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Drug Submission Application Form for: Human, Veterinary or Disinfectant Drugs and Clinical Trial Application/Attestation
 * - denotes mandatory
External Link to the Guidance Document
 
Le formulaire de présentation ci-joint a pour but d'aider les fabricants et les promoteurs à présenter la documentation nécessaire pour enclencher le processus d'évaluation de l'un des types de présentation suivants :
 
         ·         Demande d'essai clinique (DEC) (médicaments à usage humain)
         ·         Modification à une demande d'essai clinique (MDEC) (médicaments à usage humain)
         ·         Drogues nouvelles de recherche à usage vétérinaire (DNRV) (médicaments à usage vétérinaire)
         ·         Modification à des drogues nouvelles de recherche à usage vétérinaire (MDNRV) (médicaments à usage vétérinaire)
         ·         Présentation de drogue nouvelle (PDN)
         ·         Supplément à une présentation de drogue nouvelle (PSDN)
         ·         Présentation abrégée de drogue nouvelle (PADN)
         ·         Supplément à une présentation abrégée de drogue nouvelle (PSADN)
         ·         Préavis de modification (PM)
         ·         Demande d'identification numérique de drogue (DIN) (titre 1)
         ·         Modification postérieure à l'autorisation accordée conformément au titre 1
         ·         Changement de nature administrative (ne vise que les modifications apportées au nom du produit et/ou du fabricant/promoteur et les accords 
                  d'utilisation de licence).
 
The Guidance Document provides instructions on each field of the form. Please read it in its entirety prior to completing the form. 
For Drug Identification Number applications, a separate completed HC/SC 3011 must be provided for each formulation, strength and dosage form. For all other submission types, only a separate completed Part 2 must be provided for each formulation, strength and dosage form.   Note: Additional or supplementary information for a submission already filed need only be accompanied by a copy of the letter from Health Canada requesting additional information.
Where to Send Drug Submission Applications
Human Drugs:
Les demandes d’essai clinique et les modifications doivent être envoyées directement à la direction concernée (consulter la liste d’adresses du document d’orientation ci-joint).Tous les autres types de présentations doivent être envoyés à la :
Division des politiques sur les présentations et renseignements Direction des produits thérapeutiques Santé Canada Édifice des Finances 101, promenade du Pré Tunney Indice de l’adresse : 0201A1 Ottawa, Ontario, Canada K1A 0K9 Télécopieur : 613-941-0825
Veterinary Drugs:
Toutes les présentations de médicaments vétérinaires (y compris les présentations de drogues nouvelles de recherche à usage vétérinaire et les modifications) doivent être envoyées à la :
Veterinary Drugs Directorate Holland Cross Complex 11 Holland Avenue, Suite 14 Address Locator: 3000A Ottawa, Ontario, Canada  K1A 0K9 Fax: (613) 946-1125
6. Number of Original Volumes, Compact Discs, and Duplicates
Part 1 - Manufacturer/Sponsor and Drug Product Information
A)  MANUFACTURER/SPONSOR MAILING ADDRESS
B)  COMPANY NAME & ADDRESS  (For THIS Drug Submission)
CONTACT (For THIS Drug Submission)
C) REGULATORY MAILING ADDRESS
D)  CANADIAN IMPORTER MAILING ADDRESS
Importer:
1
E) Address to which the Drug Notification Form (DNF)/ Notice of Compliance (NOC) is to be sent
F) Third Party Submission
53. Related Submissions (referred to in this submission)
Associated DIN(s)
Part 2 - Drug Product Formulation Information
54. & 61. Proposed Shelf Life and Container Type, Package Size
Shelf Life
Temp. Range
55. Please indicate the country(ies) of manufacture for this drug product.   
	Provide the name of the country(ies) where the final dosage form of the drug product is manufactured/fabricated, e.g., if the drug product is in the dosage form of a tablet or solution, enter the country(ies) where the tablet or solution was fabricated. This may not necessarily be the country(ies) where the product is packaged/labeled.
56. Medicinal (Active) Ingredient(s)
57. Non-Medicinal Ingredient(s)
58. Animal and/or Human Sourced Material(s) Used at Any Stage in the Manufacture of the Drug
Material Name*
CAS No
Standard
Present in Final Container?*
63. Route of Administration
64. Drug Product*
65. Drug Use*
70. Rationale for all SNDS, SANDS, (all human drug types); Veterinary Supplemental New Drug Submission (VSNDS), Veterinary Supplemental Abbreviated New Drug Submission (VSANDS) [all veterinary drug types]; or for biological drug DIN submissions
71. Type of Notifiable Change (NC) or Veterinary Notifiable Change (VNC) Submission
72. Species and Subtypes Recommended for Use
Species/Subtype
74. Withrawal Time
Days
Hours
Name of Authorized Signing Official
I, the undersigned certify that the information and material included in this drug submission application are accurate and complete.
Appendix 1 - for Clinical Trial Applications and Amendments Only
Template Authorization for a Third Party to Import the New Drug Described in this Clinical Trial Application or Amendment
List of Canadian Importers
Canadian Importer
Authorization
I, the undersigned, authorize the companies listed in the appendix to import the new drug for the purposes of the clinical trial described within this application.
Appendix 2 - for All Applications
Template Authorization for a Third Party to Sign/File a Drug Submission Application  on Behalf of the Manufacturer/Sponsor
Authorized Third Party
Authorization
Authorization text will appear here once the Authorized Third Party (above) has been completed
Appendix 3 - Clinical Trial Application Information
(for Clinical Trial Applications for human drugs only)
84. Investigational Products
From which market(s) is the investigational product obatined?*
Canadian Market
Drug Identification Number (DIN)
Additional Information
Foreign Market
Country*
Additional Information
Non-Marketed Source
85. Anticipated Clinical Trial Composition
86. Phase of Clinical Trial*
Certification
In respect of the clinical trial identified in Appendix 3 of this Drug Submission Application form we certify that:
1. The information and material contained in, or referenced by, this application are complete and accurate and are not false or misleading.
