EPIDURAL ANAESTHESIA

Epidural Anaesthesia

For the past 30 years PORTEX® has pioneerad Epidural
Systems. After being the first to produce epidural catheters
for Obstetric anaesthesia inthe early 1970s, PORTER® went
anto develop ‘single use’ devices in the early 1980s, quickly
establishing a strong reputation for innovation, quality and
reliability expected from a market leader. The PORTEX®
MINIPACK was the first 'single-use’ kit designed specifically
for epidural procedures and included the first plastic, low
friction Loss of Resistance Device, The success of this
epidural kit has led to the trade name "Minipack” being used
generically within the medical profession to describe a basic
single-use epidural pack.

Today PORTEX® continues to lead the field in epidural
anaesthesia with a broad range of epidural procedure kits
and components, including LOCKIT®, the unique catheter
fication device launched in 1999 in response to the well-
docurnented incidence of epidural catheter migration
during post-operative patient management.

Recognising that procedural techniques vary, PORTEX® has
pioneered a custom kitting service, allowing clinicians to
customise a procedure tray to suit individual needs.
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EPIDURAL ANAESTHESIA

Specification

Meadle Bauge Length Product Code
166G Paediatric S0mm |clzar hubl 100/ 295/018
156G Paediatric S0mmm lclear hubl 100/395/019
155 BOmm 100/ 395140
186 BOrmirm 100/395/180
17 B0mm lclear hubl L727161*
185 Blrmm |clzar hubl L2841 Specification
166 110mm Lelear hubl 100/ 3957540 Heedle Gauge Length Product Code
186 10 [elear hubl 100/395/580 146 Winged Wmrmy EE22*
Supplied sterile, individually packed in cartons of 10 *Supplied sterile, Individually packed in cartons of 20

* Supplied sterilz, individually packed in cartons of 20

Tuohy Needles All Metal Tuohy Needle
Designed to provide accurate and reliable access to the Alternative design of epidural needle featuring an all-metal
epidural space. hub and stylet.

e Optimised tip profile to maximise the all-important feel
during insertion.

= Internal stylets minimise tissue coring during insertion,

e Optional snap onwings allow maximum
flexibility in use.

¢ Depth of needle insertion is easily determined by clear
10rmm graduations.

¢ Extra length and paediatric sizes available. Sharp5 Safety Devices
Paint-Lok* 139

Supplied in packs of 10 100
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EPIDURAL ANAESTHESIA
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Specification

Tuohy Neadle Length Product Cade
Specification Gauge
Caparity Product Code 146 Bl mim 100/280/014
Epidural LORD 10ml 100/3%8/000 136 Edrmm 1oe/3s0/o18
Supplied sterile, individually packed in cartons of 10 Supplied starilz in packs of 10
Epidural "Loss of Resistance’ Device Epidural Single Shot Packs
The PORTEX® 'Loss of Resistance’ Device is a single-use, ‘Loss of Resistance’ Device and Tuohy needle set. Ideal for
low-Friction syringe specifically designed to facilitate use in chronic pain clinics for bolus injections into the
successful location of the epidural space. epidural space.

e [esigned with low and consistent frictional movernent of
the plunger to provide excellent sensitivity for epidural
space detection,

Contents: [Tuohy MNeedle - length 80mm, with attachable
wings, a 10ml plastic LORD and a 186 filter needle].

¢ Graduated barrelindicates degree of plunger
advancement,

s Suitable for use with both air and saline techniques with
standard Luer slip connection to epidural needles.
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EPIDURAL ANAESTHESIA
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Open End Catheter

s
Closed End Catheter - 3 Lateral Eves
"4
=
T —tl
Closed End Catheter - 3 Closer Eyes
|Pazdiztricl
Epidural Catheter
¢ Manufactured from a clear blend of Polyether block » Distal tip mark to aidvisual confirmation of complete
arnide for optimurn clarity, strength and kink resistance. catheter on rernoval.

e Available invarious gauges with a choice of distal tip eye * Paediatric catheters available in 186G or 196G with option
geometry. of closer, helically placed eyes for even distribution of
= Smooth tip forming to minimise trauma during insertion. drugs, reducing L|kel|h:::|:u?l ohmuti-comprrimental

spread of local anaesthetic*,
¢ Standard Tom catheter marking to facilitate accurate

S » Allcatheters are supplied with a Luer lock connector.
catheter positioning.

