I -

Inspection and Test

2026 4F 1 H 20 H 4 35 %55 2 14
Vol. 35,No. 2, January 20,2026

&%

China Pharmaceuticals

HE 45 HE S RI17;R927 HRARARRD: A
d0i:10.3969 / j.issn.1006 — 4931.2026.02.018

SEARERIEENEHLMRFPERSSE
w E,E %B°

(RN & By SRR, #H RN 430075)

WE: BN 2T B EERA Tl ERRETHHARAMEHE(HPLC) kX &4 4 & A 4 SinoChrom ODS - BP 4
(200 mm X 4. 6 mm,5 um), % A8 A 0. 01 mol / L B = G477 % (A B8 pH 4 2.5) — T (85:15,V/ V), Ak #4 1.0 mL/ min,
Mg K 307 nm, AB A 35 C,HAFETH 10 uLER W EHRTZREA0.0231~0.207 9 mg/ mLEEA A 5% @MREEX R
WF(R*=1.0000,n=5) ;45 % B AT E L XL R RSD ¥/ TF 2. 0%, -F ¥ mAFenicF % 101.36%,RSD # 0.59%(n=9).
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Determination of Principal Component Content in Tripidil Tablets by HPLC
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Abstract: Objective

component content in Tripidil Tablets. Methods

To establish a high — performance liquid chromatography (HPLC) method for the determination of principal
The chromatographic column was Elite SinoChrom ODS — BP column (200 mm X
4.6 mm, 5 pm) , the mobile phase was 0.0l mol / L potassium dihydrogen phosphate solution (adjusted to pH 2.5 with
phosphoric acid) — acetonitrile (85:15,V / V) ,the flow rate was 1.0 mL / min,the detection wavelength was 307 nm,the column
temperature was 35 ‘C,and the injection volume was 10 L. Results The linear range of tripidil was 0.023 1 — 0.207 9 mg / mL
(R* = 1.000 0,n = 5). The RSDs of precision,stability,and repeatability test results were all lower than 2.0%. The average recovery
was 101. 36%,with an RSD of 0.59%(n = 9). Conclusion The established method is sensitive,with good repeatability, stability and the

results are accurate and reliable,which can provide a reference for the quality control and standard improvement of Tripidil Tablets.
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B , L5 4 100440 — 200301, 75 5 98. 95% ) ; 2 it A 2
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1.0 mL / min; &M 3% K : 307 nm ( 5 G838 A M
307 nm A2 204 nm) s A 3 : 35 °C HEFEE N 10 pl.
2.2 AkREE

X B T < BT B 3 R R SRR, N B A
AR 1 mL A 1. 155 mg (19 %5 B 07 48 T 5 G 2%

2 mL, & 20 mL & R, Ny shAH 25, 585, BN X
HE SR VR 1 BBUNH B B 100 mg, RS B FRAE L B 50 mL 4
S, I SRR T 25 A5 R I R 2

P A AT - BURE 20 B AR, BB 3 o (20 AH
M VEHIR 50 mg) A B AR E B 100 mL & B,
TGRS A2 70 mL, H A (D)3 500 W % 53 kHz) Zh B
20 min, ffEfF, HIRSIAHE 2, 3850, 2420, 45 pm 8RR
UE L KEH EEEIE W 2 mL, B 10 mL &5 E I, R ShA
E, RIS,

25 O BRI < BUAS FURREE £, DA S A
IFE

F G0 TE PR B DE M R 2% A 5 2% 5 B )
R 1, IO S ARV M T AR RS, i RE 1 mL 5ty DT
HI/K 2 mg 245 A 5745 B45 292 we IR GV, BIFS
2.3 HEFEZE

LR MR 5 R G008 MR B 2. 2 70T X6 HE A
TR M S AR N 25 AR IR A I B, 2. 1 TR
SRR E e SR e A AR 25 R S SRR S
X R AT 1 i A ] £ B ) [) b A A R i, HL 28
FIXF B JE T80 o PR LI 1B 2. 2300 R 4008 IR,
F6 2. 1000 (3% S5 R AR A e g T A L 25 S R 4
T8 PPV TG TS AE 204 nm AR AT L 32 B L 24 i A
=50 B R sh AR W e, FLAS B AR 2 B > 6.0,
S R TR UL 2.

