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R.g. No. RQel,'t030

A-1,401.40e& 403,
c.l.D.C. lndustrlal Estate,
Ankleshwar-393 002.
District: tsharuch, Gujarat, lndia.AI-I'SAI,sCmM

Pffi
QUALTTY OONTROL LABORATORY

ThG Drugs & Coemetic Act !94q e tht rules thoreunder

A-R.No.
Batoh size
Date ofReceipt
Oato'of Complotion

r N's.

Date
Date

fg

: ISONTAZII} EP
I12062/II\IH
r 441fiS12012
:03103/

: .lC 1 INII / 062 / 12

: !,050 kgs

I 06/03/2011
r t0/03/2011
;EP

RESULT

flz,20C
Complics.

Passes

6.59
Less than (L 05 % wlw
Lessthan 0,2e/,owlw
Less than l0 ppq
0.29 Vowlw
0.A26Vovlw
W.18% dwon dried brsis

Additional Testr

ple referred to abiive ls of standcrds qu*lity as

per EP vu.

AnalYsed bY

(Q.C.Chemisi)
Checked -by

(Q.C.Incharge)

d/n
/\pprovedbti - (0.A.Manager)

FAGRON IBERICA, S.A.U

ConesPonde allotE de Fagron:

&Nto-

CERTIFICATE OF AilALY€IS

Chsra0ters

Solubility

Identification

.A- Melting point
B- lnfrared absorp-tion

Speotlum
C- Meltirtg point of

Derivative
,dppearauce of Solution

PH (5% w/v sotution)
Hydraaine &
Related substances
Hearry MetalS
lrss on Drying
Sulphated ash
Assay

A white, crystalline powder or
colourless crystals.
Freely solubloin watcr, sparingty
solublc in alcohol slightly soluble
in Chloroform &very sliglttly
soluble in ether.

C ornitted as test A&B:canied

I io,oi to 174'0 c
Should be conoordant with IR
sD€ctrum of Isoniazid CRS
heqcto 231 a c

A solution is clear and not mor€
intensely colourcd tba,retsoln.BYr.
6.0 to 8.0
Nol more than O,O.tYo.,lY/rr

Not more than 0.2 7o w/w
Not more than 10 ppm
Not more than 0.5% dw
Not more than 0.,| o/owlw

99.0 to 101.0 % w/w on dried basis.

04

05
06

07
08
09
l0

l gelatcd substances (BY HPLG)
A-Isonicotinic Acid
Blsonicotinamide
C-Nicotinoyl ltydrazidc
D.$ingle Irnpuritics'
E Total lmDurlite$

Net more tban 0.05o/o
Not mor€ lhan 0" 10%

Notmotc than OJff/o
Not mara rhan 0,I09/o

Not mofethan 0.2Yo

.N.D.

N:D.
N.D.
0.00004'/".
0.rp008%.

, Rr,sidunl fiolvents
(I) Msthmol
(2) Bcnrone
fl) Pwidine

Not mqrt ihan 3-0.00 PPm
Not norc thallA:0 Ppm
Not morc,than 200 oom

6,1.99 ppo
N.D.
N.D,


