Devi ce and nethod for identifying and treating vagi na
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vagi nal affections, such as infections, in par ticular

bacterial vaginosis, or vaginijtis, in wonmen by using

an identifi able indicator. In particular, the present

invention relates to a pH test glove bearing a

reporter substance indicating the possible presence of

vagi Malvied frd tmethodHae kdetifyin® bintlhtee atiug viaigbma [T féections

present invention relates to inproving the health of

wonen h av ing vaginal affections and to procedures
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treat the vaginal affection. Also described are packages or kits includ-
ing a probe or tool such as a glove bearing a reporter substance indi-
cating the presence of an affection packaged together with a gyneco-
logical composition for treating the vaginal affections, if it is found to
be present.

The expression vaginal affections as used herein includes vaginal in-
fections, such as bacterial vaginosis, fungal and viral infection, and
vaginitis. Presence of a vaginal affection may be indicated by change in
the pH of vaginal fluid, vaginal discharge, possible presence of indica-
tor cells or strong or bad odor, vaginal discomfort, such as itching and
burning. The gynecological compositions of the invention are also bene-
ficial in the prevention or treatment of dyspareunia of which a vaginal
infection is one of the causes.



ficial in the prevention or treatnent of dyspareunia
of which a vaginal infection is one of the
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vaginal discomfort and clinical symptoms, such as homogeneous malo-
dorous vaginal discharge, more noticeable after unprotected inter-
course, although some women are asymptomatic.

Often previously ignored or underestimated, the importance of vaginal
flora in maintaining other aspects of health is now becoming increas-
ingly understood.

Significant alterations in the vaginal microflora, such as those occur-
ring in BV, have been associated with ascending infection, including
pelvic inflammatory disease and obstetric complications such as pre-
mature rupture of membranes, amnionitis, post-partum endometritis,
late miscarriage, and elevated risk of preterm birth.
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the vaginal fluid, and milky homogenous vaginal discharge.

In most cases, the vaginal pH provides an early indication of any ab-
normality in the vaginal environment that often encourage the devel-
opment of infections.

The increasing colonisation of the vagina by infectious bacteria often
goes unnoticed by the mother-to-be. If an infection of this kind is de-
tected early, prompt medical treatment can be given and the risk of
premature birth reduced.

That is why it is so important to start measuring the pH of the vagina
regularly from as early as possible in the pregnancy and to ascertain it
is comprised between 3.8 and 4.5.
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The FemExam® is a credit-card size device having colorimetric test cix-
cular areas to distinguish pH 4.7 or greater as well as for the presence
of volatile amines, both indicators of a bacterial vaginal infection.

In the use of this device, a cotton-tipped swab or similar arrangement
is used to collect and apply a sample of vaginal fluid to the test areas.
If present, elevated vaginal pH is noted and in a separate test area the
presence of volatile amines is also reported.

The use of different components in the device, the swab and the card
with test areas, can make the use of the device difficult. In addition,
the swab could be of damage to the external orifice of the urethra or
unwillingly left in the vagina.



of infection can be [ost by the subject naking
self-exam nation. It is inportant to know that pH 4.5
woow/osen3smar k to di stingui sh a physiol ogi cal eonaT1004000720

froma pathol ogi cal one. Therefore, there is still the
need of a device for self-exarngnation for de tecting a
vagi nal affection, which is easy to use, safe,

accurate and ca pabl e of detecting early signs of the
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indicating the presence of a vaginal affection, said glove being charac-

terized in that first means for detecting pH and second means for col-
lecting a vaginal sample are provided thereon.

By the construction of the glove according to the present invention, the
self-examination can be done in an easy, relaxed way and, most impor-
tant, no chemicals, such as those present on the pH detecting means
according to the construction of gloves of the prior art, are introduced
in the vagina. Moreover, the pH detecting means is not altered by the
possible presence of excess mucus and/or discharges, which are often
present in the vagina. There is no risk to harm vagina and no foreign
material can be left into it.



the neans for detecting pH and said coll ecting neans,
havi ng the vagi nal sanple thereon, can be subsequently
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"enbedded into". In one enbodi nent of the present
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which can be contacted by the finger bearing said second means. For

example, said first means can be placed on the thumb finger or on the
surface of the glove in such a way the finger bearing said second
means can be put into contact with said first means, for example on
the palm or any other opposable finger.

Any other arrangement can be put into practice so as to allow said first
and second means to be put into contact after vaginal sampling.

