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SUBM SSI ONS FOR GENERI C PARENTERAL DRUGS

Generic parenteral drug products that are considered to be
New Drugs, are subject to the requirenments of D vision 8 of Part
C of the Food and Drug Regul ations. New drug subm ssions (NDS)
for these parenteral preparations are required to contain
evi dence of safety and efficacy under the proposed conditions of
use in conformty with sections C. 08.002 and C. 08.005.1 of the
Regul ations. In the case of drugs intended to be used in food-
produci ng ani mals, evidence nust also be provided that, after the
proposed wi thdrawal tinme, drug residues do not exceed |evels
acceptable to the Directorate.

The policy outlined bel ow has been devel oped to help
manuf acturers in the preparation of new drug subm ssions for
generic parenteral products.

For the purpose of this docunent the terns "chem ca
equi val ence" and "pharmaceuti cal equival ence"” apply to nedicinal
I ngredients and to drug products which fulfil the follow ng
definitions:

CHEM CAL EQUI VALENCE: the condition in which nedicinal

I ngredi ents obtained fromdifferent sources neet a conpendi al

and/ or other applicable standard of identity, quality, (including
physi cal and chem cal characteristics such as appearance, col our,
particle size, solubility etc.) purity and potency acceptable to
the Directorate.

PHARMACEUTI CAL EQUI VALENCE: the condition in which drug products
contain identical quantities of a chem cally equival ent drug (but
not necessarily containing the sanme nonnedicinal ingredients) in

an identical parenteral dosage form and neet a conpendi al and/or

ot her applicable standard of identity, strength, quality, purity

and potency acceptable to the Directorate.

For the purpose of establishing the requirenments for new
drug subm ssions for generic parenteral products, the foll ow ng
categori es have been established:

CATEGORY | PRODUCTS:

(a) Water-soluble powders for reconstitution, no
nonmedi ci nal i ngredients;

(b) Aqueous sol utions, no nonnedicinal ingredients other
t han the vehicle;
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Non- aqueous singl e sol vent sol utions, other than oi
preparations, no nonnedicinal ingredients other than
t he vehicle.

CATEGORY || PRODUCTS:

Lyophi |l i zed powders

Buf f ered powders

Aqueous sol utions, w th nonnedicinal ingredients

Non- aqueous sol utions, other than oil preparations, wth
nonnedi ci nal ingredients

CATEGORY 111 PRODUCTS:

G| soluble preparations involving a single oi

CATEGORY |V PRODUCTS:

Speci al products, such as:
Suspensi ons
Enmul si ons
Preparations involving cosol vent systens
Modi fied rel ease preparations
Speci al cl asses of drugs
Drugs subject to Schedule D of the Food and Drugs Act

The general requirenents for all categories are outlined bel ow

GENERAL REQUI REMENTS (CATEGORY |, 1, 111 AND IV)

A new drug subm ssion (see Guidelines for Preparing and
Filing New Drug Subm ssions) including:

1) conpl ete chem stry, manufacturing and quality contro
dat a.

i) invitro and in vivo aninmal studies and clinical trials
establishing safety and effectiveness of the product.
Data in the public domain may be acceptabl e as
fulfilling this requirenent.

iii) fully annotated Product Mnograph, acconpani ed by
appropriate docunents cited in the annotations.

iv) labels and any other labelling material required for
t he product.

V) for products intended to be used in food-producing
ani mal s, appropriate residue studies in target species.



SPECI AL REQUI REMENTS, AS SPECI FI ED BY CATEGORY

CATEGORY |

i)

i)

PRODUCTS

proof of pharnmaceutical equival ence of the generic and
the innovator’s product, as marketed in Canada, or

for products for which pharmaceutical equival ence has
not been established, appropriate in vitro and/or in
vivo ani mal studies and/or clinical trials.

CATEGORY 11 PRODUCTS

i)

proof of pharnmaceutical equival ence of the generic and
the innovator’s products as marketed in Canada. A
product will not be considered pharnmaceutically

equi valent if

- any of the nonnedicinal ingredients are not
general ly accepted for such preparations, or

- the quantity of any of the nonnedicinal
i ngredients falls outside the range acceptable to
the Directorate;

or
1i) for products for which pharmaceutical equival ence has
not been established, appropriate in vitro and/or in
vivo ani mal studies and/or clinical trials.
CATEGORY |11 PRODUCTS
1) conplete information on the source of the oil, the
description of the purification process, and the
anal ytical profile of the oil, and

i)

proof of pharnmaceutical equival ence of the generic and
the innovator’s product as marketed in Canada. A
product will not be considered pharnmaceutically

equi valent if

- any of the nonnedicinal ingredients are not
general ly accepted for such preparations, or

- the quantity of any nonnmedicinal ingredient falls
outside the range acceptable to the Directorate,
or

- the oil used is different fromthat used in the
I nnovat or’ s product;



or

1ii) for products for which pharmaceutical equival ence has
not been established, appropriate in vitro and/or in
vivo ani mal studies and/or clinical trials.

CATEGORY |V PRODUCTS

In view of the particular considerations that may apply to

t hese products, a witten opinion on special requirenents
for individual products will be provided on request, upon
subm ssion of chem stry and manufacturing data, and proposed

| abel I'i ng.

A full submssion wll normally be required for all drugs
subj ect to Schedul e D.
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