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Determination of Diphenylmethanol and Diphenylmethanone in Diphenhydramine Hydrochloride
Injection by HPLC

FENG Shulingl, ZHUANG Boyangz, WANG Lingl(l.Department of Pharmacy, Provincial Clinical College of Fujian
Medical University, Fujian Provincial Hospital, Fuzhou 350001, China; 2.Fujian Provincial Institute For Drug Control, Fuzhou
350001, China)

ABSTRACT: OBJECTIVE
diphenylmethanone in diphenhydramine hydrochloride injection. METHODS The condition of detection were: Agilent CN

To establish an HPLC method for determining the contents of diphenylmethanol and

column (4.6 mmx250 mm, 5 pm), the mobile phase consisted of acetonitrile and 20 mmol-L™" ammonium acetate (adjust with
formic acid to pH 6.5) (50 : 50), the UV detection wavelength was 255 nm. RESULTS The calibration curves were linear in
the range of 0.531 0-53.10 pg'mL™' for diphenylmethanol (r=1.000); the calibration curves were linear in the range of
0.021 22-53.05 pg'mL™" for diphenylmethanone (r=1.000). The average recovery of diphenylmethanol was 99.8%(RSD=0.8%);
the average recovery of diphenylmethanone was 100.4%(RSD=1.3%). CONCLUSION The method is simple, accurate,
reliable and can be used for the quality control of diphenylmethanol and diphenylmethanone in diphenhydramine hydrochloride
injection.

KEYWORDS: diphenhydramine hydrochloride injection; HPLC; related substances; diphenylmethanol; diphenylmethanone

B Bl R R ORI W SR R A S I A L

1 U

1.1 43
Agilent1290 FHRGBAH (RS, ALFE: EHAM

AL, oM, ABhEEFESE, ARE RS

M2E, Agilent (3l TAER(SEE Agilent 23 7]);

SRR AUFPI O AL Hy 2 ARFE PR, AT
WEIT WA AR . b 2 i R 2 i T AT
B, BRI ORI BT W SR ) R R I K H Y
MR E, opE 252010 BCRT A S0 Rk
71 258 nm A AL I 3 6 R A S I SRR R AT K
Y, ABJE I AL 258 nm AN I

KTFZRMGH, R B G0 kg i RE i
2 R 2% ST A AN KA B, 9% By s s — 2R R 1Y)
TE R, MEE Y S EIA G, X~
an R P AR R A . R O AT W ER R R I s
W B30 S 5 F) SRR, (H U R WL 3R R K
TR SRR R T L S R I s 2 AN 22
ZIREST, R EE R i 37 HPLC-UV [ il s &
@ﬁﬁﬁ%&%m¢¥$$@ﬁ:$$M,Mﬁﬁ

TEHEN: W, &, BITEAEZE Tel: 13665032186

T EBLAR HI 24 2013 45 5 55 30 4555 5 1)

Milli-QA F#E4li/K #%(Millipore); ALP-204 Hi 7K
(M7 7)o
1.2 ZyiA

TR HIEE(Aladdin, 1t : 24030, 26/ : 99.5%)-
ORI (E R R A A, i
20091211, 2lJE: 99.5%); EhFRA M Fr B HHB R
M EILRABRA A, #iL5: 0907062, 0910141,
0907071; uxMOGIERIZ A RSTAFEA A, 'S

E-mail: fling72@163.com

Chin JMAP, 2013 May, Vol.30 No.5 -519.



091015, 100517; J M = B2 A IR A A,
#t5: 091004, 100202, 100501), ZJEHIFHER N
Gkl A AR, JABGI o frat .
2 FEFER
2.1 ik

k. Agilent fFEF (4.6 mm X250 mm,
5 um); Waters &4 (4.6 mm X250 mm, 5 um);
WM L5-20 mmol- L™ 2.4k (H & pH (i
£ 6.5)(50 : 50); AL 25 C; KMy : 255 nm;
Vid: 1.0 mL-min~'; BEFER: 20 uL(AZhHEFE).
2.2 WG BT S T R
TR T 2
221 OGRS A R BRI O
o HE B, INURAI AT AEE 1T mL & R HEE
0.531 0 mg VA R %5 PR HL 2K F G L o 2
B, s E AR 1 mL & 2K H T 0.530 5 mg
(Ao
222 UM EIE KR R 2.5 mL A
WHCE 25 mL S, Imsi AR R 2R, RS
223 A EHTEE MR IERRR AR
WIESR AL T BT 5 Aokl IR ke, JF%
“2.2.27 TR J70 4 7 VDR SR
2.3 RGEH AR

B “2.2.27 UM AR 20 pL AR
AR, s, AR R R R R
TR 3 2 B2 35>3.0.
24 LEERE

43 90 W BT JE St i s AR R 2 1
B A, TN R RO s A AT Wl o, S
56 48 JL 2 1 ARFRE i Ve A 5 R R Y. 1 O B
WA Ak, Jo i I, R BIAL T AR AT
TORHREAN ORI e, AR 1.
2.5 i PR

&M Agilent F3EAE(4.6 mm X 250 mm, 5 um)
1 Waters I (4.6 mm X 250 mm, 5 pm)PARE 4
WAE, A E AN 20 pL. SR EOR, b
W2 A TFK WO IA B B, Y
>3.0,
2.6 fRIAE

G3 KGR HL S A SRR AR IR VRS 1 mL
(L& 2K 25 mg), & 10 mL &, H3
£33 FI N 2 mol-mL ™" Eh R % 2 mL .6 mol-mL ™
AL 2 mL Al 30%XU4E /K 2 mL, B3R 1h

-520- Chin JMAP, 2013 May, Vol.30 No.5

l 1 A
|
i
0 5 10 15 20 25 30
t/min
7 B
N
0 5 10 15 20 25 30
t/min
1
1
‘ I| C
] I\
|
i\
i
1 . ll'
| |
I 2 lllll
. \
JUL J \
0 5 10 15 20 25 30
t/min
D
0 5 10 15 20 25 30
t/min

1 B i A

A-T IR HEEOS G B X R C-ImiaieG D-
AR - 2-T R

Fig1l HPLC chromatograms

A—diphenylmethanol control solution; B—diphenylmethanone control
solution; C—sample; D—excipient; 1-diphenylmethanol; 2—diphenylme-
thanone
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