Santé Health Medical Devices Directorate
I * I Canada Canada LN/NH: 93038 Direction des instruments médicaux

Medical Device Licence Homologation d'un instrument médical
* AMENDED * * MODIFIEE *
Licence Number: 03038 No d'homologation:
First Issue Date: 2014/03/28 Premiére date de délivrance:
Amended Date: 2022/12/01 Date de modification:

Device Class/Classe del'instrument: 3

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:
DIO UF FIXTURE

Licence Type/Type d'homologation:

System / Systéme

Reason for Amendment/Raison de la modification

ADDITION AND DELETION OF CATALOGUE NUMBERS

Manufacturer Name & Address’Nom du fabricant & adresse
DIO CORPORATION

66, CENTUM SEO-RO
HAEUNDAE-GU
BUSAN

SOUTH KOREA
48058

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

=

Application Number: Manufacturer ID:
Numeéro de la demande: 355841 Identificateur du fabricant: 127304




* Santé Health LN/NH: 93038 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

UF FIXTURE

Device ID/No de l'instrument: 592657
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
PSWF 6006S
PSWF 6008S
PSWF 6010S
PSWF 6012S
PSWF 6014S
PSWF 6506S
PSWEF 6508S
PSWF 6510S
PSWF 6512S
PSWF 6514S
PSWF 7006S
PSWEF 7008S
PSWF 7010S
PSWF 7012S
PSWF 7014S
PUF 3811S
PUF 4010S
PUF 4011S
PUF 4015S
PUF 4016S
PUF 4507S
PUF 4508S
PUF 4510S
PUF 4511S
PUF 4513S
PUF 45158
PUF 4516S
PUF 5007S
PUF 5008S
PUF 5010S
PUF 5011S
PUF(II) 4008S

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 127304
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* Santé Health LN/NH: 93038 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

PUF(Il) 4010S
PUF(I) 4011S
PUF(Il) 4013S
PUF(I) 4015S
PUF(Il) 4016S
PUF(Il) 4018S
PUF(Il) 4507S
PUF(Il) 4508S
PUF(I) 4510S
PUF(Il) 45118
PUF(Il) 4513S
PUF(Il) 45158
PUF(Il) 4516S
PUF(Il) 4518S
PUF(Il) 5007S
PUF(II) 5008S
PUF(Il) 5010S
PUF(Il) 50118
PUF(I1) 5013S
PUF(Il) 50158
PUF(Il) 5016S
PUF(Il) 5018S
PUF(Il) 5507S
PUF(I1) 5508S
PUF(Il) 5510S
PUF(Il) 55118
PUF(Il) 5513S
PUF(Il) 55158
PUF(Il) 5516S
PUF(Il) 5518S
PUFIII 3807S
PUFIII 3808S
PUFIIl 3810S
PUFIII 38118
PUFIII 3813S
PUFIII 3815S
PUFIII 3816S
PUFIII 4007S
PUFIII 4008S
PUFIIl 4010S
PUFIII 40118

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 127304
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* Santé Health LN/NH: 93038 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

PUFIII 4013S
PUFIII 4015S
PUFIII 4016S
PUFIIl 4507S
PUFIII 4508S
PUFIII 4510S
PUFIII 45118
PUFIII 4513S
PUFIIl 4515S
PUFIII 4516S
PUFI1II 5007S
PUFIII 5008S
PUFI1II 5010S
PUFIII 50118
PUFI1II 5013S
PUFIIl 5015S
PUFI1II 5016S
SWF 6006S
SWF 6008S
SWF 6010S
SWF 6012S
SWF 6014S
SWF 6506S
SWF 6508S
SWF 6510S
SWF 65128
SWF 6514S
SWF 7006S
SWF 7008S
SWF 7010S
SWF 7012S
SWF 7014S
UF 3811S
UF 4010S
UF 40118
UF 4510S
UF 45118
UF 50118
UF(II) 4008S
UF(Il) 4010S
UF(I) 4011S

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 127304
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* Santé Health LN/NH: 93038 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

UF(I) 4013S
UF(Il) 4015S
UF(Il) 4016S
UF(Il) 4018S
UF(Il) 4507S
UF(Il) 4508S
UF(I) 4510S
UF(Il) 45118
UF(Il) 4513S
UF(Il) 4515S
UF(I) 4516S
UF(Il) 4518S
UF(I) 5007S
UF(I) 5008S
UF(II) 5010S
UF(Il) 50118
UF(I) 5013S
UF(I) 5015S
UF(I) 5016S
UF(I) 5018S
UF(Il) 5507S
UF(Il) 5508S
UF(I) 55108
UF(I) 55118
UF(I) 5513S
UF(I) 5515S
UF(Il) 5516S
UF(Il) 5518S
UFIIl 3807S
UFI11 3808S
UFI1l 3808SF
UFIIl 3808UV3
UFIII 3810S
UFIIl 3810SF
UFIIl 3810UV3
UFIIl 38118
UFIIl 3811SF
UFIIl 3811UV3
UFIIl 3813S
UFIII 3813SF
UFIIl 3813UV3