A preferred embodiment provides said first means placed on the
thumb finger and said second means placed on the index or medium

finger.

Any of the normally available pH-detecting means placed on the
thumb finger can be used in the glove of the present invention, such as

a normal litmus paper.
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In one of the possible embodiments of the present invention, the means
for collecting vaginal sample are placed on the index finger.

In another possible embodiment of the present invention, the glove can
be shaped in any different way than the five-finger glove. It is impor-
tant that the glove bears pH detecting means and vaginal sample col-
lecting means separately, i.e. in a way such that the collecting means
and the detecting means do not come into contact during the sampling
operation, but can be put into contact subsequently. For example a
two-finger shaped glove, a thumb and a single part for all the remain-
ing fingers, is a convenient embodiment.

Since the means for collecting vaginal sample and the means for de-
tecting pH are separated, the former can be drained from excess of
sample, thus providing more accurate pH detection.
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are normally available in clinical practice. As exemplary test, the one
using tetrazolium salts as a redox active substance, is mentioned.

According to the present invention, the glove is suitable for the detec-
tion of vaginal affections. In a preferred embodiment of the invention,
the detected vaginal affection is a vaginal infection, such as for exam-
ple bacterial vaginosis, aerobic vaginitis, fungal infection or viral infec-
tion, or is vaginitis.

Another object of the present invention is a method for detecting a
vaginal affection, said method comprising the steps of:

(a) securing a vaginal sample with the collecting means of the
glove above described,

(b) contacting said collecting means with the pH detecting
means,
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is ap parent therapy is advisable, treatnment iIs

instituted. A further object of the present invention
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cause the pH test paper come into close contact with the vagina, hence

no chemicals are introduced into the vagina and there is no risk of al-
lergies or inflammation. The result is immediately read thanks to the
colour scale into the pack.

Once an abnormality or change in condition is observed and it is ap-
parent therapy is advisable, treatment is instituted.

A further object of the present invention is a method of treating a
vaginal affection comprising the steps of:

a) determining the presence of a vaginal affection by means of
the glove above disclosed, and, if the affection is present,

b) topically applying to the affected area a gynecological compo-
sition.
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speci esPreferably, the association of bacteria used in

t he pharnaceuti cal
Preferred, according to one embodiment of the invention, are those

chosen from Lactobacillus brevis and Lactobacillus salivarius subsp.
salicinius species optionally used in combination with one or more spe-
cies of lactobacilli selected from Lactobacillus salivarius subsp. salivar-
ius, Lactobacillus jensenii, Lactobacillus catenaforme, Lactobacillus
minutus, Lactobacillus gasseri and Lactobacillus plantarum Mostly
preferred is the combination consisting essentially of Lactobacillus
brevis, Lactobacillus salivarius subsp. salicinius and Lactobacillus

plantarum

Another preferred combination is the one consisting essentially of Lac-
tobacillus brevis, Lactobacillus casei, Lactobacillus salivarius subs.
salicinius and Lactobacillus gasseri species
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Lact obacil lus gasseri. Preferably, in the association
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w1th conventional therapy. In this embodiment, the subject will check
regularly vaginal pH and, in case a bacterial affection is detected, ac-
cording to the instructions provided in the package or according the
subject's own experience, an adequate treatment will be instituted.
Any conventional treatment can be used. It is well known to use com-
bined pharmacological treatment with antibacterial and antifungal
drugs. Sterilization of vaginal environment or any other alteration of
natural vaginal flora may be a side effect of this kind of treatment. In
particular lactic acid bacteria naturally present in the vagina can suc-
cumb to the presence of antibacterial drugs. Moreover, if the lactoba-
cilli are replaced by bacteria other than the anaerobes which are typi-
cal for BV, a distinct type of vaginitis may be seen. This condition is
known as non-specific vaginitis, vaginitis of unknown origin, des-
quamative vaginitis, or, recently, aerobic vaginitis (AV). In cases of



cal for BV, a distinct type of vaginitis my be seen.

This condition is known as non-specific vaginitis,
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or, recently, aerobic vaginitis (AV). In cases of AV,
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comphcatlons such as pre-term birth. Lactobacillary grades can be

used as a pre-screening tool during pregnancy, in order to enable fur-
ther investigation of cases with a high probability of infection and pre-
term delivery.

Preliminary evidence suggests that a disrupted vaginal microflora can
be restored to its physiological equilibrium by the application of vagi-
nal tablets containing probiotics. However, it is far from clear which
type of probiotic product is to be used, and the ideal way of applying
the products in order to prevent recurrences are also largely unknown.

