






























































































 

EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To: Smiths Medical ASD, Inc.
10 Bowman Drive
Keene
New Hampshire
03431
USA

First Issued: 2017-06-16 Date: 2017-06-16 Expiry Date: 2022-06-15

Page 1 of 9

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 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.

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 660825
Issued To: Smiths Medical ASD, Inc.

10 Bowman Drive
Keene
New Hampshire
03431
USA

In respect of:

Spinal and combined spinal/epidural needles including Correct Inject Spinal Needles

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

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

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2017-06-16 Date: 2017-06-16 Expiry Date: 2022-06-15
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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 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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Item Number: Description:
100/389/022  SPINAL MAXIPACK 22G
100/389/725CS CORRECTINJECT SPINAL MAXIPACK 25G PENCIL POINT
100/389/726CS CORRECTINJECT SPINAL MAXIPACK 26G PENCIL POINT
100/389/825 SPINAL MAXIPACK PENCIL POINT NEEDLE SIZE 25G
100/389/826 SPINAL MAXIPACK PENCIL POINT NEEDLE SIZE 26G
100/396/116 SPINAL/EPIDURAL SET LANCET SPINAL NEEDLE 26G/16G
100/396/318 SPINAL/EPIDURAL NEEDLE SET WITH LOCK 27G LANCET 18G TUOHY
100/396/716 SPINAL/EPIDURAL NEEDLE SET WITH LOCK 27G P/PNT 16G TUOHY
100/396/718 SPINAL/EPIDURAL NEEDLE SET WITH LOCK 27G P/PNT 18G TUOHY
100/396/816 SPINAL/EPIDURAL SET PENCIL POINT SPINAL NEEDLE 26G/16G
100/396/916 SPINAL/EPIDURAL NEEDLE SET WITH LOCK 26G P/PNT 16G TUOHY
100/491/116 SPINAL/EPIDURAL MINIPACK LANCET POINT NEEDLE 26G/16G
100/491/318 SPINAL/EPIDURAL MINIPACK WITH LOCK 27G LANCET 18G TUOHY
100/491/618 SPINAL/EPIDURAL MINIPACK PENCIL POINT NEEDLE 27G/18G
100/491/716 SPINAL/EPIDURAL MINIPACK WITH LOCK 27G P/PNT 16G TUOHY
100/491/718 SPINAL/EPIDURAL MINIPACK WITH LOCK 27G P/PNT 18G TUOHY
100/491/816 SPINAL/EPIDURAL MINIPACK PENCIL POINT NEEDLE 26G/16G
100/491/818 SPINAL/EPIDURAL MINIPACK PENCIL POINT NEEDLE 26G/18G
100/491/916 SPINAL/EPIDURAL MINIPACK WITH LOCK 26G P/PNT 16G TUOHY
100/492/815 25G PENCIL POINT SPINAL NEEDLE+ INTRODUCER, EXTRA LENGTH
100/492/816 26G EXTRA LENGTH SPINAL NEEDLEWITH 20G INTRODUCER NEEDLE
100/492/817 27G PENCIL POINT SPINAL NEEDLEWITH 20G INTRODUCER NEEDLE
100/492/715CS CORRECTINJECT SPINAL NEEDLE SET 25G EXTRA LENGTH PENCIL POINT
100/492/716CS CORRECTINJECT SPINAL NEEDLE SET 26G EXTRA LENGTH PENCIL POINT
100/492/717CS CORRECTINJECT SPINAL NEEDLE SET 27G EXTRA LENGTH PENCIL POINT
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Item Number: Description:
100/496/022 22G LANCET POINT SPINAL NEEDLESET
100/496/024 24G LANCET POINT SPINAL NEEDLESET
100/496/025 25G LANCET POINT SPINAL NEEDLESET
100/496/026 26G LANCET POINT SPINAL NEEDLESET
100/496/027 27G LANCET SPINAL NEEDLE SET
100/496/122 SPINAL NEEDLE SET 22G PENCIL POINT NEEDLE
100/496/124 24G SPINAL NEEDLE SET (PENCIL POINT)
100/496/125 SPINAL NEEDLE SET 25G PENCIL POINT NEEDLE
100/496/126 SPINAL NEEDLE SET 26G PENCIL POINT NEEDLE
100/496/127 27G PENCIL SPINAL NEEDLE SET
100/496/222CS CORRECTINJECT SPINAL NEEDLE SET 22G PENCIL POINT
100/496/224CS CORRECTINJECT SPINAL NEEDLE SET 24G PENCIL POINT
100/496/225CS CORRECTINJECT SPINAL NEEDLE SET 25G PENCIL POINT
100/496/226CS CORRECTINJECT SPINAL NEEDLE SET 26G PENCIL POINT
100/496/227CS CORRECTINJECT SPINAL NEEDLE SET 27G PENCIL POINT
100/497/125 SPINAL MIDI-TRAY 25G PENCIL POINT SPINAL NEEDLE
100/497/126 SPINAL MIDI-TRAY 26G PENCIL POINT SPINAL NEEDLE
100/497/225CS CORRECTINJECT SPINAL MIDI-TRAY 25G PENCIL POINT
100/497/226CS CORRECTINJECT SPINAL MIDI-TRAY 26G PENCIL POINT
100/497/227CS CORRECTINJECT SPINAL MIDI-TRAY 27G PENCIL POINT
921/025/0180 25G CUSTOM PACK
921/116/0121 CUSTOM RA TRAY
921/127/0198 16G/27G CSECURE CUSTOM KIT



