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u Sha*da*g Xin*ua Plarmacel¡tical Ca., Ltd

14 Dongyi Road, Ziho,25i0Ü5 Crhi¡ra 'lel:8ó-533-2196807

Commodity: Hydrocortisone Bass Micro §P8.0

This is to certity that we, lhe undersigned have inspected the quality of the ábove menlioned goods and

Itarrs E*erifícatlo¡ Resslts

Batch No 1 4033

Batch Quantity 1O KG

Appearance White ór af most white

cryl§_,n§,pgwggl*
White crystalline powder

ldentification:

A: lnfrared absorplion Complies Comnlies

B: HPLC Complies Complies

Specific Roiation (on the dried basis) (+o) 1 62-1 68 tr)J I

Related Substances: lmpuritv A (%) <n) 0,06

lmpurity B (%) <() , 007
lmpurity C (%) <o6 Disreoard

lmnuritv D l%) s0.5 0.4

lmnuritv E l%) <nñ Disreqard

lmpuritv F f%) <n? 0.06

lmpurity G i%) r0.4 0.'l

lmpurily H (%) s0.1 5 Disreoard

lnrouritv I l%l §0.5 0."1

lmouritv N {%) r0,1 5 Disreqard

Any lndividual lmpurity (%) s0.1 0 0.066

Total lmpu¡'ities {%) <2fi 0,99

Loss on drying {%) s1 0 022

Assay (on the dried basis) (%) s7.0*103.0 99.5

Residual Solve:':ts;

1 2-Dichloroethane (%) <q Not detected

Methanol {opm) s1 000 638

Chloroform {ppm) s60 Not detected

Microblal Limits:

Total aerobic mlcroblal count ( s800 <10

Fungi (cfu/s) s80 <10

E.Coli (cfu/g) Not lound Itlot found

Particle Size

< 5um i%) ¿90 oc

Manuf. Date NOV,2014

Date NOv. 201 I
Conclusion: fhe product is tested in acqordance wiih Ph ñur.8.0. The above ilerns meet the requirements


