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QUALITY CONTROL DEPARTMENT Aatri Drugs Limited

CERTIFICATE OF ANALYSIS
Product Ciprofl oxacin Hydrochloride EP Pase I ofl
CAS No. 86393-32-0 Date of Mfs. September 2014
Batch No. cEP/140909 Expiry Date Ausust 2019
Batch Ouantitl 455.14 Ks. Date of Analysis 10t09t2014
A.R" No. E-22n4P0080 Date of Release 17 t09t2014
SR.
NO.

TESTS OBSERVATIONS SPECIFICATIONS

1 Appearance Pale yellow crystalline,
slishtlv hvsroscooic oowder'.

Pale yellow, clystalline, slightly hygroscopic
oowder.

) Solubilitv Complies. Soluble in Water, Slightly soluble in Methanol,
Very slightl¡, soluble in anhydrous Ethanol,
Practically insoluble in Acetone, in Ethyl acetate
and in Methvlene chloride.

J. ldentification
A) Bv IR

Confirn-r. The Inliared absorption spectrum ol test sarnple
being examined must be concordant with the IR
spectl'um obtained fl'om Ciprofloxacin
Hydrochloride WS.

B) Reaction For Chloride Complies. It sives the reaction of chlorides.
4, Appearance of Solution Cor.nplies. The solution is cleal and not more intensely

coloured than leference solution GY..
5. pH 3.69 Between 3.5 to 4.5

6. lmpuritv A (Bv TLC) Less Than 0.2%o Not More Than 0.2o/o

7. Related Substances
o Impurity B
o Impurity C
o lmpurity D
o Impurity E
o Unspecified Impurity
o Total Impurities

0.00%
0.02o/o

0.03%
Not Detected.
0.03%
0.16%

Not More Than 0.2oA

Not More Than0.2oA

Not More Than 0.2oA

Not Mole Than 0.3%

Not Mole Than 0.10%

Not More Than 0.5%
8. Heavy Metals Less Than 20 ppm. Maximum 20 ppm.

9. Water (By KF) 5.96% Maximum 5.7 %o. defermined on 0.2e
10. Sulnhated Ash o.0s% Maximun.i 0.1%. determined on 1 gm

11 Assay (by HPLC)
(on anhvrlrous basis)

99.83% Not Less Than 98.0% and Not More Than
102.0%

12. EDTA Content 50 ppr¡ Not Mole Than 200 oonr.
In-House Tesl

13. Residual Solvents
o Methanol
o n-Butanol
o Toluene

171 ppm.

Not Detected.

Not Detected.

Not More Than 3000 ppm.

Not More Than 5000 ppm.

Not More Than 890 npm.
Opinion : The above product Complies as per EP, In-house Specification with the prescribed standard of qLrality with

respect to above test as per specification No.FPS/CIPR/OI5-A Rev. 02
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Executive Q.C.
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Head Q.C.
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FACTORY : E-22, MIDC, TAMPUR, TAL. PALGHAR, DIST. THANE - 401 506. MAHARASHTRA, tNDtA
TEL:91-2525-271201 1275841 l261203oFax:91-2525-260930oE-mail ;adle22@aartidrugs.com

MARKETING OFF. : PLOT NO. 109-D, MAHENDRA lND. ESTATE, ROAD NO. 29, SION (E), MUMBAI - 400 022.lNDtA
IEL. .91-22-24072249 I 24019025 (30 Lines) cFax.91,22-24070144 I 2407 3462 o E-mail : adm¡n@aartidrugs.com


