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ZERTIFIKAT & CERTIFICATE #

EC Certificate

Full Qualfy Assurance Sykberm
Directwe SAM2EEC on Madical Devices (MDD, Annax B exchading [4)
(Devices in Class e 1B o 111

MNo. G1 081775 0008 Rev. 02

Manufacturer: BMC Medical Co., Lid.
Room 110 Tower A Fergyu Building, No. 115 Fucheng Road
Hmsdlian
100038 Baijing
PEOPLES REPUBLIC OF CHINA

. BMC Medical Co., Lid,
Facility(ies): Rioam 110 Tower A Fengyu Buiding, No. 115 Fucheng Rosd,

Haidian, 100035 Baijing. PEOPLE'S REPLIBLIC OF CHINA

BMC (Tianjen) Madical Co., Lid.
¥, Building Mo 4, o1 Xirxing Rlosd, Wioging Desénct, 301700
Tiarjin, PEOPLES REPUBLIC OF CHIMA

Product Category(ies): Masks; Tubes; Sleep Apnea Therapy Devices,
Resplratory Insufficlency Ventilators and
Accessories: CPAP, Auto CPAP, BPAP,
Humidifier; Heated Humidifier and Accessories:
Humidifier, Water Chamber, Nasal Cannula and
Tubes; Sleep Apnea Diagnosis Devices and
Accessories: Sleep Screener, Polysomnograph,
Portable Sleep Diagnostic System.

The Certfication Body of TUV 500D Product Berace GmibH deciares ihat the aforementioned
manufaciunes han mplemeniad a quallty assurmnoe sysiem for desigr, manufsciuns and final
nspachion of the epective devices § device calogorias in accordance with MDD Armex [ This guadity
masurance syalem conforma (o the requirsments of this Directve and & SuDiect b poriccical
survelmnce. For marketing of class Il devices an addibonal Annes 1l (4) cerificals & mandatory. See
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