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CERTIFICATE OF ANALYSIS

Code No.: RD-JB-Y332-02

i & Lraen % . %’i’%’g‘

Product name Wk Cilsssphenicol it o, | TAUS0R00N
R Er=HiY A REEM —
Batch No. CH13517 Mfg. date 2013-12-31 Report date 2014-1-8

i dik - AR 2R3
Batch size 500kg Package size Zokgldrum Retest date
A EP8.0/BP2013351E ik o
Parameter Specification of EP8.0/BP2013 + Restlts
BEMREE, A OHERIEIRKEHRE&. ﬁﬁﬁ?ﬁ%ﬁ%ﬁﬁi
A vhite, greyish-white or yellowish-white, fine, crystalline powder A yelg wlh o
B or fine crystals, needles or elongated plates. 3 ;
Appearance WOBFK, HBETFLRMMPIIN. AGETFLRb R G, HTRBZ e
BRI ADEWA A NE. Slightly soluble in water, freely soluble in HaEmE
alcohol and in propylene glycol. Its alcohol solution is Qualified
dextrorotatory and its ethyl acetate solution is levorotatory.
5
Identification
HifE Between 149°C and 153°C 149~152'C
Melting range
£L5% 21430 8 A= B HE D 1 e — A4l
Infrared absorption ?Iﬁ’l‘lﬁ!lu’h\’.—ﬁfl?(&';lllLﬂlu Z 3 ?“if = kl.%
spectrophotometry IR spectrophotometry similar to which of Chloramphenicol CRS Qualified
A0, 1g, M20mlEZ5ULRERIZK, RI%, W0, Il BBV, TEnA
AN FEATRIT0. Iml AY0. 02MAEARER0. 024 L1 4E.
rA_ ‘
Aciditymi?ﬁa:ﬁalinity To 0.1 g add 20 ml of carbon dioxide-free water R, shake and %mlﬁl‘% ;
add 0.1 ml of bromothvmcl blue solution RI. Not more than 0.1 ml of Qualified
0.02 M hydrochloric acid or 0.02 M sodium hydroxide is required to
change the colour of the indicator.
Lol RE o o °
ShectPic aptival Totstin Between +18.5° and +20.5 +19.1
A7 FeH W— e ihi<0.5% .62
Related substances Individaul impurity<0.5% .

Cl’?‘m:'% <0.01% <0.01%
hlorides
FRRE <0.3% 0. 1%

Loss on drying
LA AR 4y =
Sulfated ash =0.1% 0.03%
a it 98. 0% 102. 0% 00. 1%
Assay - 0% to . 100. 1
Y% Bacteria <10CFU/g <10CFU/g
TFHERMBHEE L Nold & yeast Misene pew S
YRR v : A/ g ES o
Microbial limit KI5 Escherichia coli Aigent o Abising
FERME R & 2 (A Bk o o
Pseudomonas aeruginosa & i/ AA il
Absent per g Absent
staphylococcus aureus
it A RIS EPB.0/BP201345E.
Conclusion: The product complies toEP8.0/BP2013.
WA A ENARTF
Packaging and storage  |Preserve in well-closed containers, protected from light.
A SHA o HHEA e
QA Approval: Reviewed by: ERW Prepared by: AR =