 

EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To: Smiths Medical ASD, Inc.
10 Bowman Drive
Keene
New Hampshire
03431
USA

First Issued: 2017-06-16 Date: 2017-06-16 Expiry Date: 2022-06-15

Page 4 of 9

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 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.

 

Item Number: Description:
922/025/0163 25G SPINAL PACK,POOLE HOSPITAL 10/CA
922/025/0319 SET ANESTESIA ESPINAL PUNTA LAPIZ 25G
922/025/0564 25G SPINAL CUSTOM KIT
922/025/0604 25G SPINAL CUSTOM KIT
922/025/0665 25G SPINAL CUSTOM KIT
922/027/0285 27G SPINAL CUSTOM PACK
922/027/0319 27G SPINAL CUSTOM KIT
922/027/0415 27G SPINAL CUSTOM KIT
922/027/0593 27G SPINAL CUSTOM SET
922/116/0302 16G/26G COMBINED SPINAL EPI PK NORF/NORWICH HOSP
922/116/0412 16/26G CSE CUSTOM KIT
922/118/0412 18/26G CSE CUSTOM KIT
922/126/0382 16G/26G CSECURE CUSTOM
922/127/0272 16G/27G CSECURE CUSTOM KIT NORTHWICK PARK HOSPITAL
922/127/0323 6G/27G CSE CUSTOM KIT
922/127/0372 CSE CUSTOM PACK
922/127/0383 16G/27G CSE CUSTOM KIT
922/127/0441 16G/27G CSECURE CUSTOM KIT
922/127/0657 16/27G CUSTOM SET 10/BX
924/026/0123 SPINAL NEEDLE EXTRA LENGTH
924/027/0157 27G SPINAL N'DLE
928/118/0001 18G/27G CSECURE CUSTOM KIT
928/118/0008 18G/27G CUSTOM KIT + CSECURE
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Item Number: Description:
931/127/0065 18G/27G/CSECURE CUS KIT
932/025/0022 25G SPINAL PACK
932/025/0157 25G SPINAL CUSTOM KIT
932/025/0162 25G SPINAL CUST KIT
932/025/0163 25G SPINAL CUSTOM KIT
932/025/0464 25G SPINAL PACK
932/025/0519 25G SPINAL CUSTOM KIT
932/025/0519CS 25G SPINAL CUSTOM KIT
932/025/0547 25g SPINAL CUSTOM KIT
932/026/0516 26G SPINAL CUSTOM PACK
932/026/0546 26g SPINAL CUSTOM KIT
932/027/0388 27G SPINAL CUSTOM KIT
932/027/0458 27G SPINAL CUSTOM KIT
932/027/0498 27G SPINAL CUSTOM KIT
932/027/0612 27G CUSTOM KIT
932/027/0657 27G SPINAL HELSINGER MODEL
932/116/0104 16G/26G CSECURE
932/116/0517 16G/26G CSECURE CUSTOM KIT
932/126/0668 16G/26G CSECURE CUSTOM KIT
932/127/0100 18G/27G EPIDURAL/SPINAL
932/127/0479 18G/27G CSECURE CUSTOM PACK
932/127/0696 18G/27G CSECURE CUSTOM KIT
934/024/0006 24G SPINAL PACK
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Item Number: Description:
934/027/0000 27G SPINAL KIT
