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Thomas E. Hastings

SMITH, STRATTON,
WISE, HEHER & BRENNAN, LLP

2 RESEARCH WAY
PRINCETON, NJ 08540
(609) 924-6000

ATTORNEYS FOR PLAINTIFF MCNEIL-PPC, INC.

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

MCNEIL-PPC, INC,, Civil Action No.

Plaintiff,
V.

PERRIGO COMPANY, L. PERRIGO
COMPANY, and PERRIGO RESEARCH &
DEVELOPMENT COMPANY,

Defendants. Filed Electronically

COMPLAINT

Plaintiff McNeil-PPC, Inc. (“McNeil-PPC™), for its complaint for patent infringement
against Defendants Perrigo Company, L. Perrigo Company, and Perrigo Research &
Development Company, alleges as follows:

PARTIES

i Plaintiff McNeil-PPC is a New Jersey Corporation with its principal place of
business at 199 Grandview Road, Skillman, New Jersey 08558-9418.

2. Upon information and belief, defendant Perrigo Company is a corporation

organized under the laws of the State of Michigan, having a principal place of business at 515
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Eastern Ave., Allegan, Michigan 49010. Upon information and belief, Perrigo Company is
registered to do business m New Jersey and conducts business in New Jersey.

3. Upen information and belief, defendant L. Perrigo Company is a
corporation organized under the laws of the State of Michigan, having a place of business at
1267 S River Road, Cranbury, New Jersey 08512.

4. Upon mformation and belief, defendant Perrigo Research & Development
Company is a corporation organized under the laws of the State of Michigan, having a place of
business at 515 Eastern Ave., Allegan, Michigan 49010.

5. Upon information and belief, defendants L. Perrigo Company and Perrigo
Research & Development Company are wholly owned subsidiary companies of defendant
Perrigo Company.

6. Upon information and belief, the acts of Perrigo Research & Development
Company complained of herein were aided by and done with the authorization, cooperation,
participation, or assistance of Perrigo Company and L. Perrigo Company.

7. Defendants Perrigo Company, L. Perrigo Company, and Perrigo Research
& Development Company are hereinafter referred to collectively as “Perrigo.”

8. Upon information and belief, Perrigo is in the business, inter alia, of
manufacturing genenic drug products for sale and use throughout the United States, including in
this judicial district.

JURISDICTION AND VENUE
9. This 1s an action for patent infringement arising under the Patent Laws of

the United States, 35 U.S.C. § 271.



Case 3:08-cv-01909-FLW-TJB Document 1 Filed 04/18/08 Page 3 of 12 PagelD: 3

10. This Court has subject matter jurisdiction over this action under 28 U.S.C. §§
1331 and 1338(a).

11. Upon information and belief, Perrigo Company, 1. Perrigo Company, and Perrigo
Research & Development Company, directly or through related companies, have continuous and
systematic contacts within this judicial district, sell a substantial amount of products in New
Jersey, and regularly conduct business in New Jersey.

12. Venue is proper in this judicial district under 28 U.S.C. §§ 1391 and 1400(b).

COUNT FOR PATENT INFRINGEMENT

13. McNetl-PPC is the owner of United States Patent No. 6,153,635 (the “635
Patent”) entitled “Methods and Kits for Treating Vulvovaginal Candidiasis with Miconazole
Nitrate.” The 635 Patent duly and legally issued on November 28, 2000. A true and correct
copy of the 635 Patent 1s attached as Exhibit A to this Complaint.

14. Pursuant to 21 U.S.C. § 355(b)(1), the 635 Patent 1s 1dentified in the Food and
Drug Administration publication entitled “Approved Drug Products with Therapeutic
Equivalence Evaluations™ (the “Orange Book™) in association with Miconazole Nitrate Vaginal
Cream (2%) and Suppository (1.2g).

