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APPENDIX A
NDA 20-886 (Panretin 0.1% Geb
Stability Review
Table A.1
Potency Assay Observationas for 8 Panretin Batches With 5% Manufacturing Overage
Stored at 25°C/60% RH ,
BATCHES
TIME A9510001 A9510005 A9511005 A9608005 A9608013 AS609002 AS608007 A9702002
106.2 106.4 105.0 105.9 107.2 104.2 105.0 107.4
107.0 105.0 106.0 105.6 106.0 104.4 103.5 .
106.0 108.0 106.0 105.5 104.7 104.5 104.2 106.3
103.0 103.0 104.0 105.0 104.6 104.0 104.1 105.3
. . . . . . . 105.6
. N . . . . R 103.3
R . . . e . . 103.4¢
103.0 103.0 102.0 105.4 104.7 103.3 103.3 105.6
. ‘ . . . . . . 105.7
. . . . . N . 105.0
Y . . . " . . 105.8
. . . N . . . 105.4
P . . N . . . 105.0
. K . 103.6 N 103.3 103.6 103.7 .
R . . 103.9 “ 104.0 104.4 104.1
. s . 104.1 . 103.2 101.9 104.1
105.0 103.0 103.0 104.4 . 103.4 103.7 106.1
. . . 104.8 N 102.6 103.5 106.1
(/ . . . . 103.3 . 103.3 104.5 106.5
B N . . 104.3 103.3 104.7 103.9 .
. N . 101.3 104.,7 104.0 106.4 N
. . . 103.3 104.8 103.7 107.8 .
N . . 102.6 104.3 104.6 102.9 .
. . . 102.9 105.1 105.6 104.9 .
. . . 103.2 105.5 106.0 104.0 .
Y . . . 104.4 . . .
. . N “ 104.1 . . .
. . . . 105.1 . . .
. . . . 102.2 ; . .
. . . 103.1 . . .
. . SRR . 104.8 . . .
103.0 102.9 102.2 104.4 103.6 . 103.3 .
. . . 103.6 104.2 . 103.5 .
. . . 103.9 104.5 . 103.6 N
: . 101.5 . . . .
. . 101.6 M . A . .
. . 101.8 . . N . R
101.3 105.2 101.5 . . . M .
103.9 103.5 102.7 . . . N .
101.5% 103.5 103.4 . N ‘ . .
102.0 103.8 104.2 . . N N K
102.1 103.7 102.7 . . . ;
102.4 103.6 102.6 . N . R
99.3 104.8 105.4 . . . . .
103.0 103.8 100.9 . . . . .
101.6 103.9 102.6 . N . . N .
103.3 105.3 . . . N ‘. .
105.9 105.6 . . e . -




APPENDIX A

Stability Review of NDA 20-886 (Panretin 0.1% Gel)
Evaluation of the Expiration Date for Assay Values of Parnetin 0.1% Gel With 5%
Manufacturing Overage Under the Storage Conditions 25°C/60HR and
The Stability Percent Claim (Reference) 0f 95% - 1 10%

Figure 1: Batch Number A9510001 -
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Figure 2: Batch Number A9510005
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Appendix A: Stability Review of NDA 20-886 (HFD-150) 2

Figure 3: Batch Number A9511005
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Figure 4: Batch Number A9608005 g
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. Appendix A: Stability Review of NDA 20-886 (HFD-150)

Figure 5: Batch Number A9608013
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Figure 6: Batch Number A9605002
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R Appendix A: Stability Review of NDA 20-886 (HFD-150) 4

Figure 7: Batch Number A9609007
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Figure 8: Batch Number A9702002
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APPENDIX B

NDA 20-886 (Panretin 0.1% Gel)
Stability Review -

Table B.1 ,
Potency Assay Observationas for 2 Panretin Batches Without 5% Manufacturing Overage
= Stored at 25°C/60% RH
BATCHES .
TR A9709003 AS711005
99.2 100.7
100.3 .
99.9
99.2 .
. 100.7
. 102.5
. 102.4
100.5 .
99.8
97.2
100.7 .
96.9 N
95.0 .
. 99.4
. 100.4 v
; 99.5
99.1 .
98.2 .
98.0 .
97.9 87.9
98.3 98.9
97.6 97.9
97.9 .
97.6
97.9

Statistical Reviewar: Kooros Mahjoodb
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PENDIX B

Stability Review of NDA 20-886 (panretin 0.1% Gel)

Evaluation of the Expiration Date for Assay Values of Parnetin 0.1% Gel Without 5%

Manufacturing Overage Under the Storage Condition of 25°C/60HR and
The-Stability Percent Claim (Reference) of 90% - 110%