934/127/0001 16/27G CSECURE EPIDURAL KIT
936/025/0205 25G SPINL CUST PACK
936/027/0205 27G SPINL CUST PCK
936/118/0130 18G/27G EPIDUL/SNL CUST KIT W/SECURE
936/118/0132 18G/27G CSECURE CUSTOM KIT
937/025/0047 25G SPINAL SET
937/025/0102 25G SPINAL KIT SUS LUND/REGIONAL SKANE
937/027/0096 27G SPINAL CUSTOM KIT
937/027/0108 27G SPINAL KIT SUS LUND/REGIONAL SKANE
937/127/0040 18G/27G CSEcure CUSTOM KIT
937/127/0048 18G/27G CSE CUSTOM KIT
9EPD-102002 SPINAL SET 25G
9EPD-102003 SPINAL SET 27G
9EPD-122001 SPINAL SET 25G
9EPD-122001EVKH SPINAL SET 25G
9EPD-401002 SPINAL SET 25G
9EPD-502592 SPINAL SET 26G
9EPD-528002 SPINAL SET 25G
9EPD-590653 SPINAL SET 26G
9EPD-602001 SPINAL SET 25G
9EPD-740002 SPINAL SET 27G
9EPD-803604 CSE SET 16G/26G
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Item Number: Description:
9EPD-803605 CUSTOM SPINAL SET 26 G
9EPD-833001 SPINAL CUSTOM PACK
9EPD-849002 SPINAL SET, 22G
9EPD-877501 SPINAL SET 26G
A3562-24 LUMBAR PUNCTURE (EDD) W/O DRUGS
A3808-24 LUMBAR TRAY (EDD) W/O DRUGS
A4062-22 LUMBAR TRAY (EDD) W/O DRUGS
A4075-22 LUMBAR TRAY (EDD) W/O DRUGS
E619 22G 22G SPINAL MAXIPACK
E620 25G 25G SPINAL MAXIPACK
EPSPCC0001 27G SPINAL SET
G421 26G SPINAL MAXIPACK
G888 24G SPINAL MAXIPACK ATRAUMATIC
G972 27G SPINAL MAXIPACK
G973 25G SPINAL MAXIPACK
J651/61 25G SPINAL CUSTOM MAXIPACK
J653/61 18/27G CSE CUSTOM MAXIPACK
J654/61 18/25G CSE CUSTOM MAXIPACK
L741-61 25G WHITACRE SPINAL NEEDLE SINGLE PACKED
L746-61 22G SPINAL NEEDLE -QUINCKE SINGLE PACKED
M121 24G ATRAUMATIC SPINAL NEEDLE INTRODUCER
M122 25G WHITACRE SPINAL NEEDLE WITH INTRODUCER
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Item Number: Description:
M145 18/25G CSE NEEDLE SET WHITACRE
M146 18/25G CSE MINIPACK WHITACRE
M341 29G QUINCKE SPINAL NEEDLE WITH INTRODUCER
M729-61 27G WHITACRE SPINAL NEEDLE WITH INTRODUCER
MAX251 SPINAL MAXIPACK 25G
MAX261 SPINAL MAXIPACK 26G
MAX271 SPINAL MAXIPACK 27G
SPICC0001 SPINAL SET 27g
SPIFC00302 SPINAL SET 25G
SPIFC00902 SPINAL SET 25G
928/127/0016 18G/27G CUSTOM KIT SEQUENCIAL CSECURE C. HOSPITALAR 10/BX
EPICC0018 CSE PROCEDURESET - GENTOFTE
SPICC0017 SPINALSET SLL, 25G 10/BX
SPICC0012 Custom Spinal Sg ShotTray
922/025/0345 25G SPINAL CUSTOM KIT
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Date Reference
Number Action

