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p BRTIF,'ICATE qEr{I$ÁLYS IS

Product {Fo.*}t }'inasteride Mitronired ( Fsrm I )

Qrantlty (4tÉ):40k9

Mfg. date @F A #): Z0tS.0t.o6

Iteport date(-i§"* E S): 2016.ü1.20

l]arrh No. (*rt'á):rTD 160106

Specification (#,É.):EP8'0 :

Expira d¿te (á&.#f á);2021.01.05

Item (lñ El) Specification¡ (4'É,É) Results (á*.&)

Dercriptian
(,1* 4[ )

White or almost white crystalline porvder Almost rvhite crystalline powder

Identification(& r!) IR Meet the requirements

Specilic opticsl rotntiofl
{ rblit"É )

+ I 2,0-+ 14,0o +i 3"13

Loss o» drying
( +B*_É )

<0,5% 0.2loh

I o*,ur.u substance

i t *aí<Ntñ,)

Impuri§ A < 0'3%

ImpuritY C < 0.3%

Any other unknorvn impurity < 0.10 9{

Total impurities ( 0.5 %

0.r6%
0.z\o.

0.03%
0.3%

liesidue Solvent
( rl.g,s*l )

Methanol ( 3000PPm 8l ppm

Etlrarol{5000 ppm 221 ppm

Methylenc chloride ( ó00PPm 9ppm

Isopropyl acetate{50ü0 PPm l2ppm

Toluene ( 890ppm Not detected

Assay(+ f) 9s,o'-l02,o P/,"0. 99.90/a

Partlcle Size(& É) s.,ryffiq Conlorm

f;!g?t-*,//{d§-1

Conclusion¡
(s ih) ",,"r;.ffi¡r@-ffi
Rcnort rlerson:

r*r+¡-l fi+tf-r


