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Apheresis Thawing
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Automation software
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Need PBMC for
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Sefia Select™

St HAME MEXZH HZ AA-

Sefia™ S-2000

e X|CH 880 mL2| apheresisOlA] PBMCE A3 £2]-+F
o Z|th10 L9 MZ
Sefia Select™ module

e Apheresis A|20{| Al magnetic bead 7|8 T M|IL BtHE 2tH X538}

o Ol A|AEICZ HZE 3T F8 HA ME 3M, SEETH HIL,

Sy < k=)
W EHS

(£l 215 mL)

Application software Workflow step Description Single-use kit
PremierCell Isolation Mononuclear cells enrichment via density gradient medium from fresh or thawed apheresis  CT-300.1
.l.\)l.z‘a“g'rretSelect H Iso'l.z'a.r.i‘(;rr ........... Tcells isolati'r)“rr'\‘/'i;rrragnetic nano beads from fresh or thawed aspheresis CT—4001+PB1001
S—Wash N Harvest ............ Concentratic'J‘rr;r;(’:r'\‘/'\rashing of expanded cells up to 1.2 L or thawed cellular product ................ CT—2001 ......................
FIexCeII H Ha'rr/.re.;r“and Forrrgrrr‘aut.i‘on Concentraticgrr;r'r('j‘ 'r/'\rashing of cells up to 10 L and formulate up to three final bags ................. CT—8001 ......................
.I;é;cr;/Select H For”n;rrrr;rion ........... Z:)esg?;ation ofcellular product ready to be used and/or cryopreparation of uptofourﬁnalc_l__3501 ......................
Specification Sefia™ S-2000 Instrument Sefia Select™ Module

Size W: 74 cm, L: 51 cm, H: 91 cm W:37.5 cm, L: 27 cm, H: 30/90 cm

Welght """""" 40 kg e 25kg

Power consumption 00w 100 W

.I.r‘rr:;‘l;t”voltage H S 100-240vAC 100-240 VAC

.I;r;d‘rrency """""" soe0 bz 50/60 Hz

Softwa e Seﬁz'a"'“‘“”application softwarém """"""""

.Tur.ac;ability H Barcodé‘réader Data managerrrént

with PDF reports and procedural graphs

Sefia™ Expansion
RS2} M MEX 2R FE A2

Consumables

Peristaltic pump tubing

Sampling manifold

Culture vessels

Tubing tail cards

e Autologous MZX|ZA| HZ0|| A Activation, Trandsduction, 3 Expansion
TH HAE 25 KE|SH=s RHaS2t A|AH

° MO AZLEQ0{= CtFot mi2t0|Eof| CHSE & U= =2 FEMS MSsHH,
AFEXLI} Activation, Transduction % Expansion THAIE X A3} Tts

o HIE[HIO|2{ALL, 2| EZHO|2{A S CHFSt HEO|2 A HIE{QF A|2F, HX| O] AHR
7ts

o @7 Algtof W2 Crot HHY 87| ME| Jts

* Batch, Fedbatch, Perfusion2| 37tX| HHQF gfAl X[l

® 1259-1.2 kgl I A7 HF

Specification

Dimensions With RGB beacon: 380x886x1477(+x 150 mm)

Without RGB beacon: 380x886x768
Weight Process unit: 42.2 kg

Media storage unit: 38.8 kg

1000 W

Frequency

50/60 Hz

Pinch valve manifold

Culture vessel

Tubing tails card

Sampling card |

FVHHEE fIet 71 HE O 4H
20|18 YAFAIH M2} elzcYL
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VIAThaw™ L1000

HZE HS AlAH

o SAE ME B QN HHS XIS HE

o RMAME Edl 2[Xo| sHE TEZMAE XAHSOZ 43H5l0] SHE AL
BEES}

o HE MEHZ FUSHA 7HE 0] cryo bag X0 [HE TA} £ A}

o SiE 715 MT U 22| Its

o 25 ALBSHX| gkof, 23| Wlst= s Al 2 X contaminatioin
9% ot

° cGMP 2TAME £F,10/0Q X2 S8 M

Specification

Dimensions 430><150><375 mm

Weight 130 w

Input voltage

100-240 VAC 50/60 Hz

Power consumption

MaX|mum 650 VA

Interface

Ethernet

Cryobag fill volume

10-275 mL

Maximum cryobag dimensions

305x140x15 mm

Chronicle™
RS HAS MEXSH BT AJAEH

- ® Electronic batch records: XA HiX| 7| = (EBR) S *HEHSHO| GMP 18

o= o= = B AR A
* Release by exception: Xt&2E SHOE HAIE E2HOZ HE
® eSOP operator support: MXt & 2t HXt(esoP)ol| 2} XI5t
: — . AZtEts Bl oI N @ 22 Qlot 2| A3 | A3}
B — e -, — N

4, e Instrument monitoring: EFAF ZHX|Of| = HEE &~ A0 2/ F oA AA|ZE

- G ENZE 3™ ELEHE J7ts
— =

® Barcode traceability: HHZEE &850 X

s LE

Chronicle™ AtS3st AT EQ0{E MEX|ZH| A|HQ
ECSE GAMPS, 21 CFR Part 11 9 EU Annex 112 Bt&SgtL|C}.

