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[Abstract] Objective To compare the quality of Epirubicin Hydrochloride Injection from different manufacturers based
on the current clinical use, so as to provide reference for clinical use and standard improvement. Methods By referring to the
pharmacopoeia of various countries, the standards issued by the related ministry of health, the standards issued by the bureau
and relevant literature, the clinically meaningful indexes were selected for comparison, including the appearance of the prepa-
ration, pH value, resolution time, relevant substances, content and the stability of the sample in different solvent and different
storage conditions, etc. The quality differences of Epirubicin Hydrochloride preparation from 3 manufacturers in the market
were compared. Results A total of 9 batches of samples from 3 manufacturers were all orange—red loose lumps. In the compar-
ison of instructions, the storage conditions of B and C manufacturers were stricter than those of A manufacturers, and the tem-
perature requirements were increased. As per the resolution time, both manufacturers A and C was less than 60 s, which met
the enterprise standard of A, while the average resolution time of manufacturer B was more than 2 min, and the enterprise stan-
dard of manufacturer B did not stipulate the resolution time. In terms of the percentage content and related substances of each
batch of samples from the three manufacturers prepared into solutions in different solvents, the amount of doxorubicin in the
products of manufacturer A was about two times as the manufacturer B, while only a few samples of manufacturer C were de-
tected in the first batch. Conclusion Different manufacturers of Epirubicin Hydrochloride for Injection have certain differences

in the re dissolution time, stability, content and related substances. The redissolution time of related substances doxorubicin,
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doxorubicin ketone and powder injection are quite different. It was suggested that the manufacturers should continue to im-

prove the quality of the preparation from the aspects of raw and auxiliary materials and preparation technology.

[Key words] Epirubicin Hydrochloride for Injection; high performance liquid chromatography; quality comparison
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A

itk 1 5.66+0.01 5.64+0.01

w2 5.76+0.04 5.70+0.15

bk 3 5.64+0.09 5.63+0.08
B

T 5.18+0.06 5.24+0.07

vk 2 5.33+0.03 5.27+0.02

k3 5.30+0.02 5.32+0.07
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HEW 2 0.38+0.11 0.43+0.04
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Htwx 2 0.66x0.02 0.660.01
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A

k1 97.34+2.37 0.88+0.15 0.66+0.05 97.19+0.87 0.96+0.30 0.62+0.01

ek 2 95.94+0.30 0.78+0.03 0.65+0.03 97.66+5.12 0.83+0.39 0.62+0.03

K 3 97.54+1.07 0.76x0.05 0.61+0.03 96.08+1.13 0.92+0.42 0.59+0.02
B

Hk 96.83£1.55 0.79+0.11 0.23+0.02 95.18+1.41 0.64+0.22 0.21+0.01

itk 2 95.40+3.74 0.89+0.07 0.36+0.03 95.89+2.91 0.77+0.07 0.36+0.03

k3 93.68+1.29 0.83+0.01 0.27+0.01 94.62+2.00 0.73+0.09 0.30£0.03
C

Eiin/ e 96.01+2.91 0.66+0.11 0.00+0.00 94.66+1.25 0.65+0.18 0.15£0.25

ek 2 101.02£2.90 0.67+0.08 0.00+0.00 96.28+0.30 0.72+0.46 0.00£0.00

LK 3 94.05+3.02 0.72+0.18 0.00£0.00 94.15+3.31 0.85+0.33 0.00+0.00
F6 AW RIS AR R L R AEA R B R 5T KRR AL T 3 (%)
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E-¥mElip)n FEIRARE 4°CIKFE ERTRD FEIRAE 4°CUKFE

A

0Oh 97.10+0.84 97.92+2.09 95.80+0.79 99.38+3.41 96.08+1.14 95.47+2.03

3h 97.39+1.34 95.57+2.55 95.67+0.71 97.21%2.20 98.67+5.66 95.50+2.11

9h 94.75+1.12 93.73£0.69 95.79+1.06 95.37+1.43 93.27+4.28 95.54£1.51

24 h 93.69+3.31 94.28+3.26 96.03+0.12 95.73+8.09 94.43£2.01 95.56+2.18
B

0Oh 95.66+0.83 94.14+3.69 96.10+2.83 95.05+2.94 95.39+2.34 95.26+1.20

3h 96.42+3.20 95.86+3.33 94.34+4.35 95.69+2.84 95.03£2.62 95.70£5.22

9h 94.76+6.64 95.04£1.56 94.93+1.13 96.68+8.13 94.97+1.89 95.03+1.96

24 h 93.68+2.36 94.38+2.52 94.46+4.22 94.00£2.73 94.32+2.08 95.10£2.03
C

0Oh 97.62£5.35 97.08£5.52 96.37+2.14 96.36+1.20 93.43£2.51 95.31+1.41

3h 96.00+1.94 95.90£2.29 96.36+1.29 98.82+3.57 94.90+2.64 96.57+0.95

9h 98.62+4.46 94.00£0.74 95.65+0.55 96.36+3.40 95.99+2.24 95.14+1.42

24 h 93.87+7.00 93.57+6.94 95.48+1.40 93.31+1.16 94.20£2.15 96.70+6.85
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K7 RFETZEE5 HERRR R R TE A RIS b BRI 1) A8 1T 22 52 LE AR 35 1 (%)

