REGULATI ONS AMENDI NG THE FOOD AND DRUG REGULATI ONS (1447 — GOOD
MANUFACTURI NG PRACTI CES)

AMENDMENTS

1. The definition "quality control departnent” in section
C. 02. 002 of the Food and Drug Regul ations® i s repeal ed.

2. Section C.02.003 of the French version of the Regulations is
replaced by the foll ow ng:

C.02.003. Il est interdit au distributeur visé a |'alinéa
C.01A. 003b) et a I'inportateur de vendre une drogue qui n'a pas
ét é manuf acturée, enball ée-éti quet ée, anal ysée et entreposée
conf orménment aux exi gences du preésent titre.

3. The portion of section C. 02.004 of the Regul ations before
paragraph (a) is replaced by the foll ow ng:

C.02.004. The prem ses in which a lot or batch of a drug is
fabricated, packaged/|abelled or stored shall be designed,
constructed and maintained in a manner that

4. Section C. 02.013 of the Regulations is replaced by the
fol | owi ng:

C.02.013. (1) Every fabricator, packager/| abeller, whol esaler,
distributor referred to in paragraph C 01A 003(b) and inporter
shall have on their prem ses in Canada a quality contro
departnent that is supervised by personnel described in section
C. 02. 006.

(2) Except in the case of a wholesaler, the quality contro
department referred to in subsection (1) shall be a distinct
organi zational unit that functions and reports to managenent
i ndependently of any other functional unit, including the
manuf acturing, processing, packaging or sales unit.

5. (1) Subsections C. 02.014(1) and (2) of the Regulations are
replaced by the foll ow ng:

C.02.014. (1) Except in the case of a wholesaler, no |ot or
batch of a drug shall be nmade available for sale unless the sale
of that lot or batch is approved by the person in charge of the
quality control departnent.




(2) Adrug that is returned to the fabricator,
packager/ | abel |l er, whol esaler, distributor referred to in
par agraph C. 01A. 003(b) or inporter thereof shall not be made
avai |l abl e for further sale unless the sale of that drug is
approved by the person in charge of the quality contro
depart nment.

(2) Subsection C. 02.014(4) of the Regulations is replaced by
the foll ow ng:

(4) No lot or batch of a drug shall be reprocessed or reworked
wi t hout the approval of the person in charge of the quality
control departnent.

6. Subsection C. 02.015(2) of the Regulations is replaced by the
fol | owi ng:

(2) The person in charge of the quality control departnent
shall cause to be investigated every conplaint or other
i nformati on respecting the quality of a drug or its deficiencies
or hazards that is received and cause corrective action to be
taken i f necessary.

7. Subsections C. 02.023(1) and (2) of the Regulations are
replaced by the foll ow ng:

C.02.023. On receipt of a conplaint or other information
respecting the quality of a drug or its deficiencies or hazards
every fabricator, packager/|abeller, whol esaler, distributor
referred to in paragraph C 01A 003(b) or inmporter of the drug, as
the case may be, shall make a record of the conplaint or other
information and its investigation and retain the record for a
period of at |east one year after the expiration date of the |ot
or batch of that drug, unless their establishnent |icence
speci fies ot herw se.

8. Subsection C. 02.025(2) of the Regulations is replaced by the
fol | owi ng:

(2) The fabricator shall retain a sanple of each |ot or batch
of medicinal ingredient used in the fabrication of a drug for a
period of at |least two years after the nedicinal ingredients were
| ast used in the fabrication of the drug, unless the fabricator's
establishnment |icence specifies otherw se.

9. Section C.02.026 of the Regulations is replaced by the
fol | ow ng:

C. 02.026. The sanples referred to in section C. 02.025 shall be



(a) retained in a package that is identical to that in which
the drug or nedicinal ingredient is stored, or that is
equi valent with respect to stability;

(b) appropriately identified; and

(c) of sufficient quantity to determ ne whether the drug or
medi ci nal ingredient conplies with the specifications for that
drug or nedicinal ingredient.

10. Section C.02.030 of the Regulations is replaced by the
fol | owi ng:

C. 02. 030. The provisions of paragraph C 02.020(1)(d) and
sections C. 02.025, C 02.027 and C.02.028 do not apply to nedical
gases.

COMING INTO FORCE

11. These Regul ations conme into force on the day on which they
are registered.



