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Zuclopenthixol Decanoate Injection BP 200 mg/ml, 1ml
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Method . Specification Results

- o ' Pale vyellow solution
, , . | practically free from
1 | Description C'fgzt';c"aﬁl'O‘#'eeesfrc‘f;}pa:ﬁﬁlee'fw solution | ricles filled in USP
, P Y P | type I, 1ml clear ampoule
| - with yellow ring.
- e The principal spot in the chromatogram '
,

obtained with Solution (1) corresponds
to that in the chromatogram obtained
with Solution (2).

The chromatogram obtained with
Solution (1)shows the peak with the
same retention time as the peak due to

|dentification A
by TLC

Complies

ldentification B

by HPLC Zuclopenthixol deconoate in the Lampies E
chromatogram obtained with Solution |
Extractable volume NLT nominal volume
e | Clear and practically free from particles _ |
4 | Particulate Matter by when observed by visual inspection by Complies
visual inspection .
the unaided eyes.

The area of any peak corresponding to
Zuclopenthixol is not greater than the
area of the principal peak in the 0.0545%
chromatogram obtained with Solution
2) (3%

The area of any peak corresponding to
2-chlorothioxanthone is not greater
than the area of the principal peak in
| the chromatogram obtained with

Solution (3) (0.5%) A

The area of any peak corresponding to
trans-clopenthixol decanoate is not

| greater than the area of the principal
- | peak in the chromatogram obtained

Related substances
(By HPLC)

F=

0.0186%

0.0572%
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Factory Address : Survey No.25/1, Hubli-Karwar
Highway, Kadanakoppa, Kalghatagi,
Dharwad, Karnataka-581204, India

CERTIFICATE OF ANALYSIS

Zuclopenthixol Decanoate Injection BP 200 mg/ml, 1ml

I L I R B =

s S 15 ST R
7 | BET IH NMT 0.58 EU/mg units per mg of | Lessthan 0.28 EU per
Zuclopenthixol mg

Assay (By HPLC)
Content of
Zuclopenthixol NLT 95.0 % and NMT 105.0%
decanoate,
C32H43CIN202S |
8 |Sterility

Remarks: The product complies as per BP and In-house specification.

100.4 %

(200.744 mg/ml)
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