TRISULMIX LIQUIDE scusion For orat use

Composition: Each Trisulmix Liquide 100ml contains sodium sulphadimethoxine
20.00g (equivalent to sulphadimethoxine 18.67g); trimethoprim 4.00g, methyl
parahydroxybenzoate 0.10g and propyl parahydroxybenzoate 0.01g.

Product Description: Clear light yellow solution, with alkaline taste, miscible
with water.

Pharmacodynamics: Sulphadimethoxine is a long acting sulfamide with a wide
antimicrobial spectrum including anti coccidia properties. This substance is active
against Gram-positive and Gram-negative bacteria and certain protozoan such as
coccidia. Trimethoprim belongs to diaminopyrimidine group. It is active against
streptococci and most of Gram-negative bacteria.

In association, the two active substances are synergic. Sulphadimethoxine is
potentiated by a diaminopyrimidine, trimethoprim. The combination of these two
active substances allows a sequential blockade on the folic acid biosynthesis. These
two active substances act by sequential way on the synthesis route of
tetrahydrofolic acid: the sulphamide inhibits the PAB acid incorporation in folic acid
and trimethoprim inhibits specifically the microbial dihydrofolate reductase. The
theoretical activity spectrum includes Gram-positive organisms (Staphylococcus,
Listeria ...) and Gram-negative organisms (Echerichia coli, Salmonella, Proteus,

information. An oedema at the level of the face, the eyelids, the lips or respiratory
difficulties constitute severe symptoms and require urgent medical cares.

Avoid to handle this product or the medicated water in case of allergy to
trimethoprim or sulphonamides.

Other precautions: None.

Special precautions for the disposal of unused veterinary medicinal product or
waste materials derived from the use of such products: Any unused veterinary
medicinal product or waste materials derived from such veterinary medicinal
products should be disposed of in accordance with local requirements.
Interactions with other medicaments: None known

Statement on usage during pregnancy and lactation: Teratogenic and foetotoxic
effects have been reported in laboratory animals at doses more important than the
recommended therapeutic doses.

Do not use this product during pregnancy or lactation.

Adverse Effects: No adverse events have been described.

Overdose and Treatment: None known

Storage Conditions: The product should be stored at a temperature not exceeding
25°C, protected from light.

Withdrawal Period:

Poultry: 6 days after the end of treatment

Rabbits: 8 days after the end of treatment

Eggs: As no withdrawal period for the eggs has been established, do not use in layers

Enterobacter, Bordetelia ...). when eggs are delivered to human consumption (4 weeks prior and during laying).

Pharmacokinetics: Sulphadimethoxine is considered as a sulphonamide with a Packing: 1L/5L HDPE bottle
long persistence in plasma rate. Sulphadimethoxine is highly protein bound. Drug

diffuses widely into all tissues and organs. FOR VETERINARY USE ONLY
Trimethoprim is rapidly absorbed after oral administration. It is widely distributed in

the body.

The two active substances are partly metabolized by liver.Their elimination is mainly

renal.

Indication: In poultry, rabbits: Infections caused by or associated with organisms
sensitive to sulphadimethoxine and trimethoprim.

Curative and preventive treatment of respiratory and digestive infections.
Curative and preventive treatment of digestive coccidiosis.

Routes of administration: oral route:in drinking water

Dosage: 18.68 to 37.36 mg of sulfadimethoxine and 4 to 8 mg of trimethoprim per
kg of live weight and per day, during 5 consecutive days, by oral route, i.e.1 to 2 ml of
TRISULMIX LIQUIDE per 10 kg of live weight and per day during 5 consecutive days,

in drinking water. Adjust dosage to the real consumption of the animals. Manufactured by :
Contraindications:
Do not use in case of intolerance to sulphonamides or trimethoprim. CooPrl.qnvbet;

Do not use in animals in case of severe hepatic or renal dysfunction.

Warnings and Precautions: Reai ion hold d Ker:
Special precautions for use in animals: Water abundantly during treatment. egistration holder and repacker:
Special precautions to be taken by the person administering the veterinary FTEIP
medicinal product to animals: Handle this product with care and avoid direct Rma |
contact.Take all recommended precautions by wearing protective clothing, glasses, RHONE MA MALAYSIA SDN BHD (00001023279
gloves and mask. Avoid contact with skin and eyes. Lot 18A & 18B, Jalan 241, Seksyen 51A,46100 Petaling Jaya, Selangor
in case of symptoms as cutaneous eruption, consult a doctor and show him this Tel:03-7873 7355 Fax:03-2770 0119
E-mail: customercareline@rhonema.com

DOPHARMA FRANCE, 23 rue du Prieuré, Saint Herblon, 44150 Vair sur Loire, France

Date of revision: January 2020

5LTRISU3-01L 03/XXX

LABEL CODE: VERSION COLORS
SLTRISU3-01L

PRODUCT: TRISULMIX LIQUIDE SOLUTION FOR  |Version: 3
ORAL USE
PACK SIZE: 1L, 5L MMM/YY: XXX

COUNTRY: MY
DIMENSIONS: | Please use the official PANTONE® (P) matching
cm = 10x 14 e system for an accurate color representation.

Marketing approval: Regulatory approval: GMP approval:

COMPLETE COMPLETE COMPLETE
NAME: NAME: NAME:
DATE + DATE + DATE +

SIGNATURE: SIGNATURE: SIGNATURE:




