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WBIRR AR, AN T ZERMTHERNETET, REROAIATEHY COMO RS, ESEMAAR
ZEFTDEMONSIENME. HIMNRSBEETMAYLNIBULUHRRMENER, UEFRAFL, B¥E
RoEMHECN M B #HIE, EREZARATAMRETHFINR. RN NELICEERYT KRR, KX
WAL B FETENIINSETEREN, BHEXTEMX. FEMENE P RFESHRER LR
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CAR-T
TECHNOLOGY
CAR-T 4HfEHF AR

CAR-T AR K

CARTIT 22MBHREMEZTHRTHRRET %, EX2W
Chimeric Antigen Receptor T-Cell Immunotherapy. CAR-T 4HA8
RAREFT TAR—TARRERAR, TARBIERAREMANRS
MEZE, MR CAR-T 400, BE65H JUMFHIEH R IEME LA
PUXERIT MR, CAR-T FUXHEE CAR 2 FMi%1T, CARZ—HA
ITHENZUHRDTF, ETURTREAEBEE M EERMENESR
%, MMIERAMIRAIMIRES S5/EHNINEE.
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CAR-T £f1& 7Y

rEMRZETIEHAMSIRETE. BRXNBENES
SEMIHAN . MENMERZETHREBELFRRENRZHE
REmBEREARGEERNIRE MG CAR-T AR
AREFRIZAREWEARAITEEDER . CAR-THA
BT EEFLREEI I AARAEL, E-RESE—
FBIED E18I0 T — N HRIBE, 1587 CAR-T AT
ENEFATMR, BFZIRKE CART F@IRR « %
=R maES ZAEM M T E - DHRIBUER, BRE
327 CAR-T AMEBVIEEMAT MR . EOAMELA™ M
BB I ERREEIEMNY F NEERN RIS, UL
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. BEENEREEFTENENANARIZHAL

Ta. HASITRNIZHAARTREFNER, ZEREABRASRIENEARUR—RERNBERELETTZ,
b5, ERBEMM COMO W34, EHEMAEERANAREEFEFIFNLE, RENHEIZERE, EEFTENHAR

B REENRIRE R EHEWEE RN — RO TS (B Hilenti® @B SRAT AR HiCelx* ARRATEE),
EET MAH HIETE -G AYEFH COMO [ A= kb EZEITHERS FE, R TFAEXRZS N SIEUHR
ThIEML T 23 CAR-T. TCR-T. FHMELY.
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‘TECHNOLOGY.
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NK BRSHE RS, Hilenti® B ¥ LMEEHBSEFA. HiCellx®

S BINE, ENEMBEMR T —RIMARATHEIRAFTE RS, B Hilenti®-T/
XA EMAmLErFa

HiCellx® Stem AR T 4B E =

Fa. ZEFUERARTEURREBEFQIRATEG, FUATRRERE—GXARAT CDMOHE%, BB LI E E R B IRMIAE

TEREE,

HiLenti® -T/NK 8BS HE R %
Esusryie SR
125 2-5 fZEE,

FEEFEIRATE
NARLYE S ERBINRATE,
RHE2RERE 5 NITHIIRS.
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VY

CAR-T CDMO
SERVICE PHASE

_.W RS4R3

20 0+ HT &3 / AEEM IR RER KR 5

ARG GMP ERBERNPREERRFEN. HEREMNMAMAT=QMNERS, #
IT IS IR B E 2% RS QIEROIIRS, AT RS LRI E R RN GRS,
5.|. IND &35! / #1Z5lIa Pk ER R % 5]

AEEN AT AT RE S SENARAT =20 2%, TREATH.
HIHHS IND EHREH £ F I RR I B IGAR R R TRS, RIBF R NSREAE T Z#iT

PR, £ R EIZR IND BRIRERHATT, HEERS EMEBIRT K

2+ 7 Al PR iR 36 2R A1

IR T DB MRS R BN QEF RS, S IRTERE GMP B
EA RIS SR RittfT, @A EMIERLR.
20+ Ak 1 =R A

RIH0 GMP £ F B EBEFMENGIHES, PRERTE. ZENRBRT
BAEERNERAR EMESIEREAETN, FESEREER. FORERMAT ERONERESS
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CDMO
SERVICE

