Medical Devices Directorate

Santé Health
I * I Canada Canada LN/NH: 110068 Direction des instruments médicaux

Medical Device Licence Homologation d'un instrument médical

* AMENDED * * MODIFIEE *
Licence Number: 110068 No d'homologation:
First Issue Date: 2023/09/20 Premiére date de délivrance:
Amended Date: 2026/08/11 Date de modification:
Device Class/Classe de I'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:
SUNMED GUIDE WIRES HYDROPHILIC

Licence Type/Type d'homologation:
Family / Famille

Reason for Amendment/Raison de la modification

ADDITION OF DEVICES

Manufacturer Name & Address’Nom du fabricant & adresse
SUNNY MEDICAL DEVICE (SHENZHEN) CO., LTD.

1/F AND 401 ZHONGTIANXIN BUILDING B
LONGGANG DISTRICT

SHENZHEN, GUANGDONG

CHINA

518172

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

=

Application Number:
Numéro de la demande: 415058

Manufacturer ID:
Identificateur du fabricant: 143141
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Components/Parts/Accessories/Devices for this Licence
Les composantes, parties, accessoires et instruments médicaux pour cette homologation

SUNMED GUIDE WIRES HYDROPHILIC

Device ID/No de l'instrument: 1056843
Device Identifier / Identificateur de I'instrument
(Model/Catalog Detail/No de modéle/Catalogue):
SM-GW-3A18260H-TP
SM-GW-3A25260H-TP
SM-GW-3A25260HE-TP
SM-GW-3A35150H-TP
SM-GW-3A35150HE-TP
SM-GW-3A35180H-TP
SM-GW-3A35180HE-TP
SM-GW-3A35260H-TP
SM-GW-3A35260HE-TP
SM-GW-3A38150H-TP
SM-GW-3A38180H-TP
SM-GW-3J18150H-TP
SM-GW-3J32180H-TP
SM-GW-3J35150H-TP
SM-GW-3J35180HE-TP
SM-GW-3J35260H-TP
SM-GW-3S18260H-TP
SM-GW-3S25260H-TP
SM-GW-3S25260HE-TP
SM-GW-3S35150H-TP
SM-GW-3S35200H-TP
SM-GW-3S35260H-TP

SUNMED GUIDE WIRES

Device ID/No de I'instrument: 1096648
Device Identifier / Identificateur de l'instrument

(Model/Catalog Detail/No de modéle/Catalogue):
SM-GW-3A18150H-TP

SM-GW-3A18180H-TP
SM-GW-3A18260HE-TP
SM-GW-3A25150H-TP

SM-GW-3A25180H-TP
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SM-GW-3A32150H-TP
SM-GW-3A32180H-TP
SM-GW-3A32260H-TP
SM-GW-3A35300H-TP
SM-GW-3A38260H-TP
SM-GW-3J14180H-TP
SM-GW-3J14180HE-TP
SM-GW-3J14180HF-TP
SM-GW-3J14180HM-TP
SM-GW-3J14190HF-TP
SM-GW-3J14190HFE-TP
SM-GW-3J14190HM-TP
SM-GW-3J14190HME-TP
SM-GW-3J14190HS-TP
SM-GW-3J14190HSE-TP
SM-GW-3J14300HF-TP
SM-GW-3J14300HFE-TP
SM-GW-3J14300HM-TP
SM-GW-3J14300HME-TP
SM-GW-3J14300HS-TP
SM-GW-3J14300HSE-TP
SM-GW-3J32150H-TP
SM-GW-3J32260H-TP
SM-GW-3J35150HE-TP
SM-GW-3J35180H-TP
SM-GW-3J35260HE-TP
SM-GW-3J38150H-TP
SM-GW-3J38180H-TP
SM-GW-3J38260H-TP
SM-GW-3S14180H-TP
SM-GW-3S14180HF-TP
SM-GW-3S14190HF-TP
SM-GW-3S14190HFE-TP
SM-GW-3S14190HM-TP
SM-GW-3S14190HME-TP
SM-GW-3514190HS-TP
SM-GW-3S14190HSE-TP
SM-GW-3S514300HF-TP
SM-GW-3S14300HFE-TP
SM-GW-3S14300HM-TP
SM-GW-3S14300HME-TP
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SM-GW-3S14300HS-TP
SM-GW-3S14300HSE-TP
SM-GW-3S18150H-TP
SM-GW-3S18180H-TP
SM-GW-3S18260HE-TP
SM-GW-3S25150H-TP
SM-GW-3525180H-TP
SM-GW-3S32150H-TP
SM-GW-3S32180H-TP
SM-GW-3S32260H-TP
SM-GW-3S35145H-TP
SM-GW-3S35180H-TP
SM-GW-3S35180HE-TP
SM-GW-3S35260HE-TP
SM-GW-3S35260HZ-TP
SM-GW-3S35300H-TP
SM-GW-3S35450HZ-TP
SM-GW-3S38150H-TP
SM-GW-3S38180H-TP
SM-GW-3S38260H-TP

Application Number:

Manufacturer ID:
Numéro de la demande: 143141
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