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Merck Research Laboratories
Attention: Virgina G. Snyder
P.O. Box 4, BLA-20
Sumneytown Pike

West Point, PA 19486

Dear Madam:

This is in reference to your new drug applications dated February 14, 1995 and August 27, 1999,
submitted pursuant to 21 CFR 314.70 regarding your abbreviated new applications for PRIMAXIN®
LV. (Imipenem and Cilastatin for Injection, USP) ADD-Vantage™ Vials. We note that these
applications are subject to the exemption provisions contained in section 125(d)(2) of Title [ of the
FDA Modemization Act of 1997.

Reference is also made to your amendment dated July 11, 2001.

The supplemental application [S-024] provides for revised package insert labeling reflecting
changes in the TITLE, CLINICAL PHARMACOLOGY (Microbiology), INDICATIONS AND
USAGE, and REFERENCES sections to be in accordance with the insert labeling for your
NDA product (NDA 50-587). In addition, we note that you have further revised your insert
labeling [# 7882125] reflecting the changes in the Microbiology subsection requested by the
Agency in the approval letter for NDA 50-587/S-050 dated February 4, 1999.

The supplemental application [S-025] provides for revised package insert labeling reflecting
changes in DESCRIPTION, PREPARATION OF SOLUTION, COMPATIBILITY AND
STABILITY and HOW SUPPLIED sections reflecting addition of Primaxin® LV. in
MONOVIAL™ vials and some editorial revisions to ADVERSE REACTIONS and
PREPARATION OF SOLUTION sections. We acknowledge that your supplemental
application for MONOVIAL™ vials submitted to the Division of Ant1 Infectlve Drug Products
was approved on July 24, 1998 (NDA 50-587/S-049).

We have completed the review of these supplemental applications [# 7882125] and they are approved.

We remind you that you must comply with the requirements for an approved abbreviated new drug
application described in 21 CFR 314.80-81.



The material submitted is being retained in our files.

erely you,

(

Wm Peter Ri¢
Acting Director
Division of Labeling and Program Support
Office of Generic Drugs

Center for Drug Evaluation and Research
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PRIMAXIN® LV, {Imipenem and Cilastatin for Injection)

VDOSAGE AND ADMINISTRATION

"Adults

The dosage recommendations for PRIMAXIN i:
_the guantity of imipenem to bg, administer
|Iastat|n i$ a]so prest

00 Mg dose.
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~infusion maybesiowe ‘dr‘ﬂq
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0f 67
"'Schedule for Adults witl
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tion by thefollowing equation:
7ch (Ma|es) ) '
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loses :up.40-90 ma/kg/day: in-divided. doses, ne: -‘exceedmg
4.0 g/day. g
Redulced Intraveng/us -Sched
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tlon and/or reduced body weight:
1. Choose.a total daily dose from Table l based on |nfec—

2.

tion characteristics.

aJ If the total daily dose is 1.0 g, 1.5 g, or 2.0 g, use the
_appropnate subsectlon of Table II and contlnue wrth
" step3iv - =

 b)iIf theitotal dally dose is

309ar409'

priaté subsection, of Table. IlI and contmue with step 3

gt ter] i

. From Tablellor lIl: . :
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to the“patient’s body weight (k
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¢) Where the row and column inf

dosage regimen.

Patients-with creatinine cl
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ear
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250 mg every 12 hours for most pathogens.’
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A2 hoursareadmmlstered to these patients..

Patients “with™;

“peritoneal dialysis. .
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TABLE |
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PRECAUTIONS: of :
_Pediatric. Patients
S CAUTIO
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older children) ha 1, 5% Dextrdse Injection with 0.225% or0.45% saline solution
For pediatric, patlents <3 month s, of age C "1 5% Dextrose Injection Wlth 0.15%. potassmm chloride solu-

gms), the following dosage schedul_ek\‘gs_ tgcongm nided.for tlon . @,« ~
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PRIMAXIN 1V is’ not recommend ed.in
with CNS infections because of the ‘risk Bks

PRIMAXIN 1.V: is not recommende
<30 kg with impaired renal functlon,
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”HOW SUPPLIED

