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ﬂaamunqmﬁnucuzmmzm Tacrolimus 1 mg prolonged release capsule
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3.1 Finished product specification : Tacolimus prolonged release capsule

1) AnauURMamAiia Specification

1. | Uiuneusinendnfty mmmumuﬁ'im’[u Finished product specification
2. | Identification mﬂﬁhumuﬁisq‘lu Finished product specification
3. | Dissolution ﬂi')ilﬂhuﬂ'mﬁﬁz'i.ﬂu Finished product specification
4. | Uniformity of dosage units ﬂi?ﬂﬁiﬂumuﬁisﬂu Finished product specification
5. i Related compounds / Impurity m’mmumn'ﬁisﬂu Finished product specification
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3.2 Drug substance specification : Tacrolimus

» QU o=
L 1 AusuUAnIunaiia

USP 41

1. | Wunashandrfgy

98.0 — 102.0% of the L.A. of tacrolimus (on the

anhydrous and solvent-free basis)

Organic impurities

Procedure 1 : n3ti impurity profile
Usznaudt tacrolimus
methylacrylaldehyde wag

tacrolimus diene

Procedure 2 : nsl impurity profile
UsznoauMe ascomycin, desmethyt
tacrolimus, tacrolimus 8-epimer uay

tacrolimus 8-propyl analog

2. | Identification #IIWU

3. | Residue on ignition NMT 0.1%

4. | Specific optical rotation (-110°) - (-115°)
5. | Water NMT 4.0%

6.

- Tacrolimus methylacryt aldehyde : NMT 0.2%
- Tacrolimus diene : NMT 0.2%

- Tacrolirmus impurityl : NMT 0.2%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%

- Ascomycin 19-epimer : NMT 0.1%

- Ascomycin : NMT 0.50%

- Desmethyt tacrolimus : NMT 0.1%

- Tacrolimus 8-epimer : NMT 0.15%

- Tacrolimus 8-propyl analog : NMT 0.15%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%

WUTELAY, - NMT = Not more than
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