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VASUDHA PHARMA CHEM LTD
Lz

TELANGANA, INDIA

VASUDHA PHARMA CHEM LIMITED
78/A, VENGALRAQ NAGAR, HYDERABAD - 38

PHONE: +91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576
E-MAIL: vasudha@vasudhapharma.com, Website: www.vasudhapharma.com

[~ CERTIFICAIE OF ANALYSIS |

Name of the ?mduct CISAPRIDE MONOHYDRATE
Batch Number ) CIS/1910004 Analyzedon | : § 04/11/2019
Manufacturing Date : | OCT2019 Expiry Date SEP’2024
Quantity 192.00Kg A.RNo. FP/191430
: S.Nd ~ TEST RESULT SPECIFICATION
1.0 { Description White powder | White or almost white powder. '
N Freely soluble in dimethylformamide; soluble in
2.0 { Solubility Complies methylene chloride; sparmgiy soluble in methanol;
practically insoluble in water.
3.0 | Completeness of solution Complies To meet the tesL.
4.0 ii:r;gg::;inn b Rafnisgt Complies To match with Working / Reference standard.
5.0 | Specific Rotation (at 20°C) -0.23° Between -10° and +10°
6.0 | Water content 3.85% wiw Between 3.4% and 4.0% wiw
7.0 | Residue on ignition 0.05% wiw Not more than 0.1% w/w
8.0 Chromatographic purity by HPLC ]
Any single maximum Impurity 0.07% Not more than 0.50%
Total Impuritieé - 0.25% Not more than 1.00% :
9.0 asxfi{' ;ﬁgﬁnﬂiﬂ 99.5%% wiw N ass B 55,08 and not more than
10.0 | ADDITIONAL TEST
10.1 | Residual solvents by GC HS _ - (R
- ; Methanol 449 ppm Not more than 3000 ppm
Methyl isobutyl k;!onc ~ BDL Not more than 2260 ppm
Toluena . BDL Not more than 890 ppmn
BDL: Below Detection Limit = s T e
Remarks: The material complies as per USP Spécification.
! il Prcparcd By : Check_c& By App:rovéd; By
Siguature [CEPENTEIR S A AT sl
Name K. LOKESWARI P. GOVARDHAN V. BRAHMA CHARY
-4 Designation : Sr.EieputiyefQC : J r.uMgnager:VQC ! Dy.Managar~QC

WManufactured at: Vasudha Pharma Chem Lid. Unit-1,

COA/O02/FO5/00

Plot No.37/A, 38, 39 A&R, Phase-], LD.A, Jeedimetla, Hyderabad-300 055, TELANGANA, Indin.

EFFECTIVE DATE: 01/10/2014
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