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ERREHRE1 mg/mLAEREER. ERKNBEEIFFEABREFRRE, REHM910:90 K FE,
PDA. ELSDFNQDafESRIFIRZ AIHIT T 4P, MUHRMMILNSFIER SRS EERIET.
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REBIERS: ACQUITY™ Premier™& 4t (FFBSMiELR)

R ACQUITY™PDA, FC=Ti5mm, JEKEE
=190-400 nm

i TruView™ g A EIU ¥ mAR(P/N: 186005662CV)

Pl RZIETIRARZNES (P/N: 186004169)

BigH: ACQUITY Premier CSH™A S &M, 1.7 um, 2.1 X
50 mm (P/N: 186009474)

R 50°C

HFamaE: =a

BEERTR 3uL

TR 0.400 mL/min

EDAEA: 7K(H20), 0.4%FRER(FA) (v/v) (MSZR)

RTHAEB: 25:75 R REE(IPA):ZEE(MeCN), 0.6% FA
(v/v) (MSZR)
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Empower N AP IRM T EXFRAFRERHENE. B6FHN—NROETRTARESHMERN—HIER

NE6APRT, IRIBESMEERMN(M+IH] m/z{E, FRE1 m/ zMNERINEENRERBTERE, BRTXEXINE, &
B “EH” REELEERAER “RENEMEER" URETREME. MEBIMERLERMT, RIERTHGRE,

LNPREVNFRE R D EREHER. A, BEERILGHS, RBXNREHREEFNER “RE LES

R E X R AR E(369.3 m/z vs. 387.6 21 m/z) EXMERT, EF(A 18.3m/z)7£0.3 DallA, XAJRERTE
HEIERRENKGKR. SZEBFIFEMN, XMIFRER T ENENE TERZRNAERREREE UM

RYIEFE, HEHZIBETHLREMEETERNE 0. 5, WETFR, BRRUFMABEMpowerAHY
SERERN, EFRAFNREMEEHNMBAUER, EERPKFUTEREFERALNISSGE.

A) || integration | Smoothing/Offset |MS 3D Channel| MS Library Search | MS Ce| B) EIEE: Lﬁﬂyﬂ%m FEECEEEREE]
L s —we | S|
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p.7
s v
Suitabilty Components 35000 5
|E Name Calculate Suit Results Flag Outside Limits E
1 [sm02 7 7 2000 e —
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5 210.00 ~
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<
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- e L
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[[jl Field Name Target | Lower Error Limit (LCL) | Upper Error Limit (UCL)
I1 | Base Peak (Combined) 3876 3866 388.6
|

E6. 1Tt A)TEEmpowerbIB 5 ZFIREBEURMAAN—MEEFRE XIRE FRM LRBRA, B)fER
—HERRERAAR TN E = E BB AR IF mEt T oM, SEINELSEIRMMBNIFRIEER., TBMNERKT
HidhEAE RE" BOFEXHNRERBE(LLm/)NAD, FE: FE “RESHAY” FoIAseisR R
B IEEI,
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Leveraging MS to reduce risk
SAMPLE INFORMATION
Sample Name: DSPC1 0.45mgml Acquired By: System
Sample Ty pe: Unknown Date Acquired 7/18/2022 5:43:02 PM EDT,
Vial: 1A,6 Acg. Method Set:  12min 100 gain cn 10 150t0840
Injection #: 1 Date Processed 8/11/2022 4:30:40 PM EDT,
Injection Volume: 4.00, 3.00 ul Processing Method marketing RM mix library,
Run Time: 120 Minutes Channel Name: ELSD Signal
Sample Set Name: lipid lib1 Proc. Chnl. Descr.. ELSD Signal, Smoothed by 5
raw material screening compositional analysis
1% 20000 =]
2000] = ] =l 8 o
|2 - | SEl8 &
1= o 200.00 = o
2 ] % E 3 ] » 8| o E
- 1000 = = ] o = ]
1< n.: 100.00- 2 % C.' o
1 e ™ 1 @ o
T : Wk
000)4: s . 0.00 44— o
L r e L] 1 * ’ 1 L 1 O ¥ * 0 1 * ' L2 X ] 1 O 0 0 v O
4.00 5.00 6.00 7.00 8.00 200 4.50 s.;)o 2.00
Minutes Minutes
LNP:Raw Material Screening Results
RT Name Component Type Area |% Area R';r:;rge TYI'LC S:D”
1|4.241 | Methyl stearate | Degradation Froduct | 2338 | 0235 0.348 | Above Qualification Threshold
2 [ 5.529 | RM impurity Unidentified Impurity 87| o007 0.073 | Above Reporting Threshold
3 |€.087 | DSPC Main Component 956268 | 9958
LNP: Composifion Analysis Results
Area Bave FEZK
RT Component Type Name v ) % Area Q:u{nrrs:;ecl
1|2.975 | Main Component | SM102 244709 | 1510 710.68
2 |2.567 | Related Substance | DOTMA 240046 | 1481 624,68
3 |2.976 | Main Component | Cholesterol 8923512 | 5512 369.33
4 | 4.589 | Main Component | DMG-PEG2000 ‘2| on 741.84
515.649 | Main Component | DSPC 241001 1487 790.74
Paae: 1 of1 3:54:52 PM US/Eastern

E7.3kE. EmpoweriR&ERA, BRT EANELSHBIE NI RN RTRLEITH . BEREGERENXH
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1. Schoenmaker, L. et al, mRNA-Lipid Nanoparticle COVID-19 Vaccines: Structure and Stability.
International Journal of Pharmaceutics 601 (2021): 120586.

2. Evers, M. et al, State - of - the - Art Design and Rapid - Mixing Production Techniques of Lipid
Nanoparticles for Nucleic Acid Delivery.Small Methods 2, no.9 (2018): 1700375.

3. Packer, M. et al, A Novel Mechanism for the Loss of mRNA Activity in Lipid Nanoparticle Delivery

Systems.Nature communications 12, no.1 (2021): 1-11.
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ACQUITY Premier&#%4: <https://www.waters.com/waters/nav.htm?cid=135077739>
ACQUITY UPLC PDA#E;M2§ <https://www.waters.com/514225>

EmpowertE#HiE RS <https://www.waters.com/10190669>
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