CAR-T 4Hifg CDMO B3

BIXIfER CAR-T AMAMEFN KBS B2 —, FREFNES. 4. DEIR. ARLHIERN
BRI 2R TR EMT A, BEr(FAERAMATE™ R, B ENERARET EFREHE,
BHEREHDERAR T EFIRLFT VM —IF, BEARATITLRXE, HHXYRANERE
BEEK, EHEDTETARGTEY COMO REMBEBEARAF R, BET GMP RFIZERES R
IZHAKRTE, AUANTANEFRHSAHEBH CDMO RS,

&% Plasmid

CDMO BR%S

RSARE
ik CDMO FR %S

RSAE

BB A R G

- ZHORNRE RS
e (571 3
- BHEEN

T &5

EMEEL (GMP-like)

- AIESIRERESINE

Bt 51053 (GMP-like)

- P ERIFEM R e E

- 5 IND FiR L HZ

- GMP-like ZJg]

- GMP-like REEERZR
CIERERL. 7B

SRty k=R

- ZAORNRERS
- KBRS
- A

GMP EfhEREIL

- PIETHLE
- AERINEESE
- ERERHR

IZ50%HEFR

- RIETEER (FJEH)

GMP a4

- 8 10mg~lg (AIEH)
- REEIE: 3~30L (AEH)
B D = b

IND 4&31

JARTR i

- 4 (HPLC)

- E.coli DNA &0
- E.coli HCP Z& &1l
- E.coli RNA BB
CMERZBRN
)

CEIRE

T3 EFRIE

31
- ERE
- EREREMNSEE
- LOD %

- KERENM
- MERBBENE
R ALIPSES

- RN E

- Full-GMP Zjg]

- BRI

- HERMEE KRR EE
- GMP REEEMAR

G FRZR A

GMP Bt

- P8 10mg~lg (AIEH)
- REEIE: 3~30L (ATEH)
gk =8k ) A

- Full-GMP ZJg]

- TEXMEREXSIREE

- GMP BB EAR

- BEEMIRRE R FEIREIREWIE

RARER

C RAREBRE
- RAREBER

CORARRARES R
- R RAREBZZK
- AR EBRTRNRARS SR

Bk E =R A 1

GMP BThIER

- 8 10mg~1lg (AIEHI)
- REENIE: 3~30L (AEH)
AR =8k YA

/

R EIEYRIAT R RHBNRIENENLRS, SEETRTULRSRE.
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AR5 %

BRI ERRENRS:

- BFEBER-RA I B E RS
- WA BB RS

- FRIFHIRIEM. Gl &

- FEMNEED IND BiREH

- EMIGER CAR-T AR RE~FEAH

- 23S PIERXTE, BAUNE BB HER
%fE19H 2-5 BREERS

[k Ecoli. X

FRENT IR

R B

; Hillgene
EHEY

14 ok gl v

- REFRIERFTERRM

- AR EN SR (8 X

- HREXNTEXTEREE

- BFEmfERR HIT 03

- BELN (18FEH) BL5%M CTD #EHES, 7
ZEREFRIRAYE] 3-4 A, HEZNIMBERRI IND A
TR, FIEEBRITEMIGK | HE

@29

0@0
el &=

N\
a S
W
g I

=i

I
B

FREIEH
LA =| RI8HE
£S5 B
5501 PRI LD ES &
%5
E502 Z18ME (Sanger)
pH 2020 ki ChP 0631
aifE SRRAE®EIEE (HPLC)
Ecoli BEEAKE ESEE SR E A
E.coli DNA 7% & g-PCR %
nE
E.coli RNA 7% & q-PCR %
MEERZ ESEE SR E A
MEARNS = 2020 iz ChP 1143
L& 2020 kg ChP 1101
RENE DNA K& 2020 A ChP 0401

R EREMHNARBRATARIL T NN RERGE RERFLNSEERETULERE.
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EBRSECEFHREN—XLM, JURBEFERESEBIERNA, E5ATHINMBEIHNER
—MEERE. BEARETITLANE, THNERSNBEREEFE K. BNEYTITHIRSG
TE%) CODMO REMNBEMBAF R, BETHHEN GMP LRI TMBERSLESTE, JUNTE
FEXRNEFREHERMANERS COMO RS,

