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ERESFMHZRE ( genotoxic impurities, GTI ) XFRiEEF R
B, REXEVASEERENEERGMAMDNA, FERRARE
BAERIFEE, BEARETRESEME, THEREXYRERANHE
HHARFEESTERERRRSEMERFEEBEF——MEL
B EIR T ZBFHITSONAREREN R AR FELS
DNA, BUEHMRETBIRARIEL, SBEE. BRNHRkE,
FERIATIZhEaH —FERB (DVMF) JE RN
RG] S-Sk F A

RENER—HRENAHRERNLTEH, 1ZHYEBD
El1A, ZAYEMARFRFHEZN T —FTHEREEREE LR
(NPV) , NPVESEEMIIEIIBFT R, ZZRAAYE~ S RFEIR
KR WFIZEERNEERE, ANBFRHEICE, §0EF
ENAF#BIT48 ng, MRENEREFBEBAEN20 mg, ATIUNPVZ
FRREN AGERRBREFSEVIVNTF2.4ng (2.4 ng/mgfhiE
R4 )
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DRARENE RN AL FERIN EBBEFE®, 520 mgERZMA
20mLIEREF, EEABEER.22 umIRIEIS IR, WEIERRIT
DT, FECE0.L (0.1 ng/mgfRiERIE ) , 1 (1 ng/mgRiEHL
4 ) F10 ng/mL ( 10 ng/mgfRIEFIAE ) BIRERINARIE S o

LR &

ExionLC™ ER %t FYellow River SCIEX 4500 & 4t

B

Bi%4E . Waters HSS T3 (100 mm x 2.1 mm, 1.8 Um)
HiE: 40°C

HREAR: 200

TENAH: ARK (20.1%FEE, vv) , BAFE
SRIE: 0.3mL/min

BEMT.: ikl

RLITEEBESIBERE

Time [min] A.Conc [%] B.Conc [%]
0.00 20.0 20.0
7.00 50.0 50.0
11.00 5.0 95.0
12.50 5.0 95.0
12.60 80.0 20.0
15.00 80.0 20.0
g

BEFIR: ESURE; POSIER;

Hi#E7A . MRMAIMRM-IDA-EPI
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BTRZHE:

ISEEJE: 5500 V;

v

= =LCUR: 35 psi;

F{LRGS1: 65 psi; HBIRGS2: 55 psi;
BFIRRE 4400 °C;

EPIRY A HIGH)

MRMZ# IR 2P~ (=
Vonoprazan A JERIZ5 )

WIES: Medium (f# FIMRM-IDA-

EBBETX, NPVAES MR,

2. NPVEIMRMS£L

ID Q1 Q3 DP CE

NPV-1* 375.2 315.1 52 16

NPV-2 375.2 173.1 52 36

Vonoprazan-1 346.0 315.1 140 20

Vonoprazan-2 346.0 173.1 140 40
K015 2 B R 15 0T

fF FAAnalystiF RELIE, SCIEX OSN3 REMEIR 1T
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1. EBREHEREZENPVIIER S HTR T iERiF

IANPVERAEST B SR ST AT 7775 NPVFE0.01 ng/mLZE 100 ng/mL
HREXBER, &MRF, r2>0.999, FRihSEIBMNRIFTTAER
ETE95%E104%2 (8], EHWEF., FRECEE, trEFfEMERm
FREN S ARIR F0.01ng/mL 6 XIZEL R F & EE N E 2P 7%