15. McNeil-PPC received a letter from Perrigo Research & Development Company,
dated March 6, 2008 and received on March 7, 2008, that gave notice that Perrigo had filed an
Abbreviated New Drug Application (“"ANDA™) No. 79-114 with the Food and Drug
Administration (“FDA”) pursuant to 21 U.S.C. § 355(j) to obtain FDA approval to engage in the
commercial manufacture, use or sale of Miconazole Nitrate Vaginal Cream (2%) and

Suppository (1.2g) prior to the expiration of the 635 Patent.
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16. Perrigo’s ANDA No. 79-114 contained a certification under 21 U.S.C. §

3552 A vi)X(IV) (“paragraph IV certification”) in which Perrigo alleges that its ANDA
product will not infringe claims 1-7 and 11 of the 635 Patent and that all claims of the 635 Patent
are invalid.

17. Perrige’s commercial manufacture, use, offer for sale, or sale of its proposed
generic Miconazole Nitrate Vaginal Cream (2%) and Suppository (1.2g) would infringe the 635
Patent.

18. Because Perrigo submitted an ANDA to obtain FDA approval to engage in the
commercial manufacture, use or sale of Miconazole Nitrate Vaginal Cream (2%) and
Suppository (1.2g) prior to the expiration of the 635 Patent, Perrigo has infringed the 635 Patent
pursuant to 35 U.S.C. § 271(e)(2)(A).

19. McNeil-PPC will be irreparably harmed if Perrigo is not enjoined from infringing
the 635 Patent, and McNeil-PPC is entitled to equitable relief.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff McNeil-PPC respectfully demands the following relief:

(a) entry of a final judgment that Defendants have infringed the 635 Patent by
submitting ANDA No. 79-114;

(b) entry of a final judgment that this is an exceptional case pursuant to 35 U.S.C. §
285, and that Plaintiff is entitled to reasonable attorneys’ fees;

(¢) to the extent that Defendants have committed any acts with respect to what is
claimed in the 635 Patent, other than those acts expressly exempted under 35 U.S.C. § 271(e)(1),
an award of damages sufficient to compensate Plaintiff for such acts, which this Court should

treble pursuant to 35 US.C. § 284;



Case 3:08-cv-01909-FLW-TJB Document 1 Filed 04/18/08 Page 5 of 12 PagelD: 5

(d) a permanent injunction, issued pursuant to 35 U.S.C. § 271(e)(4)(B), restraining
and enjoining Defendants, their officers, agents, attorneys, and employees, and those acting in
privity or concert with them, from engaging in the commercial manufacture, use, offer to sell, or
sale within the United States, or importation into the United States of products the use of which
would infringe the 635 Patent;

(e} an order pursuant to 35 U.S.C. § 271(e}4)(A) that the effective date of any
approval of ANDA No. 79-114 be a date which is not earlier than the expiration of the 635
Patent, or any later expiration of exclusivity to which the 635 Patent is or becomes entitled;

(O an award of Plaintiff’s costs and expenses in this action; and

(2) such other relief as the Court may deem just and proper.

s/Thomas E. Hastings

Thomas E. Hastings

SMITH, STRATTON, WISE, HEHER &
BRENNAN, LLP

2 Research Way

Princeton, NJ 08540

609-924-6000
FAX: 609-987-6651

Of Counsel:

Barbara L. Mullin

WOODCOCK WASHBURN LLP
Cira Centre, 12th Floor

2929 Arch Street

Philadelphia, PA 19104-2891
215-568-3100

FAX: 215-568-3439

ATTORNEYS FOR PLAINTIF¥
MCNEIL-PPC, INC.

Dated: April I8, 2008
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CERTIFICATION PURSUANT TO L.CIV.R. 11.2

I hereby certify that to my knowledge the matter in controversy is not the subject of any

other action pending in any court, or of any pending arbitration or administrative proceeding.

s/Thomas E. Hastings
Thomas E. Hastings

Dated: April 18, 2008
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[54] METHOBDS AND KITS FOR TREATING
VULVOVAGINAL CANDIDIASIS WITH
MICONAZOLE NITRATE

[76] Inventor: David H. Upmalis, 5! Declarztion Dr.,

Newtown, Pa. 18940

{21] Appl. No.: 09/197,019

{22] TFiled: Nov. 20, 1998

[51] Int. CL’ . A01K 31/415
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[57] ABSTRACT