* Confirmed patency and consistent flow rates achieved

through 100% flow testing after manufacture. "OallierL-8:Bait GRA de apldurstcatheter

Closereyesfor safety?
Anaesthesia 1973:48; 803-804.
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Specification

EPIDURAL ANAESTHESIA

Clear For use with Length Catheter Catheter Catheter Mominal Diameter mm Product Code
Catheter Type naedle gauge IDLabel Guide Connector Internal External

165 Closad End 3 Byes 166G F15mm . . . 055 1.03 100/382/114
145G 3 Closer Byes 166 N Emm . - . 055 1.0 fo0/382/814

185 Closed End 3 Byes 168G F15mm - = . .45 na3 100/382/118

18G 3 Closar Byes 1EG #15mm - - . 045 0.3 100/382/8148

18GHD [Higher Stiffness) 186G N Emm . - . .45 .53 100/382/218

Closed End3 Byes

195G Paediatnc Open End 195G &50mm - . . 038 043 100/382/015%
Catheters gauged to suit the epidural needle throughwhich insertion is intended. Supplied in packs of 10
19G Open End 166G H5mm . . 0.55 1.01 GFRL/ 61

195G Closed End 3 Eves 166G F15mm * * 055 1.01 GFE61

20G 0pzn End 186 HSmmm * * 048 084 GRYEET

20G Closad End 3 Byes 186G N Emm - . 048 iR:13 GRPTIE

Actual catheter gauge. Supplied in packs of 10

Specification

Size Product Code
Tunnelling Devics -
A0mm & Handls 100/3ET/ 020
Tunriellirg Device -
350mm & Handls 100/3B7/035

Supplied sterile and packed individually.

Subcutaneous Tunnelling Device

With the wider application of epidural analgesia in the
management of long-term pain relief, the subcutaneous
implantation of epidural catheters offers significant
advantages to both clinician and patient,

The PORTEX® Subcutaneous Tunnelling Device is a quality,
single-use surgical instrument designed to aid the
subcutaneous placement of epidural catheters.

¢ The atraumatic tip prevents damage to the major blood
vessels.

+ The thin, smooth wall and large internal diameter allows
easy passage of the catheter,

www.smiths-medical.com

Manufactured from polished surgical quality stainless
steel, it can be gently curved to follow the desired
pathway through the tissues.

(Mfered in a choice of two lenaths - 200mim and 350mm
to suit individual techniques,

subcutaneous implantation reduces the risk of infection
inthe epidural space, provides security against catheter
displacement, particularly in mobile patients, and sites
the catheter connection conveniently for infusion of
prescribed drugs.

smtths
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EPIDURAL ANAESTHESIA

Specification

Catheter Gauge Product Code
166 100/359/014
18 1007399018

Supplied sterilz in packs of 20

»/
J

LOCKIT® Epidural Catheter Fixation Device

LOCKIT®is a unigque epidural catheter fixation device
designed to prevent unwanted catheter migration. LOCKIT®
ensures that pain control deliveredvia the epidural catheter
is not cormpromised, providing increased confidence and
peace of mind during post-operative pain management.

10

Transparent locking mechanism maintains catheter
patency and permits monitoring of catheter exit site.

Foam adhesive pad makes application easy and
rminimises patient discomfort.

Medical grade adhesive layer avoids skin irritation.