Current 10166127 First issue. Transfer from another Notified Body and
certificate renewal.



Certificat CE -  Examinarea proiectului
Directiva 93/42/CEE cu privire la Dispozitivele Medicale, Anexa II, Sectiunea 4

By Royal Charter

Emis pentru:
Nr. C E  660825

Smith Medical ASD, Inc. 
10 Bowman Drive 
Keene
New Hampshire
03431
SUA

Cu privire la:
Ace spinale si combinate -  spinale/epidurale, incluzand ace spilale pentru injectie corecta.

BSI a examinat proiectul, conform cerintelor Directivei Consiliului 93/42/CEE, Anexa II, Sectiunea 4. Proiectul 
indeplineste cerintele directivei. Pentru plasarea pe piata a acestor produse este necesar un certificat aditional, prevazut 
de Anexa II sectiunea 4.

Pentru si in numele BSI, Organism de Notificare pentru Directiva de mai sus (Numar Organism de Notificare 0086):

Semnatura -  indescifrabila
Stewart Brain, Director Conformitate si Risc
Dispozitive Medicale

Prima emitere: 16-06-2017 Data: 16-06-2017 Data expirarii: 15-06-2022
.. making excellence a habit.”

Pagina 1 din 9

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate in conformitate cu cerintele Directivei asa dupa cum s-a demonstrat prin 
activitatile solicitate Organismului de Notificare. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele societatii numita pe 
acest certificat, daca nu s-a agreat in mod expres de catre BSI.
Acest certificat a fost emis electronic si este in legatura cu conditiile contractuale.

Informatii si Contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44 815 080 9000 BSI Assurance UK Limited, inregistrata in 
Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL, UK Membra a Grupului de Societati BSI.

I

.making excellence a habit



Certificat CE -  Examinarea proiectului

Informatii suplimentare pentru CE 660825

Emis pentru: Smiths Medical ASD, Inc. 
10 Bowman Drive 
Keene
New Hampshire 
03431

USA

Numarul articolului: Descriere:
100/389/022 MAXIPACHET SPINAL 22G

100/389/725CS MAXIPACHET SPINAL CORRECTINJECT 25G VARF CREION

100/389/726CS MAXIPACHET SPINAL CORRECTINJECT 26G VARF CREION
100/389/825 MAXIPACHET SPINAL VARF CREION DIMENSIUNE AC 25G

100/389/826 MAXIPACHET SPINAL VARF CREION DIMENSIUNE AC 26G

100/396/116 SET SPINAL/EPIDURAL LANTETA SPINALA AC 26G/16G
100/396/318 SET AC SPINAL/EPIDURAL CU AMBOU 27G LANTETA 18G TUOHY

100/396/716 SET AC SPINAL/EPIDURAL CU AMBOU 27G P/PNT 16G TUOHY
100/396/718 SET AC SPINAL/EPIDURAL CU AMBOU 27G P/PNT 18G TUOHY

100/396/816 SET SPINAL/EPIDURAL VARF CREION AC SPINAL 26G/16G
100/396/916 SET AC SPINAL/EPIDURAL CU AMBOU 26G P/PNT 16G TUOHY

