ITG

Notified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Gzech Republic - www ficzlin cz

EC CERTIFICATE

No. 10 0491 QS/NB

issued in complance with the Council Directive S3/42/EEC as amended, which is implemented by
the Czech Government Order No. 336/2004 (Cobection of Laws), certfies that the medical devices

of Class b

Ventilator

models: PA-500, PA-T00B, PA-S00B

manufacturad by company

Shanghai identstron medical device trade co.,Ltd
Building 25,Kangxin road 3399,Pudong District,Shanghai,China

are manufactured under conditons fufilling the quality system requirements of Annex Il, Secticn
3.2 of the Directive §3/42/EEC, as amended,

The Notified Body No. 1023 has performed an audt of the above products quallty system covering
the design, manutacture and final inspection of the cerified products. The quality system has been
assessed, approved and Is subject 1o continuous surveliance according to Annex i, Sections 3.3
and 5 of the Directive 9342/EEC. The detailed description of the system parts, requiraments and
measures applied by the manufacturer are presenied In the Final Report No 8036008772010,
which s enclosed 10 this Certficate.

This Certificate /= (s200d pnder the foVowing Cochons
1 If sppees only 10 the quality Systan mainamed 11 e menufacture of a0ove refarenced modes of medical devices and
it d0es Not SUbSHlule IHhe S OF (yPe-eramiiabion procadures. If reQuested

2 The Canficate remans vald untd he manufachving conditions o the quaily sysiem ae changed Dot Wiy ihe
8" June 2019 &t o latest

3 The Carsficate valdity is comstoned Dy pOStve resuls of suvelance sudis

& Afer Afiling the relevant EU egisiaticn. the manufactursr shall 6% 10 each medicsl device, of e above mfsranced
madals, the CE-marking fatiowed oy the number of the Netied Sody scoording fo ths axample.

RNDr. Radomir Cevelik




