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Free & aggregated ssDNA  7.1e11 vg/mL equiv.



EATFERMFERAAV

Stunner AIAMERIMIEEAAVESTEEE R,
IRFFEFANER BB SN\ FRRIAAVEE AL S
B, XE/WENRBEIER, MEERA
MRERTHENTR:

100%

90%

80%

70%

@

o

®
I

Percentage
w
o
a®

20%
10%
ox [

AAVS AAV9

% full B % empty

RERSRIE—1)
REGNVFRTFHRIEAAVIRXN, RAG
ABRELIEZ AT, DLSTMBE
BAAVE TS BIAR, MBS
REAETIH.

0.14

Aggregates

o
s
n

o
5

o
o]
@

Capsids

Amplitude
o
o
[+3]

:

0.02 -

01 1 10 100 1000
Hydrodynamic Diameter (nm)



= H
LNPsHI B Ed B FEAERIMNIARTIT B M, {BStunnerfdEE 23 ei2 AR DLSHIUV/ VistiE —H
— A MRAEFENER, BUmixiIEEES R, RENRNANRKES, THERE. i1
FlEE M TIERE.

14 14
— Total spectrum — Total spectrum
12 12 4
. 101 . 10 = Na
E E — Lipids & buffer
g e g e
o ’ @
[ v
c =
8 8] g s
§ =
g g
< 4 < 4
2 2 | ﬁ :
0 T 1 T 1 0 1 1 1
230 260 290 320 350 380 410 230 260 290 320 350 380 410

Wavelength (nm) Wavelength (nm)



LNPHIR“AIviENZ”
StunnerfDLSHEIR(H T B @ RN TIRIZ S T0EEN, ARSIV EREIET3R1596
MLNPEE R BIRIR A/ NI %m@ TR BB AR SN F R EH S EE DL SK A

E. NTIBBNARERAUTFERX, BRENNZVSIEAIN, HESARERET FhiRME
A E],
0.09 100 0.4
0.08
~ Bo .
0.07 E L 03
0.06 8
(1]
o £ B0
T o005 % _
= o -o02 2
£ 0.04 S
< 2 40
2
0.03 - }é
. - 01
0.02 - 20 |
0.01
o T T 0~ 0]
01 1 10 100 1000

Hydrodynamic diameter (nm) [ Average diameter @ PDI



NEEQRE

Stunner Z FTAMETEMAEN, REFETRZZEE 78 —#IDLSINEE. Stunner®] BAK2ITZA#

FH. BE. TZNEFESORENTEENZMN, BNBEUEREHFERNSDHIE,
TERARY—E. BEFERSEE, HERRSHERIRE,

10 Uv/Vvis
5.9 mg/mL
o]
Hcmglg-gnous 230 280 330 380 430
no aggregates
T T
01 10 1000

Hydrodynamic diameter (nm)

3 UV/Vis

2 11 mg/mL

o]

| | |
bLS 230 280 330 380 430

Heterogeneous
aggregates present

01

1 10 100 1000
Hydrodynamic diameter (nm)



EHRRE, EEBRE

StunnerZ2M—RIAXAEFIRETERE. SREEESTHRE, HSKNERE0.03 -275
mg/ml (mAb), Ritt, TABEMNTE, FOUEAFRERION! hTAAEE RN -F5 -8
" R MERDIER ., MIREFA, FIERIENEE, StunneritBMRE 2N T
TERRRRR SR

UV/Vis of IgG dilution series in PBS IgG linearity
300§ 300
R= 0.9999 .

250 250
E =

200 ]
o E 200 o
- o
g 2 s
~ n d i}
y 150 g 10 .
c o
o -
8 & .
g 100 < 100
g ._."

i so{ .
o
=
J
0 I\ T T :_-_I T T 0_’ T T T T
230 260 290 320 350 380 0 50 100 150 200 250

Wavelength (nm) IgG concentration (mg/mL)



TR TIRVEIE

StunnerE 255, EEM<1%, HHUE<2%., BEATEELENOI, TISHERELRS
SREEATEE, WESISAEBEENBERE. RONAE. EENBENNERENS
R, StunnercE e HRIERREENRELR.

1gG dilution series

250
Known Conc. Average Conc. cv
y =1.0073x (mg/mL) (mg/mL) (%)
. R2= 0.9999

E 200+ . 2014 2017 0.7%

— _-'. ! 1 1
4 . 169.8 1711 07%
$ 150/ 139.4 140.7 0.4%
= 1131 115.0 0.6%
€ 79.4 80.7 0.2%

§ 100- _ | |
k: Kd 50.2 512 0.2%
§ & = 199 203 0.3%
- 121 12.2 0.2%

[ ] | I I
. !' 7.21 7.28 0.2%

0 50 100 150 200 250 | ' '

Known concentration (mg/mL) 235 | 287 . 0.2%



ERE, TR

Stunnerf IR ARIAERRIE, AT, RAEGEMIDES, EEESTNNEAEREAY
280 nmIRSLERI20-226 ODSERIMMIATERIE . FEHEHLHRNINT, ILENS M
WEREIEHBED.

L1 Lo ¢ Shanncs A = w
| .“"l i =— Lunatic & Stunner Analysis | Fundamentals
| |
|
|, | || ||' | a4 ovcricw (=4 prtals B Feaont setings
i R 1 ] 1 - | - ;
I ; o OF &N 8o (o] o
] J Sample Name & Pasition “ o
i { fi { O gl Gaup
r I r ¥ b E Trardatc o o E
| . £ raede b =
~typt |L-typt Lot L-typs |Lt i B Strdac © L -
CIver |LmEn Linpl] Gty Lo LB oo 2t D
= [t [
D :
Mawl o ¥
I o 1-02 E!
| Rl -2 1 E
| ML -7
| I nx;-@ - .
& [ : /
Fame - A0 - i
! R
11

The Fundamentals
Certified tryptophan standards
OD range 20-225

ERE

5207 mgml
0,283 mgml
5205 mgml
5,290 mgfml

EERER S

i

9 %




By, HlkpEFT T

B,k RIAEEH —ERBEEERZ
¥, BFINERRE M &R E.
StunnerfESMNIDLSAYEIRY, IR A DASE R

MEEFRERE, ELLRPAIUEMRIR

KRBk, THEBIFIHKEARRE L.

