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1. ft’iam Tacrolimus 1 mg prolonged release capsule
2. AuauAVlY
2.1 guuuy L{‘Jumtﬁmmwga gﬂquaaﬂqw'ﬁcmu (prolonged release capsule)
dmiviuuseyu
2.2 d@ulssnay Tu 1 e Usznousiedie Tacrolimus 1 mg
2.3 PYULUTTY ussqluussegiifleanond wie blister pack Ynain destunraiy
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3. quanUAnamailia

3.1 Finished product specification : Tacolimus prolonged release capsule

Vo AuduUANIamale Specification

L | Sunushenddgy avavsumuisyylu Finished product specification
2. | ldentification m'ﬁlmumuﬁisﬂu Finished product specification
3. | Dissolution mi’mchum’mﬁiwiu Finished product specification
4. | Uniformity of dosage units m’mmumuﬁ'isﬂu Finished product specification
5. | Related compounds / Impurity mmmumuﬁ"wau Finished product specification

3.2 Drug substance specification : Tacrolimus

v9 AuduUANIImALa USP 41

L | YSunaushendrdgy 98.0 - 102.0% of the L.A. of tacrolimus (on the

anhydrous and solvent-free basis)

2. | ldentification AU

3. | Residue on ignition NMT 0.1%
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3.2 Drug substance specification : Tacrolimus (§8)

D) AnautAnIunaia USP 41

4. | Specific optical rotation (-110°) - (-115°)

5. | Water NMT 4.0%

6. | Organic impurities
Procedure 1 : A5t impurity profile - Tacrolimus methylacryl aldehyde : NMT 0.2%
Usznause tacrolimus - Tacrolimus diene : NMT 0.2%

methylacrylaldehyde wag tacrolimus | - Tacrolimus impurityl : NMT 0.2%
diene - Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%

Procedure 2 : A3t impurity profile - Ascomycin 19-epimer : NMT 0.1%
Usznause ascomycin, desmethyl - Ascomycin : NMT 0.50%

tacrolimus, tacrolimus 8-epimer uag - Desmethyl tacrolimus : NMT 0.1%
tacrolimus 8-propyl analog - 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%

3.3 HAN15ILA5IEY Elemental impurity #3894 Risk assessment report (WEAILBNET

Usznau)

waBWme - NMT = Not more than
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a.1.1 Tuddgynstunsdouiiuen Wun  ve.2 o3 ve.4 vie 8.2 udusnsdl
4.1.2 Tudwetunadou ve.l wie u.1 vewifiiauenan wieuruasdusidanismun
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5. nsUszliuAdsednsninsasaan (Price Performance)
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n. 819NNARA NN AULUY 25 AvkuY
v. #n15fnwnsadiin (Clinical trial) 15 AZUUY
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L. 3BnsAnwidunuu Randomized controlled trial wasiimsifiuinanisfnwias 13 AzlUY
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2. FWnsenwndunuy Non-randomized controlled trial wagiinsafiuRnanisfin 11 AzluY
MNIAINMTEWETUTeie

3. Wnnsfnwidu Comparative studies wuu Cohort studies (prospective) uwagdl 9 AZULUY
MSANLUARANISANYIAINTASIRNISUNERULTete

4. WnrsAnwudunuy Comparative  studies  wuu Case-control  studies 7 AZLUY
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5. /nsAnwudunuy Descriptive studies wuu Case reports/case series Waziinig 5 AzluuY
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