FemFlora Oral

In healthy women of reproductive age, the vaginal
microbiome is predominantly composed of
Lactobacillus species such as L. crispatus, gasseri,
iners, jensenii, reuteri, rhamnosus, and fermentum.[!
FemFlora Oral includes strains representative of this
natural composition. While vaginal suppositories
can directly modulate the vaginal microbiota,
oral probiotics—particularly lactobacilli—also
influence vaginal health via the gut-vaginal axis,
reducing rectal-to-vaginal bacterial transfer and
supporting immune regulation.[?] Factors like diet,
hormones, stress, and medications can disrupt this
balance. FemFlora Oral stands out for its inclusion of
L. crispatus, L. gasseri, and L. rhamnosus GG—strains
not commonly found in standard multispecies
probiotic formulations.

Scientific Rationale

A meta-analysis of 17 randomized controlled trials
(RCTs), involving a total of 3,176 participants, found
that probiotics alone were significantly more effective
than placebo in treating bacterial vaginosis (BV),
with a relative risk of 15.20, 95% CI 3.87-59.63).13
The analysis also showed that combining probiotics
with antibiotic therapy was more effective than using
antibiotics alone (relative risk 1.23, 95% CI 1.05-1.43).
However, no significant differences in effectiveness
were observed between different probiotic strains or
between oral and vaginal formulations.*

A meta-analysis reviewed 23 RCTs with a total of
2,212 participants and found that probiotics were
effective in preventing recurrent vaginal candidiasis
at 6 months, with a pooled relative risk of 0.36 (95% CI
0.21-0.63), indicating that women who used probiotics
were 64% less likely to experience a recurrence
of vaginal candidiasis compared to those without
probiotics.[!

In a randomized, double-blind placebo controlled
study involving 174 premenopausal women with a
history of recurrent urinary tract infections (rUTIs),
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participants were randomized to receive one of four
interventions over a four-month period: placebo,
vaginal probiotic (1 billion CFU), oral probiotic
(112 billion CFU), or a combination of oral and vaginal
probiotics.[6] Participants were followed for 12 months
to assess the incidence of symptomatic UTIs. At 4
months, both the vaginal- and combination-probiotic
groups demonstrated a statistically significant
reduction in the mean number of symptomatic UTI
recurrences compared to placebo (p < 0.05). These
groups also showed a longer time to first recurrence,
suggesting sustained benefit beyond the treatment
period.l”]

Probiotic therapy—particularly via the vaginal route
or in combination with oral administration—may offer
a clinically meaningful strategy for preventing rUTIs
in premenopausal women. Proposed mechanisms
include:

- inhibition of uropathogen adhesion to uroepithelial
cells;

- disruption of biofilm formation;
- suppression of bacterial invasion and proliferation;

- downregulation of virulence factor expression;
and

- modulation of host immune responses.

The first company in the industry to have invested in an ISO 17025-accredited

laboratory to test for identity, potency, oxidation, disintegration, purity, and more.
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Human Clinical Trials Chart

