oA R Je ] R A 2024 % 1 % 9 ¥
¥ jZKpublishing B % B

HPLC ;X [E BTN EE 2B HRAFE P S L AT BOFA FOEL B 2K
BHAMESE

FHRF R RRIE 3

1AL T 2 e io ke M AF 1, =@ikd, 678000;
2K RFHFR, =dKHEZ, 671000;
E: H69: EZHPLC AR NN B 7 R AR F AT o fe EBOR &S S0 7 k. Fk: KA HPLC
%, @R Agilent Eclipse XDB-CN (5um, 150mmX4.6mm) , #A#hAHK CH-K-=CTh (50:50:0.5) (A
KEEER AT pH £ 6.5) , ARiEH 0.5mL « min—1, AWM KA 258nm, A& A 30°C, #HAFE A 10uL, & FF A
T oA Ao R OR GRS ZHAT R BMZ , R AT, LBOREGIEALN R KEEETLES A A 5.
016~37. 62ug *» mL-1 (r=0. 9999) . 20.06~150. 4pg * mL—1 (r=0.9999) ; -F¥=ALE 5 %A 97.5% (RSD=1. 2%,
n=9) , 98.5% (RSD=0.9%,n=9) . #Fib: A ERAMAR, teit, SRAH, TH, TANF, TATLITRE
RN N
XEW: A RELYE; Al Teomn; LKA, HPLC &
Simultaneous Determination of Hydrocortisone and Diphenhydramine Hydrochloride in Compound Diphenhydramine Cream
by HPLC
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1.Baoshan Pharmaceutical Inspection and Testing Institute,Baoshan YUNNAN 678000, China;
2.College of Pharmacy, Dali University, Dali YUNNAN 671000, China;
ABSTRACT : OBIJECTIVE: To establish a HPLC method for simultaneous determination of hydrocortisone and
diphenhydramine hydrochloride in compound diphenhydramine cream.METHODS: HPLC method was used, the column was
Agilent Eclipse XDB-CN (5um, 150mmx4.6mm) , the mobile phase was acetonitrile-water-triethylamine (50:50:0.5) (pH
adjusted to 6.5 with glacial acetic acid), the flow rate was 0.5 mL-min-1. The detection wavelength was 258 nm, the column
temperature was 30°C, and the injection amount was 10 puL. The content of hydrocortisone and diphenhydramine hydrochloride
in the prescription was quantitatively determined. RESULTS: The linear concentrations of hydrocortisone and diphenhydramine
hydrochloride were 5.016~37.62ug-mL-1 (r=0.9999) + 20.06~150.4pg-mL-1 (r=0.9999) , respectively. The average recovery
was 97.5% (RSD=1.2%,n=9) , 98.5% (RSD=0.9%,n=9) NCLUSIONS: The method is simple, rapid, accurate, reliable and
reproducible, and can be used for quality control of compound diphenhydramine cream.

KEYWORDS: Compound diphenhydramine cream; hydrocortisone; diphenhy-dramine hydrochloride; HPLC
DOI:10. 69979/3029-2808. 24. 9. 002

BITRMHIRE, WA, BT ER IR ER TSR] AR SRR SRR B & Bl e Tk, &
L | PR R AT S AL SN AT B0 /NI & i N THESFRAE, FLRAETIAE, SRR, ONE T A
/IR RE I BT, A PR N B B 1 ) B e o) 711 B R PR DT A ) A PPN SR AL
FAFA FUSBAEN, SEH TP | 1y 58 gk

R, 1207505 B v LA 3 0 R AT i B,

SRNE, RGO s e T B

B A U T, R L S S T KA B 5 R Agilent 1260 RFAGRAHEAIRAL, ALHE 613224 7F
SCHRARE, LR TR AR e, ATE ARV, GIB1IC MUITAR, G1329B HANIEFFHR, G1316A
FHE IR ST AR Gk g Sy TR I FEIRAS, GI315D A IAE, Rev. B.04. 03" (il i 4



2024 %1 4 9
LS

oA kPR R
VJZK publishing

R4 CREZEECRHEARARD , XPE 205 G
TR R R 248 (Rl AIRARD ,
SevenExcellence 400K %! PH £ S E AL (K4 -
FER 2 (Rl AIRARD , A2S-10-BE BUEE4EK
5 (GEEFHAEPRABR A ), XMTD-S-4 Y d e
KB AE A ERTAER D o
1.274m5K%

BIR MR AR (PRl N REEFEZ557F 3 H, 20
190322, 20190409, 20190518, 20190616) , ZEALAT(K
FAXTHE S (5. 100152-201707, 4HE:99.2%) . #h
PR 2 o W 6HIE 5 (152 100066-200807, #4113 : 99. 9%)
B | E ik e i ks O (Balal)  fl
Merck A#], =& (Orbral) R Kbzt
A, UKEERR (rfrat) iR E AL 2 A TR A ],
KRB

2 FESHER
2.1 Bt M

o34 : Agilent Eclipse XDB-CN(150mmX 4. 6mm,
5um) 5 WEIAH: ZBE-K-=Z8 (50:50:0.5) (UK
SRS pH 2 6. 5) 5 JiLiE: 0. 5mL » min—1; AP
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AT IR 1.0505 1.0031 2.0174 96.4
1.0516 1.0031 2.0407 98.6
1.0503 1.0031 2.0195 96.6
1.0503 1.2539 2.2643 96.8
1.0499 1.2539 2.2573 96.3 97.5 1.2
1.0514 1.2539 2.2984 99.5
1.0514 1.5047 2.5204 97.6
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