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CAunDAD 7,
B CATEO s 7% G
Product MEBENDAZOLE. EP [POLYMORPH "C"] Q.C. Repoa Na. : QC/FP/ 177
datch No. 1771112 - WC Dato of Rewlpt  :26.11.2012
Date of Mg (NOVEMEER - 2012. Daie of Analysls : 27.11 2012
Ra teat Date (OCTOBER - 2017. : Batch Slze : 1000.0 Kgs
Qty. Sample :60.0pgms
BESULT OF ANALYSIS
Sr. No.  |TEST OBSERVATICN SPECIFICATION
1 CHamctary Whita smorphous poeder slmost | Whits to slmost whike amorphous powder
odoLrisss. & shows polymorphsim | pimost odowrtess. It shows pelymorphsim
- 2 Solubility Complies Fremly solubla In Formic acld
The IR absarption Spectrum of KBr
Dispersion of the sample exhibits maxima
3 damntificatian(l.R.) Compliey atthe same Wave lenigth as that a aimiler
preparution of mabondazols palymerph
EP CRS
4 Rolated substances [NPLC] Complles Total Impurities NMT-1.0%
1) Impuritiea G Not detecied NMT 0.50 %
it) Ay others Impurity Complles NNT 0.25 %
1lj) Total Impurky ' Complies Total Impurttiss NNT- 1.0%
5 Loas an drylng (%wiw) 028%. NMY -0.50 %
[ Sulphated ash (Kwhw) 0.068%, NMT -0.10 %
T Hoavy Metals Campliss NMT - 0.002 %
8 Molting point 88 -282°C 288 °C - 285°C
2 Puarticle Siza Complies 0% <75 Microna
10 Color of Balutlan Complics NMT - 030 @ «00nm
- 11 |Assay 08.65%. 93.010101.0%
12 Reokiuel solvents Compil
1) Methanol Compiles NMT: 3000.0 PP
1) NN DMF Complies NMT:880.0 PPM
Hl) Acetic acld Neat cled NMT: 8000.0 PPM
) !;-nznnn Not detecied NMT: 20 PPM
Remarks P;l | patl
Tha LR graph of this batch Indicates the pr of potymorph “C
Report: In tha opinion of the undarsigned the samplo referred Lo above I8 of / le-Rotaf swndard quallty &s defined In tha Art &
Rulas madse therounger of EP N

Analyaed By scked By

. h 15C 70012008
Plant : 6005, GIPC, Ankisshwar 393002, Oist. Bhoruch, Gujaral - India Roglsierad AM
Tel: (02646) 224 114/222 808 QMS/C1144/0795  OF AF MIA
Fax:(02646) 238 475, E-mail: ank@komalle.com (ISO 9001-2008 & ]SO 14001 -2004 Certified Cornpany)
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