mFAFR, = MERE0.01ng/mL, 0.025 ng/mLF10.05 ng/mL
TEE6XRSDII/NTF2.6%,

R?=0.9991

E2. NPV B IE B FIARE R 2
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3. Arih AT
Actual Area Calculated Accurac - '
Concentration Concentration y = ’
NPV-0.01ng/mL 0.01 2.06E+03 0.01 99.59 b s “\
S Spiked 10 ng/ml (10 ng/mg Vonoprazan) |
NPV-0.025ng/mL  0.025  427E+03  0.0247 98.86 I e oA T il {1 g Viroprazan) ) o
NPV-0.05ng/mL  0.05  829E+03  0.0515 103 T
NPV-0.1ng/mL 0.1 L159E+04 0102  102.02 B
NPV-0.5ng/mL 0.5 7.64E+04 0.506 101.19
B3t M, BEDRRENERNZ, SRENMMEARRE FEIERE
NPV-1ng/mL 1 1.56E+05 1.0361 103.61
NPV-5ng/mL 5 7.52E+05 5.0113 100.23
NPV-10ng/mL 10 1.50E+06 10.0245 100.25 2. MRM-IDA-EPIZH B
NPV-50ng/mL 50 7.18E+06 47.8447 95.69 ﬁﬂ:ﬁﬁ_? Y‘if‘f\ﬁZ!KqJI?%TNPVE’\]ﬂI%Z% HEHENE B
I & Z& 3 e &
NPV-100ng/mL 100 1.43E+07 95.564 95.56 BT F—PERE, BTN SHRNPVRE,
J”\'J'I%ﬁﬁﬁﬁ*uﬁ&—ﬂlﬂﬂﬁﬁﬂﬁé%la*ﬁ T2 EFAMRM-
IDA-EPITTED T T ASN—IE, ERIME TR, LB AREN
SN &3 -
4 (RS EE AR B, BEEAEIBRARENEFENALGFEAR, UMRME 3T
4375.2>315.1, BT EEMS/MSE B & I 10.140 50 AT1E BT ANPVEY
Standard Measured Accruacy RSD g, T9.8minBIEIIE SNPVARAST IBA—3, B2EIEMEML, o8t
Concentration  Concentration ™, "™ (%,Peak gypymini Y, FRNE-GEELTHF, FHSH
(ng/mL) (n=6) area, n=6) e
o REM R REM
0.01 0.0105 + 0.0004 105.0 2.6
0.025 0.0266 + 0.0006 106.4 2.0 —
NPV ":I
0.05 0.0484 + 0.0013 96.8 2.5 | ol=g
msn HERER BN
-1 ’ (7
. N PN SRR S VP IR E—— A2 :;,Smin)
B, BEINAANATESRARENERRNANKG
Mo 0.1 (0.1 ng/mgfRIBERAE ), 1 (1 ng/mgfRIBEHRIZE ) Fiong/ -
L (10 ng/mgfRIERIAE ) MIREA IR E RV E RN 7£91.8% E
98.9%2 8], EIUWFEIL.6%ZE97.1% (8, EEMRSDTE0.4%E = s
o NP
2.8%2[‘51 %‘%Hﬁ%ﬁ‘i:ﬂt i, E’E‘Iﬁﬁ% ﬂbﬂﬁﬁﬁ?iﬁﬂﬁxﬁ’\] = A
ol
E%éﬁﬁ, H%Q!Ejao.wzs + 0.0097 ng/mL, E%l.lgng/mg{kva?z
& FERiBIR, HEXEIEEINEMTR.
4. INAREEA B
spiked Concentration(ng/mL) Peak Area Peak Areas Peak Areas Matrix effects Recovery RSD
P g (Standard) (Sample) (Spiked sample) (%) (%) (%, n=3)
0.1 (0.1 ng/mg Vonoprazan) 15870 88160 104200 98.9 97.1 2.8
1 (1 ng/mg Vonoprazan) 152800 88230 230000 92.8 95.2 1.2
10 (10 ng/mg Vonoprazan) 1504000 89130 1470000 91.8 91.6 0.4
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SN EAHF AR TE MY, PREERES S (CAC)TEERL
ARERXEMLEBEFE—NTEEL, MREESXBEMNER, F
AREERY, APUUSEAEMAEERER. AXFAEZAR.
DI RZ R

Easily search and filter for specific high- &
audit trail viewer. Built-in

data integrity w you to
tailor each functionality specifically to
meet compliance needs and data == QL. ...

security requirements.

Assign users and access to.
‘administrator, method developer,
‘analyst and reviewer roles under the
audittrail module. Easily customize the
role and specify level of access.
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