“ PRIMAXIN.LV. is supplled

r;“FI’EI“AFIABTION OF- SQLUTI, _ A ' el e g\lj Sors
fusion BotlEs: 'single ‘dosé ‘containers includi uma iinfusion::bo €S'
0 Cdnfg?\ts B th k %Vantageﬁ’ vials; and MO NO\;?ALI \_/la,Is conté?‘
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lows: a0l
03514 .—;250\mgf|m|pe'nem equwalem and&Sme ¢ila-
| 10:m (sofdgum blgarbgn,ate -as aibuf]

should be'restored with 100 mL.of.
under COMPATIBIEITY-AND' STAEIL
clear solutlon is obtalned )
Vials " -
Contents of the vials must bé suspend
100 mL of an'appropriate infusion solution
A suggested procedure is to add appro.
the appropriate infusion solution‘(se&
COMPATIBILITY AND STABILITY) 16 th
transfer the resultmg suspen5|on o tf
tainer. i) oL 0
Benzyl alcohol as a preservative hasibéé
ioxXicity i Aeonatds’ While: toxiity: ‘ias not 'bé
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ShhoE g
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Neo: 26(0img:imipenem:eq [ght-and:260:m

10 mg sodr

“ I‘ i :
CAUTION THE SUSPENSION ISNOTFOR-DIRECTIN SION )
Repeat with an additional 10 mL:ofidinfasie olution=to
ensure complete transfer of vial contents to theinfi S|on<solu-
tion. The resulting mixture shouldbe agltated unt| ar. :
ADD-Vantage®'* Vials - A
See . separate INSTRUCTIONSFORWSES
ADD-Vantage® VIALS. PRIMAXIN LV: ADD Vant gé
should be reconstituted with ADD -Vanitag ifient o
ers containing 100 mL of either0.9% Sodigm’
tion or 100 mL 5% Dextrose Injection
MONOVIAL®? Vials ahd
See separate INSTRUCTIONS FOR USE<QF‘PRIMAX
in MONOVIAL® VIALS. PRIMAXIN 1:V. 4n{MONOVIAL
should be reconstituted .using an appropriate dilo
uinfusion bagswith:a myaximum:portlength: of Thmns
The MONOVIAL vialis not compatlble with the ADB Vai
diluent bags.
: COMPATIBILITY AND STABILITY
. Before Reconstitution:
The dry: powder should be stored at at
25°C{77°F). ...

500 lmlp“enenﬁ qyiivalerit arid, 500 mg
alent@nd 20 mg sodium’ blcarbonate dsa bu et
of 25 M@NOVIAL“D Vi s. tansra
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'Susceptlblhty »Tests: for Bactaria thatiGrow-
7 pproved Standard:NCGhS— Document

TTTI’Ieglstered trademark of Abbott Laboratorie S, In‘:
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Henrietta N. Ukwu, M.D. Merck & Co., Inc.

Director Jhese copzcs are OFFICIAL FDA Conios PO. Box 4, BLA-30A
Reguiatory Liaison - hotdesk copice. ] West Point PA 19486-0004
A"S -~ Fax 610 397 2962
Tel 610397 7176

)
Dl"g N 215 652 5000
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Mr. John D. Harrison, Chief
Office of Generic Drugs, CDER, FDA

HFD-635, Room #MPN2

Document Control Room &
5600 Fishers Lane

Rockville, Maryland 20857 Uc\bé( Tale

Dear Mr. Harrison:

Supplemental New Drug Application: AADA 62-756
PRIMAXIN® ADD-VANTAGE® Vials

Pursuant to Section 505(b) of the Food Drug and Cosmetic Act and in accordance with 21 CFR
314.70(b), we submit, for your approval, a supplement to AADA 62-756.

As indicated on the attached Form FDA 356h, the supplemental application provides for
changes in Item 4c(i) of the approved New: Drug Apphcatlon for PRIMAXIN®
ADD-VANTAGE® Vials.

