
Kimby Barton, Interim Director, Medical Devices Bureau/Directrice intérimaire, Bureau des matériels médicaux  

 _________________________________________________________  

* AMENDED * * MODIFIÉE *

No d'homologation:98850Licence Number:

Première date de délivrance:2017/03/24First Issue Date:

2017/06/21

Application Number:  
Numéro de la demande: 269051 127975Manufacturer ID:  

Identificateur du fabricant:

Date de modification:Amended Date:

La présente homologation est délivrée en vertu 
de l'article 36 du Règlement sur les instruments 
médicaux pour l'instrument médical suivant:

This Licence is issued in accordance with the 
Medical Devices Regulations, Section 36,   
for the following medical device:

Device Class/Classe de l'instrument: 3

44141
UNITED STATES
BRECKSVILLE, OHIO
8006 KATHERINE BOULEVARD

Manufacturer Name & Address/Nom du fabricant & adresse 

APPLIED MEDICAL TECHNOLOGY, INC.

ADDITION OF MINI ONE BALLOON BUTTON, KIT- ENFIT

Reason for Amendment/Raison de la modification

MINI ONE BALLOON BUTTON

Licence Name/Nom de l'homologation:

Licence Type/Type d'homologation:

Group Family / Famille de groupes

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux

98850LN/NH:
Santé    Health  
Canada Canada

Homologation d'un instrument médicalMedical Device Licence



Components/Parts/Accessories/Devices for this Licence  
Les composantes, parties, accessoires et instruments médicaux pour cette homologation

MINI ONE BALLOON BUTTON KIT

Device Identifier / Identificateur de l'instrument  
(Model/Catalog Detail/No de modèle/Catalogue):

Device ID/No de l'instrument: 820019

M1-5-1208
M1-5-1210
M1-5-1212
M1-5-1215
M1-5-1217
M1-5-1220
M1-5-1223
M1-5-1225
M1-5-1227
M1-5-1230
M1-5-1235
M1-5-1240
M1-5-1408
M1-5-1410
M1-5-1412
M1-5-1415
M1-5-1417
M1-5-1420
M1-5-1423
M1-5-1425
M1-5-1427
M1-5-1430
M1-5-1435
M1-5-1440
M1-5-1444
M1-5-1450
M1-5-1455
M1-5-1460
M1-5-1465
M1-5-1610
M1-5-1612
M1-5-1615

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux
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Identificateur du fabricant: 127975



M1-5-1617
M1-5-1620
M1-5-1623
M1-5-1625
M1-5-1627
M1-5-1630
M1-5-1635
M1-5-1640
M1-5-1644
M1-5-1810
M1-5-1812
M1-5-1815
M1-5-1817
M1-5-1820
M1-5-1823
M1-5-1825
M1-5-1827
M1-5-1830
M1-5-1835
M1-5-1840
M1-5-1844
M1-5-1850
M1-5-1860
M1-5-2010
M1-5-2012
M1-5-2015
M1-5-2017
M1-5-2020
M1-5-2023
M1-5-2025
M1-5-2027
M1-5-2030
M1-5-2035
M1-5-2040
M1-5-2044
M1-5-2415
M1-5-2417
M1-5-2420
M1-5-2423
M1-5-2425
M1-5-2427

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux
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M1-5-2430
M1-5-2435
M1-5-2440
M1-5-2444

MINI ONE BALLOON BUTTON

Device Identifier / Identificateur de l'instrument  
(Model/Catalog Detail/No de modèle/Catalogue):

Device ID/No de l'instrument: 820020

SM1-5-1208
SM1-5-1210
SM1-5-1212
SM1-5-1215
SM1-5-1217
SM1-5-1220
SM1-5-1223
SM1-5-1225
SM1-5-1227
SM1-5-1230
SM1-5-1235
SM1-5-1240
SM1-5-1408
SM1-5-1410
SM1-5-1412
SM1-5-1415
SM1-5-1417
SM1-5-1420
SM1-5-1423
SM1-5-1425
SM1-5-1427
SM1-5-1430
SM1-5-1435
SM1-5-1440
SM1-5-1444
SM1-5-1450
SM1-5-1455
SM1-5-1460
SM1-5-1465
SM1-5-1610
SM1-5-1612

