
NEWOHEM
CERTIFICATE OF ANALYSIS

Botch:

BATE MICRONIZED

§peclflcollon¡

Monuf. dofe:

Retesl dote:

Exphotion dqte' f-iJml

Solubilty

ldenl¡ñcolton lR

Loss on drylng {EP}

§peclflc roloilon

Woler conlenl

AS§AY
HPIC ossoy

NE§IDUAL §OIVENTS
Dichloromethone

Ethonol

lsopropyl ether

THF

Pyrldlne

IMPUR!TIES

Whilo or olmost whits crystoilho powder

Complles

Posltlve

NMTO.5 %

+ ó0c - + óóo o.d.b.

NMTO,5 E

97,O%-102,0ño,d.b,

NMI ó00 ppm

NMT 3OO0 ppm

NMT s00 ppm

NMT 720 ppm

NMT 200 ppm

Complies

Complles

Posilive

0,1?,

+ó4 0

0,svo

99,1%

N.D.

1278 ppm

N.D.

N.D.

29 ppm

N.D.

N.Q,

0.05 ,6

0,14 *
N.Q.

0,12*

N,D.

N.D,

N.D.

N.Q.

0,03%

;^
{'

lmp,A-Prednlsolone NMTO.Str,

lmpS - Prednlsolone- l 7-elhylcorbonote NMT 0.S%

lmp.C - Prednisolone-2l-proponoote NMT 0;§ñ

lmp.D - Prednlsolono-2l-elhylcorbonoro NMT 0.5?6

lrnp.E- Prednsotone-2locelole-I7-ethylcorbonote NMTO.S%

lmp.F- l,2dlhydroprodnicorbole NMT t.ffi
lmp.l-Prednisolone-!7-methylcorbonole-21-prop. NMT0.15,6

lmp.[-Prednisolone-I7-propylcorbonole-2]-prop. NMT0.l5f
lmp,lvl - Prednfsolone-I7-elhylcorbonote-2¡-butyrote NMTO.IS%

lmp.P- Prednlcorbote-l l-rpoplonolo NMIO.ISjB

Eqch olhsrunspeclfled impurilles NMT O.lO%

wilh cEP
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PREDNICARBAIE MICRON IZED

NTOTSOM Monuf. aote: Io¿1zOl¡l
Rotest doie: i- oslfoui

Exptratton oater [@

¡ Tolol lmpurilles

PARTICLE S¡ZE
Porticle she

Porlllce slze

NMT 2,0 %

100%<20tm

NtT90E<5¡Jm

0,4%

r00 %

967"

r.
L,

FAGRON IBERICA, S.A.IJ
Corresponde alfote de Fagron:
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