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CERIITICATE OF ANALYSIS

Coda No.: RDJB'Y33242
It4

Product name S(?8# Cltlolarphenicol &1&€'
ldentilication No. 141305091r

r+ril,*ft-?
Batch No. cnissr?l #fffij | ,o,r-,2-:r ,E*EJ{i]

Aeport dale 2014-1-B

,r lir
Batch size

Eooksl ,rff#fo- | zsxoro*, fl:JCI}I'J
Relest dalc 20i7-1 I

J,i B
Parameler

EP8.0IBP2013&nifE

$pecification of EP8.0/BP20l 3

tli
Appearance

*ttsktr{ii. * {., fr' g & s * t* *, fi 3jif ttt # fls "
A xhite, greyish-white or yellowish-s'hits, fine, crystalline porder

or fjni crystals, needles or elongrted plates,

ffi:ifrFl3,gfF,l*.fl)ft ., :',
A yetto;ih-white, fint ,r, ,.,.:.-- ll'-1 i';crystalline oowder. nebdles.

fili*f 7rk, E) i*r z'w. ltlw: ll?. +'F tr+ z ng 4' frif i{l,] /tfir, ifi f il;titrJ 4
Wrtt{tJi*tg.rrEfff. Slightly so]ub1e in nar*r, freely soluble in

alcohol and in plopylene glycoi, iis alcohol solution is
dextrorotatory and its ethyl acetate solution is levorotatory.

4ta +ril +r1! EMI
Qual ified

l#r'J
ldentificati!n

ffi#
llelting range

Between 149C and 153e 149-152C

ltl
Infrared absorplion
$psclrophotometry

qtll H ){i N t:t *4 tgrl?, L{ ii} -*
IR spectrophotomelry similar to which of Chloramphenicol CRS

$a*x#.
Qualified

Mtd,s
Acidity or alkalinity

4(frt,0. rs, /np0illfr=S[,kr&#J7i, S'r1S, ;lrro. rnli*EEt1,]:l{ifiitk. lfart{
s{sn.IrH+8ai[cij0. Isi ltr0. 02]lillffir]o. 02ili{${.{tti!.

To 0, I g add 20 ml of carbon dioxide-free ryater R, shake and
add 0. 1 ol of brorcth;;=cl biue solution Rl. }iot more than 0. 1 ml of
0,02 il hydrochloric acid or 0.02 trl sodir-m hydroxi<le is required to

change the colour of the indicator.

'di#tx,E
Qual i fieci

[txj€,J.
ipecific orrtical rotatior Betveen + 18. 5' and + 20. 5' +19. 1'

1 ,XqrJtfr.

Relatsd sulrstanees
.+-ftfidt<0.5%

lndividaul imolritv(0.5% <0.5%

'fl.lL#l
Chloridas <0.01% <0.01%

T#ptfi
Loss on drying <0.396 0. 1%

ffifit?tlfi|
Su,fated ash <0. 1% 0.03%

sdl
Assay 98.0% to 102.0S 100. llb

'fiil,kffiwi.
Microbial limit

i'l[H& Bactelia {:OCFU/E <l0CFU/g

ffi&fi:Sf"&H'*i l,told & yeast 4<',#&.til/e
Absent per s

,.{,tlI
Absent

,t,61*fr!ffi Escherichia coli 4ftj.1&{r/e
Absent per g

*f$l1r
Absent

{A# {H rP X&6*i # iqe, ffi *trr,t6
Pseudomonas aeruginosa &

stachylococcus aureus

$'#fEilt/e
ibsent per g

*{ftll1
Absent

!**
Conclusion:

& #'{f * E P8. 0JBF2! 1 3*,i}&.
ths product cornplies loEp8.0/8P20{3.

&**11W1*
Packaging and ctsrage

trJt##"
Preserve in well-closed containerg, protected f.om lighl.
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