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Pmdua_L Name ATENC Lt)l Phiiur T g
' Batch No. - ( IT314A2RIL; : Bach Sive S350 Ke -
Mighae, T Spom JRewsDae T T TN T
‘ f Expiry Date - Awg2022 0 T ARNo.o - IBD 116?01 o
TIMS AR No. { 2102-9555 l LIMS Spe 'spuulu.nmn | L Z102-80 i
N .
* Page No. . [ lof2 i \pcuhmuon ' TST!PL A2/CSICOS ST
L NeRedsonNe o4

o Met_ o Relt Specification _ .

(Characters (Appearance} J\Vhilc powder A white oralmost white powder.
sparingly soluble in water, soluble in
Characters (Sclubility) Conforms anhydrous ethanol. slightly soluble

_i methylene chloride
i . e [nfrared absorption spectra of sample
Tdentification Conforms Py rp' p. ‘ P
and standard are concordant.

Selution § is ¢lear and not more
o - intensely coloured than degree 6of |
Appearance of Solution Confirms : A 3

| the range of refercnce solutions of the

|
| most appropriatc colour.

i
- v arypili B e iR e 0
Sonluﬂl Fotatia .00 The an_glu of optical rotation is +0.10
to -0.10°.
0.01% Para Hydroxyphenyl Acetamide
R [Lnpurity A} NMT 0.10%
0.11% Diol [Impurity B] NMT 0.20%6
Not Detected Bis-Ether [Impurity E] NMT 0.10%
Related Substances (By K : f
HPLC) 0.01% Blocker Acid [Impurity G] NMT
o - 0.15%
Nt Detected .Icrfnoary Amine [Impurity F] NMT
0.15%
| (0.01% Impurity I NMT 0.15%
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~ QUALITY CONTROL DEPARTMENT

_CERTIFICATE OFF ANALYSIS

_BaichNo.:
O Mtn x)m .
L\p!r\ “][L

[ IMS AR No

FINISHED GOODS
17314A2R]] | Bateh Size 535.0Ke
i Sepiul7 I Relest Date NA _
I Aug 2022 i ARNo. : {BD- 176301

2102-9535

{ LIMS Specitication
\u

12102-80

m'g“e No L2012 Specification TS/BPCTA2CS/ICOS/
o | No./Revision No. Lot/4 L
T e T T T T Remit T T Specification ]
0.03% Impurity ] NMT 0.15%
0.01% Any Individual unknown impurity
i NMT 0.10%
0.21% Sum of All Impurities NMT 0.50%
Chlorides < 0.1% wiw INMT 0.1% w/w

L oss On Drying( at 105°C7)

.29 Yw/w

NMT 0.5% w/w

Suiphated Ash

0.05 “ow/w

NMT 0.1% w/w

Assay

f 100.1 Yowrw

99.0% - 101.0% w/w of C3H»nN1O;
on dried basis).

REMARKS : The Sample Conforms with respect to the above specification
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