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CHEMISTRY REVIEW ...

Chenmustry Review Data Sheet

Chemistry Review Data Sheet

1. NDA 21411
2. REVIEW #:3

3. REVIEW DATE: November 14, 2002

4. REVIEWER: Gurpreet Gill-Sangha, Ph.D.

5. PREVIOUS DOCUMENTS:

Previous Documents

Original

N(BC) Amendment
N(BL) Amendment
N(BC) Amendment
N(BC) Amendment
N(BC) Amendment
N(BC) Amendment
CMC Review #1
CMC Review #2

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed
Response to Approvable Letter
N(BC) Amendment

N(BC) Amendment

N(BC) Amendment

7. NAME & ADDRESS OF APPLICANT:

Document Date

October 11, 2001
January 16, 2002
January 31, 2002
April 15, 2002
May 8, 2002
May 22, 2002
May 29, 2002
July 16, 2002
August 7, 2002

Document Date
September 26, 2002
October 10, 2002
October 23, 2002
October 31, 2002

Name: Eli Lilly and Company
Address: Lilly Corporate Center, Indianapolis, IN 46285
Representative: Gregory T. Brophy, Ph.D., Director, US Regulatory Affairs
Telephone: (317)277-3799
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CHEMISTRY REVIEW 0007

AL T sy e W st
— ERAlTTR AT

Chemistry Review Data Sheet
8. DRUG PRODUCT NAME/CODE/TYPE:
a) Proprietary Name: Strattera™
b) Non-Proprietary Name (USAN): Atomoxetine HCI

¢) Code Name/# (ONDC only): LY 139603
d) Chem. Type/Submission Priority (ONDC only):

® Chem. Type: 1
e Submission Priority: S

9. LEGAL BASIS FOR SUBMISSION: 505 (b) (1)

10. PHARMACOL. CATEGORY: Treatment of ADHD in children, adolescents
and adults

11. DOSAGE FORM: Capsule

12. STRENGTH/POTENCY: §, 10, 18, 25, 40 and 60 mg
13. ROUTE OF ADMINISTRATION: Oral

14. RxOTC DISPENSED: _X Rx ___OTC

15. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM)[Note27]:

SPOTS product — Form Completed
X _ Not a SPOTS product

16. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR
FORMULA, MOLECULAR WEIGHT:

CA Name: Benzenepropanamine, N-methyl-y-(2-methylphenoxy)-,
hydrochloride, (-)

USAN Name: (-)-N-methyl-3-phenyl-3-(o-tolyloxy)-propylamine hydrochloride

Non-Proprietary Name: Atomoxetine Hydrochloride

Chemical Formula: C,7H;NO .HCI

Molecular Weight: 291.82

CAS registry #: 82248-59-7

Structure:

Page 6 of 70



CHEMISTRY REVIEW

Chemistry Review Data Sheet

17. RELATED/SUPPORTING DOCUMENTS:

A. DMFs: None for this review

DMF

4 TYPE

HOLDER

ITEM
REFERENCED

CODE'

STATUS?

DATE REVIEW

COMPLETED | COMMENT

! Action codes for DMF Table:
1 - DMF Reviewed. -
Other codes indicate why the DMF was not reviewed, as follows:

2 -Type 1 DMF

3 —Reviewed previously and no revision since last review
4 — Sufficient information in application
5 — Authority to reference not granted

6 — DMF not available

7 — Other (explain under "Comments")

? Adequate, Inadequate, or N/A (There is enough data in the application, therefore the DMF did
not need to be reviewed)

B. Other Documents: NA

DOCUMENT APPLICATION NUMBER DESCRIPTION
18. STATUS:
CONSULTS/ CMC
RELATED RECOMMENDATION DATE REVIEWER
REVIEWS
Biometrics Acceptable June 17, 2002 Ning Li, Ph.D.
EES Acceptable October 3, 2002 | FDA Compliance
Pharin/Tox Approvable August 5, 2002 | Ikram Elayan, Ph.D.
Pending N/A Ikram Elayan, Ph.D.
Biopharm Acceptable June 19, 2002 Hong Zhao, Ph.D.
LNC USAN available NA NA
Methods Validation Pending Gurpreet Gill-Sangha, Ph.D.
OPDRA Acceptable March 22, 2002 | Marci Lee, Pharm.D.
EA Acceptable, categorical | As per CMC Gurpreet Gill-Sangha, Ph.D.
exclusion granted as per | Review #1 July
information from Eli 16, 2002
Lilly in this NDA
Microbiology Acceptable November 14, | Bryan Riley, Ph.D.
2002

