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CAS No. 86393-32-0 Date of Mfs. Sentember 2014

Batch No. cEP/140918 Exnirv Date Ausust 2019

Batch Ouantity 451.00 Kp. Date of Analysis 28t0912014

A.R. No. E-22n4P0094 Date of Release 0611012014

SR.
NO.

TESTS OBSERVATIONS SPECIFICATIONS

I Appearance Pale yellow crystalline,
sliehtlv hygroscopic powder.

Pale yellow, crystalline, slightiy hygroscopic
nowder.

2. Solubility Complies. Soluble in Water, Slightly soluble in Methanol,
Very slightly soluble in anhydrous Ethanol,

Practically insoluble in Acetone, in Ethyl acetate

and in Methylene chloride.

3. Identification
A) By IR

Conf irm. The Infrared absorption spectrum of test sample

being examined must be concordant with the IR
spectrum obtained from Ciprofloxacin
Hvdrochloride WS.

B) Reaction For Chloride Complies. It sives the reaction ofchlorides.

4. Appearance of Solution Complies. The solution is clear and not more intensely
coloured than reference solution GYs.

5. pH 3.76 Between 3.5 to 4.5

6. Impurity A (Bv TLC) Less Than 0.2%o Not More Than 0.2Yo

1 Related Substances
. Impurity B
o Impurity C
. lmpurity D
¡ Impurity E
. Unspecified Impurity
o Total Imnurities

0.01%

0.02%
Not Detected.

Not Detected.
0.04%
0.11%

Not More Than 0.2Yo

Not More Than 0.204

Not More Than A.2oA

Not More Than 0.3%

Not More Than 0.10%

Not More Than 0.5%

8. Heavv Metals Less Than 20 pom. Maximum 20 oom.

9. Water (Bv KF) 5.11% Maximum 6.1 Yo, detennined on 0.2g

10. Sulnhated Ash 0.0s% Maximum 0.1%. determined on I gm

ll Assay (by HPLC)
lon anhvdrous basis)

99.02Yo Not Less Than 98.0% and Not More Than

102.0%

12. EDTA Contenl J2 oom Not More Than 200 opm.

In-House Test

13. Taoed Densitl 0.56emhnl. For Information.

14. Residual Solvents
. Methanol
¡ n-Butanol
¡ Toluene

384 ppm.

Not Detected.

Not Detected.

Not More Than 3000 ppm.

Not More Than 5000 ppm.

Not More Than 890 ppm.

oppliesasperEP&In.houseSpecificationwiththeprescribedstandardofqua1ity
with resoect to above test as per specification No.FPS/CIPR/015-A Rev' 02
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FACTORY : E-22, MIDC, TARAPUR, TAL. PALGHAR, D|ST. THANE - 401 506. MAHARASHTM, tNDtA
TEL:91-2525_271201 tz7s}41 t261203oFax:91_2525_260930¡E_mait :adte22@aartidrugs.com

MARKETING OFF. : PLOT NO. 109-O, MAHENDRA lND. ESTATE, ROAD NO.29, S|ON (E), MUMBAI - 4OO 022.tND|A
rEL. .91-22'24072249 I 24019025 (30 Lines) o Fax:9122-24070144 I 2407 3462 . E-mait : adm¡n@aartidrugs com


