for an average period of 45 days.
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NOTE 5:-

NOTE 6:-

NOTE 7:-

TRADE RECEIVABLES, NET (Cont.)

C. Following is an analysis as of the reporting date of past due but not impaired trade
receivables (net of allowance for doubtful accounts):

Past due trade receivables

<30 30-60 60-120
Not past due days days days Total
USD in thousands
December 31, 2019 1,795 847 6 1 2,649
December 31, 2018 1,338 1,084 135 107 2,664

d. The Company has elected to apply the practical expedient in IFRS 15 and does not provide
disclosure of the remaining unsatisfied performance obligations which are part of contracts
that have a term of up to one year.

OTHER ACCOUNTS RECEIVABLE

December 31
2019 2018
USD in thousands

Government authorities 186 133
Prepaid expenses 341 303
Raw material for clinical trials *) 176 242
Advances to suppliers - 2
Government grants receivable 13 42
Other receivables 205 133

921 855

*) In the Company's estimation, the raw material for clinical trials will be utilized in the
coming year.

In 2018, the impairment of raw material for clinical trials was in an amount of USD 40.

INVENTORIES

December 31

2019 2018 Inventory Expiry
USD in thousands (month) (months)

Expendable kits and components 2,165 3,911 Upto6 18-36
Finished products — systems 359 747 Upto 12
Raw materials — API 674 918 Upto 12 36
Other raw materials & spare parts 165 506 Upto 12

3,363 6,082
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NOTE 8:- PROPERTIY AND EQUIPMENT, NET

Composition and movement:

2019:
Lab Office Computers
equipment equipment and Leasehold  Equipment
and BID and Peripheral  Spare improve- for
systems furniture Equipment  parts ments Production Total
USD in thousands
Cost
Balance at January 1, 2019 1,037 174 371 33 64 144 1,823
Disposals (254) - - - - - (254)
Reclassification to inventory (189)**) - - - - - (189)
Additions in the year, net 53* 29 35 - 38 79 234
Balance at December 31, 2019 647 203 406 33 102 223 1,614

Accumulated depreciation

Balance at January 1, 2019 773 128 324 33 57 4 1,319
Disposals (254) - - - - - (254)
Reclassification to inventory (130)**) - - - - - (130)
Additions in the year, net 183 16 18 - 4 18 239
Balance at December 31, 2019 572 144 342 33 61 22 1,174

Net book value at December 31,
2019 75 59 64 - 41 201 440

*) Transfers from inventory to property and equipment.
**) Transfer from property and equipment to inventory.

2018:
Lab Office Computers
equipment  equipment and Leasehold  Equipment
and BID and Peripheral  Spare improve- for
systems furniture  Equipment  parts ments Production Total
USD in thousands
Cost
Balance at January 1, 2018 750 164 352 33 59 - 1,358
Additions in the year 287%) 10 19 - 5 144 465
Balance at December 31, 2018 1,037 174 371 33 64 144 1,823

Accumulated depreciation

Balance at January 1, 2018 607 113 304 33 55 - 1,112
Additions in the year 166 15 20 - 2 4 207
Balance at December 31, 2018 773 128 324 33 57 4 1,319

Net book value at December 31,
2018 264 46 47 - 7 140 504

*) Transfers from inventory to property and equipment.
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NOTE 9:- INTANGIBLE ASSETS DEPRECIATION

a. The Knowhow (intellectual property and patents) was conveyed to the Company under the
asset acquisition agreement signed between the Company and Oridion Technologies Ltd.
in May 2006.

b. Amortization expenses:
Amortization expenses of intangible assets are classified in the comprehensive income
(loss) statement under "cost of goods sold."

C. Impairment of intangible assets:

To test for possible impairment of intangible assets, the Company as a whole was identified
as the smallest cash-generating unit to which the intangible assets arising from the
transaction can be allocated. The recoverable amount of the Company is determined based
on fair value less selling costs according to the Company's market capitalization.

NOTE 10:- TRADE PAYABLES

December 31
2019 2018
USD in thousands

Open debts 1,325 2,742

Debts to suppliers do not bear interest. The average supplier credit period is end of month (EOM)
plus 30 days.

NOTE 11:- OTHER ACCOUNTS PAYABLE

December 31
2019 2018
USD in thousands

Employees and payroll accruals 606 717
Accrued expenses 409 646
Advances from customers 216 274
Deferred revenue 341 97
Warranty provision 12 12
Other payables 30 12

1,614 1,758
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NOTE 12:- LEASES
Disclosures for leases in which the Company acts as lessee:

The Company has entered into leases of buildings, and motor vehicles which are used for the
Company's operations and for purposes of rental income from subleasing activities.

Leases of buildings have lease terms of between 2 and 3 years whereas leases motor vehicles have
lease terms of 2-3 years.

Some of the leases entered into by the Company include extension and/or termination options and
variable lease payments.

a. Information on leases:
Year ended
December 31,
2019
USD in
thousands
Interest expense on lease liabilities 9
Total cash outflow for leases 279

b. Lease extension and termination options:

The Company has leases that include extension and termination options. These options
provide flexibility in managing the leased assets and align with the Company's business
needs.

The Company exercises significant judgement in deciding whether it is reasonably certain
that the extension and termination options will be exercised.

Lease terms that include termination options will include the period covered by the
termination option when it is reasonably certain that the termination option will not be
exercised.

C. The Company has a lease agreement for an office building that was renewed on February
16, 2016 up to February 15, 2018 and includes two option periods of one year each. The
monthly rent is USD 10 thousands linked to the CPI of January 2016.

d. In February 2019 the Company exercised the option for a further year at the same terms.
Future minimum rent under the lease agreement as of December 31, 2019 is USD 20
thousands.

e. On December 1, 2019 Exalenz Inc. lease agreement was renewed for a period of two years,
including option for additional period of one year. The monthly rent during the lease period
is 2 USD thousand.

f. In October 2019, Exalenz China entered into a lease agreement of offices in Jiangsu in
China, for a period of 3 years including an option for additional period of three years. The
monthly rent during the lease period is 0.9 USD thousand.

g. In January 2020 the Company renewed its lease agreement for the Offices in Modiin. The
lease period is for 2 years with an option for extension of additional 2 years.

h. The monthly rent according to the new agreement is USD 20 thousands linked to the CPI
of January 2020.
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NOTE 12:- LEASES (Cont.)