'Ejﬁ.% Lentivirus

CDMO Ak

1853 CDMO R (HiLenti® HAFH)

St oy k=

BR
- ZAORARERS
- RERUE
- BFEEN

nE

- 5 IND BRiIR L4

T 31

I

BRSEFSKRE
(GMP-like)

- PIERIF B R BINE

- GMP-like ZE[g]
- IERER. B
- GMP-like REEBEEAR

BB A R G

- SRMRARERS
- R
- BIIE

GMP ZRAf 2 11

- AERINEESE
- EREMHR

ITZ50BHEFR

- RIETBZER (AEH)

GMP |8FE £

- REZEEIZ: 5~50L — M KRR 2§

TZ (FIEH)

CEFERR: 2~30L (RIEH)

IND 431

[

2RERK

¥

- YIEEE

CRE/ ESEE

- 293T 7% DNA R BRI
- 23T BEEAKBRN
- SNR DNA BB

- Benzonase E§5% 210
- E1A/SV40

- BRRIGR B M

- DNA B FHREXR/N

- ANRBERAT

- EE

© ZRIK

T5EF IR

- TR
- RHE
CHpEE
- HERBANLEE
- LOD &

- KHEIRRE M
- IEFRE
- AR

- FRERIRAT A

- Full-GMP ZEjg]

- BRI X

- BRXMNLTEXSIREE
- GMP REEEAR

G FRZRA

GMP 18R F £~

- REB|IZ: 5~50L — R4 R K38

T2 (AEf)

C AR 2~30L (RIEM)

- Full-GMP ZJg]

- BREXNESEXSREHE

- GMP REEEAR

- FEEMIRKRERN FBIRIEIRERIE

AR

C RAREBE
- ROREBER

CRARRARES R
C AR AR BB EUL
- FRMEBRTRNKRARE SR

A=A 1

GMP 1R E L/~

- REBIZ: 5~50L — /MR8

IZ (FIEH)

SRR 2~30L (RIERD)

R EIEYRIAT R RHBNRIENENLRS, SEETRTULRSRE.
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AR5 %

BMEMRABFRSRZXMETIE, Fah:
- 2L Z LIRS AN

- BRFBEFTAMRK

- BAAEH 500 —RMER NS

- ARy SRR 4R e (X i
- BEnERTRERBSRHIT DR
- TR CART BENERSELS, BRABES
R (RBEERIN BSA. RESTAR)
- 24 CAR-T B8R F U BRI THAY NMPA IND FRiR4Z50

ENE

i x
W EE

BIIAE
INRRSEF TR 2020 Alz ChP 3302
R SHRBES ERERE
P BiE
TH 2020 hlx ChP 1101
SRR 2020 Rz ChP 3301
pH 2020 ik ChP 0631
BBEEERRE 2020 hz ChP 0632
BRRRLENEE M
EIRRED BSEE A
R WIEERE (p24) BOEE I
S mIt A Ak
MEANSE 2020 Kz ChP 1143
Benzonase B§7% & ESEX Tk
TBE DNA B q-PCR 3%
E1A %5 IE 8 HIEA
SV40 B i3

R EREMHNARBRATARIL T NN RERGE RERFLNSEERETULERE.
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CART 4, MBEHESHT AN, RERUASEESN T HEAR, ZURKETEFRRE, ®
CAR-T 4lif& 8 FASRIMEARNSE, EN REBREWNBERR, MTHRIIFHK S S S0MEAR,
CDMO BB I M T TARAT Y COMO RS NERRASE, BRT2HANABIZFLTSE, T
HFRIBRNE PR RFEHMI COMO 5.

