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Cyclosporin A microemulsion 25 mg capsule
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3. ANENTANIINARA

3.1 Finish product specification

(1:(2)

1. USnmdaedag

m’mmuﬂwﬁin‘ﬂu Finished product specification

2. Identification

avrarhueafiszylu Finished product specification

3. Dissolution

: ) - P
@lnamum&mszﬂu Finished product specification

4. Content uniformity

mﬂﬁmmmuﬁs:yﬂu Finished product specification

5. Droplet size2

Less than 50 nm

6. Degradation product

. py A e
m’;ﬁ]mumum:q'lu Finished product specification

3.2 Drug substance specification : Cyclosporin AD®

e

USP 38

BP2013

1. B draty

97.0 - 101.5% of Cyclosporin A

(on the dried basis)

97.0 - 102.0% (dried substance)

. Related compounds

- Any individual impurity : NMT 0.7%
- Sum of all such impurities : NMT 1.5%

2. ldentification ATV AU

3. Appearance of solution - ATIWY

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

- Any impurity : for each impurity,
NMT 0.7%
- Total : NMT 1.5%

8. Bacterial endotoxins

NMT 0.84 [U/mg
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578371 5 Mycophenolate mofetil 250 mg capsule
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muﬂsxmﬁa"wi’mqumﬂﬁmﬁ

1. 8oen Mycophenolate mofetil 250 mg capsule

2. ansansiana

2.1 puuy’ Lﬂuml.ﬁmmﬂsga aTusLUTEnY

2.2 dutsznay Usznaudandae Mycophenolate mofetil 250 mg 1w 1 (i@

23 mauzusny Uy luunssndeadin Ueariuuss

2.4 28N - s:q%‘am #IRUTNAUMEEINLUZANINLTI TunEn ’Tuﬁvumq WUTinER uaz
wunzdoudisuen 13 atiw&'ﬂwuuumsgﬁm‘ﬁ

- IWMTUEUTY mamoﬁaaﬁmnq%amﬂ?aﬁamomsﬂ”w fFudEnay uazwa

AMULTITRIE 18UTINA® fu§umq1’3”°ﬁmau

3. AmsENIIMINaia

3.1 Finish product sgeciﬁcation“’

USP38

1. ShnmaamndAgy 90.0 - 110.0% L.A. of Mycophenolate mofetit

2. |dentification AT

3. Dissolution nsddaneieny Test 1

- fnsusaInsazanelailonndn 80%(Q) of the L.A. of Mycophenolate mofetil
melu 20 wfl

aa [
NIANATIERGIN Test 2

- dosugansacazlaiioondt 80%(Q) of the L.A. of Mycophenolate mofetil
melu 30 wift

4. Uniformity of dosage unit AT

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%
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3.2 Drug substance specification : Mycophenolate Mofetil

Test Item USP 38
1. Wnmaadgy 98.0 - 102.0 % L.A. of Mycophenolate Mofetil (calculated on dried basis)
2. ldentification ATITIH
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 mofetil related compound B : NMT 0.10%
- N-Oxide analog : NMT 0.10%

- 1-Morpholinoethoxy analog : NMT 0.10%

- Z-Mycophenolate mofetii : NMT 0.10%

- O-Methyl 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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S’lsm’l‘sﬁ 6 Mycophenolate 180 mg delayed release table}f,
audsemadvinguanzsiii

1. aen Mycophenolate sodium 180 mg delayed release tablet

2. amansianaly
2.1 3‘1JLL1J1J LﬂumLﬁ@gﬂuuu delayed release tablet w38 Gastro-resistant tablet §1%5U
Sutdszmu
22 &wsznay  Uszneudiudasn Mycophenolate sodium ﬁa&l%mﬂ"u Mycophenolate 180 mg
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8NN 7 Tacrolimus 1 mg capsule

muﬂszmﬁa‘i’ow‘i’mquaiwmﬁ /

1.Bas1  Tacrolimus 1 mg capsule

2. ananiarialy
2.1 iy Wusudaunden (Hard capsule) fnsusidseniu
22 @wdsezney  Usznaudandagn Tacrolimus 1 mg 1n 1 1iia
23 mrususy  ussgluussagdiflonnass w3a biister pack asiuanadule
24 aan - s:if'ﬁam #IusznaUdIEIAYURZANALTI TunEe fuﬁvumq Wwfinde wanzdou
| @3l uatiimaiAushwnen "l'a"azi'm'ﬁ’mauuumsagﬁmfrf
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3. anAaiGimMenaia

3.1 Finish product sgecificationm

Testltems : : USP 38
1. Py 93.0 - 105.0% of the L.A of Tacrolimus
2. ldentification AU
3. Dissolution Test 1: NLT 80% (Q) of the L.A of Tacrolimus nwly 90 wAfi

Test 2 : NLT 80% (Q) of the L.A of Tacrolimus nels 60 w17
Test 3 : NLT 75% (Q) of the L.A of Tacrolimus mal 90 w1#i
Test 4 : NLT 75% (Q) of the L.A of Tacrolimus et 120 udi

4. Uniformity of content AT
5. Impurities Procedure 1 : n3di impurity profile Ysznaudan tacrolimus diene use tacrolimus regioisomer

- 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%

Procedure 2 : nsdl impurity profile tssneusae tacrolimus hydroxy acid uaz 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%

(WNFNIBINTN LHHN)

o P
[CEX1:) NIINMT G NITNNTS
(w1935l Yav31D) (WeRassy dunszlnn)
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3.2 Drug substance specification : Tacrolimus

1. ﬂ“smmd’amﬁwﬂ"ty 98.0 - 102.0% of the L.A of Tacrollmus (on the anhydrous and solvent—free basus)

2. ldentification A3

3. Specific optical rotation (-110°) - (-115°)
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, desmethy! tacrolimus, tacrolimus 8-epimer,

and tacrolimus 8-proopyl analog

- Ascomycin 19-epimer NMT 0.1%
- Ascomycin NMT 0.50%
- Desmethy! Tacrolimus NMT 0.1%
- Tacrolimus 8-epimer NMT 0.15%
- Tacrolimus 8-propy! analog NMT 0.15%

- Any individual unspecified impurity NMT 0.1%
- Total impueities NMT 1.0%
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