® Maintenance control: &X| MH|A 7|5 22| 5!

1=

e

VIA Freeze™ Uno/Duo/Quad

HE SZ AAH

|| W e Mo 7|5 YU MEES KEHof UE W2 T2 M 2 =FS
Sl FXI
T— |
L N E > 9 ~ P o M diro| LiZts S5 #UTH HZ 7|52 MSSt EX WA £ A%
E‘ o 2x5lE S2 D2US MY 9 RE MEo| £ 1E B IS
o K| HAE ALESHX| & M 52 ZH|
o XS & MAME MEQ AN 2k FH Jts
e cGMP @ FAISH 5= 9l FDA 21 CFR Part 11 £4.1Q/0Q X|& M X2
Specification Uno Duo Quad
Dimensions 293x449x359 mm 446%x640%x383 mm 638x610%x383 mm
14 kg 40 kg 64 kg
120-240V AC, 50-60 Hz 120-240V AC, 50-60 Hz 120-240V AC, 50-60 Hz
-100°C -100°C -100°C
200 W 350 W

Secure ethernet interface for remote control
in automated applications

48 x 2.0 mL standard cryovials
ora 50 mL cryo bag

Capacity vials

96 x 2.0 mL

or 250 mL cryo bag

192 x 2.0 mL standard cryovials
or 250 mL cryo bag

standard cryovials

Cryovials & cryobags selection guide

Cryovials Cryobags

Uno Duo Quad Uno Duo Quad
Number of single loading trays/unit 1 2 4 Number of single loading trays/unit 1 2 4

ials/ X Number of
Cryovial type Vol Cryovials Total/ cryovials/unit Cryobag Cryobag ~ Max.fill .0\ o, Cryobags per cl:yobags
plate manufacturer type vol. sample plate per unit
NUNC. FluidX 1mL 96 96 192 B i i A i i i ———
.......... BlosaerM’
Corning, Nalgene, Aviamax, 50mL 25mL Vertical 4 4 8 16
. BioArchive™
NUNC, FluidX, 2mL 48 48 96 TO2 e
Greiner, CellSeal™/ ori
Cook Regentec C:;/%?\/rl]ACSW 50mL 20mL Horizontal 1 1 2 4
Weet prare L ae a6 2 120 O
...................................................................................................................................................... g " ™ 50m|_ 20mL VertiCal 41— 4 8 ’IG
. CryoMACS
Aspetic technologies 2mL 15 15 30 60 e
Aspetic technologies  6.10mL 12 122 % Ciyewacsw  2%0mL 7omL  Vertica a4 NA 48
CellSealTM/Cook i
Regentec SmL 10 10 20 40 8:;/%?\;‘Acsm 500mL  100mL  Vertical 21t NA NA 4
(c):;%vAcs'M 1000mL  270mL  Horizontal 111 NA  NA 1

NA Not compatible with this VIA Freeze mode

t Sample plate spans two sample plate loading trays
11 Sample plate spans four sample plate loading trays
Lid spacer foam & (80mm) F& ZQ

12
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Xuri™ Cell Expansion System W25
MIZX|2H| S0l £ =SEl ME EH2 AlAE

o HMY LXRZE ME F TS LUAAZ! HI A|AEH

* WAVE™ rocking 7|& 7|HtQ 2 M- 25 S &80 Y M3

e Perfusion HIFOE UL M H{QF Jts

® 0.3-25 Lo| HiQF A X[

e UNICORN™ AL EQ|0{E Solf oI =2 JHCE 52 &2 Y 2HE S =&/
2UHE Jts

o XXO| HiY SAES RXISHT| 2lsh FLS pH, DO MO

e FDA 21 CFRPart 11 &=, 1Q/0Q x| M H|Z

Specification

Dimensions 404><205><560 mm

Weight 24 0 kg H

Control UNICORNTM 6. 3 2or h|gher
Rocking Rate’ 2—40 rpm

Rocking Angle’ 2- 12"

Medium Weight Control Range 0. 5 25 kg (+O 050 + 1% of load kg)

Temperature Control Range Room temperature +5 to 40°C (+0. 2 C)

*When using a 50 L culture bag with a working volume of 25 L, the maximum allowable product of rocking
speed x rocking angle is 240 rpm-degrees. For example, if the rocking angle is set to 12°, the maximum
rocking speed is 20 rpm.

