361/PI/GBO/2 PACKAGE LEAFLET

LOTAGEN 360 mg/g
concentrate for vaginal/cutaneous solution

1. NAME AND ADDRESS OF THE
MARKETING AUTHORISATION HOLDER
AND OF THE MANUFACTURING
AUTHORISATION HOLDER RESPONSIBLE
FOR BATCH RELEASE, IF DIFFERENT
Bioveta, a.s., Komenského 212/12,

683 23 Ivanovice na Hané

2. NAME OF THE VETERINARY MEDICINAL
PRODUCT

LOTAGEN 360 mg/g concentrate for
vaginal/cutaneous solution

Policresulen

3. STATEMENT OF THE ACTIVE
SUBSTANCE(S) AND OTHER
INGREDIENT(S)

Lotagen is reddish-brown, clear concentrate for
vaginal / cutaneous solution, whichin1g
contains:

Active substance:

Policresulen 360 mg/g
4. INDICATION(S)

Sterility

Sterility induced by subacute infections,
cervicitis, vaginitis, vulvitis, trichomoniasis.
Obstetrics

Vagina damage, post partum vaginal bleeding,
prevention of MMA syndrome (mastitis-metritis-
agalactia) in sows.

Surgical interventions and wound treatment
Slight local bleeding spots and bleeding during
surgical interventions, fresh and slowly healing
wounds, lupus (dermatitis of fetlock in horses),
hoof cancer (pododermatitis chronica
verrucosa madidans), ulcers on extremities,
putrefaction of soft tissues, interdigital
necrobacillosis, foot-and-mouth disease in
sheep, burns, inflammation of the alvearium
(otitis externa), furunculosis, dermal eczema,
erosions, irrigation of urovagina in mares,
obliteration of lacteal pseudo-fistula.

5. CONTRAINDICATIONS

Not known.

6. ADVERSE REACTIONS

Not known.

7. TARGET SPECIES

Cattle, horses, pigs, sheep, goats, dogs and
cats.

8. DOSAGE FOR EACH SPECIES, ROUTE(S)
AND METHOD OF ADMINISTRATION

Cattle:

Cervicitis, vaginitis and vulvitis — Irrigate the
surface vaginal damages with 2-% solution of
the preparation. This procedure is not
recommended for deep and perforating
wounds.

Lacteal “pseudo-fistula” (“additional lacteal
glad”) — 9-% solution of the preparation should
be applied into a fistula mouth using a milk
catheter.

Mares:

Vaginitis (pneumovagina, urovagina) — The
vagina should be irrigated with 1-2% solution of
the preparation in order to disturb parenchyma.
Irrigation of urovagina in horses — 1 - 3 litres of
0.5-% solution of the preparation should be
used for irrigation. The procedure can be
interrupted only if clear irrigation liquid flows
back.

Local Use during Surgical Intervention and
Cleaning of Old Wounds:

Hemostasis — In case of slight surface
bleeding, cover the wound with gauze soaked
with the preparation.

Cleaning of wounds, ulcers, abscesses,
eczema and other pathological dermal changes
— Apply gauze soaked with 4 — 20-% solution of
the preparation onto the old wound or the
pathologically changed tissue.

Ulcers onto extremities, putrefaction of soft
tissues, urovagina, interdigital necrobacillosis,
foot-and-mouth disease in sheep, lupus-
dermatitis, horn wounds — In case of small
surgical interventions, apply 20-% aqueous
solution of the preparation.

Use in Small Animals

Eczema on lips and skin folds — Apply gauze
soaked with the preparation onto an affected
spot.

Repeat the procedure, if necessary.

Fistula of anal gland — Inject 2 ml of 5-%
aqueous solution of the preparation into an
anal gland cavity. .

Repeat the procedure, if necessary.

Interdigital ulceration — Apply gauze soaked
with the preparation on the affected spot
between fingers.

Otitis externa inflammation — Rinse it with 5-%
aqueous solution of the preparation once a
day.

The same concentrations (%) and volumes (ml)

of the preparation Lotagen conc. sol should be
used when the procedures are repeated
according to the indications as above.

Preparation of working solutions of Lotagen

Solution concentration Lotagen Purified water
(%) (mh)
0.5% 0.5 ml Up to 100 ml
5mi Uptoll
1% 1ml Up to 100 ml
10 ml Uptoll
2% 2ml Up to 100 ml
20ml Uptoll
4% 4ml Up to 100 ml
40 ml Uptoll
8% 8mi Up to 100 ml
20 % 20 ml Up to 100 ml

9. ADVICE ON CORRECT ADMINISTRATION
Shake before use.

10. WITHDRAWAL PERIOD
None.

11. SPECIAL STORAGE PRECAUTIONS
Keep out of the reach and sight of children.
Store at the temperature to 25 °C.

Do not refrigerate or freeze.

Do not use after the expiry date stated on the
etiquette.

Shelf-life after first opening the container:

21 days.

12. SPECIAL WARNING(S)

After contact with eyes, skin or mucosa may
cause irritation. Avoid contact with eyes, skin
and mucosa. In case of skin or mucosa
affection, immediately wash the site with
enough amount of water, remove contaminated
clothes and shoes. In case of contact with eyes
remove contact lenses and immediately rinse
with plenty of water.

Ensure adequate rinsing by manual opening
eyes. In case of irritation, seek medical advice.
In case of accidental ingestion, rinse mouth
with great amount of water, seek medical
advice and show the package insert or label to
the general practitioner.

13. SPECIAL PRECAUTIONS FOR THE
DISPOSAL OF UNUSED PRODUCT OR

WASTE MATERIALS, IF ANY

Any unused veterinary medicinal product or
waste materials derived from such veterinary
medicinal products should be disposed of in
accordance with local requirements.

14. DATE ON WHICH THE PACKAGE
LEAFLET WAS LAST APPROVED
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