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BEERAT, MRNAZGHRRE, EINBEMTES LB, ERIMERIVT)F4KidizE
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BEEEY) “RNAQua” FARIEHAEMAIMRNATE MRMARS, FHA1EREHILIZITmMRNATTE 4

WM TT3E, BIEIRIETERAEK(AGE), EMERHEIK(CGE) &, LUBEMRNAMRMAREFER
g2, mATREMRTIERIXE.

Intact mMRNA

Truncated mMRNA fragments

ERX FF

RBHFATEHELEA (WHO) « EEZAH (USP) « FEERAGRUEBEERAMIFEH L (CDE,
NMPA) F&XHEIMRNAZGZEXRIERE/MIESFEN, mRNAZHAITEEMHIAARMRNA (84 @
BERBUTHXAEREZEREM . Fit, SHMRNAKTTEMN . TEMRNABE L. mMRNAR IR
NLEREXEEM.

7ZDRY World Health

) PN ERGmEEERRERE TR
¥ Organization

[ ] | CENTER FOR DRUG EVALUATION, NMPA




MRNASTEE 48 R TR

EZEMRNATEIMRNAKR EEBAENBERE, EKELNTHEHTEAMRNA (£K
mRNA) . EFEKEMSFRINER, HEEERREX. EAEEXEFETHTXOTEE
MRNASMRNAE A R

IMAEEEEEALER Ik (AGE, Agarose Gel Electrophoresis) E1HMERNATZEMMERAZE, FEKE
HIRNAMRITBIRERE, HEZMEFAEIFET.
R kRSN EMEL E A IMRNATE MM E, RIEEE., B IRRRSLELER.

W]

ET IR BIX (AGE) #MmRNARITTEE 4

FEMEBRHEK (CGE, Capillary Gel Electrophoresis) £5&&IMEMES (UV) SAIFS TR
2 (LIF) R—HMEsENRNATE AL, ERTIERMRHESRSFHEMESREREMRNA
RE/AMN SN . CGERIMETRNAKEHITMIRTE, BREMNRNALIEREESR., £F
CGERMMT FmMRNALZM UM~ RREFIEEFTEEENX
EMERRBIKEBRRTEEKMRNASMRNAE R F B, mﬁa\#J#KTiEﬁmRNAE'J**’I'rE
Ithi&E A TN = R E AR E I mMRNARE .

0. 5Knt

Pk #
75

T 1.0Knt i 3
T 2 50
kS
0. 3Knt ; 3.0Knt =
2.0Knt ‘1 :
o 15»( t T T sokn tmc . o 5 0

MMMMMM

0.05 Kt
QOKt

N
Pk #
s 20
2 10

nnnnnn

Ladder4r B3R MRNAMES 5T B 51N R

ETEMERRAEK (CGE) #iMlE4iEmMRNARTEEL 4



mRNABNE R 48

SFFARINERBIMRNA, HEiE4EH (Cap) FELIZFELUTINAE

@ 1RMRNASR ZEHR: mMRNAMIITBLZEMIBET = iR 58— 141‘?:&@& 3%, TETRNAERIR
R —BEE;

@ FEEZABA, MRNAMIBZEMTHIIBESERIR, EHFEMRNAETIE.

RFEH DAL (WHO)  EEZHH (USP) \ FEIEXRAREBEEEASFHEF L (CDE,
NMPA) %#HIMRNAZZZEEXIERAESEN, MIEXEZmMRNAMXEREREM (CQA) . A,
BINBEMEEN AT MRNAMMERFITRAE, LUK BIGKATSIERAMRNARIREEXK,

World Health

= ERGmEEERRBSmE TR
Organization

CENTER FOR DRUG EVALUATION, NMPA

=

LY “RNAQua” FRIEHERENMRNAMEREN S R, SESZEIRFIR (BIRED)
it RNase HJEl. BT xRAEEE-FRIE (IP-RP-LC-MS) %u%&?&éﬁﬁo

HEmAR 5 EHI LRSS
=1 Z AR HESKmRNAKE SR H £ +RNase HEJE|+LC-MSiEE +#3E 5 47
ns2 = PR 2 KmRNARE AR RNase HJE|+LC-MSitEl+#IE S 47
53 IR BN IREREER F R LC-MSIEE+#HEm i
mRNA HRIE 224850 R

KHERIBRNABEBAT LA MEEER (nt) Ak, MMESERMIBAEMRNABEE—NEELSE
H (m7G) , X—/HERSHEESKMRNARHEX 5.

