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CERTIFICATE OFANALYSIS

: Oxacillin Sodium Monohydrate BP2018/EP9.0 (Compacted)

: P/OXC-0004/19 Date :

: FP03020119 Date of lVlfg. :

: 1000 kg Date ofExp. :

PENAM LABORATORIBS LTD.
Joniawas, Oharuhera, Distt. Rewari Haryana-123106

Te l. : (+ 1 27 41 267 286, 267 287 F ax : (+L27 41 267 285

E-mail: penam@vsnl.net Website : www.PENAM.in
Govt.
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TEST RESULT SPECIFICATION

Description

Solubility

I rierrtiflcati on

By IR

Reaction of sodiurn

Appearance ofsolution
Clarity
Absorbance at430 nm

pH

Specifi c Optical Rotation

Related Substance
Impurity B
Impurity E
Any highest irnpurity
Total impurities

Ethyl acetate

Butyl acetate

N. N-Dimethylaniline

2-Ethylhexanoic acid

Water

Assay

Additional Tests

Tapped density
Particle size

Pass through 20#
Pass through 100#

working standard

: Cives reaction (a) of sodium

: Clear
:0.023

:5.52

: +205.3o

: Not detected
:0.l1Yo
:0.12o/"
:0.39%o

:0.33o/owlw

: Not tested*

: Not tested*

:0.21o/o

'.4.36Yowlw

:98.76%owlw

:0.87gm/ml

:92.lYo
:34.3o/"

that of working standard.

: Should give reaction (a) ofsodiur4

: Should be clear
: Not more than 0.10

i 4.5 to 7.5

: +1960 to +212"

: Not more than 1.5%o

: Not more than 1.Uoh

: Not more than 0-5Yo

: Not more than3.loh

: Not more than 1.0%o w/w

: Not more than 1.0% w/w

: Not more than 20 ppm

: Not more than 0.80% w/ry

:3.5o/oto 5-0o/owlw

:95.0%oto l02.0yo w/w of CrqHrsN:NaOsS
(On anhydrous basis)

: Not less than 0.80gm/ml

: Not less than 907owlw
: Not more than 35%oWw

: White granules : White or almost white, granules

: Freely soluble in water, soluble in : Freely soluble in water, soluble in methanol
methanol practically insoluble in practically insoluble in methylene chloride.
methylene chloride.

: IR spectra of sample is similar to that of : IR spectra of the sample should be similar to

IiITMARK : The product complies with BP2018/EP9.0

Note * l- N, N-Dimethylaniline and Butyl acetate are not used in manufacturing process

2- Material shall comply with current editions of IP, BP and USP if tested, wherever applig

Sign with date dq-"Y
Tqr,ilI?

Designation Analysed by
(QC- Chemist) (QC- In-charge) (QA- Head)

Forrnat No - QAO14-F-04-04

Regd, Off. I F-223, New Rajinder Nagar, New Delhi-110060 Ph.: 011-45084500 CIN: U24231D11989P1C037287


