Certificare CE

Intertek

SISTEMUL DE ASIGURAREA TOTALA A CALITATII
Directiva 93/42/EEC privind dispozitivele medicale, Anexa Il cu excluderea (4)

Declaram prin prezenta cd o examinare a sistemului sub-mentionat de asigurarea
calitatii totale a fost realizata conform cerintelor legislatiei nationale britanice care ni
se aplica, transpunand Anexa II (cu exceptia sectiunii 4) din Directiva 93/42/EEC
privind dispozitivele medicale. Confirmdm ca sistemul de asigurarea calitdtii totale
este conform prevederilor relevante din directiva sus-mentionata si ca rezultatele
indreptatesc compania sa foloseasca marcajul CE 0473 pe produsele mentionate mai
jos.

SMITHS MEDICAL CZECH REPUBLICa.s.
Olomoucka 306, 753 01 Hranice, Republica Ceha

Dispozitive de imagisticd interventionala pentru obstetricd si ginecologie
Dispozitive de gestionare a oxigenului si umiditatii
Dispozitive pentru controlul durerii
Dispozitive si accesorii pentru monitorizarea invaziva a tensiunii pacientului
Dispozitive pentru traheostomie
Dispozitive pentru infuzie, de unica folosinta
Conform Listei de produse atagata

Numarul certificatului: 1201-09 A CE
Data primei certificari: 27.05.2014
Data efectiva a certificatului: 21.01.2016
Data expirarii certificatului: 26.05.2019

Prin emiterea acestui certificat, Intertek nu 11 asuma responsabilitate decat fata de client si numai in
conformitate cu contractul convenit pentru certificare. Valabilitatea acestui certificat depinde de
menfinerea de catre firma a sistemului in conformitate cu cerinfele Intertek pentru certificarea
sistemelor. Valabilitatea poate fi confirmata prin email la certificate.validation@intertek.com sau
prin scanarea codului din partea dreaptd cu un telefon mobil. Acest certificat este destinat utilizarii
exclusive de catre clientul AMTAC si este emis conform contractului incheiat intre AMTAC si
clientul sdu. Raspunderea si responsabilitatea AMTAC sunt limitate la termenii si conditiile
contractuale. AMTAC nu 1si asuma raspunderi decat catre client, conform contractului, pentru
pierderi, cheltuieli sau daune ocazionate de utilizarea acestui certificat. Numai clientul este autorizat
sd permita copierea sau distribuirea acestui certificat. Orice utilizare a numelui AMTAC sau a
oricarei dintre marcile sale pentru vanzare sau publicitatea materialelor, produselor sau serviciilor
testate trebuie aprobata in prealabil de catre AMTAC.

Certificatul ramane proprietatea Intertek, careia trebuie sa 11 fie returnat la cerere.

MATECIUC ALIN BOGDﬂ

TRADUCATOR AUTORIZAT
Nr. 2826
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LISTA DE PRODUSE PENTRU CERTIFICATUL 1201-09 A CE
SMITHS MEDICAL CZECH REPUBLICa.s.

Obstetrica si ginecologie: Dispozitive pentru pesare inelare
Directiva 93/42/EEC privind dispozitivele medicale (Clasa I1b)

Dispozitive pentru imagistica interventionala: Dispozitive si accesorii pentru linii HP
cardiotoracice si imagistica interventionala
Directiva 93/42/EEC privind dispozitivele medicale (Clasa Ila)

Dispozitive de gestionare a oxigenului si umiditatii: Termovent T
Directiva 93/42/EEC privind dispozitivele medicale (Clasa Ila)

Dispozitive pentru controlul durerii: Kituri epidurale, catetere si accesorii
Directiva 93/42/EEC privind dispozitivele medicale (Clasa IIb si I1a)

Dispozitive si accesorii pentru monitorizarea invaziva a tensiunii pacientului
Directiva 93/42/EEC privind dispozitivele medicale (Clasa IIb si I1a)

