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Deutsche
Akkreditierungsstelle

D-IM-11321-01-00

Sertificate
No. Q8 060202 0027 Rev. 00

A ((DAkks

Holder of Certificate: Shanghai Channelmed Import & Export

Co., Ltd. (Channelmed Group)

Room 1402, No. 707 of Zhangyang Road
200120 Shanghai
PEOPLE'S REPUBLIC OF CHINA

Certification Mark: \j
/

‘ tuvsud.com/ps-cert

L ENBO 140

Scope of Certificate: Distribution of Blood Band Products, Nursery and Surgical

Accessories, Respiratory Ranges, Surgical Sutures &
Adhesives, Tubes and Catheters, Surgical Dressings,
Homecare Products, First Aid Kits, Chemistry Reagents &
Test Paper, Image Devices, Operating First Equipments,
Surgical Instruments, Lab and Clinical Testing Devices &
Assay Instruments, Medical Optical Devices & Endoscopes,
Sickroom Care Devices & Appliance, Diagnosis &
Observation Equipments, Medical Ultrasonic Equipments,
Physical Therapy & Convalesce Equipments, Dental
Equipment and Laboratory Implements, Infusion Devices,
Medical Catheter, Isolation Gown, Face Mask, Caps, Shoe
Covers, Sterilization Pouches, Tactical Tourniquet,
Containers for Human Venous Blood Specimen Collection,
Gynecological Sets, Medical Brushes, Ostomy Bag and
Accessories, Cotton Tipped Applicators, Gauze Roll, Gauze
Roll with X Ray Thread, Wound Drainage Reservoir, Venous
Blood Collection Needles, Sterile Safety Auto Disable
Syringes for Single Use, Alcohol Pads, Alcohol Swab Sticks,
Brush-sponge, Sterile Surgical Packs, Nebulizer Mask,

Oxygen Mask with Reservoir Bag, Extension Tube

= o CEPTUOMUKAT & CERTIFI
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). Allnapplipable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details and
certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q8 060202 0027 Rev. 00

ZERTIFIKAT & CERTIFICATE & &35%:

Report No.: SH2444801
Valid from: 2025-01-01
Valid until: 2027-12-31
Date, 2024-12-18 c
'@‘L\/
Christoph Dicks
Head of Certification/Notified Body
®
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Deutsche
Akkreditierungsstelie
D-ZM-11321-01-00

Product Service

sertificate
No. Q8 060202 0027 Rev. 00

Applied Standard(s): S0 13485:2016
(EN 1SO 13485:2016/AC:2018, EN 1SO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Shanghai Channelmed Import & Export Co., Ltd.

(Channelmed Group) .

Room 1402, No. 707 of Zhangyang Road, 200120 Shanghal,

PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate
1§

®
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Servicwo de productos

‘del Certificado: Shanghai Channelmed Import & Export Co.,

Ltd. (Grupo Channelmed)
Habitacion 1402, No. 707 de Calle Zhangyang

200120 Shanghai
REPUBLICA POPULAR CHINA

arca de Certificacion:

\le 2 . Distribucion de Productos de Banda Sanguinea, Accesorios de
nce del Certificado: Enfermeria y Quiriirgicos, Gamas Respiratorias, Suturas y Adhesivos
Quirirgicos, Tubos y Catéteres, Apésitos Quiriirgicos, Productos para el
Cuidado del Hogar, Botiquines de Primeros Auxilios, Reactivos
Quimicos y Papel de Prueba, Dispositivos de Imagen, Dispositivos de
Primeros Auxilios, Instrumentos Quirirgicos, Dispositivos para Pruebas
Clinicas y de Laboratorio e Instrumentos de Ensayo, Dispositivos
Opticos Médicos y Endoscopios, Dispositivos y Aparatos para el Cuidado
de Enfermos, Dispositivos de Diagnéstico y Observacion, Dispositivos
Médicos de Ultrasonidos, Dispositivos de Fisioterapia y Convalecencia,
Dispositivos Dentales ¢ Instrumentos de Laboratorio, Dispositivos de
Infusion, Catéteres Médicos, Batas de Aislamiento, Mascarillas, Gorros,
Fundas para Zapatos, Bolsas de Esterilizacién, Torniquetes Tacticos,
Contenedores para la Recogida de Muestras de Sangre Venosa Humana,
Conjuntos Ginecologicos, Cepillos Médicos, Bolsas de Ostomia y
Accesorios, Aplicadores con Punta de Algodén, Rollos de Gasa, Rollo de
Gasa con Hilo de Rayos X, Depésito de Drenaje de Heridas, Agujas de
Extraccion de Sangre Venosa, Jeringas Estériles de Seguridad
Desechables, Almohadillas de Alcohol, Bastoncillos de Alcohol, Cepillos-
Esponja, Paquetes Quirargicos Estériles, Mascarillas de Nebulizacién,
Mascarillas de Oxigeno con Bolsa de Depésito, Tubo de Extension

El Organismo de Certificacion de TUV SUD Product Service GmbH certifica que la empresa mencionada ha
establecido y mantiene un sistema de gestion de la calidad (excluyendo la subclausula 7.3) que cumple con los
requisitos de la(s) norma(s) enumerada(s). Deben cumplirse todos los requisitos aplicables de la normativa de
ensayos y certificacion del TUV SUD Group. Para mas detalles y validez del certificado, véase:
www_tuvsud.com/ps-cert’q=cert:Q8 060202 0027 Rev. 00

Informe No.: SH2444801
Vilido desde: 2025-01-01
Vilido hasta: 2027-12-31
Fecha, 2024-12-18 Christoph Dicks

Jefe de Certificacion/Organismo Notificado

Pagina 1 de 2
TUV SUD Product Service GmbH « Organismo de Certificacion * RidlerstraBie 65 « 80339 Munich « Alemania
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v | Servicio de productos
060202 0027 Rev. 00
ma(s) Aplicada(s): ES 1SO 13485:2016
F Productos sanitarios - Sistemas de gestion de la calidad.
Requisitos para fines reglamentarios
(ISO 13485:2016)
| DIN EN ISO 13485:2016
i’ talacion(es): ghhz;:?‘hr Shannelmed Import & Export Co, Ltd. (Grupo

. eime

| Habitacion 1402, No.707 de la Calle Zhangyang, 200120 Shanghai,
REPUBLICA POPULAR CHINA
Véase el Alcance del Certificado
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. 1 X This Apostille only certifies the authenticity of the signature, the capacity of 117”375

\ 9,1 :’)3 U ’,rkﬁ ‘:r'p- the person who has signed the public document and, where appropriate,
:..I. . r‘ JJ.\ the identity of the seal or stamp which the public document bears. This Apostilie does not certify the content of the
~ ‘1{1:6 . document for which it was issued

Visit hitps://consular.mfa gov.cn/VERIFY/ and scan the QR code 1o verify the ssuance of thes Apostille
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Country: People's Republic of China

233 This public document

2 XEA Vel

has been ~ Yang Dixin £

signed by -
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N | Capacity Of
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bears the China Council for the Promotion of International Trade(18)

seal/stamp of |

| JIEBA Certified
o " ‘ 20245128331d

7 fﬁt& Hangzhou 3 i % iﬁﬂﬁ December 31,2024
s A ®HK/Jiang Lan 2
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| Foreign Affairs Office of Zhejiang Province
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