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CERTIFICATE OF ANALYSIs
REPORT NO: QC17060115 REGIsTER NO∶ zLJL-0510-02

OMEPRAZOLE PHARMACOPOElA

BATCH NO。 A■20411705039o1250 GROss WElGHT 23.3Kg/Drum

BATCH QUANTlTΥ 89.150Kg NET WElGHT

MANUFACTURE DATE JUN。01,2017 EXPIRΥ DATE MAY。2020

ANALΥsls DATE JUN。06,2017 REPORT DATE MAY。 03,2018

TEsT lTEM sTANDARDs REQUlRED TEsT REsULTs

Chracters

Identiflcation

IR

Test

Appearance ofsolution

Absorbance

Rel缸ed substⅢ⒑e《HPLC)

I1npurity lD

E

Any other individual i1npurity

Total impurity

Residual solvents∶

oAcetone

b)Methylene chloride

ΘMethmol

d)Toluene

e)Benzene

LOss on d丬泛ng

sulphated ash

As蹈y%on dry basis

A wh⒒e or ahnost wh⒒ e powder

'

IR ConfoIⅢsto the CRs (2.2.24)

soluton s k de盯 ⑿。2.1)

The absorbance is not greater than0.1o at440m

(2,2,25)

(2.2.29)

Not rnore than0。 15%

Not rnore than0。 15%

Not rnore than0。 10%

Not rnore than0。 5%

Not more than150oppm

Not rnore than100ppm

'Not more than1000ppm

Not more than30oppm

Not more than1ppm

Not more thm门。2%⑿.2.”)

Not more thm0.1%@.4.14)

F!TH1引N103sconbms b∞。o26-101· 0叮2,2.⒛)

al1nost、 vhite powder

Colmpl忆 s

Cle盯

0,007

Not deteGted

Not detected

0.01%

0.02%

272ppm

Not detected(LOD=o。 65ppm)

62ppm

Not detected(LOD=o。 37ppm)

Not detected(LOD=o。 24ppm)

0。07%

0。 03o/。

100。2%
Results∶  The cOmmodity  meets the standard of EP9.o。

Examiner∶ Zhao GuI:1】【l1gtim
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QA∶ Li LiⅠ :1J【 l1shu
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