Dispozitive pentru traheostomie:
Directiva 93/42/EEC privind dispozitivele medicale (Clasa IIb si I1a)

e Tuburi pentru traheostomie (clasa 11b)
Tub traheostoma Soft-Seal albastru (6-10 mm)
Tub traheostoma Soft-Seal albastru cu apertura (6-10 mm)
Tub B/L Ultra Soft-Seal (6-10 mm) cu canula interna neteda
Tub drept Blue Line Ultra (6-10 mm) cu conector de 15 mm
Tub B/L Ultra Soft-Seal (6-10 mm) cu canula interna cu apertura
Tub drept Blue Line Ultra (6-10 mm) cu canula interna cu apertura
Tub drept traheostoma Blu cu canuld internd; valva pentru vorbire (7 mm)
Dispozitiv pentru aspiratie B/L Ultra (6-10 mm)
Tub B/L Ultra Soft-Seal pentru aspiratie (6, 7,5 mm) cu canula interna
Dispozitiv pentru aspiratie B/L Ultra (7-10 mm) cu canuld interna
Tub Uniperc Soft-Seal reglabil (7-10 mm)
Tub drept cu siste reglabil UniPerc (7-9 mm)
e Kituri Portex PDT (Clasa lla),
Kituri de dilatatie percutanatd fara forceps
Kituri de dilatatie percutanatd cu forceps
Ghid pentru kit traheostomie percutanata 100/544/000CZ
e Kituri UniPerc PDT (Clasa IIb)

TRADUCATOR AUTORIZAT
Nr. 2826
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Descrierea produsului Codul(urile)
produsului

Kit traheostomie pentru dilatatie percutanata UniPerc cu tub|100/597/070CZ

traheostoma reglabil UniPerc, tub Soft-Seal 7 mm

Kit traheostomie pentru dilatatie percutanata UniPerc cu tub|100/597/080CZ

traheostoma reglabil UniPerc, tub Soft-Seal 8,0mm

Kit traheostomie pentru dilatatie percutanata UniPerc cu tub|100/597/090CZ

traheostoma reglabil UniPerc, tub Soft-Seal 9,0mm

e Kit UniPerc PDT, ghid pentru inlocuire (Clasa I1a) 100/549/000CZ

e Kituri Blue Line Ultra / drepte (Clasa Ilb),
e Kituri pentru cricotirotomie (Clasa l1a)

Data primei certificari: 27.05.2014
Data efectiva a certificatului: 21.01.2016

TRADUCATOR AUTORIZAT

Nr. 2826

MATECIUC ALIN Boenﬂ
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LISTA DE PRODUSE PENTRU CERTIFICATUL 1201-09 A CE
SMITHS MEDICAL CZECH REPUBLICa.s.

Intertek

e (Canula interioara — Directiva 93/42/EEC pentru dispozitive medicale, Clasa I1b
Canula interioara Blue Line Ultra (dreaptd) 6-10 mm
Canula interioara Blue Line Ultra (cu aperturda) 6-10 mm
Canula interioara de Tnlocuire UniPerc (dreaptd) 7-9 mm

Dispozitive pentru infuzie, de unica folosinta
Directiva 93/42/EEC privind dispozitivele medicale (Clasa Ila)
e Valve antireflux,
e Capete / Conectori / Adaptoare,
e Seturi de prelungire cu filtre,
Filtre,
Seturi de administrare prin gravitatie
Seturi pentru injectii,
Seturi pentru prelungire multi-line,
Seturi pentru prelungire uni-line,
Valve

Produsele de mai sus au fost avizate conform proiectelor de certificare AMTAC:

G101864887 (G101890178 (G101785643 (101785610 G101847889 G101/22797
G101802716 G101802729 CN866 CN865 CN869 CN920 CN1119 G102177198

Data primei certificari: 27.05.14
Data efectiva a certificatului: 21.01.16

TRADUCATOR AUTORIZAT
Nr. 2826
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Certificate of Registration

Intertek

This is to certify that the quality management system of

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucké 306, 753 01 Hranice, Czech Republic

has been assessed and registered by AMTAC Certification Services Limited as conforming to
the requirements of:

EN ISO 13485:2012

The quality management system is applicable to:

The design, assembly, manufacture, packaging and supply of:

Obstetrics and Gynaecology Devices and Accessories,
Interventional Imaging Devices and Accessories,
Oxygen & Humidity Management Devices,

Pain Management Devices and Accessories,

Invasive Patient Pressure Monitoring Devices and Accessories,
Tracheostomy Devices,

Disposable Infusion Devices,

Suction Catheters Devices,

Intubation Systems Devices.