A method for ireating vulvovaginal candidiasis including the
steps of: (a) administering a single dose of an effective
amouant of miconazele nitrate In a pharmaceutically accept-
able carrier intra-vaginally; and (b) applying miconazole
nitrate in a pharmaceutically acceptable carrier to the vulva.
Also a kit for the treatment of vulvovaginal candidiasis
including: () z single dose of an effective amount of
miconazole nitrate in a pharmaceutically acceptable carrier
and in a form adapted to be administered intra-vaginally;
and (b) an amount of miconazole nitrate in 2 pharmacceuti-
cally acceptable carrier adapted to be applied topically to the
vulva.

13 Ciaims, Ne Drawings
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METHODS AND KITS FOR TREATING
VULVOVAGINAL CANDIDIASIS WITH
MICONAZOLE NITRATE

FIFLD OF THE INVENTION

The present invention relates to methods for the treatment
of vulvovaginai candidiasis with miconazole nitrate and
more particularly to methods for the treatment of vulvovagi-
nal candidiasis employing a single dose of micopazole
nirate applied intra-vaginally and additional doses of
miconazole nitrate applied topically to the vulva,

BACKGROUND OF THE INVENTION

Vuivovaginal candidiasis is a relatively common form of
veast infection. Treaiment of vulvovaginal candidiasis with
the anti-fungal composition miconazele nitrate s well
known, The most common regimen of freatment of vul-
vovagmal candidiasis with miconazole nitrate compriscs the
intra-vaginal application of a cream or other pharmaceuti-
cally aceeptable carrier containing miconazole nitrate once
a day for 1, 3 or 7 days depending upon the concentration of
miconazole nitrate in the cream. Thus, commercial kits for
the freatment of vulvovagipal candidiasis with miconazole
nitrate comprise 2 supply of vaginal suppositeries or cream
containing miconazole nitrate and a suitable applicator for
administering the miconazole nitrate intra-vaginally.

While 1hese methods of treating valvovaginal candidiagis
are highly effective, there is a certain amount of discomfort

and inconvenience for the patient in having to repeatediy :

administer the miconazole npitrate intra-vaginally. Both of
these disadvantages can affect patient compliance and,
therefore, the effectiveness of the treazment. In addition,
retief of symptoms can take 4-5 days or morc.

Accordingly, there is a need for improved methods for -

weating vulvovaginal candidiasis with miconazole nitrate
that are more convenient and comfortable than koown
methods and that provide faster relief of vulvovaginal can-
didiasis.

SUMMARY OF THE INVENTION

The present invention is directed to & method for trealing
vulvovaginal candidiasis consisting essentiaily of the steps
of; (a) adminisiering a single dose of an effective amount of
miconazole nitrale in a pharmaceutically scceptable carrier
intra-vaginally; and (b) applying miconazole nitrae in a
pharmaceutically acceptable carrier 10 the vulva,

The present invention is alse directed to a kit for the

treatment of vulvovaginal candidiasis comprising: (a) a s

single dose of an effective amount of miconazole nitrate in
a pharmaceutically acceptable carrier and in a form adapted
tr be administered intra-vaginaily; and (b) an amount of
miconazole nitrate in a pharmaceuticaliy acceptable carrier
adapted to be applied topically to the vulva.

BETAILED DESCRIPTION OF THE
PREFERRED EMBODIMENT{(S)

h has been discovered that the intra-vaginal administra-
tion of a single dose of micenazole nitrate in combination
with the topical administration of 2 miconazole nitrate cream
to the vulva is at least as effective as previously known
treatment regimens comprising 3 1o 7 daily intra-vaginal
doses of micopazele nitrate and results in faster reliel of
vulvovaginal candidiasis symptoms. In particular, studies
comparing the ellectiveness of standard 7 day miconazole
nitrate intra-vaginal treatment regimens to treatment regi-

23

40

2

mens comprising a single intra~-vaginal dose of miconazele
pilrale in combination with a miconazole nifrate cream
applied topically to the vulve found that the single dose
miconazole aitrate intra-vaginal freatment in combination
with 4 topical miconazole nitrale cream resulted in faster
therapeutic cure rafes and equivalent microbiological and
clinical cure rates, Similar comparisons of 3 day to 7 day
therapies have not shown such an effect.