THZE
50% 75% 100%
2.5E+101 [ With perfusion 2.5E+07 100 4 —
) . Inoculate
® Without perfusion Cellbag
2.0E+10 2.0E+07 g 90 /
“ =
% =
S 1.5E+10 1.5E+07 2 2 g |
° c 38
2 € @
E 0 8 g
© 1.0E+10 50% 1.0E+07 < < 70 4
s —
e Inoculate %
Cellbag (&)
5.0E+09 5.0E+06 60 O with perfusion
1L culture ® Without perfusion
0.0E+00 0.0E+00 50
0 2 4 6 8 10 12 14 5 6 7 8 9 10 11 12 13 14
Day of culture Day of culture
40 Glucose Lactate
35 9
30 30 1
— o 1
S 25 E 25
§ 20 £ 201
o [} 4
5 15 E 15
1.0 g 10
8
0.5 51
00! 50% 75% 100 oA 50% 75% 100
"5 6 7 8 9 10 11 1213 14 6 7 8 9 10 11 12 13 14
Day of Culture Day of culture
NKAMZ CARTAM|Z
87 e Donor1 20 N a A A A r100
71 'y A
= 7 Donor2 = 16 - 80
S 61 —e— Donor3 =
= X =
9 5 0 12 Lo &
3, 3 z
o o =
2 3 2 g4 — Donor 1 L 40 E
= = —e— Donor 2 >
E 2 E 44 —o— Donor3 t 20
1
0 T T T ! 04 g T 7 * T T T T 0
0 5 10 15 20 0 1 2 3 4 5 6 7 8 9
Time (d) Time (d)

Xuri™ Cell Expansion System Cellbag

Single-use M[2H&d HYQF B

Xuri™ Cell Expansion System Cellbag2 wA} @& QS £ ASISHHA, 0.3-25L F 22| CHZF M| H{ k| TSt single-use T|2H& HHQF BHOIL|
C. &E3HUSP Class VI Z2tAE ATHEM|ZHE|0] Ho| MHO[Lt Bt 30| HRIX| oM MEY D JtA wghs 9| Cieet ZETL 02|
EAHE|0] ASLICEL SEREMEX|ZH|Q 72, JHe, MZof| st M HiQF &H| Q1 Xuri™ Cell Expansion SystemI} SHA| AFRSHH 7| % oL

Bl MZ HAKZ § Y& ME MZENK 27| L0]| StE DS Mol I HiQF0| 7Hsth Bl HlL|CY.

O e 2td

Ce ’
MIZE7} Cellbagdt HIX[Of Bt T4 £St= T etd 2 ALEXte| =& HFO|L} Y
o matadel 22 JHuE 8I0IM BHsl7| 48 O ARE HastE
HH%F .g_g x|-§§|. Feed line
. . - Perfusion line
AIE, 2%, X 28 Sol MG RS0 239 AIZHE Fo|D vl BBE e
erfusion
Gt o 4 YBLICH wg0rT
Airinlet
Ready-to-use Air outlet
B MEfO|H, Rt FEIF O|2] L0 A0 S T FA| ZH|of| X|5He PHOPT
Al.Q.?:TI— A OIAL_l |:|. Sensor
Sample line
A 2FArES BrEE A4 arvest
cGMP H| =0l 2ot HEE MZot= Wa|do|M 7to| =7} ZetE|of A&LICH
WAVE rocking 7|& 7|4t Q¥
Xuri™ Cell Expansion System WAVE rocking 7| =2 Sdl| Hjkio] o] At ol C= ]
A ZEE MSELICH

Xuri™ Cell Expansion System Cellbag X 24|

Inflated plastic bag
forms a disposable
cultivation chamber

Cell culture Rocking motion

Xuri™ W250 | M= &, pH, DO,
DL ESHH, 2% 9| Hiet &t
L HiYO| FhsFLIch

Xuri™ Cellbag O{HE{2t ZM R H|0|E2 Xuri™ Cellbag HIO| 22| HE{ EHO|| LHZHEl

[Q2Kflow) 52| I2t0|E{E UNICORN™ AT EQ0{2
= ZEO| HZELCL

XSO QX|EL|Ct 0|2 ol 1x107 cell/mLe| 1

Product Bag size (L) Minimum volume (L) Maximum volume (L) Product code
Xuri™ Cell Expansion System Cellbag Basic 2 L 2 0.3 1 29105492
Xuri™ Cell Expansion System Cellbag Basic 101 " w0 05 " 5 29105493
Xurl Cell Expansmn System Cellbag 2 L pH and DO H o 2 .................... 0 3 H 1 29105494 ....... “
Xuri™ Cell Expansion System Cellbag 10 L pH and DO " w0 05 " 5 29105495
Xuri™ Cell Expansion System Cellbag 20 L pH and DO - 0 1 " 10 29105496
Xuri™ Cell Expansion System Cellbag 50 L pH and DO - so 5 " 25 29105497
Xun Cell Expanslon System Cellbag 2 L Perfusmn k T 2 .................. 0 3 k 1 29108442 """"" "
Xun Cell Expansmn System Cellbag 10 L Perfusion k k 10 .................. 05 k 5 29108443 """"" "
Xurl Cell ExpanS|on System CeIIbag 2 L Perfu5|on pH and DO CrTTmmmm 2 .................... 0 3 k 1 29105498 ....... “
Xun Cell Expansmn System Cellbag 10 L Perfusion pH and DO k 10 .................. 05 k 5 29105499 """"" "
Xurl Cell Expansion System Cellbag 20 L Perfusion pH and DO S 20 .................... 1 k 10 29105500 ....... “