The circular has been revised in response to the FDA letter of January 26, 1993, in which you
request the standardization of the CLINICAL PHARMACOLOGY, Microbiology subsection
for all approved antibiotic product labeling. This draft revision has been submitted to the
Division of Antl—Infectlve Drug Products for NDA 50-587 on August 12, 1994
a9 \‘@ 4) (\ V\

The circular has been rewsed to conform to the text provided under Item #1 of the FDA's letter
(page 3 of the letter). The list of organisms under/dtem #1 has previously been approved
(Supplement S-026 for NDA 50-587, approved 1/4/93), and references for each organism are
attached. The list of organisms under Item #2 is rewsed to conform to specifications set forth
under Item #2. References for each organism are also attached. The text, as provided under
Item #4 (page 5 of the letter), has previously been incorporated in circular #7882119, which was
submitted on 5/31/94 as Final Printed Labeling for use in response to the Approval of
Supplements S-026, S-033 and S-040 dated 3/7/94, 11/4/93 and 11/19/93, respectlvely, for
NDA 50-587.




AADA 62-756/S-024

Merck Research Laboratories

Attention: Henrietta Ukwu, M.D. MAR | 4 1905
Sumneytown Pike o

West Point, PA 19486

Dear Madam:

Reference is made to your supplemental antibiotic drug
application dated February 14, 1995, submitted pursuant to
Section 314.70 of the Regulatlons, regarding your abbreviated
antibiotic application for Primaxin® I.V. (Imipenem-Cilastatin
Sodium for Injection USP), ADD-Vantage vials 250 mg and 500 mg.

The supplemental application prov1des for insert labeling
revisions in the CLINICAL PHARMACOLOGY, Microbiology subsection
and the INDICATIONS AND USAGE section.

We have reviewed the insert labellng submitted and have the
following comments:

We acknowledge that you have submitted this draft revision
to the Division of Anti-Infective Drug Products for NDA 50-
587 on August 12, 1994. We thereby defer review of this
supplement pending actions on your similar supplemental
application. When you have received a response for the
related supplemental application for NDA 50-587, please
notify us and include a copy of the letter. Until that
time, no further action will be taken on this supplement.

The material submitted is being retained as a part of your
application. »

Sincerely,

Toowey W0y oo |

Yana Ruth Mille
Acting Director
Division of Labeling and Program Support
Office of Generic Drugs

Center for Drug Evaluation and Research
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~— Henrietta N. Ukwu, M.D.

>

| June 12, 1996 FDA SiuP‘?_ AMER

Dear Mr. Harrison:

These coples are OFFICIAL FDA Copies nggkof*f%u';go A

not desk copies.

Director

Regulatory Liaison
Fax 610 397 2962

Tel 610 397 7176
215 652 5000

-u‘-‘.

Mr. John D. Harrison, Chief ﬁ@ 7% %%V’E’D' M RCK

-Research Laboratories -

Office of Generic Drugs, CDER, FDA
HFD-635, Room #MPN2

Document Control Room
5600 Fishers Lane JUN 14 ‘996

Rockville, Maryland 20857 et
Gl
AADA 62-756/S-024: PRIMAXIN L.V, ADD-VANTAGE™ Vials

Amendment to a Abbreviated Antibiotic Drug Application

Reference is made to the Supplemental Abbreviated Antibiotic Drug Application 62-756/5-024
PRIMAXIN IV.™ ADD-VANTAGE™ vials dated February 12, 1995 providing for the
standardization of the CLINICAL PHARMACOLOGY, Microbiology subsection in response to the

P West Point PA 19486-0004

0/55 o ) sﬁ\w gt
g\}gwﬁ

FDA letter dated January 26, 1993 to all approved antibiotic NDA holders. This ammendment provides ~ -

for deletion of Legionella organism from the above stated circular as current guidelines in the U.S. for
the treatment of Legionella exclude the use of all beta-lactam agents including carbapenems.
References are contained in the attached documentation. This revision has been made to page 3 of the
draft circular #7882119, AADA 62-756/S-024 which is currently under your review.