Figure 1: Batch Number A9709003
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Figure 2: Batch Number A951 1005
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APPENDIX C
( NDA 20-886 (Panretin 0.1% Gel)
-
Table C.1 .
Total Related Substance Assay Observations for 7 Panretin Batches
Stored at 25°C/60% RH
BATCHERS
TIME R9510001 R$5110058 R9608005 R9609002 R9609007 R9709003 RS711005
0.52 0.46 0.34 0.25 0.20 0.11 0.27
0.26 0.69 0.41 0.24 0.20 0.13 .
0.27 0.73 0.42 0.25 0.20 0.27 .
. 0.25 0.39 0.28 0.36 . .
. 0.27 0.32 0.30 0.44 . .
. 0.28 0.41 0.19 0.31 . .
. . . . B 0.21 .
. . . . . 0.12
i . . . ; . 0.13 .
. . . . . 0.30
o N . o . N 0.28
. . . . M v 0.34
; ] . . . 0.16 .
i . : . . 0.00 . '
. . . . . 0.00 e
. . . . 0.21 .
s B . . N . 0.21
<’ : . . . . . 0.11 B
) . . . « . . 0.17
. . . . . 0.19
K . . . . H 0.20
. . . . 0.38 .
. K . . 0.43 .
. . . N 0.28 .
. . . . : 0.59 0.29
. . . . . 0.76 0.45
. B . M . 0.45 0.56
. . . . . 0.42 .
M . . . . 0.40 .
. . . . . 0.42 .
. . 1.05 0.87 0.92 . .
: . 1.06 0.99 0.88 . .
. . 1.01 0.88 1.38 . .
. . 1.15 0.84 1.14 . .
. . 1.03 0.89 1.10 K .
N . 1.00 0.92 0.98 . .
. . 1.16 1.16 1.81 . .
. . 1.08 1.19 0.99 . .
. . 1.16 1.37 1,22 . .
“ ‘ 1.02 0.99 0.94 . .
. . 1.04 - - " 0.94 0.91 . A
. . 1.19 1.00 1.32 . .
. . 1.18 . 1.72 . .
. . 1.22 . 1.89 . .
. - 1.13 . 1.83 :
. 2.22 . . . . .
. 2.36 R . . . .
. 2.37 . . N .
2.45 2.15 . “ .
2.40 1.93 . . . . '
= 2.87 1.94 . . . A ‘.
2.42 2.31 . . . .
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APPENDIX C
NDA 20-886 (Panretin 0.1% Gel)

Stability Review
LSS
Table C.1
Total Related Substance Assay Observations for 7 Panretin Batches
Stored at 25°C/60% RH
BATCHES
TIME R9510001 R9511005 RS60800S RSGQQOOZ R9609007 R9709003 R$711005

0.52 0.46 0.34 0.25 0.20 0.11 0.27
0.26 0.69 0.41 0.24 0.20 0.13 .
0.27 0.73 0.42 0.25 0.20 0.27 .

. 0.25 0.3% 0.28 0.36 . .

. 0.27 0.32 0.30 0.44 . .

. 0.28 0.41 0.19 0.31 . .

“ . . .y . 0.21 .

. . . . . 0.12

. . . . . 0.13 .

. . . . : . 0.30

. N . " R . 0.28

N . R . . p . 0.34

. . . . 0.16 .

. . . . 0.00 .

. . . . . 0.00 .

. . . . . 0.21

. . . . . 0.21 .

. . ; . 0.11 . g

. . . . . . 0.17

. : . . . . 0.19

. . . . . . 0.20

. . . . ; 0.38 .

. . . . . 0.43

. ; . . . 0.28 .

. . . . . 0.59 0.29

. . . . 0.76 0.45

. . . . . 0.45 0.56

. . . . . 0.42 .

. . . . . 0.40 .

. . . . . 0.42 .

. . 1.08 0.87 0.92 . “

. . 1.06 0.9% 0.88 . .

. . 1.01 0.88 1.38 . .

. e 1.15 0.84 1.14 . .

. . 1.03 0.89 1.10 . .

. . 1.00 0.92 0.98 . .

. . 1.16 1.1¢6 1.81 . .

. . 1.08 1.19 0.99 . .

. . 1.16 1.37 1.22 . .

. . 1.02 0.99 “0.94 . .

5 . 1.04 0.94 0.91 . .

. . 1.19 1.00 1.32 . .

. . 1.18 - 1.72 . .

. . 1.22 . 1.89 . .

. . 1.13 . 1.83 . .

. 2.22 . . . . :

: 2.36 . . ; : .

. -2.37 . . . . .
2.45 2.1% . B . B .
2.40 1.93 . . . A
2.87 1.94 . N . .
2.42 2.31 . . . .
1.85 2.46 . . . .
3.09 2.34 . . . . .
2.10 1.91 . . ; . .

- 2.06 3.27 . . . . .
2.18 2.04 . . . . .
2.96 . . . . .
1.67 Y . . . . .
2.25 . .

Stawstical Reviewar: Kooros Mahjoab
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APPENDIX

Stability Review of NDA 20-886 (Panretig 0.1% Gel)

Evaluation of the Expiration Date for Total Related Substance Values of Parnetin 0.1% Gel

Under the Storage Condition 25°C/60HR With 6°C and
the Stability Percent Claim (Reference) of 0.0% - 4.0%

Figure 1: Batch Number R951 0001 -
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. Appendix C: Stability Review of NDA 20-886 (HFD-150)

Figure 3: Batch Number R9608005
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Figure 4: Batch Number R9609002
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Statistical Reviewer: Kooros Mahjoob




UL et . - .
e Caaee L L L e

Appendix C: Stability Review of NDA 20-886 (HFD-150)

Figure 5: Batch Number R9709003

PERCENT OF CLAIM

FLOr « » % DERCENT OF CLANM

= == Pradicted Valus of LEVEL

L_BOUND —-— U_BOUND
Figure 6: Batch Number R9609007
BUO-=EECR007
ey
4.0
(. |z ™
3 s -
g. 2.5 4 o -
E o " A
- B " -
g 1.0 4 “_," oy
B amdemTs
0.0
-0.8
, ARARSAas S oo : UABIARE Ras e o SR
[+] B8 10 18 20 28 30 33 40 48 80 [ 1] [ I}
MONTH
FLCT = % # DFRCENT OF CLAIM = = = Pradicted Value of LEVEL
—— L_BOUND ——— U_BOUND

Statistical Reviewer: Kooros Mahjoob




. ad

Appendix C: Stability Review of NDA 20-886 (HFD-150)

Figure 7: Batch Number R971 1005
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