[ 0.9% AMCHATE KBEGHK
TR EX RN 4°CUKAf X Ri EX RS A°CUKAE

A

0h 0.85+0.17 0.77+0.08 0.73+0.02 0.89+0.11 0.82+0.04 0.77+0.10

3h 0.76+0.09 0.67+0.06 0.62+0.03 0.68+0.04 0.65+0.08 0.56+0.02

9h 0.68+0.06 0.81+0.12 0.75+0.05 0.47+0.09 0.80+0.11 0.92+0.07

24 h 0.67+0.04 0.63+0.02 0.65+0.05 0.99+0.14 0.80+0.12 0.85+0.08
B

Oh 0.78+0.03 0.87+0.04 0.55+0.03 0.55+0.11 0.58+0.17 0.44+0.13

3h 0.63+0.01 0.70+0.03 0.65+0.03 0.82+0.21 0.72+0.22 0.45+0.08

9h 0.94+0.21 0.84+0.07 0.77+0.04 1.18+0.14 1.19+0.27 1.20+0.29

24 h 1.40+0.44 1.55+0.05 1.46+0.28 0.90+0.08 0.86+0.03 0.83+0.06
C

Oh 0.79+0.03 0.86+0.08 0.77+0.12 0.67+0.10 0.74+0.05 0.91+0.34

3h 0.79+0.07 0.78+0.04 0.79%0.06 0.76x0.02 0.83+0.19 0.89+0.02

9h 0.80+0.09 0.96x0.05 0.89+0.07 0.61+0.11 0.79+0.10 0.90+0.06

24 h 0.97+0.06 0.99+0.15 1.02+0.13 1.11+0.34 1.14+0.29 0.91+0.32

R8 AR ZES MRS A A R B BEFA S K a2 b 2222 Fe AR A 35 4 (%)

. 0.9% S ALHITE S TGS K
T EXTENISR 4°CUKAf IR EXESSR A°CUKAE

A

Oh 0.67+0.05 0.63+0.01 0.61+0.03 0.61+0.04 0.60+0.02 0.62+0.03

3h 0.61+0.04 0.58=0.04 0.59+0.05 0.60=0.04 0.61+0.05 0.58+0.03

9h 0.61+0.04 0.60=0.07 0.63+0.06 0.56+0.05 0.61+0.06 0.59+0.04

24 h 0.59+0.02 0.62+0.06 0.60+0.04 0.61+0.05 0.61+0.06 0.60+0.05
B

0h 0.29+0.06 0.28+0.06 0.29+0.09 0.29+0.08 0.27+0.05 0.30+0.09

3h 0.27+0.05 0.30+0.08 0.29+0.06 0.28+0.05 0.33+0.05 0.27+0.03

9h 0.28+0.05 0.29+0.08 0.31+0.08 0.27+0.05 0.31+0.06 0.30+0.08

24 h 0.30+0.08 0.32+0.08 0.29+0.08 0.31+0.18 0.29+0.05 0.30+0.08
C

Oh 0.00£0.00 0.00«0.00 0.00+0.00 0.15+0.25 0.00+0.00 0.00+0.00

3h 0.09+0.15 0.00+0.00 0.00+0.00 0.03+0.05 0.00+0.00 0.00+0.00

9h 0.00+0.00 0.03+0.06 0.01+0.03 0.01+0.02 0.01+0.02 0.00+0.00

24 h 0.00+0.00 0.00+0.00 0.00+0.00 0.00+0.00 0.00+0.00 0.00+0.00

TEIZ e 155 D 45 2 R UK SC VR Lo R B B, BE 4P N B A, BT R A T W, B4 R

Fe 2 30 S B B ) 57 i AOME S A I B e AR P A )

RGA R R LA WMAT ZWBEER R SE 3.3 KR ERIEABTEE

fRYELE ARVEZE S BB R S RO R 5 & CRIEEURL LY S NP ¥ E SRR S PO RSO NY

AR TER S A W I TR TR R JHBCKR I 1A REE I SE IR, 45 BE N B 2 ARy

BE RN R, RIS geE M A G TE SRIEZAE . 315 BB SRR SR B R ZE 1 B A 1Y
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