Easy-to-peel backing makes application straightforward,
even when wearing gloves,

Available for both 166G and 186G catheters.

www.smiths-medical.com



EPIDURAL ANAESTHESIA

Disc
%
e
Flat
Specification
Filter Membrana Maximum Filter Priming Product Code
Type PareSize Pressure kgfcm® Areacm® Volume ml
Flat 0.2 bydrophilic 2-way 0 &9 0.75 100/384/010
Disc 0. 2pm hydrophilic 2-way 5a =T 038 100/385/010
Flat 0.2pm 527 £3 07 G55&/L]

Supplied sterile, indrvidually packed in cartons of 10.

Epidural Filters, Disc & Flat, with Luer Lock connection

smiths Medical low volume bacterial filters are available s The 0.2pm hydrophilic-supported membrane allows
frormn PORTEX®, These filters may be used for the in-line two-way filtration and the ability to test aspirate.
filtration of low volume doses of aqueous solutions. These
are especially suitable for filtration of drug solutions during
injection into the epidural space in order to protect the
patient from the transmission ofinfection or other +  Flat profile for patient cornfort [flat filter only).
particulate matter,

Male and fernale Luer lock connections for maximum
security.

* Transparent to allow visual monitoring of filtration and
low priming volume.

*  Suitable for 96 hours period of use (flat filter only).

MN.B. We recommend use of these filkers with a syringe no
smaller than 10ml capacity to avoid undue pressure,

smtths
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EPIDURAL ANAESTHESIA

Epidural Minipacks System 1/2/3/4

A cost-effective and convenient procedure pack, containing all
the essential components needed to perform an epidural
procedure. Available in 4variants providing flexibility and choice.
All products are single-use and offered in space-saving packs.

Sharps Safety Devices

Suppliedin packs of 10= 100

www.smiths-medical.com



Specification Epidural Minipacks System 1

Tuohy
Meedle
Gauge

16
16
146
146
146
17&
17&
186
186G
18G HO [Higher Stiffness]
185
185
186
186
196G

Length

Elmm
Blmm
110mim
Elmm
Bl mm
Elmm
Elmm
Srnm
Blmm
Elmm
110mim
Elmim
Elmm
Bl mm
Elmm

With
Attachable

Wings

Specification Epidural Minipacks System 1 Paediatric

Tuoky Length
Meadle

Gauge

185G S0mm
19G B0mm

With

Attachable

Wings

specification Epidural Minipacks System |

Tuskhy Length
Neadle

Gauge

146G BOmm
18G BOrmim

With

Attachable

Wings

Clear Cathetar Plastic LORD
with Connactar Size
& Guida
Cpen End 10ml
Clased End 3 Eyes 10ml
Closed End 3 Eyes 10l
Closed End 3 Clossr Bres 10mlL
Closed End 3 Eyes Tl
Cpen End Trrik
Closed End 3 Eves Tl
Cpen End 10l
Closed End 3Eyes 10l
Closed End 3 Eyes 10ml
Closed End 3 Eyes 10ml
Closed End 3 Closer Bres 10l
Cpen End Tl
Closed End 3 Eyes Tl
[pen End 10ml

Clear Catheter Plastic LORD

with Cannector Size

& Guijde

losad End 10ml

3 Closer Byes

Opzn End 10ml

with LOCKIT® Fixation Device

Clear Catheter

with Connectar
& Guide

Clesed End 3 Byes
Closad End 3 Byes

Plastiz LORD
Size

1dml
10ml

EPIDURAL ANAESTHESIA

Cathetar
Identification
Label

Catheter
Identification
Label

Catheter
[dentification
Label

0.2pm
Epidural Filtar

Product Code

10073917014
100/371/114
10073917516
10073917818
M4TT*
GT4T*
Gyga*
10673917018
100731118
100/371/318
1007391518
10073917818
GTag*
G748*
100/371/190

Supplied inpacks of 10 *Supplied in packs of 20

0.2pm
Epidural Filter

0.2pm
Epidural Filter

Product Code

100/371/180

100/391,/019
Supplizdin packs ot 10

Product Cade

1007391714
1007391718
Suppliedin packs=f 10

smtths
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EPIDURAL ANAESTHESIA

Sharps Safety Devices
~ Description Product Code
14 Paint-Lok® 139

Supplied in packs of 10x 100

www.smiths-medical.com



EPIDURAL ANAESTHESIA

Epidural Minipacks System 2

Specification

Tuoky Length With Clear Catheter Catheter 0.2pm Epidural Product Code
Neadle Attachable with Connactar Identification Fitter