C. Disclosures in respect of right-of-use assets:
Land and Motor
buildings vehicles Total
Cost:
Balance as of January 1, 2019 255 54 309
Additions during the year:
New leases 116 27 143
Balance as of December 31, 2019 371 81 452
Accumulated depreciation:
Balance as of January 1, 2019 - - -
Additions during the year:
Depreciation and amortization 218 48 266
Balance as of December 31, 2019 218 48 266
Depreciated cost at December 31, 2019 153 33 186
d. For an analysis of maturity dates of lease liabilities, see Note 15.
NOTE 13:- LIABILITY IN RESPECT OF GOVERNMENT GRANTS
2019 2018
USD in thousands
Balance as of January 1, 6,107 6,528
Royalties paid during the year (490) (450)
Amounts carried to the comprehensive loss 549 29
Balance as of December 31, 6,166 6,107
a. Under the Encouragement of Industrial Research and Development Law, the Company is

required to pay royalties to the State of Israel in respect of grants it received, calculated at
3.5% of the revenues from sales of the products developed with the State's participation,
up to 100% of the amount of the grants received by the Company, linked to the dollar and
subject to interest at the LIBOR rate.

In 2017, new directives came into effect (“the directives™) regarding the rate and rules for
payment of royalties on grants received from the Israel Innovation Authority for research
and development programs. The directives include two main changes in relation to the
Company (which meets the definition in the directives for a "small corporation™): (a) the
rate of repayment starting from the second half of 2017 will be 3% (instead of 3.5%); (b)
the grant will be linked to a floating LIBOR rate.

As of December 31, 2019, the balance of the debt for active projects, including foreign

exchange differences and interest at the LIBOR rate, totals approximately USD 11.2
million.
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NOTE 13:- LIABILITY IN RESPECT OF GOVERNMENT GRANTS (Cont.)

b.

In October 2016, the Company received approval from the Ministry of Economy and
Industry for budget support of the Company's marketing program in the Chinese market.
The approval is for a three-year marketing program (with a possibility for a 12-month
extension) in the amount of NIS 1.66 million and with a 50% participation rate (with a total
expected grant of NIS 0.83 million). In return for these grants the Company has undertaken
to pay future royalties at the rate of 3% of the increase in exports to the Chinese market
starting the first calendar year after the end of the program in 2020.

As of December 31, 2019, the Company received grants in total amount of USD 0.16
million and recognized a liability in an amount of USD 0.09 million.

The fluctuation in the amount of the discounted liability for government grants stems
primarily from a revision of estimated future sales by the Company's management, from
US dollar exchange rate fluctuations and accrual of LIBOR interest on the debt.

NOTE 14: -LINE OF CREDIT AND LOANS FROM BANK

On July 31, 2017, the Company had contracted with a bank for a credit line totaling NIS
10.5 million (approximately USD 3 million) (the "Credit Line").

Under the terms of the contract, the Credit Line is subject to annual interest at prime +
0.06%. The annual interest rate on the unused balance of the Credit Line (interest rate on
the books) stands at 0.5%. The Credit Line is available until December 31, 2019, and the
Company may repay it, wholly or partly, before the maturity date or notify the bank at any
time of its termination, without any charge.

The Credit Line is secured by an irrevocable guarantee (“the guarantee™) and a lien on a
deposit of the Company's controlling shareholder.

On February 1, 2018, the Company utilized the last NIS 2.5 million (approximately USD
0.7 million) from the Credit Line. The value of the benefit (provision of guarantee and lien
on deposit) received from the controlling shareholder for the aforementioned use,
amounting to USD 145 thousand (net of tax of USD 27 thousand), was recognized in equity
under "reserve for transaction with controlling shareholder".

On March 8, 2018, the bank agreed to extend the Credit Line's due date until June 30, 2021.
Accordingly, the Company recognized an additional transaction with controlling
shareholder in the amount of USD 179 thousand (net of tax of USD 34 thousand) in equity
under "reserve for transaction with controlling shareholder".

In August 2018, the Company had contracted with a bank for additional Credit Line totaling
NIS 7.5 million (approximately USD 2 million) at the same terms of the Credit Line.

On August 15, 2018, the Company received the Credit Line. The value of the benefit
(provision of guarantee and lien on deposit) received from the controlling shareholder for
the aforementioned use, amounting to USD 333 thousand (net of tax of USD 63 thousand),
was recognized in equity under "reserve for transaction with controlling shareholder".
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NOTE 14: - LINE OF CREDIT AND LOANS FROM BANK (Cont.)

b.

In March 2018, the Subsidiary had entered with a Bank into a Credit Line Agreement and
a Loan Agreement ("the Agreements™) not guaranteed by the controlling shareholder.
Under the provisions of the Agreements, the Bank is to extend to the Subsidiary a Credit
Line for a total of USD 1.5 million as well as a loan of USD 1.5 million, at the following
terms:

1. Line of Credit — at an annual interest rate of US prime plus 1.4% (and with secured
minimum interest at an annual rate of 4.5%). The credit line is available until March
12, 2019 and will be subject to renewal on that date.

2. Loan — at an annual interest rate of US prime plus 2.7% (and with secured minimum
interest at an annual rate of 5.8%). The loan is repayable in 21 equal installments
starting October 1, 2018, while the interest is payable in monthly installments
starting from the loan receipt date.

3. The Company is guarantor for the repayment of the loan and the credit line to the
bank. Additionally, the Company and the Subsidiary are to place a floating charge
on all their assets in favor of the bank.

4, Key financial covenants — The Agreements stipulate that the Company and the
Subsidiary must comply with the following key financial covenants:

a)  The Company may not have a negative EBITDA in excess of USD 1 million
for the first quarter of 2018; in excess of USD 2 million for the first half of
2018; in excess of USD 2.6 million for the first nine months of 2018; in excess
of USD 3 million for 2018; and in excess of USD 300 thousand in the first
quarter of 2019.

Starting from the second quarter of 2019, the Company must present a positive
EBITDA. However, if the proceeds of the Company's capital issue exceed
USD 10 million, the Company will be exempt from complying with the above
financial covenants.

b)  The Company must maintain minimum liquidity of USD 500 thousand (i.e.
unrestricted and unappropriated cash). However, if the Company presents a
positive EBITDA during two consecutive quarters, it will be exempt from
complying with this financial covenant.

c)  The Company must maintain a current ratio (ratio of current assets to current
liabilities in the balance sheet) of at least 1.35 to 1 (1.35:1).

d)  The Company must have minimum quarterly sales. Due to the Company's
updated income forecasts for the years 2018-2019 given August 9, 2018, On
November 13, 2018 the Bank set an updated minimum quarterly sales
covenant of USD 3.15 million for the third quarter of 2018 and a minimum of
USD 3.5 million for each calendar quarter thereafter.
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In September 2019, the Company repaid the balance of the loan and credit lines taken
by it and its subsidiary in the amount of USD 6,862 thousand, as part of a new loan
agreement as described in paragraph c. below. Accordingly, the Company recorded
amount of USD 381 thousand, net from tax, as a reduction to the beneficial
component.

c. In September 2019, the Company entered into Loan Agreement (“Agreement”) with a new
bank for receiving two loans which will replace the Company’s former bank funding, with
improved financial terms, as follows:

(ii) NIS 18 million Loan (“NIS Loan™) for a period of two years — under the terms of the
Agreement, the NIS Loan is subject to an annual interest at Israeli Prime rate minus
0.25% which will be paid on a monthly basis, and the principal will be paid in one
payment at the end of the period.

