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IURSIDIARMANMSIANIZET Tacrolimus 1 mg capsule
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1. Foen Tacrolimus 1 mg capsule
2. AusuTANIlY
2.1 3Unuy \uidfiauauga (Hard capsule) dwsuiuusenu
2.2 duusenau Tu 1 Win Yszneumemen Tacrolimus 1 mg
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3.1 Finished product specification : Tacolimus Capsule

do | auautAManaia USP 41

1. | Identification MTIY

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

3. | Dissolution Test 1 : NLT 80% (Q) of the L.A of tacrolimus nnelu 90 ua#

38 Test 2 : NLT 80% (Q) of the L.A of tacrolimus a1elu 60 un¥
%58 Test 3 : NLT 75% (Q) of the LA of tacrolimus a1ellu 90 wni
%50 Test 4 : NLT 75% (Q) of the L.A of tacrolimus a1ellu 120 ua¥
%58 Test 5 : NLT 75% (Q) of the L.A of tacrolimus a1ellu 90 w1l
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AnauUANIuVAllA

USP 41

4. | Uniformity of dosage units AT
5. | Organic limpurities
Procedure 1 : nsel impurity profile - Tacrolimus diene : NMT 0.3%
UsEnausa tacrolimus diene uay - Tacrolimus regioisomer : NMT 0.5%
tacrolimus regioisomer - Tacrolimus impurityl : NMT 0.3%
- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%
Procedure 2 : n3¢l impurity profile - Tacrolimus hydroxy acid : NMT 0.5%
Usenaumae tacrolimus hydroxy acid - Tacrolimus 8-epimer : NMT 0.5%
ILae tacrolimus 8-epimer - Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.5%
3.2 Drug substance specification : Tacrolimus
) AuFNUANIIWAila USP 41
1. | USuaushendrfgy 98.0 - 102.0% of the L.A. of tacrolimus (on the
anhydrous and solvent-free basis)
2. | Identification #5996
3. | Residue on ignition NMT 0.1%
4. | Specific optical rotation (-110°) - (-115°)
5. | Water NMT 4.0%
6. | Organic impurities

Procedure 1 : 56 impurity
profile Usznaumay tacrolimus
methylacrylaldehyde Wae

tacrolimus diene

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

- Tacrolimus impurity1 : NMT 0.2%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%
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USP 41

6. | Organic impurities (si9)

Procedure 2 : N5 impurity profile
UsEnause 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%

3.3 wan13AIIsYElemental impurity %3adl Risk assessment report (WaALBNETT

UYsznavu)

RUBA - NMT = Not more than
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4.1.2 Turvetunilou vl vie 8.1 vewiiduesian wisuswazduavdenisrua

a o PR P . a . . °
AuAMYBIHERS iUt unsTeu (Finished product specification)  wazdefusnaunmuea

9

L _

JngAu (drug substance specification) nsdiflegsEinnTUAsULaAluRALDEFBIULY
wnasN1sveunly (8.5) umdeu finished product specification Way/vs® drug substance
specification lagvsunlvnowiudssnmeusemeasiadidnmselinduacliiu 2 U a Sudsznme
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4.2 1@NATTUIBWINTFIUNTHENY
4.2.1 nsdlgmanlusvinalne guiindosfiionansiusesnnsgiuningniuvdninasivay
FBnnsiAlun1snEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ingmiagsny
PIC/S participating authorities 3efilonans3useRNATEIUNSHAREIMAMEANATILAYITNSTRLY
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5. ASUSLUATUSEANSNTNABI1AT (Price Performance)
AnsAasuavslendninauan1sUseluAIUSEANSAINMes1A1 (Price Performance)
JgazideanienalsusenIngan lnednaglugingy n Amuadmidndadiunsuuuvesdiuls

%an 2 fn Al

1. s9fiiaue (Price) uminwinfiusesay 30
2. 1MIFIUVBIFUAIBOUING wtinvinfiusesay 70
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waninaeInisusEliuA1ysEansninsasnan (Price Performance)
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