ST  BSREIEE

LY RARRRTEMFTER 8: 317-318, 1990
Ann, Rept. NLFD Taiwan R.0.C. 8: 317-318, 1990

Ezilii

Z [ TIBBIBEIS ] www.angle.com.tw

EVREmBRHREERZEE
——MICONAZOLE NITRATE

KRR #HERk FHMK
B

w =

A A¥E B R %R B $ BAE R % MICONAZOLE NITRATE
(MR L-1) ZRERE - AREFERKBRFIRAHERUS P
BARRE S L H > 4 USP XXI P L6955 RZARBR T ik » T WAREK » 7T
ZHERHYLF USP XXI 2 RE » £&F%100.9% o

CUR ERE R

BT EZEE » AREREERHR (1) IR : RERE (B
PR¥E » BEBIPRRHTE B R EERRRE AR (2) Chromatographic purity : &

1?%‘&%@?%%4&6‘%@5} * J’X*U%ﬁﬁm%& MICONAZOLE SAMPLE
GMP Z?Eﬁ ° . 3/30/1989

W
B

A2 EE 3R #R USP XXI P.695F
I & # MICONAZOLE NITRATE Z 4 #7

ik MBI HRR R RS - BERCEE

% TRANSMITTANCE

HE FLUREEPIE ©
LR E ) — , ,
0NN 36R0 300N 2800 2GAN 200N 16AN 120n Bon 400
1.5488 : B8R R2-propanol {f B A il 5 WAVENTRIEERS
TR Gt SR - W - —
2.5E :

KL 4 EeEET - Nicolet MX-1 FT-IR o MICONAZOLE SAMPLE U.5.F.A.S.
%945 6K BB Hitachi 150-20 | U™
spectrophotometer A
4 HfEE% S, - USP REFERENCE STAN-
DARD MICONAZOLE NITRATE (Lot

% TRANSMITTANCE

©
7}
r
n
~

No.G-2)
Sﬁﬂmﬁ : JANSSEN Pharmaceutica Y TS T o s T e Fon an
6. hH% . USP XXI WAVENUMBERS

M=
—317—



BT BEERREETEE -

i

Z [ TBEBEE ] www.angle.com.tw

L2y & AR ERIR FRE e (Ann. Rept. NLFD)

(3) LOSS ON DRYING : 0.12%
(4) RESIDUE OF IGNITION : 0.00%
(5) ASSAY : 100% (Calculated on the
dried basis) 100.9%
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MICONAZOLE NITRATE REFERENCE STANDARD OF NATIONAL
LABORATORIES OF FOODS AND DRUGS

LI-CHU HUANG, TING-GUANG SHYU and BER-LIN CHANG

ABSTRACT

Miconazole Nitrate was tested for the
preparation of a “Miconazole Nitrate Ref-
erence Standard(Lot No.L-1)” of the
National Laboratories of Foods and
Drugs. Analytical data obtained were as
follows:infrared spectrum-similar to the
USP Reference Standard Miconazole

Nitrate (Lot No.G-2);Chromatographic
purity-Negative; Loss on drying-0.12%;
Residue on ignition-0.00%; Assay
-100.9%.0n the basis of these results, this
material was authorized as “Miconazole
Nitrate Reference Standard”.
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