The NIS Loan is secured by an Irrevocable Guarantee ("Guarantee™) by the Company's
controlling shareholder. Accordingly, the Company increased its reserve from
transaction with shareholder for a beneficial component in the amount of USD 416
thousand, net from tax

The value of the benefit (provision of Guarantee) received from the controlling
shareholder for the aforementioned use, amounting to USD 416 thousand (net of tax
of USD 79 thousand), was recognized in equity under "reserve for transaction with
controlling shareholder".

(iii) USD 3 million Loan (“USD Loan”) for a period of three years - under the terms of
the Agreement, the USD Loan is subject to an annual interest at monthly Libor rate +
5.25% which will be paid on a monthly basis. The principal will be paid by thirty
equal monthly payments starting on April 1, 2020.

(iv) Key financial covenants — The Agreement with the new bank stipulates that the
Company must comply with the following key financial covenants:

e Positive accumulated EBITDA, as defined in the Agreement, for the last four
quarters which will be examined on quarterly basis starting December 31, 2019.

e The Company must maintain minimum liquidity (i.e. unrestricted and
unappropriated cash) 25% of the outstanding USD Loan and not less than USD
500 thousands.

According to the agreement if the Company presents negative EBITDA for four
consecutive quarters, the annual interest rate for the USD 3 million loan will increase
by 0.75% - 2%.

As of December 31, 2019 the Company complied with the key financial covenants.
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NOTE 14: - LINE OF CREDIT AND LOANS FROM BANK (Cont.)

(v) Loans guarantees:

e Unlimited floating charge to secure all of the Company's debts and liabilities to
the Bank.

e The NIS18M loan is guaranteed by the controlling shareholder of the company,
Mr. Moshe (Mori) (Arakin). The controlling shareholder will not be entitled to
receive any compensation from the Company for the guarantee.

e The US subsidiary Exalenz Bioscience Inc. has signed an unlimited guarantee for
Exalenz Bioscience LTD Debt. In addition, Exalenz Bioscience Inc will sign a
pledge in connection with a negative lien and a liability for non-leverage as set
forth in the agreement.

The following table details the composition of the loan and Credit Lines:

December 31

Effective Maturity 2019 2018

interest rate date USD in thousands
Interest-bearing current maturities:
Bank loan (previous bank) 7.2%-8.2% (1)  June 1, 2020 - 1,286
Line of Credit 5.9%-6.9% (2)  March 12, 2019 - 1,251
Bank loan (USD 3M) 7%-8%(5) September 1, 2022 900 -
Interest-bearing long-term loans:
Bank loan USD 3M 7%-8%(5) September 1, 2022 2,100 -
Bank loan NIS18M 7.04%(4) October 1, 2021 4,732 -
Credit Line 9.6%-9.7% (3)  June 30, 2021 - 3,966

7,732 6,503

(1) US prime plus 2.7%
(2)US prime plus 1.4%

(3) IL prime plus 8%

(4) IL prime minus 0.25%

(5) Monthly Libor plus 5.25%

NOTE 15: -EINANCIAL INSTRUMENTS

a. Financial risk management objectives and policies:
The Company's activities expose it to various financial risks such as market risk (foreign
currency risk, CPI risk, interest rate risk and price risk), credit risk and liquidity risk. The
Company's risk management plan focuses on activities that minimize any possible adverse
effects on the Company's financial performance.

Risk management is performed by the Company's VP Finance.
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1.

Market risk:

Market risk is the risk that the fair value of future cash flows of a financial instrument
will fluctuate because of changes in market prices. Market risk comprises three types
of risk: interest rate risk, currency risk and other price risk, such as share price risk
and commodity risk. Financial instruments affected by market risk include, among
others, loans and borrowings and deposits.

Interest rate risk:

Interest rate risk is the risk that the fair value or future cash flows of a financial
instrument will fluctuate because of changes in market interest rates.

Foreign currency risk:

Foreign currency risk is the risk that the fair value or future cash flows of a financial
instrument will fluctuate as a result of changes in foreign currency exchange rates.

The Company has suppliers and employees in Israel who are paid for the goods or
services provided by them in amounts denominated in shekels or in euros. Foreign
exchange risk arises from recognized assets and liabilities denominated in a currency
other than the functional currency.

As of December 31, 2019, the Company has excess financial liabilities over financial
assets in foreign currency in relation to the USD totaling approximately USD 3,629
thousand (December 31, 2018: approximately USD 4,364 thousand).

Credit risk:

Credit risk is the risk that a counterparty will not meet its obligations as a customer
or under a financial instrument leading to a loss to the Company. The Company is
exposed to credit risk from its operating activity and from its financing activity,
including deposits with banks and other financial institutions, foreign currency
transactions and other financial instruments.

The Company has policies in place to ensure that sales of the Company's products
are made to customers with an appropriate credit history.

Sales to customers are made in cash or on 30 to 90-day credit terms. The Company
regularly monitors the credit extended to its customers and their general financial
condition, but does not require collateral as security for these debts.

Cash and cash equivalents of the Company are deposited with two of the most highly
rated financial institutions in Israel and with a financial institution in the United
States.
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5. Liquidity risk:

The table below summarizes the maturity profile of the Group's financial liabilities

based on contractual undiscounted payments (including interest payments):

December 31, 2019:

Less than
oneyear 1-2years 2-3years 3-4years 4-5years >5years Total
USD in thousands
Bank loan and Line
of Credit 1,184 6,586 923 8,693
Trade payables 1,325 1,325
Accounts payable 1,614 1,614
Lease liability 80 44 35 10 10 10 189
Liabilities for
government
grants * 673 506 558 575 592 8,281 11,185
4,876 7,136 1,516 585 602 8,291 22,006
December 31, 2018:
Less than
oneyear 1-2years 2-3years 3-4years 4-5years >5years Total
USD in thousands
Bank loan and Line
of Credit 2,289 526 4,803 7,618
Trade payables 2,742 - - 2,742
Accounts payable 1,360 - - 1,360
Liabilities for
government
grants * 695 433 446 460 473 14,249 16,756
7,086 959 5,249 460 473 14,249 28,476

*) Liabilities for government grants are presented in an undiscounted amount
including the LIBOR rate prescribed at the time of receipt of the grant up to full
repayment of the grant according to its terms. The Company estimates that the
grants will be paid and accumulate interest up to 2040 (in 2018 up to 2045).

b. Fair value:

Management believes that the carrying amount of cash and cash equivalents, short-term
deposits, trade receivables, trade payables, liabilities in respect of government grants, other
accounts payable, and credit line and loan from bank approximate their fair value due to
the short-term maturities of these instruments.
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c. Sensitivity tests for changes in market factors:

The changes selected in the relevant risk variables were determined based on management's
estimations regarding reasonably possible changes in these risk variables.