Methods for treating vulvovaginal candidiasis with
miconazole nitrate in accordance with the present invention
comprise the steps of: (a) administering a single dose of an
effective amount of miconazole nitrate ip a pharmaceutically
zcceplable carrier intra-vaginally; and (b) applying micona-
zole nitrate in a pharmacenticaily acceptable carrier to the
vulva as needed.

The dose of miconazole nitrate in a pharmaceutically
acceptable carrier administered intra-vaginally may be in the
form of a gelatin capsule, a cream, or any other intra-vaginal
delivery systern. The intra-vaginal dose of miconazole
nitrate preferably comprises from about 400-2000 mg of
micogazole nitraie, more preferably from about 6001200
mg of miconarole nitrate. Delivery systems and phamaceu-
tically acceptable carriers for intra-vaginally delivered
miconazole nitrate are known to those of ordinary skil} in the
arl,

The dose of miconazole nitrate applied to topically to the
vuiva may be a cream or other pharmaceutically acceptable
carrier contaiping from about 1% to 4% mg miconazole
nitrate in a form adapted to be applied topically. A preferred
topical cream comprising 29% miconarole nitrate is marketed
by Advanced Care Products, Persopal Producls Co. as
MONISTAT® EXTERNAIL VULVAR CREAM. It is
believed that in addition 1o the synergistic effect of the
combining the single intra-vaginal miconazole nitrate dose
with the topical doses applied to the vulva, the lopical doses
provide for immediate temporary relief of vulvovaginal
candidiasis symploms. Accordingly, the dose of miconazole
nitrate applied o the vuiva is preferably applied 1-2 times
daily as neceded for up to about 7 days for the immediate
temporary relief of vulvovaginal candidiasis symptoms.

The inveniion will be clarified further by a consideration
of the following Examples, which zre intended to be purely
exemplary.

EXAMPLES

As used herein, “clinical cure™ means that no symptoms
of vulvovaginal candidiasis were detected upon physical
examination. “Microbiological cure” means that a culture
for candidiasis was negative. “Therapeutic cure” means that
a0 additional treatment was indicated for vulvovaginal can-
didiasis

Example 1

A study was performed comparing results of treatment of
vulvovaginal candidiasis with: (1) a single dose of 1200 mg
of miconazole nitrate in & gelatin capsule in an ointment base
administered intra-vaginally in combination with MONI-
STAT® EXTERNAL VULVAR CREAM (with instructions
to apply as necessary, up 1o twice daily, for symptomatic
relief), versus (2) MONISTAT® ' Vaginal Cream.

The study population was as follows. 278 patients with
vulvovagioal candidiasis were entered. 266 (96%) of the
patients were valid for safety. 213 (77%) of the patients were
valid for elficacy at return visit 1. 196 (71%) of the patients
were valid for overall efficacy. About 60% of the patients
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were white, wilh most of the remaining palients either
hispanic or black. Mean age of the patients was 33-34 years.
Just ever one third of the patients reported oral contraceptive
use. Dissase severity was mild or moderate in over 90% of
the patients. 4-7% of the patients reported severe disease.
The two treatment groups appeared comparable at baseline.