100/491/116 MINIPACHET SPINAL/EPIDURAL AC CU VARF LANTETA 26G/16G

100/491/318 MINIPACHET SPINAL/EPIDURAL CU AMBOU 27G LANTETA 18G TUOHY
100/491/618 MINIPACHET SPINAL/EPIDURAL VARF CREION AC 27G/18G

100/491/716 MINIPACHET SPINAL/EPIDURAL CU AMBOU 27G P/PNT 16G TUOHY
100/491/718 MINIPACHET SPINAL/EPIDURAL CU AMBOU 27G P/PNT 18G TUOHY

100/491/816 MINIPACHET SPINAL/EPIDURAL VARF CREION AC 26G/16G

100/491/818 MINIPACHET SPINAL/EPIDURAL VARF CREION AC 26G/18G
100/491/916 MINIPACHET SPINAL/EPIDURAL CU AMBOU 26G P/PNT 16G TUOHY

100/492/815 25G AC SPINAL CU VARF CREION+ INTRODUCTOR, EXTRALUNG
100/492/816 26G AC SPINAL EXTRALUNG CU 20G AC INTRODUCTOR
100/492/817 27G AC SPINAL CU VARF CREION CU 20G AC INTRODUCTOR
100/492/715CS SET AC SPINAL CORRECTINJECT 25G EXTRALUNG VARF CREION

100/492/716CS SET AC SPINAL CORRECTINJECT 26G EXTRALUNG VARF CREION

100/492/717CS SET AC SPINAL CORRECTINJECT 27G EXTRALUNG VARF CREION

Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15

Pagina2 din 9

Valabilitatea acestui certificat este conditional de mentinerea sistemului de calitate in conformitate cu cerintele Directivei asa dupa cum s-a demonstrat prin 
activitatile solicitate Organismului de Notificare. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele societatii numita pe 
acest certificat, daca nu s-a agreat in mod expres de catre BSI.
Acest certificat a fost emis electronic si este in legatura cu conditiile contractuale.

Informatii si Contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44 815 080 9000 BSI Assurance UK Limited, inregistrata in
Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL, UK Membra a Grupului de Societati BSI.



bsi.
Certificat CE -  Examinarea proiectului

By Royal Charter

Informatii suplimentare pentru CE 660825

Emis pentru: Smiths Medical ASD, Inc. 

10 Bowman Drive 
Keene
New Hampshire
03431
USA

Numarul articolului: Descriere:
100/496/022 22G SET AC SPINAL CU VARF LANTETA

100/496/024 24G SET AC SPINAL CU VARF LANTETA
100/496/025 25G SET AC SPINAL CU VARF LANTETA

100/496/026 26G SET AC SPINAL CU VARF LANTETA
100/496/027 27G SET AC SPINAL CU VARF LANTETA
100/496/122 SET ACESPINAL 22G VARF CREION AC
100/496/124 24G SET ACESPINAL (VARF CREION)
100/496/125 SET ACESPINAL 25G VARF CREION AC

100/496/126 SET ACESPINAL 26G VARF CREION AC
100/496/127 27G SET AC SPINAL CU VARF CREION

100/496/222CS SET AC SPINAL CORRECTINJECT 22G VARF CREION

100/496/224CS SET AC SPINAL CORRECTINJECT 24G VARF CREION
100/496/225CS SET AC SPINAL CORRECTINJECT 25G VARF CREION

100/496/226CS SET AC SPINAL CORRECTINJECT 26G VARF CREION
100/496/227CS SET AC SPINAL CORRECTINJECT 27G VARF CREION

100/497/125 TRAIECT SPINAL MEDIU 25G AC SPINAL CU VARF CREION
100/497/126 TRAIECT SPINAL MEDIU 26G AC SPINAL CU VARF CREION

100/497/225CS TRAIECT SPINAL MEDIU CORRECTINJECT 25G VARF CREION

100/497/226CS TRAIECT SPINAL MEDIU CORRECTINJECT 26G VARF CREION
100/497/227CS TRAIECT SPINAL MEDIU CORRECTINJECT 27G VARF CREION

921/025/0180 25G PACHET PERSONALIZAT
921/116/0121 TRAIECT RA PERSONALIZAT

921/127/0198 16G/27G CSECURE SET PERSONALIZAT

Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15

...making excellence a habit!"