Gauge Wings & Guide Label

1455 Hmm . Clear Closed End 3 Byes - . 100/392/116*
176G Elmm - Clear Open End . E&22

176 Elmm - Clear Closed End 3 Eyes . FR&8

175G Zmm » Radio Opaque Closad End 3 Byes = F&&0

17G Hmm * Clear Clozed End 3 Eyes . M123

185 Hmm . Clear Closed End 3 Ey=s . - 100/392/118*
18G Zmm . Clear Closed End 3 Eyes . G746

18G Elmm - Clear Closed End 3 Eyes . FR&%

18G Emm . Clear Closed End 3 Eyas . M128

Supplied in packs of 20 *Supplied in packs of 10

Epidural Minipacks System 3

Specification

Clear Catheter with Connector & Guide Cathetar 0.2pm Epidural Product Coda
|dentification Labal Filter

145 Closed End 3 Byes . - 100/393/114

185 Closad End 3 Byes . . 100/3%3/118

Supplizd in packsof 10

Epidural Minipacks System 4

Specification

Tuohy Length With Attachable Clear Catheter with Catheter Product Code
Heedle Wings Connector & Guide |dentification Label

Gauge

1éiz Srmm . Clos=d End 3 Byes . 100/ 394114
186G Hmm . Closed End 3 Byes . 100/294/118

Supplizd in packsof 10

smtths -
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EPIDURAL ANAESTHESIA

Specification

Fatient Preparation
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185 L] L] " - ] - L " 1EE
186 - a & * * = ® ] 185G
186 . wr | =l [ B . 186
1';|'|3 - a & * * * = ® ] 1756
Single

Shot

. 10m 1 Plastic

* 10mlGlass LiL
* 10mlGlass LiL

. 10m 1 Flastic

* 10mlGlass LiL

2
3 & 'f
& &5 5':5
& ¥ F g
g 3 .é;? _j?
r\'lg n‘i‘? = t.-k Product Cade
Closad . . « 0073900118
End 3 Eyes
OpenEnd = E&ZZ
OpenEnd = G456
Closad . . « 0073905118
End 3 Eyes
OpenEnd = G745
Closad - 895
End 3 Byes
Closed - L794
End 3 Eyes
E&21

M asipacks supplied in packs of 10

Epidural Maxipacks

A convenient, single-use procedure pack offered in a logical
two-layer formatwith the upper tray containing a selechion
of patient preparation components and the lower tray
containing all the essential epidural procedure
components. Available in 146G, 176G and 186G,

16

Sharps Safety Devices
Product Code

Paint-Lak™

4139

Supplied in packs of 10x 100

www.smiths-medical.com



SPINAL ANAESTHESIA
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Spinal Anaesthesia
Complementing the epidural systems products, Smiths needles suppliedwith a matched introducer needle or in

Medical applies the same meticulous attention to detailand  convenient procedure trays,

quality tn:u.a range .::nfprem 5|Dn—en|g|n-eered spinal needles. Recognising that procedural techniques vary, the RaplD®
Included in the spinal needle range is the RaplD® brand of : .
A N Sy range of spinal needles are also available through the
n?e ; E o P E _ SELECT custom kitting service, allowing clinicians to
without compromising safety, the RaplD spinal needle : ; e
_ ] _ customise a spinal procedure tray to suit individual needs.
selection delivers the high performance demanded by

today's healthcare professionals. Spinal needles are Supporting the spinal needle range is the 28g Spinal Micro-
available in Lancet [Quinckel, Atraumatic and Pencil catheter System designed to facilitate effective regional
[Whitacre] tip designs, and offered as either individual anaesthesia through continuous intrathecal administration.