L

4

TABIE 3

GROUP 1
Miconazole Nitrae
(1200 mg) Vaginal

Ovule & MONISTAT &
External Volvar Cream

GROUP 2:
MONISTAT @ 7
Vaginal Cream

Results of treatment in Ixample I are set forth in Tables N = 104) (N = 90)
1 and 2. '
Overall Cure Rate a % o %
TABLE 1 e n 2 63 00
Mizrobiological 72 6.2 62 68.9
. GROUP 1: ‘Therapeutic 64 615 3% 611
Miconazole Nitrate
{1200 myg) Vaginal GROUP 2:
st Vot Coeam vhgind Ceorn 1S
N o 5%, w97y TABLE 4
Chverall Cure Rate 1 o b % . GROUP 1_:
Miconazole Nitrae
Clinics! &1 1.8 79 814 {1200 myg} Vaginal GROUP Z:
Microbiological 75 758 ! 732 10 Ovule & MONISTAL & MONISTAT & 7
‘Vherapeutic 3 7.7 64 701 External Vulvar Cream Vaginal Creanl
Relief at 3 days 417100 (41.0%) 1985 (32.4%)
Relief at 7 days 66/100 {66.0%) 39/8% {69.4%)
TABLE 2 }
GROUP 1 2 Overall clinical, microbiological and therapeutic cure
Miconazale Nitrate rates were almost identical in the two ireatment groups.
(1200 mg) Vaginal GROUP 2: There was no statistically significant difference in the overall
Ovute & MONISTAT ® MONISTAT & 7 therapeutic cure rales (p=1.775). The 95% confidence inter-
Fxtternal Vulvar Cresm Vaginal Crozm 4 Vals for the difference in overall cure rates, clinicat cure rates
Reliefat 3 days  29/94 (30.5%) 1502 (16.3%) (~13.7, 12.2), microbiological cure rates (~12.7, 13.4) and
Relief a 7 days 6694 {70.2%) 6422 (59.6%) therapeutic cure rates (-13.3, 14.2) indicate that the two
formulations are therapeutically eguivalent, However, relief
o . . ) ) of ftching and burningfirritation was significantly higher in
Overall clinical, microbiclogical and therapeutic cure 45 Group 1 at day 3 (p=0.008). Median time to symptom reliel
rates were zlmost identical in the two treatment groups. ™ was three days in Group 1 and four days in Group 2.
There was no statistically significant difference in the overall
therapeutic cure rates (p=(0.96). The 95% confidence inter- Example 3
vals for the difference in overall cure rates, clinical cure rates . .
{~10.5%, 11.2%), microbiological cure rates (-9.7%, A dose-ranging swdy was performed comparing: 0
14.8%) and therapeutic cure rates (~11.1%, 14.3%) indicate 4 various _‘59535_ of miconazole nitrate in fr‘xc’-‘dos? cream
that the two formulations are therapeutically equivalent. formulations in Cf{mt{‘ﬂatlo'fi with MONISTAT® EXTER-
However, relief of ilching and burning/irmtation was sig- NAL VULVAR CREAM (with instructions 1o appiy. as
nificantly higher in Group 1 at Day 3 (p=0.025). Median  Decessary. up to twice daily, for symptomatic relief); against
time to symptom relief was four days in Group 1 and five (2) MONISTAT® 7 Vaginal Cream.
days in Group 2. 4% Patients were randomized equally to one of the following
five regimens:
Example 2 Group 1: a single intra-vaginal dose of 2.5 grams of 16%
micenazole nitrate vaginal cream containing 400 mg of
Astudy identical in design to that reported in Example 1 s miconazole nitrate in combication with MONISTAT®
was performed on a second population. In Example 2, the ~ EXTERNAL VULVAR CREAM (with instructions to
study population was as follows. 280 patients with vul- apply as necessary, up to twice daily, for symptomatic
vovaginal candidiasis were entered. 271 (97%) of the relief);
patients were valid for safety. 205 (73%) of the patients were Group 2: a single intra-vaginal dase of 5 grams of 8%
valid for efficacy af return visit 1. 194 (69%) of the paticnzs __ miconazole nitrale vaginal cream containing 400 mg of
were valid for overall efficacy. Somewhat fewer Group 2 ™ miconazole nitrate in combination with MONISTAT®
patients were evaluable at both return visit 1 and overall EXTERNAL VULVAR CREAM (with instructions to
because of more screening failures in this group. About 70% apply as necessary, up to twice daily, for symplomeatic
of patients were white, with most of the remaining patients reliet);
cither black or hispanic. .Mcan age of the patients was 36.3 ¢ Group 3: a single intra-vaginal dose of 5 grams of 12%
yeats. About 20-25% of the patients reporied oral contra- miconazole nitrate vaginal crear containing 600 mg of
€C€-€‘E1VC use. Disease bwfmy was mild or moderate in over miconazole nitrate in combination with MONISTAT®
95% of yihc patients. 2% of the patients reported severs EXTERNAL VULVAR CREAM (with instructions fo
discase. The two treatment groups appeared comparable at apply as neeessary, up to twice daily, for symptomatic
bascline. 63 relief);

