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CERTIFICATE OF ANALYSIS

White or almost white,

FLUCONAZOLE, Ph.Eur.

HFACT I130047

November 2013

s0.000 Kg

Identit'ication

a) l),v-' l.R

Appearance of solution
(5 il uly 1s!y1!9!J! mgth!!g|_
Loss on drying (drying in an oven

at 105"C , determined on 1.000 g,

%t w/u,)

Page No.

A.R. No.

Date of Release

Retest Date

SPECIFICATION

Slightly soluble in water,
freely soluble in methanol,
soluble in acetone.

The LR. spectrum of sample

recorded as KBr pellet should
be concordant with similarly
recorded spectrum of
Fluconazole Crystalline
Polymorph Form-lll working
standard.
Solution should be clear and

colourless.

Not more than 0.5 %

Not more than 0.1 %

Not more than l0 ppm

Not more than 0.3 %

Not more lhan0.3 ''/o

Checked By

T. Satish Kumar

25ltt/2013

Thc l.R, spectrum of sample
recorded as KUr pellct is

concordant with similarly
recorded spcctrum ol
F'luconazolc Crystalline
Polymorph liorm-UI working
standard. :'r"-,

Solution is clear and colourlcss.

RESULT

Almost white,

s<lluble in water, freely
in methanol. soluble in

acetone.

Less than l0 ppm

0.n v,

0.02 %

Approved By

T. Venkateswara Rao

25fi112013

Slightly
soluble

Sulphated ash
(d9terynin_e9! o1- l0 g,_% w/w.

lleavy metals (ppm)

ffetaiea SuUstanies Uv ftPt,C'
('% v'.tu')

o I;luconazole isomer
(l'h. Eur. Impurity A)

o Tritriazole derivative

Prepared By

A. Srinivas ReddyName

Signaturc

l)atc

I ornrat No : QC064-li0l-02
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Product Name

Ilatch Nlmber

Mlg. Date

, Quantity

,S. Nu.,
-t l.

TEST

Ditriazole benzene
(Ph. Eur. Impurity C)

o Any other

r 'l'otal

Assay fny titrer*try, '1" */*, a,
('tt!,:!-:NaO, on dried basis)

Additional 'l'ests

l0,l Bulk llensity (g/ml)

r Untapped

' Tapped

10.2 Particlc Size Analysis
(Ry Malyern particle size
analyzer) (p)

r D (v, 0.5)

r P (v, 0.9)

NON-ROUTINE TEST:

Microbiological Limits
a) i. Total aerobic microbial

count (TAMC)
ii. Total combined

yeasts/moulds count
( fYMC)

b) l:scherichia coli

SPECIF'ICAI'ION

Not more than 0.1 %

Not more than 0.10 %

Not more than0.6 o/o

Not less than 99.0 o/o and
Not more than I U.A %

Report results

Report results

< 100 u

5200p

Not more than 1000 CFU/g

Not more than 100 CFU/g

Should be absent

RESUI,l'

No1 detecterl

0.0s %

0.18 %

t40.6 %

0.41 g/ml

0.88 g/ml

52 ft

163 p

Less than l0 CFtJig

Lcss than l0 CFU/g

Absent

Signature

llate

lrornrat \o : O

Prepared By

A. Srinivas Reddy

25t11t2013
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CERTIFICATE O[' ANALYSIS

HFACI I130047 13FPo1346

November 2013 Date of Release

50.000 Kg Retest Date

FLUCONAZOLE Ph.Eur.

Checkert By

T. Satish Kumar T. Venkateswara Rao

2sfiU2013 25t1lD0t3
\o :(Xl()6-l l-()l ()2
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CERTIFICATE OF ANALYSIS

Product Namc TLUCONAZOLE Ph.Eur. Page No.

Batch Number HFACl1ls0047 A.R. No. l3FP0l346

Novernber 2013 Date of Rclcase 23llt/2013

Retcst Date October 2016

Chemical Names of Related Sabstances:
/ (2RS)-2-(2.1-difluorophenyl)-l-(lH-1,2,4-triazol-l-yl)-3-fiH-1,2,1-rriazol-1-yl) propan-2-ol

lFluconuzole isomerl [Ph. Eur. Impurity AJ

r 2-[2-.fluoro-!-( I H- I ,2,1-triazol-l-yl)phenylJ- I ,3-bis( I H- I ,2,1-triautl-t-yt)propan-2-ol.
lTri Triazole derivativeJ [Ph. Eur. Impur$ Bl
l, l'-(l ,3-phenyle:ne)di-l H-l ,2,4-triazole.[Ditriazole benzenel [Ph. Eur. Impurity CJ

2 - ( 4 - I.'Iuoropheny l) l, 3 - Bis ( I H- l, 2, 4 - Tr iazol - I -yl)pr opan- 2 -o !
lDesfiuoro FluconazolelIPh. Eur. Imparity DJ

RI.lMARKS : The material complies as per the above specitications.

-i Prcpared By Checkcd By Approved By

A. Srinivas Reddy T. Satish Kumar T. Venkateswara Rao

Signature

l)ate

l-ornral No

2511U2013 25t1U2013
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