2. If requested by Health Canada, additional information or samples required to assess this application will be provided within two calendar days following receipt of the request from Health Canada.
3.The clinical trial will be conducted and the drug used in accordance with the protocol and the requirements set out in Division 5 of the Food and Drug Regulations
4.The trial or amendment will not commence at any site until receipt of a No Objection Letter from the Therapeutic Products Directorate or the Biologics and Genetic Therapies Directorate of Health Canada, or the elapse of 30 calendar days following receipt of the complete application by Health Canada, whichever comes first, and the receipt of the Research Ethics Board Approval
5. Records will be maintained for a period of 25 years and will be accessible for on-site inspection by Health Canada Inspectors.
Appendix 4 - Drug Product Formulation Information
Animal and/or Human-Sourced Ingredients/Materials
Please provide the information below
Sourced From:
99. Sourced from:
Please provide the animal type(s) used for this ingredient. At least one type must be completed.
102. Please indicate the country(ies) of origin of animal(s). 
Appendix 5 - Schedule A Form for Non-Prescription Products
(excluding Natural Health Products)
Part A - Drug Product Identification
Part B - Schedule A Information
106. Please check the disease(s)/disorder(s) that apply to the claims made
Part C - Schedule A Claims/Indications
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Show Instructions
Hide Instructions
Guidance Document
 
This form contains mandatory fields. In order to ensure you have completed all appropriate fields, please press the "Finalize" button at the bottom of the form before printing and signing.
 
Once finalized, the fields in the form becomes "locked" (that is, Fields cannot be modified). In order to modify fields after finalizing, you must press the "Modify" button at the bottom of the form. Following modifications to the desired fields and before printing and signing, please press the "Finalize" button again to re-validate entries.
 
The attached Drug Submission Application form is designed to assist manufacturers and sponsors in submitting information required to initiate the evaluation of any one of the following types of submissions:
 
         ·         Clinical Trial Application (CTA) (human drugs)
         ·         Clinical Trial Application Amendment (CTA-A) (human drugs
·                  Veterinary Investigational New Drug (VIND) (veterinary drugs)
·                  Veterinary Investigational New Drug Amendment (VIND-AM)(veterinary drugs)
·                  New Drug Submission (NDS)
·                  Supplement to a New Drug Submission (SNDS)
·                  Abbreviated New Drug Submission (ANDS)
·                  Supplement to an Abbreviated New Drug Submission (SANDS)         
·                  Notifiable Change (NC)
·                  Drug Identification Number (DIN) Application (Division 1)
·                  Post-Authorization Division 1 Change
·                  Administrative Change (only applies to manufacturer/sponsor and/or product name change and licensing agreements).
 
The Guidance Document provides instructions on each field of the form. Please read it in its entirety prior to completing the form. 
For Drug Identification Number applications, a separate completed HC/SC 3011 must be provided for each formulation, strength and dosage form. For all other submission types, only a separate completed Part 2 must be provided for each formulation, strength and dosage form.

Note: Additional or supplementary information for a submission already filed need only be accompanied by a copy of the letter from Health Canada requesting additional information.
Where to Send Drug Submission Applications
Human Drugs
Clinical Trial Applications and Amendments must be sent directly to the applicable Directorate (see  Guidance Document for addresses) 
 
All other drug submission types are to be sent to:
 
 
Submission and Information Policy Division, Therapeutic Products Directorate
Health Canada
Finance Building
101 Tunney's Pasture Driveway
Address Locator: 0201A1
Ottawa, Ontario, Canada  K1A 0K9
Fax: (613) 941-0825
Veterinary Drugs
All veterinary drug submissions (including Veterinary Investigational New Drug Submissions and Amendments) are to be sent to:          
Veterinary Drugs Directorate
Holland Cross Complex
11 Holland Avenue, Suite 14
Address Locator: 3000A
Ottawa, Ontario, Canada  K1A 0K9
Fax: (613) 946-1125
5. Type of Submission *
The type of submission being submitted to Health Canada. If changing from a previously selected submission type, you will be prompted to confirm your choice  *
Abbreviated New Drug Submission (ANDS)
Administrative manufacturer name/product name change/licensing agreements (ADMIN)
Clinical Trial Application (CTA)
Clinical Trial Application Amendment (CTA-A)
Drug Identification Number submission - all types (DIN)
New Drug Submission (NDS)
Notifiable Change (NC)
Post-Authorization Division 1 Change (PDC)
Supplemental Abbreviated New Drug Submission (SANDS)
Supplemental New Drug Submission (SNDS)
Veterinary Abbreviated New Drug Submission (VANDS)
Veterinary Drug Identification Number submission - all types (VDIN)
Veterinary Investigational New Drug (VIND)
Veterinary Investigational New Drug Amendment (VIND-AM)
Veterinary New Drug Submission (VNDS)
Veterinary Notifiable Change (VNC)
Veterinary Post-Authorization Division 1 Change (VPDC)
Veterinary Supplemental Abbreviated New Drug Submission (VSANDS)
Veterinary Supplemental New Drug Submission (VSNDS)
ANDS
ADMIN
CTA
CTAA
DIN
NDS
NC
PDC
SANDS
SNDS
VANDS
VDIN
VIND
VINDAM
VNDS
VNC
VPDC
VSANDS
VSNDS
6. Number of Original Volumes, Compact Discs, and Duplicates
Original Volumes
Number of Original Volumes
Compact Discs
Number of Compact Discs
Duplicates
Number of duplicate volumes/compact discs
7. Schedule and/or Prescription Status
8. Brand or Proprietary or Product Name (should be the same as the brand name on the product label) *
9. Proper, Common or Non-Proprietary Name *
10. Company Code (if assigned)
Does the product fall under the Controlled Drugs and Substances Act (CDSA)?
