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3. Particulate matter mmmumu‘ﬁth Finished product specification
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6. pH m’mmumuﬁi:qlu Finished product specification
7. Uniformity of dosage units mm&humuﬁsxq‘lu Finished product specification
8. Impurity / Related substance mi’sﬂﬁhumuﬁi:qlu Finished product specification
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3. AMENLAMILNARA

3.1 Finish product specification'”

1. UTnmaendng ﬁli’mmum&lﬁszﬂu Finished product specification

2. Identification m’mhumuﬁs:q’lu Finished product specification

3. Dissolution m‘sﬁ]ﬁhumuﬁi:y‘lu Finished product specification

4. Content uniformity mwmu@nwﬂsquu Finished product specification

5. Droplet size Less than 50 nm

6. Degradation product

maaﬂhumuﬁs:ﬂu Finished product specification

3.2 Drug substance specification : Cyclosporin APE

1. YRanmdrendeyy 97.0 - 101.5% of Cyclosporin A 97.0 - 102.0% (dried substance)
(on the dried basis)

2. Identification AU A9 U

3. Appearance of solution - ATIMNIN

4. Specific optical rotation - - 193° to -185° (dried substance)

5. Loss on drying NMT 2.0% NMT 2.0%

6. Heavy metals NMT 20 ppm NMT 20 ppm

7. Related compounds - Any individual impurity : NMT 0.7% - Any impurity : for each impurity,
- Sum of all such impurities : NMT 1.5% NMT 0.7%

- Total : NMT 1.5%
8. Bacterial endotoxins - NMT 0.84 1U/mg
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78NN 4 Mycophenolate mofetil 250 mg capsule

18 18, 2963

muﬂsznmﬁ‘aw‘i’ﬂquaﬁﬁmﬁ

1. '?;‘asn Mycophenolate mofetil 250 mg capsule

2. ansansiana b

2.1 yuuy Lﬂumtﬁmmﬂsga fnsusuUszmu

2.2 famdsznay Usznaudaedaen Mycophenolate mofetil 250 mg 1u 1 1lia

2.3 MTULUIN ussa"luummﬂﬂaﬁw Unaruuas

2.4 237 - szq‘z’s‘am fudaznaudnfIAYUaza ML TuKEa fu§umq \nvfinEa uaz
wanadaudriue 'I,':”aam%'ﬂwuuums?ﬁ'm«ﬁ

- UUMTULUTR unadﬂaﬁauﬁaawq%am'n%a%'amomsﬂ”'l FIUUINOY URLTUN

AMUUTIVBIL (§UANER i’uﬁmq‘lﬁ'mmu

3. AFENUANIINATA

3.1 Finish product speciﬁcationm

1. iinmaandrdny 94.0 - 105.0% L.A. of Mycophenolate mofetil

2. Identification ATIIHY

3. Dissolution nIfieneiany Test 1

- dauaasnisazaelaiienndt 80%(Q) of the LA. of Mycophenolate mofetil
mels 20 wift

nIEBTIEVAIN Test 2

- dasusaImIszanslitonnda 80%(Q) of the LA. of Mycophenolate mofetil
el 30 wifl

4. Uniformity of dosage unit ATIVU

5. Impurities Limit of Degradation Products
- Mycophenolic acid : NMT 1.0%

- Mycophenolate N-oxide analog : NMT 0.2%
- Any single unspecified impurity : NMT 0.1%
- Total degradation products : NMT 1.5%

Limit of Z-Mycophenolate Mofetil : NMT 0.10%

(Winlh 3aInm) (Weansse aunszlnn)
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3.2 Drug substance specification : Mycophenolate Mofetil "

1. ﬂ?mmﬁ"smﬁ‘m"ty 98.0 - 102.0 % L.A. of Mycophenolate Mofetil (calculated on dried basis)

2. Identification AU

3. Heavy metals NMT 20 ppm

4. Loss on drying NMT 0.5 %

5. Residue on ignition NMT 0.1%

6. Related Substances - Mycophenolic acid : NMT 0.50%

- Mycophenolate mofetil related compound A : NMT 0.10%
- Mycophenolate mofetit related compound B : NMT 0.10%
- N-Oxide analog : NMT 0.10%

- 1-Morpholinoethoxy analog : NMT 0.10%

- Z-Mycophenolate mofetil : NMT 0.10%

- O-Methy! analog : NMT 0.10%

- Methyl mycophenolate : NMT 0.10%

- Any single unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.70%
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i’lﬂﬂ’ﬁﬁ 5 Mycophenolate sodium 180 mg delayed release tablet
aadszmadsninauazsai | 8 Wl 2503

