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APPENDI X 1
APPROVED THERAPEUTANTS FOR AQUACULTURE USE

Thi s appendi x provides informati on on the authorized use of drugs and pesti ci des
in the aquaculture of fish and crustaceans.

A drug used in aquacul ture nust be either:
1. approved by Heal th Canada specifically for use in fish or crustaceans;

2. aut hori zed as an Enmergency Drug Rel ease (EDR) by Heal th Canada when the
drug has not been approved in Canada (i.e., the drug has not been assigned
a Drug Identification Nunber (DIN) by Health Canada);

3. authorized for testing purposes under an Experinental Studies Certificate,
i ssued by Heal t h Canada;

4. approved as an Investigational New Drug Subm ssion by Health Canada for
clinical trials; or

5. prescribed by a licensed veterinarian for "off-label" use (only applies to
products with an assigned Drug ldentification Nunber).

Heal th Canada's Veterinary Drugs Programis responsible for establishing the
maxi numresidue linmts (MRLsS), adninistrative maxi mumresidue linmts (AVRLS) or
residue limts for these drugs. MRLs are published in Table IIl of Division 15
of the Food and Drugs Regul ations. Administrative MRLs or residue linmts are
establ i shed as policy by the Veterinary Drugs Program of Health Canada. If

| evel s of drug residues in excess of these linits are found in fish intended for
human consunption, the fish will be considered "unwhol esone", according to
Section 6.(1)(a) of the Fish Inspection Regul ations.

Dosages and withdrawal tines for veterinary drugs nust be foll owed as indicated
in the veterinary prescription or, in those cases where a prescription is not
required, in the Conmpendi um of Medicating |Ingredient Brochures (CM B) published
and nmai ntai ned by the CFlIA

VWhen an antiparasitic product is orally admnistered to fish (via feed or
anot her mechanism it is deened to be a drug and it is regulated by the Food and
Drugs Act and Regul ati ons.

VWen the sane antiparasitic is applied externally to fish (not ingested) it is
deened a pesticide and it is regulated by the Pest Control Products Act. The
Pest Managenent Regul atory Agency within Health Canada approves or grants
enmergency rel ease permts for pesticides under the Pest Control Products Act.

The Veterinary Drugs Program of Health Canada has approved, or tenporarily
aut hori zed as an EDR, the use in aquaculture of the follow ng veterinary drug
products:



Agence canadienne

Canadian Food
I*I \nspec‘tion Agency  d'inspection des aliments A;hsl.aterl Sta?dard ?gg
Fish Products Standards Status Date
and Methods Manual Amend. no 9 22/ 11/ 05
PRODUCT APPROVED RESIDUE LIMT Tl SSUE SPECI ES
BRAND NANE SUBSTANCE (na/ 9)
Terramyci n- Oxytetracycli ne 0.2 72 Edi bl e Sal noni ds
Aqua Ti ssue Lobst er
Romret 30 Sul f adi net hoxi ne 0.1°? Edi bl e Sal noni ds
Ti ssue
O netoprim 0.5 Muscl e Sal noni ds
1 Skin
Tribrissen Sul f adi azi ne 0.11 Edi bl e Sal noni ds
40% Ti ssue
Trimet hoprim 0.1" Muscl e Sal noni ds
Aqua Life Tri cai ne 0.02 Edi bl e Sal noni ds
TMS net hanesul f onat e Ti ssue
Aquaf | or Fl or f eni col 0.8 * Miscl e Sal noni ds
Formal i n-R For mal dehyde nla® n/ a Sal noni d eggs
Parasite-S
Per ox- Ai d Hydr ogen nla® n/ a Sal noni d eggs
per oxi de
Cal i ci de Tef | ubenzur on 0.3°? Muscl e Sal noni ds
3.272 Ski n
Slice Emanectin 0.042 3 Muscl e Sal noni ds
benzoat e
1. MRL (Maxi mum Residue Limt) Table Ill of Division 15 of the Food and Drugs Regul ati ons
2. AMRL (Administrative Maxi mum Residue Linmt)
3. EDR (Energency Drug Rel ease)
4. MRL is specified for the netabolite florfenicol anine.
5. Regul at ed bi ol ogi cal substance, ubiquitous in nature.