Results of treatment in Example 2 are set forth in Tables
3and 4

Group 4: a single intra-vaginal dose of 5 grams of 16%
miconazole nitrate vaginal cream containing 800 mg of

10
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miconazole nitrate in combination with MONISTAT®
EXTERNAL VULVAR CREAM (with instructions to
apply as necessary, up lo twice daily, for symptomatic
relief); and

Group 5: 7 daily doses of MONISTAT® 7 (2% micoza-

zole nitrate) Vaginal Cream each containing 100 mg per
dose of miconazole nitrate.

The study population was as foliows. 230 patients with
vulvovaginal candidiasis were entered. 228 (99%) of the
patients were valid for salety. 186 (81%) of the patients were
valid for efficacy. Mean ages of the patients by treatment
groups were 34.5 years to 38.3 years. 59.1% 1o 72.9% of the
patients were white, with most remaining patients classified
as black or hispanic. Oral contraceptive use by treatment
group ranged from 15.9% to 34.1%. Disease severity was
mild or moderate in over 90% of the patients with severe
disease reported in from 2.3% to 9.1% of the patients by
treatment group. Despits some differences, the five treat-
ment groups were reasonably comparable at baseline.

Results of treatment in Example 3 are set forth in Tables
5 and 6.

TABLE 5
Clinical Core _Microbiological Cure _Therapeutic Cure
Study Group B 2 o % B %
Group 1 32/36 88/ 2936 75.0 25/36 69.4
Group 2 36/37 913 U3 73.0 23T 3G
Group 3 39/ 9219 36/42 85.7 34442 g0
Growp & 35/38 921 35/38 g2.1 32/38 84.2
Group § 29433 BTG 27/33 81.8 26/33 753
TABLE 6
Symptomatic Relief Symptomatic Relief
at Day 3 at Day 7
Study Group a % 1t %
Group 1 T34 21 22/34 65
Group 2 16/31 52 2531 81
Group 3 13/39 3 3139 Ve
Group 4 10/38 26 33/38 87
Group $ 4129 14 20420 69

Climical, microbiological and therapeutic cure rates were
acceplable lor all five freatment regimens. Microbiological
and therapeutic cure rates were bighest in Groups 3 and 4.
Proportions of patieats obiaining symptomaltic reliel at 3 and
7 days varied widely, with the highest rates at both time
intervals in Groups 2-4. Median time to relief of symptoms
was also guite variable: 3 days in Group 2; 4 days in Groups
1 and 3; and 3 days in Groups 4 and 5. While statistical
analysis was not performed on the Day 3 cure rates due io

the smallness of the sample size, it appears that the cure rates

on Day 3 are higher for Groups 1-4 (single intra-vaginal
dose plus topical cream regimens) than Group 5 (7-day/dose
intra-vaginal regimen}.

Example 4

A study was performed comparing: {1} a regimen of
MONISTAT® 3 Suppositories {200 mg miconazole nitrate)
plus MONISTAT® EXTERNAL VULVAR CREAM (with
instructions to apply as necessary, up to twice daily, for
symptomatic relief); against (2) a regimen of MONISTAT®
7 Vaginal Cream (8-grams, 100 mg miconazole nitrate) plus
MONISTAT® EXTERNAL VUIVAR CREAM (with

1
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instrzctions lo apply as necessary, up to lwice daily, for
symptomalic relief).

The study population was as follows, 263 patients were
enrolied. 257 {98%) of the paticnts were valid for safety, 195
(74%}) of the patients were valid for efficacy at return visit
1. 183 (70%) of the patients were valid for overall efficacy.
Just over 60% of the patients were caucasian, and approxi-
mately 29% of the patients were black., Women on MONI-
STAT®3 were about two years older than women on MONI-
STAT®7 (36.3 vs. 34.7 years). Oral contraceptive use was
less freguent on MONISTAT®3 (23% vs. 34%). More
patients on MONISTAT®7 admiited to intercourse and did
nol always use a condom between admission and return visit
1, and also between return visits 1 and 2. Discase severity

5 was mild or moderate in over 90% of the patients at baselize.