Certificate Number: 1201-04 B

Initial Certification Date: 10 January 2014
Certificate Effective Date: 22 May 2017
Certificate Expiry Date: 28 February 2019

v

UKAS

MANAGEMENT
SYSTEMS

™

Brian Johnson
AMTAC Certification Services Limited, Milton Keynes, UK
This certificate is the property of AMTAC Certification Services Ltd

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance
with the agreed upon Certification Agreement. This certificate’s validity is subject to the organization maintaining their system
in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. AMTAC Certification Services
Limited is owned by AMTAC Certification Services Holdings Limited, which is a wholly owned subsidiary of Intertek UK
Holdings Limited. AMTAC Certification Services Limited is an accredited body registered under UKAS with the identification
number of 061. In the issuance of this certificate, AMTAC assumes no liability to any party other than to the Client and then
only in accordance with the agreed Terms and Conditions.

The certificate remains the property of Intertek, to whom it must be returned upon request.

CT-ISO 9001:2008-UKAS-EN-LT-P-04.jan.12



Certificat de Inregistrare

Intertek

Se certifica prin prezenta ca sistemul de management al calitatii al

SMITHS MEDICAL CZECH REPUBLIC a.s.
Olomoucka 306, 753 01 Hranice, Republica Ceha

a fost evaluat si inregistrat de AMTAC Certification Services Limited ca fiind conform
cerintelor:

EN ISO 13485:2012

Sistemul de management al calitatii este aplicabil pentru:
Proiectarea, asamblarea, fabricarea, ambalarea si furnizarea de:

Dispozitive si Accesorii pentru Obstetrica si Ginecologie,
Dispozitive si Accesorii Interventie Imagistica
Dispozitive de Management al Oxigenului si Umiditatii,
Dispozitive si Accesorii de Management al Durerii,
Dispozitive si Accesorii Invazive de Monitorizare a Tensiunii Pacientului,
Dispozitive Traheotomie,
Dispozitive de Unica Folosinta pentru Injectii,
Dispozitive Catetere Aspirare,
Sisteme de Dispozitive de Intubare.

Certificat Numar: 1201-04 B

Data Initiala a Certificarii: 10 lanuarie, 2014
Data Efectiva a Certificatului: 22 Mai 2017

Data Expirarii Certificatului: 28 Februarie 2019

Brian Johnson
AMTAC Certification Services Limited, Milton Keynes, UK
Acest Certificat este proprietatea AMTAC Certification Services Ltd

n emiterea acestui certificat, Intertek nu-si asumé nicio raspundere fata de alté Parte in afara de Client, si aceasta, numai in conformitate
cu Acordul de Certificare agreat. Validitatea acestui certficat depinde de pastrarea de céire organizatie a sistemului in conformitate cu
cerintele Intertek pentru sistemele de certificare. Validitatea poate fi confirmata prin email la certficate validation@intertek com sau prin
scanarea codului din dreapta cu un. AMTAC Certification Services Limited este definuté de AMTAC Certification Services Holdings
Limited, care este o sucursala definuta integral de Intertek UK Holdings Limited. AMTAC Certification Services Limited este un organism
acreditat inregistrat la UKAS cu numarul de identificare 061. In emiterea acestui certificat, AMTAC nu-si asuma nicio responsabiltate fata de nicio parte, alta
decét Clientul, si aceasta numai in conformitate cu Termenii i Condilile agreate. Certficatul ramane proprietatea Intertek, careia  trebuie returnat la cerere.
CT-ISO 9001:2008-UKAS-EN-LT-P-04 jan. 12

Subsemnata MUSUROIA MIRELA, traducator autorizat de Ministerul Justitiei, certific exactitatea
acestei traducerii cu textul inscrisului original in limba engleza, ce a fost vizat de mine.
Traducator autorizat
Nr. 2769/2015




EC Certification

Intertek

EC DESIGN EXAMINATION CERTIFICATE
Directive 93/42/EEC for Medical Devices, Annex Il (4)

We hereby declare that a design examination has been carried out on the devices(s) listed hereafter following the
requirements of the UK national legislation to which the undersigned is subjected, transposing Annex Il Section 4 of the
Directive 93/42/EEC on medical devices. We certify that the design of the device(s) listed hereafter conforms with the
relevant provisions of Annex Il Section 4 of the aforementioned legislation, and the result entitles the organization to
use the CE 0473 marking on those products*.

