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Sample Information
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Sample
Sample Name Pioglitazone metformin tablets Solid/Liquid
properties
B b 445K ML B0 — FF OO 7 [RENA RN
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During testing

=Rl ]

Date of receipt

ke H 4

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

Test the ingredients and structural formula

WA KRG

Experimental Requirements
KW ER

System adaptability requirements: The theoretical plate count, calculated based on the pioglitazone peak,

should be no less than 10,000, and calculated based on metformin, no less than 6,000. In the reference

substance solution, the tailing factors of the pioglitazone peak and the metformin peak were not greater
than 2.0

RGENNEEOR : FRHRECZAE S S BRI THEAMK T 10000, 4% = FOOUIGHH EAMK T 60005 X1

VAV Rk 21 R e AR — FE OO 14 46 22 PR 1 AN KT 2.0

Reference Method
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Reagent information
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Reagent Name Grade Brand Item Number
R4 AR 25 fit A sy
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Add:HI B £ EH ¥ HENMAEH1685 B4 : 321000
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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,
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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.

WBNAH: HU5.75g BERR &%k, MM 1000mL H4i/KF, AT, g, @55 W ERE
B 500mL A1 500mL TR ZfFR G, #E59, BN 7.2g + Tl REAER N, TR, AR, HIfF.

1.2.2. Diluent (FiRE) -
0.1N hydrochloric acid solution/methanol =1/1.
0.IN £R A 1B/ H BE=1/1,
1.2.3. Blank solution/dissolution medium (% FIER/VE H AT -

Take 19g of citric acid and 2.58g of anhydrous disodium hydrogen phosphate, add them to
1000mL of ultrapure water, mix well, filter by suction, and degas by ultrasonic waves, and the product is

obtained.

BUTERIR 19g. Jo/KBEIRE 9/ 2.58g, MM 1000mL #EZE/KH, B, g, @55
HIEE S

N

1.2.4. Reference substance solution X} & SHIAW)

Take 4.6mg of pioglitazone hydrochloride reference substance, place it in a 10mL volumetric flask,
add the diluent and dissolve it to the mark, then shake well. Measure 0.4mL and place it in a 10mL
volumetric flask. Add 5.6mg of metformin hydrochloride reference substance, dissolve it in the

dissolution medium and dilute to the mark, shake well, and it is ready.

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
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HY SR PRI AS Z1 B 5 4.6mg, B 10mL =, IABBIEWM 22, #5). EE 0.4mL,

B 10mL £, INERER — HOSUICKT BE fh 5.6me, FIA A TR 2 ZIE, 25, A

1.2.5. Test solution (i FiAER)

Take one tablet of this product, and use 150 ml of pH2.5 buffer solution as the dissolution medium.
Ultrasonically treat for 30 minutes until the sample dissolves. Take the solution and continue to filtrate to
obtain the product.

AR 1, DL pH2.5 22 150mL 9 A 5T, P Ab 2R 30 /)4 B AR AR, HUERIE
I

2. Chromatogram and data (i ERI¥HE)
(1) Blank solution diagram (%% H¥ARIED
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(2) Reference substance solution diagram (X B8 SR &)
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1. 20-
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3. 00 1. 00 5. 00 6. 00 7.00 8. 00 a,

. | CREFES(E] [ [ WE | ep minitic = ;
BF | Trsny | (petiers) | (Repr) |USP FRIREEHUEL |USP $ERE |USP S HE
0.925| Z208BBO8 | 1653054 14370 1. 12
2 1. 232 61426 | 34889 15253 0. 94 B. 15

(3) Diagram of the test solution ({325 1A D
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. | £ B[R] (! i) FEF A ; : P .
EF | Tren | (eethers) | (gfry | USP FRIREEHUML (USP HERE |USP 5L
1 0.917| 46B7B13|1840944 5084 1. 64
2 1. 230 177989 | 103527 13528 1:22 6. 56
B BIFFERE, RRSERRWZNAERAR, ARERELFA, FTEH,
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3. Conclusion (45i®)
Using Welch Xtimate® UHPLC C18 (2.1x100mm, 1.8um) , the detection requirements of the

customer can be met under these chromatogrphic conditions.
1§ H /B Xtimate® UHPLC C18 (2.1x100mm, 1.8um) , fEMLEESMETR, REl 2% 167

S,
D
o

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
#p4: 211500
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