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ANANENIANIZYLEN
Tacrolimus 1 mg capsule, hard

1. a1 Tacrolimus 1 mg capsule, hard

2. aruaudEvalY
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dwlseneu  Usenaudiedien Tacrolimus 1 mg lu 1 e
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2.1
22
23
24

3. arusnUAniaunaia

3.1 Finished product specification: (Shelf life)

¥ Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 93.0% - 105.0% of the labeled amount of Tacrolimus

3 | Uniformity of dosage unit | Complied with finished product specification

4 | Dissolution -Not less than 75% (Q) of the labeled amount of Tacrolimus is
dissolved in 60 minutes

5 | Related substances - Identified single peaks: Not more than 1.0 area%
- Not identified single peaks: Not more than 0.3 area%
- Total impurities: Not more than 2.0 area%

6 | Microbial limits - Total aerobic microbial count: Not more than 100 CFU/g
- Total combined molds and yeasts: Not more than 100 CFU/g
- Escherichia coli: absent/g
- Staphylococcus aureus: absent/g
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3.2 Drug substance specification:

Test Items Specifications

48

1 | Identification Complied with finished product specification

2 | Assay 98.0 to 102.0% of the labeled amount of Tacrolimus on
anhydrous basis

3 | Residue on ignition Not more than 0.10%

4 | Specific rotation ~110°to ~115°

5 | Water 1.9 to 2.5%

6 | Heavy metals Not more than 10 ppm

7 | Related substances - Identified single peaks: Not more than 0.5 area%, each
- Not identified single peaks: Not more than 0.2 area%, each
- Total impurities: Not more than 1.0 area%

8 | Bacterial endotoxins Not more than 50 EU/mg

9 | Microbial limit test - Total aerobic microbial count: Not more than 100 CFU/g
- Molds and yeasts: Not more than 100 CFU/g
- Escherichia coli: absent/g
- Staphylococcus aureus: absent/g
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Tacrolimus 1 mg capsule, hard
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AMANYULIANIZVBIELN
Tacrolimus 500 mcg capsule, hard

1. %081 Tacrolimus 500 mcg capsule, hard

2. aruantAvialy
Uy Jugualgaviinfulseniu

dlseneu  Usenaudieden Tacrolimus 500 meg Tu 1 e
amurussy  ussylunmvurlnatvdestuuauazanutuld

21
2.2
23
24

287N - syyleen

dulsznousmisdifguazauuseiundniudusigauiings uay

wanzdewifueliogndaauuuussydiug
- UUNYUTUTIENRYoesasyyTee v atennisAndiulsenaunay
YUIPAINLITVDIENATTHER TuAU YL ITAY

3. ausuUANamaila

3.1 Finished product specification: (Shelf life)

& Test Items Specifications

1 | Identification Complied with finished product specification

2 | Assay 93.0% - 105.0% of the labeled amount of Tacrolimus

3 | Uniformity of dosage unit | Complied with finished product specification

4 | Dissolution -Not less than 75% (Q) of the labeled amount of Tacrolimus is
dissolved in 60 minutes

5 | Related substances - Identified single peaks: Not more than 1.0 area%
- Not identified single peaks: Not more than 0.3 area%
- Total impurities: Not more than 2.0 area%

6 | Microbial limits - Total aerobic microbial count: Not more than 100 CFU/g

[ - Total combined molds and yeasts: Not more than 100 CFU/g
- Escherichia coli: absent/g
- Staphylococcus aureus: absent/g
nN3ITUNTT Cﬁ
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3.2 Drug substance specification:

o Test Iltems Specifications
U8
Identification Complied with finished product specification

2 | Assay 98.0 to 102.0% of the labeled amount of Tacrolimus on
anhydrous basis

3 | Residue on ignition Not more than 0.10%

4 | Specific rotation -110° to -115°

5 | Water 1.9 to 2.5%

6 | Heavy metals Not more than 10 ppm

7 | Related substances - Identified single peaks: Not more than 0.5 area%, each
- Not identified single peaks: Not more than 0.2 area%, each
- Total impurities: Not more than 1.0 area%

8 | Bacterial endotoxins Not more than 50 EU/mg

9 |Microbial limit test - Total aerobic microbial count: Not more than 100 CFU/g
- Molds and yeasts: Not more than 100 CFU/g
- Escherichia coli: absent/g
- Staphylococcus aureus: absent/g

VUL
1. ¥ Dissolution fiu Uniformity of dosage units TiuuutenasuansswasiBeananmsasaaiiaszsimnilaudsiluly
COA

2. Drug substance specification #9150419 nlUAATIEMYBERER drug substance W3aludas1est drug substance v
dudnendniagy atiulaatunis fdlmensiniiensinsunnideiitmus

3 Namimﬂﬁ]’mﬁsﬁﬁgmmwm \Oulumu Finished product specification Waz drug substance specification Alsan
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Tacrolimus 500 mcg capsule, hard
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