Santé Health Medical Devices Directorate
I * I Canada Canada LN/NH: 79251 Direction des instruments médicaux

Medical Device Licence Homologation d'un instrument médical
* AMENDED * * MODIFIEE *
Licence Number: 79251 No d'homologation:
First Issue Date: 2009/03/09 Premiére date de délivrance:
Amended Date: 2023/05/01 Date de modification:

Device Class/Classe del'instrument: 2

This Licence is issued in accordance with the La présente homologation est délivrée en vertu
Medical Devices Regulations, Section 36, de l'article 36 du Réglement sur les instruments
for the following medical device: médicaux pour l'instrument médical suivant:

Licence Name/Nom de |I'homologation:
NITRILE EXAMINATION GLOVES

Licence Type/Type d'homologation:
Family / Famille

Reason for Amendment/Raison de la modification

ADDITION OF DEVICES AND ADDITION OF CATALOGUE NUMBERS

Manufacturer Name & Address’Nom du fabricant & adresse
RONCO

70 PLANCHET ROAD
CONCORD, ONTARIO
CANADA

L4K 2C7

Colin Foster, Director, Bureau of Medical Device Licensing Services
Directeur, Bureau des services d’homologation des instruments médicaux

=

Application Number: 360906 Manufacturer ID:
Numéro de la demande: Identificateur du fabricant:

115603




* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

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

RONCO BLURITE NITRILE MEDICAL EXAMINATION GLOVES, POWDER FREE

Device ID/No de l'instrument: 530955

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

969
979
989
999

999XX
RONCO BLURITE PLUS NITRILE MEDICAL EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 530958

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

956
966
976
986
986S

996
RONCO BLURITE XPL NITRILE MEDICAL EXAMINATION GLOVES, POWDER FREE

Device ID/No de l'instrument: 530959
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
958L

958M

9588

958XL

958XX

968

978

988

998

998XX

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

RONCO BLURITE NITRILE MEDICAL EXAM GLOVES, POWDER FREE-SAMPLE DISPENSER

Device ID/No de l'instrument: 539639
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
969B

979B

989B

999B
RONCO BLURITE PLUS NITRILE MEDICAL EXAM GLOVES,POWDER FREE SAMPLE DISPENSER

Device ID/No de l'instrument: 539640
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
966B

976B

986B

996B
RONCO TOUCH NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de l'instrument: 552132
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
951

961

971

981

991
RONCO TOUCH NITRILE EXAMINATION GLOVES, POWDER FREE SAMPLE DISPENSER

Device ID/No de I'instrument: 558027
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
951B
961B
971B
981B
991B

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

RONCO NEI - NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de l'instrument: 568589
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
9161

9161B

9163

9163B

9173

9173B

9183

9183B

9193

9193B
RONCO NES - NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de I'instrument: 578905
Device Identifier / Identificateur de I'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
965

965B

975

975B

985

995

995B

995XX

995XXB
RONCO BLURITE XPL - NITRILE EXAMINATION GLOVE, POWDER FREE SAMPLE DISPENSER

Device ID/No de I'instrument: 585027
Device Identifier / Identificateur de I'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
968B
978B
988B
998B

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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Santé Health
* Canada Canada

LN/NH:

79251

Medical Devices Directorate
Direction des instruments médicaux

RONCO SENTRON 6 MIL NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de I'instrument: 597825

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

962L
962LB
962M
962MB
962S
962SB
962XL
962XLB
962XX
962XXB

RONCO SENTRON 8 MIL NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de l'instrument: 597826

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

982L
982M
9828
982XL
982XX

RONCO CARE NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de I'instrument: 797467

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

935L
935LB
935M
935MB
935S
935SB
935XL
935XLB
935XS
935XSB

Application Number:

Numéro de la demande: 360906
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Manufacturer ID:
Identificateur du fabricant:

115603



* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

935XX

935XXB
SENTRON 4 BLACK NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 815988
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
964

964B

974

974B

984

984B

994

994B

994 XX

994XXB
RONCO CARE BLACK NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de l'instrument: 816811

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

932L
932M
9328

932XL
RONCO CARE BLACK NITRILE EXAMINATION GLOVE, POWDER FREE, SAMPLE DISPENSER

Device ID/No de l'instrument: 816812

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

932LB
932MB
932SB
932XLB

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

RONCO BLURITE EC NITRILE EXAMINATION GLOVE, POWDER FREE

Device ID/No de l'instrument: 816813
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
925L