CAR-T 4lif8 CDMO B3 (HiCellx® HARE &

R e

y - RIEX
>y
1 BRI R CAEs
2 TZRF% - IRIBMEER (FIEHD
T N . - —— |- 5 IND RIRTLEAE
3 TZHIA CESIHAER, MRMERHERTNRENE | . GMp-like &5
T é&%u Xy . il < = CIBRERL. ABH
4 REREM RIBIMEEXR (AIEH) . GMPike EEEE R
5 TRREE - RIBMBER (AIEHD - 200+ HURBIEF AR
- BIERER

6 AL 5105 (GMP-like) |- EFFIE: 200mL~20L( AJER )
- T2 RENIZ’I. FIESR

1 TZ50BHEFR - RETEHEXR (FAIEH)

- EFHE D 200mL~20L( BIES )

T 4 ==
2 OMPCARTARER | Topes. mamTzigit. aes)

- 4iE (CD3+)

- CD4/CDS8

- CAR/TCR A=
- RCL (BR#&3%)

- I

T AR .
3 CAR/TCR-T 4H810 Y - RE (mEsE)
CEE (ki) s
Lk () - Full-GMP BrA 1% ia]
IND £&51 SRk () - GMP REEEAER
EE o - hESMRERNEIRER
N BN
TR
- R
4 B ERWIE - REEE
B ERRAMREE
- LOD %
- KHREY
- mEREEY
o z=
5 BEMHR e
- ERREM
) . N - Full-GMP B+A B % 8]
1 GMP CART @4 | %i;ﬁﬁ g%?;;ﬁiﬁliE?L%U - GMP REEEHR
S A e T - BEERIERTE ET
IR A
- RABEREE AR
. R- %
2 BARB ‘gigggi - BB REBIEN
- FRMBTRRNBERESSE
S - OMP CART @ || ETFVE 200mL~20L( AR /

- T2 RENTZRIT. oIES

R EIEYRIAT R RHBNRIENENLRS, SEETRTULRSRE.
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AR5 %

EHEMRE Hicellx® ARBEARFR, FAMSE:

- R B =M ARSI

- REEERIRNE B AR RIS

- FFEEMIEARTE LA EROAMEE: 2 B+A. BE7R. Full-GMP

- ARRYTIEERE, BRT AR 1S T E =

- B RIEENE AR mAE R

- BEABNHHBMRENEF LK

- 488 200+ B 1T ImAREF =450

- BB NMPA CAR-T 48/~ @A IND REIhiR #5250

- AEEREMIGER CAR-T BIE M mAV R AR B IR RAREIF mE =250

&

T 4RREBUE

PBMC RIR

Bl

BREES

T L @ TEEERTERT
Bl

; Hillgene
EHEY

1y,
7,
2,
Z
=
S
< S
'K 4 \\\\\\
W

REUR

b= il
S BElE
BHRIN pH 2020 Kz ChP 0631
BEEERRE 2020 kit ChP 0632
giiliakess KIGE
HpEE KAGE
. CAR BRM4EZE mILAR AR
ARISHE [ HRER B AR ARAEA
MOAF W BEEX T2 %
MR KBS Z=ME
IR AR 2 RIBA MBI TIE
RIRIR WEER 5% BRI
CAR B [H#E Il % q-PCR %
il v 2020 AR ChP 1143
T E e
R8I 2020 iz ChP 1101
) g-PCR %
R AR
2020 ki ChP 3301
RCL q-PCR 3%

R EREMHNARBRATARIL T NN RERGE RERFLNSEERETULERE.

Cell Therapy Innovation Inspired | 15



Hoth

EESiER

=R=pi
BHEYNTE EREN S GNP MERB P, BNERSEMNRERHTR. NESE, T8 QA H GMP TR AE R,

I E B
BxERf& REEHE
SWAE: R
- WL PPT U, SCIRMEEE RER%
KRR

- Afls: BERN (B—/BA—R) 11 B E I HIPA

TR MERE, ARNATRN

E v py15 B E 2 E A
S 11 B 218 61 53l
- BRI RWLE. TIR PPT B B o Rz ALY

IR NRIFSRE

EHS2REMREL BN TP, MIRFNRIH AT EANREBESE, (FA—XK COMO 28, EHREWERIT GB/T 29490-2013
HMIRFNERGER, IEAEERARF IR TEEGARNT 2R, SFRII. A%, SR FE. BHRS

