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IUazBIARMANYMIaNIZET Tacrolimus 1 mg capsule

971UU 54,000 Wim w39 1,080 naes ndssas 50 e

Tsangrunavauuny
1. 'ﬁam Tacrolimus 1 mg capsule
2. AusutAnIlY
2.1 guuuy \ugdiauauga (Hard capsule) dmiusudssnu
2.2 daulsenau Tu 1 e Usznouseden Tacrolimus 1 mg
2.3 AYULUTTY ussyluunsegiiideaviend vi3e blister pack Unaiin Josiupmnaity
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Namsm'ziﬁLﬁswﬁammwﬁluMmu finished product specification wag drug
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3.1 Finished product specification : Tacolimus Capsule

1o | AuastAimanada USP 41

1. | Identification AT

2. | YSunushenddyy 93.0 - 105.0% of the L.A. of tacrolimus

3. | Dissolution Test 1: NLT 80% (Q) of the L.A of tacrolimus amelu 90 w1

38 Test 2 : NLT 80% (Q) of the L.A of tacrolimus aelu 60 ual
%39 Test 3 : NLT 75% (Q) of the L.A of tacrolimus a1glu 90 uadt
%38 Test 4 : NLT 75% (Q) of the L.A of tacrolimus gy 120 un#t
38 Test 5 : NLT 75% (Q) of the L.A of tacrolimus aneTu 90 undl
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USP 41

Uniformity of dosage units

MUY

el dh e

Organic limpurities

Procedure 1 : st impurity profile
Usgnausie tacrolimus diene way

tacrolimus regioisomer

Procedure 2 : nsél impurity profile
Usznaume tacrolimus hydroxy acid

wae tacrolimus 8-epimer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus reqioisomer : NMT 0.5%

- Tacrolimus impurity1 : NMT 0.3%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

- Tacrolimus hydroxy acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.5%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.5%

3.2 Drug substance specification : Tacrolimus

Organic impurities

Procedure 1 : nsel impurity
profile Usgnausme tacrolimus
methylacrylaldehyde WaZ

tacrolimus diene

AausNUANInaiia USP 41
YSunaushendrdry 98.0 - 102.0% of the L.A. of tacrolimus (on the
anhydrous and solvent-free basis)
2. | Identification AT
3. | Residue on ignition NMT 0.1%
4. | Specific optical rotation (-110°) - (-115°)
5. | Water NMT 4.0%
6.

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

- Tacrolimus impurityl : NMT 0.2%

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

USP 41

6. | Organic impurities (#g)
Procedure 2 : 58l impurity profile
Us¥nausme ascomycin, desmethyl
tacrolimus, tacrolimus 8-epimer wag

tacrolimus 8-propyl analog

- Ascomycin 19-epimer : NMT 0.1%
- Ascomycin : NMT 0.50%

- Desmethyl 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%
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