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Generie Name 75 Ampouls
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_ Specifications Observations

1 Description A clear colourless oily solution A clear colourless oily solution
filled in clear colourless ampoule. filled in clear colourless ampoule.

2. Identification ’ When examined in the range 250 Complies
nm to 400 nm, a 0.004 per cent wW/V \
of Levosulpiride solution in 0.1 M
sodium hydroxide exhibits a

!
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maximum at 291 nm.

4, Extractable Volume NLT Nominal volume or NMT 2.1 ml
110% of Nominal volume. |

(A.) Light Obscuration 1
Particle Count Test . ||
(1.) Particles >10pm NMT 6000/ Ampoule 5/Ampoule \
(2.) Particles 225pm NMT 600/ Ampoule 0/Ampoule
(B.) Visual Particle The solution should be essentially Complies
can be seen with naked eyes.

free from extrancous, mobile
undissolved particles, other than
gas bubbles, unintentionally that
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No microbial growth should be
observed.
7. Bacterial Endotoxins NMT 4.66 EU/mg of Less than 4.66 EU/mg of \
(THS) Levosulpiride. Levosulpiride. |
Assay: (By UV)
Each 2ml contains: P
Ingredients Labeled Claim Found o, of labeled | Limits % of labeled
: amount amount
Levosulpiride m 25.0549 mg 100.22% 90.0% to 110.0% |
o above & fesot of the standard

Remarks: In the opinion of the undersigned the sample referre
quality as The Dglé& Cosmetic Act 1940 and the rules made there under. Comapties/ M as

per RBPASP/I ‘ \
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