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Reference ID: 3083898

FDA CDER EE-S

ESTABLISHMENT EVALUATION REQUEST

DETAIL REPORT

Anne-Hon: NDA 2022701000 Action Goal:

3’ a Duo: 23-SEP-2010 mom: Goal: 24-MAv-2o11

k ‘ .Atory: O3-FEB-2012

Applicant: MERCK SHARP DOHME Brand Name: Sitainptin + Metformin Extended Release

UGZCD 48 ' hub. Nam:

NORTH WALES, PA 19454 We Name:

Monty: 3 Product Number; Dosage Form; Ingredient; 3mm

. . 001; TABLET; SITAGLIPTIN; SOMG
0" cm‘ 51° 001; TABLET; METFORMIN HYDROCHLORIDE; SOOMG

002; TABLET; SITAGLIPTIN; 50MG
002; TABLET; METFORMIN HYDROCHLORIDE; 1000MG

Application Comm: SEE ESTABLISHMENT COMMENTS FOR THIS NEw NOA (on 01~OCT~2010 by K. SHARMA () )

FDA Com: K. SHARMA Project Manager

3. TRAN Team Leader 301-796-1764

on 25-JAN-2012 301-796-3203
OVOI'OII Emulation: ACCEPTABLE by _S. HERTZ (HFD-320)

PENDING on 05-JAN-2012 by EES_PROD

WITHHOLD on OMAN-2012 by EES_PROD

WITHHOLD on 04-DEC-2011 by EES_PROD

WITHHOLD on 10~AUG-2011 by EES_PROD

PENDING on 04-AUG-2011 by EES_PROD

PENDING on 04-AUG-2011 by EES_PROD

PENDING on 04-AU62011 by EES_PROD

PENDING on 04-AUG-2011 by EES_PROD

PENDING on 03-AUG-2011 by EES_PROD

WITHHOLD on 03-AUG2011 by EES_PROD

WITHHOLD on 21-JUL-2011 by EES_PROD

WITHHOLD on 25-MAY-2011 by EES_PROD
W

January 20, 2012 1:30 PM WA Confidential . Inland momma" Only Pagflof!
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FDA CDER EES

ESTABLISHMENT EVALUATION REQUEST

DETAIL REPORT
(mo

Est-mm: cm: (W)
am

am

on: No: MBA:

WW DRUG SUBSTANCE MANUFACTURER

DRUG SUBSTANCE PACKAGER

DRUG SUBSTANCE RELEASE TESTER

DRUG SUBSTANCE STABILITY TESTER

WM DRUG SUBSTANCE (srTAGLIPTIN PHOSPHATE) MANUFACTURING. PACKAGING, AND RELEASEISTABILITY TESTING (on
CW 01-OCT-2010 by K. SHARMA () )
man: NDN-STERILE API BY CHEMICAL SYNTHESIS on am: NONE

MWWWMM—

92mm” HARMAKHSUBMITTED TO GO 05-OCT-2010

OC RECOMMENDATION 05-OCT-2010 ACCEPTABLE STOCKM

BASED ON PROFIIE

SUBMITTED TO 00 04-AUG-2011 SHARMAKH

OC RECOMMENDATION 04-AUG-201 1 ACCEPTABLE STOCKM

BASED ON PROFILE

mauuuum FDACummd-mmmm 93902019
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FDA CDER EES

ESTABLISHMENT EVALUATION REQUEST

DETAIL REPORT
(6) (4) (4)

Establishment: CFN: PEI: 0’)(b) (4)

DUI No: AADA:

Responsibilities: DRUG SUBSTANCE MANUFACTURER

DRUG SUBSTANCE RELEASE TESTER

DRUG SUBSTANCE STABILITY TESTER

WM DRUG SUBSTANCE (METFORMIN HYDROCHLORIDE) MANUFACTURING. TESTING AND RELEASE (on o1-oc1t2010 by K,
Comm: SHARMA 0)
Profile: NON-STERILE API BY CHEMICAL SYNTHESIS OAI 3mm NONE

Wm.— 312mm. mm W Baum—— W—
b

SUBMITTED TO 06 05—OCT-201 0 §HARMAKH

OC RECOMMENDATION 050CT-2010 ACCEPTABLE STOCKM
BASED ON PROFILE

SUBMITTED TO 06 04-AUG-2011 SHARMAKH

OC RECOMMENDATION 04~AUG-201 1 ACCEPTABLE STOCKM

BASED ON PROFILE

Januuynao12190PM mcm-mmmwy Paps."
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FDA CDER E53

ESTABLISHMENT EVALUATION REQUEST

DETAI. REPORT

uni—nu: am: 2050215 PB: 1000131011

mace.uc.

R02. mm
macao. PR 0000:;

um: um.

WISH-WWW

MWMTESTER

W

m mmcrmacwmemmmemmw-zmownsmm

nub: rmmmeom ' cum NONE

M1001: os-oct-amo

wan-111501000 moat-2010 WW stocm

mmmn 14-0612le mend-c ‘ 11115an

mm mom-2010 os-nov-zmo ‘ _ Rl-IERNAND

mm "wan-2011 1mm" weenaeuoez

 
DOmemo" mum-2011 WITHHOLD ' RHERNAND

FIFM NOT‘READY A

 
“1.312130" . FOAM-WWW} M40“
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