Page 7 of 70
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Chemistry Review Data Sheet

Chemistry Review Data Sheet

1. NDA 21411

2. REVIEW #: 2

3. REVIEW DATE: August 7, 2002

4. REVIEWER: Gurpreet Gill-Sangha, Ph.D.

5. PREVIOUS DOCUMENTS:

Previous Documents

Original

N(BC) Amendment
N(BL) Amendment
N(BC) Amendment
N(BC) Amendment
N(BC) Amendment
N(BC) Amendment
CMC Review #1

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed

Document Date

October 11, 2001
January 16, 2002
January 31, 2002
April 15, 2002
May 8§, 2002
May 22, 2002
May 29, 2002
July 16, 2002

Document Date

FDA'’s EES Report August 5, 2002
7. NAME & ADDRESS OF APPLICANT:
Name: Eli Lilly and Company
Address: Lilly Corporate Center, Indianapolis, IN 46285
Representative: Gregory T. Brophy, Ph.D., Director, US Regulatory Affairs
Telephone: (317) 277-3799
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Chemistry Review Data Sheet

8. DRUG PRODUCT NAME/CODE/TYPE:
a) Propnietary Name: Strattera™
b) Non-Proprietary Name (USAN): Atomoxetine HCI

¢) Code Name/# (ONDC only): LY 139603
d) Chem. Type/Submission Priority (ONDC only):

® Chem. Type: 1
® Submission Priority: S

9. LEGAL BASIS FOR SUBMISSION: 505 (b) (1)

10. PHARMACOL. CATEGORY: Treatment of ADHD in children, adolescents
and adults

11. DOSAGE FORM: Capsule

12. STRENGTH/POTENCY: 5, 10, 18, 25, 40 and 60 mg
13. ROUTE OF ADMINISTRATION: Oral

14. Rx/OTC DISPENSED: _X Rx __OTC

15. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM)[Note27]:

SPOTS product — Forrn Completed
X Nota SPOTS product

16. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR
FORMULA, MOLECULAR WEIGHT:

CA Name: (3R)-N-methyl-3-(2-methylphenoxy)-3-phenylpropan-1-amine
hydrochloride

USAN Name: Benzene, N-methyl-gamma-(2-methylphenoxy) hydrochloride, (-)

Non-Proprietary Name: Atomoxetine Hydrochloride

Chemical Formula: Cy7H2)NO .HC1

Molecular Weight: 291.82

CAS registry #: 82248-59-7

Structure:
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Chemistry Review Data Sheet

17. RELATED/SUPPORTING DOCUMENTS:

A.DMFs: None for this review

DMF TYPE | HOLDER ITEM CODE' | STATUS? DATE REVIEW

4 REFERENCED COMPLETED | COMMENT

! Action codes for DMF Table:

1 - DMF Reviewed.

Other codes indicate why the DMF was not reviewed, as follows:
2 -Type 1 DMF

3 — Reviewed previously and no revision since last review

4 — Sufficient information in application

5 — Authority to reference not granted

6 — DMF not available

7 — Other (explain under "Comments")

? Adequate, Inadequate, or N/A (There is enough data in the application, therefore the DMF did
not need to be reviewed)

B. Other Documents: NA

DOCUMENT APPLICATION NUMBER DESCRIPTION
18. STATUS:
CONSULTS/ CMC
RELATED RECOMMENDATICN DATE REVIEWER
REVIEWS
Biometrics Acceptable June 17, 2002 Ning Li, Ph.D.
EES Withhold August 5, 2002 | FDA Compliance
Pharm/Tox Approvable August 5,2002 | Tkram Elayan, Ph.D.
Biopharm Acceptable June 19, 2002 Hong Zhao, Ph.D.
LNC USAN available NA NA
Methods Validation Pending Gurpreet Gill-Sangha, Ph.D.
OPDRA Acceptable March 22, 2002 | Marci Lee, Pharm.D.
EA Acceptable, categorical | As per this Gurpreet Gill-Sangha, Ph.D.
exclusion granted as per | review
nformation from Eli
Lilly in this NDA
Microbiology NA
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" CHEMISTRY REVIEW TEMPLATE :.

