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Memorandum DEPARTMENT OF HEALTH AND HUMAN

SERVICES PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

CENTER FOR DRUG EVALUATION AND RESEARCH

Date: January 11, 2017

From: Hitesh Shroff, Ph.D.

Application Technical Lead, Branch V

Division of New Drug Products II

Office of New Drug Products

Through: Moo-Jhong Rhee, Ph.D.

Chief, Branch V

Division of New Drug Products II

Office of New Drug Products

To: CMC Review #1 of NDA 208745

Subject: final Recommendation for NDA 208745

At the time when the CMC Review #1 was completed on October 6, 2016, it had

noted the following pending issues:

0 The label/labeling issues were not resolved.

0 Final “Acceptable” recommendation from the Oflice of Process and Facilities
was not issued.

Because ofthese deficiencies, the NDA was not recommended for approval from the OPQ

perspective.

On October 11, 2016, the applicant submitted revised labeling. The CMC sections ofthe

labeling were reviewed and found acceptable (Attachment -1).

On December 5, 2016, the Oflice ofProcess and Facilities issued the overall “Approval”

recommendation for the facilities involved in this NDA (Attachment — 2).

W

This NDA is now recommnded for Approval from the OPQ perspective.

Application Technical Lead’s Assessment and Signature

The NDA is recommended for Approval fiom quality perspective.
Digitally signed by Hitesh N.

I-Iitesh Shrofl; PILD. HlteSh N m:3;FUSWO ou=lIlS.ou=FDA.ou ' ..
Application Technical Lead, Branch V ”immmmmjk

Division ofNew Drug Products 11 Sh rofl: 'S 00348333.cn=meshN.Sh .--S

January 11, 2017 bam201701.121423240~05'00'

 
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Attachment 1: 

Labeling: 

Attachment 1:

Labeling:

Klemorandnm DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMISTRATION
CENTER. FOR DRUG EVALUATION AND RESEARCH

Date: October 13, 2016

ani: Rioo-Jhong Rhee, PhD. _ a...» .. ”Mans
Chief, Branch v Moofiiong "Self-"Mme”; t
Division of New Drug Products II Rhee -S B:§L”$fi£¥;‘$°"m
Office of New drug Products

To: Labeling Review #1 of NBA 208745

Subject: Final Recommendation

The Labeling review #1 has noted the following two pending issues:

1. Manufacturer information [e.g.. name and location of business (street address. city. state
and zip code)] is required in labeling and should‘oe located alter section 17. Patient
counseling information

2. “Do not remove the desiccant packet from the bottle" should be added in section
16, How SuppliedJStorage and Handling.

And because ofthese deficiencies. in the Labeling Review #1. this NDA was not
recommended for approval from the labeling perspective.

On October 11. 2016. the applicant amended the labeling and the above issues are
satisfactorily resolved (see the Attachment).

Recommendation:

This NDA is now recommended for approwl from the labeling perspective.
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Attachment:

16 HOW SIMSIORAGE AND HANDLING

TRUIANGuflzsmpdnpdmmmmmdnaeblflapxkoflomndfldmwaml
whiz mm.MpbWWWMIWMWWwan-
“trauma-usual mmmmmmMamuapwu

Wing“mfikboflwbfiplflnldmwmwumdded“rh3mgm
hofianbullspflmlas:

——
m» mmmmmmmflmw

Sue“momh1pmme.20to25°€(68b77°fi;mpmmdto 15w30’C(59»86°I-)1:«USP
ConnolcdRoomTw].

Emahaifi. mmm‘ rammmmcamumm.-Do not divide orW.
PAID"! COl'NSEUNG INFORMATION

MiseupummmaumAwmp-mmmmammde)

Advisehfian;

mg

0 ummmczmcmmmpmmimmmmb-rmu
PM.(I'm!

WM‘

- AccidmlhgesfimofTRlflANCEinchfltmMytchfldrnbsshéymoflgmymhh
semiannualmam mantle stpsmeRUIANCEmdyudanofru-hof
chfltkamdtod‘upoaeofunsedTRUlAfiCI-Zbacmcnmlll, mehumIISZIJ.

E! .. . anal; !. l

0 TonkeflUlANCEmedflywflhawmlfoodlmeqgcadAd-Mmm].
- Kabukmksdfipfiewhelflmhnmbunfiewm. Donahkemcbaunlhemin!
0 To mflmTRUIANCEuhhuwhok

- Radium ' mmLmuMcmhummmmuymm
Ippksauceamlh ammmxfilmawmhhamw
hawk-“Gait.

- Tokeq'l'RUIANCEinld'yphce Pmmfiunmisun 1%!quTRIHANCEhdlaigndhome.
Dommvemtnmhbonlc Downtdividea Ranownddiscardpolymcoilm
opal'ng MWMW'ISUHWWW (16)].

TRITIANCEWB a Indie-arid Synergy Phrase-ink he.

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Attachment 2:

Facilities:
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