RPESE R H ARG % B2, 2 0T X R A P A T
0.5,1.5,2.5,3.5,4.5 mL, 53 5l ‘& 25 mL & &, i
T EhAHE 25, 250, BIAS R 50 %) IR ST 4 2. 1300 {6,
T 2R RN S, i 3 0 1T AR LA gty D Ml R T R
(X, mg / mL) A AL bR WG (Y) A AR bRIES T2 ]
U, A5 )T 72 Y = 46 468. 48X + 24.38(R>=1.000 0,
n=>5) 45 B F W], il VT MR R EAE 0.023 1~
0. 207 9 mg / mL 5 [l P 5 I AR 2R PR OC 3 R4

Em PR AL B2, 2 0 T R AT 1 E L, A B
i, LAAR M LU oy 10 Bf %) o dat v B 133 s B o 45 SR
VC Hb /R 1 7€ FBR A 0. 654 ng.

SRR S mL X HR SRS 2, 1110, 5 mol / L
ERPRVEW 5 mL, KB INE2 h, %78, FH 0. 5 mol / LA %A
BN S mL HP RN, RS R A RV V5 B S mL X6 B
2,10, 1 mol / LEFAAANTEW 5 mL, ZKIEMAA2 h,
YR, 0. 1 mol / LERFRYS W 5 mL AT, RIS A i IR %5
T3 LS mL X BRI TR 2, KIS A 7 b, BIVAS A IR 1%
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Fig.1 HPLC chromatograms of specificity test
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Fig.2 HPLC chromatograms of system suitability solution
V5 HS ml G BESHVATR 2, B OR FHOE T BES 8 by, BIAEOE
PRV 5 U5 oL X6 BRI U 2, I 30% 3 48 Ak Ui T
2.5 mL, 7K INAA 10 min, 5, BIAS S AL RV W RS
I RS 10 pL, 3% 2. 1T R (84 25 F R
B, TSR UG T RR L 45 SR R A 7 A 10 45 4= B 5 A Y e
SERTE (A > 2.0) TEILIE 3.

W 6 < A 28 W B 2. 2 TN TR TR RO R A%
2. VT G5 A1 eI 2 6 UK, T SR T AR 45
B RSD 4 0. 06%(n = 6) , RN ZSHE 2 B R 4T .

R Mg - B 2. 2 IR A R (AL SR
20180301) , 435I T = iR & 0,2,4,6,8,12,18,24,30,
36,42,48 hif 2 2. 1 0T (3% S R AR DN 10 S 0 1
FROZE A RSD M 0. 26% (n = 12) , & WAL A R %
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Fig.3 HPLC Chromatograms of forced degradation tests

TEE 48 h NFEATEE ®1 MEEKRKER (n=9)

iﬂ'él—ﬁ%\'m#nu(ﬁt%ﬂg 20180301)L£,/\61n , Tab.1 Results of the recovery test(n = 9)
22, 200 N O e R e A A MR L, Fe 2. 1 TR (B RE &5 REE(g) H2AE(mg) WAT(mg) MET(mg) ERE%) X(%)  RSD(%)
SEREIN A 0 SE T A, Jf T8 4 L 45 Bl VS b R S 0.1306 21.2496 19.48 41.0751 101.77
450101, 10%,RSD 0. 20%(n = 6) . 0.1345 21.8842 20.08 42.3603 101.97

HIARE eI  BORE s &, S o 10y K SRR E L 40 0.1337 21.7540 20.06 42.1391 101. 62
B 100 mL FERUI A BUR BT A DG IR, DS BIL 56w s
20 mg.25 mg.30 mg, 0. 21ﬁ—F7:7‘/£%‘J%1 B VA 0.1691 27.5138 26.18 53.9708 10106 10136 0.59
0.1 Iﬁ_Fé /ﬁﬁ:lﬂfﬁ{)n 0 T A ,3?1‘[‘7%; 0.1684 27.3999 25.20 53.0531 101.80
B JRE [ R SR I | 0.1793 29.1734 31.97 61.5020 101.12
= = orFI Lx o

. N e et 0.1850 30.1009 30.29 60.7857 101.30
U FEHAE: < JBORE s (4145 20180301) 41 #5338 1 (AH

0.1702 27.6928 30.95 58.6471 100. 01
Tl PE /K 40 mg .50 mg .60 mg),%%%%fﬁi’l? =

SR S AT, i 2. 1IﬁT@‘iﬁR1ﬁpﬁ4T()ﬂljnz 0 i KMHEIWMMWJ mwjﬁﬁpH huﬂwﬁzk T AR IR )

AL R G g R M DT R R by HERRIGE R WAL, OF VT ST A A A5 R RSD O

101. 20% , RSD 3 0. 80% . 0. 36% L5 ARFRW, (il J#ﬁﬁzsﬁfgﬂﬂmﬁﬁﬁ%ﬁa
it FHAE S0 < 20 B 2. 2300 F Bl v s RO IR, Tl R R L T M A PR LR 2.
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Tab.2 Results of the durability test

