7 s he e e m ke SR TR

O\Z06\S

L T

e 00 4R

Orlistat suf= 1t
BATGH No. #t..%.. ORB0141201 MANUFACTURING DATE 4:7=H#l  2015.01.04
e QUANTITY. | 3¢ B 78kg_ TESTDATE . _AWHH 2015.00,49 oo o

RETEST DATE SR 2018,01.03 REPORT DATE RGEM 20150324

ftom d H Standard ¥ 7 .. Result 4§ R
Déseription Wrﬁteoramxosiwhit_e'prystailine-powder. Almost white  crystalline
R PRSP R R powder 2REFAGLRIETIR

Practically nscluble inwafer, friesly soluble
In chlorofomn.Very soluble in methanol and
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£ 5 HPLC Conforms #4488
Melting Point 3§ 5 A2~46C 44.0~44,5°C
Speclfic Rotation HiE 31 u38° -35°
Water 7k 4 22.0% 0.0%
Resldual solvents Methano! FE¥<3000ppm <59ppin
bl n-Heptane 1EBE<5000ppm 2956ppm
Individual Impurlty 2% <1.0% 0.4% -
Total Impurities Bavm 52,0% 1.2%
Assay(HPLC) & # 208.0%(on anhydrous basis) 98.7%
Bulk Density 4k Perform did Report #3380 % 0.31g/ml
Particle Size B¥ Y
D10 Perform-and Report 383430 & Jum
DBO Perform and Report #3014 4 23um
DYo Perform and Report 858313 4 83um
Microbial Lirits % ﬁz%llﬂfﬁ Tofal Asrobic Microblal Count JAF# <40GFUlg
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