smitths =
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SPINAL ANAESTHESIA

RaplC™
RaplD*

RaplC™

RaplC™
RaplC™
RaplC™
RaplCr*
RaplC™
RaplO*

RaplD*
RaplCr*

—

Pencil Point Spinal Needle Sets

(Whitacre)
Specification
Needle
226 S0mm
G Smm
e mm
L
56 Hmm
256 Wmm
56 115mm
56 1Emm
BB Hmm
B 115mm
WG 11 5mm
278 Hmm
I
el 15mm
76 115mm

Itrodocer
Neadle
-

706

e

206

205

206

206

100/494/122
10074941124
LTaz*
M1z
100/496/125
L741e
Miz2"
10074937215
100/492/815
100/494/124
100/493/816
1007452/814
100/594/127
Mrag
100/492/817
1007453/817
Supplied in packs of 20
**Supplied in packs of 50
*Supplied in packs of 40

RaplID® Spinal Needle Sets and Midi-Trays
The RaplD® range of Spinal Meedles is available either as a
needle set arin a Midi-Tray format.

The Midi-Tray provides a systematic presentation of the key
components necessary for the administration of
single-shot Spinal Anaesthesia.

18

www.smiths-medical.com

+ Available in both Pencil and Lancet tip variants from 22G
through to 296 depending on patient and procedural
requirements. Extra length needles available in 256G, 246G

and 27G.

» Pencil tip needles incorporate precision-engineered tip
and eye geometry for atraumatic insertion and reduction
in Post Dural Puncture Headache [FDPH].

Sharps Satety Devices

Diescription
Paint-Lok*

Product Coda

4139

Supplied in packs of 10 100




SPINAL ANAESTHESIA

4

Lancet Point Spinal Needle Sets
[Quincke)

Specification

Spnal  Lewth  lducer  ProduciCode
Needle
RapiD® 220 0mm fee 1007434022
6 mm L7b*
RapiD® | Z4B. omm W 100/494/026
RapiD* i S A TS
®  Hom om0 Mitee
RaplD® 26 F0mm. pulS 100/496/026.
286, F0mm 06 M119
Rapip® 2160 Fmm e 100/494/027
756 Homm ' Lrdas
e S0mm ‘s M120*
26 90mm a6 341"
Suppliedin packs of 20
**Supplied in packs of 50
*Supplied in packs of 60
lw b
o ¥
¢ Size and positioning of the lateral eye minimises the ¢ Colour-coded stylets allow easy identification of
potential for transdural positioning’. This ensures needle size.
SEEqate dolyary lIeEhe BURGRRCIHAIC Hpica, ¢ Suppliedwith a matched introducer needle to ensure
s Clear hubs and excellent cerebrospinal fluid flashback accurate and safe needle placernent within the

performance provides rapid identification of correct subarachnoid space.
needle placerment.

smitths @
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SPINAL ANAESTHESIA
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Specification
w5 Wem 186 26 26 i sml : 100/497/122
=6 Mmm 206 256 28 3l & Sml. = 100/497/125.
' Wmm 206 56 gt} 3ml& 5l . 10074977126
e Smm 206 755 G Frnl & Sl . OFEFT2T

Suppliedin packsof 10

Midi-trays

Midi trays are available in pencil point format, containing a

spinal needle and introducer, supported by the key

components necessary for administration of the local

anaesthetic prior to needle insertion.

Filter kwill [Spm, priming volume of 0.3ml] removes

particulate matter when drawing up, maximising

patient safety.

Sharps Safety Devices
: Description Product Code.
20 Paint-Lok* i3y

Suppliedinpacks of 10x 100

www.smiths-medical.com



SPINAL ANAESTHESIA
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Spinal Maxipack, Pencil Point Needle
& Lancet Tip Needle

The spinal Maxipack provides all the essential components
required for spinal anaesthesiain a
single pack.

Fresented in a logical two-layer format, the upper tray
contains a selection of patient preparation components and
the lower tray contains the essential components to
perform the spinal block.

