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~ ANDA 62-756/5-029

Merck & Co, Inc.

" Attention: Charles L. Hyman

Sumneytown Pike, P.O. Box 4, BLA-20 _ JW 28 EBQ;

-West Point, PA 19486

. Dear Sir:

: ence ~-“ymwr supplemental new: drug appllcatlon N
dated NOvember 11, 1998, submitted pursuant to 21 CFR 314.70 ’
regarding your abbreviated new drug application for Primaxin™
I.V. (Imipenem and Cilastatin for Injection, USP). We note that
this product is subject to the exception provisions of Section
125(d) (2) of title T of the Food and Drug Admlnlstratlon

Modernization Acts of 1997,

The supplemental application provides for the revised package
insert labeling reflecting addition of specific pediatric
1nformat10n in response to the Pediatric rule 21 CFR

201: 57( ) (9) . In addition, minor editorial changes were made
throughout the text. «

We have completed the review of this supplemental appllcatlon and
it is approved. However, we ask that at the next time of
printing, you make the following changes:

1. PRECAUTIONS
Repeat the footnote Based on... 70 kg.” in the first
column of the second page where the corresponding text
also appears.

wih

2. DOSAGE AND ADMINISTRATION

It is preferable to delete the terminal zeros when
referring to a specific dose throughout the text
including the tables. It may reduce the risk for
possible medication errors caused by an erroneous
reading of the dose. [e.g., “4 g/day” rather than
\\4.0g/dayll]

Revised package insert labeling may be submitted in an annual
report provided all changes have been described in full.




Ny

“We rémihd_yduthat.yOu must.comply,With_thé-requirements for an
approved abbreviated new drug application described in 21 CFR
314.80-81. = B '

The material submitted is being retained in our files.

Sincerely yours,

cc: ANDA 62-756/S-029
Division File
HFD-92

V:\FIRMSAM\MERCK\LTRS&REV\ 627565029 .apl

ENDORSEMENTS : HFD—613/CPARK‘ Mﬂ/\/ \I’LQIC‘(

HFD-613/CHoppe

Approval Letter - Single Supplement
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Rockville, MD 20855 Research Lahoratories

FINAL PRINTED LABELING

AADA 62-756: PRIMAXIN™ LV,
(Imipenem-Cilastatin Sodium for Injection)

Dear Mr. Harrison:

Reference is made to the Abbreviated Antibiotic Drug Application cited above. Reference is also made to
Supplemental New Drug Application for NDA 50-587/5-048 for PRIMAXIN™ 1.V. This supplemental
application was in response to the Pediatric rule [21 CFR 201.57(£)(9)] and provided for the addition of
specific pediatric information to the PRIMAXIN™ product label. This supplemental application was
approved by the Division of Anti-Infective on, April 8, 1998; a copy of this approval letter is attached.
The Final Printed Label (FPL)for this supplement was submitted to the Division of Anti-Invectives on
October 29, 1998, and to ensure that the labels of AADA 62-756 and NDA 50-587 remain consistent we
are now submitting the corresponding FPL to AADA 62-756.

With this submission, we are providing 20 copies of Final Printed Labeling. This FPL is identical to the
draft labeling approved by the Division of Anti-Invectives on April 8, 1998.

Attached with this submission are the following:

e Printed package circular #7882123 Tab 1
e  Mock-up of package circular #7882122 Tab 2
¢  Summary of Revisions Tab 3
e (Clean running text Tab 4

This labeling will be used in all products sold or distributed on or before January 1, 1999.

Please direct questions or need for additional information to Charles L. Hyman, M.D. (610/397- 2850) or
in my absence, Bonnie J. Goldmann, M.D. (610/397-2383).

RECGEWVED
NOV 1 61998"

Attachments
Q/YAR/HERS/LTR/PRIMAXIN2

Certified No. P 914 177 660
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i DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service

Food and Drug Administration
Rockville MD 20857
NDA 50-587/SE5-048

Merck & Company, Inc.

Attention: Charles L. Hyman, M D. ' APR 8 1998
Director, Regulatory Affairs

P.O.Box 4

West Point, PA 19486

Dear Dr. Hyman:

Please refer to your supplemental new drug application dated April 7, 1997, received April 8,
1997, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Primaxin®
L.V. (imipenem and cilastatin for injection). :

We note that this application is subject to the exemption provisions contained in section 125(d)(2)
of Title I of the FDA Modernization Act of 1997.

We acknowledge receipt of your submission dated February 12, 1998. The User Fee goal date
for this application is April 8, 1998. : ‘

The supplemental application provides for the treatment of serious infections caused by
susceptible strains of designated microorganisms in pediatric patients.

- We have completed the review of this supplemental application, including the submitted draft
labeling, and have concluded that adequate information has been presented to demonstrate that
the drug product is safe and effective for use as recommended in the enclosed draft labeling dated
April 8, 1998. Accordingly, the supplemental application is approved effective on the date of this
letter.

The final printed labeling (FPL) must be identical to the enclosed draft labeling dated April 8,
1998.

Please submit 20 copies of the FPL as soon as it is available, in no case more than 30 days after it
is printed. Please individually mount ten of the copies on heavy-weight paper or similar material.
For administrative purposes, this submission should be designated "FINAL PRINTED
LABELING" for approved supplemental NDA 50-587/SE5-048. Approval of this submission by
FDA is not required before the labeling is used.

Should additional information relating to the safety and effectiveness of the drug become
available, revision of that labeling may be required. '

In addition, we request that you submit a labeling supplement, as soon as possible, to provide for
the following package insert revisions:

Regulatory Affairs
APR 0 8 1998

£ L Hyms
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NDA 50-587/SE5-048
Page 2

1. The microbiology subsection should be revised in accordance with the 1993 letter
to ALL NDA Holders.

2. The NCCLS References should be updated.

Please submit three copies of the introductory promotional material that you propose to use for
this product. All proposed mateyials should be submitted in draft or mock-up form, not final
print. Please submit one copy to this Division and two copies of both the promotional materjal
and the package insert directly to: '

Fogd and Drug Administration

Division of Drug Marketing, Advertising and Communications,
HFD-40 '

5600 Fishers Lane

Rockville, Maryland 20857

Should a letter communicating important information about this drug product (i.e., a “Dear
Doctor™ letter) be issued to physicians and others responsible for patient care, we request that
you submit a copy of the letter tq this NDA and a copy to the following address:

MEDWATCH, HF-2

FDA

5600 Fishers Lane
Rockville, MD 20852-9787

We remind you that you must co_imply with the requirements for an approved NDA set forth
under 21 CFR 314.80 and 314.81.

If you have any questions, please contact Ms. Frances V. LeSane, Regulatory Health Project
Manager, at (301) 827-2125. ' .

Singerely yours,

Director
Division of Anti-Infective Drug Products
Office of Drug Evaluation IV

_ Cexiter for Drug Evaluation and Research

ENCLOSURE