925M

9258

925XL
RONCO BLURITE EC NITRILE EXAMINATION GLOVE, POWDER FREE, SAMPLE DISPENSER

Device ID/No de l'instrument: 816814
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
925LB

925MB

925SB

925XLB
RIVA THIN NITRILE EXAMINATION GLOVE (POWDER FREE)

Device ID/No de l'instrument: 829841
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
725L

725M

7258

725XL

725XS
RIVA PITCH BLACK - BLACK NITRILE EXAMINATION GLOVE (POWDER FREE)

Device ID/No de l'instrument: 829842
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
732L

732M

732S

732XL

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603

360906 Page 7



I* I Santé Health LN/NH: 79251 Medical Devices Directorate

Canada Canada Direction des instruments médicaux

RONCO NE2 NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 1003892
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
9451

945M

9458

945XL

945XX
RONCO ORANGE - ORANGE NITRILE EXAMINATION GLOVES (POWDER FREE)

Device ID/No de I'instrument: 1008647

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

948L
948M
948S
948XL

948XX
RONCO OCTOPUS GRIP - BLACK NITRILE EXAMINATION GLOVES (POWDER FREE)

Device ID/No de I'instrument: 1010132
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
762L
762M
762S
762XL
762XX
RONCO OCTOPUS GRIP - ORANGE NITRILE EXAMINATION GLOVES (POWDER FREE)

Device ID/No de l'instrument: 1010133
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
768L

768M

768S

768XL

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande; 500906 Page 8
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

768XX
RONCO BLURITE 6EC

Device ID/No de I'instrument: 1012118
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
765B
765L
765M
765S

765XL
RONCO CARE BLUE NITRILE EXAMINATION GLOVES POWDER FREE

Device ID/No de I'instrument: 1018291
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
726L

726M

726S

726XI

726XS

726XX
RONCO EARTH BIODEGRADABLE NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 1022680
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
936L
936M
936S

936XL
RONCO NITRILE EXAMINATION GLOVE POWDER FREE

Device ID/No de l'instrument: 1022681

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

351L
351M
3518

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

351XL
RONCO NEI1 - BLACK NITRILE EXAMINATION GLOVE POWDER FREE

Device ID/No de I'instrument: 1022682

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

922L
922M
9228

922XL
RONCO NEI - VIOLET NITRILE EXAMINATION GLOVE POWDER FREE

Device ID/No de l'instrument: 1022683

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

926L
926M
926S

926 XL
RONCO NEI1 NITRILE EXAMINATION GLOVES

Device ID/No de I'instrument: 1025056
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
721L
721M
721S
721XL
735L
735M
7358
735XL
735XX
737L
737TM
7378
737XL

Application Number:

Manufacturer ID:
Numéro de la demande: Page 10

360906 Identificateur du fabricant:

115603



* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

RONCO EARTH BLUE EXAMINATION GLOVES POWDER FREE

Device ID/No de l'instrument: 1046039
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
937L

937M

937S

937XL
RONCO RIVA 3 BLUE NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de l'instrument: 1052161
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
913L
913M
913S
913XL
913XS
913XX
RONCO RIVA 4 BLUE NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 1052162
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
915L

915M

915S

915XL

915XS

9156XX

RONCO RIVA 6 EC VIOLET NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 1052163
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
916L
916M
916S

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 115603
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* Santé Health LN/NH: 79251 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

916XL
RONCO RIVA 8 EC BLUE NITRILE EXAMINATION GLOVES, POWDER FREE

Device ID/No de I'instrument: 1052164

Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

918L
918M
918S
918XL

918XX
RONCO EARTH GREEN BIODEGRADABLE NITRILE EXAMINATION GLOVES POWDER FREE

Device ID/No de I'instrument: 1052165
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
939L
939M
939S

939XL
RONCO OCTOPUS GRIP NITRILE GLOVES, POWDER FREE

Device ID/No de I'instrument: 1052166
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
782L
782M
782S
782XL
782XX
788L
788M
788S
788XL
788XX

Application Number:

Manufacturer ID:
Numéro de la demande: Page 12

360906 Identificateur du fabricant:

115603
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