N=R=I

19E%

185
165
o)
T 145
w
X 125
E \
0 105
mM NaCl kg,
0.85 o] 16 91
az 075
065 427 =749
I I I I I
o} 5 10 15 20 25

BE XM

Mo mEERE KA ORI ESEREER
REMAERZSE, BRI NMSERK. BE
ERINREXEN eI 2iE S 50 BRI A
2% . StunnerfYHomebrewINgEl 3z, HE
FAFZMNABREFEIREEK.

(A350)

25 Aggregation Index = ———— =
(A280) - (A350)

Absorbance

T |
230 280 330 380 430
Wavelength (nm)




TiERAT, EEET

RAMIOAERINISTARE fR ST Stunner AT IHREINIEARN, FHEUSP (EEZHE) & Ph.Eur.
(BRNZ5EE) 3FEHN / IR EBIREERICERIE. M. LM, RIERME. R
HHMDPRNER., SEIRFINDEFTHAQCIMERE, StunnerttEZRIRKEST T .

LNCHAINED
LABS

Uvivis Performance Varificalion
Wavclength Accuracy Repert

| I|~| 1 |I' |I
L b ) | |
Performance verification plate e S ——— e

Holds certified pharmacopeia ave s
standards for UV/Vis verification T



FIR S MM
GLPELIOZ, FHHEL! StunnerfRFREHEECIERR, RE21CFR Part NAYGLPEEIR FEAIEK:
BRI, BFER. 2EHITER.

LN Lunatic & Stunner Client - x
— ST Lo — e W LA
= | unatic & Stunner Client ‘ 21CFRp11 Administrater §
Settings
Foree change passwaord after (days) &0 Password needs to eantain: v numhbers
IAaximurm inactivity tims (minutas) 30 s/ upper case | etters

Tani mum num bar of failed logins "/ lowiar case latters

Minimumn characters in password

special characters

Categary Action
Audit Trail Alow Al Y
-~
1] Date User Category Action D tails
2015 17/04,/2020 10:45:48 Adrninistrator User User login User login successful [Administrator]
E AF042020 10:25:54 Systern  Softweare start Software start Lunakic & Stenner Client
2017 17/04/2020 10:45:10 Systermn  Saftware shuzdawen Softeare shutdown: Lunatic & Stunner Clisnt
2006 1F/04/2020 10:44:E7 Adrinistrator Systern  Securiiy sebtings modified *Force change passward after” changed from *90 days® to "60 days"
2005 17/04/2020 10:a4:28 adrin seratar system  CRMinfo modifled absarbance CRM czrtified sdsorbances madified
2014 17/04/2020 10:25:55 Adrministrator fystern PV eriteria modified "Absorbance Linearity minimurn R square” changed from "0.000" to 0.5
2013 17/04/2020 10;43:31 Administrator dystern  CRMW info modified Absorbance CRM info concentration L modified; "Serial number® change
012 17042020 10:81:0% Adminlstrator fystern  Add license deat license added (hardwareld: =P in] 214" which activates 210
2011 17/04/2020 10:38:14 Administrator User User login User login successful [Administrator)
2010 17/04/2020 10:37:16 Systern  Sofbware start SGoftware start Lunatic & Stunner Client
0% AFF0472020 00:35:09 Systern  Software shutdowven Softeare shutdown: Lunatic & Stunner Analysis
2008 16/04/2020 23:24:42 Adrain strator Data New eiperiment Hew experirnent done on Fri, 20 Mar 2020 11:37:53, oerformed an 570 4
2007 16042020 224118 Administrator User User login User login successful [Administrator] =
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{U2ER~T 37 cm x 54 cm x &E33 cm, 26 kg |
THERE B, ®E100-240V AC, 50-60 Hz
R | BRI Windows 10H/E RARIH T Fa A
' i {m| ' USB, TCP/IP (Service) '
AR | CE, FCC, CSA
BIEAMM | EEE2ICFRpNERIEE
R | IREAT

HrllEE FHN A AR D FARET
RKTEE | 230—750 nm
. SR . =400 nm : +1 nm; =400 nm: +2 nm
iESME NF2 nm (FESRER)

SRR (1 cmBERLLEM) | <10D: £0.005 OD st dev | 1-2 OD: £0.5% CV
RIRMOEIRE (1 omE L&) | <10D: 0.01 0D | 1-2 OD: #1%
HiR 660 Mg iRE
M TS
R 2%
BRI ERE 0.1 mg/mUAEE
RAHEAEEE | 0.3-1000 nm
BERIEE/R 96 (12x8) 4
RRREEE k2
BEHSER 2 uL
. i . 0.1 mm & 0.7 mm Y52
RN | UV/Vis£10 min, UV/VisHIDLS£1h
R '
0D 10 mm 0.03—275 OD 10 mm
ng/uL dsDNA 1.5—13750 ng/uL
mg/mL EH 0.03—275 mg,/mL

DRMEERE (10 mmytRE)

RKEDERRE (10 mmtEE)

| <1.0D: £0.01 OD st dev
12200 OD: +1% CV

<10D: +0.02 OD

1-200 OD: +2%
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