USP <1043> H$tA: Xuri™ Cell Expansion System Cellbag 22 K|2| 24 Q| LHoj| A USP <1043> TH|Z- QML XX 2t HEQ| HEXEX
Ch A Mg = X2 SHI 20| 47| HIE HojA s USP <1043> 2t QA2 AFE XS] Mol s et

14
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Sepax™ C-Pro Xuri™ T Cell Expansion Medium
AHS3t HAE ME MZ AALY oI7t THIZ i HYX|

— i o EIEH 1.2 L9 A1I 2HS XA gmLIHK| 5F 75

single-use kitZ2 @& ¢ x| A3}

L]
;
HJE
Y
°
1z}
fo
g2
rr

USP<1043> ™ &4
2 ox%

o
o S5 Qo ME 2X I} (Chemically Defined)

g J HIE Iﬂi 30| AL XSt XME|E Sl ALEX ZHY AlZh £h= Bl T o THIZ ZA £TIOZ MEX|ZH| Aok SFat
o
e ‘E Yy : o HiAH AARDO| HE X|UOR ¢ 2|43 24
’ ﬁ‘ ] o J|E 3T ST MR 7|&2 Aot 3H Xt 80| o HiX| 7 HSO| M2 U2tEl 2 MS2E SH MO 4
e MEJ|E X3 MECE EF 2| HADM & P ® Regulatory Support File(RSF) M| &
° cGMP Q7ALE £Z 31 1Q/0Q XY &M M3 IR S
¢ N Product Name Volume Product code
B} Xurl? T Cell Expansion Medium e 500mL 29185230
Sep4 Cprg \ ¢ Xuri™ T Cell Expansion Medium 1000 mL 29185231

Sepax™ C-Pro= StE 9|0, AZEQ|0] U single-use kitS] XEHS Sl L2t 22 22 A2 4 &L|CL

Xuri™ Growth Factors
QIZF TM| I HHQF IR} : IL(Interleukin) A|2| X

e USP<1043> 8™ &%
o Xuri™IL-2, Xuri™ IL-15, Xuri™ IL-21. 3% interleukin ZEEZZ| Q2

il

y

D i ¢ Regulatory Support File(RSF) X2
Xuri™ -2
:;;E: "":F Product Name Volume Product code
et & ™
OTZ2EZ ATEQ N :&':"“s"u“*’“’”w I‘ KU I et OB 29062789
29062790
e PeriCell: Plasma |7 E S3dll Apheresis productOiIkI ME 5= 29295127
. Platelotfree: ApheresisOl M BATF AZSH ME 2 e i S e
e NeatCell : DGM(Density Gradient Medium)& O|9-6f&| ol gl M| AHS 9| MNC(Mononuclear Cell Fraction)g 5% 3% Xuri™ IL-2 Syringe: A|ZIX|0f] £ SEfo| HZQL|CH Xuri™ IL-21 29112119
e CultureWash: M| AMES MAH, == U 5N
o Dilution: M closedst A0 M =3, 2H| I X H| Xuri™ IL A|2| == 2} ot MESHH 2 H[0|HE M35t TEMA BFES B JHE 7|2 TS X[AgL|Ch E£3 iX| = 20| Atse 2
- PR o L3 i™ A|l2| X9 HIO|E|HE: ™ s =3 H=E| X|XM3 T 2L ot )
o BeadWash : Apheresis 22 Aphere5|301|k| S| =38 M| AH20]| beadsS incubation, M| X = %:T ol & AT A 7t st Xuri = | Hio| 2| ‘|(Xur| Cell Expansion System)9|- SIS0 CHEF HHFO| 7}sotH, S E (Mg T2 EZ L Y X2
SHL|C}
e Spinoculation : Viral Transduction2 £l 22|t MZE 5=, b& 2 HE 9] Sl
Single-use kit
e CT-49.1 e CT-60.1 e CT-90.1 ™
Ficoll-Paque™ PREMIUM
AIEQ 0|9} single-use kito] T3t IjERIA Specification ISO BES E010] M= E Iz 2x3 228 HiX|
Single-use kit Dlmen5|ons 270%x460x400 mm
Software CT-49.1 CT-60.1 CT-90.1 We|ght 163kg(359 v e [SO13485:2012 &4 AN M M=
PeriCell . @) T . Power 100-240 VAC, 50/60 Hz e Low endotoxin: <0.12 EU/mL
. O : Power consumptlon 1000 W e Cytotoxicity grade 0
- O Interface 4xUSB and 2xEthernet * Regulatory Support File(RSF) I‘I|—<T'5
2 o " oFeolpaguempRet_ZATTE
_ O % e il Product Name Volume Product code
i Ficoll-Paque™ PREMIUM 6x100 mL 17544202
Ficoll-Paque™ PREMIUM 1.084 6x100 mL 17544602
Ficoll-Paque™ PREMIUM 1.073 6x100 mL 17544652
Traceability
« BE| 3C TEO| J4S3 HIAC 2T BN Ficoll-Paque™ PREMIUM AJ2IZ< €19 4 228 718 23 4e)2 Hsl DB MorelLich gelofets Mzo] Uwol oizh 42
e PDFIAICl HTIM 2| 9 2X X H|0|E{ T M2 U E 747 37HK| ®E SOf| A MEHSH & QIAL|CE. Ficoll™ PM4002 7|HEO 2 3t Ficoll-Paque™E 30'F O| &2 HALE 1%l Mzl &

