CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: NDA 20582/S002

CHEMISTRY REVIEW(S)




1.O0RGANIZATION 2. NDA NUMBER
CHEMIST'S REVIEW DMEDP, HFD-510 20-582
3. NAME AND ADDRESS OF APPLICANT 4 . SUPPLEMENT NUMBER, DATE
Organon Inc. S-002
375 Mt. Pleasant Avenue .- 11/20/98
West Orange, New Jersey 07052
5. NAME OF THE DRUG 6 .NONPROPRIETARY NAME USER FEE DATE: 3/27/99
FOI11stIsm Follitropin beta for
injection

8 . AMENDMENTS/REPORT, DATE
7. SUPPLEMENT PROVIDES FOR: :

An alternate piece of equipment to wash,
sciliconize,sterlize and dry stopper

9. PHARMACOLOGICAL CATEGORY 10 HOW DISPENSED 11 .RELATED IND/NDA/DMF

Hormone , follicle stimulating hormone Rx

12. DOSAGE FORM 13. POTENCY

Lyophilized Powder 75 IU or 150 IU/vial
for injection

14. CHEMICAL NAME AND STRUCTURE.

See Chemistry Review #1

15. COMMENTS

This is a consult review for HFD-580. The supplement, submitted as Changes
Being Effected and as one of the bundled submissions, provides for an alternate
piece of equipment to wash, sciliconize, sterlize and dry stopper used for the
manufacture of drug product. The bundled supplements also include: NDA 16-750
(HFD-510), NDA 13-132 (HFD-580), NDA 20-328 (HFD-580), NDA 18-776 (HFD-170), NDA
17-692 (HFD-580), NDA 17-398 (HFD-170), 20-214 (HFD-170) and two OGD ANDAs. The
changes has been reviewed by the lead reviewer, Dr. M. Theodorakis of HFD-170,
and was found satisfactory. As part of the chemsytry review, both the
Micrebology Consult Review and Establiment Inspection Report also recommended
approval of these bundled supplements (see Chemistry Review #2 dated 2/19/99
for NDA 18-776/S-024, Microbiology Consult Review dated 1/11/99, and an
acceptable EER dated 12/29/98). '

16. CONCLUSION AND RECOMMENDATION

Adequate information has been provided. The supplement can be approved. Issue
an approval letter.

17. NAME | REVIEWER SIGNATURE | DATE COMPLETED
Duu-Gong Wu, Ph.D.
Team Leader, DNDCII : /Sslﬁ 3/16/99
DISTRIBUTION: ORIGINAL JACKET Y cSo REVIEWER DIVISION FILE
R/D INITIATED BY: FILE NAME:20582.s02

~C: HFD-580/MJ Rhee
HFD-510/DG Wu




Chemistry Review #2 L Division | 2 NDA 18776

HFD-170
3 Name and Address of Applicant 4 Supplement
AkzoNobel / OrganonInc. - Number Date
375Mt Pleasax Avenie
West Orange, New Jerssy 07052 SCviHR4 112098
At Abert P. Mayo: el 973-3254833 '
S Name of Drug 6. Nonproprietary Name
" Norcuron for Ipecion Vearonum bromide for frgection
7. Supplement Provides for- an azomaed process for washing, siioonizing, , serilizing and drying 8 Amendment(s)
9. Pharmacological Category 10. How Dispensed 1L Refated Docimments
Rx

12. Dosage Form 13. Potency

Injection 10mgAvial, 20 mgfvial

14. Chemical Name and Structure see USANUSP

15 Comments

On2/12/99, Campliance provided an acceptable recommendation for the faciliy.

See also, Chemistry Review #1 of this supplement dated 2/1/99, and Mirobiology Review #1 of NDA. 17-398/SCM-012, dated 1/1159.

This review pertamns 1o the following 8 bundled { y
1132 16-750SCMO16; 17-398SCMAOLS; 17-6925CM-015; 18-T765CM 124
20.21450M009, 20- 20-582/50M-002”

16.  Condhusions and Recommendations
It s recommended that approval be granted 1 this supplemental application.

CC.

NDA 18-776/5-024 aA
HFD-1 } Q. 2‘ ?),\
HFD-170/ADSa

HFD-170/SSamarma

- DOC. DAWORDREVIEWSAKZON 8776-2481L2

Semy ew Chemis.-




Chemistry Review #1 _ L Division - 2 NpA 18-776

HFD-170

3 Name and Address of Applicant . 4 Supplement
AkznNobel / OrganonInc. Number Date
575 Mt Pleasart Averne _
West Orange, New Jarsey 07052 SCV24 112098
Ammn: Albert P. Mayo: 1 973-325-4833 '
S NameofDrug 6. Noaproprietary Name

Naorouron for Igection Veouromum bromide for Injection
7. Supplement Provides for: an ammeed process fior washing, sliconizing, , steritizing and drying 8 Amendment(s)
9. Pharmacological Category 10. How Dispensed 11. Refated Documents

Rx

12 Dosage Form 13. Potency

Injection . 10mg Avial, 20 mgivial

14 Chemical Narne and Structure see USAN/USP

15 Comments

This review pertams 1o the following 8 bundled supplements.
131324 ; 16-750/SQVE016; 17-398SCMH012; 17-692/SOM-013; 18-776/SCMH24
20-214/SCM-009; 20-328/SCM-003 20-582/SCM-02

16 Conclusions and Recommendations _
This supplemental application is not approvable . Compliance has recommended withhokding approval of this application.

cC:

NDA 18-7765-024

HFD-1 S L
HFD-170ADSa

HFD-170SSamam

DOC. DAWORDREVIEWS\AKZON8776-24 SUP

17.Name Sgmature P Date
Michee! C. Theodorakis, Ph.D. 2159