Available in 226 to 276 pencil tip or lancet tip format,
dependent on the patient and procedure requirements, high
performance and safety are assured.

smitths =
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SPINAL ANAESTHESIA

Specification
Spinal Microcatheter Kit
- PackContents Product Code.

236 Crawlord Spinal Needls 100/384/023
286 Styltted Microcatheter
Imiyringe
Micracatheter Fixation Devics
Luzr Lack Cannector
Spinal Catheter Label
0.2um Syrings Filter
Supplied inpacks of 2

The System Includes

* 236G Crawford Spinal Needle with optimised 30° angle of
bevel.

+ Meedle bevel heel and sides blunted to minimise risk of
potential catheter shearing.

= 280G Styletted Microcatheter,

¢ Graduated markings permit accurate catheter
positioning.

+ PTFE coated stylet aids easy withdrawal
from catheter.

¢ Correct catheter placement may be confirmed by
aspiration of CSF,

+ Supplied with catheter identification label to avoid
confusion with epidural catheters or other infusion lines.

¢ Supplied with Luer lock connector,
+ 1l syringe for accurate dose delivery,

¢ Compact 0.2pm syringe filter .

Single Facked Filter

0.2pm Syringe Filker 1007385/ 020
Supplied in packs of 10

Microcatheter System

The Spinal Microcatheter System for continuous spinal
anaesthesia is considered appropriate for a wide range of
surgical and pain management applications, providing a
rapid and controlled response. The technique permits
precise dose titration and allows minimal armounts of local
anaesthetic to be used, minimising the risk of systemic
toxic reactions.

Sharps Safety Devices
Description Product Code
Faint-Lak* 413%

Supplied inpacks of 10 100

www.smiths-medical.com



COMBINED SPINAL EPIDURAL SYSTEMS

S ﬁ
Eringing together thewell documented advantages of Recognising that procedural techniques vary, the C5E
epidural and spinal anaesthesia, the Smiths Medical range needle range is also available through the SELECT customn
of Combined Spinal Epidural products includes the unique kitting service, allowing the clinician to customise a CSE
CSEcure” locking needle system. procedure tray to suit their individual needs. In addition, the

C5E range offers a selection of traditional non-Locking
needle systems supplied as either matched needle sets or
in full procedure trays. Mow offered in the traditional
‘needle-through-needle’ ©5E range is a back-eye design of
Tuchy needle to facilitate spinal needle placement.

Launched in 1998, the C5Ecure®needle system provides a
safe and effective solution to needle control during the CSE
procedure, without compromising the all-important feel.
CSEcure® is available ina wide range of pack

options from individual sets of needles through ta full
procedure packs.

smitths =
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COMBINED SPINAL EPIDURAL SYSTEMS

Needle Sets

Specification
CSEcure® Meedle Sets

Tuchy  With Spinal  Spinal  C5Ecure™ Product Code
Needle Attachable Needle Needls Lock
Wings Type
45 26 Pencl = 100/396/916 ‘ o
145 . 275 Percil. = 100/396/716 —
186 . 275 Pencll = 100/396/718

[Meedlz Sets supplied in packs of 10

Specification

CSEcure® Minipacks

lcontains CSEcure® needle setwith lock, cathester |2 eves|and connector,
Filter 10.2pml, LORD, Fixation sponge, catheter 10 labell

Tuchy  With Spinal  Spinal  Product Code
Needle  Attachable Needle  MNeed

Wings Type
186 . 27 Lancet  100/491/318
146G . 24606 Pencil Tonfa91/Mé
146 . 27 Pencil  100/491/714
186 . 275 Pencil ~ 100/491/718

Partex C5E Minipacks suppliedin packs of 10

CSE Needle Systems

* Providing the rapid onset and reliability of a spinal block, » Rapid C5F flashback to confirm correct needle
allowing anaesthesia to be prolonged both intra and tip position.

post-operatively via an epidural catheter. » CS5Ecure’s® unique needle hub locking feature enables tip

