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Test Report
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Sample Information

FamER
Sample Name Dapagliflozin Sample Trait Solid
R ELR S bey IR ERIEELIN EREN
Date of Receipt Testing Period
2026/07/08 2026/07/13~ 2026/07/15
okt H 3] ISy 1E]
Target Analyte Structures
TR KA
/
Experimental Requirements
SR

The retention time of dapagliflozin is about 2.3 minutes, and the theoretical number of trays for

dapagliflozin peak should be greater than 3000.

IS B IR B BT (81228 2.3min, JAA% B4 3R S AR BUS K T 3000,
Reference Method
SE ik
Client method
B
Reagent information
WAER
Reagent Name Grade Brand Product Number
4 K 2 i E kel
Water Purified Water Wahaha
/
K ali K GERG RS
Acetonitrile HPLC Welch
00814-01010
i ERFRT HIE
B iRE ST R. HESSER{EtERRE - FIESFEL4TFE] . A -
Add: iEh T AR eSS Bl = (WL F R ER E10S# fibéF:201600
mFéR:321000
mFéR:211500

Add 3T & R EITEE 1682
Addi T BEE EmEERFIEE RFEmE 1055
Web www welchmat.com
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Trifluoroacetic acid AR Aladdin
=R VARIIES (TEDAN /
Instrument Information
Test instruments Instrument Model
A A P& 2iees)

High performance liquid chromatograph

e RO EL i X

Agilent 1260 Infinity 11

1. Test Procedure CGRETFE)

1.1. Chromatographic Conditions (1% 2&44)

Column

i

Mobile phase Water acetonitrile trifluoroacetic acid (1200:800:1)
TSI K-Cl-=5 L1 (1200: 800:1)

Flow rate
Injection volume
BEFEE
Column temperature b
iR Sl
Detector
o 7%
Detector setting

e 5

Boltimate LP-C18 (4.6x100 mm, 2.7 um) P/N: 965-04039

0.8 mL/min

40 uL

uv

220nm

Time (min) Mobile phase (%)
I (8] (430 AN (%)
Gradient program 0

BRI ° 100%

6 100%

Notes
VE R I

1.2. Solution Preparation (V&KL 1)

1.2.1. Preparation of Mobile Phase C(JiizFHACH]) -

Mobile phase : Weigh 4.08g of potassium dihydrogen phosphate and dissolve it in 1L of water.
Adjust the pH to 4.50 with phosphoric acid. Measure 840ml and add 160ml of acetonitrile. Mix

well to obtain the product.
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1.2.2.

1.2.3.

1.2.4.

1.2.5.

1.2.6.

1.2.7.
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WEhA: EEUK 1200ml, 205 800ml, =% 482 1ml, JREJEIE.

Blank Solution (Z¥HEH) :
Water
K

pH 1.2 hydrochloric acid solution (pH1.2 #hBR¥ARD -

Take 7.65ml of hydrochloric acid, dilute with water to 1000ml, shake well, and obtain.
B 7.65ml £, F/KFBEZE 1000ml, #8251, HIf5.

pH 4.5 acetate buffer solution (pH4.5 B&ERERLZ M) -

Weigh 2.99¢ of sodium acetate, take 14.0ml of 2mol/L acetic acid solution (dilute 114ml of glacial
acetic acid with water to 1000ml, shake well to obtain), dissolve in water and dilute to 1000ml,

shake well to obtain.

FREUEE IR AN 2.99g, L 2mol/L BEERVA W (HUUKEEER 114ml F/K#FE S 1000ml, #2257, B
4) 14.0ml, H/KEMAIFFRES 1000ml, $#£5], B,

pH 6.8 phosphate buffer solution (pH6.8 WM& EhZZ i) -

Measure 250ml of 0.2mol/L potassium dihydrogen phosphate solution (weigh 27.22¢g of potassium
dihydrogen phosphate, dissolve in water and dilute to 1000ml) and 112ml of 0.2mol/L sodium
hydroxide solution (weigh 8.00g of sodium hydroxide, dissolve in water and dilute to 1000ml),
mix, dilute to 1000ml with water, shake well, and obtain

FH0.2mol/L MR — A MAR (PRI — 8l 27.22g, T/KIE i IF Rk 1000m1D
250ml 1 0.2mol/L ZE EAINIETR (PRI AL 8.00g, HN/KIE R 7% 2 1000m1)
112ml, JEE, KRR 1000ml, #2], BIfS.

Test Solution-Water (i ity i ¥ -7K) :
Weigh approximately 1mg of Dapagliflozin, accurately weigh it, and transfer it to a 100ml

volumetric flask. Dissolve it in water and dilute to the mark. Mix well to obtain the final product.