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 127304
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* Canada Canada
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93038

Medical Devices Directorate

Direction des instruments médicaux

UFIIl 3815S
UFIIl 3816S
UFIIl 4007S
UFIII 4007SF
UFIIl 4007UV3
UFI11 4008S
UFIIl 4008SF
UFIIl 4008UV3
UFI1II 4010S
UFIIl 4010SF
UFIIl 4010UV3
UFIIl 40118
UFIIl 4011SF
UFIIl 4011UV3
UFIIl 4013S
UFIIl 4013SF
UFIIl 4013UV3
UFIIl 4015S
UFIIl 4016S
UFIII 4011S
UFIII 4507S
UFIIl 4507SF
UFIIl 4507UV3
UFI1Il 4508S
UFIIl 4508SF
UFIIl 4508UV3
UFIIl 45108
UFIIl 4510SF
UFIIl 4510UV3
UFIIl 4511SF
UFIIl 4511UV3
UFIIl 4513S
UFIIl 4513SF
UFIIl 4513UV3
UFIIl 45158
UFIIl 4516S
UFIIl 5007S
UFIIl 5007SF
UFIIl 5007UV3
UFI11I 5008S
UFI11l 5008SF

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

127304



* Santé Health LN/NH: 93038 Medical Devices Directorate
Canada Canada Direction des instruments médicaux

UFIIl 5008UV3
UFII1 50108
UFIll 5010SF
UFIIl 5010UV3
UFIIl 50118
UFIll 5011SF
UFIIl 5011UV3
UFII1 5013S
UFIII 5013SF
UFIIl 5013UV3
UFIIl 5015S

UFIIl 5016S
SUB-UF DIO IMPLANT

Device ID/No de l'instrument: 829638
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
UF(Il) 3808S

UF(Il) 3808SF

UF(Il) 3810S

UF(Il) 3810SF

UF(Il) 3811S

UF(Il) 3811SF

UF(Il) 3813S

UF(Il) 3813SF

UF(Il) 3815S

UF(Il) 3815SF

UF(Il) 3816S

UF(Il) 3816SF

UF(Il) 3818S

UF(Il) 3818SF

UF(Il) 4008SF

UF(Il) 4010SF

UF(Il) 4011SF

UF(Il) 4013SF

UF(Il) 4015SF

UF(Il) 4016SF

UF(Il) 4018SF

UF(Il) 4507SF

UF(Il) 4508SF

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 32841 Page 7
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UF(Il) 4510SF
UF(Il) 4511SF
UF(Il) 4513SF
UF(Il) 4515SF
UF(Il) 4516SF
UF(Il) 4518SF
UF(I) 5007SF
UF(II) 5008SF
UF(Il) 5010SF
UF(Il) 5011SF
UF(II) 5013SF
UF(Il) 5015SF
UF(II) 5016SF
UF(Il) 5018SF
UF(I) 5507SF
UF(Il) 5508SF
UF(Il) 5510SF
UF(Il) 5511SF
UF(I) 5513SF
UF(Il) 5515SF
UF(Il) 5516SF

UF(Il) 5518SF
UV ACTIVE FIXTURE

Device ID/No de I'instrument: 1013851

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

UF(Il) 3808UV3
UF(Il) 3810UV3
UF(Il) 3811UV3
UF(Il) 3813UV3
UF(I) 4008UV3
UF(I) 4010UV3
UF(I) 4011UV3
UF(I) 4013UV3
UF(Il) 4507UV3
UF(Il) 4508UV3
UF(Il) 4510UV3
UF(Il) 4511UV3
UF(Il) 4513UV3

Manufacturer ID:
Identificateur du fabricant:

Application Number:

Numéro de la demande: 127304
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* Canada Canada

LN/NH: 93038

Medical Devices Directorate

Direction des instruments médicaux

UF(I) 5007UV3
UF(Il) 5008UV3
UF(I) 5010UV3
UF(Il) 5011UV3
UF(I) 5013UV3
UF(Il) 5507UV3
UF(Il) 5508UV3
UF(I) 5510UV3
UF(Il) 5511UV3
UF(Il) 5513UV3

Device ID/No de I'instrument: 1035924

UF(ID) FIXTURE

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

UF(Il) 4007S
UF(Il) 4007SF
UF(Il) 4007UV3
UF(Il) 4505S
UF(I) 4505SF
UF(Il) 4505UV3
UF(I) 5005S
UF(II) 5005SF
UF(I) 5005UV3
UF(Il) 5505S
UF(I) 5505SF
UF(Il) 5505UV3

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

127304
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