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux

Application Number:  
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SM1-5-1615
SM1-5-1617
SM1-5-1620
SM1-5-1623
SM1-5-1625
SM1-5-1627
SM1-5-1630
SM1-5-1635
SM1-5-1640
SM1-5-1644
SM1-5-1810
SM1-5-1812
SM1-5-1815
SM1-5-1817
SM1-5-1820
SM1-5-1823
SM1-5-1825
SM1-5-1827
SM1-5-1830
SM1-5-1835
SM1-5-1840
SM1-5-1844
SM1-5-1850
SM1-5-1860
SM1-5-2010
SM1-5-2012
SM1-5-2015
SM1-5-2017
SM1-5-2020
SM1-5-2023
SM1-5-2025
SM1-5-2027
SM1-5-2030
SM1-5-2035
SM1-5-2040
SM1-5-2044
SM1-5-2415
SM1-5-2417
SM1-5-2420
SM1-5-2423
SM1-5-2425

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux

Application Number:  
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SM1-5-2427
SM1-5-2430
SM1-5-2435
SM1-5-2440
SM1-5-2444

MINI ONE BALLOON BUTTON, KIT- ENFIT

Device Identifier / Identificateur de l'instrument  
(Model/Catalog Detail/No de modèle/Catalogue):

Device ID/No de l'instrument: 827259

M1-5-1208-I
M1-5-1210-I
M1-5-1212-I
M1-5-1215-I
M1-5-1217-I
M1-5-1220-I
M1-5-1223-I
M1-5-1225-I
M1-5-1227-I
M1-5-1230-I
M1-5-1235-I
M1-5-1240-I
M1-5-1408-I
M1-5-1410-I
M1-5-1412-I
M1-5-1415-I
M1-5-1417-I
M1-5-1420-I
M1-5-1423-I
M1-5-1425-I
M1-5-1427-I
M1-5-1430-I
M1-5-1435-I
M1-5-1440-I
M1-5-1444-I
M1-5-1450-I
M1-5-1455-I
M1-5-1460-I
M1-5-1465-I
M1-5-1610-I

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
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Bureau des matériels médicaux
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M1-5-1612-I
M1-5-1615-I
M1-5-1617-I
M1-5-1620-I
M1-5-1623-I
M1-5-1625-I
M1-5-1627-I
M1-5-1630-I
M1-5-1635-I
M1-5-1640-I
M1-5-1644-I
M1-5-1810-I
M1-5-1812-I
M1-5-1815-I
M1-5-1817-I
M1-5-1820-I
M1-5-1823-I
M1-5-1825-I
M1-5-1827-I
M1-5-1830-I
M1-5-1835-I
M1-5-1840-I
M1-5-1844-I
M1-5-1850-I
M1-5-1860-I
M1-5-2010-I
M1-5-2012-I
M1-5-2015-I
M1-5-2017-I
M1-5-2020-I
M1-5-2023-I
M1-5-2025-I
M1-5-2027-I
M1-5-2030-I
M1-5-2035-I
M1-5-2040-I
M1-5-2044-I
M1-5-2415-I
M1-5-2417-I
M1-5-2420-I
M1-5-2423-I

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux
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M1-5-2425-I
M1-5-2427-I
M1-5-2430-I
M1-5-2435-I
M1-5-2440-I
M1-5-2444-I

LN/NH: 98850Santé    Health  
Canada Canada

Therapeutic Products Directorate  
Medical Devices Bureau  
Direction des produits thérapeutiques  
Bureau des matériels médicaux

Application Number:  
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