Attached for your review are the following:

o Page 3 of draft circular #7882119 with annotations as replacament pages
e Supporting documentation

We consider the filing of this Abbreviated Antibiotic Drug Application to be a confidential matter,
and request the Food and Drug Administration not make its content, nor any future communications in
regard to it, public without first obtaining the written permission of Merck & Co., Inc.

'Questions concerning this supplemental application should be directed to Henrietta N. Ukwu, M.D.
(610/397-7176) or, in my absence, to Bonnie J. Goldmann, M.D. (610/397-2383).

Sincerely yours,
- /
Henrietta Ukwu, M.D.

Director ,
Regulatory Liaison

Attachments

Certified No. P 914 178 947
Q/YARB/LAC/LTR/PRIM

—



AADA 62-756/S5-024

Merck Research Laboratories

Attention: Henrietta N. Ukwu

Sumneytown Pike SEP 5 1996
West POint, PA 19486 :

Dear Madam:

This is in reference to your supplemental antibiotic drug application
dated February 14, 1995, submitted pursuant to Section 314.70 of the
Regulations, regardlng your abbreviated antibiotic application for

PRIMAXIN® I V. (Imipenem-Cilastatin Sodium for Injection) ADD-Vantage®
Vials.,

Reference is also made to your amendment dated June 12, 1996.

The supplemental application provides for revised package insert
labeling reflecting changes in the CLINICAL PHARMACOLOGY
(Microbiology) and INDICATIONS AND USAGE sections.

We have no information of similarly revised labeling being approved
by the Division of Anti-Infective Drug Products (HFD 520). When
similarly revised insert labeling is approved or is otherwise
addressed for your NDA (50-587/S-043), please provide us with a copy
of the approval letter so that we may respond to this supplement

accordingly. Until that time no further action will be taken on this
supplement.

Please keep us informed as to the status of your related NDA
supplement. :

The naterial submitted is being retained in our files.

Sincerely yours,

Sﬂ«»«a@\&&»@ RN

Jerry Phillips

Director

Division of Labeling and Program Support
Office of Generic Drugs

Center for Drug Evaluation and Research
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Charles L. Hyman, M.D. ) : Merck & Co., Inc.

Director PO. Box 4
Regulatory Affairs West Point PA 19486
Tel 610397 2850 . -
o 215652 5000

Fax 610 397 2516

These copies are
July 28, 1999 OFFICIAL FDA Copies

OHESKIRE € MERCK

Douglas L. Sporn, MD, Director e o AR Research Laboratories- - -
Division of Generic Drug Products : ' F FZ/ :
CDER, Bldg. MPN2, HFD-600, Room 286 _ Ss: S -
Food and Drug Administration : e i
Metro Park_North 2 . S [0 Y A l

7500 Standish Place

Rockville, MD 20855

AADA 62-756/S-024 and S-028: PRIMAXIN ™ 1V.in ADD-Vantage™ Vials j
(Imipenem and Cilastatin for Injection)

FINAL PRINTED LABELING

Dear Dr. Sporn:
=% - oo me i
Reference is made to the supplemental Abbreviated Antibiotic New Drug Applications (AADA)
62-756/S-024 and S-028 for PRIMAXIN™ LV in ADD-Vantage™ Vials, In addition, reference
is made to the parallel supplemental New Drug Applications (sNDA) for NDA 50-587/S-043 and
S-047 for PRIMAXIN™ LV., which were unified into S-050-by the Division of Anti-Infective

Drug Products.

Reference is also made to an FDA letter dated September 5, 1996 indicating that no action will

be taken on AADA 62-756/S-024 unti A 50-587/S-043. Additional reference
is made to an FDA approval letteydated March 17, 1998 for AADA 62-756/S-028: ’
N .

NDA 50-587/S-050 was approved by the Division of Anti-Infective Drug Products on February
4, 1999, and i copy of this approval letter is attached. The Final Printed Label (FPL) for S-050
was submitted to the Anti-Infective Division on July 20,1999. To ensure that the labels of
AADA 62-756 and NDA 50-587 remain consistent, wé-are now submitting the corresponding
FPL to AADA 62-756/S-024 and 'S-028: .