Chemistry Assessment Section

06-A0G-2002 FRA CDER EES Page 1of 4
ESTABLISEMENT EVALUATION REQUEST
DETA1L REPCRT

Application: EDA 214117000 Action Goals
Staxp: 12-0CT-2001 District Goal: 13-JUN-2002
Regulatory Due: 12-ADG-2002 Brand Mame; "' (ATOMDXETINKE BCL)
Applicant: LILLY Eatal. Bame,
LILLY CORPORATE CEXTER Genaric Xame: ATCMOXETIKE HCOL
IKDIARAPOLIS, IN 46285
Prioricty; @ Dosage Form: (CAPSULR)
Org Code: 120 Btrength: 5,10,18,25,40 & 6§0-NG

Application Cooment: TME DRUS SUBSTANCE, ATOMOXETINE MYDROCHMIORIDE, WILL B2
MANUFACTURED AT ELI LILLY S.A. - IRISH BRANCH, KINSALE, 0.
COFX IRELAND. THE KINSALE PACILITY WILL ALSO CONDUCT 1B-
PROCESS & FIRAL DS CONTROL TESTING. {on 02-BOV-2001 by L. ROCCA
{HFD-810) 301-%54-5357)

YDA Contacts: A. EHIMONRAY WEIKEL (HFD-120) 301-594-5535 , Project Managar
G. GILL SANGCHA , Review Chemist
H. PATEL {HPD-81D) 301-594-2570 , Team Leader

Overall Recommendation: MITHHOLD on 05-AUG-2002by R. WOODS (HFD-324) 301-827-0082
Establishment: 1819470
EL1 LILLY MDD CO

LILLY CORP CTR/WHITE RIVER PKY/EAST DR
INDIANAPOLIS, IR 46200

»F Ro: AADA 3
Responsibilitiea: FINISHED DOSAGE PACKAGER
Profile; 3G OAI Etatus: CAI ALERT

Estab. Comment: FACKAGING ARD LABELING OF THE FINISHED CAPSULES ATOMOXETINE 5, 10,
18, 25, 40 & 60 MG WILL BE CONDUOCTED AT LILLY'S TECHNOLOGY CENTER
I INDIRAPOLIS. TH. PRIMARY, BUPPGRTING AND OTHER STABILITY
STUDIES OF THE FIKRISEED DOSACDE PORM WILL BE CONDOCTED AT LILLY'S
TECHNOLOGY CERTER IW INDIANAPOLIS, IR. {cn 03-ROV-2001 by L. ROCCA
(ZFD-810) 301-554-5357)

Milestone Name Date Reg. Typelnsp. Date Decision & Reason Creator
SUEMITTED TO OC 02-¥OV-2001 ROCCAL
OC RECOMMERNDATION 03 -NOV-2001 ACCEFTABLE FERGUSONS
: BASED OR PROFILB
OC FRCOMMERDATION 05-a03-2002 WITHHOLD WOCDER
BIR REV-BRONCONCUR
W/DISTRICT

THIS WITHHOLD IS ACTUALLY BASED OX A REVIEW OF AN FDA-483 ISSUED AT THE END
OF A 4/8 - 5/30/02 QAI EI FDR WNHICH THE DISTRICT KAS RECDMMENDED AM
INJUNCTION. GMF DEFICIERCIES EXIST IN THE FIRX'E QUALITY SYSTEM TRAT COULD
BFFECT PACKAGTNG OPERATIONS. RELEVANT FRA-483 OBSERVATIONS READ -

THE QUALITY OCONTEDL UNIT DOES NOT ASSURE THAT ALL ERRCRS, DUREXPLAINED
DISCREPANCIES AND DEVIATIONS FROM ESTABLISHED PROCEDURES AND SPECIFICATIONS
ARE FULLY INVESTIGATED IH A TIMELY MAWNER., ADDITIONALLY AXD SBPECIFIC TO THIS
PRODUCT, GMP DEFICIENCIES IN PACKAGING OPERATIONS LACK EVIDENCE OF ADEQUATE
INVESTIGATICQN.

Establishment: 1813682
ELY LILLY CO/TIPPECANOR

POX 685 LILLY KD
LAPAYETTE, IN 47502
DMP Mo AADA ;
Responpibilitien: DRUG SUBSTANCE MANUFACTURER
DRUG SUBSTANCE OTHER TESTER
Profile; CSN GAY Srarus: NONE

Estab. Coemant: TIPPECANMOE SITE 18 CUURENTLY MANUFACTURING THE API. LILLY

Page 11 of 15



" "CHEMISTRY REVIEW TEMPLATE.

