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Name of product:Met¡¡nldazole Batch Size:1000KG§

flt€-, &*' 25 alrtw'tfr

Batch Number.:01220150155 Packing I ir 25kg/drum

&FEffi' l*IÑHh!' ExpiryDale::AN'2s19

ManufacturingDate:JAN,20l5 DATE 0r RELEA^§§rJAN'20I5

{*ffiñ{+, i&}ú' #l+l*F
Storaget store in a rvell-closed contalner, protected frorn light'

GMP CERTIFTCATE NO.;J0156 COS NO'R0'CEP 2007-309-Rev 02

REACH NO,: 05-2 I 143246594 I -0000

tx,w#x
RE§I]LT OF ANALYSI§

MH (ITEM§) +,T& (§TAN)ARDS) *il{]#R (RESUUTS)

,1ffl,
Aooeara*ce

White or yellowish crystalline powdcr COMPLY

w*.rH
Solubilitv

§lightly solubte ín water, ace{one, 96Yo

alcohol and in methYlen§ S!&I49.-
COMPI-Y

ssü
Identification

A:IR
B:UV

COMPLY

:ilñr§ Melting point 159-163C 160.4- i 60.7 "C

+,ffitrÉ
I oc< nn ¡lnrin

0.5%MAX 0 t8%

'lAitffiia
Residue on iaaiiion

0.1% MAX 0.06%

,fdiktl'X[
Aonearance ofsolution

SUSPENSION II
AND SOLUTION GY6

COMPLY

&Hi§ñ1
Residual solvents

EPOXYETHANE<62OPPM NOT DETECTED

E*ffi IIeavy Metal 2OPPM MAX <2OPPM

'M*qfi+h'fir/.

M i crobiological purilY

lIotal count ofbscteria and fungi (surn):

NMT 100 CFU/g

Enterobacteria: Absent in I g

Pseudornonas aeruginosa: Absent in I g
Staohvlocoecu§ aureu§i Absent ilt 1 g

COMPLY

H*tJffr
Related substances

AnY imPuritY:0.1% MAX
Any other impurities:ü.05% MAX

Total impurity: 0.2% I{AX-

0.01%
0,0t%
0.02%

¡ñHtfi#i Sulphated ash <0.10% t.06%

#ütÉ Pa¿icle size 4O.8OME§H COMPLY

*-ñ
Assay

99.0%-101,0% C¿HqNsO: 99.9% CeHqN¡Or

ffiü, áef{á,6r{ npeororusp3s/Ep8/ND ro theregistratian certificate oc'000035-24121Ü and

Amendments 2,3,4,5 W""

conclusion: comply with thc requirernenl of 8P2010/usP35/EP8/and regislered Normative

¿l ? I 0 áhd Amendments 2.3.4
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