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WE: BN 2 RXEXESFREB. B THAL B 2 S0 E k5, MR LS TN A A FE E#FHEA Alltima Cistt
(250 mm x 4. 6 mm,5 pm), %3484 0. 02 mol /L B = £.44 — W EE(80:20, V/ V), ik 4 1.0 mL/min, %0 5% K 4 361 nm, 82 A
35C,#HETH S50 WL ER $AZ By REREAO0.01~0.30 pg/mLEE A S%EHREMLE R RIF(r=0.9999, n=5);#% &
ﬁz ok E AR RSD ¥ T 2.0% (n=6), ¥ mAE e £ 4 98.53% , RSD 4 0.70% (n=6) .3 #AH P44 % B 4 gﬂ—iﬁ
5 5 %) A 99. 81% ,98. 73% ,99. 84% ,A+2 25/\5‘175 4.12,5.08,6. 41 251 7 kWAL A, F BER, ELMRT, THTRARE
% EFREB. BETHEALB. WETALENY LML,
KB A X FELELFHE% B %ﬁh,mxi/&#ﬂféﬂ%z% YA E By ENT 4R E
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Determination of Content and Content Uniformity of Vitamin By, in Gentamycin Sulfate,Procaine Hydrochloride and Vitamin B, Granules
CHEN Chujian
( Huzhou Institute for Food and Drug Control, Huzhou, Zhejiang, China  313000)
Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the content determination of Vitamin By

F—1EE AL, &, KFAHR ZEBT R T AR RSBk, (B F124)513032611@ qq. com,
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®1 MEEBHIKELER(n=9)

Tab.1 Results of the recovery test(n=9)

() H#ahE () PAE (ng) 3% (g (%) T(%) RsD(%)
A B C A B C A B C A b C A B C A B C A B C
1.0634 10634 1.0634 03647 0.1882 0.19%7 18768 0.6508 0.7152 22036 0.8127 0.8925 97.98  95.96  97.29
10527 10527 L0S27 0.3644 0.1863 0.1947 18768 0.6508 0.7152 2.2152 0.8139 0.8816 98.61  96.44  96.04
10368 10368 10368 0.3556 0.1835 0.1918 18768 0.6508 0.7152 22029 0.8092 0.8837 98.43  96.14 9674
10544 10544 10s44 03617 0.1806 01951 23460 0.8135 0.8940 2.6815 0.9765 10729 98.88  97.10  98.19
10248 10248 10248 03515 0.1814  0.1896  2.3460 0.8135 0.8940 26806 0.9%88 10538 99.28  96.79  96.67  98.95 9.8  97.34 0.4 072 0.8
L0921 L0921 10921 0.3746 0.1933 02020 23460 0.8135 0.8940 26982 0.9781 10672 99.05  96.47  96.78
L0783 L0783 L0783 03699 0.1909 0.1995 2.8152 0.9762 1.0728 31722 11387 L2553 99.54  97.09  98.42
1.0675 10675 10675 0.3662 0.1889 0.1975 28152 0.9762 10728 31654 11416 12432 99.43 9759  97.47
10299 10299 10299 0.3533 0.1823 0.1905 28152 0.9762 10728 31509 11402 L2467 99.37 9813 98.45
EAATHEH BALKEAR,CHFERFNBE L 2R,

Note: A is eugenol,B is alantolactone, C is isoalantolactone, as well as Tab. 2.

£2 HRELBNELR(mg/g n=3) 22(2):124 - 125.
Tab.2 Content determination of eugenol, alantolactone and isoalan- [31 2 A dRueFF R R . & QRS TTIE B B #is &
tolactone in the samples(mg/g, n=3) AT HALELT]. ‘:P.*’]% 275 ,2014,9(6) :64 - 65.
53 [4] SR Z 3 . FOREPLS ZFEHT X857 LR % 62 6] 57 3k
5 A 5 C AT, 16 RA2 R 25 4 & ,2013,6(7) :59 - 60.
21282 0.34 0.18 0.19 (5] BLEEOR . FEAREST AR 132 616K 547 [T
50501 0.1 0.1 0.1 AN R E 5 ,2012,38(4) :269 - 270.
51027 0.37 0.26 0.24 [6] Matat, Tk, 2 2%, 5. FakEA IR PRARE L
Lsd‘Fau&zé’JE’ [J]. BARAEL%E,2020,16(10):67 -71.
S % STk (7142 % % $r. F@REREDFREISIFN]. Tk
[1] BRHAEE P RAREREGE(=3)[M]. R E %% &,2018, 48(1) 54 - 57.
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[2] W%, kA, ZBH . FaRELSWMERTHETME P E2EAZI]. T EIAXRIN % 5,2018,35(7):963 - 966.
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in Gentamycin Sulfate, Procaine Hydrochloride and Vitamin Bi» Granules and to study their content uniformity. Methods The chromato-
graphic column was Alltima Cis column (250 mm x 4.6 mm,5 wm),the mobile phase was 0.02 mol/L sodium dihydrogen phos-
phate — methanol (80 :20, V/ V), the flow rate was 1.0 mL/min,the detection wavelength was 361 nm,the column temperature was 35 C,
and the injection volume was 50 pL. Results The mass concentration of vitamin By, showed a good linear relationship with peak area
in the range of 0.01 —0.30 wg/mL (r=0.999 9, n=5). The RSDs of precision,stability and repeatability tests were less than 2. 0%
(n=6),the average recovery of vitamin B, was 98.53% with the RSD of 0.70% (n=6).The average contents of vitamin Bi» in the
three batches of samples were 99.81% ,98.73% and 99. 84% ,respectively,and the contents of A +2.2 S were 4.12,5.08 and 6.41,
respectively. Conclusion The method is simple, accurate, specific and reproducible, which can be used to determine the content and
content uniformity of vitamin B, in Gentamycin Sulfate, Procaine Hydrochloride and Vitamin By, Granules.

