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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 206628

2. DATES AND GOALS:

Letter Date: May 12, 2014 Submission Received Date :
May 12, 2014

PDUFA Goal Date: March 12 2014 Granted Priority Review
No

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Dexmedetomidine Hydrochloride Injection
Established or Non-Proprietary 
Name (USAN):

Dexmedetomidine Hydrochloride Injection

Dosage Form: Solution

Route of Administration IV Injectable

Strength/Potency 0.1mg/ml

Rx/OTC Dispensed: Rx   

INDICATION:

Dexmedetomidine Hydrochloride is formulated in a concentration of 100ug/ml (0.1mg/ml) in 

presentations of 4ml and 10ml vials. It is indicated for sedation of non-intubated patients prior to 

and/or during surgical.

DRUG SUBSTANCE STRUCTURAL FORMULA:

Dexmedetomidine Hydrochloride Injection MW: 236.74

1H-Imidazole, 4-[1-(2,3-dimethyl-phenyl)ethyl]-, monohydrochloride, (S)-  
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4. NAME OF APPLICANT (as indicated on Form 356h):

HG Specialty Pharma  Corporation
120 Route 17 North
Paramus, NJ 07652

5. SUBMISSION PROPERTIES:

Review Priority: Priority Review

Submission Classification 
(Chemical Classification 
Code):

Application Type: 505(b)(2)

Breakthrough Therapy    No

Responsible Organization
(Clinical Division):

DAAAP

6. CONSULTS:

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

X EES entered May 26, 2014 by J.Pinto/L.Riviera

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

Other X
Microbiology Consult Sent: May 13, 2014
Jessica Cole, Ph.D. is the assigned Micro. 
Reviewer
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Initial Quality Assessment

The drug product is formulated as an aqueous solution and is sterilized. Perservatives 

are added to ensure antimicrobial integrity in the multidose vial presentations. It is formulated in 

a concenetration of 100ug/ml (0.1mg/ml) and stored in presentations of 4ml and 10ml vials. The 

drug product is indicated for sedation of non-intubated patients prior to and/or during surgical.
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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
Manufacturing facilities are listed at the 
end of the Review. 

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
Manufacturing facilities are listed at the 
end of the Review.
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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}

NAME :        Julia Pinto, Ph.D. 
CMC-Lead ,Division III
Office of New Drug Quality Assessment

Tien-Mien Chen, Ph.D.
Senior Biopharmaceutics Reviewer
Office of New Drug Quality Assessment

{See appended electronic signature page}

Tapash Ghosh, Ph.D.
Biopharmaceutics Team Leader
Office of New Drug Quality Assessment

{See appended electronic signature page}

NAME:  Eric Duffy, Ph.D.
Director, Division III
Office of New Drug Quality Assessment
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