The two groups appeared reasonably comparable overall.
Resulis of treatment in Example 4 are set forth in Table 7.

TABLE 7

Days 10 Relief in Patients Valid for Overal! Efficacy

Group 1:
MONISTAT @ 2 Vaginal
Suppositonies &
MONISTAT ® Extemal
Vulvar Cream

Group 2:
MONISTAY 8 7 Vaginal
Cream & MONISTAT ®

External Vulvar Cream

Day 3
Day 7

3291 (35%)
63/91 (69%)

20090 (22%)
58/90 (64%}

Overall clinical, microbiological and therapeutic cure
rates were comparable in the two treztmesnt groups. Cure
rates were also comparable in patients valid for efficacy at
return visit 1, The difference between Groups 1 and 2 in
symptomatic relief at day 3 was not statistically significant.

1t will be understood by person by perscns skilled in the
art that various changes in the details, components, steps,
and arrangements of the components and steps which have
been described and illustrated in order to explzin the nature
of this {avention may be made by those skilled in the art
without departing from the principle and scope of the
invention as expressed in the following claims,

What Is claimed is:

1. A method for trealing vulvovaginal candidiasis con-
sisting essentially of the steps of:

{a) administering a single dose of an effective amount of
miconazole nitrate in a pharmaceutically acceptable
carrier intra-vaginally, and

{b) applying topically raiconazole nitrate in a pharmaceu-
tically acceptable carrier to the vulva.

2. The method of claim 1, wherein the single dose of
miconazole nitrate administercd inira-vaginally comprises
about 400 to about 2000 mg of miconazole nitrate.

3. The method of claim 1, wherein the single dose of
miconazole nilrate administersd inira-vaginally comprises
about 60 to about 1200 mg of miconazole nitrate.

4. The method of claim 1, wherein the single dosc of
miconazole nilrate administered intra-vaginally comprises
2.5 g of 16% miconazole nitrate cream, 5 g of 8% micona-
zole nmitrate cream, 5 g 12% miconazole mitrate cream or 5
g 16% miconazole nitrate cream:.

5. The method of claim 1, wherein step (b) is performed
1~2 times per day.

6. The method of claim 1, wherein step (b) is performed
1-2 times per day for about 7 days,

7. The method of claim 3, wherein step (b) is performed
1-2 times per day for about 7 days.
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8. A kit for the treatment of vulvovaginal candidiasis
consisting essentizlly of:
(2) a single dose of an effective amount of micenazels
nitrate in a pharmaceutically acceptable carrier and in
a form adapted to be administered intra-vaginally; and

(b) ar: amounl of miconazole nitrale in a pharmaceutically
acceptable carrier adapled to be applied topically to the
vukva.

9. The kit of claim 8, wherein the single dose of micona-
zole nitrate adapted to be administered intra-vaginally com-
prises aboutl 400 10 about 2000 mg of miconazole nitrale.

10, The kit of claim 8, wherein the single dose of
miconazole nitrate adapted 1o be administered intra-
vaginally comprises about 600 to about 1200 mg of micona-
zole nitrate.

8

H. The kit of claim 8, wherein the single dose of
miconazole nitrate adapted to be administered inira-
vaginally comprises 2.5 g of 16% miconazole nitrate cream,
5 g of 8% miconazele nitrate cream, 5 g 12% miconazole
pilrate cream or 5 g 16% miconazole nitrale cream.

12, The kit of claim 8, wherein the amount of miconazoie
nitrate in a pharmaceutically acceptable carrier adapted 1o be
applied topically to the vulva is a sufficient amount 1o be
applied 1-2 times per day for about 7 days,

13. The kit of claim 1, wherein the amount of micona-
zole nilrale in a pharmaceutically acceptable carrier adapled
to be applied topically to the vulva is a sufficient amount 10
be applied 1-2 times per day for sboul 7 days.
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