December 31
2019 2018
USD in thousands

Sensitivity test for changes in the shekel exchange rate

Gain (loss) from the change

5% increase in exchange rate (181) (220)
5% decrease in exchange rate 181 220

December 31
2019 2018
USD in thousands

Sensitivity test for changes in the prime rate

Gain (loss) from the change

1% increase in exchange rate 91) (1)
1% decrease in exchange rate 91 1

Sensitivity tests and principal work assumptions:

The changes selected in the relevant risk variables were determined based on management's
estimations regarding reasonably possible changes in these risk variables.

The Company performed sensitivity tests on principal market risk factors that could affect
its reported operating results or financial position. The sensitivity tests present the gain or
loss on each financial instrument in respect of the relevant risk variable chosen for that
instrument as of each reporting date. Assessment of risk factors was based on the
materiality of the exposure of operating results or financial position for each risk factor,
taking into consideration the functional currency and assuming that all other variables are
constant.
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Post-employment benefits:

According to the labor laws and Severance Pay Law in Israel, the Company is required to pay
compensation to an employee upon dismissal or retirement or to make current contributions in
defined contribution plans pursuant to section 14 to the Severance Pay Law, as specified below.
The Company's liability is accounted for as a post-employment benefit. The computation of the
Company's employee benefit liability is made according to the current employment contract based
on the employee's salary and employment term which establish the entitlement to receive the
compensation.

Defined contribution plans:

Section 14 to the Severance Pay Law, 1963 applies to part of the compensation payments,
pursuant to which the fixed contributions paid by the Company into pension funds and/or policies
of insurance companies release the Company from any additional liability to employees for whom
said contributions were made. These contributions and contributions for benefits represent
defined contribution plans.

Year ended
December 31
2019 2018 2017
USD in thousands

Expenses in respect of defined contribution plans 144 220 186

The expenses were presented in the statement of
comprehensive loss as follows:

Cost of revenues 19 16 21
Research and development expenses 59 129 115
Selling and marketing expenses 33 30 23
General and administrative expenses 33 45 27

144 220 186
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a. Tax laws applicable to the Company:
Income Tax (Inflationary Adjustments) Law, 1985:

According to the law, until 2007, the results for tax purposes were adjusted for the changes
in the Israeli CPI.

In February 2008, the Israeli parliament passed an amendment to the Income Tax
(Inflationary Adjustments) Law, 1985, which limits the scope of the law starting 2008 and
thereafter. Since 2008, the results for tax purposes are measured in nominal values,
excluding certain adjustments for changes in the Israeli CPI carried out in the period up to
December 31, 2007. Adjustments relating to capital gains such as for sale of property
(betterment) and securities continue to apply until disposal. Since 2008, the amendment to
the law includes, among others, the cancellation of the inflationary additions and
deductions and the additional deduction for depreciation (in respect of depreciable assets
purchased after the 2007 tax year).

The Law for the Encouragement of Capital Investments, 1959:

According to the Law, the companies are entitled to various tax benefits by virtue of the
"approved enterprise” and/or "beneficiary enterprise” status granted to part of their
enterprises, as implied by this Law.

In April 2011 the Company submitted an advance application to receive benefited
enterprise status under the alternative track and to set 2008 as the year of choice under
Section 51D in Amendment 60 to the Law. The estimated benefit period is until 2020. In
2013 the Company submitted an application to set 2012 as an additional year of choice.

Tax benefits and reduced tax rates:
Tax benefits track:

Under this track, the Company is tax exempt in the first two years of the benefit period and
subject to tax at the reduced rate of 25% for a period of five years for the remaining benefit
period (dependent on the level of foreign investment).

If a dividend is distributed out of tax exempt profits, as above, the Company will become
liable for tax at the rate applicable to its profits from the approved beneficiary enterprise in
the year in which the income was earned, as if it was not under the tax benefits track. The
Company's policy is not to distribute such a dividend.

As for programs under the grants track which were approved after April 1, 2005 and
beneficiary enterprises in the context of Amendment No. 60 to the Law, the basic condition
for receiving the benefits under this track is that the enterprise contributes to the country's
economic growth and makes a competitive contribution to the Gross Domestic Product ("a
competitive enterprise™).
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In order for industrial enterprises to comply with this condition, in each tax year during the
benefit period, one of the following conditions must be met:

1. The industrial enterprise's main field of activity is biotechnology or nanotechnology
as approved by the Head of the Administration of Industrial Research and
Development, prior to the approval of the relevant program.

2. The industrial enterprise's sales revenues in a specific market during the tax year do
not exceed 75% of its total sales for that tax year. A "market" is defined as a separate
country or customs territory.

3. At least 25% of the industrial enterprise's overall revenues during the tax year were
generated from the enterprise's sales in a specific market with a population of at least
14 million.

Conditions for the entitlement to the benefits:

The above benefits are conditional upon the fulfillment of the conditions stipulated by the
Law, regulations published thereunder and the letters of approval for the investments in the
approved enterprises, as above. Non-compliance with the conditions may cancel all or part
of the benefits and refund of the amount of the benefits, including interest. The
managements believe that the companies are meeting the aforementioned conditions.

Amendment to the Law for the Encouragement of Capital Investments, 1959 (Amendment
73):

In December 2016, the Economic Efficiency Law (Legislative Amendments for Applying
the Economic Policy for the 2017 and 2018 Budget Years), 2016 which includes
Amendment 73 to the Law for the Encouragement of Capital Investments ("the
Amendment") was published. According to the Amendment, a preferred enterprise located
in development area A will be subject to a tax rate of 7.5% instead of 9% effective from
January 1, 2017 and thereafter (the tax rate applicable to preferred enterprises located in
other areas remains at 16%).

b. Tax rates applicable to the Company:
1. In December 2016, the Israeli Parliament approved the Economic Efficiency Law
(Legislative Amendments for Applying the Economic Policy for the 2017 and 2018
Budget Years), 2017 which reduces the corporate income tax rate to 24% (instead of
25%) effective from January 1, 2017 and to 23% effective from January 1, 2018.
The Israeli corporate income tax rate was 23% in 2019 and 2018 and 24% in 2017.

A company is taxable on its real capital gains at the corporate income tax rate in the
year of sale.
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In August 2013, the Law for Changing National Priorities (Legislative Amendments
for Achieving Budget Targets for 2013 and 2014), 2013 (“the Budget Law") was
enacted. The Law includes, among others, provisions for the taxation of revaluation
gains effective from August 1, 2013. The provisions regarding revaluation gains will
become effective only after the publication of regulations defining what should be
considered as "retained earnings not subject to corporate tax" and regulations that set
forth provisions for avoiding double taxation of foreign assets. As of the date of
approval of these financial statements, these regulations have not been published.

2. The principal tax rates applicable to the subsidiaries whose place of incorporation is
outside Israel are:

A company incorporated in the U.S. - weighted tax rate of about 30% (Federal tax,
State tax and City tax of the city where the company operates).

