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EC CERTIFICATE

No. 10 0491 QS/NB

issued in compliance with the Council Directive 83/42/EEC as amended, which is impiemented by
the Czech Government Order No. 336/2004 (Collection of Laws), certifies that the medical devices
of Class llb.

Ventilator
models: PA-500, PA-T00B, PA-900B, PA-10

manufactured by company

Perlong Medical Equipment Co., Ltd.
No.12 Dongmen, Caoyingguan, Pukou district, NanJing, China

are manufactured under conditions fulfilling the quality system requirements of Annex Il, Section
3.2. of the Directive 83/42/EEC, as amended.

The Notified Body No. 1023 has performed an audit of the above products quality system covering
the design, manufacture and final inspection of the certified products. The quality system has been
assessed, approved and is subject to continuous surveillance according to Annex I, Sections 3.3
and 5., of the Directive 93/42/EEC. The detailed description of the system parts, requirements and
measures applied by the manufacturer are presented in the Final Report No. 803600877/2010,
which is enclosed 1o this Certificate.

This Certiicate i issued under the folowwng condinons
1 ummmmmsmmmcnmmammmdmamw
it does not sutshiufe the design or type-examination procedues, if requested

2 Tho Carificate remans vavd unfl the manufactwing condions or the qualfy system are changed Dt unty the
6" June 2019 at e latest

A The Certificate vaidily is conditioned by pasiive results of survelance sudis

4 Afer futfiling the evant EU legisiation, the manufacturer shall afix fo each medical device, of the above raferenced
modals, the CE-marking foliowed by the rumber of the Notifed Body accarding 10 (Vs sxample:

RNDr. Radomir Cevelik
epresentative of the Notified Body No. 1023