Attached for submission are the following:

2. A summary of revisions :
3. An annotated circular, illustrating the revision
4. Printed package circular #7882}_%51(20 copies)

3
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Douglas L. Sporn, MD, Director e o
AADA 62-756: PRIMAXIN™ [V.in ADD-Vantage™ Vials '
Page 2

The circular has been revised under the HEADER, CLINICAL PHARMACOLOGY -
Microbiology and REFERENCES sections as illustrated in the annotated circular and the -
Summary of Revisions in response to FDA letters of June 17,-1997-and: Fana*30: 1997 concerning
NDA 50-587.

As explained in the Summary of Revisions, additional editorial changes were made, /L)\
incorporating text inadvertently omitted in subsequent amendments. Also, there was a deletion /
of a package no longer marketed due to discontinued sale of this product. Specifically, the 250 %

. mg imipenem equivalent and 250 mg cilastatin equivalent and 10 mg sodium bicarbonate ag_a

v )buffer and trays of 10 infusion bottles were omitted. ) A’

" The revised labeling will not be used in production. It will be superseded by circufar 7882125
which incorporates the approved MONOVIAL text.

As required by Section 306(k)(1) of the Generic Enforcement Act [21 U.S.C. 335ak)(1)], we
hereby certify that, in connection with this application, Merck & Co., Inc. did not and will not

use in any capacity the services of any person debarred under subsections 306(a) or (b) of the
Act.

i

- P S s e

We consider the filing of this amendment to be a confidential matter, and request the Food and
Drug Administration not make its content, nor any future communications in regard to it, public
without first obtaining the written permission of Merck & Co., Inc.

Please direct questions or need for additional information to Charles L. Hyman, MD (610/397-
2850) or, in my absence, Robert E. Silverman, MD, PhD (610/397-2944).

Sincerely,

, arles L. Hyman, MD J

Director, Regulatory Affairs

Attachments
FDA approval letter dated February 4, 1999 for NDA 50-587/S-050
A summary of revisions
An annotated circular, illustrating the revisions
Printed package circular #7882124 (20 copies)

Certified No. P 971 230 266

q:graz/amy/templates/62756FPL




ANDA 62-756/S-024 - | | S -

Merck Research Laboratories
Attention: Charles L. Hyman, MD

P.O. BOX 4 M

Sumneytown Pike, BLA-20 WAR 16 "

West Point, PA 19486

Dear Sir:

This is in reference to your new drug application dated February 14, 1995, submitted pursuant to 21

CFR 314.70 regarding your abbreviated new application for PRIMAXIN® I.V.(Imipenem and Cilastatin
for Injection, USP) ADD-Vantage Vials™. 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 0of 1997.

Reference is also made to your amendment dated July 28, 1999.

The supplemental application provides for revised package insert labeling reflecting changes in the
TITLE, CLINICAL PHARMACOLOGY (Microbiology), INDICATIONS AND USAGE, AND
references sections to be in accordance with the insert labeling for your NDA product (NDA 5 0-587). -
In addition, we note that you have further revised your insert labeling reflecting the changes in the
Microbiology subsection requested by the Agency in the approval letter for NDA 50-587/S-050 dated
February 4, 1999.

Please be advised that your drug produet is the subject of a USP monograph. We encourage you to
include “USP” in association with the established name of your drug product. We refer you to USP 24
for further guidance.

We have completed the review of this supplemental application and it is approvable. However, before
- the supplemental application may be approved, it is necessary that you submit sufficient information to

+ ... -show:that the proposed labeling is the same as the labeling approved for the reference listed drug as
. described in 21 CFR 314. 127(a)(7). Submit this information as an amendment to this supplemental

application.



The material submitted is being retained in our files. ' S

erely your

obert L. Wesﬁ
Director

U PO

Division of Labeling and Prograiﬁ- Support

Office of Generic Drugs
Center for Drug Evaluation and Research
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Virginia G. Snyder Merck & Co., Inc.