Pagina3 din 9

Valabilitatea acestui certificat este conditional de mentinerea sistemului de calitate in conformitate cu cerintele Directivei asa dupa cum s-a demonstrat prin 
activitatile solicitate Organismului de Notificare. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele societatii numita 
pe acest certificat, daca nu s-a agreat in mod expres de catre BSI.
Acest certificat a fost emis electronic si este in legatura cu conditiile contractuale.

Informatii si Contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44 815 080 9000 BSI Assurance UK Limited, inregistrata
in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL, UK Membra a Grupului de Societati BSI.
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By Royal Charter

Certificat CE -  Examinarea proiectului

Informatii suplimentare pentru CE 660825
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Numarul
articolului: Descriere:

922/025/0163
PACHET SPINAL,POOLE HOSPITAL 

25G 10/CA
922/025/0319 SET SPINAL ANESTEZIE PUNTA LAPIZ 25G
922/025/0564 25G SET SPINAL PERSONALIZAT
922/025/0604 25G SET SPINAL PERSONALIZAT
922/025/0665 25G SET SPINAL PERSONALIZAT
922/027/0285 27G PACHET SPINAL PERSONALIZAT
922/027/0319 27G SET SPINAL PERSONALIZAT
922/027/0415 27G SET SPINAL PERSONALIZAT
922/027/0593 27G SET SPINAL PERSONALIZAT

922/116/0302
16G/26G PACHET COMBINAT SPINAL/EPIDURALPK NORF/NORWICH 
HOSP

922/116/0412 16/26G CSE SET PERSONALIZAT
922/118/0412 18/26G CSE SET PERSONALIZAT
922/126/0382 16G/26G CSECURE PERSONALIZAT
922/127/0272 16G/27G CSECURE SET PERSONALIZAT NORTHWICK PARK HOSPITAL
922/127/0323 6G/27G CSE SET PERSONALIZAT
922/127/0372 CSE PACHET PERSONALIZAT
922/127/0383 16G/27G CSE SET PERSONALIZAT
922/127/0441 16G/27G CSECURE SET PERSONALIZAT
922/127/0657 16/27G SET PERSONALIZAT 10/CUTIE
924/026/0123 AC SPINAL EXTRALUNG
924/027/0157 27G SPINAL N'DLE
928/118/0001 18G/27G CSECURE SET PERSONALIZAT
928/118/0008 18G/27G SET PERSONALIZAT + CSECURE , ,,

rabitr
Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15
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Numarul articolului: Descriere:
931/127/0065 18G/27G/CSECURE SET PERSONALIZAT
932/025/0022 25G PACHET SPINAL
932/025/0157 25G SET SPINAL PERSONALIZAT
932/025/0162 25G SET SPINAL PERSONALIZAT
932/025/0163 25G SET SPINAL PERSONALIZAT
932/025/0464 25G PACHET SPINAL
932/025/0519 25G SET SPINAL PERSONALIZAT
932/025/0519CS 25G SET SPINAL PERSONALIZAT
932/025/0547 25g SET SPINAL PERSONALIZAT
932/026/0516 26G PACHET SPINAL PERSONALIZAT
932/026/0546 26g SET SPINAL PERSONALIZAT
932/027/0388 27G SET SPINAL PERSONALIZAT
932/027/0458 27G SET SPINAL PERSONALIZAT
932/027/0498 27G SET SPINAL PERSONALIZAT
932/027/0612 27G SET PERSONALIZAT
932/027/0657 27G SPINAL HELSINGER MODEL
932/116/0104 16G/26G CSECURE
932/116/0517 16G/26G CSECURE SET PERSONALIZAT

