Aste ol bkl

Orlistat B 74l ~

BATCHNo. #t = QRBGT&%’!ZOZ " MANUFACTURING DATE EFEEM 2016.01.02
QUANTITY ¥ &  20kg TEST DATE W HE  2016.01. 04
RETEST DATE i EO?Q.D&IW REPORT DATE e Hi Wﬁi
ftem W H Standard B¢ HE Result & X
i Almost white crystalline
Description White or almost white crystalline powder. ot
R | EtEsE s RRIR S 1 s R
Identification IR Conforms & E
E | HPLC Conforms & #E
Melting Point % & 42~45°C - 43.5-44.5C
Specific Rotation HejEfE  -48~-51° -50°
Water /K 47 <2.0% 0.1%
Residue on ignition 0A% 0.08%
v e
Heavy Metals BE4:JR <10ppm <10ppm
Residual solvents Methanol Hf#=3000ppm < 59ppm
% P 7 n-Heptane 1EBEEEs5000ppm 2240ppm
Individual Impurity '
A <1.0% 0.49%
Total lmpumses? 2.0% { 0%
B s
Assay(HPLC) 1 ‘% 298.0%(on anhydrous basis) 98.2%

CONCLUS!ON The results conform with enterprise standard.
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Storage Preserve in tight,dight-resistant contain

QC MANAGER QC & 7

FINAL BATCH DISPOSITION
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Xialian Village, Xukou Town, Fuyang City,
Hangzhou City, Zhejiang Province, China

Telephone: 0086-571-63288033
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Hisun Pharmaceutical (Hangzhou) Co., Ltd.