Yes
No
-1
Yes
No
PART 1 - MANUFACTURER/SPONSOR INFORMATION
A)  MANUFACTURER/SPONSOR MAILING ADDRESS
11. Company Name *
Company name for the manufacturer/sponsor mailing address *
12. Street/Suite *
Street/Suite/PO Box for the manufacturer/sponsor mailing address *
13. City - Town *
City - Town  for the manufacturer/sponsor mailing address *
15. Country *
Country for the manufacturer/sponsor mailing address *
Canada
United States
Afghanistan
Aland Islands
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua and Barbuda
Argentina
Armenia
Aruba
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia and Herzegowina
Bostswana
Bouvet Island
Brazil
British Indian Ocean Territory
Brunei Darussalam
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Cape Verde
Cayman Islands
Central African Republic
Chad
Chile
China
Christmas Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo
Congo, the Democratic Republic of the
Cook Islands
Costa Rica
Cote d'lvoire
Croatia (Hrvatska)
Cuba
Cyprus
Czech Republic
Denmark
Djibouti
Dominica
Dominican Republic
East Timor
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Ethiopia
Falkland Islands (Malvinas)
Faroe Islands
Fiji
Finland
France
France, Metropolitan
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guinea
Guinea-Bissau
Guyana
Haiti
Heard and McDonald Islands
Holy See (Vatican City State)
Honduras
Hong Kong
Hungary
Iceland
India
Indonesia
Iran (Islamic Republic of)
Iraq
Ireland
Israel
Italy
Jamaica
Japan
Jordan
Kazakhstan
Kenya
Kiribati
Korea, Democratic People's Republic of
Korea, Republic of
Kuwait
Kyrgyzstan
Lao People's Democratic Republic
Latvia
Lebanon
Lesotho
Liberia
Libyan Arab Jamahiriya
Liechtenstein
Lithuania
Luxembourg
Macau
Macedonia, The Former Yugoslav Republic of
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia, Federated States of
Moldova, Republic of
Monaco
Mongolia
Montserrat
Morocco
Mozambique
Myanmar
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
Norway
Oman
Pakistan
Palau
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn
Poland
Portugal
Puerto Ricco
Qatar
Reunion
Romania
Russian Federation
Rwanda
Saint Kitts and Nevis
Saint Lucia
Saint Vincent and the Grenadines
Samoa
San Marino
Sao Tome and Principe
Saudi Arabia
Senegal
Seychelles
Sierra Leone
Singapore
Slovakia (Slovak Republic)
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia and the South Sandwich Islands
Spain
Sri Lanka
St. Helena
St. Pierre and Miquelon
Sudan
Suriname
Svalbard and Jan Mayen Islands
Swaziland
Sweden
Switzerland
Syrian Arab Republic
Taiwan, Province of China
Tajikistan
Tanzania, United Republic of
Thailand
Togo
Tokelau
Tonga
Trinidad and Tobago
Tunisia
Turkey
Turkmenistan
Turks and Caicos Islands
Tuvalu
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States Minor Outlying Islands
Uruguay
Uzbekistan
Vanuatu
Venezuela
Viet Nam
Virgin Islands (British)
Virgin Islands (U.S.)
Wallis and Futuna Islands
Western Sahara
Yemen
Yugoslavia
Zambia
Zimbabwe
CA
US
AF
AX
AL
DZ
AS
AD
AO
AI
AQ
AG
AR
AM
AW
AU
AT
AZ
BS
BH
BD
BB
BY
BE
BZ
BJ
BM
BT
BO
BA
BW
BV
BR
IO
BN
BG
BF
BI
KH
CM
CV
KY
CF
TD
CL
CN
CX
CC
CO
KM
CG
CD
CK
CR
CI
HR
CU
CY
CZ
DK
DJ
DM
DO
TP
EC
EG
SV
GQ
ER
EE
ET
FK
FO
FJ
FI
FR
FX
GF
PF
TF
GA
GM
GE
DE
GH
GI
GR
GL
GD
GP
GU
GT
GN
GW
GY
HT
HM
VA
HN
HK
HU
IS
IN
ID
IR
IQ
IE
IL
IT
JM
JP
JO
KZ
KE
KI
KP
KR
KW
KG
LA
LV
LB
LS
LR
LY
LI
LT
LU
MO
MK
MG
MW
MY
MV
ML
MT
MH
MQ
MR
MU
YT
MX
FM
MD
MC
MN
MS
MA
MZ
MM
NA
NR
NP
NL
AN
NC
NZ
NI
NE
NG
NU
NF
MP
NO
OM
PK
PW
PA
PG
PY
PE
PH
PN
PL
PT
PR
QA
RE
RO
RU
RW
KN
LC
VC
WS
SM
ST
SA
SN
SC
SL
SG
SK
SI
SB
SO
ZA
GS
ES
LK
SH
PM
SD
SR
SJ
SZ
SE
CH
SY
TW
TJ
TZ
TH
TG
TK
TO
TT
TN
TR
TM
TC
TV
UG
UA
AE
GB
UM
UY
UZ
VU
VE
VN
VG
VI
WF
EH
YE
YU
ZM
ZW
14. Province/State
Province /State for the manufacturer/sponsor mailing address
14. Province/State
Province /State for the manufacturer/sponsor mailing address
16. Postal/ZIP Code
Postal Code / Zip code for the manufacturer/sponsor mailing address
MANUFACTURER/SPONSOR CONTACT
Salutation *
Salutation  for the contact of this drug submission *
Mr.