LATINIERAAENERR A BISEEYIRESHRNARE (KEAL+HMEER) |, MERTREE
& (HPLC) Zi&RELA (LC-MS) FFZENEARKENS mEXKERAEK, NMEEITME
MRNARIINIEER,

l cleave
IIMEMRNA 5-m7GRRRRRRRRR RRRRRRRRRR RRRRRRRRRR RRRRRRRRRR...... AAAAAA-3’

cleave

AMMEMRNA 5-RRRRRRRRRR RRRRRRRRRR RRRRRRRRRR RRRRRRRRRR...... AAAAAA-3’

I RAEEREZEER (AU, C,G6)



2=6: mRNANTEREN

EEEMREMRFLEEN TEEMNMRNAMBRS G E, HEREHIT. RNase HEGIALIE,
WEREEA (LC-MS) #MFIHIEALIE.

HNHE T RIERAEEBAIMRNA (luciferase mRNA) FHxHEI#IT T RGN, XLC-MSBR
IR EER ST ER, MRNAMIEEXTF90%.

HMARAE

75 S
R RNase H
> > >
IR =39 4t
c A5 BAIRNA . . BREA (LC-MS) 5§
KM R

5imRNARE R EFEIERE (TIC) B frlg SR RIL E

Cap_Lisifprgae (RNACAOPSHAZD
R AR e P

3
o
J |

Biotin capture strand |

|

5’ cleavage fragments




MRNA poly(A)KE 575180
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Poly(A)K B S5EBEIEMERM X Z [Wiley Interdiscip Rev RNA. 2023 Jan;14(1):e1737]
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HEEEY “RNAQua” TAZABEBMRAEGE (UHPLC) SHMSARIKME (CAD) , BT
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dsRNAZEE (ELISARKFIE)
PIEHFREIR2= 0.999, QCHEUZE=105.5%
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® Std | Standards: MeanValue vs Concentration ) Weighting: Fixed

Curve Fit Results &

A-D
Curve Fit: 4-Parameter Logistic ¥ = D + =
1+(g)
Parameter Estimated Value Std. Error Confidence Interval

Sul A 0147 0055 [-0.028, 0.322]
RZ-0.999
ECS0=0.303 B 1627 0111 1.273,1881]

c 0303 0.013 10.262,0.344]

0 4261 0102 13936, 4.587]

T7 RNAREE®RE (ELISAKFIE)
L& FRIR2=1.000, QC[EUZ=107.9%

StandardCurve

Mean\alue

Conc

® std | Standards: MeanValue vs Concentration ) Weighting: Fixed

100

Curve Fit Results &

Curve Fit: &-Parameter logistic V= D + 4 —:7 -
1+(z)
Parameter Estimated Value Std. Error Confidence Interval
A 0043 0025 [-0.064, 0.150]
B 1106 0.046 [0.906, 1.306]
c 1869 2416 18.300,29.09]
] 8235 0637 15.495,10.97]
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Curve Fit Results &
A-D
Curve Fit : &-Paramater Logistic D+ —
1+(z)
Parameter Estimated Value Std. Error Confidence Interval
sud A 0a37 0022 10,867, 1.007]
RZ=1.000
ECSD = 3,869 B 1087 0.092 [0.794, 1.380]
c 3869 0217 13.179, 45581
o 0174 o021 1010702411

DNAase 1% E (ELISARFIE)
A FREIR2=1.000, QCEIYZE=92.7%

StandardCurve

Curve Fit Results &

Conc
® Std ( Standards: MeanValue vs Concentration ) Weighting; Fixed
A-D
: 4-Parameter Logistic D+ —
1+
Parameter  Estimated Value Std, Error Confidence Interval

Sl A 0029 0009 [-0.065, 0.008]
B 1105 o013 (1.022, 1.187)
G 1443 10% 19,717, 19.14)

D 1038 0.515 18.163, 12.60]



HEmEMEE%RE (ELISARAIR) 2-O-REHBERE (ELISAIRHIR)

LA FREIR2=1.000, QCEUZE=92%

LA FRIR2=1.000, QCEIWZ=95.1%

StandardCurve StandardCurve
3 ®
2 25
15 » £
] 3 /
4 H Vd
> é 15
1 -
re 1
05 -
0s
- ————
%3 0 b 1 0
X axis Cone
® Pl | : G } Weighting: Fixed ® st ( Swndards: MeanValue vs Concentration ) Weighting: Fied
Curve Fit Results & Curve Fit Results &
) o A-D 3 o A-D
Curve it : &-Parameter Logistic ¥ = 0 + = Curve Fit : 4-Parameter Logistic ¥= D + —
1+(z) 1+(z)
Parameter Estimated Value Std. Error Confidence Interval Parameter Estimated Value Std. Error Confidence Interval
Plotl A 0038 0016 [-0.015, 0.086] Sl A 0003 o011 [-0.038, 0.031]
RZ=1.000 R? = 1.000
ECSD=7.933 [ 1196 0.064 [0.992, 1.400] EC50=11.73 B 1208 0041 [1.077, 1.340]
c 7933 1150 14.144,11.72] c 173 1541 16,820, 16.63]
0 476 0433 13.318,6.113]

D 7.661 0.694 [5.452, 9.871)
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