Key words: Gentamycin Sulfate,Procaine Hydrochloride and Vitamin Bi, Granules; HPLC;Vitamin Biz;content determination;content uniformity
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1.1 X388

1260 7Y 1 R0 A €8 3% A (52 [# Agilent 24 w] )5
XS205 Dual Range U5y 1 R SE (Fi 1 Mettler Toledo 2
H) RN 0. 01 mg) ; KQ — 500DB %k 4480 7 i 15 e e
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4 B Bk (ol A, L5 20 5 A 20190649
20190823,20190838) ; H B Ay A, ik 4, A3 il 500 1 2l 43
Mrédi , /K R 4ok o
2 HEEHER
2.1 @iEEH

@3 Alltima Cis (250 mm x 4. 6 mm, 5 |J,m) s

B :0. 02 mol /L Wi R — &40 - HEE(80: 20, V/ V) ;¥
2 1.0 mL/min; &M% K 2 361 nm; #:7R : 35 °C 5 HFEE
7 :50 uL
2.2 BREHE

B4k & B KRG 27.56 mg, B 250 mL 25
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Fig.1 HPLC chromatograms
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Fie 2.1 W T 3% 2 0 7 22 E AR RE 6 IR, i S0 T AL
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% B FHEE NIRREM 99.7% , RSD } 0.53%
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TR [ e < B R A i (154 20190649)
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F1 FER B MEEBKKRLER(n=6)

Tab.1 Results of the recovery test of vitamin Bi.(n =6)

EE() #adE(u) wAZ() NEE(w @iE(e)  T(%)  RSD(%)
2504 9.98 9.08 19.76 98.00
25142 9.93 9.98 19.81 99,00
25139 9.93 9.98 19.78 98.70
9.53 0.70
2506 9.9 9.0 19.75 98.10
2573 9.98 9.98 19.92 99,60
2501 9.96 9.98 19.72 97.80

2.4 HmEERSEVMHENE

il e B3 HEAE A IS A, 2.2 TR ik
il & A T R R, 2.1 T A 2 1 AR 2 L ]
SR TR, T RRE S A5 R 3 HRES R 4EAE 2 B
& B 43 ) bR B 99. 82% L, 98.93% , 100. 22%
(n=3),

TR IS R E B 3 R AL 10 4% 0 E
100 mL 250 IR s e 25 3550 4% 2. 1 T
SRR E e SR TR A S B TR
A+2.28 H AR IFE 2,

R2 HERB.2EHHETHHELER(n=10)

Tab.2 Results of the content uniformity of vitamin Bp.(n =10)

4% (%)
W - A+42.28
1 2 3 4 5 7 8 9 10 X
20190649  99.61  99.83  101.20  102.31  98.22  96.97  100.31  98.55  102.43  98.71  99.81 4.12
20190823  97.83  96.11  100.72  99.54  99.81  97.51 98.04  100.92  96.59  100.22  98.73 5.08
20190838  103.90  98.39 99.28  102.61  97.29  99.83 95.49  100.41  103.71  97.51  99.84 6. 41
3 itig BRI A EK

3.1 KEKIERE

TR G A, BOUT R & 7598, 200 ~ 400 nm 3% 4 78 [
N, 45 4842 & Bi, £F 361 nm 1 278 nm i K401
A I WL, 25 1 ) 22 50 K i 790 v A 28 43 T
P, B ATEPE 361 nm VER NP K .
3.2 mBhRIEHE

WURE P T 0. 5% = 2 M - 205 K
10% Fi W R JH pH hy 4.5) — Z B .0. 05 mol /L iR —
FERTEW (WERTE pH 2 3.0) - 25 .0. 02 mol /L W1
A - WS ZH MM RS, 451 ) 0. 02 mol /L %
ik —A40 - (80 : 20, V/ V) W SAHET, 464 % Bi,
IR AR PELT | -5 0] o A 2 53 3R B B 57 15
3.3 FHEESM

2020 4F iz e [ 25 i (pUsR) Y ML L B 1 A4S B
Fros g /N 25 mg 19 Fr 700 R R 5] AB0R R SOG4
BN A e S 5 B R R R & R ZE B, Ok
HEHE 2 Bi bRt 0. 02 mg, B HE ST %84 10 1
SIREREAE I H A ST 45 R R, 3 LR A a4
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FHF D DR R R R R4 B BokiP4E2E R B 19
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At R, 20021 149 - 150.
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