Mrs.
Ms.
Dr.
mr
mrs
ms
dr
Given Name *
Given name for the manufacturer/sponsor contact *
Initials
Initials for the manufacturer/sponsor contact
17. Surname *
Surname for the manufacturer/sponsor contact *
21. Title *
Title for manufacturer/sponsor contact *
20. Language *
Language for manufacturer/sponsor contact *
English
French
en
fr
18. Telephone No. *
Telephone No. for manufacturer/sponsor contact *
Ext.
Telephone No. extension for manufacturer/sponsor contact
19. Fax No.
Fax No. for manufacturer/sponsor contact
22. Email *
Manufacturer/Sponsor contact Email. Invalid email formats will be prompted with a dialog to correct the error *
B)  CONTACT MAILING ADDRESS  (For THIS Drug Submission)
Same as A Above (that is Manufacturer/Sponsor Mailing Address)
Company mailing address for this drug submission is the same as the  Manufacturer/Sponsor contact
23. Company Name *
Company name for this drug submission *
24. Street/Suite/P. O. Box *
Street/Suite/PO Box for this drug submission *
25. City - Town *
City - Town  for this drug submission *
27. Country *
Country for this drug submission *
Canada
United States
Afghanistan
Aland Islands
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua and Barbuda
Argentina
Armenia
Aruba
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia and Herzegowina
Bostswana
Bouvet Island
Brazil
British Indian Ocean Territory
Brunei Darussalam
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Cape Verde
Cayman Islands
Central African Republic
Chad
Chile
China
Christmas Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo
Congo, the Democratic Republic of the
Cook Islands
Costa Rica
Cote d'lvoire
Croatia (Hrvatska)
Cuba
Cyprus
Czech Republic
Denmark
Djibouti
Dominica
Dominican Republic
East Timor
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Ethiopia
Falkland Islands (Malvinas)
Faroe Islands
Fiji
Finland
France
France, Metropolitan
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guinea
Guinea-Bissau
Guyana
Haiti
Heard and McDonald Islands
Holy See (Vatican City State)
Honduras
Hong Kong
Hungary
Iceland
India
Indonesia
Iran (Islamic Republic of)
Iraq
Ireland
Israel
Italy
Jamaica
Japan
Jordan
Kazakhstan
Kenya
Kiribati
Korea, Democratic People's Republic of
Korea, Republic of
Kuwait
Kyrgyzstan
Lao People's Democratic Republic
Latvia
Lebanon
Lesotho
Liberia
Libyan Arab Jamahiriya
Liechtenstein
Lithuania
Luxembourg
Macau
Macedonia, The Former Yugoslav Republic of
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia, Federated States of
Moldova, Republic of
Monaco
Mongolia
Montserrat
Morocco
Mozambique
Myanmar
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
Norway
Oman
Pakistan
Palau
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn
Poland
Portugal
Puerto Ricco
Qatar
Reunion
Romania
Russian Federation
Rwanda
Saint Kitts and Nevis
Saint Lucia
Saint Vincent and the Grenadines
Samoa
San Marino
Sao Tome and Principe
Saudi Arabia
Senegal
Seychelles
Sierra Leone
Singapore
Slovakia (Slovak Republic)
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia and the South Sandwich Islands
Spain
Sri Lanka
St. Helena
St. Pierre and Miquelon
Sudan
Suriname
Svalbard and Jan Mayen Islands
Swaziland
Sweden
Switzerland
Syrian Arab Republic
Taiwan, Province of China
Tajikistan
Tanzania, United Republic of
Thailand
Togo
Tokelau
Tonga
Trinidad and Tobago
Tunisia
Turkey
Turkmenistan
Turks and Caicos Islands
Tuvalu
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States Minor Outlying Islands
Uruguay
Uzbekistan
Vanuatu
Venezuela
Viet Nam
Virgin Islands (British)
Virgin Islands (U.S.)
Wallis and Futuna Islands
Western Sahara
Yemen
Yugoslavia
Zambia
Zimbabwe
CA
US
AF
AX
AL
DZ
AS
AD
AO
AI
AQ
AG
AR
AM
AW
AU
AT
AZ
BS
BH
BD
BB
BY
BE
BZ
BJ
BM
BT
BO
BA
BW
BV
BR
IO
BN
BG
BF
BI
KH
CM
CV
KY
CF
TD
CL
CN
CX
CC
CO
KM
CG
CD
CK
CR
CI
HR
CU
CY
CZ
DK
DJ
DM
DO
TP
EC
EG
SV
GQ
ER
EE
ET
FK
FO
FJ
FI
FR
FX
GF
PF
TF
GA
GM
GE
DE
GH
GI
GR
GL
GD
GP
GU
GT
GN
GW
GY
HT
HM
VA
HN
HK
HU
IS
IN
ID
IR
IQ
IE
IL
IT
JM
JP
JO
KZ
KE
KI
KP
KR
KW
KG
LA
LV
LB
LS
LR
LY
LI
LT
LU
MO
MK
MG
MW
MY
MV
ML
MT
MH
MQ
MR
MU
YT
MX
FM
MD
MC
MN
MS
MA
MZ
MM
NA
NR
NP
NL
AN
NC
NZ
NI
NE
NG
NU
NF
MP
NO
OM
PK
PW
PA
PG
PY
PE
PH
PN
PL
PT
PR
QA
RE
RO
RU
RW
KN
LC
VC
WS
SM
ST
SA
SN
SC
SL
SG
SK
SI
SB
SO
ZA
GS
ES
LK
SH
PM
SD
SR
SJ
SZ
SE
CH
SY
TW
TJ
TZ
TH
TG
TK
TO
TT
TN
TR
TM
TC
TV
UG
UA
AE
GB
UM
UY
UZ
VU
VE
VN
VG
VI
WF
EH
YE
YU
ZM
ZW
26. Province/State
Province /State for this drug submission
26. Province/State
Province /State for this drug submission
28. Postal/ZIP Code
Postal Code / Zip code of this drug submission
Contact (for THIS Drug Submission)
Same as A Above (that is Manufacturer/Sponsor Contact)
Contact information for this drug submission is the same as the Manufacturer/Sponsor contact
Salutation *
Salutation  for the contact of this drug submission *
Mr.