SMITHS MEDICAL DEUTSCHLAND GmbH

Bretonischer Ring 3, D-85630 Grasbrunn, Germany

Central venous catheters:
- standard sets
- standard kits
- custom sets

*For CE marking the class Il devices covered by this certificate, an EC certificate according to Annex Il (3) is also required.

Certificate Number: 119-05 B DE

Initial Certification Date: 01 September 2006
Certificate Effective Date: 07 March 2017
Certificate Expiry Date: 06 March 2022

Barry A. Fitch
AMTAC Certification Services Limited, Milton Keynes, UK
This certificate is the property of AMTAC Certification Services Ltd

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification
Agreement. This certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity
may be confirmed via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone.

This Certificate is for the exclusive use of AMTAC's client and is provided pursuant to the agreement between AMTAC and its Client. AMTAC's responsibility and liability are limited to the terms and
conditions of the agreement. AMTAC assumes no liability to any party, other than to the Client in accordance with the agreement, for any loss, expense or damage occasioned by the use of this
Certificate. Only the Client is authorized to permit copying or distribution of this Certificate. Any use of the AMTAC name or one of its marks for the sale or advertisement of the tested material,
product or service must first be approved in writing by AMTAC.

The certificate remains the property of Intertek, to whom it must be returned upon request.

The certification is subject to the organization maintaining their system in compliance with the regulations stated in this certificate, allowing regular assessments and following the contracted
requirements of the Notified Body.
AMTAC Certification Services Limited is a Notified Body according to Directive 93/42/EEC for medical devices, with identification number 0473.


mailto:certificate.validation@intertek.com

Certificat CE

Intertek

CERTIFICAT DE EXAMINARE CE DE TIP
Directiva 93/42/CEE pentru Dispozitive Medicale, Anexa Il (4)

Declaram prin prezenta ca a fost efectuata o examinare a tipului dispozitivului(elor) specificate in continuare in
prezenta, conform cerintelor legislatiei nationale britanice la care este supusa subsemnata, cu transpunerea Anexei |l
Sectiunea 4 la Directiva 93/42/CEE privind dispozitivele medicale. Certificam ca tipul dispozitivului(elor) mentionate
in continuare Tn prezenta este in conformitate cu prevederile relevante ale Anexei Il Sectiunea 4 din legislatia
mentionata mai sus si, prin urmare, organizatia are dreptul de a utiliza marcajul CE 0473 pe produsele specificate
mai jos*.

SMITHS MEDICAL DEUTSCHLAND GmbH

Bretonischer Ring 3, D-85630 Grasbrunn, Germania

Catetere venoase centrale:
- seturi standard
- truse standard
- seturi la comanda

* Pentru a primi marcajul CE, dispozitivele din clasa Il acoperite de acest certificat necesita si un certificat CE conform Anexei Il (3).

Numar Certificat: Initial 119-05 B DE

Data certificarii: 01 Septembrie 2006
Data efectiva a certificarii: 07 Martie 2017
Data expirarii certificarii; 00 Martie 2022

Barry A. Fitch
AMTAC Certification Services Limited, Milton Keynes, UK
Acest certificat este proprietatea AMTAC Certification Services Ltd

Semnatura indescifrabila

La eliberarea acestui certificat, Intertek nu Tsi asumé responsabilitatea fata de oricare parte alta decét Clientul, si atunci doar in conformitate cu Acordul de Certificare

agreat. Valabilitatea acestui certificat este supusa mentinerii, de catre organizatie, a sistemului in conformitate cu cerintele Intertek pentru certificarea sistemelor. E
Valabilitatea acestuia poate fi confirmata la certificate.validation@intertek.com sau prin scanarea codului din dreapta cu un smartphone.
Acest Certificat este pentru uzul exclusiv al clientului AMTAC si este eliberat in urma acordului dintre AMTAC si Clientul acesteia. Responsabilitatea si obligatia AMTAC suntigh

sau promovare a materialului testat, produs sau servicii, va fi aprobat in prealabil Tn scris de catre AMTAC.

Acest certificat ramane proprietatea Intertek, careia ii va fi returnat la cerere.

