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Abstract; A method for examination of related substances in lincomycin hydrochloride intramammary infusion
(lactating cow) was established. With reference to the chromatographic conditions for the content determination
and the limit range of related substances of lincomycin hydrochloride injection in Chinese Veterinary
Pharmacopoeia, and with reference to the extraction method of the test sample for the content determination of
lincomycin hydrochloride intramammary infusion, a method for examination of related substances in the
preparation was established which ensured consistency and generality. The method validation results show that the
method has strong specificity, high accuracy and precision, and good durability. Tt is suitable for examination of
related substances in lincomycin hydrochloride intramammary infusion, and improves the quality control function
of the standard. It was included in Chinese Veterinary Pharmacopoeia (2020).
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stances; consistency; generality.
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Tab 1 Information of samples of lincomycin

hydrochloride intramammary infusion (lactating cow)

Azl Lk e
1 20170802
1 20170803
2 DDM180402
3 20170714

11,2 PR Sk A0l i X IRl R U o i 48 12

2 B r iS5/ 5 i . K0101503/84. 6%
1.1.3 MBAXEL  ERCEAH A (HPLC)
(Waters 2695 {4t 24t , Empower 2 A3 TAE)) ;
TR PSR IS ( PDA) ( Waters 2998 ) ; XS205 43
B K (Mettler Toledo) .
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B0 5 min(3500 ~4000 /5050 , 72 BB W,
T ULVENMIK 12 mL {5 %, 5578 2 25 mL &,
FHIRSAHBE A B 088 BRIROT A s i sh A
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B 100 mL I, K 48 mL, I ShAH R B 2 %)
JEFEA) AR RV, R i RO B VA RO X
HEVAURAS 10 L, 23 3 AR i, /ot 3k
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il B 3 i AL 3 T VA VAR

U AV SRR 1 mL FIMEERRRYATR 2.5 mL,
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Tab 2 Comparison on related substances of

preparations and raw materials of various enterprises

2.2 FHEFRIE

2.2.1 EREKE

2.2.1.1 TR 458 WoR, 302 [ ES
RELI (Al 1.3 2GR 52 B A A i (Al
2 FEHRD TEMTT R R MR B(SHRATER
AR BRI IR] R 0. 4 ~0.7) S HAh 2% o i e v
K TC W] i a3 0d X G Bl s B TE T
2.2.1.2 @RS FERR (B L EIR SR RIS
T, 2 FUATRHAR 7 A B S AR R, AN TR
S TR A A X SR A R TR R AR
FEENTE 24 /INEFER 105 CHEFT 7 /INB A e ok

Ak gkl N N
lALS  TEARE BAR BAR eAR KA RARME, FESE IR AR A AR AT, A R
/% /% /% /% N N
e Py B S 14 0, AEATS AT 5 AT G W o S R R 44y
0.23 0.23 0.35 0.54 N \ .
1/20170802 5, HAH LY g 4l B Y5 /N T IR, 5 — 4 i
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Tab 3 Destructive test results
[ fige 45 R K At T fie ALLREf o ek R A
F 05 5 A AR UG 4y B 3.7/7.5 4.9/4.4 3.9 4.7/4.3
RT =50 min 2% 520 8 1 5/ (5 9.293/10. 163 8.881/9.473 9.598/9.756 11.364/11.494
RT =50 min 2% 57 5 A0 4B 0450 15 13 14.0/3.7 2.2/4.9 7.3/3.9 2.4/4.7
RT =72 min 2453403 /1 &/ B{H 6.994/7.112 17.983/18.432 / 21.208/21. 644
RT =72 min 225 540 4804 53 5 J3E 7.5 4.4 / 4.3
RT =16 min 2% 5405 /4 )%/ 8 1.249/2.156 / / /
RT =16 min 2% 55 H1 4B 4 53 125 JiE 4.8 / / /
RT =20 min 2% /53 403 /1 %/ B / / 1.087/1.139 /
RT =20 min 2% 5 54 484 53 5 J3E / / 2.7 /
RT =27 min 2% 403 /1 B{H / / 0.202/1.143 /
RT =27 min %57 5 AH SR 0E 53 25 )& / / 2.7/1.3 /
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Fig 1 Chromatogram of undegraded test solution
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Tab 4 Precision test results
s 1 2 3 4 5 XA RSD(% )
£ B3 15} ]/ min 60. 822 60.715 60.562 60.382 60. 365 60.569 0.3
TR 166193 170224 171077 173209 172472 170635 1.6
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IF P W T FR R AR JC A2 Ak, 9 /NI e 3 0 i FR A A

AR, 1B 12 /i P =06 i AR RSD A5 /N T 2. 0%
Mo B A IR B 12 /N RO M LA
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Tab 5 Stability test results
JikeE I ]/ h 0 3 6 9 12 SN RSD( %)
U TR AR 174997 174641 174547 174245 173661 174418 0.3
2.2.4 ZEFPRAENFR  ZTERINER A 1 pg/mL, JELANETTRE N y = 4494, 6x - 2273.9,r =0. 9999,

ERRA 4 pg/mL,
2.2.5 £l WA 2 R bROR] R ER 0 T AR S

ZAE R LM E RAE 4 pg/mL ~ 80 pg/mL HKJF
LN PE S R AT,

400 000

y=4494.6x-2273.9
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Fig 2 Linear curve of related substances
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Tab 6 Durability test results

AR E By e s
Alltima Cg 250 x4.6 mm 4.0/4.0
HSS T3 C4 250 x4.6 mm 3.8/3.5
YMC Cg 250 x4. 6 mm 4.0/4.2
i 0. 4 mL/min 4.1/3.6
i 0.5 mL/min 4.0/4.0
% 0.6 mL/min 3.6/3.4
FEE 30 C 4.0/4.0
R 35 C 4.8/4.3
FEE 40 °C 5.9/5.5
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