* Designed for optimal performance, minimising drag relationships to be maintained after dural puncture,
of needle through needle and maximising feel of providing increased confidence of correct spinal needle
dural puncture., tip position during injection of the anaesthetic,

Sharps Saftety Devices
Description Product Code
24 Pairit-Laok® 4139

Suppliedin packs of 10x 100

www.smiths-medical.com



COMBINED SPINAL EPIDURAL SYSTEMS

Traditional (non-locking) Needle Sets

Specification
Traditional [non-locking] Needle Sets

Tuohy  With Spinal  Spinal Back  ProductCode
Meedle  Attachable Meedle Mezdle Eye
Wings Type

1865 256G Pencil . MiLE*

156G . 260G Lancat 100/3%6/116
145G . 240G Fencil T00/3948/816
165G * 271G Pencil 100/398/616
186 L 276 Fencil 100/394/618

Supplied in packs of 10
*Supplied in packs of 200

™~

™~
~

I"\.
Specification
Traditional [non-locking] CSE Minipacks
lcontains C5E needle set, catheter |2 evesl and connector,

W, /
Filter [0.2pml, LORD, Fixation spange, cathetzr |0 label] o
Tushy  With Spinal  Spinal  Product Cade - :
Needle Attachable Needle  Needle ‘v\\ N

Wings Type

R

18G 250G Pencil M14e®
150 . 246 Lancet 100/ 5917116
18G . 266G Lancet 100/ 491/ 118 - %’
1w . 26 Pencl 100491618 o o
146G . 2t Parnicil 100/691/816
186G . 260G Pancil 1007691818
Suppliedin packs of 10
*Supplizd in packs of 20 [back ey= needls, no catheter label, no firation spongsl
¢ Maximum of 15mm spinal needle tip protrusion from * Excellent drug distribution is achieved through three
Tuohy needle, hielically-located lateral eyes within the clear catheter,

rinimising the potential for the localised pooling of drug

# Inlocked position the spinal needle is free to rotate, _ - :
solutions within the epidural space.

enabling 360% freedom for drug dispersalin preferred
direction,

e Pencil point needles provide a satisfactory solution to the
problern of Post Dural Puncture Headache and
atraumatic entry into the subarachnoid space.

smtths =
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PLEXUS ANAESTHESIA

Plexus Anaesthesia

Supporting the growing interest in Plexus Anaesthesia for TRACER® [l automatically compensates for patient

Fain Management, Smiths Medical's Plexus Anaesthesia resistance and displays the actual current being delivered

Systems offer the Anaesthetist a more targeted approachto  atthe tip of the needle. Az well as current intensity, the

Fain Management. easy-to-read screen displays the maximum current range,
pulse frequency, the pulse width and current battery

The TRACER® Il nerve stimulator is a light-weight portable
systern, allowing easy confirmation of needle placement to
target nerves for procedures where a motor response can
be elicited. The small micro current delivered by the
TRACER® Il stimulates the larger & Alfa motor fibres before
the smaller & Delta or C fibres responsible for pain, thereby
achieving a motor response without eliciting pain.

life status.

smtths =
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PLEXUS ANAESTHESIA

TRACER® |1l
Ref Code NL3
Dimensions 297 [7.3emlx 55 [140zmlx 1.47 [dem]
Weight 9. 0z [275g]with % battery
Output Current 0.05-5.0mA + 1% lintoa load of 12 kOhms ar less|
Pulse Frequency Programmable | Hz/ZHz 2%
Pulsa Width 50, 100, 300, 500, 1000 microseconds +10%
Pulse Risetime Less than 5 microssconds open circuit
Power One O Alkaline Battery
Regulatory CE marked to MOD ECY3/42, UL 28011, CSAZ22

o401,

SoloStim™ Foot Cantral

Product Code NLP2
Dimensians 87 [20.3eml ¢ 3.79" [Fdeml x 275" 17.0cm
Weight 211bs [0.98kg]
TRACER® |1l Protective Caze
Product Code NLE3
TRACER® Ill Replacement Leadset
Product Code MLE3
TRACER® Ill Adaptor Lead
Product Code MLAZ

Plexus Anaesthesia

TRACER II1* also features:
« Volume control with audible tone changes.
* Audio open-circuit alarm.

