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Name of product:Metronidazole Batch Size:1000KGS

#e ¥k, 25 AF/AKH

Batch Number.:01220150155 Packing : in 25kg/drum

B E {R E: Expiry Date:JAN.2019
Manufacturing Date:JAN.2015 DATE OF RELEASE:JAN.2015

RS B, BT

Storage: store in a well-closed container, protected from light.

GMP CERTIFICATE NO.:J0356 COS NO.RO-CEP 2007-309-Rev 02
REACH NO.: 05-2114324659-41-0000

I Es R

RESULT OF ANALYSIS
IE (ITEMS) #iE (STANDARDS) Sefl|#E S (RESULTS)
A , . J
Appeatings White or yellowish crystalline powder COMPLY
IR Slightly soluble in water, acetone, 96%
Solubility alcohol and in methylene chioride LRRE
5 AR
Identification B:UV COBIRLY
J 55 Melting point 159-163°C 160.4-160.7C
FRAE . .
Loss on drying 0.5% MAX 0.18%
T o y7e
PRIRE 0.1% MAX | 0.06%
Residue on ignition
R U SUSPENSION I
MPLY
Appearance of solution AND SOLUTION GYé6 COMEL
g |
.ﬁz% il EPOXYETHANE<620PFPM NOT DETECTED
Residual solvents
&8 Heavy Metal 20PPM MAX <20PPM

Total count of bacteria and fungi (sum):

o NMT 100 CFU/g
A AT Enterobacteria: Absentin 1 g COMPLY

Aieriiioiague putly Pseudomonas aeruginosa: Absentin | g
Staphylococcus aureus: Absentin 1 g

il Any impurity:0.1% MAX 0.01%
R !aff%{ﬁ Any other impurities:0.05% MAX 0.01%
elated substances Total impurity:0.2% MAX 0.02%
IRER K4 Sulphated ash <0.10% 0.06%
¥i11% Particle size 40-80MESH COMPLY
A\ .
AR 99.0%-101.0% CsHoN303 99.9% CsHoN30;3

Assay
Ui & 4 4 25 8 BP2010/USP3S/EP8/ND to the registration certificate ®C-000035-241210 and

Amendments 2,3,4,5 hiZ.
Conclusion: Comply with the requirement of BP201 0/USP35/EP8/and registered Normative

Documentation ®C-000§3§-241210 and Amendments 2,3,4,5 .
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