Chemistry Assessment Section

6-AUG-3002 FUA CDER ERS Page 20t
RETABLIEHMENT EVALUATION REQUEST
DF¥TAIL REPORT

PROPOGEE TOQ TRANSFER API MANUFACTURING TO IPELAND $ITE DURIKG MID-
REVIEW OF XDA. IRELAND 1§ ACCEPTABLE BASED ON PROFILE FROM EES.
TIPPERCANOE EITE SBOULD BE INSPECTED FOR API WRNUFACTURING ALSD
BEACUSE IT 1§ TEE CUKRENT MANUFACTURER OF AFPI AND ALL THE API IQTS
1% THE XDA ARE FORM THIE BITE. {cm 26-NOV-2001 by G. GILL EANGHA

0 )
Mileptone Name Date Req. TypeInsp. Date Decision & Reascn Creator
SUBRMITTED YO OC 26-R0OV-2001 GILLSANGHM
SOUBMITTED YO IO 26-ROV-2001 PB DAMBROGIOD
ASSIGNED INSPECTION “30-NOV-2001 PB MROBINED
INSPECTION BUHEDULED 11-DEC-2001 29-MAR-20D2 MROBINEBD
INSPRETION PERPORMED 23 -AFR-2002 1B-APR-2002 MROBINSO

GMP & PAI EI REPORTED DEVIATIONS NOT LIEELY TO AFPECT PRODDCT CAALITY. RIR
WILL BE CLASSIPIED VAI.

DO REQOMMENDATION 23-APR-2002 ADCEPTARLE WROBRINBD
IRSPECTION
EI DATED 4/1-18/2002 WILL BE CLASSIFIED VAI.
OC RECOXMENDATION 23-APR-2002 ACCEFTARLE NAMBROGIOD
PISTRICT RECOMMENDATION
INSPECTION PERPORMED 17-MAY-2002 AB-APR-2002 MROBIKSO
T e e
/“""w o, - ~
Mwmﬂx a1 S
\x
R
DO RECOMMENDATION 28-MAY-2002 AOCEPTARLE MROBINSO
INSPECTICN
P! 4/1-18/02 WAS CLASSIFIRD VAZL.
00 REDOMMENDATION 2W-MAY-2002 ADCEPTARLE ADAMES
DISTRICTY RECOMMENDATION
brofile: T QAT Status: NDNE

Estab., Comment: -

e e e et bt e AN RIS

Page 12 of 15



" CHEMISTRY REVIEW TEMPLATE.:

Chemistry Assessment Section

06-AG-2002 FDA {DER KEES Page 3 of
ESTABLISHMENT EVALUATIOR REQUEST
DETAlIL REPORT

Milestonse Mame Date Req. Typelnep. Date Decision & Reason Creator
SURMITTED TO ©OC 02-MWOV-2001 ROCCAL
SIEMITTED TO DO 0%-¥V-20081 GMP FERGUSONS
DO RECOMMEXDATION 23-APR-2003 ACCEFTABLE MROBIRSD
INRSPECTION
GMF AND PAT INSPECTION 4/1-18/2002 INCLUDED LABORATCRY OOVERAGCE AND WILL BE
CLASSIFIED VAI, -
OC REDOMMENDATION 23-APR-2002 ACCEPTABLE DAMBROGIOJ

DISTRICT REODNENTATION

Establighment: 2619243

BLI LILLY INDUSTRIRS INC

12.6 XM 65TH INFANTRY RD

CAROLINA, PR 00585
DMF ¥O: AADA:
Fesponsibilitien: FINISHED DOSAGE MANUFACTURER

FINISHED DOSAQE PACKAZER

Profile: Lo ic] QA1 Btatus: XONE

Estab. Comment: CAPSULES ATOMOXETINE 5, 10, 18, 25. 40 & §0 MG WILL BE
MANUFACTURED AT LILLY'S CAROLIKA, PR PACILITY. PACKAGING &
LABELING OF THE FIBRISHED CAPSULES ATOMOXETINE 5, 10, 18, 25, 40 &
£0 WILL BE OONDUCTED AT LILLY'S CAROLIRA, PR PACILITY. IN-FROCRSS
& CONTROL TESTING OF THE FPINISHED DOSAGE FORX WILL BE CONDUCTED AT
LILLY'S CAROLINA, FR PACILITY. PRIMARY, BUPPORTING & OTEER
STABILITY BTUGIES OF THE PINISHED DOSAGE FORM WI1LL BE CONDUCTED AT
LILLY*S CAROLINA, PR FACILITY. (on 02-NOV-2001 by L. ROCCA (MBFD-
810} 301-%54-53%7)

