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EC Declaration of Conformity

Design & Manufacturer: whose single Authorized Representative:
Shunmei Medical Co., Ltd.

Add: R401 of building B, No.8 of 1st Jinlong Road,
Baolong Industrial Zone, LongGang District,
Shenzhen city, Guangdong, 518116, China.

Tel: +00867523306929
Email:Jane@shunmed.com

Lotus NL B.V.

Add: Koningin Julianaplein 10, le Verd,2595AA,
The Hague, Netherlands.

Tel: +31645171879(English)
Tel:+3162669008(Dutch)
Email: peter@lotusul.com

We, the manufacturer, herewith declare that the products
Balloon Inflation Devices

meet the provisions of Directive 93/42/EEC which apply to them.

GMDN code : 17541, 17541 - Inflator, angioplasty balloon - Description : A dedicated hand-held
device, e.g. a syringe or small pump, with a pressure gauge that is used for inflating the balloon of an
angioplasty balloon catheter when this is in situ. The pressure applied can be considerable during a
coronary artery dilatation procedure, a procedure known as a percutaneous transluminal coronary
angioplasty.

Product model : see Annex 1.

The medical device has been assigned to Class I according to Annex IX of the Directive 93/42/EEC.
It bears the mark

0197
The product concerned has been designed and manufactured under a quality management system
according to Annex II of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assessed and certified
by the Notified Body

TÜV Rheinland LGA Products GmbH
Tillystraße 2, 90431, Nürnberg, Germany

Certificate No.: HD 60118775 0001
Issue date: 29.08.2017
Expiry date: 09.03.2021

following the procedure relating to the EC Declaration of Conformity set out in Annex II of Directive
93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product list belonging to
this declaration and is only valid in connection with a batch specific Certificate of Compliance for all
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products concerned bearing the CE mark

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Shunmei Medical Co., Ltd.
Address: R401 of building B, No.8 of 1st Jinglong Road, Baolong Industrial Zone, LongGang

District, Shenzhen city, Guangdong, 518116, China

Shenzhen, 2019.06.15 ,General manager
Place, date Legally binding signature, Function

Annex 1 Product models of Balloon Inflation Devices

Balloon inflation devices
Normal type

Code Description
617101 BID1(20ml,30atm)
617102 BID2(25ml,30atm)
617103 BID3(30ml,30atm)

617104 BID4(20ml,30atm)
(push pull Y connector without extension line+insertion tool+torquer)

617105 BID5(20ml,30atm)
(push pull Y connector with extension line+insertion tool+torquer)

617117 BID17(20ml,30atm)
(screw Y connector without extension line+insertion tool+torquer)

617118 BID18(20ml,30atm)
(screw Y connector with extension line+insertion tool+torquer)

617106 BID6(30ml,30atm)
(screw Y connector without extension line+insertion tool+torquer)

617107 BID7(30ml,30atm)
(push-pull type with extension line+insertion tool+torquer)

617119 BID19(30ml,30atm)
(screw Y connector with extension line+insertion tool+torquer)

617120 BID20(30ml,30atm)
(push pull Y connector without extension line+insertion tool+torquer)

Gun type
617108 BID8(20ml.30atm)
617109 BID9(30ml,30atm)
617110 BID10(20ml,40atm)
617111 BID11(25ml,40atm)
617112 BID12 (30ml,40atm)

617113 BID13(20ml,30atm)
(push pull Y connector with extension line+insertion tool+torquer)
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617114 BID14(20ml,30atm)
(push pull Y connector without extension line+insertion tool+torquer)

617115 BID15(20ml,30atm)
(screw Y connector without extension line+insertion tool+torquer)

617116 BID16(20ml,30atm)
(screw Y connector with extension line+inestion tool+torquer)

617122 BID22(20ml,40atm)
(push pull Y connector without extension line+insertion tool+torquer)

617123 BID23(20ml,40atm)
(push pull Y connector with extension line+insertion tool+torquer)

617124 BID24(20ml,40atm)
(screw Y connector with extension line+inestion tool+torquer)

617125 BID25(20ml,40atm)
(screw Y connector without extension line+inestion tool+torquer)

Semi-gun type
Code Description
617126 BID26(20ml.30atm)

617127 BID27(20ml,30atm)
(Click Y connector with extension line+insertion tool+torquer)

617128 BID28(20ml,30atm)
(Click Y connector without extension line+insertion tool+torquer)

617129 BID29(20ml,30atm)
(push pull Y connector with extension line+insertion tool+torquer)

617130 BID30(20ml,30atm)
(push pull Y connector without extension line+insertion tool+torquer)
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