C. Tax assessments:

The Company received final tax assessments through the 2014 tax year.
The subsidiary has not received final tax assessments since its incorporation.

d. Tax losses carried forward:

Carryforward operating tax losses and capital losses of the Group total approximately
NIS 275,000 thousand as of December 31, 2019.

Since the Company is not expected to have taxable income in the foreseeable future, no
deferred taxes were recorded as an asset in the Company's financial statements.

e. Taxes on income relating to items recorded in other comprehensive loss:

Year ended
December 31
2019 2018 2017
USD in thousands
Current taxes 57 37 32
Deferred taxes (6) (124) (57)
51 (87) (25)
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f. Deferred taxes:
Composition:
Statements of Statements of
financial position profit or loss
December 31, Year ended December 31,
2019 2018 2019 2018 2017

USD in thousands

Deferred tax liabilities:

Line of Credit 79 181

Deferred tax assets:

Carryforward tax losses
(79) (181) (6) (124) (57)

Deferred tax income
(expenses) (6) (124) (57)

Deferred tax assets
(liabilities), net - -

g. Theoretical tax:

The difference between the tax expense, assuming that all the income, expenses, gains and
losses in profit or loss were taxed at the statutory tax rate and the taxes on income recorded
in profit or loss is primarily due to unrecognized deferred tax relating operating loss
carryforward and deductions.

NOTE 18: -CONTINGENT LIABILITIES, COMMITMENTS AND CHARGES

a. As security for its obligations under the current lease agreement (see note 12¢) the Company
provided to the lessor a bank guarantee for USD 0.06 million.

b. As security for its obligations under the new lease agreement signed in January 2020 (see
note 12) the Company provided to the lessor a bank guarantee for USD 0.06 million as well.

¢. As security for the bank guarantee and for commitments in respect of a credit facility granted
to the Subsidiary, the Company and the Subsidiary placed a charge on cash in the amount of
USD 0.1 million.

d. In November 2019, The Company received a one-time grant from the Chinese government,
in the amount of USD 43 thousand, as part of the CIP initiative (China Israel Innovation Park),
that is aimed at facilitating Israeli companies in setting up an operation in China. The grant
was recorded as a decrease in operation expense.

In case the Chinese subsidiary will not continue operating in the Innovation park in
Changzhou for at least 5 years, the grant received will need to be repaid by the Company.

e. Regarding Liabilities in respect of government grants, see note 13a.

49



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 18: -CONTINGENT LIABILITIES, COMMITMENTS AND CHARGES (Cont.)

f.

In May 2019, the FDA notified the Company that it is exempt from payment of the PDUFA
fee for 2019 in the amount of USD 0.3 million, which was fully paid by the Company in
September 2018. In accordance, USD 0.22 million was recognized in the "R&D expenses”
item and the balance of USD 0.08 million was recognized in the "prior year's fee refund by
the FDA" item.

In September 2019, the Company received from the US Food and Drug Administration (the
"FDA") a demand for payment of the PDUFA (Prescription Drug User Fee Act) fee for 2020
in the amount of USD 0.3 million. The Company submitted a request for waiver of the fee
for 2020.

h. Regarding Liabilities in respect of government grants, see note 13.

NOTE 19: -EQUITY

a.

b.

Composition of share capital:

December 31, 2019 December 31, 2018
Issued and Issued and
Authorized outstanding Authorized outstanding
Number of shares Number of shares
Ordinary shares of NIS 1 par value
each 35,000,000 27,081,506 35,000,000 26,917,095

Movement in share capital:
Issued and paid-up share capital

Number of Par value
shares (NIS)
Balance at December 31, 2017 25,540,392 25,540,392
Issuance of Shares 1,335,620 1,335,620
Exercise of options 41,083 41,083
Balance at December 31, 2018 26,917,095 26,917,095
Exercise of options 164,411 164,411
Balance at December 31, 2019 27,081,506 27,081,506

Rights attached to shares:

1. Voting rights at the general meeting, right to dividend, rights upon liquidation of the
Company and right to nominate the directors in the Company.

2. Quoted on the Tel-Aviv Stock Exchange.

On September 4, 2018, the Company published a Shelf Offering report pursuant to a Shelf
Prospectus. In the Shelf Offering report the Company offered to purchase 153,936 units
(each unit consisting 10 ordinary shares of NIS 1 par value) at a price of NIS 117 per unit.
On September 5, 2018, 133,562 units were exercised (1,335,620 shares of NIS 1 par value),
and a total of NIS 15.6 million (USD 4.4 million) was received (gross before deduction of
issue costs).
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e.

Capital management in the Company:
The Company's capital management objectives are:

1. To preserve the Group's ability to ensure business continuity thereby creating a
return for the shareholders, investors and other interested parties.

2. To ensure adequate return for the shareholders by pricing of products and services
that is adjusted to the level of risk in the Group's business activity.

3. To maintain a strong credit rating and healthy capital ratios in order to support
business activity and maximize shareholders value.

NOTE 20: -SHARE-BASED PAYMENT TRANSACTIONS

a.

b.

Expense recognized in the financial statements:

The expense recognized in the financial statements for services received from employees
and service providers is shown in the following table:

Year ended
December 31
2019 2018 2017
USD in thousands

Equity-settled share-based payment to

employees 594 918 255
Equity-settled share-based payment to
service providers (15) 46 239

Total expense recognized from share-based
payment transactions 579 964 494

The share-based payment transactions entered into between the Company and its
employees are described below.

Share option profile:

1. On November 28, 2017, the Company's Board of Directors approved the grant of up
to 93,000 share options to employees and consultants, exercisable into up to 93,000
shares and expiring seven years after the grant date. The share option scheme for
employees in Israel was effected in accordance with Section 102 of the Income Tax
Ordinance.

2. On May 15, 2018, the Company's Board of Directors approved the grant of up to
410,000 share options to employees and consultants, exercisable into up to 410,000
shares and expiring seven years after the grant date. The share option scheme for
employees in Israel was effected in accordance with Section 102 of the Income Tax
Ordinance.
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c. Share options to employees and directors:

1.

On November 28, 2017, the Company's Board of Directors passed a resolution for
the grant of 33,000 share options, exercisable into 33,000 shares. The vesting terms
of the options are one-third after a year and the remainder over two years according
to a quarterly calculation. The options are exercisable over a period of seven years.
The exercise price of the options is the average share price in the 30 days prior to the
grant date, for Israeli employees, and the share price on the grant date, for non-Israeli
employees. The estimated fair value of the options as of the date of the Board of
Directors' approval is USD 0.09 million.

