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e objective of this presentation Is To
rovide attendees with some essential

formation on HC Natural Healt
roducts regulations and site liceny
rocess




All NHPs sold in Canada are subject to the
Nafural Health Productfs Regulafions,
vhich came Iinfo force on January

2004.
7/

0 get product and site licenses, sp
abellng and packaging requi
nust be met, GMPs must be foll
roper satety and efficacy evidénce must

e provided.




atural health products (NHPs) are
aturally occurring substances that are

sed to restore or maintain good health.
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1€y dre oirien maae irom pianis, ©

an also be made from ani
\icroorganisms and marine so
ey come in a wide variety of f
iblets, capsules, tinctures,
reams, oinfments and drops

like
olutions,




iPs  (complementary or alternative

~dicines, include:
/Itfamins and minerals

1erbal remedies

raditional and Homeopathic medic)
’roblofics

Dther products like amino acigs and
xssential fatty acids




HPs are used and marketed for a
umber of health reasons, like the
revention or treatment of an illness or
ondition, the reduction of health risks, or

e maintenance of good health. Th
vVV\A I INNALLIL o 111

Wust be safe to be used as over-
ounter products.

oducts needing a prescripi
>gulated as drugs.




ile NHPs are generally safe, they are not

free. Risks include:

vManufacturing problems  (Such
“ontamination, or incorrect ingredie

ad
s for

Jnproven claims, which co
beople o use the wrong pro
erious conditions




Not enough information for people to
nake an informed choice (like incorrect
nstructions or no warnings that
roduct may not be suitable for cert

Jroups)

nteraction with ofthers lon

drugs

ore

Inwanted side effects




be licensed in Canada, NHPs must
> safe, effective, of high quality and
rry detailed label information

ople can identity products that hav
en licensed for sale in Canadao
oking for the eight-digit  Naf
oduct Number (NPN) on the lab

NPN means that the prod
>en authorized for sale iIn Camada and
safe and effective

<\
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Product licensing

Evidence requirements for safety and

affiracv
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Site licensing
Good Manufacturing Practices
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I NHPs must have a product license
efore they can be sold in Canada.

b get a license, applicants must give
etailled information about the produ
)y Health Canada, including: medic]
gredients, source, dose, potency,
iedicinal ingredients
commended use(s).

elgle




> safety and efficacy of NHPs and their
alth claims must be supported by
per evidence so that consumers and
> know the products are safe an

ecftive.

> fype and amount of supp
idence required depends
posed health clam of the
d its overall risks.

he
roduct




Canadian manufacturers, packagers,
elers, and importers of NHPs must have
> licenses.

e e e S e

get a license, sites must 'mdi'r‘ﬁgfr
bper distribution records, have pro

ndling, storage and delivery
bducts, and demonsirate
et GMPs requirements.




e Regulations requires a manufacturer,
ickager, labeler, and importer of NHPs
hold a valid site licence.

site licence issued by the NHPD giv

= |icensee authorization fo con
=se activities.
ese qactivities must be camé&d out
cording to the GMPs outlined under
> Regulations.




00d Manufacturing Practices for

HPs cover:

roduct specifications, premises
quipment, personnel, Selglifell
rogram, operations, o[V

ssurance, stability, records, ch

xmples, and recall reporting




o ensure that HC is aware of all sites that
are manufacturing, packaging, labelling,

and importing NHPs in Canada.

[0 set the reqguirement that busi
assure HC that they are meeti

quality, and are produced & stored In sites

that comply with the GMP Regulations.




site licence Is required for the physical
'le In Canada where any persons or
usinesses  wish  fo  manufacture,
ackage, label, and/or import a N
rsale.




Any business or individual that brings
inNfo Canada a NHP for the purpose of

sale Is considered to be an importer.
Imhnr’rprc aleli chlh a product (*Ilrpr*’rl\/
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’rhe retailer wﬁrhou’r first storing
product require a site licence
Retailers selling products f
themselves have 1mp
considered importers




plicants must provide evidence of GMP
mpliance in the form of one of the following:
\uditf Report from a NHPD recognized third part

Juality Assurance Report (QAR) Form
rug Establishment Licence (DEL):

Y

“ertificate of Compliance (CoC) or | tion
=eport issued by a Regulatory Autho#ty/tfrom a
ountry for which HC presently S @ mutual

=cognition agreement (MRA)
>MP Certificate from a Qualifi

Authority




reening & Assessment of the Application

Applications meefing administrative
requirements will be assigned a f
number and a submission number.

The NHPD ams to complete Ite
icence application within 45 ifelag
the dafte of receipt to f date of

Issuance of the site licence 6r refusal.




ficiencies in the application can range

m minor and easily correctable to
Jjor or crifical,

ere are four types of deficiencies: o
Administrative deficiencies

Minor deficiencies
Major deficiencies

Critical deficiencies




1e NHPD will only issue or amend a site
ence when the applicant has
Jomitted a complete submission with
I the required supporting Informafio

)  assess whether the site Is f
ompliant with the Regulations.




he NHPD may refuse to issue or amend
| site licence when the site IS nof

ompliant with the GMP requirements
When the application is deficient,
When the applicant does not pro
addifional information on requew,
When the Iinformatfion sub
false or misleading.




anadian importers must be licensed
1d the onus Is on them to provide

/iIdence that imported products com

m sites that meet Canadian GMP
yuivalent standards.
porters may submit either udit
>port from third party or a R or any
the following of for their fofeign sites:




oreign Site Reference Number (FSRN)
\uthorization Form:

\ FSRN authorization form signed and
lated by the Senior Official indicated fo

Nat company.
SRN's are issued to sites that
lemonstrated compliance to
eqgulations via the FSRN a
roCcess.

Y

Ps
lication




Certificate of Compliance (CoC)

INnspection report (iIncluding
rrective actions taken) issued by @
>gulatory Authority from a country for
nich the HC Inspectorate present
1S a mutual recognition agreem
\RA) related to GMP.




Good Manufacturing  Practices
erfificate or inspection report (including
e corrective actions taken) from ©

ualified Authority.

qualiflied authority Is an autho#
ember  of the Pharmace
spection Cooperafion Scheme
- the United States Food
dministration (USFDA).




e sife licence must be renewed as
lOWS:

Every year, tor the first three years

E\/gr\l +\Alf\ vvarire w/hoe +thea i ln
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e|d the licence for three years from
ite of issuance but less than nine y

Every three years, when fthe see
s held the licence for nine years from
= date of issuance or more.




N amendment is required when:
Adding a new activity.
Adding a new building
Changing  from  manufacturing;

packaging, labelling, or importin
non-sterile dosage form to
dosage form.

Adding a new foreign site.




> may suspend a site licence when:

The licensee Is found to have
contravened the Regulations

When licensee make a false/
misleading statement in the applichi)

When HC has enough evi

believe that it is necessary fo suspend
the licence 1o prevent copsumers injury .




To Conclude:
site wishing to obtain a SL must demonstrate
at requirements for GMP have been met.
To demonstrate GMP compliance, the site
will need 1o provide evidence that |

pbuildings, equipment, procedures
proposed practices meet the requirem
A Canadian importer must
satisfactory evidence that the fofgigh site
meets the Canadian GMP rgquirements
required by the Canadian regulations




For Any Questions Please Contact:

Dr. Jalal Moknhalalati

Email: jalal@gmrs.com /




