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Hubei Gedian Humanwell Pharmaceutical Co., Ltd.
Addre¡s: Gcdiar §tonomlc Developmurt District, &zhou 436070, Hubei" P. R. Chtn

CERTI {'ICAT§ Oq AI'{ALY§I§

Product : Ftrnactortde Mlcronlzcd ( f'orrn t ) B¡tch I§o. : FTD 161003

Qurnti§; 8kg §pcdficrtiou :8P8.0

Mfg. dnte : 2016.1031 Expirydrlel 20Zl.t0J0

Item Specifications Results

Demrlptlon White or almost white crystalline por*der Atmost rvhit* crystalline powder

Idrnttffcrflon- lft fomprisor:f inasreriüe C RS-
Sam ple spcsln¡x!-¡s sim i lar to

that of rc fqrEnce standard.

Lo¡¡ on dq{ng <0.§ % 0.03Yc

§pedfic optlcrl rot¡tlon +12.0§* +14.0o + I ?.9'

Rr¡rtcd substrnces

lmpurity A < 0.3% 0.r3%

Impurity C < 0.3% 0-22o/o

Any othcr unknown impurity <0.1§ oÁ 0.03%

Total impuities ( 0.5% 0.38%

Rcsidual §olvert¡

Methanol ( 3000ppm ?l Sppttt

Ethanol ( S0@ppnr 2?8ppm

Mcthylene chloridef600ppm Not detccted

Isopropyl acetate §5000 ppm Not detected

Toluene §890ppm Not detcc¡ed

Arsay 98.0 * 102.CI % 98.9Y¡

Pr"rtlcle §kc l00o/o90Frn Confurm

Q.C. dircctor: "#rfrl'\'{ 
'Dnte: ?-ltb. tfV?
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