Manager PO. Box 4, BLA-20
Regulatory Affairs West Point PA 19486

' : Tel 610 397 7984

215 652 5000

Fax 610 397 2516

These copies are
OFFICIAL FDA Copies

November 17, 2000 no{ deSk CQpieS e MERCK

Research Laboratories

Gary L. Buehler, Acting Director

Division of Generic Drug Products

Bldg. MPN2, HFD-600, Room 286 (CDER)
Food and Drug Administration

Metro Park North 2 . , ;
7500 Standish Place NDA SUPPL AMENDMENT
Rockville, MD 20855 _ cL0 29/ Fi-

Dear Mr. Buehler: |

AADA 62-756/S-024: PRIMAXIN ™ LV. in ADD-Vantage ™ Vials
_ (Imipenem and Cilastatin for Injection)

AMENDMENT TO A PENDING APPLICATION

Reference is made to the supplemental Abbreviated Antibiotic New Drug Application (AADA) -
62-756/S-024 for PRIMAXIN™ LV. in ADD- Vantage™ Vials, to an amendment to penf ng
application submitted on July 28, 1999 and to the Approvable Letter from the Agency dated
March 16, 2000. Additional reference is made to a telephone conversation between Dr.
Jacqueline Council (FDA) and Ms. Snyder (MRL, a division of Merck & Co., Inc.) on March 31,
2000 concerning the supportive information that would be required for action to be taken on th1s
supplement. -

In the approvable letter of March 16, 2000 and in the conversation with Dr. Council, the Agency
requested sufficient information to show that the proposed labeling for the AADA is the same as
the labeling approved for the reference listed drug, PRIMAXIN™ LV. (NDA 50-587). Both
products are manufactured by Merck and Co., Inc. and share a single package circular entitled
PRIMAXIN™ V.

Reference is also made to NDA 50-587/S-050 for PRIMAXIN™ LV. Supplement S-050, which
was approved by the Anti-Infective Division on February 4, 1999, provided for changes in the

.circular under the MICROBIOLOGY section. In order to insure that the labels for NDA 50-587 -

and AADA 62-756 remained consistent, identical final printed labeling (printed package circular
#7882124) was submitted to both applications on July 20, 1999 and July 28, 199 2 8t
should be noted that circular #7882124, which was printed for FDA use on




Gary L. Buehler, Acting Director
AADA 62-756: PRIMAXIN™ LV. in ADD-Vantage™ Vials
Page 2

production, was superseded by circular #7882125. Circular #7882125, which incorporated the
approved changes in the MICROBIOLOGY section and the text related to the MONOVIAL
configuration, was approved by the Anti-Infective Division on August 28, 2000. A copy of this
approval letter is attached.

In accordance with the guidance, Revising ANDA Labeling After Revision of RLD Labeling, a
side by side comparison of the labeling for NDA 50-587/S-050 and AADA 62-756 is provided

(Attachment 1). In addition, we are providing the following information:

1. FDA approval letter dated February 4, 1999 for NDA 50-587/S-050
2. FDA approval letter dated August 28, 2000 for NDA 50-587/S-052

We consider the filing of this amendment to be a confidential matter, and request the Food and
Drug Administration not make its content, nor any future communications in regard to it, public

without first obtaining the written permission of Merck & Co., Inc.

Please direct questions or need for additional information to Virginia G. Snyder (610/397-7984)
or, in my absence, Dennis M. Erb, Ph.D. (610/397-7597).

Sincerely,

Virgﬂfgyder

Manager, Regulatory Affairs

Attachments

Certified No. 7106 4575 1292 0797 6358

q:snyder/primaxin/62756s5024



o for further gu1dance

ANDA 62-756/5-024

SAY 21 2000

Merck Research Laboratories

Attention: Virgina G. Snyder

P.O. Box 4, BLA-20

Sumneytown PikeWest
Point, PA 19486

" Dear Madam:

This is in reference to your new drug application dated February 14, 1995, submitted pursuant to

21 CFR 314.70 regarding your abbreviated new application for PR_[MAXIN® LV. (Imipenem and
Cilastatin for Injection, USP) ADD- Vantage Vials. We note that this-application is subject to the
exemption provisions contamed in section 125(d)(2) of Title I of the FDA' Modernization Act of 1997.

Reference is also made to your amendment dated November 17, 2000.