On February 12, 2018 and March 27, 2018, the Company's Board of Directors and
the Company's General Meeting, respectively, approved (following the approval of
the Compensation Committee on November 28, 2017 and on December 26, 2017)
the grant of 375,000 non-tradable options of the Company, exercisable into 375,000
shares NIS 1 Par value each, to the Chairman of the Board of Directors, the CEO
and to an officer of the Company (225,000, 100,000 and 50,000 options,
respectively). The vesting terms of 375,000 of the granted options are one-third after
a year and the remainder over two years according to a quarterly calculation (for
50% of the 375,000 options there is an acceleration condition upon successful
completion of an issue in the US). The options are exercisable over a period of seven
years. The exercise price is NIS 14.25 (USD 4.08), the average share price in the 30
days prior to the grant date. The estimated fair value of the options as of March 27,
2018 is USD 0.9 million.

On March 22, 2018 and May 1, 2018, the Company's Board of Directors and the
General Meeting, respectively, approved the grant of 20,000 non-tradable options of
the Company, exercisable into 20,000 shares NIS 1 Par value each, to a new
directorate member. The vesting terms of the granted options are one-third after a
year and the remainder over two years according to a quarterly calculation. The
options are exercisable over a period of seven years. The exercise price is NIS 14.03
(USD 3.88). The estimated fair value of the options as of May 1, 2018 is USD 0.04
million.

On April 23, 2018, the Company's Board of Directors approved the grant of 25,000
non-tradable options of the Company, exercisable into 25,000 shares NIS 1 Par value
each, to a new officer. The vesting terms of the granted options are one-third after a
year and the remainder over two years according to a quarterly calculation. The
options are exercisable over a period of seven years. The exercise price is NIS 14.05
(USD 3.96). The estimated fair value of the options as of March 23, 2018 is USD
0.06 million.

52



EXALENZ BIOSCIENCE LTD. AND ITS SUBSIDIARIES

NOTES TO CONSOLIDATED FINACIAL STATEMENTS

NOTE 20: - SHARE-BASED PAYMENT TRANSACTIONS (Cont.)

5.

On May 15, 2018, the Company's Board of Directors approved the grant of 400,000
non-tradable options of the Company, exercisable into 400,000 shares NIS 1 Par
value each, to certain employees. The vesting terms of the granted options are one-
third after a year and the remainder over two years according to a quarterly
calculation. The options are exercisable over a period of seven years. The exercise
price of the options is the average share price in the 30 days prior to the grant date,
for Israeli employees, which is NIS 13.504 (USD 3.75) , and the share price on the
grant date, for non-lIsraeli employees, which is NIS 13.82 (USD 3.84). The estimated
fair value of the options as of May 15, 2018 is USD USD 0.89 million.

On April 23, 2018 and June 26, 2018, the Company's Board of Directors and the
General Meeting, respectively, approved the grant of 342,000 non-tradable options
of the Company, exercisable into 342,000 shares NIS 1 Par value each, and the
payment of a special success bonus of NIS 450 thousands (approximately USD 124
thousands), contingent on the successful completion of an issue in the US (which is
to be completed by April 2019 according to a company value of at least USD 120
million pre- money) to a new officer. The vesting terms of the granted options are
one-third after a year and the remainder over two years according to a quarterly
calculation. If a Successful Initial Public Offering- at least USD 120 million Market
Value in the US market ("IPO") and will occur prior to April 30, 2019, the first
114,000 Options will vest at the IPO date ("IPO Date™) immediately. The remaining
228,000 Options will vest in eight equal quarters starting on the IPO Date. In addition,
in case that the Company terminates his employment subsequent to a "change of
control" event (double trigger), the remaining unvested options shall vest at that time
(acceleration). The options are exercisable over a period of seven years. The exercise
price is NIS 14.05 (USD 3.87). The estimated fair value of the options as of June 26,
2018 is USD 0.7 million.

d. Share options to service providers:

1.

On November 28, 2017, the Company's Board of Directors approved the grant of
60,000 share options to consultants, exercisable into 60,000 ordinary shares. The
vesting terms of the options are one-third after a year and the remainder over two
years according to a quarterly calculation. Forty thousand of the options are subject
to accelerated vesting of up to 50% of the number of options granted (up to 20,000
options), if the Company holds a successful capital issue in the US. The options are
exercisable over a period of seven years. The exercise price of the options is the
average share price in the 30 days prior to the grant date. The estimated fair value of
the options as of the balance sheet date is USD 0.14 million.
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2. On February 12, 2018 and March 27, 2018, the Company's Board of Directors and
the Company's General Meeting, respectively, approved (following the approval of
the Compensation Committee on November 28, 2017 and on December 26, 2017)
the grant of 35,000 non-tradable options of the Company, exercisable into 35,000
shares NIS 1 Par value each, to a consultant. The vesting terms of 35,000 of the
granted options are one-third after a year and the remainder over two years according
to a quarterly calculation. The options are exercisable over a period of seven years.
The exercise price is NIS 14.25 (USD 4.08), the average share price in the 30 days
prior to the grant date. The estimated fair value of the options as of March 27, 2018
is USD 0.08 million.

3. On May 15, 2018, the Company's Board of Directors approved the grant of 10,000
non-tradable options of the Company, exercisable into 10,000 shares NIS 1 Par value
each, to a consultant. The vesting terms of the granted options are one-third after a
year and the remainder over two years according to a quarterly calculation. The
options are exercisable over a period of seven years. The exercise price of the options
the share price on the grant date, which is NIS 13.82 (USD 3.84). The estimated fair
value of the options as of May 15, 2018 is USD 0.03 million.

e. Movement during the year:

The following table presents the changes in the number of share options and the weighted
average exercise prices of share options:

2019 2018
Weighted Weighted
average average
Number of exercise Number of exercise
options price options price
NIS UsD NIS uUsD
Share options outstanding at beginning of
year 2,714,079 2.22 1,667,247 1.29
Share options granted during the year - - 1,207,000 3.91
Share options exercised during the year (164,411) 1.18 (41,083) 1.34
Share options forfeited/expired during the
year (545,351) 3.36 (119,083) 3.49
Share options outstanding at end of year 2,004,317 2.16 2,714,079 2.22
Share options exercisable at end of year 1,668,177 1.78 1,281,757 1.15

The weighted average remaining contractual life of the share options as of December 31,
2019 is 4 years (as of December 31, 2018 — 5.03 years).

The range of exercise prices for the share options as of December 31, 2019 is NIS 7.372-
NIS 13.504, and for December 31, 2018 is NIS 2.31-NIS 16.