According to the present invention, once a vaginal affection is detected,
adequate treatment is instituted. In a preferred embodiment, the
treatment comprises the combined administration of an antibacterial
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a vagi nal af f ection by nmeans of the glove above
di ﬁﬁlleggt%ré Snother fobgehc oq'ft %C;tn!e%gn% tnvention' tlé a method for the
treatment and re-colonization of vaginal environment, said method
comprising:
a) determining the presence of a vaginal affection by means
of the glove above disclosed, and, if the affection is present,
b) topically applying to the affected area a gynecological
composition in order to treat the vaginal affection,
c) checking the disappearance of the vaginal affection, and
d) topically applying a gynecological composition comprising
lactic acid bacteria, checking vaginal pH by means of the glove above
disclosed.

The gynecological composition comprising lactic acid bacteria and/or
Bifidobacteria can be any composition disclosed in the present inven-
tion. One of the preferred compositions comprises the combination of



b) topically applying to the affected area a

gynecol ogi cal conposition in order to treat the
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the vaginal affection, and d) topically applying a

gynecol ogi cal conposition cogp%ising | actic acid

bacteria, checking vaginal p y neans of the glove

above di scl osed. The gynecol ogi cal conposition

conprising lactic acid bacteria and/ or Bifidobacteria
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conposi t i emdonPifidobegteriepad nat i on of an anti biotic
agent, rnEXATE j 0 ' nggﬂ)tfs" . I
agent, ofnganIS %qﬁtg%ﬁizo e%ﬁfﬁ g%ggggg g@§$%§andthe
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envi rongje nt; a composition comprising a combination of an antibiotic
agent, for example metronidazole, with an antifungal agent, for exam-
ple fuconazole, in a dosage form suitable for treating a vaginal affec-
tion, such as bacterial vaginosis or aerobic vaginitis; b) a gy-
necological composition for topical application comprising lactic acid
bacteria and/or Bifidobacteria in a dosage form suitable for re-
colonizing vaginal environment;

c) a sufficient number of gloves according to the present in-
vention to detect a vaginal affection, to check effectiveness of treat-
ment instituted with the composition under item a) and to check effec-
tiveness of treatment instituted with the composition under item b);
and

d) instructions for using the package.

This form of package is suitable for women experiencing vaginal affec-
tion and wishing to adopt a self-treatment. This package can be very
convenient for travelling women or for women who cannot see a doctor
very often or who are experienced with relapsing vaginal affections
and have sufficient experience in self-diagnosis and self-treatment.
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of the invention, the conpositions of the present
In one embodiment of the invention, the compositions of the present
invention can be prepared in the form of tablets made up of two or
more layers. Tea tree oil and/or soy may also be included in one or both
layers of the tablet. Such two layers, both containing a species of lacto-
bacilli, bound with usual excipients and additives, can be arranged in
such a manner that bacteria in the outer layer are released in a lapse
of time of 10-25 minutes, about 15-20 minutes for example, whereas
bacteria of the inner layer are released subsequently in a lapse of time
of 25-50 minutes, about 30-40 minutes for example.

The compositions may also contain a buffering agent capable of main-
taining an intravaginal pH stabilized in a range between 3 and 5.5 for
some hours after administration. The buffering agent is a buffer sys-
tem consisting of a weak acid selected from any pharmaceutically-
acceptable inorganic or organic weak acid, such as boric acid, lactic
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substantially equal ratio of 1:1. Generally a unit dosage will contain 1

x 102 to 5 x 101! bacteria of component (a) and from 1 x 102 to 5 x 1011

bacteria of component (b) with preferred amounts being 1 x 102 bacte-

ria for component (a) and 3 x 109 bacteria of component (b).

A preferred combination of lactic acid bacteria contains (a) a first com-
ponent consisting of at least one strain of H2Os-producing lactic acid
bacteria, and (b) a second component consisting of at least one strain of
arginine-utilizing lactic acid bacteria, where component (a) is selected
from strains of the species Lactobacillus crispatus, Lactobacillus sali-
varius, preferably subsp. salicinius and Lactobacillus casei, and com-
ponent (b) is selected from strains of the species Lactobacillus breuvis,
Lactobacillus gassert and Lactobacillus fermentum.
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(c) reading the expo ed indicator signal substance and deter-
mining the predicted presence of a vaginal affection in said sample,
wherein steps (a)-(c) are made by means of the glove herein disclosed,
and if an affection is present,

(d) applying to the area of affection a gynecological composition.

