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Development of Eprinomectin as National Reference Standard
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Abstract ; To develop the first batch of national reference standard of eprinomectin, the quality of raw was tested.

Eprinomectin material was identified by HPLC and MS. The content of eprinomectin reference standard packaged

was valued by mass balance method and HPLC external standard method. The results show that, the content of

eprinomectin was 97.79% by mass balance method and 98. 18% by HPLC external standard method. The results

of the two methods were basically consistent. The national reference of eprinomectin in this study can be used for

the identification of the preparations of eprinomectin.

Key words: eprinomectin; national reference standard ; mass balance method; HPLC

LR R IE P A o R L BRSP4k R B, Al
B, BN IR A Y, EZULSr N £ FE b 4
WE B, E—FE i AREE B SOk d 2y
Yy, 5 [ B 24 B L) R R S v ) o —

YEE B 87, W4, NP AR g TR,
BEIFEE. KFEH . E - mail . xuil875@ 163. com

I B FL A JE TG #E 0 T i AR 2t 2 R
EFEATBG ISR 0 25 A b A S AT A
H, FRT )y £ S 5L B 2 TR 3 RO S R
ST AE R R BEU N o 0 [ 5K 2 Rt R Hhe e A A



rp B2 4R 2022 4E 11 A5 56 B4 11 11

Chinese Journal of Veterinary Drug -« 57 -

I P [ A 25500 A 1 2 T e o e T 25 TR M
A 25 L AE SCS A 100 24, (b E 2 i)
— IR T 2 T I BT 4 B K T SR A T
FUEGTR ) AR P B 2 A 3 T 2 T
FOU IO E £ T L BT 4E R (B, + B,,) 1
i, IR 5L e AN £ P A B 4 TR R
USP Xif fE i (H A0 o Bt A1 A 58 T S 0T
o8 ] PN A DG A 7= i sl ARG DU BILA) 1 S5 4 il 7 >k
AN R SEUF ] 2 T 2 35k T A4 T 3% 0 TR
T Tk A ] A B 2R B A ) ) e
Xof T84 25 A 7 Al 2 T B BT A4 T 3% R ol 7 ) I
P EA EEE L,

A YB3 551 R P o kP 3 15 R RO A €
TSR R 5 0 2 Tl 2 35k ] 4 1 3% DR 1Y)
WA TE A, o B R L g Al K
g3 R BBV R S G BER AR A T MH, AL
WO SR L USP ok B8 1 b 390 50T B8
AT, AR DR 5 it AR A A 2k
1 UE5RKH
1.1 fU#E 53 2010A & R0R AR E 3% (L ; Waters
Synapt HDMS Jii #%43 ; Agilent 7890A S AH {43 1% ;
Mettler Toledo XS205 HL F 43 #F K ¥ (K )&
0.01 mg) ; Metrohm 701 KF Titrino —~ [ 7K 43 =&
1X;CWF 11/5 &g,

1.2 K% LB R R B LI IR 2
AL A BRI R AE 7 5 LR SE BT 4E B R USP X iR
Wt S 1237752, & 95. 1% (Horh 20 1k 42 FL B 4
HE B, &H90.09% ,B,, & 5.01%) ; 25 M0
Tkl AR AK

2 HESER

2.1 BME SR BRI A & R R
FE | T =S ot PRI | 7K A ik 00 5 4
(1) St 2, B 2 3 ) 4 1 2
MRLE —3L

2.2 BlEME RIEE TR 5 U R
Job 7 T IR TE R A5 R (HRLBE 25 °C, AR X R i
80% ) JUE 24 h JE AN A 40 HERE G
P, GERIASFE S E H RN 8.7% , R 5

BEA GRSy — 20 e 1 25 18 T 2 5 15 1)
XFK 53 05 e o JrOREFE B S 25 A R (IR EE
25 °C ,AHXT R BE 40% ) T K % N I H CE 10,
20,3040 .50 .60 min, 55T H R 258 0
2,10 B INFE SIS E H 4RV T 0.5% BB T
EEE I T A % T O T G i e R S A o 4
PR AL R | PR

R1 ZEBEREMERRERNEHRE

Tab 1 The solubility of eprinomectin raw material

VAR B/ WRABYmL MmN 4
FiI 1.0 0.9 wiE MBI

i 1.0 9.9 a3 i

= 1.0 9.9 fit D

(] 1.0 9.9 s 3 VG
7K 0.01 100 RERWER ILPFARE
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Tab 2 The weight gain rate of eprinomectin raw material

R 1]/ min RO R %
10 0.3
20 0.6
30 0.8
40 1.0
50 1.1
60 14

2.3 BRAAEEEEMAIE R 2.6 TR
TR BOBORH 1 75125 , 43 1| BEUARE 3 T VA5 0T ot
WO, R G5 1R, Z U R e S
Xof HR ot A A U P B A PR A — B, SRR T ~
Pl 2, 16 C Tk B2 B By 4 T 2R 2 o W0 T T ) €3 1]
H ) T S R R A TR 2R R S 0 0T R TR 0
{14 P B s ] — 38

2.4 TP E MR

2.4.1 &M B ESIIEE TR BAE
LR 2k s HEFLHL R 10V B FIRIRE 120 °C 5 B
FIRBE :350 °C 5 Bt v 79 i & : 500L/h

2.4.2 BEXZBERAH S IO BEEAIERYE R R
JERE 25 mg, B 25 mL S B B O A



- 58 - H R B2 2 2022 4F 11 F 45 56 445 11 10

Chinese Journal of Veterinary Drug

mAU
650 =

600 1 I
550
500 -
4501 |
400 1 \
350 |
300 |
250

200 “
150 1 I ‘
1001 . \

50 =

0+———— — N JN o a
0 50 100 150 200 250 300 min
T
650 mAU —
600 - 3
5501 s
500 1 =
450 -
400 1 |
350 |
3001
2501 |
200+
150 1
100
501 1
0 L I\ A

0 50 100 150 200 250 300 min

E1 ZEBEEM%EZ USP M RAEMERIEE

Fig1 Liquid chromatogram of eprinomectin USP reference
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Fig2 Liquid chromatogram of eprinomectin raw material

BB 20, P 20% WP Ry WORs B A 1 mL
Bl g MV, HEREDN E 270

2.4.3 MRERER  FERPUEFRMT, LB LR
AR RG5> TN 936. 5086 , (K (00 2 4 1
14 936.5085 (&1 3) A i i 5 - i B

WIEH—2,
2.5 RMETH*EM
2.5.1 &EsE

2.5.1.1 WAHEIE M (A% Waters Sunfire C8
(4.6 mm x250 mm,5 wm) ; TN 0. 1% = EBRVE T
(A) - ZJE(B) BEEEVENL (0 ~ 15 min,45% A ,55% B;

100 936.5085
937.5128
I3
938.5156
939.5185
rH—---r-——-—--_=N—tr—mh
860 880 900 920 940 960 980 1000

B3 ZEBEEMEEZRFRERAREE

Fig 3 Mass spectrum of eprinomectin raw material
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Fig 4 Liquid chromatogram of system suitability solution
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Fig 5 Liquid chromatogram of acid destructive test
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Fig 6 Liquid chromatogram of alkali destructive test
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Fig 7 Liquid chromatogram of oxidation destructive test
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Fig 8 Liquid chromatogram of heating destructive test
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Tab 3 Results of stability influencing factors
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