Mrs.
Ms.
Dr.
mr
mrs
ms
dr
Given Name *
Given name for the contact of this drug submission *
Initials
Initials  for the contact of this drug submission
29. Surname *
Surname for the contact of this drug submission *
33. Title *
Title  for the contact of this drug submission *
32. Language *
Language  for the contact of this drug submission *
English
French
en
fr
30. Telephone No. *
Telephone No.  for the contact of this drug submission *
Ext.
Telephone No. extension for the contact of this drug submission
31. Fax No.
Fax No. extension  for the contact of this drug submission
34. Email *
Company contact Email. Invalid email formats will be prompted with a dialog to correct the error *
C) REGULATORY MAILING ADDRESS
Same as A Above (that is Manufacturer/Sponsor Mailing Address)
Regulatory Mailing Address is the same as the Manufacturer/Sponsor mailing address
Not Applicable
The regulatory mailing address is not applicable
35. Company Name *
Company name for the Regulatory Mailing Address *
36. Street/Suite/P. O. Box *
Street/Suite/PO Box for the Regulatory Mailing Address *
City - Town for the Regulatory Mailing Address *
39. Country *
Country for the Regulatory Mailing Address *
Canada
United States
Afghanistan
Aland Islands
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua and Barbuda
Argentina
Armenia
Aruba
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia and Herzegowina
Bostswana
Bouvet Island
Brazil
British Indian Ocean Territory
Brunei Darussalam
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Cape Verde
Cayman Islands
Central African Republic
Chad
Chile
China
Christmas Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo
Congo, the Democratic Republic of the
Cook Islands
Costa Rica
Cote d'lvoire
Croatia (Hrvatska)
Cuba
Cyprus
Czech Republic
Denmark
Djibouti
Dominica
Dominican Republic
East Timor
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Ethiopia
Falkland Islands (Malvinas)
Faroe Islands
Fiji
Finland
France
France, Metropolitan
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guinea
Guinea-Bissau
Guyana
Haiti
Heard and McDonald Islands
Holy See (Vatican City State)
Honduras
Hong Kong
Hungary
Iceland
India
Indonesia
Iran (Islamic Republic of)
Iraq
Ireland
Israel
Italy
Jamaica
Japan
Jordan
Kazakhstan
Kenya
Kiribati
Korea, Democratic People's Republic of
Korea, Republic of
Kuwait
Kyrgyzstan
Lao People's Democratic Republic
Latvia
Lebanon
Lesotho
Liberia
Libyan Arab Jamahiriya
Liechtenstein
Lithuania
Luxembourg
Macau
Macedonia, The Former Yugoslav Republic of
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia, Federated States of
Moldova, Republic of
Monaco
Mongolia
Montserrat
Morocco
Mozambique
Myanmar
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
Norway
Oman
Pakistan
Palau
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn
Poland
Portugal
Puerto Ricco
Qatar
Reunion
Romania
Russian Federation
Rwanda
Saint Kitts and Nevis
Saint Lucia
Saint Vincent and the Grenadines
Samoa
San Marino
Sao Tome and Principe
Saudi Arabia
Senegal
Seychelles
Sierra Leone
Singapore
Slovakia (Slovak Republic)
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia and the South Sandwich Islands
Spain
Sri Lanka
St. Helena
St. Pierre and Miquelon
Sudan
Suriname
Svalbard and Jan Mayen Islands
Swaziland
Sweden
Switzerland
Syrian Arab Republic
Taiwan, Province of China
Tajikistan
Tanzania, United Republic of
Thailand
Togo
Tokelau
Tonga
Trinidad and Tobago
Tunisia
Turkey
Turkmenistan
Turks and Caicos Islands
Tuvalu
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States Minor Outlying Islands
Uruguay
Uzbekistan
Vanuatu
Venezuela
Viet Nam
Virgin Islands (British)
Virgin Islands (U.S.)