PREGEARFNI$ L) 1mg, FEEARE, 2 100ml EHT, FIKEMIFMEE 2205, RN,

Test Solution-pH 1.2 hydrochloric acid solution (i i AR -pH1.2 EhERVER):

Weigh approximately 1mg of Dapagliflozin, accurately weigh it, and transfer it to a 100ml
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volumetric flask. Dissolve it in a pH 1.2 hydrochloric acid solution and dilute to the mark. Mix

well to obtain the final product.
FREUEAS 2] 1mg, KEEHEFRE, 2 100ml 2HHH, H pH1.2 SERIE AW IFMBE R Z)
E’ ?E/)—J ED?’%I:D

1.2.8. Test Solution-pH 4.5 acetate buffer solution (£ 35 -pH4.5 B R Eh 22 1K) -
Weigh approximately 1mg of Dapagliflozin, accurately weigh it, and transfer it to a 100ml
volumetric flask. Dissolve it in pH4.5 acetate buffer and dilute to the mark. Mix well to obtain the

final product.
PREGERE 2] 1mg, FEEFRE, 2 100ml T, H pH4.5 B R Eh 22 s il w22
2%, RS,
1.2.9. Test Solution-pH 6.8 phosphate buffer solution (fit iz i ¥ i -pH6.8 T IR £h 52 ) -
Weigh approximately 1mg of Dapagliflozin, accurately weigh it, and transfer it to a 100ml

volumetric flask. Dissolve it in pH 6.8 phosphate buffer solution and dilute to the mark. Mix well

to obtain the final product.
MRBUEKESEZ) Img, FEERRE, 2 100ml EHH, I pH6.8 BEMREL S MWBUA MMk 2
25, RIS .

1.3. Chromatogram and Data (¥ FFI%04E )
(1) Blank Solution (% AR5 #T B ):

DADIA, $1g=220,4 Ref=off

mAU

T T T T T T T T

0.5 1.0 15 2.0 25 30 3.5 40 45 50 55 60 65 7.0 7.5 80 85 90 9.5 10.0
#fE [min]

(2) Test Solution-Water (f1Lia /it ¥ - 7K 73 A7 &1 ) -
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DADIA, Sig=220,4 Ref=off

250
200
150
= 1004
E
50
0
,50-
0.20.406081.01.21.41.61.82.02.224262830323436384042444648505254506586.0
FFH) [min]
B85 DAD1A, Sig=220,4 Ref=off
e REHE [nin] BER  EEAY  EEou EERT  EREERE L
SEE
Usp
By T IES 2.942 1179. 32 100. 00 242. 20 1. 30 8962

B 1179. 32

(3) Test Solution-pH 1.2 hydrochloric acid solution (it i iATR-pH1.2 5 ERVE W 70 BT K1) -

DADI1A, Sig=220,4 Ref=off

3004
2501
2001
— 1501
E
1001
50
0
_50_
0.20.40.60.81,01.2 1.4 16 1.82.02.22.426283032343.63.8404.244464.8505.254565886.0
8] [min]
55 DADI1A, Sig=220,4 Ref=off
&2 FEEE (nin] BEH  BEFY  EEnu EEET  HEiEREE i
B
USP
N T IIREC 2.943 1448. 15 100. 00 206. 41 1.30 8861

ev il 1448. 15

(4)  Test Solution-pH 4.5 acetate buffer solution (ftia i & -pH4.5 BEBL 2h 22 bt 73t B 5 ) «
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DAD1A, 8ig=220,4 Ref=off

350
3001
250
200
2 1501
100-
501
0
0.2 0.4 0.6 0.8 1.0 1.2 1.4 1.6 1.8 2.0 2.2 2.4 2.6 2.8 3.0 3.2 3.4 3.6 3.8 40 4.2 4.4 46 48 5.0
() [min]
S DADIA, Sig=220,4 Ref=off
ALK BE A [min] BEH  RESAY  EEcu EEET BEREERE < 3
SEE
Usp
A1) 15 2. 944 1553, 63 100. 00 316. 59 1.32 8904

B 1553. 63

(5) Test Solution-pH 6.8 phosphate buffer solution ({35 V& -pH6.8 BERR £h 22 il 43 At 1K
W)

DADIA, Sig=220,4 Ref=off

350
3001
2501
2001
Z 1501
1004
501
0
0.20.40.6081.01.21.41.6 1.82.02.22.426 27§T§;0[3;2]3f4 3.63.8404.24.44.648505.2545.65.86.0
1] [min
58 DADIA, S1g=220,4 Ref=off
AW EH RER I [nin] EEA REAY  EEnu EEET  EBEBEY i
e
BRI 2.945 1541, 58 100. 00 313. 95 1.35 8805
pil| 1541, 58
EEIRE REH . HARSSER R ENEERRE - TIESFRELAFA . FaI -
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2. Conclusion (&)

Using the Welch Boltimate LP-C18 (4.6x 100mm, 2.7 um) column to analyze the target substance

under the specified conditions, the requirement of the analysis can be met.

18 FH A B €5 3% 4 Boltimate LP-C18 (4.6x 100mm, 2.7 pm), 7E M3 24 N0 BArd, i e
For I =5 K
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