EC Cerlification

Intertek

PRODUCTION QUALITY ASSURANCE
Directive 93/42/EEC for Medical Devices, Annex V

We hereby declare that an examination of the under mentioned production quality assurance system - restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions - has been carried out following the
requirements of the UK national legislation to which the undersigned is subjected, transposing Annex V of the Directive
93/42/EEC on medical devices. We certify that the production quality system conforms with the relevant provisions of
the aforementioned legislation, and the result entitles the organization to use the CE 0473 marking on those products
listed below.

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucka 304, 753 01 Hranice, Czech Republic

Obstetrics and Gynaecology Devices: Embryo Replacement Catheters and accessories
Directive 93/42/EEC for Medical Devices Class Is

Pain management devices: Correct Inject Cap
Directive 93/42/EEC for Medical Devices Class Is

Interventional Imaging Accessories
Directive 93/42/EEC for Medical Devices Class Is

Certificate Number: 1201-01 CE
Initial Certification Date: 21 February 2014
Certificate Effective Date: 03 March 2015
Certificate Expirv Date: 20 February 2019

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.

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.



Certificare CE

Intertek

ASIGURAREA CALITATII PRODUCTIEI
Directiva 93/42/EEC privind dispozitivele medicale, Anexa V

Declaram prin prezenta cd o examinare a sistemului de asigurarea calitatii productiei
mentionate mai jos — limitatd la aspectele de productie aferente asigurarii si
mentinerii conditiilor sterile — a fost realizata conform cerintelor legislatiei nationale
britanice care ni se aplica, transpunand Anexa V din Directiva 93/42/EEC privind
dispozitivele medicale. Confirmam ca sistemul de calitate a productiei este conform
prevederilor relevante din legislatia sus-mentionata si cd 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 pentru obstetrica si ginecologie: Catetere si accesorii pentru inlocuirea
embrionului
Directiva 93/42/EEC privind dispozitivele medicale, Clasa Is
Dispozitive pentru controlul durerii: Cap pentru injectie corecta
Directiva 93/42/EEC privind dispozitivele medicale, Clasa Is
Accesorii pentru imagistica interventionald
Directiva 93/42/EEC privind dispozitivele medicale, Clasa Is

Numarul certificatului: 1201-01 CE

Data primei certificari: 02.2014
Data efectiva a certificatului: 03.03.2015
Data expirarii certificatului: 20.02.2019

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 1i fie returnat la cerere.

MATECIUC ALIN BOGDﬂ

TRADUCATOR AUTORIZAT
Nr. 2826

/&q#ew;




EC Certification

Intertek

FULL QUALITY ASSURANCE SYSTEM
Directive 93/42/EEC for Medical Devices, Annex Il excluding (4)

We hereby declare that an examination of the under mentioned full quality assurance system has been carried out
following the requirements of the UK national legislation to which the undersigned is subjected, transposing Annex Il
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify that the full quality
assurance system conforms with the relevant provisions of the aforementioned directive, and the result entitles the
organization to use the CE 0473 marking on those products listed below.

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucka 306, 753 01 Hranice, Czech Republic

Obstetrics and Gynaecology Devices
Ring Pessary Directive 93/42/EEC for Medical Devices Class Ilb

Cardio Thoracic
Interventional Imaging Devices Directive 93/42/EEC for Medical Devices Class lla

Oxygen & Humidity Management Devices
Thermovent T Directive 93/42/EEC for Medical Devices Class lla

Pain Management Devices
Epidural Kits, catheters and accessory Devices Directive 93/42/EEC for Medical Devices Class lla & lIb

Patient Pressure Monitoring, Invasive Pressure Monitoring Systems Directive
93/42/EEC for Medical Devices Class lla & 1lb

Portex Tracheostomy PDT Kits
Directive 93/42/EEC for Medical Devices Class lla

Non-active devices for anaesthesia, emergency and intensive care
Blue Line Ultra Tracheostomy Kits uncuffed Directive 93/42/EEC for Medical Devices Class IlIb
Tracheostomy tube inner cannula, Directive 93/42/EEC for medical devices Class lIb

Certificate Number: 1201-03 A CE
Initial Certification Date: 27 May 2014
Certificate Effective Date: 21 January 2015
Certificate Expiry Date: 26 May 2019

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.

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.



