




Please note that this submission contains confidential commercial information, and/or trade secret 
information, and the legal protections provided to such information are hereby claimed under the 
applicable provisions of Unites States law, including relevant provisions of the Federal Freedom of 
Information Act (“FOIA”), 5 U.S.C. § 552 et seq. (specifically, 5 U.S.C. § 552(b)(4)), the Trade 
Secrets Act (18 U.S.C. § 1905), the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq., 
(specifically FD&C Act §§ 301(j) and 906(c), 21 U.S.C. §§ 331(j) and 387f(c)) and FDA’s 
implementing regulations, 21 C.F.R. Part 20 (specifically 21 C.F.R. §§ 20.47 and 20.61). PMP S.A. 
understands that FDA will hold this documentation confidential and will refrain from the public 
disclosure of the information contained in this submission in conformity with such provisions of the 
law.  Accordingly, if FDA tentatively determines that any portion of this submission is disclosable to 
the public, FDA is required to provide PMP S.A. with notice and an opportunity to object in 
accordance with 21 C.F.R. §§ 20.47 and 20.61. PMP S.A. reserves all legal rights to protect against 
public disclosure of its trade secrets and confidential commercial information and to seek legal 
recourse against anyone who discloses such information without legal authorization. 
 
 
 
Enclosures: Annex A 
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