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Drug substance and Drug Product Manufacturing Facilities Chart

AC: Acceptable; NA: Not Applicable; TBD: To be determined; PN; Pending
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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 205108

2. DATES AND GOALS:

Letter Date: 
Dec. 23, 2013

Submission Received Date :
Dec. 23, 2013

PDUFA Goal Date: Oct. 23, 2014

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Sotylize (proposed)
Established or Non-Proprietary 
Name (USAN):

Sotalol hydrochloride

Dosage Form: Oral solution
Route of Administration Oral
Strength/Potency 5 mg/mL

Rx/OTC Dispensed: Rx   

4. INDICATION:  Treatment of documented life-threatening ventricular 

arrhythmias and for the maintenance of normal sinus rhythm in patients with 

history of highly symptomatic atrial fibrillation/flutter

5. DRUG SUBSTANCE STRUCTURAL FORMULA:

                                               

6. NAME OF APPLICANT (as indicated on Form 356h):

Arbor Pharmaceuticals, LLC

Reference ID: 3453442
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7. SUBMISSION PROPERTIES:

Review Priority: Standard 

Submission Classification 
(Chemical Classification 
Code):

Type 3

Application Type: 505(b)(2)

Breakthrough Therapy No

Responsible Organization
(Clinical Division):

Division of Cardiovascular and Renal Products

8. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics X
Clinical Pharmacology X
Establishment Evaluation 
Request (EER)

X

Pharmacology/Toxicology X
Methods Validation X
Environmental Assessment X
CDRH X
Other X Microbiology

Reference ID: 3453442
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minutes or other correspondence. Does this matter?  The protocol for the first 3 
commercial batches includes only the inverted configuration of the bottles.  Is this 
acceptable?

o It is stated that the  bottle  will be used for registration batches and 
commercially until exhausted followed by the use of  bottles.  Are 
these  equivalent in their protective properties?  Will the bottles made 
from the new  be used in the stability studies on the first 3 commercial 
batches?

 A Methods Validation Package has not been submitted in section 3.2.R
 Regarding Labeling—

o The nonproprietary name is based on the hydrochloride salt rather than the active 
moiety contrary to the USP salt nomenclature policy.  The strength of 5 mg/mL is 
based on the salt.  Does this qualify as an exception to the policy given that an 
approved dosage form (tablets) of this drug is also named as the hydrochloride 
salt?

o There are glaring errors in the draft PI section 11 (Description) – structure of 
sotalol, strength (“each 5 mL contains 5 mg..”) which need correction.

Reference ID: 3453442
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Parameter Yes No Comment

7.

Are drug substance manufacturing 
sites identified on FDA Form 356h or 
associated continuation sheet?  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person. 

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X

8.

Are drug product manufacturing sites 
identified on FDA Form 356h or 
associated continuation sheet.  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person.

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X

Reference ID: 3453442
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This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}

Kasturi Srinivasachar, Ph.D
CMC-Lead or 
Division I, Branch 1
Office of New Drug Quality Assessment

{See appended electronic signature page}

Olen Stephens, Ph.D.
Acting Branch Chief 
Division I, Branch 1
Office of New Drug Quality Assessment
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