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Tvue: Dispatch Pase: 1 ofZ

Product Name: FLIROSEMIDE Batch Number: A\YI}A?f3 D6

Compendia: EF Ouantitv: 125 Ke.

Mfs. Date: OCT -2013 Retest Date: SEP-20i8

Date of Sampling: 25/10D013 Date of Analysis: 2511012013- -, 'f
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"0/l1 
|1fi1? A.R Number: FPFl13l174

Stonage Condition:- Frotect from light and store at temperature not excseding 25"C

i:. I rest R.esults Specilication

I Appearance etrnost wtrite crystalline Powder A white or aLnost white crystalline,

oowder.
,2. Solubility Complies Practically iasoluble in water,

soluble in Acetone, sParinglY

soluble in Ethanol (96%),

practically insoluble in Methylene

ittoride. It dissolves in diluter

solutions of alkali hYdroxide. l

). Folymorphism test by
X-Ray diffraction

Complies >m:l Aitnactogram Pattern ofl
sample should be concordant with
that of the standard Pattern

4. Identification
A) Bv UV a.54 0.52 to 0-57

B) By IR Complies Stouta Ue comParable with
Furosemide working standard.

forrnutio" of a red to red-violel

color.
C) By Color Test Formation of red-violet color

5. Related Substances

hnpuritv C BDRL NMT 0.27o 'I' i

imuuriw D n iAo/^ NMT 0.15%
NMT 0.70%Unsnecifred lmpurities BDRL

Total }npurities n fi60/^ NMT 0.5 %
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CERTIflCATE OF ANALYSIS
Tl'oe: Dispatch Pase:2ofZ
Product Name: FUROSEMIDE Batch Number: AN120273 126

Compendia: EP Ouantitv: 125 Ks'
Mfe. Date: OCT -2013 Retest Date: SEP'2018

Date of Samnline; 25/10/2013 Date of Analysis: 2511012013

Date of Release: 30/1.1./2013 A.RNumberz FPFl13l174

Sr.
No,

Test Results Specffication

6. Ctrlorides Less than 200 ppm NMT 200 ppm
,7

Sulphates Less than 300 ppm NMT 300 ppm

8. Heaw Metals Less than 20 ppm NMT 20 ppm

9. Loss on drying
At 105 aCtZaC

0.28 % NMT O5Yowlw

10. Sulphated Ash 0.06 % NMT 0.lYowlw

11. Assay by PotentiometrY
rODB)

99.42% 98.5% to 101.0% ilw

12. *Additional Tests

72.1 Foreign Particle No blact particles observed on filter
paper

1Ogm sample dissolve m IUUmI

acetone and filtered through
0.45p filter paper. NMT 5

black particles on filter PaPPr. *
t2.2 Residual EDTA

tlln-house specifi cation)
Less than 200 ppm NMT 200 ppm

12.3 Bulk Density
1) Untapped
2) Tapped (By 50

stokes)

0.24 g$lnL
0.30 $n/ml.

Informative

IOO'4" passing through 40 mesh
12.4 Particle siZe 100% sample Passes through 4U mesn

t2.5 Particle size tOy. particles are less than 0-78 prm

S}YoPasicles are less than 2-24 Pm
90% Particles are less than 4.44 Pm
t}O% Particles are less than 9-90 pm

For Informative

*Additional tests

BDRL - Below l

Remarks:- The
We certifu that tl
MIDC, Awangi
that fte quatitY o
rrFD 1000-n60-x

determined as per in-house requirement

)isregard Limii (Disregard l,imit is 0.05% as pff EP 7'q 4

product Complies as per EP specification

ie material manufactr.ued in our factory, address - AMRI India Pr-t' Ltd' G-1/1'

lbad is as per process described in the certificate of suitability' We also certiff

itfr" *utoiaicomplies according to the certificate of suitability (COS No': R1-

Fv o{\ of the monosraohs of the European PharmacopoeiL
n
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