=
Ql=ol7t sol B3| NI I=IE| AleFQlL|

_—
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NanoAssemblIr™ Spark™
AP A LHr QX R &3} AJAH

NanoAssemblr™ Spark™ = pL(OFO| 22| E) TH|o| A2k LILAUXIE =
olAL|C}.

122 EFS K|

e 10X O|LH A
o 17O At 2

e 119 NxGen™

g AoM, I X7| HAIS] A2 ol Hetet AlA

FEEEEE

FH| &= Jhs. B2 AlZt toll =4 JiX| MY WY Ths
EE MEdtorst= doM 22Xl 24 It
¢t Ofo|222|H EFUME 22 MZE 8|+2

Particle Types

D|men5|ons

Welght

Volume

Appllcatlon Screenmg

36kg

25-250 L

. RNA lipid nanoparticles
* Polymer nanoparticles
posome

-|-

Ztmst &

—_ _l

NanoAssemblr™ Spark™2 &%t LI X} ®= A[ZHS & H =0
EHUUS T

(1] (2] ©
Coes

ALK LHOIA AFE R 4~ QUO|, WIE X HEZ A|

S =22
- L

NanoAssemblr™ Ignite™/ Ignite+™

ARG DH LS Lh- Rt RS Al A

NanoAssemblr™ Ignite™ ¥ Ignite+™& NxGen™

X3 AFLEL

x
N
>
mjo
gt
0P
o
2

o ZtASHE|T ETE YIAEZS TPHQ AZELQ0

o PRSI AREl X LI UX MYoZ 52 MHM

o ¢ JtsM Y TtE BX| AZHE X ASSHE A A AH
o Df7fH 8l IHE AFEE ZHY

o MNE MYAAR-IX| £ MSE MY R AH LY Its
° 1Q/0Q X[¥ 7ts

Volume

MaX|mum flow rate

Particle Types

. RNA lipid nanoparticles
* Polymer nanoparticles
* Liposome

» Development and optimization of process parameters

Application « Early preclinical studies

DlmenS|ons .38><34x38 e
Weight Cleke
CEE YR T AFEE 22 U IE

NanoAssemblir™ Ignite™/Ignite+™ F}EB|X| RIEE=NEIPNE=371=FIpsPrf]

NxGen™ ZIME

ERY 3t single-use ZIEE|X|2, MA 2 priming 2t 10| ZA| At 7HsEfLICE

Cartridge

L
Ignite™ and Ignite+™ Ignite+™ NxGen™ Ignite™ and Ignite+™ NxGen™ Ignite+” NxGen”
. . . . NxGen™ cartridges 500 cartridges cartridges with dilution 500D cartridges
Pipette in Cap Insert Push Start Pipette out Dilute B ettt er sttt et a et R bbb st e s R ettt st se ettt se s b bt beeae et s asenen JET
MaX|mum flow rate -20 mL/min -200 mL/min »20 mL/mm —200 mL/mm
D|Iut|on flow path - - Automated in- Ime d||ut|on Automated in- I|ne d|lut|on
NanoAssemblIr™ Spark™ 9|-EE.II| Usable system Igmte /Ig|n|te+ Ig|n|te+ Ignlte IIg|n|te+ Ig|n|te+
NxGen™ HME BT 3|8 FHEZ|X| ..‘,PaCKag'”g — ..1.99.‘."??5 L200 paCK. B 50 paCK 100 paCK . 50 pack ..J00 paCK B 25 paCK
Product code NINO061 N|N0062 1001 397 1001398 N|N0063 N|N0064 1001399 1001400

50 pack

fsf

NxGen™ scale-ready cartridge 12L/h

NxGen™ scale-ready cartridge (12 L/h)= GMP &tA & 28| MA|=l FIE
K=, 22| E AL LHOIA ATSHA| AAEE 5 U2 Ignite+™ A|ARITE A

2|

Al A% ALAHE NP HZE SHE XJHLCH 2 7tEE|X|= 0t E
o XM2| 2 0|5 ZEE0f HSELIC

Product Name Package Product code
NxGen™ scale-ready cartridge 12L/h 25 pack 29877297
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Lt QIR HZ A|AE

NanoAssemblir™ Blaze™ / Blaze+™
2 JYURE MY AFH UMK 128t L QAL SIS A A

"2 xJ| CMC HRet YAE
UFLICE.