The supplemental application provides for revised package insert labeling reflecting changes in the
TITLE,; CLINICAL PHARMACOLOGY (Microbiology), INDICATIONS AND USAGE, and™ - -
REFERENCES sections to be in accordance with the insert labeling for your NDA product (NDA 50-
587). In addition, we note that you have further revised your insert labeling reﬂectmg the changes 1 n

“the Microbiology subsection requested by the Agency in the approval letter for NDA 50-587/S- 050
dated February 4, 1999.

Please be advised that your drug product is the subject of a USP monograph We encourage you to
include “USP” in assoc1at10n w1th the estabhshed name of your drug product We refer you to US

= “We have completed the review of thJS supp‘lemental apphcat1on and itis approvabl
.the supplemental application may be approved, it is necessary that you submrt twelve ¢
g pnnted insert labelmg as-an amendment to th1s supplemental appl1cat10n ,

We acknowledge that you submitted insert labeling #7882124 for FDA use on'ly‘and nof f,ction'
-and that it is superseded by insert labeling #7882125 submitted to S-031, therefore if you prefer ou
" may request w1thdrawa1 of this supplement rather than submitting an amendment. - "



The material submitted is being retained in our files.

Acting Director , ,
Division of Labeling and Program Support
Office of Generic Drugs

Center for Drug Evaluation and Research
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Virginia G. Snyder Merck & Co., Inc.
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€% MERCK

Research Laboratories

Gary L. Buehler, Acting Director
Division of Generic Drug Products

Bldg. MPN2, HFD-600, Room 286 (CDER)
Food and Drug Administration

Metro Park North 2 NDA SUPP AMEND

7500 Standish Place w

Rockville, Maryland 20855 S0 é“"i‘ %
SLO3Y pl

Dear Mr. Buehler:

AADA 62-756/S-024 & S-031: PRIMAXIN™ LV. in ADD-Vantage™ Vials
(Imipenem and Cilastatin for Injection)

AMENDMENT TO A PENDING APPLICATION

Reference is made to the supplemental Abbreviated Antibiotic New Drug Applications
(AADA) S-024 and S-031 for PRIMAXIN™ [ V. in ADD-Vantage™ Vials submitted on
February 14, 1995 and August 27, 1999, respectively. Further reference is made to the
Approvable Letters from the Agency dated May 21, 2001 for both S-024 and S-031 in
which final printed labeling was requested.

The supplemental application S-024 provides for revised packet insert labeling reflecting
changes in the Title, CLINICAL PHARMACOLOGY (Microbiology), INDICATIONS
AND USAGE and REFERENCES in accordance with the insert labeling for our NDA
product (NDA 50-587: PRIMAXIN™ [ V). As noted in the Approvable Letter of May
21, 2001, insert labeling #7882124 was submitted for FDA use only and was not for
production and therefore it is superseded by insert labeling #7882125. All revisions
submitted for S-024 have been incorporated into insert labeling #7882125.

The supplemental application S-031 provides for revised packet insert labeling reflecting
changes in the DESCRIPTION, PREPARATION OF SOLUTION, COMPATIBILITY
AND STABILITY and HOW SUPPLIED reflecting the addition of a new MONOVIAL
image for PRIMAXIN™ I V. All revisions submitted for S-031 have been incorporated
into insert labeling #7882125.



Gary L. Buehler, Acting Director
AADA 62-756: PRIMAXIN™ 1.V. in ADD-Vantage™ Vials
Page 2

As requested in the Approvable Letters for S-024 and S-031, final printed labeling
(circular #7882125) is provided with this submission.

We consider the filing of this amendment to be a confidential matter, and request the Food
and Drug Admunistration not make its content, nor any future communications in regard to

it, public without first obtaining the written permission of Merck & Co., Inc.

Please direct questions or need for additional information to Virginia G. Snyder (484-344-
7984) or, in my absence, Dennis M. Erb, Ph.D. (484-344-7597).

Smcerely,

,ﬁ do

V1r nia G. Snyder
Manager, Regulatory Affairs

Attachments

Certified No. 7106 4575 1292 079
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