Certificare CE
Intertek

SISTEM INTEGRAL DE ASIGURARE A CALITATI
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa ll, excluzand (4)

Declaram prin prezenta faptul ca o examinare a sistemului integral de asigurare a calitati mentionat in acest
document a fost efectuata cu respectarea cerintelor legislatiei nationale din Regatul Unit, care guverneazi
functionarea societatii In cauza, si cu aplicarea Anexei |l (cu exceptia sectiunii 4) la Directiva 93/42/CEE privind
dispozitivele medicale. Certificam faptul ca sistemul integral de asigurare a calitdtii este in conformitate cu prevederile
relevante ale directivel mai sus mentionate, iar rezultatul confera societatii in cauza dreptul de a utiliza marcajul CE

0473 pe produsele enumerate mai jos.

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucka 306, 753 01 Hranice, Republica Ceha

Dispozitive pentru obstetrica si ginecologie
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lIb — pesare inelare

Utilizari cardiotoracice
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla — Dispozitive de imagistic interventional

Dispozitive pentru gestiunea oxigenului si a umiditatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla - Thermovent T

Dispozitive pentru gestiunea durerilor
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla si llb - kituri epidurale, catetere si dispozitive accesorii

Sisteme de monitorizare a tensiunii pacientului, de monitorizare invaziva a tensiunii
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla si llb

Kituri Portex PDT (drenaj postdural terapeutic) pentru traheostomie
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla

Dispozitive non-active pentru anestezie, terapie de urgenta si intensiva
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa Ilb — Kituri Blue Line Ultra fard manson pentru
traheostomie |
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa llb — canule interioare pentru tubul de traheostomie

Certificat Nr.: 1201-03 A CE
Data certificarii initiale: 27 mai 2014
Data efectiva a certificatului: 21 ianuarie 2015

Data de expirare a certificatului: 26 mai 2019

Semnatura: [indescifrabil]
Brian Johnson
AMTAC Certification Services Limited, Milton Keynes, UK
Prezentul cerlificat este proprietatea AMTAC Certification Services Ltd

[Cod de scanat — Intertek]

Prin emiterea acestui certificat, Intertek nu isi asuma raspunderea fata de altd parti, ci doar fata de Client, si in acel caz doar in conformitate cu Acordul
de Certificare convenit. Validitatea prezentului certificat depinde de mentinerea de citre societate a acestui sistem cu respectarea cerintelor referitoare
la certificarea sistemelor. Validitatea poate fi confirmata prin email la adresa certificate.validation@intertek.com sau prin scanarea codului din partea
dreapta folosind un telefon inteligent.

Prezentul Certificat este destinat utilizarii sale exclusive de catre clientul AMTAC si se emite in baza acordului Tncheiat intre AMTAC si Clientul
- acestela. Responsabilitatea gi raspunderea AMTAC sunt limitate la termenii si conditiile acordului. AMTAC nu fsi asuma raspunderea fata de alta partj,
ci doar fata de Client, in conformitate cu acordul, pentru orice pierdere, cheltuiald sau dauna ocazionati de utilizarea acestui Certificat. Clientul este
unica entitate autorizata sa permita copierea sau distributia acestui Certificat. Orice utilizare a denumirii AMTAC sau a uneia dintre marcile sale pentru
comercializarea sau publicitatea materialelor, produselor sau serviciilor testate trebuie s3 primeasc3 mai intai aprobarea scrisd a companiei AMTAC.

Acest certificat ramane proprietatea societatii Intertek si se va returna acesteia la cerere.

Certificarea face obiectul mentinerii de cétre societate a sistemului propriu in conformitate cu regulamentele prevazute in acest certificat, permitand
evaluari regulate si respectand cerintele contractate ale organismului de certificare notificat.

AMTAC Certification Services Limited este un organism de certificare notificat in baza Directive 93/42/CEE privind dispozitivele medicale, avand
numarul de identificare 0473.



Certificare CE
Intertek

SISTEM INTEGRAL DE ASIGURARE A CALITATII
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa I, excluzand (4)

Declaram prin prezenta faptul cd o examinare a sistemului integral de asigurare a calitdti mentionat in acest
document a fost efectuatda cu respectarea cerintelor legislatiei nationale din Regatul Unit, care guverneazi
functionarea societatii in cauza, si cu aplicarea Anexei Il (cu exceptia sectiunii 4) la Directiva 93/42/CEE privind
dispozitivele medicale. Certificam faptul ca sistemul integral de asigurare a calitétji este Tn conformitate cu prevederile
relevante ale directivei mai sus mentionate, iar rezultatul conferad societatii in cauza dreptul de a utiliza marcajul CE
0473 pe produsele enumerate mai jos.