Certificarea este supusa mentinerii, de catre organizatie, a sistemului acesteia in conformitate cu regulamentele specificate in acest certificat si permite evaluari regulate si in urma
cerintelor contractate ale Organismului Notificat.
AMTAC Certification Services Limited este Organsim Notificat conform Directivei 93/42/CEE pentru dispozitivele medicale, cu numar de identificare 0473.
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intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:
119-04C

Initial Certification Date:

. ] 08 June 2004
This is to certify that the management system of:
Date of Certification Decision:

SMITHS MEDICAL 25 June 2018

Issuing Date:

DEUTSCHLAND GmbH 25 June 2018

. . Valid Until:
Bretonischer Ring 3, D-85630 Grasbrunn, Germany

24 June 2021

See appendix for additional sites and additional site scopes

has been registered by Intertek as conforming to the requirements of:

EN I1SO 13485:2016

The management system is applicable to:

Design, manufacture, inspection, storage and distribution of

Pressure Monitoring, Infusion Disposables, Interventional

Imaging, Neurosurgery, Vascular Access. Calin Moldovean

.. . . . President, Business Assurance
The Servicing of active medical devices.

AMTAC Certification Services Limited, T/A Intertek;
Milton Keynes, UK

“This certificate is the property of AMTAC
Certification Services Ltd a wholly owned subsidiary
of Intertek Holdings Ltd”

Intertek Certification Limited is a OB
UKAS accredited body under rtﬁ
schedule of Accreditation No. 061 ‘%é

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the organisation maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at

certificate.validation @intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m
request.

CT-1SO13485_2012-UKAS-EN-A4-12.dec.17



CERTIFICAT DE INREGISTRARE

Se certifica prin prezenta ca sistemul de
management al:

SMITHS MEDICAL
DEUTSCHLAND GmbH

Bretonischer Ring 3, D-85630 Grasbrunn,
Germania

Pentru locatii si domenii suplimentare, vedeti anexa

a fost inregistrata de catre Intertek deoarece se
conformeaza cerintelor:

EN ISO
13485:2016

Sistemul de management este aplicabil pentru:

Proiectarea, fabricarea, inspectarea,
depozitarea si distribuirea Dispozitivelor de
Monitorizare a Tensiunii, a Dispozitivelor de
Injectare de Unica Folosinta, a Dispozitivelor
pentru Interventii, Imagistica, Neurochirurgie,

Acces Vascular.

Service-ul dispozitivelor medicale active.

Traducere din limba englezd

Ntertek

Total Quality. Assured.

Certificat Numar:
119-04C

Data Certificarii Initiale:
08 lunie 2004

Data Deciziei Certificarii:
25 lunie 2018

Data Emiterii:
25 lunie 2018

Valabil Pana la:
24 lunie 2021

Semndtura - indescifrabild
Calin Moldovean
Presedinte, Business Assurance

AMTAC Certification Services Limited, T/A Intertek;
Milton Keynes, UK

“Prezentul  Certificat este proprietatea AMTAC
Certification Services Ltd sucursala detinuta integral de
catre Intertek Holdings Ltd”

Intertek Certification Limited este organism acreditat UKAS
conform graficului de Acreditare nr. 061

* * * % * % * * %

* * % * %

Subsemnata MUSUROIA MIRELA, traducator autorizat de Ministerul Justitiei, certific exactitatea acestei traducerii cu textul

nscrisului original Tn limba engleza, ce a fost vizat de mine.
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Traducator autorizat
Nr. 2769/2015

in emiterea prezentului certificat, Intertek nu-si asuma nicio responsabilitate fatd de nicio parte, alta decat Clientul, si aceasta
numai in conformitate cu Acordul de Certificare. Validitatea prezentului certificat se supune pastrarii de catre organizatie a
sistemului de management in conformitate cu cerintele Intertek cu privire la certificarea sistemelor. Validitatea acestuia poate fi
confirmata prin email la certificate.validation@intertek.com sau prin scanarea codului din dreapta cu un smartphone. Certificatul
ramane proprietatea Intertek, careia fi trebuie returnat la cerere.
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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

No. CE 661325

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S M J/‘e-\.'.