The preferred composition comprises lactic acid bacteria and/or Bifido-
bacteria as disclosed above.

As far as the industrial applicability of the present invention is con-
cerned, the above glove and gynecological composition can be provided
in the form of a package comprising:

a) at least one glove;

b) a gynecological composition;

c) instructions for using the glove a) and the composition b).
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gl ove Irst 1temof instruction is an
interpretative readi ng of pH, conven

For example, a pH between 3.8 and 4.5, with no signs or symptoms
means a normal and healthy condition. A pH lower than 3.8, together
with whitish discharge and/or symptoms, such as burning and itching
means a possible Candidae vaginal infection. A pH higher than 4.5,
with no signs or symptoms means a vaginal microenvironment, which
is potentially favourable to the development of vaginal infections. A pH
higher than 4.5, together with possibly malodorous vaginal discharges
means dismicrobism with reduced or missing H202-producing lactic
acid bacteria (bacterial vaginosis). A pH higher than 4.5, together with
possibly malodorous vaginal discharges and/or irritation, itching
means a possible infection by Trichomonas vaginalis.

Once affection is identified, the treatment can be instituted by means
of the gynecological composition, in particular the one containing lactic
acid bacteria and/or Bifidobacteria, as above disclosed. In some cases,
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pr ﬁﬁdf’cré@&ﬁ@ﬁﬂ fhe1dbf A further object of the present invention is the
use of the glove as above disclosed and of the compositions comprising
lactic acid bacteria and/or Bifidobacteria and another composition used
in the treatment of bacterial vaginisis or aerobic vaginitis, as above
described for the preparation of a medicament for the detection of a
vaginal affection, treatment thereof and re-colonization of vaginal en-

vironment.

While the invention has been described in connection with what is
presently considered to be the most practical and preferred embodi-
ment, it is to be understood that the invention is not to be limited to
the disclosed embodiment, but on the contrary, is intended to cover
various modifications and equivalent arrangements included within
the spirit and scope of the appended claims.



relates to the use of the glove as above discl osed and
of the conposi tions conprising lactic acid bacteria
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and treatnent thereof. A furthgr object of the present
invention is the use of the glove as above discl osed
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gl ove according to any one of erein said

5. The glove according to claim 4, wherein said means for detecting
. pHis a mixture of Methylorange and Bromocresol Green in a 1:5 (w/w)
ratio.

6. The glove according to any one of claims 1-3, wherein said
means for detecting pH are set to detect pH values equal to or above
4.5.

7. The glove according to any one of claims 1-6, wherein a piece of
information about pH reading is enclosed.

8. The glove according to claim 7, wherein said piece of information
is a colour scale.

9. The glove according to claim 6, wherein said values equal to or
above 4.5 is set as a warning.
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device for the determ nation of a further test useful
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f %%f e { Ortheeéreorurﬂ (r:]dr{]sgstmge o' B Ror volatlf kglrnsmes test for
determmmg the amount of lactic acid, test for determining the activity
of enzymes of interest as markers of a pathological state and/or other
biological indicators and test for determining the presence of markers
of infection.

15. The glove according to any one of the preceding claims 1-14,
which is useful for determining the presence of a vaginal affection se-
lected from the group consisting of vaginal infection and vaginitis.

16. The glove according to claim 15, wherein said vaginal infection
is selected from the group consisting of bacterial vaginosis, aerobic
vaginitis, fungal infection and viral infection.

17. A package comprising:
a) at least one glove of any one of claims 1-16;
b) a gynecological composition; and optionally
c) instructions for using the glove a) and the composition b).
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Lactobacillus salivarius subsp. salicinius species optionally in combi-
nation with one or more species of lactobacilli selected from the group
consisting of Lactobacillus salivarius subsp. salivarius, Lactobacillus
jensenii, Lactobacillus catenaforme, Lactobacillus minutus, Lactobacil-

lus gassert and Lactobacillus plantarum.

20. The package according to claim 19, wherein the lactic acid bac-
teria are a combination consisting of Lactobacillus brevis, Lactobacil-
lus salivarius subsp. salicinius and Lactobacillus plantarum.

21. The package according to claim 18, wherein the lactic acid bac-
teria are a combination of Lactobacillus brevis and Lactobacillus sali-

varius subs. salicinius species.
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erein saird conposition further conprises one
nmore species of lactobacilli se lected fromthe
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composmon further comprises one or more species of lactobacilli se-
lected from the group consisting of Lactobacillus salivarius subs. sali-
varius, Lactobacillus jensenii, Lactobacillus catenaforme, Lactobacillus

minutus, and Lactobacillus plantarum.