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucka 306, 763 01 Hranice, Republica Ceh3

Dispozitive pentru obstetrica si ginecologie
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa Ilb — pesare inelare

Utilizari cardiotoracice
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla — Dispozitive de imagistica interventional

Dispozitive pentru gestiunea oxigenului si a umiditatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla - Thermovent T

Dispozitive pentru gestiunea durerilor
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla si lib - kituri epidurale, catetere si dispozitive accesorii

Sisteme de monitorizare a tensiunii pacientului, de monitorizare invaziva a tensiunii
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla si lib

Kituri Portex PDT (drenaj postdural terapeutic) pentru traheostomie
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lla

Dispozitive non-active pentru anestezie, terapie de urgenta si intensiva
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa lIb — Kituri Blue Line Ultra fard manson pentru
traheostomie
Directiva 93/42/CEE privind Dispozitivele Medicale, Clasa llb — canule interioare pentru tubul de traheostomie

Certificat Nr.: 1201-03 A CE
Data certificarii initiale: 27 mai 2014
Data efectiva a certificatului: 21 1anuarie 2015

Data de expirare a certificatului: 26 mai 2019

Semnatura: [indescifrabil]
Brian Johnson
AMTAC Certification Services Limited, Milton Keynes, UK
Prezentul certificat este propnetatea AMTAC Ceftification Services Ltd

[Cod de scanat — Intertek]

Prin emiterea acestui certificat, Intertek nu Tsi asuma raspunderea fata de alt3 parti, ci doar fata de Client, si in acel caz doar in conformitate cu Acordul
de Certificare convenit. Validitatea prezentului certificat depinde de mentinerea de citre societate a acestui sistem cu respectarea cerinfelor referitoare
la certificarea sistemelor. Validitatea poate fi confirmatad prin email la adresa certificate.validation@intertek.com sau prin scanarea codului din partea
dreapta folosind un telefon inteligent.

Prezentul Certificat este destinat utilizarii sale exclusive de catre clientul AMTAC $t se emite in baza acordului incheiat intre AMTAC si Clientul
- acesteia. Responsabilitatea §i raspunderea AMTAC sunt limitate la termenii si condifiile acordului. AMTAC nu isi asumi raspunderea fat3 de alt} parii,
ci doar fata de Client, in conformitate cu acordul, pentru orice pierdere, cheltuiald sau dauna ocazionati de utilizarea acestui Certificat. Clientul este
unica entitate autorizata sa permita copierea sau distributia acestui Certificat. Orice utilizare a denumirii AMTAC sau a uneia dintre marcile sale pentru

comercializarea sau publicitatea materiaielor, produselor sau serviciilor testate trebuie s3 primeasca mai intai aprobarea scrisd a companiei AMTAC.
Acest certificat raméane proprietatea societatii Intertek si se va returna acesteia la cerere.

Certificarea face obiectul mentinerii de catre societate a sistemului propriu in conformitate cu regulamentele prevazute in acest certificat, permitand
evaluari regulate si respectand cerintele contractate ale organismului de certificare notificat.

AMTAC Certification Services.Limited este un organism de certificare notificat in baza Directive 93/42/CEE privind dispozitivele medicale, avand
numarul de identificare 0473.



Subsemnatul SCARLATEANU GEORGE-RADU, traducator autorizat de

Ministerul Justitiei cu numarul 26160/2009 certific exactitatea traducerii cu textul
inscrisului in limba engleza care mi-a fost prezentat.

MINISTERUL JUSTI‘TIEI
SCARLATEANU GEORGE RADU
| NR. AUT. 26160/2009
| TRADUCATOR S! INTERPRET
|
e

AUTORIZAT
LIMBA ENGLEZA



EC Certification

Intertek

FULL QUALITY ASSURANCE SYSTEM
Directive 93/42/EEC for Medical Devices, Annex Il excluding (4)

We hereby declare that an examination of the under mentioned full quality assurance system has been carried out
following the requirements of the UK national legislation to which the undersigned is subjected, transposing Annex Il
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify that the full quality
assurance system conforms with the relevant provisions of the aforementioned directive, and the result entitles the
organization to use the CE 0473 marking on those products listed below.

SMITHS MEDICAL CZECH REPUBLIC a.s.

Olomoucka 306, 753 01 Hranice, Czech Republic

Obstetrics and Gynaecology
Interventional Imaging Devices
Oxygen & Humidity Management Devices
Pain Management Devices
Invasive Patient Pressure Monitoring devices and Accessories
Tracheostomy Devices
Disposable Infusion Devices

As per the attached Product Schedule

Certificate Number: 1201-09 A CE
Initial Certification Date: 27 May 2014
Certificate Effective Date: 21 January 2016
Certificate Expiry Date: 26 May 2019

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.

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

PRODUCT SCHEDULE FOR CERTIFICATE 1201-09 A CE
SMITHS MEDICAL CZECH REPUBLIC a.s.

