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Sr. | Tests Specification Results Pl
No. 4

1 | Appearance White or almost white, crystalline White crystallme‘powder It melts
powder. It meits about 96°C. at 96°C.. o’

2 | Solubility Practically insoluble in water, freely| Practically insbluble in water,
soluble in acetone, sparingly freely sa“iubré in acetone, sparingly
soluble in anhydrous ethanol. sojubie_m anhydrous ethanol.

3 | Identification: P

A) By Infrared absorption The infrared absorption spectrum \Meets the requirement.
spectrophotometry of the Sample preparation sh{fould RN
exhibit maxima at the same
wavenumbers as that of 8] m\:lar
preparation of correspondmg
standard. P
B) By HPLC The retenhon,hme of the major Meets the requirement.
peak of the; Sample "solution
corresponds, ‘to that of the
Standard solutlon as obtained in
the Assay»by HPLC.

4 | Appearance of solution Ahe so_hxtlon should be clear and Meets the requirement.

| colourless.

5 | Related substances by HPLC 4, ™.

Impurity A £/ “YNot more than 0.1% Below disregard limit.
Impurity B <, | Not more than 0.2% Below disregard limit.
Impurity D Not more than 0.1% Not detected.
# -‘M‘:\_ '
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Impurity E Not more than 0.1% Below disreg_&aiimit.
Impurity F Not more than 0.5% Below diS(ggafd'limit.
Impurity G Not more than 0.1% Not detected,
Impurity H Not more than 0.1% MNot etected.

Any other impurity

Not more than 0.1%

(Below disregard limit.

Total impurities

Not more than 0.7%

| 'Below disregard limit.

6 | Loss on drying Maximum 0.6% wiw . % ¥ 0.2%wiw
7 | Sulfated ash Maximum 0.1% wiw /2w | 0.0% wiw (0.02% wiw)
8 | Assay by HPLC Not less than 98.0% w/w and'not | 100.1%wiw
more than 102.0% wiw, Calculated
on the dried basis.
9 | Residual Solvents by GC-HS O
Ethyl acetate Not more thian 5000 ppm 119ppm
Toluene Not moré;thar890 ppm 55ppm
n-Butyl acetate Not«nore than 5000 ppm Not detected.
10 | Z-Mycophenolate mofetil content by Not rﬁ‘b_re than 0.10% Not detected.
UPLC AV
11_| Microbiological examination < ¥
a) Microbial Enumeration Tests, “J
i) Total aerobic microbial count” | Not more than 10° cfulg <10cfulgm
ii) Total combined yeasts and s Not more than 10% cfulgy <10cfulgm
molds count
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b) Test for Specified i (M

Microorganisms: | i

Escherichia Coli Should be absent per g Absentlg "

12 | Particle size by Malvern 4(0.9): Not more than 70 um i ,45pfn/’ ;
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Test Name Impurity Name LOQ (% w.r.t. LOD (% w.r.t. D}sré;jfrd limit
sample) sample) (% w.r.t. sample)
1) Related substances by | Impurity-F - -- ' f:}).OS%
HPLC ‘i"‘; 3
- Impurity-A - - . }r’ 0.05%
Impurity-H - . S 0.05%
Impurity-G - - N 0.05%
Impurity-8 - =N 0.05%
Mycophenolate - ‘I.):-‘r’ 0.05%
Mofetl ' | | oLy |
Z-Mycophenolate Ly A G C | 0.05%
Mofetil ‘ | Ny ‘
Impurity-D 5 s Y 0.05%
| Impurity-E |k £ i - 0.05%
2) Residual Solvents by [ Ethyl acetate | 'J z\a;pp[ﬁ’ Ed - i
GC-HS | Lt el NN |
| | Toluene - T ) *l:ﬂufppm ‘ M -
N n-Butyl acetate . .\g 50 ppm - ] -
3) Z-Mycophenolate Mofetil Z—Mycophegoé@%ﬂ " 0,04% ol 11 1 Y B
content by UPLC ' Mofetil . . o [0 H ; ‘;
e O S NI
‘ /

od

Remark : The‘prodﬁa\ééﬁ!plies as per specification number, SC-DS$-322/03
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