Gynecological

Concern

Probiotic

Strains

Main Results

Bacterial L. crispatus 14 RCTs | More effective than placebo RR 15.2 (95% CI 3.87-59.65). More 8l
Vaginosis L. jensenii effective with antiobiotics than antiobiotics alone RR 1.23 (95%
L. gasseri CI 1.05-1.43). No difference between probiotics alone versus
L. rhamnosus antibiotics alone.
High Dose
(21x10° CFU)
Vaginal L. gasseri 23RCTs | Primary outcome: compared to placebo, less recurrence RR 1]
candidiasis L. crispatus 0.36 (95% CI 0.21-0.63) at 6 and 12 months.
Endometriosis L. gasseri 2RCTs | Between 8 and 12 weeks, compared to placebo, modest (0], [11]
L. acidophilus decrease in menstrual pain and improved quality of life.
L. plantarum
L. fermentem
PCOS L. rhamnosus 17 RCTs | Compared to placebo, decreased fasting plasma glucose (SMD, (2]
L. reuteri -1.35; 95% CI —2.22 to —0.49; p = 0.002), fasting insulin (SMD,
L. acidophilus -0.68; 95% CI -1.08 to —0.27; p = 0.001), homeostatic model of
L. casei assessment for IR (SMD, -0.73; 95% CI -1.15 to —0.31; p = 0.001),
triglycerides (SMD, -0.85; 95% CI —1.59 to —0.11; p = 0.024),
total cholesterol (SMD, -1.09; 95% CI -1.98 to —0.21; p = 0.015),
low-density lipoprotein cholesterol (SMD, —0.84; 95% CI -1.64
to —0.03; p = 0.041), very-low-density lipoprotein cholesterol
(SMD, -0.44; 95% CI -0.70 to —0.18; p = 0.001), and increased
quantitative insulin sensitivity check index (SMD, 2.00; 95% CI
-0.79 to 3.22; p=10.001).
Gestational L. gasseri 11 RCTs | Compared to placebo, significant improvement in FPG [13]
diabetes L. crispatus (MD =-2.33, 95% CI —4.27 to —0.40, p=0.02), FSI (MD = -2.47,
95% CI -3.82to -1.12, p=0.0003), HOMA-IR (MD = -0.40, 95%
CI-0.74 to —-0.06, p=0.02), and TC (MD =-6.59, 95% CI -12.23 to
-0.95, p=0.02).
Group B L. rhamnosus 5RCTs GBS-positive culture rate was estimated at 31.9% (°¢401) in the (14]
streptococcus L. crispatus intervention group compared to 38.6% (1°%2s2) in the control
L. reuteri group (OR =0.62, 95% CI 0.40 to 0.94, I, 4.8%, p = 0.38). Probiotic
L. jensenii administration in the third trimester was associated with a
reduced GBS rectovaginal colonization at 35-37 weeks and a
safe perinatal profile.
Lactational L. salivarius 6 RCTs Oral probiotics during pregnancy can reduce the incidence of [15]
mastitis L. gasseri mastitis (p < 0.0001). After oral administration of probiotics, the
counts of bacteria in the milk of healthy people and mastitis
patients were both significantly reduced (in healthy p < 0.00001,
in mastitis patients p = 0.0001).
Cervical L. rhamnosus 1 pilot Probiotic users had a twice-as-high chance of clearance [16]
intraepithelial L. reuteri study of cytological abnormalities (60 v. 31%, p = 0.05). HPV was
neoplasia (CIN)-1 cleared in 19% of control patients versus 29% of probiotic users
(p=0.41).
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Each PH’D natural water-based enteric-coated
vegetable capsule protects contents from stomach
acids and delivers 100% potency of the following
live, active, healthy, and whole cells to the

intestines:

Lacticaseibacillus rhamnosus UB6056. . . . . .. 19.3 billion CFU
Lacticaseibacillus casei UB9297 .. . ........... 12 billion CFU
Lactiplantibacillus plantarum UB6473 ......... 8 billion CFU
Lactobacillus acidophilus UB6535 .. ........ 5.25 billion CFU
Bifidobacterium bifidum UB4925.............. 2 billion CFU
Bifidobacterium breve UB3917 . ............... 2 billion CFU
Bifidobacterium longum subsp. longum UB6897 . 2 billion CFU
Lactobacillus crispatus UB1947 .. .......... 750 million CFU
Lactobacillus gasseri UB9507 . ... .....ou... 750 million CFU
Lactobacillus johnsonii UB2214 .. .......... 750 million CFU
Lacticaseibacillus paracasei UB8017 ........ 600 million CFU
Lactobacillus helveticus UB5772 . .......... 500 million CFU
Limosilactobacillus reuteri UB4772 . ........ 500 million CFU
Lactobacillus acidophilus LA-14. . .. ........ 300 million CFU
Lactobacillus casei LC-11 .. ....oovievenn.. 300 million CFU
Lactobacillus rhamnosus GG .............. 300 million CFU

Nonmedicinal ingredients: Vitamin C (ascorbic acid),
arabinogalactan, inulin, non-GMO potato starch, tapioca
maltodextrin, mono- and dipotassium phosphates, sodium
chloride, sucrose, trehalose, and vegetable magnesium
stearate in a non-GMO PH®D capsule (medium-chain
triglycerides, sodium alginate, oleic acid, stearic acid,
ethylcellulose, hypromellose, and purified water).

Directions of use: Adults and adolescents: Take 1-2 capsules
daily with water or juice, or as directed by your health-care
practitioner. If you are taking antibiotics, take this product at
least 2-3 hours before or after them.

Cautions and warnings: Consult a health-care practitioner
prior to use if you have fever, vomiting, bloody diarrhea,
or severe abdominal pain. Discontinue use and consult
a health-care practitioner if symptoms of digestive upset
(e.g. diarrhea) occur, worsen, or persist beyond 3 days.

Contraindications: Do not use if you have an immune-
compromised condition (e.g. AIDS, lymphoma, patients
undergoing long-term corticosteroid treatment).

Product #2169 - 30 vegetable capsules - NPN 80075820 - V0578-R3

3405, F.-X.-Tessier street, Vaudreuil-Dorion (Québec), J7V 5V5 - 1 888 863 9274 - vitazan.com