27. The package according to claim 18, wherein said lactobacilli
consist of the Lactobacillus brevis, Lactobacillus casei, Lactobacillus

salivarius subs. salicinius and Lactobacillus gasseri species.

28. The package according to any one of claims 18-27, wherein said
lactobacilli are present at a concentration of 107 to 1013 CFU/g.

29. The package according to any one of claims 18-28, wherein the
composition further comprises at least a substance selected from the
group consisting of vitamins, quaternary ammonium bases, mineral



varius, Lactobacillus jensenii, Lactobacillus

catenaf orne, Lactobacillus m nutus, and Lactobacillus
wobhkeostoaeosm 27. The package accordi ng to cl ai nP@8/1T2004/000720
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velocity of bacteria. 34. The package of claim 33,
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34. The package of claim 33, wherein said tablet comprises at least
two layers, the outermost layer and the innermost layer containing
said species of lactobacilli, in bound form, so that the release velocity of
bacteria of the outermost layer is greater than the release velocity of
bacteria of the innermost layer.

35. The package of claim 34, wherein in said tablet, bacteria in the
outermost layer are released in a lapse of time of about 10-25 minutes,
whereas bacteria of the inner layer are released subsequently in a
lapse of time of about 25-50 minutes.

36. The package according to any one of claims 17-35, further com-
prising (d) a composition for the treatment of bacterial vaginosis or
aerobic vaginitis.



bacteria of the innernost |ayer. 35. The package of

claim 34, wherein in said tablet, bacteria in the
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about 10-25 m nutes, whereas bacteria of the inner

| ayer are rel eased subsequentég in a lapse of tinme of

about 25-50 minutes. 36. The package according to any

one of clainms 17-35, further comprising (d) a

conposition for the treatnent of bacterial vaginosis
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(a), conposition (b) and conpo sition (d). 40. A

package conprising the glove of any one of clains 1-16
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medicament for the detection of a vaginal affection and treatment

thereof.

42.  The use of the glove of any one of claims 1-16 and of the compo-
sition as disclosed in any one of claims 17-39 for the preparation of a
medicament for the detection of a vaginal affection, treatment thereof
and re-colonization of vaginal environment.

43. A method for determining the presence of a vaginal affection,
comprising the steps of:

(a) securing a vaginal sample with the collecting means of the
glove of any one of claims 1-16,

(b) contacting said collecting means with the pH detecting
means,

(c) reading the exposed indicator signal substance and deter-
mining the predicted presence of said vaginal affection.
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deter mning the predicted presence of said vagi na
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wherein said affection is se cted fromthe group

consi sting of vaginal infections, vaginitis and

dyspareuni a. 45. The nethod according to claim44,
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48. The method according to claim 47, wherein said infection is se-
lected from the group consisting of bacterial vaginosis, aerobic vagini-
tis, fungal infection and viral infection.

49. A procedure for identifying and treating a vaginal affection,
comprising the steps of:

(a) securing a sample of vaginal fluid,

(b) exposing the collected fluid to an indicator signal substance,

(c) reading the exposed indicator signal substance and deter-
mining the predicted presence of a vaginal affection in said sample,
wherein steps (a)-(c) are made by means of the glove of claim 1, and if
an affection is present,

(d) applying to the area of affection a gynecological composition.

50. The procedure according to claim 49, wherein said affection is
selected from the group consisting of vaginal infections, vaginitis and
dyspareunia.
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53. The procedure of claim 52, wherein the lactic acid bacteria are
selected from the group consisting of Lactobacillus brevis and Lactoba-
cillus salivarius subsp. salicinius species optionally in combination
with one or more species of lactobacilli selected from the group con-
sisting of Lactobacillus salivarius subsp. salivarius, Lactobacillus jen-
senii, Lactobacillus catenaforme, Lactobacillus minutus, Lactobacillus
gasseri and Lactobacillus plantarum.

54. The procedure of claim 52, wherein the lactic acid bacteria are a
combination consisting of Lactobacillus brevis, Lactobacillus salivarius
subsp. salicinius and Lactobacillus plantarum.
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Lact obaci |l us plantarum 55. The procedure of claim 52,

\C/h@stﬁel n m{é?épfo@@auﬁe attlimasd ?Xr%@re&hlh lQhél 1§@ﬂi@ Bt baefih are a
acto aC| us CcCt Ooba u Sa uar .
L o GoSAN o o L eaba s dRei i, Lot taliillus Salilirius subs.