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2017-06-28 Date: 2017-06-28 Expiry Date: 2022-06-27

..making excellence a habit’
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 661325

] T L 4

By Royal Charter

Certificate Scope:

The design, development and manufacture of sterile:

Breathing Systems, Drainage Devices, Feeding Devices, Filtration Devices for Breathing
Circuits, Infusion Disposables, Intubation Systems, Obstetrics and Gynaecology Sampling
Devices, Oxygen and Humidity Management Devices, Pressure Monitoring Accessories,
Resuscitation Devices, Suction Catheters, Tracheostomy Tubes, Vascular Access Devices

The design, development and manufacture of non-sterile:

Breathing Systems, Intubation Systems, Resuscitation Devices, Gynecologic Pessaries,
Tracheostomy Tubes, Oxygen and Humidity Management Devices

First Issued: 2017-06-28 Date: 2017-06-28 Expiry Date: 2022-06-27

..making excellence a habit’
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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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 Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Brightwake Limited Manufacture
Lowmoor Business Park

Kirkby-in-Ashfield

Nottinghamshire

NG17 71Z

United Kingdom

GaleMed Corporation Manufacture
No. 87, Li-Gong 2nd Road

Wu-Jia

YILAN 268

Taiwan

GE Medical Manufacture
Pollards Wood

Nightingales Lane

Chalfont Saint Giles

HP8 4SP

United Kingdom

..making excellence a habit’

Page 1 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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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 Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Koo Medical Equipment (Shanghai) Manufacture
Co., Ltd

100 Zhongde Road

Dakun Industrial Park
Songjiang, Shanghai 201614
China

Pentair Filtration Solutions Crucial Supplier
1350 Hammond Road

St. Paul

Minnesota

55110

USA

Quadrant EPP Belgium N.V. Manufacture
Industriepark Noord

Robert Tavernierlaan 2

Tielt

8700

Belgium

..making excellence a habit’

Page 2 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Smiths Healthcare Manufacturing Manufacture
SA de CV

Avenida Calidad No.4

Parque, Industrial Internacional
Tijuana

22425

Mexico

Smiths Healthcare Manufacturing Manufacture
SA de CV

Carretera Miguel Aleman Km 21.7

Parque Industrial Monterrey

Apodaca

Nuevo Leodn

66603

Mexico
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28
Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical ASD Inc. Manufacture
10 Bowman Dr.

Keene

New Hampshire

03431

USA

Smiths Medical ASD Inc. Manufacture
1265 Grey Fox Road

St Paul

Minnesota

55112

USA

Smiths Medical ASD Inc. Manufacture
201 West Queen St.,

Southington

Connecticut

06489

USA
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical ASD Inc. Manufacture
6250 Shier Rings Road

Dublin

Ohio

43016

USA

Smiths Medical ASD Inc. Distribution
9124 Polk Lane, Suite 101

Olive Branch

Mississippi

38654

USA

Smiths Medical Czech Republic a.s. Manufacture
Olomoucka 306
753 01 Hranice
Czech Republic
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical Gary Manufacture
5700 W 23rd Ave

Gary

Indiana

46406

USA

Smiths Medical International Ltd Manufacture
52 Grayshill Rd

Cumbernauld

Glasgow

G68 9HQ

United Kingdom

Smiths Medical International Distribution
Nijmegen

Bijsterhuizen 22-08

6604 LD Wijchen

The Netherlands
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Smiths Medical Italia Srl Packaging

Via della Stazione, 2

Latina Scalo

04100

Italy

Sterigenics Belgium ETO Sterilization

(Petit-Rechain) SA

Zoning Industriel de Petit-Rechain
Avenue Andre Ernst 21

B-4800 Verviers

Belgium

Sterigenics UK Limited ETO Sterilization
Cotes Park Estate

Somercotes

Alfreton

DE55 4NJ

United Kingdom
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Sterigenics US, LLC Gamma Sterilization
344 Bonnie Circle

Corona

California

92880

USA

Sterigenics, LLC Gamma Sterilization
1700 College Blvd.

West Memphis

Arkansas

72301

USA

Sterilization Services of ETO Sterilization
Tennessee, Inc

2396 Florida Street

Memphis

Tennessee 38109

USA
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

STERIS ISOMEDIX Services, Inc ETO Sterilization
7685 Saint Andrews Avenue

San Diego

California 92154

USA

UPG Manufacture
Avenida La Cuspide #1

Parque Industrial Tecnomex

Del. Playas de Tijuana

Tijuana

Baja California

22700

Mexico

Velcro USA Inc. Crucial Supplier
95 Sundial Avenue

Manchester

New Hampshire

03103-7206

USA
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Date Reference Action
Number

8603100 First issue. Transferred from another Notified Body.
8603169 Certificate renewal.

Current

..making excellence a habit’
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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