T AR R, R %% T 20 mL REFERENCES
T, 00 i s AR R Ay o 2, 3,5,
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HPLC NEE AR EIRFANPATLFEHENES =
F4oify, IR FaLma KR mG2EBRIT, L KR 037006)

HE: BN #4788 RETETALF RSN S RAEER, 735 KA HPLC AT FH F e fit 72
EMFE, RFA SHIMADZU Cg &354£(4.6 mmx250 mm, 5 pm), RENADA FEE-RAF7-1%FE0028(80 & 14 : 6), AmlkKkA
449 nm, FikA 1.0 mL-min', ZR 2L £ 250~ 17.5 pgmL™' A 2 RIFGILM X A (r=0.999 7), FHEDLE A 100.4%,
RSD # 1.3%(n=9), & Z MiXI¥ RSD # 0.15%((n=9). Z5it FPrEEeyH ik T A, Rk BATZ TN, TH FIZHF 76
RE4EH.
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Determination of Calculus Bovis Artifactus in Compound Paracetamol and Amantadine Hydrochloride
Granules by HPLC

YU Ruhai, MA Yueying(Datong, Shanxi Provincial, Institute for Drug Control, Datong 037006, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for calculus bovis artifactus of compound paracetamol and
amantadine hydrochloride granules. METHODS To establish a determination method of bilirubin in calculus bovis artifactus by
HPLC, SHIMADZU-C g column(4.6 mm x 250 mm, 5 pm) was used, the mobile phase consisted of methanol-chloroform-1%
phosphoric acid solution (80 : 14 : 6), the detection wavelength was 449 nm and the flow rate was 1.0 mL-min~'. RESULTS
Bilirubin showed a good linear relationship at the range of 2.50-17.5 pgmL™'(+=0.999 7). The average recovery of assay was
1.6%(n=9). CONCLUSION This mehod is accurate and fast, and can be used for the quality control of these granules.

KEY WORDS: compound paracetamol and amantadine hydrochloride granules; calculus bovis artifactus; HPLC
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2 HAESHER
2.1 iE&E

SHIMADZU-C 3(4.6 mmx250 mm, 5 pm); ¥t
A WA - 1% R E (80 & 14 1 6), ol
K: 449 mm; Ji%: 1.0 mL-min~', #EFER: 10 pL.

10.017

=

$5 PR ARG, IHAL Z i ig i) TA L 26
I, HAABEMR R, R>1.5; ¥4 RIGH5H,
HSHREE 4 000 DAL HUH N A= A B PR R
WREAT I 5, A6 55 MHAT 28 568 Bl e A A7 B 1 G
U, BEEARHME . AR LK 1.

9.977
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Fig1 HPLC chmmatognams of compound paraeetamol and amantadine hydrochloride granules

A-reference substatance of bilirubin; B-negative sample; C—sample

2.2 0 RShEI  A%
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SO, 0w ) - S - R SR 2 v i pH
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WA B2 RIS
2.3 PSR A%

WAL 10 48, KESoE WA, W, K%
FREAN B 18 (L9404 F N T2 3% 50 mg), & 50 mL
PRSI, I - SU0T -BER Sh 2 i pH
7.8(80 : 14 : 6)40 mL,  FHEH 15 min, HEHA,

M B RZIE,  #RA, e, BEEMEA
[ELE

2.4 KMERRHL
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7.8(80 : 14 : 6)i& EATH M ILFRE R ZIRE, 43 A HC LA
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FE, 851, 1 BB FIATIE, 43kt
10 pL, s, DUHZZE B (C) MR e
bR, WEHAR(A) A ENR, SR A
A=139 476C-54 563, r=0.999 7. 45 R K WIIHLL 2%}
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FE 10 puL, il ik &, ML, g5 R ILE 1.
Rl HRAIFHEFELEZSENEERM0=3)

Tab 1 Determination results of samples(n=3)

e 5 SR/ug ! RSD/%
A 20080321 60.3 0.56
A 20080601 57.8 0.62
B 20080515 60.0 0.63
B 20081211 61.4 0.55
C 20080325 512 0.76
C 20081016 59.2 0.65
D 20081206 53.7 0.53
D 20080309 529 0.58
E 20080316 59.3 0.4
E 20081206 57.2 0.46

3 g

ST R i ok Js T s AR, O T4
WP HIREEAT T 422 %00, B in N A4
T 2RGSO B ] — 500 0 R e, )
A N ATy, A EEE X

S A ORISR, A s ay, BT
K FAE. TEEGE, HER. WEw o
Ak, WIEHNIE, SofE 2 e o R R R A
KRHFREEER . WK RER:: RN
FEL i FH 98 2 AT R - S - 1 % R VR (80 14 2 6)
FRe R 50 pg-mL™" RV, IR L, £ 300~

500 nm 3K [l 45 KA (449 £+ 2)nm Kb
S KW, B LA E K8 T 449 nm &b

WREAIERIA: SRR, BRI
RN - AT 1% R (80 14 1 6), WETEHT,
IHZT 2 AT A BEL: 73 BS, R>1.5, BEAGHUELE 4 000
PLE, HIEIE) A 10 mine 45 54 N .

PETVENER:, BT IR RERBR R 5
A, MR BZAE AR s P AR e, ke 2
Je i, EF LRI IR R, fEE AR
ZL 3% 0] Rl (09 A5 5 A B I - ST - B TR 2k 2
pH 7.8(80 : 14 : 6), FRIFWHE R . KRN IHL 2
W THIARMELAE 10 h WASUE , 6K I 21 38 W T AR (B A
6 h WEE .
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