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Sample Information

s R
Sample
Sample Name Pioglitazone metformin tablets Solid/Liquid
properties
B b 445K ML B0 — FF OO 7 [RENA RN
= TRERIN

During testing

=Rl ]

Date of receipt

ke H 4

2025/11/17 2025/11/17~11/24

Test the ingredients and structural formula

WA Rt

Experimental Requirements

SR

System adaptability requirements: The resolution of metformin and p-methylacetophenone peaks shall not

be less than 3, and the resolution of pioglitazone and butyl p-hydroxybenzoate peaks shall not be less than

2.5
RGERMEER . — HOSUNONDR YRR 2 MU £ 73 B BEAMIR T 3, L% A7 IR R0 e O R R T i e
7 B EAME T 2.5
Reference Method
SHI
Customer
=
Reagent information
WilE B
Reagent Name Grade Brand Item Number
R4 AR 25 fit A )
B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,
Add: Li§HHT X BAR B85S B iETZ (FI) BERE ZARI0SH B4 : 201600
Add:H#i1 & 2% H B I X WA #1685 % : 321000
Bp4g: 211500
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Chromatographically
Acetonitrile Welch
purity 00814-01010
I Hia
ik af
Ammonium dihydrogen
Analytical grade Aladdin
phosphate i /
S St BT T
IR — S
Sodium dodecyl sulfate Analytical grade Aladdin
/
TR AR R AN Vi iEe (ETA
Instrument Information
EE R
Test instruments Instrument Model
A s PErEiths)
High Performance liquid chromatograph Waters 2695
e ROBUAR L AX RFFE 2695

1. Test process:

RESFE

1.1. Chromatographic conditions:

(SN
Chromatographic Xtimate® UHPLC C18 (2.1x100mm, 1.8um)
& 4 00101-01212
Mobile phase: 5.75g/L ammonium d1hydrogen1ph(i;phate/acetomtrlle =1/1 (Add 7.2g sodium
i N dodecy sulf ate per 1000mL) N N
5.75g/L MR — A4/ ZRE=1/1 (5 1000mL I 7.2g + Bk ER AN
Flow rate: .
Bk 0.5mL/min
Injection volume:
i 5 0-7uL
Column
temperatture: 25°C
R
Detector:
e v

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
AddSIHERRBAE KRR H225FH4AE Wp4s: 211500
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Detection
wavelength: 225nm
R -

Notes:

P Rl

1.2. Solution preparation CVAVRECH))

1.2.1. Preparation of mobile phase (JiaIAHECH])

Mobile phase: Take 5.75g of ammonium dihydrogen phosphate, add it to 1000mL of ultrapure
water, mix well, filter by suction, and degassing by ultrasonic waves;Take 500mL of the above solution
and mix it with 500mL of chromatographic grade acetonitrile, shake well, then add 7.2g of sodium

dodecyl sulfate, mix well, and ultrasonically degas to obtain the product.
TENAH: HUS5.75g BERR &%, NN 1000mL HEAKH, R, HE, EANA BRI
B 500mL A1 500mL 1% 2% GRS, #E51, HIIA 7.2g T e saRmein, ', BAER R, S,

1.2.2. Diluent (FiREHD -
0.1N hydrochloric acid solution/methanol =1/1.
0.1N ERFERVA Y I EE=1/1.
1.2.3. Blank solution (ZFH&EW) :
Take 8.5mL of hydrochloric acid, dissolve it in water and dilute it to 1000mL, and it is ready.
LR 8.5mL, JH/KTEMAEIFHHRE S 1000mL, BI15.
1.2.4. System adaptive solution ( RGiE M IEEWR) -
Provided by the customer.
=Rt
1.2.5. Reference substance solution (X [& AR -

Provided by the customer.
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Pt
1.2.6. Test solution (R WIARD

Take one tablet of this product, place it in a 50mL volumetric flask, add 30mL of the diluent,
ultrasonicate and shake for 60 minutes to dissolve, cool to room temperature, dilute to the mark with the
diluent, and shake well. After centrifugation at 8000rpm for 5 minutes, 5 ml of the supernatant was
measured and placed in a 20mL volumetric flask. The solution was diluted to the mark with the diluent
and shaken well.Measure SmL and place it in a SOmL volumetric flask. Dilute it to the mark with 0.1N

hydrochloric acid solution and shake well. After filtration through a 0.45 1 m filter membrane, the filtrate

is taken and the result is obtained.

B 1K, B SomL &4, IFRR 30mL, A IR 60 i, WEE =R,
RSB ZI R, $85). £ 8000rpm &0 Smin, EH EiEW S5mL, B 20mL B, FIMRE
WMREEZIEE, 5. B SmL, & 50mL &, H 0.IN SRS BEEZIE, #5. 4 0.45um
TSR, EUAEW, RPAE.

2. Chromatogram and data GEEFEHE)
(1) Blank solution diagram (¥ V&R &)

Ve W
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(2) System adaptive solution diagram ( £ Zi& M4 KD

1. 00- 3
] 3
0. 80
0. 60
0. 40-
- 2
0. 207 i 28
i v
0. 00— Ak
T T T T | T T T T | T T T T | T T T T | T T T T | T T T T | T T T T | T T T T r T T T T
0. 00 1. 00 2. 00 3. 00 4.00 5. 00 6. 00 7. 00 8. 00 9.
o | CREAESfE] | [ i T . : T
B ey | (b | (gpry [USP ERIREEEUML (USP HEFRE |USP SHENE
1 0. 750 178493 | 176477 14064 1. 27
2 0.929| 1185295 1115269 18170 1. 26 6. 70
3 1.233|  35325) 21920 14229 1. 06 8. 11
1 1.365|  29195) 19480 19710  0.85 3. 11

(3) Reference substance solution diagram (X iy i 7R &1

1. 40 =
o
1. 204 5
1. 00
0. 80
0. 60
0. 40
] =
0. 20 2]
] I sl
T
T T T T I T T T T I T T T T I T T T T I T T T T I T T T T I T T T T I T T T T F T T T T
0. 00 1. 00 2. 00 3.00 4, 00 5. 00 6. 00 7.00 B. 00 g,
v | BEETE (] s o n . . - s
I 0,920 1238506 1161464 18705 1. 27
2 1. 233 43184 22073 6133 1. 07 7. 96 B4 - 201600
Add: LS E 5 B X XM E1685 B4R : 321000
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(4) Diagram of the test solution R AR

1. 004 3
] i
0. 80
0. 60
0. 40
0. 2{]': %
0. 00F——ArAr
T T T T I T T T T I T T T T I T T T T I T T T T I T T T T I T T T T I T T T T I T T T T
0. 00 1. 00 2. 00 3. 00 4. 00 5. 00 6. 00 7. 00 8. 00 9,
[EEHE] @R | BE |y me ; p—
B (5r6h) | (Bethedt) | (2R6F) USP #iEEiR 4 (USSP $ER |USP
1 0. 931 1207755 (1158012 19160 1. 29
2 1. 236 21761 174922 14175 0. 83 7. BO

3. Conclusion (Z5#)
Using Welch Xtimate® UHPLC C18 (2.1x100mm, 1.8um) , the detection requirements of the

customer can be met under these chromatogrphic conditions.

1 FF1 H 7B Xtimate® UHPLC C18 (2.1x100mm, 1.8um) , FEMaRESLAET, el ez A
Ko
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