Intertek

Obstetrics and Gynaecology: Ring Pessary devices
Directive 93/42/EEC for Medical Devices (Class lIb)

Interventional imaging Devices: Cardiothoracic HP lines & interventional imaging Devices and Accessories
Directive 93/42/EEC for Medical Devices (Class lla)

Oxygen & Humidity Management Devices: Thermovent T
Directive 93/42/EEC for Medical Devices (Class lla)

Pain Management Devices: Epidural Kits, Catheters and accessories
Directive 93/42/EEC for Medical Devices (Class llb & I1a)

Invasive Patient Pressure Monitoring devices and Accessories
Directive 93/42/EEC for Medical Devices (Class llb & lla)

Tracheostomy Devices:
Directive 93/42/EEC for Medical Devices (Class llb & I1a)
= Tracheostomy Tubes (Class lIb)
Blu Trachy Soft-Seal Cuff (6.0mm to 10.0mm)
Blu Trachy Soft-Seal Fenestrated (6.0mm to 10.0mm)
B/L Ultra Soft-Seal Cuff (6.0mm to 10.0mm) with smooth inner cannula
Blue Line Ultra Uncuffed (6.0mm to 10.0mm) with 15mm connector
B/L Ultra Soft-Seal Cuff (6.0mm to 10.0mm) with Fenestrated inner cannula
Blue Line Ultra Uncuffed (6.0mm to 10.0mm) with Fenestrated inner cannula
Blu Trachy Plain, Fenestrated, with Inner Cannula; Speak Valve (7.0mm)
B/L Ultra Suctionaid (6.0mm to 10.0mm)
B/L Ultra Suctionaid Soft-Seal Cuff (6mm, 7.5mm) with inner cannula
B/L Ultra Suctionaid (7mm to 10.0mm) with inner cannula
UniPerc Adjustable Flange Soft-Seal Cuff (7.0mm to 10.0mm)
UniPerc Adjustable Flange Uncuffed (7.0mm to 9.0mm)
= Portex PDT kits (Class lla),
Percutaneous Dilation Kits without Forceps
Percutaneous Dilation Kits with Forceps
Percutaneous Kit Guidewire 100/544/000CZ
= UniPerc PDT kits (Class llb)

Product Description Product Code(s)

UniPerc Percutaneous Dilation Tracheostomy Kit with
UniPerc Adjustable Flange Tracheostomy Tube, Soft- 100/597/070CZ
Seal Cuff - 7.0mm
UniPerc Percutaneous Dilation Tracheostomy Kit with
UniPerc Adjustable Flange Tracheostomy Tube, Soft- 100/597/080CZz
Seal Cuff - 8.0mm
UniPerc Percutaneous Dilation Tracheostomy Kit with
UniPerc Adjustable Flange Tracheostomy Tube, Soft- 100/597/090CZ

Seal Cuff - 9.0mm

= UniPerc PDT kit Replacement Guidewire (Class Ila) 100/549/000CZ
= Blue Line Ultra kits / Uncuffed (Class IIb),
= Cricothyrotomy Kits (Class lla)

Initial Certification Date: 27 May 2014
Certificate Effective Date: 21 January 2016

- Brian Johnson ~ Authorized Signatory

Page 1 of 2



PRODUCT SCHEDULE FOR CERTIFICATE 1201-09 A CE
SMITHS MEDICAL CZECH REPUBLIC a.s.

Intertek

e Inner Cannula - Directive 93/42/EEC for medical devices Class Ilb
Blue Line Ultra Inner cannula (plain) 6.0 mm to 10.0 mm
Blue Line Ultra Inner cannula (fenestrated) 6.0 mm to 10.0 mm
UniPerc Replacement Inner cannula (straight) 7.0 mm to 9.0 mm

Disposable Infusion Devices
Directive 93/42/EEC for Medical Devices (Class lla)
= Backcheck Valves,

Caps / Connectors / Adaptors,
Extension Sets w/Filters,
Filters,

Gravity Admin Sets,

Injection Sites,

Multi-Line Extension Sets,
Single-Line Extension Sets,
Stopcocks

The above products have been approved under the following AMTAC Certification projects:

G101864887 G101890178 G101785643 G101785610 G101847889 G101722797 G101802716 G101802729 CN866 CN865 CN869 CN920 CN1119

G102177198

Initial Certification Date: 27 May 2014
Certificate Effective Date: 21 January 2016

f ./% Brian Johnson ~ Authorized Signatory

Page 2 of 2



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

/&q#ew;




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.



mailto:certificate.validation@intertek.com

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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