Wallis and Futuna Islands
Western Sahara
Yemen
Yugoslavia
Zambia
Zimbabwe
CA
US
AF
AX
AL
DZ
AS
AD
AO
AI
AQ
AG
AR
AM
AW
AU
AT
AZ
BS
BH
BD
BB
BY
BE
BZ
BJ
BM
BT
BO
BA
BW
BV
BR
IO
BN
BG
BF
BI
KH
CM
CV
KY
CF
TD
CL
CN
CX
CC
CO
KM
CG
CD
CK
CR
CI
HR
CU
CY
CZ
DK
DJ
DM
DO
TP
EC
EG
SV
GQ
ER
EE
ET
FK
FO
FJ
FI
FR
FX
GF
PF
TF
GA
GM
GE
DE
GH
GI
GR
GL
GD
GP
GU
GT
GN
GW
GY
HT
HM
VA
HN
HK
HU
IS
IN
ID
IR
IQ
IE
IL
IT
JM
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KZ
KE
KI
KP
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KW
KG
LA
LV
LB
LS
LR
LY
LI
LT
LU
MO
MK
MG
MW
MY
MV
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MT
MH
MQ
MR
MU
YT
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FM
MD
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MN
MS
MA
MZ
MM
NA
NR
NP
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AN
NC
NZ
NI
NE
NG
NU
NF
MP
NO
OM
PK
PW
PA
PG
PY
PE
PH
PN
PL
PT
PR
QA
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RO
RU
RW
KN
LC
VC
WS
SM
ST
SA
SN
SC
SL
SG
SK
SI
SB
SO
ZA
GS
ES
LK
SH
PM
SD
SR
SJ
SZ
SE
CH
SY
TW
TJ
TZ
TH
TG
TK
TO
TT
TN
TR
TM
TC
TV
UG
UA
AE
GB
UM
UY
UZ
VU
VE
VN
VG
VI
WF
EH
YE
YU
ZM
ZW
38. Province/State
Province /State for the Regulatory Mailing Address
38. Province/State
Province /State for the Regulatory Mailing Address
40. Postal/ZIP Code
Postal Code / Zip code for the Regulatory Mailing Address
Regulatory Contact
Same as A Above (that is Manufacturer/Sponsor Contact)
Regulatory contact information is is the Same as the Manufacturer/Sponsor contact
Salutation *
Salutation for the Regulatory Contact *
Mr.
Mrs.
Ms.
Dr.
mr
mrs
ms
dr
Given Name *
Given name for the Regulatory Contact *
Initials
Initials for the Regulatory Contact
41. Surname *
Surname for the Regulatory Contact *
45. Title *
Title for the Regulatory Contact *
44. Language *
Language for the Regulatory Contact *
English
French
en
fr
42. Telephone No. *
Telephone No.  for the Regulatory Contact *
Ext.
Telephone No. extension  for the Regulatory Contact
43. Fax No.
Fax No. extension  for the contact for this drug submission
46. Email *
Regulatory Contact Email. Invalid email formats will be prompted with a dialog to correct the error *
E) ADDRESS TO WHICH THE DRUG NOTIFICATION FORM (DNF)/ NOTICE OF COMPLIANCE (NOC) IS TO BE SENT (SELECT AT LEAST ONE OF THE OPTIONS)
A - Manufacturer/Sponsor
E. Manufacturer/Sponser address is the destination for the Drug Notification Form (DNF)/ Notice of Compliance (NOC). 1 of 5 choices, at least one selection is required.
B - Contact for THIS Drug Submission
E. Contact address for this submission is the destination for the Drug Notification Form (DNF)/ Notice of Compliance (NOC). 2 of 5 choices, at least one selection is required.
C - Regulatory Mailing Contact
E. Regulatory mailing contact address is the destination for the Drug Notification Form (DNF)/ Notice of Compliance (NOC). 3 of 5 choices, at least one selection is required.
D - Canadian Importer
E. Canadian Importer mailing address is the destination for the Drug Notification Form (DNF)/ Notice of Compliance (NOC). 4 of 5 choices, at least one selection is required.
Not Applicable
E. Not Applicable for the destination of the Drug Notification Form (DNF)/ Notice of Compliance (NOC). 5 of 5 choices, at least one selection is required.
F) Third Party Submission
Will this submission be signed/filed by a third party on behalf of the manufacturer/sponsor? *
Yes
No
Yes
No
53. RELATED SUBMISSIONS (REFERRED TO IN THIS SUBMISSION)
Add a related submission
PART 2 - DRUG PRODUCT FORMULATION INFORMATION
Add Drug Product Formulation
Remove Drug Product Formulation
Copy Drug Product Formulation
54. & 61. PROPOSED SHELF LIFE AND CONTAINER TYPE, PACKAGE SIZE
Add a Container Type
Shelf Life
Temp. Range
Remove Container Type row
Container Type *
Container Type *
Package Size *
Package Size *
Years
Years
Months
Months
Min. Celsius
Min. Celsius
Max. Celsius
Max. Celsius
Select, if the manufacturer of the investigational product is also the sponsor of the trial
