4525 % 6 1] REEPHREF R Vol. 25, No. 6
20194 11 A Journal of Tianjin Medical University Nov. 2019 659

XEHS 1006-8147(2019)06-0659-04

AmRIESR P 5-Z B ERE HPLC S BN %
382 ST T 53 A
AT RE B R RS

(L RBERI KA 2A B, REET IR R 259 S AR F T 828028, Kt 3000705 2. K EE R 27 He il 24 Al 5T
ruty, K 300070)

¥
L

WE BRI FRESRT 5-5 T ERE & 2048 &3 (HPLC) A2 4 7 ik, it —F 547 £ PR 7 RiEH R 7 5-#
VAR S SR L A . FTik R R Agilent XDB-C5(250 x 4.6 mm, 5 wm) &34, 0.01 %55 82 K5 ik A kA8, ik A
1.0 mL/min; #-7) ;;2&%7 284 nm-#i;;wq 30°Co R 225 7 HPLC A 47 RIESHR T 5S-A T A S 7 ik, Bh k5%
BOFARR, #E—FoMEAN 4 BREFTREHRT S-ATABRBES AN 1.321~6.927 pg/mL, H KT HRIEGH H
7}/%/1%3‘&‘1’%5 ;Lqﬂ;um%rﬁagﬁmﬁo L5 S IR L F R IESHR P A AT 5-F F RARE (2RI 16 KR B ILAR,
TN TR B EHRRT S-AT AR TREARE, L2 AW AR RBORE,
KR AT RIEHNR; SRR EE;S-F T A
PESES R927.2 MHERFRERD A

Establishment and Analysis of HPLC Method for Determination of 5 —Hydroxymethylfurfural in
Hongjingtian Injection
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Abstract Objective: To establish a HPLC method for the determination of 5—hydroxymethylfurfural in Hongjingtian injection, further
analyze the content of 5—hydroxymethylfurfural in multiple batches of Hongjingtian injection and evaluate its safety. Methods: The HPLC
analysis was performed on Agilent XDB Cj; (4.6 mmx250 mm, 5 m) and the mobile phase consisted of 0.01% phosphoric acid aqueous
solution at a flow rate of 1.0 mL *min~".The detective wavelength was set at 284 nm and the column emperature was maiutain at 30 C.
Results: The HPLC method for content determination of 5-hydroxymethylfurfural in Hongjingtian injection was established, which was
tested by method and met the requirements. Further analysis shows that the content of 5 —hydroxymethylfurfural in 34 batches of
Hongjingtian injection was in the range of 1.321~6.927 pg/mL, which was lower than the standard of 5—-hydroxymethylfurfural in
glucose injection prescribed by pharmacopoeia. Conclusion: Most of the batches of Hongjingtian injection contain a small amount of
5 —hydroxymethylfurfural, but according to the clinical dosage, it is much smaller than the limit of 5—hydroxymethylfurfural in glucose
injection, and its safety is sufficient.
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Tab 1 Analysis of the content of 5-hydroxymethylfurfural in 34 batches of Hongjingtian injection

e TR e e 5—¥2 P L pgeres 55 H Jpe e TRl Jm i 5—¥2 P Jpgeres 54 H Jope
it (ug/ml) A/ (pg/ml) i (ug/ml) A/ (g/ml)
50105-1 0.105 2.110 50510-D 0.102 2.046
50106-1 0.120 2.408 50511 0.104 2.078
50107-1 0.182 3.645 50512 0.181 3613
50108-1 0.208 4.167 50513 0.164 3.282
50109-1 0.159 3.176 50514 0.165 3.303
50110-1 0.250 4.998 50515-B 0.105 2.099
50201-1 0.346 6.927 50601-B 0.092 1.844
50202-1 0.159 3.176 50602 0.088 1.769
50204-1 0.073 1.460 50606-B 0.153 3.069
50505-B 0.070 1.396 50606—C 0.147 2.931
50505-C 0.098 1.950 50607-B 0.153 3.058
50506 0.077 1.535 50607—C 0.149 2.973
50507 0.076 1513 50608 0.104 2.089
50508 0.086 1716 41104-1 - -
50509-C 0.103 2.067 41105-1 - -
50509-D 0.107 2.142 41202-1 0.066 1321
50510-C 0.108 2.163 41204-1 0.269 5.371
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