Items X H 3
Characters 1548
Appearance Y10

Solubility f #7

Specific rotation HERERE
Identification %25

ldentification A(by IR)
A

Identification B{by HPLC)
=0 B

Related substances 345
(TR A
Azathramyein
4-FEEHRE A
4’ -epoxy-Azathramycin
4-0CBZ-4 - H @ i E A
4-0CBZ-4"-epoxy-Azathramycin

Other Single Impurities F{h 81— 245

Total Impurities & %
Loss on drying F426 8
Sulfated ash $EF i
Heavy metals 54/
Residual solvents 4 8 #5

Methano] FifE

Acetone FE

Isopropyl ether B Rt

Microbial limit 44900
Total aerobic microbial 75 218 &

Total Combined Yeasts and Molds
A A

Escherichin ARESH#

Bacterial endotoxins 40§ ¥ %

Assay St

Specification 47k

White or almost white powder B ®E8 S8k

Very soluble in Methanol, acetone, acetic ether and dissolved in

ethancl E£7RE. TIME. ZRIZREF 8, £Z.0P 5T
220 ~-26

The IR spectrum of the substance to be examined corresponds to the
spectrum of Tulathromycin RS.25; (41 &0k & P38 5z 5504 P8 5 04
Hi—a

The retention time of the major peak of the Sample solution
corresponds to that of the Standard solution, as oblained in the Assay.
EFEMEE FoREHEP, S (R B 6
57 G B e R I D — 3

Not more than 2.0% 4§ 2.0%
Not more than 2.0% F3§4t 2.0%

Not more than 1.5% 384t 1.5%

Not more than 0.5% 83T 0.5%
Not more than 3.0% 548 3.09%
Mot more than 2.5% it 2.5%
Not more than 0.1% F§&id 0.1%

Not more than 20ppm 4932 20ppm

Mot more than 3000ppm 83T 3000ppm
Not more than 5000ppm 1833 5000ppm

Not more than 5000ppm 759333 5000ppm

Not more than107 cfw'g F483 107 chug
Not more than10' cfig FiHit 10'efulp
Absenty AT ilg

Less than 2EU/mg #»F 2EU/mg

The Sum of TulathromycinA and TulathromycinB should be
96.0%~102.0% (on the dried basis). i Fi2 S, SLEBEAR
LHWFE B Z I 96.0%-102.0%,

Conclusion: The product complies with the enterprise standard. i FRATE el AR
#* B

Result #557

White powder
Si=iEd
Conforms

FrERE
24"

Caonforms
HERE

Conforms

e

0.041%

Mot detected
AE

Not detected
A

0.1%

0.46% '
1.7% K

0.04%

Conforms
TR

44 ppm
19 ppm
Not detected

ekt

=< 10cfulg

<< 10cfu/g
Absent F#H il
Canforms

& iE

97.6%



