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BATCHNo. it 5 ORB0141201 MANUFACTURING DATE 4:7=H# 2015.01.04
QUANTITY % & 100kg TEST DATE ‘ RIH# 2015.01.19
RETEST DATE 5431 2018.01.03 REPORT DATE WEHM 2015.03.24
ltem i H Standard 5 . Result 4 &
Description White or almostwhite crystalline powder.  Almost  white crystalline
R P AR powder S B4 RIENIAR
Practically insoluble in water , freely soluble
T in chloroform.Very soluble in methanol and o H AT
Solubility /@ ethanol JUPARNETK, BTals, 45 Conforms #F&HlsE

VAT FERERN Z

Identification IR Conforms #&#sE
®OH HPLC Conforms &5
Melting Point 44 /5 42~45°C 44,0~44.5°C
Specific Rotation /s -31~ -38° -35°

Water /K 43 <2.0% : : 0.0%

Residual solvents Methanol HAZ<3000ppm <59ppm

TR BV n-Heptane IFB5E<5000ppm 2956ppm
Individual Impurity 8424k~ <1.0% 0.4%

Total Impurities 5245 <2.0% 1.2%

Assay(HPLC) 4 & 298.0%(on anhydrous basis) 98.7%

Bulk Density H:% i Perform and Report ¥l 34 45 0.31g/ml

Particle Size Wiy

D10 Perform and Report #3140 45 3um

D50 Perform and Report #2718 313 & 23um

D90 Perform and Report #8% 3F3R 4 83um

— Total Aerobic Microbial Count $ 754,
imi I'; & B fir <1OCFUII

Microbial Limits $5 4= 4R ji& 1<1000CFU/g g
CONCLUSION; j#f »ifigrm with client standard,

% Yo 1 ¥ /* & " /{‘}_;‘ {ﬁéo
Storage co ditions : Store erature between 2~8°C, away from light.
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Approved Rejected
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