Measurement of the fair value of equity-settled share options:
The Company uses the binomial model to measure the fair value of equity-settled share
options. The measurement is made on the grant date of the equity-settled share options, as

these are options granted to employees. For options granted to service providers, the fair
value is remeasured upon receipt of the service.
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The following table shows the data used to measure the fair value of the share options
granted to employees and directors, as stated, according to the binomial option pricing

model:

2019 2018
Dividend yield (%) - -
Expected share price volatility (%) - 67.03-84.06
Risk-free interest rate (%) - 0.15-1.87
Share price (NIS) - 13.25-14.11

The following table shows the data used to measure the fair value of the share options
granted to service providers as of December 31, 2018, as stated, according to the binomial
option pricing model

2019 2018
Dividend yield (%) - -
Expected share price volatility (%) - 74.3-42.1
Risk-free interest rate (%) - 2.03-0.55
Share price (NIS) - 7.316

NOTE 21: - NET LOSS PER SHARE

Details of the number of shares and loss used in the computation of net loss per share:

Year ended December 31

2019 2018 2017
Weighted Weighted Weighted
number of number of number of
shares Loss shares Loss shares Loss
Number of shares and net
loss for the computation
of basic and diluted net
loss per share 27,077,385 1,940 25,987,630 5,498 25,504,006 5,438
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a. Additional information on revenues:

Revenues from major customers each of which accounts for 10% or more of total revenues
reported in the financial statements:
Year ended
December 31
2019 2018 2017
USD in thousands

Customer A - 1,348 -
Customer B 8,770 8,046 5,589

8,770 9,394 5,589

b. Geographic information:

Revenues reported in the financial statements derive from the Company's country of
domicile (Israel) and foreign countries based on the location of the customers, are as

follows:

Year ended

December 31

2019 2018 2017
USD in thousands

United States Lab Market 9,895 8,751 5,925
United States Point of Care Market 1,385 1,797 1,657
United states - Other 504 - -
Israel 1,606 2,068 1,429
Rest of the world 654 528 523

14,044 13,144 9,534
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Year ended
December 31
2019 2018 2017
USD in thousands

C. Cost of revenues

Salaries and related benefits 307 414 404
Purchases 3,381 9,166 5,908
Share-based payment 44 47 14
Changes in inventory 2,656 (3,120) (1,137)
Shipment 307 579 502
Storage and freight services 326 310 262
Other 9 2 5

7,030 7,398 5,958

d. Research and development expenses, net

Salaries and related benefits 1,492 2,292 2,148
Clinical trials and product development 247 517 963
Subcontractors and consultants 424 739 1,017
Share-based payment 96 271 297
Other 211 226 221
Less — expenses reimbursement by the FDA (228) (228) (266)
Less — Chief Scientist's participation - (47) (492)
2,242 3,770 3,888
e. Selling and marketing expenses
Salaries and related benefits 2,223 1,919 1,466
Share-based payment 155 173 51
Marketing and advertising 277 417 370
Duty trips 249 242 234
Customer support 123 103 * 110
Other *) 293 346 * 232
Less government grants (94 (42) (46)
3,226 3,158 2,417
*) including the subsidiaries operational
expenses
f. General and administrative expenses
Salaries and related benefits 504 758 626
Share-based payment 284 473 132
Professional services 280 400 308
Management services 80 83 &3
Rent, maintenance and office expenses**) 76 300 287
Right of use asset depreciation**) 239 - -
Other 314 306 264
1,777 2,320 1,700

**) see note 12 regarding IFRS 16
implementation
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g.  Financing income and expenses

Financing income
Interest income from bank deposits
Net gain on foreign exchange fluctuations

Financing expenses

Net loss on foreign exchange fluctuations
Interest and fees to banks

Revaluation of liability for government
grants and interest on loans guaranteed by a
controlling shareholder

h. Other expenses:

Year ended
December 31
2019 2018 2017
USD in thousands
1 1 5
86 211 33
87 212 38
454 - -
313 271 50
1,055 266 417
1,822 537 467

Expenses due to the Company's preparation for IPO in the US market during the years
2017 and 2018. Since the uncertainty of the IPO's occurrence, the Company recognized
the balance as a loss during the fourth quarter of 2018.

NOTE 23: -BALANCES AND TRANSACTIONS WITH INTERESTED AND RELATED PARTIES

a. Balances with interested and related parties:

December 31, 2019:

Accounts payable

December 31, 2018:

Accounts payable
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Key
management
personnel
(CEO and

directors)

USD in

thousands

84

Key
management
personnel
(CEO and

directors)

USD in

thousands
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b. Benefits to directors not employed by the company:

Remuneration of directors not employed by or on

behalf of the Company
Share-based payment

Number of directors

c. Benefits to key management personnel:

Salary and related benefits
Share-based payment

Number of key management employees

NOTE 24: -SUBSEQUENT EVENTS

a.

Year ended
December 31

2019 2018

USD in thousands

174 209
178 352
352 561
8 9
Year ended
December 31
2019 2018
USD in thousands
376 491
104 172
480 663
2 2

In January 2020, the Company renewed its lease agreement for the Offices in Modiin.
The lease period is for 2 years with an option for extension of additional 2 years.
The monthly rent according to the new agreement is USD 0.02M linked to the CPI

of January 2020.

On February 19 2020, the Company announced that it had entered into a merger
agreement with an American company. For details regarding the merger agreement,
see immediate reports issued by the Company on February 19, 2020.
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EY Kost Forer Gabbay & Kasierer Tel: +972-3-6232525
144 Menachem Begin Road, Building A, Fax: +972-3-5622555

Building a better Tel-Aviv 6492102, Israel ey.com

working world

Re: Special auditors' report on the separate financial information in accordance with
Regulation 9c of the Israeli Securities Regulations (Periodic and Immediate Reports), 1970

We have audited the separate financial information presented in accordance with Regulation 9c of the
Israeli Securities Regulations (Periodic and Immediate Reports), 1970 of Exalenz Bioscience Ltd. (“the
Company") as of December 31, 2019 and 2018 and for each of the three years the last of which ended on
December 31, 2019. The Company's board of directors and management are responsible for the separate
financial information. Our responsibility is to express an opinion on the separate financial information based
on our audits.

We conducted our audits in accordance with generally accepted auditing standards in Israel. Those
standards require that we plan and perform the audit to obtain reasonable assurance about whether the separate
financial information is free of material misstatement. An audit includes examining, on a test basis, evidence
supporting the amounts and disclosures in the separate financial information. An audit also includes assessing
the accounting principles used and significant estimates made by the board of directors and management, as
well as evaluating the overall separate financial information presentation. We believe that our audits provide
a reasonable basis for our opinion.

In our opinion, based on our audits, the separate financial information referred to above is prepared, in
all material respects, in conformity with Regulation 9c of the Israeli Securities Regulations (Periodic and
Immediate Reports), 1970.

Without qualifying our above opinion, we draw attention to that stated in Note 1 to the financial
statements regarding management's plans to adjust the Company's expense structure to its income structure.
The Company's ability to continue operating in the foreseeable future is subject to the realization of
management's said plans.

Tel-Aviv, Israel KOST FORER GABBAY & KASIERER
February 18, 2020 A Member of Ernst & Young Global



EXALENZ BIOSCIENCE LTD.

Special Report in accordance with Requlation 9C

Financial Information and Financial Data from the

Consolidated Financial Statements Attributable to the Company

Below is separate financial information and financial data attributable to the Company from the Group's
consolidated financial statements as of December 31, 2019, published as part of the periodic reports
("consolidated financial statements™), presented in accordance with Regulation 9C to the Israeli Securities
Regulations (Periodic and Immediate Reports), 1970.