55. Please indicate the country(ies) of manufacture for this drug product.
Country of Manufacture *
Canada
United States
Afghanistan
Aland Islands
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua and Barbuda
Argentina
Armenia
Aruba
Australia
Austria
Azerbaijan
Bahamas
Bahrain
Bangladesh
Barbados
Belarus
Belgium
Belize
Benin
Bermuda
Bhutan
Bolivia
Bosnia and Herzegowina
Bostswana
Bouvet Island
Brazil
British Indian Ocean Territory
Brunei Darussalam
Bulgaria
Burkina Faso
Burundi
Cambodia
Cameroon
Cape Verde
Cayman Islands
Central African Republic
Chad
Chile
China
Christmas Island
Cocos (Keeling) Islands
Colombia
Comoros
Congo
Congo, the Democratic Republic of the
Cook Islands
Costa Rica
Cote d'lvoire
Croatia (Hrvatska)
Cuba
Cyprus
Czech Republic
Denmark
Djibouti
Dominica
Dominican Republic
East Timor
Ecuador
Egypt
El Salvador
Equatorial Guinea
Eritrea
Estonia
Ethiopia
Falkland Islands (Malvinas)
Faroe Islands
Fiji
Finland
France
France, Metropolitan
French Guiana
French Polynesia
French Southern Territories
Gabon
Gambia
Georgia
Germany
Ghana
Gibraltar
Greece
Greenland
Grenada
Guadeloupe
Guam
Guatemala
Guinea
Guinea-Bissau
Guyana
Haiti
Heard and McDonald Islands
Holy See (Vatican City State)
Honduras
Hong Kong
Hungary
Iceland
India
Indonesia
Iran (Islamic Republic of)
Iraq
Ireland
Israel
Italy
Jamaica
Japan
Jordan
Kazakhstan
Kenya
Kiribati
Korea, Democratic People's Republic of
Korea, Republic of
Kuwait
Kyrgyzstan
Lao People's Democratic Republic
Latvia
Lebanon
Lesotho
Liberia
Libyan Arab Jamahiriya
Liechtenstein
Lithuania
Luxembourg
Macau
Macedonia, The Former Yugoslav Republic of
Madagascar
Malawi
Malaysia
Maldives
Mali
Malta
Marshall Islands
Martinique
Mauritania
Mauritius
Mayotte
Mexico
Micronesia, Federated States of
Moldova, Republic of
Monaco
Mongolia
Montserrat
Morocco
Mozambique
Myanmar
Namibia
Nauru
Nepal
Netherlands
Netherlands Antilles
New Caledonia
New Zealand
Nicaragua
Niger
Nigeria
Niue
Norfolk Island
Northern Mariana Islands
Norway
Oman
Pakistan
Palau
Panama
Papua New Guinea
Paraguay
Peru
Philippines
Pitcairn
Poland
Portugal
Puerto Ricco
Qatar
Reunion
Romania
Russian Federation
Rwanda
Saint Kitts and Nevis
Saint Lucia
Saint Vincent and the Grenadines
Samoa
San Marino
Sao Tome and Principe
Saudi Arabia
Senegal
Seychelles
Sierra Leone
Singapore
Slovakia (Slovak Republic)
Slovenia
Solomon Islands
Somalia
South Africa
South Georgia and the South Sandwich Islands
Spain
Sri Lanka
St. Helena
St. Pierre and Miquelon
Sudan
Suriname
Svalbard and Jan Mayen Islands
Swaziland
Sweden
Switzerland
Syrian Arab Republic
Taiwan, Province of China
Tajikistan
Tanzania, United Republic of
Thailand
Togo
Tokelau
Tonga
Trinidad and Tobago
Tunisia
Turkey
Turkmenistan
Turks and Caicos Islands
Tuvalu
Uganda
Ukraine
United Arab Emirates
United Kingdom
United States Minor Outlying Islands
Uruguay
Uzbekistan
Vanuatu
Venezuela
Viet Nam
Virgin Islands (British)
Virgin Islands (U.S.)
Wallis and Futuna Islands
Western Sahara
Yemen
Yugoslavia
Zambia
Zimbabwe
CA
US
AF
AX
AL
DZ
AS
AD
AO
AI
AQ
AG
AR
AM
AW
AU
AT
AZ
BS
BH
BD
BB
BY
BE
BZ
BJ
BM
BT
BO
BA
BW
BV
BR
IO
BN
BG
BF
BI
KH
CM
CV
KY
CF
TD
CL
CN
CX
CC
CO
KM
CG
CD
CK
CR
CI
HR
CU
CY
CZ
DK
DJ
DM
DO
TP
EC
EG
SV
GQ
ER
EE
ET
FK
FO
FJ
FI
FR
FX
GF
PF
TF
GA
GM
GE
DE
GH
GI
GR
GL
GD
GP
GU
GT
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GW
GY
HT
HM
VA
HN
HK
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IQ
IE
IL
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KZ
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LV
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MW
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MQ
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MS
MA
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MM
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NP
NL
AN
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NZ
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NE
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MP
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PA
PG
PY
PE
PH
PN
PL
PT
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QA
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RU
RW
KN
LC
VC
WS
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ST
SA
SN
SC
SL
SG
SK
SI
SB
SO
ZA
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ES
LK
SH
PM
SD
SR
SJ
SZ
SE
CH
SY
TW
TJ
TZ
TH
TG
TK
TO
TT
TN
TR
TM
TC
TV
UG
UA
AE
GB
UM
UY
UZ
VU
VE
VN
VG
VI
WF
EH
YE
YU
ZM
ZW
Add Country
Remove Country
56. MEDICINAL (ACTIVE) INGREDIENT(S)
Add an Ingredient
Remove active ingredient row
Chemical Abstracts Service No.
MEDICINAL INGREDIENT - Chemical Abstracts Service No.