Milestone Kams Date Req. Typelnsp. Date Decisicn & Reason Creator
SUNMITTED TO OC 02-NOV-2001 ROCCAL
SUBMITTED TO DO 05-BOV-2401 P8 FERGUSONE
ASSIGNED IMSPECTICM *13-NOV-2001 PS8 WTORRES
INSPECTION SCHEDULED 01-APR-2002 18-JUN-2002 WTORRES
INSPECTICON PEFFORMED 14-JUK-2002 07-JUN-2002 MTURRES
DO RECOMMEXDATION 14-JUN-2002 ACCEPTABLE MTORRES
INSPECTION
VALIDATION POR 60 MG COVERED AND NO DEFICIERCIES POUND.
OC RECOMMENDATION 14-JUN-2002 ACCEPTABLE FERGUSONS

DISTRICT REDOMMENDATION

Establishmant: 5611006
BLY LILLY 8A {(ELANCO)
KINSALE, COtTY (ORK, EI

IMF Mo: AADA =
Responsibilities; DRUG SUBSTANCE MANUFACTURER
protile: CEN QAT Status: NONE

Esrtab. Comment: THE DEDG SUBSTANCE, ATOMOXETINE HYDROCHLORIDE, WILL AR
MANUPACTURED AT ELI LILLY $.A. - IRISH BRANCH, KINSALE, CO. CORK
IRELAND. THE KINSALE FACILITY WILL ALSO CONDUCT IN-PROCESS &
FINAL DS CONTROL TESTING. (on 02-NOV-2001 by L. ROCCA [HFD-810)

301-5594-5357)
Milestone Kame Date Reg. Typelnsp. Date Decision & Reason Creator
BUBMITTED TG OC 02-8¥0OV-2001 ROCCAL
OC RECOMMENDATIOR 05-BOV-2001 ACCEFPTABLR DAMB ROGTOT

BASED ON PROFILE

Establishment: 9615231

Page 13 of 15



" CHEMISTRY REVIEW TEMPLATE. ...

Chemistry Assessment Section

06-AUG-2002 POA CDER EES Page 4ol 4
EFTABLISFMENT EVALUGATION REQUBST
DETAIL REPORT

1710 RESEARCH LABORATORIES DIV RLY LILLY AMD CO
3650 DAKFORTE AVENUE
SCARBOROUGHE, CNTARIC, CA WN1W 2K8

IDNF ED: AXDA:
Eeeponsibllities: FIKISHED DOSAGE STABILITY TESTER
Profile: CTL QAl Statup: MINE

Estab. Comment: THE ANALYYTICAL LABOPATORIES OF ELI LILLY CAKADR WILL CORDUCT
PRIMARY, SUPPORTING AND OTHER STABILITY ETUDIES OF THE FIN1SHED
DOSAGE PORN. (om 05-MOV-2001 by L. ROCCA (HFD-810) 301-594-5357)

Milestone Name Date Req. Typelnsp. Date Decision L Reason Creator
FUBNITTED TO OC 05-ROvV-2001 ROCCAL
FUBMITTED TO DO 06-NOV-2001 OMP DAMBROGIOY
ASSIENED IKSPECTION "06-KOV-2001 GMP GARCIAN
INGPECTION SCHEDULED 22-NAR-2002 12-APR-2002 IRIVERA
INSPECTIOR BCHEDULED 08-APR-2002 12-APR-23002 GARCIAM
INSFECTION PERFOPMED 16-APR-2002 12-APR-2002 IRIVERA
INSPECTIOR PERPORMED 20-MAY-2002 12-APR-2002 GARCIAM
,»"‘"”( aww&r_ﬂww‘»":"““j“w";_M'Nﬁ'% o e
D s AT AT i Waﬂ\;
" W%rn.b
O RECCHMENDATION 04-JUN-2002 ACCEPTARLE ADANSE
IRSPECTICN
OC RECOMMENDATION 04-JUN-2002 ACCEPTARLE DAMEROGIOS