932/126/0668 16G/26G CSECURE SET PERSONALIZAT
932/127/0100 18G/27G EPIDURAL/SPINAL
932/127/0479 18G/27G CSECURE PACHET PERSONALIZAT

932/127/0696 18G/27G CSECURE SET PERSONALIZAT

934/024/0006 24G PACHET SPINAL
Data expirarii:

Prima emitere: 2017-06-16 Data: 2017-06-16 2022-06-15
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Pagina5 din 9
Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate in conformitate cu cerintele Directivei asa dupa cum s-a demonstrat prin 
activitatile solicitate Organismului de Notificare. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele societatii numita 
pe acest certificat, daca nu s-a agreat in mod expres de catre BSI.
Acest certificat a fost emis electronic si este in legatura cu conditiile contractuale.

Informatii si Contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44 815 080 9000 BSI Assurance UK Limited, inregistrata
in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL, UK Membra a Grupului de Societati BSI.



bsi.
Certificat CE -  Examinarea proiectului

By Royal Charter

Informatii suplimentare pentru CE 660825

Emis pentru: Smiths Medical ASD, Inc. 

10 Bowman Drive 
Keene
New Hampshire
03431
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Numarul articolului: Descriere:
934/027/0000 27G SET SPINAL
934/127/0001 16/27G CSECURE EPIDURAL KIT
936/025/0205 25G PACHET SPINAL PERSONALIZAT
936/027/0205 27G PACHET SPINAL PERSONALIZAT
936/118/0130 18G/27G SET EPIDURAL/SPINAL PERSONALIZAT CU PROTECTIE
936/118/0132 18G/27G CSECURE SET PERSONALIZAT

937/025/0047 25G SET SPINAL
937/025/0102 25G SET SPINAL SUS LUND/REGIONAL SKANE
937/027/0096 27G SET SPINAL PERSONALIZAT
937/027/0108 27G SET SPINAL SUS LUND/REGIONAL SKANE
937/127/0040 18G/27G CSEcure - SET PERSONALIZAT

937/127/0048 18G/27G CSE SET PERSONALIZAT
9EPD-102002 SET SPINAL 25G
9EPD-102003 SET SPINAL 27G
9EPD-122001 SET SPINAL 25G
9EPD-122001EVKH SET SPINAL 25G
9EPD-401002 SET SPINAL 25G
9EPD-502592 SET SPINAL 26G
9EPD-528002 SET SPINAL 25G
9EPD-590653 SET SPINAL 26G
9EPD-602001 SET SPINAL 25G
9EPD-740002 SET SPINAL 27G
9EPD-803604 CSE SET 16G/26G

Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15
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Numarul articolului: Descriere:
9EPD-803605 SETN SPINAL PERSONALIZAT 26 G
9EPD-833001 PACHET SPINAL PERSONALIZAT
9EPD-849002 SET SPINAL, 22G
9EPD-877501 SET SPINAL 26G
A3562-24 PUNCTIE LOMBARA (EDD) FARA MEDICAMENTE

A3808-24 TRAIECT LOMBAR (EDD) FARA MEDICAMENTE

A4062-22 TRAIECT LOMBAR (EDD) FARA MEDICAMENTE

A4075-22 TRAIECT LOMBAR (EDD) FARA MEDICAMENTE

E619 22G 22G MAXIPACHET SPINAL
E620 25G 25G MAXIPACHET SPINAL
EPSPCC0001 27G SET SPINAL
G421 26G MAXIPACHET SPINAL
G888 24G MAXIPACHET SPINAL ATRAUMATIC
G972 27G MAXIPACHET SPINAL
G973 25G MAXIPACHET SPINAL
J651/61 25G MAXIPACHET SPINAL PERSONALIZAT
J653/61 18/27G CSE MAXIPACHET PERSONALIZAT
J654/61 18/25G CSE MAXIPACHET PERSONALIZAT
L741-61 25G WHITACRE AC SPINAL AMBALAT INDIVIDUAL
L746-61 22G AC SPINAL -QUINCKE AMBALAT INDIVIDUAL
M121 24G ATRAUMATIC AC SPINAL INTRODUCTOR
M122 25G WHITACRE AC SPINAL CU INTRODUCTOR

Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15
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Numarul articolului: Descriere:
M145 18/25G CSE SET ACE WHITACRE
M146 18/25G CSE MINIPACHET WHITACRE
M341 29G QUINCKE AC SPINAL cu INTRODUCTORjH g t ^ S S ® ^ ^ ^ ^ '
M729-61 27G WHITACRE AC SPINAL cu INTRODUCTORl ^ i l f ' I f i S i i i S i S ^
MAX251 MAXIPACHET SPINAL 25G
MAX261 MAXIPACHET SPINAL 26G
MAX271 MAXIPACHET SPINAL 27G '
SPICC0001 s e t  s p in a l  27g :̂ # S r r “ V S B s i
SPIFC00302 SET SPINAL 25G ^ ‘
SPIFC00902 SET SPINAL 25G M  ,

928/127/0016
18G/27G SET PERSONALIZAT SECVENTIAL CSECURE C. HOSPITALAR
10/c u t ie  I K S

EPICC0018 CSE SET PROCEDURAL - GENTOFTE
SPICC0017 SET SPINAL SLL, 25G 10/CUTIE^^
SPICC0012 Traiect personalizat pentru injective, de unica folosinta
922/025/0345 25G SET SPINAL PERSONALIZAT

Prima emitere: 2017-06-16 Data: 2017-06-16 Data expirarii: 2022-06-15 .
...making exceflence a habit.
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Data
Numar de 
referinta Actiune

Curenta 10166127
Prima editie. Transfer de la alt organ de certificare si inoire 
certificat.

Subsemnata M USURO IA M IR ELA , 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

Data expirarii: 2022-06-15
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Certificate of Registration 

This is to certify that the quality management system of 
 

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: 

 

Brian Johnson 
AMTAC Certification Services Limited, Milton Keynes, UK 

This certificate is the property of AMTAC Certification Services Ltd 

Certificate Number: 
Initial Certification Date: 
Certificate Effective Date: 

Certificate Expiry Date: 

1201-04 B 
10 January 2014 
22 May 2017 

28 February 2019 
 
 
 

 

 

 

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. 
 

Olomoucká 306, 753 01 Hranice, Czech Republic 
 

SMITHS MEDICAL CZECH REPUBLIC a.s. 
 





 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

          
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Certificate of Registration 

This is to certify that the quality management system of 
 

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: 
     

 

Certificate Number: 
Initial Certification Date: 
Certificate Effective Date: 
Certificate Expiry Date: 

053-01 B 
20 October 2005 
23 July 2016 
22 July 2019  
 
 

 
 
 

Design of: 
Breathing Systems, Drainage Devices, Feeding Devices, 

Filtration Devices, Infusion Disposables, Intubation Systems, Obstetrics and Gynaecology 
Devices, Oxygen and Humidity Management Devices, Pressure Monitoring Devices, 

Respiratory Mechanics Devices, Resuscitation Devices, 
Suction Catheters, Tracheostomy Tubes, Vascular Access Devices, Cardio Thoracic 

Catheters and Drapes 
 

Additional Site: 
Human Resources and Training, Shipping, Demand Planning, Post Market Surveillance, 

Market Intelligence, E-Business, International Customer Services, Business Development, 
Registrations, Finance, Wallace Women’s Healthcare 

 

Boundary Road, Hythe, Kent, CT21 6JL, UK 
 

SMITHS MEDICAL INTERNATIONAL LIMITED 
 

Brian Johnson 
AMTAC Certification Services Limited, Milton Keynes, UK 

This certificate is the property of AMTAC Certification Services Ltd 
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