Active Ingredient Name *
Active Ingredient Name *
Standard
MEDICINAL INGREDIENT - Standard
Strength *
MEDICINAL INGREDIENT - Strength *
Units *
MEDICINAL INGREDIENT - Units *
Per
MEDICINAL INGREDIENT - Per
Calculated as Base? *
MEDICINAL INGREDIENT - Calculated as Base? *
Yes
No
Yes
No
Animal/Human Source? *
MEDICINAL INGREDIENT - Animal/Human Source? *
Yes
No
Yes
No
Nanomaterial? *
MEDICINAL INGREDIENT - Nanomaterial? *
Dendrimer
Liposomes
Metal Colloids
Micelles
Nanocrystal
Nanoemulsions
Nanoparticle
Not a Nanomaterial
Other
DENDRIMER
LIPOSOMES
METALCOLLOIDS
MICELLES
NANOCRYSTAL
NANOEMULSIONS
NANOPARTICLE
NOTNANO
Other
57. NON-MEDICINAL INGREDIENT(S)
Add an Ingredient
Copy an Ingredient
58. ANIMAL AND/OR HUMAN SOURCED MATERIAL(S) USED AT ANY STAGE IN THE MANUFACTURE OF THE DRUG
Add a Material
60. Dosage Form *
Aerosol
Bolus
Capsule
Capsule, Delayed Release
Capsule, Extended Release
Cream
Émulsion
Gas
Gel
Implant
Lotion
Lozenge
Ointment
Patch
Patch, Extended-Release
Powder
Powder For Solution
Powder For Suspension
Shampoo
Solution
Spray
Spray, Bag-On-Valve
Spray, Metered Dose
Stick
Strip
Suppository
Suspension
Syrup
Tablet
Tablet, Chewable
Tablet, Delayed Release
Tablet, Extended Release
Tablet, Orally Disintegrating
Wipe
Other
AEROSOL
BOLUS
CAPSULE
CAPSULE_DELAYED_RELEASE
CAPSULE_EXTENDED_RELEASE
CREAM
EMULSION
GAS
GEL
IMPLANT
LOTION
LOZENGE
OINTMENT
PATCH
PATCH_EXTENDED_RELEASE
POWDER
POWDER_FOR_SOLUTION
POWDER_FOR_SUSPENSION
SHAMPOO
SOLUTION
SPRAY
SPRAY_BAG-ON-VALVE
SPRAY, METERED DOSE
STICK
STRIP
SUPPOSITORY
SUSPENSION
SYRUP
TABLET
TABLET_CHEWABLE
TABLET_DELAYED_RELEASE
TABLET_EXTENDED_RELEASE
TABLET_ORALLY_DISINTEGRATING
WIPE
Other
62. Therapeutic/Pharmacological Classification *
63. ROUTE OF ADMINISTRATION*
Add a Route of Administration
Remove this route of administration row
ROUTE OF ADMINISTRATION* *
Block/Infiltration
Buccal
Dental
Dialysis
Epidural
Inhalation
Intra-Arterial
Intra-Articular
Intrabursal
Intradermal
Intramammary
Intramuscular
Intraocular
Intraperitoneal
Intrathecal
Intratracheal
Intravascular
Intravenous
Intravitreal
Irrigation
Nasal
Ophthalmic
Oral
Otic
Rectal
Subcutaneous
Sublingual
Topical
Transdermal
Urethral
Vaginal
Other
BLOCK_INFILTRATION
BUCCAL
DENTAL
DIALYSIS
EPIDURAL
INHALATION
INTRA-ARTERIAL
INTRA-ARTICULAR
INTRABURSAL
INTRADERMAL
INTRAMAMMARY
INTRAMUSCULAR
INTRAOCULAR
INTRAPERITONEAL
INTRATHECAL
INTRATRACHEAL
INTRAVASCULAR
INTRAVENOUS
INTRAVITREAL
IRRIGATION
NASAL
OPHTHALMIC
ORAL
OTIC
RECTAL
SUBCUTANEOUS
SUBLINGUAL
TOPICAL
TRANSDERMAL
URETHRAL
VAGINAL
Other
64. Drug Product*
Biologic/Radiopharmaceutical
The drug product is a Biologic/Radiopharmaceutical. 1 of 4 choices, at least one selection is required.
Pharmaceutical
The drug product is a Pharmaceutical. 2 of 4 choices, at least one selection is required.
Disinfectant
The drug product is a Disinfectant. 3 of 4 choices, at least one selection is required.
Drug and Medical Device
The drug product is a Drug and Medical Device. 4 of 4 choices, at least one selection is required.
65. Drug Use*
Human
Drug is used for human. At least one selection is required.
RadioPharmaceutical
Drug used is a radiopharmaceutical. At least one selection is required.
Veterinary
Drug is used for veterinary. At least one selection is required.
Disinfectant
Drug is used as disinfectant. At least one selection is required.
Not Applicable
Drug use is not applicable. At least one selection is required.
66. Is this a Non-Prescription drug to which one or more Schedule A claims apply? *
Yes
No
Yes
No
67. Proposed Indication/Use *
68. Proposed Dosage (by age/species - include maximum daily dose) *
69. Draft of Proposed Canadian Labels (inner and outer) enclosed? *
Yes
No
Yes
No
Package Insert enclosed? *
Yes
No
Yes
No
NAME OF AUTHORIZED SIGNING OFFICIAL
I, the undersigned certify that the information and material included in this drug submission application are accurate and complete.
Salutation *
AUTHORIZED SIGNING OFFICIAL - Salutation *
Mr.
Mrs.
Ms.
Dr.
mr
mrs
ms
dr
74. Given Name *
AUTHORIZED SIGNING OFFICIAL - Given Name *
Initials
AUTHORIZED SIGNING OFFICIAL - Initials
75. Surname *
AUTHORIZED SIGNING OFFICIAL - Surname *
78. Title *
AUTHORIZED SIGNING OFFICIAL - Title *
79. Telephone No. *
AUTHORIZED SIGNING OFFICIAL - Telephone No. *
Ext.
AUTHORIZED SIGNING OFFICIAL - Ext.
80. Fax No.
AUTHORIZED SIGNING OFFICIAL - Fax No.
Digital ID
Signature Image
Image Signature
76. Signature
77. Date (YYYY-MM-DD)
81. Company Name
Finalize
The finalize button validates required fields have been completed and correctly formatted on the form. If validation passes, the form fields are set to read only. If validation fails a plus '+' indicates a field validation failure.
Modify
The modify button unlocks the form if all the form fields have been set to read only.
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