o
=
n
Ho

NanoAssemblr™ Blaze™ 3! Blaze+"
Ho= Ctsut 22 £ 7HX| 1

o CholEl MH I} HHE XS A7t
e 1L-10L9 RHst 8F 3

o MY A|AR BHES S5t 2™
o OtMAO|D LE R&E B3

AEZO AR T2EE INUE XYt Lt

YU HESE A&

E3%t End-to-End YA A= 2 X[

Blaze™ 20 mL-1 L,Blaze+™ 20 mL-10 L

Blaze™ 115 mL/min,Blaze+™ 115 mL/min

* RNA-lipid nanoparticles
* Polymer nanoparticles
* Liposome

* Optimization of nanoparicle formulation
« Non-clinical testing/None-clinical studies

127 kg

NanoAssemblIr™ Blaze™/Blaze+™ 9}EE| Xl sl

NxGen™ QI M E EFRY|St FIE2|X|= single-use BIAIO 2 WXl @
C}. Inline 3|4 7|5 {50 W2t = 7tX| EILS Xﬂg‘ tOH,

I TALE FHE2|X| X|Y
01 0|‘o‘42 X|A§|.6‘I-|__|

NanoAssemblr™ Ignite+™2t

NanoAssemblr™Commercial Formulation System(NCFS)It S&$t olN 7|&2 HE2%

LICt Ol £ S3li e S& m2to|E(CPPIE
A EHADIX] 2EA ALY E = UASLICH

NanoAssembir™ Blaze+™ M2 EH JF|E
k=2
=

£ 8712 AlAH-

Product name Product code

HIX| AA 20N S HE, A MY

"

NxGen™ 400 1000458
NxGen™ 500 1000460
NxGen™ 400D 1000459
NxGen™ 500D 1000461
NanoAssemblr™ Blaze + Tubing Kit 1000535

Dilution injection

NanoAssemblIr™ Commercial Formulation System

GMP MAH2 X|ISh Lhiz @At RIE st Al A

NanoAssemblr™ Commercial Formulation System2 L= QIX} A1 K|
=

x
= Pt g
o SES XSS FSHOET M 4 0| MM WS o¥Hoz

o OHYY Y9EES S8 2

® Single-use flow path
o DU LPE X|Z

® 21 CFRPart 11 &

o
o WE OHH I F4

= x
L

5| Lt At
o A2 HSHE ol A

£ ol AAE A|ARIOSF, priming, calibration, in-line dilutiond} Z+2 &k
x

x
EHE I

Volume

05 100L0r05400L

Maximum flow rate’

‘I2 L/h or 48 L/h

Particle Types

. RNA lipid nanopartlcles
* Polymer nanoparticles

NanoAssemblr™ Commercial Formulation System(NCFS) Flow Kit
NCFS Flow Kit0l|= NxGen™ 8| A7} EFX{El FtE2|X|, I &=, Q24 22|12
2g 2 AFLICL O] 7|Ex ¥ Mty AX B 52 |2l 428 XX @&

2 ZYE = 25-45 kGyo| HOtML 2 B A= 0f HSELICH

. L|posome
Application GMP manufacturmg (for clinical and commercnal we)
Dimensions 120x77x170 o e
Weight 270 g
‘EY AR P AHEE RS UTNE

US| / AL flow kit X| &

flow path7} EHE|0f OO, A|AE! ZHXtS o O|LHOf|

=]
EELY

ot
= I_
= &M 2 HZEHE o AELIC M HZEH 0|5 e

Flow kit Application Product code
NxGen™ commercial * For research use only 1002279
development flow kit 12 L/h * Reusable/continuousreuse
NxGen™ commercial * Maximum formulation time: 1002280
development flow kit 48 L/h 8.3 hours

NxGen™ commerC|aI » For GMP manufacturing process 1002277

m

facturlng flow kit 12 LIh

NxGen commercial

Single-use
Maximum formulation time:

manufacturing flow kit 48 L/h 8.3 hours 1002278
FIHHEE flet 7|2 HE o MY
BoEH M2t E =) o NxGen™ cartridge o Dilution line

© Aqueous solution line © Formulation

© Organic solvent line @ cCalibraion & waste line
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LIt X} ®| =& Ready to use kit

RNA delivery LNP kit

mRNA Al JHEES | NP HE AlQF

o

RNA delivery LNP kit NanoAssemblr™ Ignite™/Ignite+™ M8 F|EQIL|C}. Payload AT 2|1} RNA MY 8 AZS M 23g 4

=
UAELICE A AL 7Hs¢t 0|28 X2 et St HI{7F e[ 0] Qof #E LNP MEE XA gfLICt

RNA-LNP MErof| [ H3tEl 0|23 X2 2 =2 AHEsHo
e X7 =2 22 ™ Jts

o ZH|E AT ZRESS Sof DEo| HYHOI LNp HE
o - o YA ES DEM INPHIE Y OHH Y ASS MBI,
Of A} 91 ARO] A AL EEA|TEX| O[O1X| = mRNA B4l {2t X|215t7| 9o
= in vitro THEHE BV Bl jn yitro HY A M 9| JHESH(PoC) HIO|E{E &t
;:;g