01 EERE REHE 03
B AL HD ) 12 REHE
R DR RS RENETEEE
E) XHHREARE

BEEENERERS

=

02 MEEERE (ER#%H)
RERG>BIERABRMERTIAFPTTA EEHEE
BEEMNRDREE HRA XM
ERINREE. FIIEH illizRa e
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i Hillgene
EHEY

AR

B AEYRHESMF L~ IND > EMIRK— BLA @RELTUHRAKEZRS. IARRBEFNAMBFHNEN, URDEZNEBH
Bin, HHEWME, FTRREBRR. WHEFHAARBRIZAT, BUSENEHIERE, BRIEARAREZRINNEER.

o

BAEY IZMRRBGER%
- X C IZRERE - RARBXAHE
- EBDM - TZHERE - BARBLE/RE
© B BRI Z4ENMRE - DMTIAEFRE DR - BIUERERARBE
- BBIZHNIZEN - DIRTEFRERE - RIE. EXBVERA A EL
CIZ ) pAERBARE /RS - TZHiA - BRI RS
- IZ | piE RSB RIATIRIE - DITEERIA

- RiE. EBYEIRA AL

&1 MARYEFH T -EIHNNRARBEZR, RREFERH#THELANRAKEISR, MBERN. WHEN. 255,

CAR-TINH Time-line 44

I N e
L e

BERE et -
sxumzstn [

= REMERT -

EMEEE

[]
B -----------------------

Rk Bkl N R BT

3 kst it A P R AT [ | ]
B P RMT ]
HEEE

T EF I
REEEE
EOPC #2530

AREEREN

HEEEEEEEEEEEE .
IEHR i
FiH R 3 | ]
FE BT -----
e
HEREN

ems

RS
TEHR e
it 3
FESRIE
RS

HEREN
e
=T HH. . BE L

]

RiFHfE EEASEIHIIE -------
AHEE HERT LT
IND B Pre-IND ---

IND

CART

A HEE, AGTHRERERBKRFERH#THE.
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CXO

SERVICE
AL L TIE CXO BRSS

CXO B EMITIE RN —IREVARR Y CXO IRSIRI, ETHRNE MBS ERFNSTUANRSESD, &
HMIAM R B ENOERKARS, NEFBESEEE R0 Iy X ae i 3 B AT B B IREZ i,

ARSZIRZ B AT P B R IR A e

SEA IR PR

[ EMERR
/  ERIRME

/4R CMC

FmEE

CXO
ARSI

i Hillgene o
ey

|
Il

1T 3

5

Eh¥it3e

— )
_/.
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-': Vi S i i S il e Ul AT i L

I TIPIE W v W T T m s 7y
B o e s i S i, o T S s O, W s 18

B N1t

M GMP I~

JEET A ) B AT N S ER A 3000m? FEA 0y, 7000m? BHR GMP Bk, mERANARAT=RETEE, BEERTHREYE B
BBTEA. Hilenti® B LTMBHRELETTESHM HiCellx® 2HANARIZHALTE, BEXEHSDEENERINEL T %23 CAR-T.
TCR-T. FAREZEHY,

BANEFRLET NMPA, FDA, EMA SEESRERHITIRIT, Bi8id cGMP #H1it, FEHRRER, BE&IGKRERNEFEKH,

15 B EHA ﬁ 200 SER q LI, BT 10 1% B+A B3
B FEEENRS AR RIEI

B2 GMP Zja)

- HEK. TEXEEIRIT

- 50L A=

- BRI

CBNESEF + ZBRE G (DNA+mMRNA)
- N THEIEES

#%3 GMP %id]

- HEX. TEXREIRIT

- 50L MR

- BIREE X

CEROELEF + 2REETm (!
- D% THIRES

E7E)

FR GMP Zid]

-2 B+AE &L

C EBEEIRIEI

CERMNEAES: KT THEE

- EATEBERNRS: BEE. NE. £
- 10 > B+A R AR &% 8]

1238 GMP %ijg)

80 Z 1N F5 18]

BB PCR X33

B I X E KR 2
50 Z MM TT 4

Cell Therapy Innovation Inspired | 19



EQUIPMENT
g

[RHI CMC
BRI EFIRERERINEFIEEEE: EYT2E. MEYEFRER. AEE. cEMENRATNLTEHIESSS -

BE
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