53 salbgries Bpeaesd | actic acid bacteria is a conbination

of (a) a first conmponent consisting of at |east one

strain of H2gq 2-producing lactic acid bacteria, and

(bpba sddwnpracedpomefitlagon5s, whem;ncﬁfaldatladzte«aamcbh@ctema is a
st 'bamlﬂé éﬁ% r@ﬂ& Tt kbﬁwgﬁh@%ﬁﬁs&ﬁ% %ff%%%&éﬂ Shedirain of

proce ure o erelrn s actic acid
adlaQarprodycmy %m a@écbw GISEREE Il u% sggond component con-

La@ig@hﬁgsbf hteaSfbhy atidif odAdgiihe utillziAg 18cthagéid Biteria
breuis.  58. The procedure of claim52, wherein the
| actic acid bacteria is Lactobacillus brevis CD2 DSM

11%8’8 e preceduoe odwl@inof52; Ivahenenh2 ,sandhdaetiia aiche bacteria is
sel ?&é&l ?E}CITZH{ t@?%ﬁ(ﬁ?t%‘i"fc?&o?&cz lﬁg alﬂa?%sér?&] %ﬁ) is Lacto-

oup consi
qu&oetfua yrewpmoni um bases, i ner al sal ts, tea tree
oil, soy and its derivatives, anti oxi dant agents,

antllnfl nmmat ory age an t|h stam ne agents a oo
NO9Bel eé@}%@r@@éwgn{}ecslaw SFhw EFQ}Ee'a‘Pf} iaqﬁc amaf gﬁstz,rla is
whézetdbdcil®usd Bedvis G802 HIMCcEI®@88a are a conbi nation of

the Lactobacillus breuis and Lactobacillus sali uarius

subs salicinius species. 61. The procedure of claim
5 6 59vvh e T&ien psacedure npab szlaiim rbZ, uwhkeeinc bhgpr ¢axgpsositien ofurther

ek ??Fs%‘s%& 18hst ?%B gé‘ﬂ%i 6 |de]ek! éf Blo%d the %g%ﬁg CpllliStiflg of vi-

S sa fuarius
uaitaodns, L@@ﬁ@mg@ry laggmonium bases, mlneral salts, tea tree oil, soy

and its derivatives, antioxidant agents, antiinflammatory agents, an-
tihistamine agents and NO-releasing substance.

60. The procedure of claim 52, wherein the lactic acid bacteria are a
combination of the Lactobacillus brevis and Lactobacillus salivarius

subs. salicinius species.

61. The procedure of claim 56, wherein said composition further
comprises one or more species of lactobacilli selected from the group
consisting of Lactobacillus salivarius subs. salivarius, Lactobacillus
jensenii, Lactobacillus catenaforme, Lactobacillus minutus, Lactobacil-
lus gassert, Lactobacillus caset and Lactobacillus plantarum.

62. The procedure of claim 52, wherein said lactobacilli consist of
the Lactobacillus breuvis, Lactobacillus caset, Lactobacillus salivarius
subs. salicinius and Lactobacillus gasseri species.
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bacteria and/or Bifidobacteria. 70. A nethod of

treati n%‘ vagi nal affections and re-col oni zi ng vagi nal
he procedure of claim 62, wherein in said tablet, bacteria in the

outermost layer are released in a lapse of time of about 10-25 minutes,
whereas bacteria of the inner layer are released subsequently in a
lapse of time of about 25-50 minutes.

68. A method of treating vaginitis comprising applying to the af-
fected area an effective amount of a gynecological composition com-
prising lactic acid bacteria and/or Bifidobacteria.

69. A method of prevention or treating dyspareunia comprising ap-
plying to the affected area a gynecological composition comprising lac-
tic acid bacteria and/or Bifidobacteria.

70. A method of treating vaginal affections and re-colonizing vaginal
environment comprising the steps of:

(a) determining the presence of a vaginal affection by means of
the glove of claim 1, and, if the affection is present,
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the presence of a vaginal affection by neans of the
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treated; (c) topically applyi gg to the affected area a
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claim 1, until normal vaginal pH.

71. A method of treating vaginal affections comprising the steps of:
(a) determining the presence of a vaginal affection and, if pres-
ent

(b) topically applying to the affected area a composition com-
prising tea oil and/or soy and its derivatives.



