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[Product Name: FUROSEMIDE

Batch Number: AM20214088

| Compendia: EP

Quantity: 475 Kg.

Mfg. Date: SEP-2014

l’_mesil‘““ AUG-2019

Date of Sampling: 30/09/2014

Date of An

| Date of Release: 09/10/2014

AR Number

: FPF/14/126

| Storage Condition: - Preserve in well-closed, light r¢
permitted between 15°C to 30°C

istant container. Store at 25°C, excursions

- Test Results Specification
+ No. :
~1. | Appearance Almost white crystalline | A white or most  white crystalline
powder | powder.
2. | Solubility Compiies Practically insoluble in water, soluble in
Acetone, sparingly soluble in Ethanol
(96%), practically insoluble in Methylene
ide. It ¢ lves in dilute solutions of
3. | Polymorphism test by Complies (ooram  pattern of sample
X-Ray Diffraction rdant with that of the
4. | Identification
A)By UV 0.53
B) By IR Complies com *mble with Furosemide
C) By Color Test Formution of red-violet | I’ | to red-violet color.
color
5. | Related Substances
Impurity C BDRL
Impurity D BDRL
Unspecified Impurities | BDRL
Total Impurities | BDRL NM
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| QUALITY CONTROL DEPARTMENT
5 CERTIVICATE OF ANALYSIS
Typea Dispaich for Metapharmaceutical IN/J.S.L. | Page: 2 of 2
 Product Name: FUROSEMIDE | Batch Number: AM 1088
Compendia: EP
' Mfg. Date: SEP-2014 ‘
Date of Sampling: 30/09/2014 ,i 4
Date of Release: 09/10/2014
EZ: Test Resulis Specification
-~ 6. | Chilorides 1
. 7. | Sulphates I
8. | Heavy Metals
9. | Loss on drying 0.25 % - W
A5 °C £2°C
“10. | Sulphated Ash 0.04 /W /o W/W
“11. | Assay by Potentiometry 99. W ) Y% Wiw
! (ODB) i
| 12. | *Additional Tests i
| 12.1 | Foreign Particle No biack particles observed dissolve in  100ml
{‘ on filter paper I [iltered through 0.45p
|1 NMT S black particles on
12.2 | Residual EDTA Less than 200 ppm | NMT 2
X4 (In-house specification) -
12.3 | Bulk Density |
1) Untapped 0.23 gm/mL | Informative
2) Tapped (By 50 0.31 gm/mL {
strokes) ‘
. 12.4 | Particle size 100% sample passes ’ 100% passing through 40 mesh
through 40 me¢ |
* Additional tests determined o
» BDRL — Below Disregard Lim ? 8.0)
¢ Remarks:- The product Comp:lics o3 per _g‘ri‘CkﬁCﬂUO‘
We certify that the material manuiaciure our factory, adc hc SS - /\\"\ [ India Pvt. Ltd. G-1/1,
MIDC, Aurangabad is as per process described in the certificate of suitability. We also certify
that the quality of the matm“ ling to the itability (COS No.: R1-
CEP 1999-069-REV 05) of | A > B
Prepared By /Date Checked 1. g
¢
lastro
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