NEWCHE

CERTIFICATE OF ANALYSIS
RBATE MICRONIZED

Batch: NTO780M Manuf. date: | 0472013
Retest date: fL___ 05/2016
= Expiration date: 04/2018

, Tests = Specilficalions Results
_ GENERAL TESTS
C, Appearance White or almost white crystalline powder Complies
Solubiliity Compliss Complies
Identification IR Positive . Positive
Loss on drylng {EP) NMT0.5% 04 %
Specilfic rotation + 40° -+ 66° 0.d.b. +64 °
Water content NMT 0,5 % : 03%
ASSAY
HPLC assay 970 % - 1020 % 0.d.b. 9.1 %
RESIDUAL SOLVENTS
Dichloromethane NMT 600 ppm N.D.
Ethanol NMT 3000 ppm ‘ 1278 ppm
Isopropy! ether NMT 500 ppm N.D.
THF NMT 720 ppm N.D.
Pyridine NMT 200 ppm 29 ppm
IMPURITIES |
L. Imp.A-Prednisolone NMT 0.5% N.D.
C ‘ Imp.B - Prednisolone-17-ethylcarbonate NMT 0.5% N.Q.
Imp.C - Prednisolone-21-propanoate NMT 0.5% 0,05 %
Imp.D - Prednisolone-21-sthylcarbonate NMT 0.5% 014 %
Imp.E - Prednsolone-21-acetate-17-ethylcarbonate NMT 0.5% N.Q.
Imp.F - 1,2-dlhydroprednicarbate & NMT 1.0% 0,12%
Imp.! - Prednisolone-17-methylcarbonate-21-prop. NMT 0.15% N.D.
Imp.L - Prednisolone-17-propylcarbonate-21-prop. NMT 0.15% N.D.
Imp.M - Prednisolons-17-ethylcarbonate-21-butyrate  NMT 0.15% N.D.
Imp.P - Prednicarbate-11-rpopionate NMT 0.15% N.Q.

Each other unspecified impurities NMT 0.10% 0.03%

Complies with cEP

Verona, 21/05/2013 Page 1 of 2

WCHEM spa www.newchemspa.com :
gfde Iega!e/regislered at:viaE.De Ar?wicis 47 - 20123 Milano - Italy Tel. +3902581516 Fax +39 0258151627 E-malk newchem@newchemspa.it

i ice fi i 12437910156
itals sociale Euro 1.000.000 i.v. R.E.A. MI n. 1659575 Iscrizione registro imprese M, codice fiscale e partita IVANat it . .
g;%lllmentolFactory: via Roveggia 47 - 37136 Verona - ltaly Tel. +39 045 504922 Fax +39045 8201568 E-mail: segreteria@newchemspa.it




NEWCHE

CERTIFICATE OF ANALYSIS
PREDNICARBATE MICRONIZED

Batch: NT0780M Manuf. date: | 04/2013|

Retestdate: | 05/2016
Explration date: | 04/2018

" Tests Specliicatons Rasulls
/ IMPURITIES

) Total impurities NMT20% 04%
PARTICLE SIZE

Particle size 100 % < 20 um 100 %

Parlilce size NLT 90 % < 5 um 96 %

FAGRON IBERICA, S.A.U
Corresponde al lote de Fagron:
7 e
Dwe/g(far Técmco
Complies with cEP B
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