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UNICHEM - A TRUSTED NAME IN PHARMACELITTGA¿S

Certificate of Ana rs
Product METRONIDAZOLE Ph.Eur
Batch No. RMTZP6OIOT LIMS A.R. No. ROFP1601531
Mfs. Date Sep-2016 Product Code 10000043
Exp. Date/ReJ¡»ld6 Aug-2021 Batch Quantity 350.00
Specification ld GA/APIS/MTZO4Io7 Date Of Release Oct 07, 2016

GA/APISTP/MTZO4IO5 Customer / Country ME IAI'HAI-(MAUEU IIUA
L, SPAIN

S. No. TEST SPECIFIED ACTUAL
1 Characters
1.1 Appearance A Wnrte or yellowtsh,

crystalline powder
A Yellowish, crystalline
powder

't.2 Solubility Slightly soluble in water, in
acetone, in alcohol and in
methvlene ehloride

Slightly soluble ¡n water, in
acetone, in alcohol and in
methylene chloride

2 !dentification
2.1 Melting Point Between 159"C and 163" C Test Melting Point not

performed , since
ldentification by lR is
performed

2.2 By UV The solution shows an
absorption maximum at
277nm and minimum at
240nm.The specific
absorbance at the maximum
is 365 to 395

Test UV not performed ,

since ldentification by lR is
performed

2.3 By lR Spectrum of sample should
be concordant with the
spectrum obtained from
working standard

Spectrum of sample
concordant with the spectrum
obtained from working
standard

2.4 Reaction of primary
aromatic amine

An ¡nténse orange or red
colour and usually precipitate
of the same colour are
produced

Test Reaction of primary
aromatic amine not
performed , since
ldentification by lR is
oerformed

3 Appearance of Solution The solution is not more
opalescent than refqrence
solution ll and not more
intensely colored than
reference solution GY6

rne sotulron rs ress
opalescent than reference
solution ll and less intensely
colored than reference
solution GY6

4 Related substances by
HPLC {%w/w)

Note: been qenerated electronicallv and is valid without
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4.1 lmouritv A NMT 0.1% Average:0.01 %

4.2 Antr ina¡V¡dual unrnown
impuritv

NMT 0.05% Average: 0.00 %

+.3 Total impurities NMT 0.2% Average: O.O1 '/o

5 Heaw Metals NMT 20 ppm Less than 20 ppm

6 Loss on drying(o/odw) NMT 0.5% 0.17 "h

7 Sulphated ash (%wrw) NMT 0.1% o.o2%

I Assay by potentiometry
(7owlw) (on dried basis)

Between 99.0% and 1O1.O% 1OO.2 o/o

I Glyoxal Content bY HPLC NMT 0.7ppm 0.07 ppm
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