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CERTIFICATE OF ANALYSIS

Material Name : MANNITOL IP/BP/Ph.Eur./USP-NF Batch No. MB—]SIKF\I}HOS
( MANNITAB F3 )
Party’s Name Sample Quantity : 506000 gm>
Mfg. Date : MAY —2018 No. Of Jar /eﬂ(\ .\\
Exp. Date : APR. —2020 Sampling Date (’ 1 1563 2N8 \ \
Analysis Date \24‘&5’201} S
JC 12 SRS &4
Sr. Test parameters Ph.Eur./USP Spec:f‘catmn Wesults
No. \
1. | Description White or almost white, cryst (ﬂ ?&\K} )
Appearance White, crystalline powder or ffee
granules. (USP) mplies
2. | Solubility Freely soluble in water, pracncw
ethanol (96 %) (EP)
Freely soluble i le in alka
solutions ,slig in pyridine, very
slightly % ically insoluble
in ether h\ Complies
3. | Identification Method'\hB{Q{K;(EQJ\B e
od (U Complies
4. | Melting point / range -170
/ﬁ%ﬁ%\ 167.2°
5. | Appearance of solution . \| The W’b}r{s Slean & colorless (EP/USP) Complies
6. | Conductivity < axttpum 20\iSen¥! (EP/USP) 9.40 pScm’!
7. | Reducing Sugars____ "\ ["WNK[ 0.%._(EP/USP) 0.040 %
8. | Loss on dryin NUNMT 03 Poyv/w (EP/USP) 0.24 % wiw
9. | Nickel ( NMT hpprh (EP/USP) <1 ppm
10. [ Heavy mefals, \ NM'RSppm ( EP) <5 ppm
11. | Related Substange Bylliquid chromatography Should complies
éf g{}ﬁi\ /USP)
"NMT 2.0% w/w Nil
/ IrgpuytN\&\C\/ | NMT 2.0 % wiw Nil
N, Unspekified Irhngi:@/ NMT 0.1 % w/w Nil
) Tetal impfirities NMT 2.0 % wiw Nil
(e S,
Conten H;40¢) Between 97 % - 102 % w/w (EP/USP) 99.92 % w/w
13—+ Mitrobjal Timits (EP/USP)
4Wroblc microbial
NMT 1000 CFU/g. < 1000 CFU/g.
Total Yeast & Moulds NMT 100 CFU/g. <100 CFU/g.
Salmonella Absent in 1 gm Absent
E.Coli Absentin | gm Absent
14. Particle size s o]
Residue on 500 micron Not more than 2 % Complies
Residue on 315 micron Not more than 10 % Complies [ﬂ“’-\
_ | Residue on 40 micron Not less than 70 % Complies \\\ \
Remakk: The material “Confirms” as per Ph.Eur./USP Specification. "
Note harma excipient use only.
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