IX 4 MIT A 4% (%)
&k SinoChrom ODS - BP 4(200 mm X 4. 6 mm, 5 wm) 101.30
Inertsil ODS - 34£(250 mm X 4. 6 mm, 5 m) 101.71

Phenomenex Luna Cg4%(250 mm X 4. 6 mm, 5 pm) 102. 11

Ultimate XB C,#(250 mm X 4, 6 mm, 5 jum) 101.78

AsARLE 80% K48 102.20
90% A8 101.90

AEtApH 2.3 102. 16
2.7 101.72

KK 307 nm 101. 31
305 nm 101. 36

309 nm 101. 36

ke 0.8 mL / min 101.22
1.2 mL/min 101. 19

iR 33°C 101. 30
371°C 101. 30

2.4 HREENE

B4 AR S A5 1, 42 2. 2 TR 5 140 ) i 45
IR, AL 20y 4% 2. 1T S A PR HERE I S , 4 AR
bR S B 45 RS o 20161002, 20170101,
20180301, 20180901 1) £ /i ¥ & 43 %I & 101.32%,
98.23%,102. 01%,104. 61% , F-31101. 52%.
3 itig
3.1 MEKNTEE

R, # VbR 7E 220 nm & 307 nm K 42
AR 58 AN B AR SCHR ThAE AE Z2 Rkl i R e 4 (0
292 nm HF Z 414353 '), 305 nm F T k¢ I % kLT
Pelrol) EAHIF 5 5 [R] s e B0 = A 5 I R A
58 Y R A i L JE M 2 R B B R sh A R 2R
F14) A i W AT, e 2 R PR R A A 7 2, v
307 nm FF FE R & 0, % WA il T b 2R e iy
(B8, 4R TE T 4 5 204 nm W T 2R Gl HMEAG A (4
JB A AR5 B TEIZAL A TCsR S ST i A A
T TRI2E MR 2 iy e 5 OB A T Ay B AL RE I LY
3.2 mENERERE

T 56 v R G VAR T SCHR R E (4 LR R o A iR
Z12-13] gEH oS IR - 10 mmol / L P RERIK 2R 2E 1
R R 5 N - BETRENZE vl R R T IE A B
Hi 8 e 28 1 5E 2 - 0. 01 mol / LR — 80 22 iy
(BERR M pH 2 2. SHUR R i R T 45 1A R i T iy T
HiL IR K 2 I e i R A B R (R e S 2 R g 3
BRAG N FRUEETE FITE rp 8 88 Bsf ] o 76 L 45 0F R, i DC i1 /R
PR AECK T 18 000, 5 Rt 7™ 4 Bl Aok e 15 32 068 7 5
BERATF W T SR B S s A BT T K
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3.3 EAEREHREEFFRIEFHEX
A= A5 4% )0 B VC /R G T2l e ST A
P14 G e v T (K s ik 7 0, © 9k 22 [ s A (o [ 2
it U 24 3 K 3 [ ] 52 24 o B o ) WA Bk R E
JBT o AR DI 5 r ) i i 48 A IR 5, 0 if DT b R AR
M2 AR AR A SR TR B IR 2 A T B R AR ),
HORAEME S5 T, 22 0T B A9 A2 B0 R e 2 o B s A
B A 7 AT S AdE TGk R b, 5 ™A e S B P PR
AR 122 % o 1) A 8 o PRI, 7 JBi s s 7 H G R I 2% i
AT WA, AR AT B ZER R PPAG 25 i AR
S PR I FI JFE 7 A0 1) DG B AE B o AR5 v i DG 1
IRE 2R A AR B IR GO T R geid vk,
SR, i B i I T vk BVAEAE R oA A s A
£ A B BE Y T, DT 24 o 44 i) 38 A B 4
HRAZIH S BRI 0 BT oh $R T T R
3.4 AMRHERE
ARG 7 1 B ik = 5L T S = 1] A R
A PR AL, AR W I B e M s rh Kt i 2 A
(i) AR i S B R R B, A R T 22 T A T R B i —
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3.5 RE
FET AR E I E 71k O L BRSO LRl 5 St
TR ) DR B B R O R 5 — AR
AR A T B N T s A 1 i e R R B A e
I, R G Ll DL b R 7RG R v g
AR, A RO R TS OO 26
T TR A S S MR  PTEAN R A R T R B A
PV it R L Tk L i R L e
TR =, AR B TR R R B R O
M UCH /R F, 25 5 A E M R o B P A 7 1
BRI 7 vk T REAE
S 2k
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