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EC Certlflcate FuII Quality Assurance System

Directive 93[42IEEC on Medical Devices, Annex II excludlng Section 4
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In respect of:

The design, manufacture and final mspechnn of ster:!e umioglcal eatheters and access.anﬁ,
drainage tube and accessories, endotracheal tube, tracheostomy tube, reservoir, - - e
gastrointestinal tube and accessories, silicone surglcal ru!er and snllcune wessei 1D lnups and

_non-sterile laryngeal mask tube.
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=00 the basis of our examination d the quality assurance system under the mqmnements of Couru:tl Dﬂecuve e =
93/42/EEC, Annex 1T excluding section 4, The quality assurange system meets the requirements of the chnecmse. B
the placing on the market of class III products an Annex 1T section 4 :en:lﬂcate is reqmed, | = =

For and on behalf of BSI, « Notified Body for the aboye Directive (Notified Body Number 0086):
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Stewart Bram, Head of Compliance & Rlslr. U ' Il .
Medical Devacgs ! Il ' g I
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

~ List of Slgmf cant Subcontractors
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Information and Contact: B51, Kitemark Court, Davy Avenue, Knowihil, Migon
Keynes MKS 8PF. Tel: v 44 3144 000 000
EG1 Assurance UK Uimited, registered In £ngind under number 7806121 at 389 Chiswick High Road, London WA AL, UK,

A member of BS] Group of Compankes.
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EC Certificate - Full Quality Assurance System
Certificate History |

Centificate No: CE 588902 A W |
Date: 2018-10-05 |
Issued To: Fortune Medical Instrument Corp

6F., No. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,

New Taipei City . I
251 : |
Taiwan '
Reference i ; . I
Date _ N T ! Action !. |
27 August 2012 7859139 Firseissue. Transfer from another Notified Body, TUV SUD, |
' certificate reference G1 11 06 65095 006.
01 October 2013 8063652 Certificate renewal. | ) |
Current 9642053 Amendment to scope to add in "and accessories” for sterile

urological catheters, "and accessories” for sterile drainage tube,
addition of sterile Silicone surgical ruler, sterile Silicone vessel ID
loops.

. : | Administrative changes to the address for the head office and the
-E= - subcontractor, Fortune Medical Instrument Corp, No 258, -
: Changchun 2nd Road,
Removal of vacuum suction and resuscitator,
Certificate renewal.
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Inscrita Reg. Merc. de Barcelona, Tomo 22044, folio 195, hoja B 32222 inscripcién 52,

BUREAU VERITAS
Certitication

bolsaplaslk |-

CERTIFICATION
DECLARATION OF CE CONFORMITY - Directive 93/42/CE

BOLSAPLAST S.L., supplies under CE mark, the following products:

Paper/Film Flat Bags (MBO)
Paper/Film Selfsealing Bags (MBA)
Paper/Film Gusset Bags (MBF)
Paper/Film Flat Reels (MRP)
Paper/Film Gusset Reels (MRF)
Tyvek®/Film Flat Bags (MBT)
Tyvek®/Film Flat Reels (MRT)
Steam Tape (MCV)

Bolsacrepe (MCREP)

Bolsacover (MBCOVER)

All our products are adequate for hospital using, in sterilization processes of medical-surgical
products and similar materials.

Products above mentioned are produced in conformity with EN 868-2/3/4/5 and ISO 11607-1,
about packaging and systems for medical products to be sterilized.

Our products meet essential requirements in Annex | of the EEC/93/42 Directive and they
belong to Class 1 non sterile packaging.

According to our quality system, all necessary processes are took to agree with manufacturing
and service parameters established by our quality management system under norm ISO 9001-
2008 and 1S013485-2013. Surveillance process and technical information are developed to

also agree with norms.

bolsaplask

BOLSAPLAST, S.L. - CIF: B-08808390
Domicilio Fiscal: C/ BERNAT METGE, 110-112
Correspondencia: G/ BERNAT METGE, 112
08205 - SABADELL (Barcelona) SPAIN
Tel.: 3493711 7361 - Fax: 34 9371223 55

Jaume Pares Criville
31st March 2017

BOLSAPLAST, S.L. NIF: B-08808990 Pg.1/1
C. Bernat Metge, 110-112 08205 SABADELL (Barcelona)
Tel. 937 117 361 Fax 937 122 355
email: bolsaplast@bolsaplast.com - web: www.bolsaplast.com
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i Curhﬁcmb CE del L.Sistema di Garanzm della Qualita
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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

Ackermann Instrumente GmbH
Eisenbahnstrae 65 - 67
78604 Rietheim-Weilheim
Germany
for the scope
Devices for Endoscopy, Scopes, Cannulas,
Suction and Irrigation Systems, Shaver- Systems

(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex II, Section 5.

Valid from 2020-07-10
Valid until 2024-05-26
Registration no. D1458100002
Report no. P20-00999-178914
Stuttgart 2020-07-10

Head of Certification Body
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medical device certification

[T

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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