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Notified Body No. 1023
|NSTITUTE FOR TESTING AND CERT|F]CAT|ON, lnc.

Zlin, Czech Republic - vww.itczlin.cz

No. 15 9414 QS/NB

issued in compliance with the Council Directive 93i42lEEC as amended, which is implemented by
the Czech Government Order No 336/2004 (Coilection of Laws), certifies that the products -
medical devices of class lla.

Medical Regulator
Mode|s: 5032, 5033, 5033_1, 5033_2,5CI34,5035, YQY-I4E

manufactured by company

L|NHAı PRESSURE GAUGE Ço., LTD.
Xieliwang, Linhai City, Zhejiang Province, Çhina

are manufactured under conditions fulfilling the quali§ system requirements of Annex ll, Section 3.2.
of the Directive 93l42lEEC, as amended.

The Notified Body No. 1023 has performed an audit of the above products qua|ity system covering
the design, manufacture and final inspection of the ceıtified products. The quatity systern has been
assessed. approved and is subject to continuous sı.ırveillance according to Annex ll, Sections 3.3.
and 5., of the Directive 93/42/EEC. The detaited description of the system parts, requiremeııts and
rneasures applied by the manufacturer are presented in the Final Repoıt No. 60380185312015,
which ls enclosed to this certificate.

This Ceılificate ı's ıssued under the followiıg conditions:

1. lt applies only to the quality sysfem maintained in the naıufacture of above referenced rnodels of medical
deyjces and it does nof substifute the design ortype-exam'ination procedures, if reguested,

2. The Ceıtjficate remairıs valid utıtil the rnanufactuing canditions or fhe quality sysfern are changed but
until the 14h May Zafl at ttıe trafesf.

3. The Ceıtificate validity is çonditioned by posliive re.sults o{ suıveillançç auditş,

4. g the relevant EU legislation, the nıanufacttırer shali affix to each medical device, of the above ..[
models, the CE-marking fallowed by tke num

ıssued in zıin. on 15l' May 2015 \i ' * - "i , ,*ir,"."[:İİJ: #,?:"-Tffi::rt\ ,,r/:'.. 
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models, the CE-marking fallowed by tke num
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