
sHOUGUANG FU

North-East of Dongwaihuan Road,

REPORT NO: A-20411306004

Exami  ne r  :Zhang  Guoq i  ang

限 公 司
UTICAL Co.'LTD

City, Shandong Province, P.R.of China.
-5101568

ALYsIS

REGlsTER NO∶ zLJL-0510-02

富

Checke r :L  i u  X iaop ing QA∶ sun Wei

teⅡ 0086-536-

PRODUCT OMEPRAZOLE PHARMACOPOElA EP77

BATCH N0 A-20411306004 GROss WE丨 GHT 183Kg/Dl△ lm

BATCH QVANTlTY 320Kg NET WElGHT 15Kg/Drum

MANUFACTURE DATE JLlN06,2013 RETEsT DATE 卜ΙAY2015

ANALΥ sls DATE JtlN O8,2013 REPORT DATE JLlN10,2013

TEsT lTEM sTANDARDs REQVlRED TEsT REsULTs

Characlers

Identification

IR

Test

Appealance ol solution

Absorbance

Related substances(HPLC)

Impurity D

Any other individual impurity

Total impurity

Residual solverts:

a)Acetone

b)Methylene chloride

c)Methanol

d)Toluene

e)Benzene

Loss on drying

SLrlphated ash

Assay% on dry basis

Pafticle Size

A white or almost white powder

IR Conformsto the CRs(2224)

Solution S is cIear(221)

The absorbanoe is not greater than010at440nm

(2225)

(2229)

Not rnore than015o/o

NotInole than O15%

Not rnore than010%

Not rn。 re tllan050/o

Not more than1500ppm

Not more than100ppm

Not morc than1000ppm

Not more than300ppm

Not m。 re than Ippm

NOt morc tllan02%@23V

NOt moⅡ  dlan01%(2414)

CI7H19N303S oonfolllls to990%△ 010%@220l

100% pass 10 microns

almost white powder

L Ompres

Clear

003

Not dcteoted

0006%

008%

01%

607ppm

Not dctected(LOD=14ppm)

72ppm

I7ppm

Not detected(LOD=02ppIn)

0089‘

007%

1001%

. Compl抬 s

Resu l t s :  The  commod i t y  mee ts  the  s tandard  o f  EP7 . l .
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