The significant accounting policies applied in presenting this financial information is elaborated in Note 2 to
the consolidated financial statements.

"Investees" - as defined in Note 1b to the consolidated financial statements.



EXALENZ BIOSCIENCE LTD.
Financial Information from the Consolidated Statements of Financial Position Attributable to the
Company

December 31,
2019 2018
USD in thousands

ASSETS
CURRENT ASSETS:
Cash and cash equivalents 3,666 2,201
Trade receivables, net 536 613
Other accounts receivable 820 804
Inventories 2,180 4,843
7,202 8,461
NON-CURRENT ASSETS:
Long-term deposits and other receivables 92 66
Restricted cash 88 82
Right of use asset 55 -
Net assets attributed to the Parent Company 3,888 1,604
Property and equipment, net 349 488
4,472 2,240
11,674 10,701
LIABILITIES AND EQUITY
CURRENT LIABILITIES:
Current maturities of loan from bank 900 -
Trade payables 1,273 2,698
Other accounts payable 842 1,181
Current maturity of lease liability 45 -
Liabilities in respect of government grants 647 672
3,707 4,551
NON-CURRENT LIABILITIES:
Loans from bank 6,832 3,966
Liabilities in respect of government grants 5,519 5,435
Long term lease liability 6 -
12,357 9,401
EQUITY:
Share capital 7,079 7,035
Share premium 69,987 69,616
Reserve from share-based payment transactions 2,553 2,208
Reserve from transaction with controlling shareholder 2,259 2,224
Foreign currency translation reserve 1,735 1,729
Accumulated deficit (88,003) (86,063)
(4,390) (3,251)
11,674 10,701

*) Reclassified
The additional information attached to the separate financial information forms an integral part thereof.

February 18, 2020
Date of approval of the Dr. Uri Geiger Raphael Werner Moshe Dori
financial statements Chairman of the Board CEO VP Finance




EXALENZ BIOSCIENCE LTD.
Financial Information from the Consolidated Statements of Comprehensive Loss Attributable to the
Company

Year ended
December 31,
2019 2018 2017
USD in thousands
Revenues 12,538 12,084 8,720
Cost of revenues 6,659 7,000 5,910
Amortization of intangible asset - 693 693
Total cost of revenues 6,659 7,693 6,603
Gross profit 5,879 4,391 2,117
Research and development expenses, net 2,242 3,770 3,888
Selling and marketing expenses, net 2,339 2,763 1,785
General and administrative expenses 1,777 2,275 1,700
Other expenses - 1,141 -
Prior years fee refund by the FDA (77) (76) (88)
Operating loss 402 5,482 5,168
Financial income 87 212 38
Financial expenses 1,684 356 461
Financial income expenses, net 1,597 144 423
Loss before company's share 1,999 5,626 5,591
Taxes on income (tax benefit) (7) (124) (57)
Equity profits 52 4 96
Net loss 1,940 5,498 5,438

Other comprehensive income:

Amounts that will be or that have been reclassified to
profit or loss when specific conditions are met:

Adjustments arising from translating financial statements

of foreign operations (6) - -
Total other comprehensive income (6) - -
Total comprehensive income 1,934 5,498 5,438

The additional information attached to the separate financial information forms an integral part thereof.



EXALENZ BIOSCIENCE LTD.

Financial Information from the Consolidated Statements of Cash Flows Attributable to the Company

Year ended
December 31,
2019 2018 2017
USD in thousands

Cash flows from operating activities:

Loss (1,940) (5,498) (5,438)

Adjustments to reconcile net loss to net cash used in
operating activities:

Adjustments to the profit or loss items:

Company's share in equity profit (52) 4) (96)
Depreciation and amortization 230 895 880
Depreciation of right of use asset 238 - -
Cost of share-based payment 498 878 474
Finance expenses, net 1,597 144 423
2,511 1,913 1,681
Changes in asset and liability items:
Decrease (increase) in trade receivables 61 (175) 91
Decrease (increase) in other accounts receivable 125 348 *) (127)
Increase in inventories 2,488 (3,144) (1,092)
Increase (decrease) in net assets attributed to the parent
company (2,169) 846 (1,477)
Increase (decrease) in trade payables (1,359) 502 1,357
Increase (decrease) in other accounts payable (371) (285) 155
(1,225) (1,908) (1,093)
Cash paid and received during the year for:
Interest paid (162) (87) (26)
Interest received - 1 4
(162) (86) (22)
Net cash used in operating activities (816) (5,579) (4,872)

*) Reclassified

The additional information attached to the separate financial information forms an integral part thereof.



EXALENZ BIOSCIENCE LTD.

Financial Information from the Consolidated Statements of Cash Flows Attributable to the Company

Year ended
December 31,

2019 2018 2017

USD in thousands

Cash flows from investing activities:

Purchase of fixed assets (96) (169) (30)
Investment in Long-term deposits - 2 @)
Withdrawal of (investment in) bank deposits - (30) 2,794
Net cash provided by (used in) investing activities (96) (201) 2,757

Cash flows from financing activities:

Repayment of loan and credit lines from banks (5,141) - (311)
Issuance of share capital, net - 4,215 -
Receipt of long-term loan and line of credit 8,119 2,761 2,264
Exercise of options 181 57 56
Prepaid issuance expenses - - *) (59)
Repayment of lease liability (244) - -
Receipt of government grants - - **) -
Repayment of liability in respect of government grants (490) (450) (239)
Net cash provided by financing activities 2,425 6,583 1,711
Exchange differences on balances of cash and cash

equivalents (48) (108) 56
Increase (decrease) in cash and cash equivalents 1,465 695 (348)
Cash and cash equivalents at the beginning of the year 2,201 1,506 1,854
Cash and cash equivalents at the end of the year 3,666 2,201 1,506
Significant non-cash transactions:
Reclassification inventory to (from) property and

equipment (6) 287 144

*) Reclassified
**) Represents an amount lower than USD 1.

The additional information attached to the separate financial information forms an integral part thereof.



EXALENZ BIOSCIENCE LTD.

Additional Information

NOTE 1:-

GENERAL

This separate financial information has been prepared in a format as of December 31, 2019
should be read in conjunction with the financial information attributable to the Company's
annual consolidated financial statements as of December 31, 2019 and for the year then
ended and accompanying notes.

The Company has a negative cash flow from operating activities totaling $816 thousand
and a loss totaling $1,940 thousand, including net R&D expenses amounting to $2,242
thousand for the year ended on December 31, 2019, and has a deficit equity in an amount
of $4,390 and an accumulated deficit of $88,003 thousand as of December 31, 2019.

The Company intends to act to match the total of fund applications to the sum of fund
sources to the extent this will be necessary. In view of the foregoing, management estimates
that it is likely that the Company will be able to meet its obligations on time in the
foreseeable future.

F:\W2000\w2000\5889\M\19\EC12-EXALENZ-IFRS-SOLO.docx
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