DISTRICT RECOMMEXRDATION

Page 14 of 15
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Chemistry Review Data Sheet

Chemistry Review Data Sheet

1. NDA 21411
2. REVIEW #: 1

3. REVIEW DATE: July 16, 2002

4. REVIEWER: Gurpreet Gill-Sangha, Ph.D.

5. PREVIOUS DOCUMENTS:

Previous Documents

6. SUBMISSION(S) BEING REVIEWED:

Submission(s) Reviewed

Document Date
September 9, 1981

Document Date

Onginal October 11, 2001
N(BC) Amendment January 16, 2002
N(BL) Amendment January 31, 2002
N(BC) Amendment April 15, 2002
N(BC) Amendment May 8, 2002
N(BC) Amendment May 22, 2002
N(BC) Amendment May 29, 2002
7. NAME & ADDRESS OF APPLICANT:
Name: Eli Lilly and Company
Address: Lilly Corporate Center, Indianapolis, IN 46285
Representative: Gregory T. Brophy, Ph.D., Director, US Regulatory Affairs
Telephone: (317) 277-3799

Page 6 of 94




CHEMISTRY REVIEW - - - Gl

Chemistry Review Data Sheet
8. DRUG PRODUCT NAN[E/CODE/TYPE:I
a) Proprietary Name: Strattera™
b) Non-Proprietary Name (USAN): Atomoxetine HC1

¢) Code Name/# (ONDC only): LY 139603
d) Chem. Type/Submission Priority (ONDC only):

¢ Chem. Type: 1
¢ Submission Priority: S

9. LEGAL BASIS FOR SUBMISSION: 505 (b) (1)

10. PHARMACOL. CATEGORY: Treatment of ADHD in children, adolescents
and adults

11. DOSAGE FORM: Capsule

12. STRENGTH/POTENCY: 5, 10, 18, 25, 40 and 60 mg
13. ROUTE OF ADMINISTRATION: Oral

14. Rx/OTC DISPENSED: _X Rx ___OTC

15. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM)[Note271:

SPOTS product — Form Completed
X___ Not a SPOTS product

16. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR
FORMULA, MOLECULAR WEIGHT:

CA Name: (3R)-N-methyl-3-(2-methylphenoxy)-3-phenylpropan-1-amine
hydrochloride

USAN Name: Benzene, N-methyl-y-(2-methylphenoxy) hydrochlonde, (-)

Non-Proprietary Name: Atomoxetine Hydrochloride

Chemical Formula: C17H2;NO .HCI

Molecular Weight: 291.82

CAS registry #: 82248-59-7

Structure:

Page 7 of 94
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Chemistry Review Data Sheet
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' Action codes for DMF Table:

1 - DMF Reviewed.

Other codes indicate why the DMF was not reviewed, as follows:
2 -Type 1 DMF

3 — Reviewed previously and no revision since last review

4 — Sufficient information in application

5 — Authority to reference not grant=d

6 — DMF not available

7 — Other (explain under "Comments")

? Adequate, Inadequate, or N/A (There is enough data in the application, therefore the DMF did

not need to be reviewed)

B. Other Documents: NA

DOCUMENT APPLICATION NUMBER DESCRIPTION
18. STATUS:
CONSULTS/ CMC
RELATED RECOMMENDATION DATE REVIEWER
REVIEWS
Biometncs Acceptable June 17,2002 | Ning L1, Ph.D.
EES Pending
Pharm/Tox Pending
Biopharm Acceptable June 19, 2002 | Hong Zhao, Ph.D.

Page 9 of 94




Methods Validation
OPDRA

.

EA

Microbiology

s B e . ot e T A

CHEMISTRY REVIEW

Chemistry Review Data Sheet
USAN available E__
Pending _ Gurpreet Gill-Sangha, Ph.D.
Acceptable March 22, Marci Lee, Pharm.D.
- 2002
Acceptable, categorical | ASPf this Gurpreet Gill-Sangha, Ph.D.
exclusion granted 2s per TEVIEW

information from El

Lilly in this NDA

N

3

APPEARS TS WAY

rnosad
s

APPEARS THIS WAY

03!

APPEARS
s

ORIGIMAL

THIS WAY

OM DRIGINAL
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