Compatible system Product code

Ignite™, Ignite+™

Ignite™, Ignite+™

GenVoy-ILM™ T Cell kit

THIE CH4 RNA REXt £ 9/8H NP HE A2}

GenVoy-ILM™ T Cell kit= M St=l primary Q17F T M[ZZ0fl mRNA EE= CRISPR Cas9 mRNA/sgRNAS @ EXMOZ FESHY| 28t LNP A Z=0f|
£31El Ao} FIEQILICEL & F|EE HTBOR exvivo XK £ Al BHS KIS, 3 214 WS ALlsts 2507 o4

O —d= :'é__ [==]
Ol £22MQILICEL B F|EZ AFR3}7| £I8l M= NanoAssemblr™ Spark™ EE= Ignite™ A|AEIO| T SHL|LC,

o 217H T M 0|l 9HH mRNA K= mRNA/SgRNAS QM X OZ HMEtgtoZ g
RUXE FEHCZ ML EHE £ QUAS
oo e Z2 NE MESS |50 QHEHQ MY 21t M3
. o X7| A7 CHAHRE HAY MK 2F Tt
o AZE THE HY Y322

Product Name Compatible system Product code

GenVody-ILM™T cell Kit for mMRNA Spark™ 1000701

GenVody-ILM™ T cell Kit for mRNA,
Spark with Cartridges

Spark™

Ignite™, Ignite+™

Ignite™, Ignite+™

GenVoy-ILM™ kit

AT Aol A X3HEl LNP HEF At

GenVoy-ILM™ kit= NanoAssemblr™ Ignite™ 2 Ignite+™ A|AEIS 0|83 RNA-LNPE £

=

P D UREA MY £ UEE JHUE NP A
L|Ct. NanoAssemblr™ Ignite™ 2! Ignite+™ A AEIS S8l Genvoy-ILM™S A0t S85t0] MMSH= LNP= #&EISH 30 $XE JHX|H, Of
gt 22 AN EFE JHX| D JUEL|C

o=

o EfSt (ZIFSt 80 L2 MEZESMOZ Bt HE Jts
ZH(PoC) T
e AZ M2 ZE MY Y A2oM X MYoZE &8 Jts

Product Name Compatible system Product code

GenVody-ILM™ reagent, 2 mL Ignite™, Ignite+™ 1002763

GenVody-ILM™ reagent, 5 mL, Ignite Ignite™, Ignite+™ 1002769
GenVody-ILM™ with Dye, 2 mL Ignite™ Ignite+™ 1002771
GenVody-ILM™ with Dye, 5 mL Ignite™, Ignite+™ 1002773
Formulation buffer, 20 mL Ignite™, Ignite+™ 1002775

x4
=

CD34+ HSC LNP kit

7] MIZE CH2 RNA HEE LNP ®IZ Ao}

CD34+ HSC LNP kite= CD34+ =& =7| M| 2| mRNA 2! CRISPR Cas9 mRNA/sgRNAE E2X O =
oF F|EQL|Ct ex vivo REAL R Al WE 70| MesotH, g2 AMNO 20| HEg FH|st=
EE M2317| 9I8H M= NanoAssemblr™ Spark™ EE= Ignite™ A|AEIO| T QStL|C},

CISF A ==
Sre 4 9l LN

S0l ol &=l

A
o

HIzhol| £ =3t Al
Z el 2 7|

AT
Ut

e TransfectionOfl £|Z{SHel LNP H|K|
o 2AtHQl REXL A S A oA
o S o =2 I MEST ME JHSY

s o 7| AT CHAIRE MY AKX = It

EEE * CD34+HSC ¢ &7| ME M= 2t X[Zotel HEE 228
Product Name Compatible system Product code
CD34+ HSC LNP kit, 100 pL Spark™ 1003000
Cytiva CD34+ HSC LNP kit, 100 pL, with Cartridges ~ Spark™ 29874065

CD34+ HSC LNP kit, 2 mL Ignite™, Ignite+™ 1005000

Neuro9 siRNA kits

B M Ci2 siRNA RS 2|2 AT E(RUO) L= YUA} 7| E

Neuro9 siRNA kits'= NanoAssemblr™ Spark™A|AEIZ O| 86l siRNA-LNPE AM&stD ATE|H HES 4 JEE MAE HLL LNP A|2HY
LICE 2 7|EE MY E siRNA-LNP2 20| et MY S80| X[ XetE|0] QIo] MZF ME H70| HEget &2 HS MSLICH

