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Froduzr Sevica

EC Certificate

Produsctior Giuality Assurance Syatemr
D rectiva 93A2MEEC an Medical Devicgs (MDD}, Anrew W
[Cevicas in Class a, o or [T

Mo. G2 063744 0018 Rev. 01

Manufacturer: Xiamen Compower

Medical Tech. Co., Ltd.
Uril 31, Ma.16, Xianghong Raad
XYiangan |oieh irduslial 2one
361141 Xiamen

FPEQOPLE'S REPUBRLIC OF C1IIMNA

Product Silicone!SEESPVYL Manuel Reguacitators {Including Mask,
. . Fositive End-Expiratory Fresaure Yahee, Cxygen Tuke,
CEtEgﬂr‘jﬂ:IEE}. Reservair Bag. Mouth ppener, Oropharyngeal Airway,

Manometer], Resuscitation Mask, Continuous Positive Airway
Pressure Mask/Mon-dnvasive Yentilation Mask, Simple
Cuxygen Mask, Yenturi Mash, Mon-Rebreathing Mask, Aerosol
Mask wi/Nabulizer, Breathing Gircuit {Including Mask, Elbow
Connector, ¥ Piece, Corrugate Tubing, Collapsible Tubing,
Water Trap, Straight Connector, HMEF], Anesthesia Circuit
(Including Magk, Elbow Connactor wiLuer Port & Cap, Y
Flace, Corrugate Tubing, Collapsible Tubing, Straight
Conngctor, Breathing Bag, Bactarial Filter, Gas Sampling
Ling). Anaesthosla Mask, Breathlng Filtor For Single Use

The Celifcalon Body ol TOW 300 Producl Service GmbH declares 1hat tha aforemenficnsd
manulaclurer has implarmenlad a qualily assurance syslem for manufaciura and f nal inspestion of the
cspactive davloes ¢ davice zleqories in accordance wilk MODO Annex Y. This oualizy agsurance
systom confons to e raguira nenls al this Diraclive and is subjaclio paricdical surveillrnoe. Far
snarkating of class b and N davizes an sddilional Aonex I cerlificala is mandatory. Sea alsa noles
averlcaf,

Repart Mo.: SH191 TR14
Valfd From: ZHa05-26
Valid until: FHFA9-30

Pate, 2019-08-25 / /9 o

S lalary Preil
Head of Certificaion™oif 2d Body

MAge 1 of 2
T SN Product Service GmaH is Notified Body with idertificaticn no. 0123
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EC Certificate

FProduction Quallty Assurance Systern
Crirectvc 23 4ZEEC on Viedical Davices (MDD, Anngx W
(Pevices in Clasz o, HE or [

No. G2 063744 0018 Rev. 01

BAN.C gl

Fixoee: Service

Facility{ies}: Aaman Compower Medical Tech. Co., Ld.
Unil 207, M 16, Rianghong Road. Xiarg'an Torch Induslial Sone,
3611401 Xiamen, PFEOQPLE'S REPUELIC OF CIHHMA

Fage 20l 2
TOY SUD Proguet Sarvica GrbH is Nofied Bady with ident fication no. 0125

TUV 200 Proount Servica CrroH - Certificatlan By = 1€lessiaiie 85 « B0238 ko nick « Gerrrany



