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APPLICATION NUMBER:
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APPROVAL LETTER




NDA 19-010/5-006

TAP PRarmaceuticais
Attn: Dean P. Sundberg
Reguiatocy Affairs

1400 Sheridan Road .
North Chicago, I 60064

Dear Mr. Sundvery:

Rererence is made to your supplementa. new drug application dated becemper 24,
1987, submitted pursuant to section 505(b) of the Feueral Foud, Drug, and
Cosmetic Act for Lupron (ivuprolide acetate) Inject.ion.

The supplemental application provides gor a change in tie bulk synthesis of
ileuprolide acetate.

Re nave complieted our review of this supplementai application, ana it is
appioved. We recosmend that an "examp.e Of actual practice® {see Druy
Substance Guideliines, page 13, parayraph 3) be submitteo.

We remind you that you reist compliy with the reyuirements set forth undec
21 CFR 314.80 and 314.81 for approvea HDAs.

Slncereiy yours,

Division of
pndocrine Drug Proaucts, HFL-510
‘ S Center for brug Evaluation and Reseaici
"c¢: NDA Arch, ‘
HFD-510
HFD-510/HMunn/DKertesz
HFD-511/PVaccari 5/4/88/Et/ck/5/5/88 WANG 1502t éJL & -5-R
Concurrences: - Hlunn/bKertesz/5/4/88/£t/PLV/5/5/8

SUPPLEMENT APPROVAL
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CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
NDA 19-010/S-006

CHEMISTRY REVIEW(S)




R/D signed by D.J. Kertesz 4/27/88

AR 25 1988

. CHEMIST'S REVIEW 1. ORGANIZATION 2 YRR HYPSER
j{ nece 14 cont, ¢ Ll L7k .
¢ '}:':ry'tolvlin‘::l-in‘nnlyoli:‘:-ol‘)‘.s-dnur:b{fe./; pupsr "FD"S].O
3. NAME AND AODDRESS OF APPLICANT (City and State) - &. DATE ¥DA APPROVED
TAP Pharmaceuticals Aw g m
N <. IF PRICR 10 OCT 10, 1552,
North Chicago, IL 60064 EATE SRPROVED FoR 2
: EF FICACY :
6. NAME OF DRUG 7. NONPROPRIETARY NAME ]
. 3 8. SUPPLEMENT
Lupron Leuprolide acetate  —5TH EMEN

S-006 12/24/87

9. FURPCSE OF SUPPLEMENT ‘ 10. AMENDMENT DATE(:)

A revised synthesis of the drug substance

11. OTHER CATE (Repalf, wic.)

12. PHARMACOLOGICAL CATEGORY 13. AF NUMBER
Antineoplastic
16. RELAYED IND/NDA/MF(s)
14. DOSAGE FORM ) : 15, HOW DISPENSEO
Injectaon X rx {Sove
17. POTENCY1vs) ta. DRUG REGUIRES
5 mg/ml (mELD 5 anee
19. CHEMICAL NAME 20. RECORDS AND REPORTS
CURRENT REVIEVWED
) - ) ves Clne ‘g ves _Jwno
2%, CHEMICAL FORMULA
-lPce~

7
pGlu-His-Trp-Ser-Tyr-D-1e-Arg-Pro-NHET
1 2 3 4 5 6&ya3 U

22. REMARKS

23. CONGLUSIONS

{nfomation in support of the proposed changes is satisfactory. Issue approval
etter.

APPROVED

gubmission of "example of actual practice” see Drug Subst. Guidlines
. p.13, par. 3
23, AREVIEATR
FAAK LIGHATURE €& Ty sefoiil V1.0
H.B. Nunn | 16/’ 37(,, . “4725788
DILTRIEUTION [T ORIGHIAL JACKET T CUPLICATE JACKLY L UREVIER LA
© FORM FDH 2206¢ (11.772) . PRE'«'ICJS)EG|TBﬁ WAy 2F USED YHTIL SYFPLY 1S EXRAUSTED. )]

Doy~ 4/27/3%