. Product Name Compatible system Product code

NanoAssemblr™ Spark™ Kit - Neuro9 siRNA -

Spark™ 29873655
r|dges par

Na

p rkTM Kit - Neuro9 siRNA - .
“ EZ 5 nmol with Cartridges Spark 29873656
Hepato9 mRNA transfection kit
ZF M| X CHAF siRNA/mRNA ME2 9|8t H12(RUO) LI X} F|E
Hepato9 mRNA transfection kit= NanoAssemblr™ Spark™ A|AEIES 0|68 RNA-LNPS HH} T U] A ®EE £ JYTE MAE NP A
TE ALULICE 2 F|EZ MAHE mRNAE 72 MIZL0)| 2| MotE MY 222 M350 7F 213 RNA A 710f| O| A&l 2 M ALCt,

Product Name Compatible system Product code

> NanoAssemblr™ Spark™ Kit - Hepato9 mRNA -
—— K™ 2987
ot 20 pg (2x) with Cartridges Spar 9873659
NanoAssemblr™ Spark™ Kit - Hepato9 mRNA -
S K™ 2987 7
E 2 nmol (2x) (Use with hepato cells) Spar 987365
EEE Eall= /| oo e e e
lsxlanr;:)(/:ssemblr Spark™ Kit - Hepato9 mRNA Spark™ 29873658
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Lho IRt T U A4 HE K| MH|A

BioPharma Services
=

ZHst LNP 72t 32 9|3t End-to-End M2 X| 2 AH[A

Biopharma Services(BPS)= Lt Q!X 7|Ht O|QFE JHEF M nfM S o2 = EdF X2 MH|A
GMP =, 7| XIA7HX| StLte] SEHEOA XK@ L|Ch 15071 O] & ZRHE W AR nt
Nk CHAE T|& otH|et 7 AL cHSoto], e 2|ASE HET ZEHOl L oS

= ET o
HMSTo=M N T2 M| A0 plgtoh T O AE BYS XS

HL HR
X
mo

S Formulation S
. d K
evelopment
. p K v

GMP Process
manufacturin development
’ i 5k+ 30+
regulatory years
___________ documents FDA and
____________ EMA filing
’ ’ experience

Quality
and regulatory

Analytical
development and
quality control

Cytiva LHSt payload?t Ltk 2X10]| Lt 252 A S2 delS HIE 22, Biopharma Services T2 Hit &M 24 38 g 8 74|
o-

o
7to|E9t K|S ZEetet Lt o|ofF 722l end-to-end XS HMSEfLICH

Payloads

Applications

® mRNA

Multiple payloads
(gRNA/mRNA/DNA)

SiRNA
dsDNA
PDNA

Virus particle
cRNA

Vaccine applications 29%

Cell therapy
10%

Oncology Animal
Gene therapy 41% 15% health 4%

P Xt Mol ey o2, AU, 2 2|2t 22 el = ohA|of Chsl 2 RE HLX]| HH| S

2 97 £7|9E BF Y, 24 L B,
04 0 H2 2= {2} ol

6 6 o

90+ 40+ 2000+

Cytiva countries successful
regulatory supported regulatory
strategy, responses
GMP, and since 2020
CMC staff

Delivery methods

® |ntravitreal, 4%

Intratracheal, 4%

Intravenouse, 41%
® Other, 5%

® Intramuscular, 41%

® Intratumoral, 5%

Cytiva proprietary ionizable lipids

Hydrophobic chain Proprietary o X[ XO| INp =M1} SHAI X|
framework - e e
S =] Ha E
o CHI3tpKa 2 WS S4
iL L L Cell therapy (mRNA)
4 5 6
iLiL ik QL L Vaccine
112 17 18 19
iLoiL L L L L .. iL . EREHEERy
21 22 23 24 25 26 29 "
TR TR TR TR TR T TR iL.
31 32 /33 34 35 36 37 38 39 DNA delivery to T cells
.. Pulmonary delivery
iL L -
59 60 Spleen tropism
iLiL
69 70
iL L
79 80
Broad ionizable lipid library enabling precise LNP tuning
for cell and gene therapy applications
*Application mapping is for illustration only, actual applications for ionizable lipid may differ
™
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Outsourcing RNA-LNP production

Streamline development, cut costs, and
boost efficiency with a collaboration
tailored to your needs.

Optimizing RNA-LNP drug
development

Leverage LNP experiences to accelerate
downstreeam filtering process
development.

Cytiva X|& ZEEZ|Q

e X2 SHI Mg Zo}o

Pre-optimized LNP formulations

Speed up RNA-LNP drug development with
optimized LNP formulations and advanced
LNP technology.

&
B
5

ey
o

- &y
2
i

Navigating regulatory
requirements

Get strategies that drive clinical and
commercial success for LNP-based

therapeutics and vaccines.

SEY X2 232
£5tA 2=

tl
Z 100Z 0| A9 Cytiva X & ZEZZ|Q

Alibrary of lipids

Screen and optimize lipids with custom,
GLP, and GMP lipids to ensure efficient
encapsulation.

Genomic medicine strategies

Discover ways to streamline and accelerate
the path from discovery to RNA-LNP
therapeutics.

Cf XtMist 71 Xtz 3 o8
o|E YAFAIR HEIII} ARt RLIC
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