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Product Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: Original NDA

2. SUBMISSION PROVIDES FOR: An anti-inflammatory drug substance 
in a topical cream vehicle.

3. MANUFACTURING SITE: G PRODUCTION Inc.
19400 Route Transcanadienne
Baie d’Urfé, Québec, Canada H9X 3S4

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 
STRENGTH/POTENCY: Ivermectin 1% cream containing 1% w/w 
(10mg/g) of ivermectin packaged in laminated tube. Proposed tube sizes 
for registration are 30g, 45g and 60g.

5. METHOD(S) OF STERILIZATION: Non Sterile Drug Product

6. PHARMACOLOGICAL CATEGORY: Topical treatment of 
inflammatory lesions of rosacea. 

B. SUPPORTING/RELATED DOCUMENTS: None

C. REMARKS: This is an original NDA for a non-sterile drug product for the 
topical treatment of inflammatory lesions of rosacea. This is an electronic 
submission.

filename: N206255R1

Reference ID: 3466901





---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

VINAYAK B PAWAR
03/07/2014

JOHN W METCALFE
03/07/2014
I concur.

Reference ID: 3466901





---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

VINAYAK B PAWAR
01/31/2014

JOHN W METCALFE
01/31/2014
I concur.

Reference ID: 3446008