1. %8 Mycophenolate sodium 180 mg delayed release tablet

2. ansasininnialy
2.1 EULL‘.U‘U LﬂumLﬁ@EiJLLUU delayed release tablet #38 Gastro-resistant tablet fMTU
Sudsemu
22 dwdsznay  Usznaudiealsn Mycophenolate sodium ﬁaugaﬁ'u Mycophenolate 180 mg
2.3 MTUEUIN ussaq'luumagﬁﬂwﬂanﬁ w30 Blister pack Ua9rHaNuTY LLa:Uﬁqn”mSVTﬂaaﬁ'uum
2.4 981 - s:uq%am FIUUTNOUMEIFEINYURZANULTI TUKES i‘uﬁvuamq VARG 18
nadoudisen uwasismaAushnen ‘lfamd‘ﬁ'@wuuumsqﬁmﬁ
- UUURAIEN aahoiami’aﬁ:y%amﬁa%amomsﬂ”w FIRYTENIVUALYWINNNNLTI
28981 L@ UTHER i’uﬁuumﬂqvlf"ﬁ'mﬁ]u

3. AENLIAMILNAKA

3.1 Finish product specificationm

Test Item USP 41
1. YInmdrnaagy 95.0 - 105.0% L.A. of Mycophenolate acid
2. ldentification ATIVIU
3. Dissolution Acid stage

- aasusamsazangladwaandt 5%(Q) of the L.A. of Mycophenolate acid
melu 120 Wl

Beffer stage

- dasuaaen1sazaneliiaandn 80%(Q) of the L.A. of Mycophenolate acid
mels 60 wifl

4. Uniformity of dosage unit ATIVYU

5. Organic impurities - Mycophenolic mofetit related compound B : NMT 0.2%
- Ethy! ester of mycophenolate : NMT 0.2%

- Any individual unspecifted impurity : NMT 0.1%

- Total impurities : NMT 1.0%

nITINIT

v “ o o
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3.2 Drug substance specification : Mycophenolate sodium

1. Phnmdandag 98.0 - 102.0 % L.A. of Mycophenolate sodium (calculated on anhydrous basis)

2. Identification ATIIH

3. Organic impurities - Mycophenolate mofetil related compound B : NMT 0.1%
- Any individual unspecified impurity : NMT 0.07%
- Total impurities : NMT 0.4%

4. Sodium content 5.7% - 7.7% on the anhydrous basis

5. Water NMT 1.5%

6. Microbial enumeration tests and - The total aerobic microbial count is NMT 103 cfu/g
tests for specified microorganisms - The total yeasts and molds count is NMT 102 cfulg
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2. Drug substance specification AvnsoinluTinswuasfuiin drug substance wieluginmes drug substance 24
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3. AENUANISINATA

3.1 Finish product specification'”

1. USumuenendiegy

o

93.0 - 105.0% of the L.A of Tacrolimus

2. ldentification

ATV

3. Dissolution

Test 1: NLT 80% (Q) of the L.A of Tacrolimus n&ilt 90 417

39 Test 2 : NLT 80% (Q) of the L.A of Tacrolimus melu 60 it
738 Test 3 : NLT 75% (Q) of the L.A of Tacrofimus ne/lw 90 urfi
#3a Test 4 : NLT 75% (Q) of the L.A of Tacrolimus el 120 whii
30 Test 5: NLT 75% (Q) of the L.A of Tacrolimus nely 90 wifl

4. Uniformity of content

ATIWU

5. Impurities

Procedure 1 : nsdl impurity profile Usznaueas tacrolimus diene uaz tacrolimus regioisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity1 : NMT 0.3%

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

Procedure 2 : nil impurity profile Usznausae tacrolimus hydroxy acid was tacrolimus 8-epimer

- Tacrolimus hydroxy acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.5%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.5%
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3.2 Drug substance specification : Tacrolimus ™

. ﬂiu'lmmmﬁ'm"ty 98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and solvent-ﬂ‘ee Baéls)
2. ldentification ATIVHU
3. Specific optical rotation -110°) - (-1 15%)
4. Water NMT 4.0%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities

Procedure 1 : when impurity profile includes tacrolimus methylacrylaldehyde and tacrolimus diene

- Tacrolimus methylacryl aldehyde NMT 0.2%
- Tacrolimus diene NMT 0.2%
- Tacrolimus impurity 1 NMT 0.2%

- Any individual unspecified impurity NMT 0.2%
- Total impueities NMT 0.3%

Procedure 2 : when the impurity profile includes ascomycin, desmethyl tacrolimus, tacrolimus 8-epimer,

and tacrolimus 8-proopyl 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 impueities NMT 1.0%
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