+ Automatic shut-off after 20 minutes of non use to
preserve battery life.

* Two pulse frequency options 1Hz and ZHz.

* Five pulse width settings 0.03, 0.1, 0.3, 0.5, and
1.0 msec.

28

Linigue to Smiths Medical's Plexus Anaesthesia System is
the SOLOSTIM™ foot control. Used in conjunction with the
TRACER I1* Merve Stimulator, it allows hands-free
operation and control of the stimulating current, enabling
the clinician to use both hands for accurate needle
placemnent and nerve location.

# Twooperating ranges can be selected. 0.05-5.0 ma& and
L05-1.5maA,
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PLEXUS ANAESTHESIA

Single Shot Meedles

Meedle Neadla Product Code
Gauge Length

25 “25mm 25/025/P8
75 40mm 25/040/PE
Z 30mm 22/050/PE
m A0rmim L280/PE
il 100rmm 20/100/PE
n 120mm 20/120/PB
il 150mm 20/150/P8

Bevel: 30" BBlock

Insulation:=50 kOhms resistance

Hub: Transparent female Luer fitting

Lead Wire: 18° long with 1.5mm touch proof connector

: CONTINUOUS PROLOMNG™ Sets
Meedle  Meedlz  Product Code

Tuchy  Continuous
Gauge Length style Block
“ needls  Catheter

19 40mm 19/040/PL yes
" 19 S0mm  19/050/PL s
\ 19 100mm  19/100/PL yes
LY 17 150mm 181150/PL yes
18 mm WWGHPLT . =
\ 18 Siimm 1B/OBO/PLT o yes
12 100mm 18/100/PLT s ves
18 150mm  16/1S0/PLT = yes

. ] _ Isupplied with 21G catheter)

N Bewvel:
\ 30" B Black for 19 gauge

tuchy tip for 18 gauge

Insulation:=-50 kOhms resistance

Hub: Transparent female Lusr fitting

Lead Wire: 187 long with 1.5mm touch proof connector
Catheter: 215 closed end 3 lateral eyes Radio opague

A fullrange of insulated needles and catheter sets support
the TRACER II* and SOLOSTIM™ Systern. Ranging from
short needles suitable for upper extremity blocks, the
needles incorporate an advanced Hydro-Slick teflon coating
which is laser-stripped at the tip to ensure a high degree of
insulation and accuracy.

smitths =
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EPIDURAL AND INTRA-SPINAL PORTS

Epidural and Intra-Spinal Ports
& Access Systems

Recognising the need for effective Chronic Pain Smiths Medical also provides a comprehensive
Management, the PORT-A-CATH® brand of implantable range of Vascular Access Parts for Intravenous and
Epidural and Intra-spinal Ports from Smiths Medical, Intra-arterial Therapizs. Please see our Vascular
provide an effective and reliable means of administering Access Catalogue for more details.

Fain Management Therapies over extended periods of time.
Setting standards in excellence and innovation, the Deltec
PORT-A-CATH® brand of Epidural and Intra-spinal Ports
offer unsurpassed performance and reliability.

smtths =
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EPIDURAL AND INTRA-SPINAL PORTS

Distinct rounded
septum ring designed
to assist in septum
locatian.

Titaniurm inside-
designed for Long-
term durability.

High compression SECUR
SITE® septum designed for
needle retention and stability.

Contoured shape designed for

patient comfort and ease of
portal palpation. /
Gouge-resistant
- titanium reservoir

floor,

Bevelled suture holes designed
for ease of suturing. \

Falysulfone outside-
lightweight for patient comfort.

Specification

- Catheter material 0D {mm| 1D fmm| Length [cm} Praduct Code
Epidural Fort Polyursthane 12 05 9 - 21-1501-24
Openendsd
Spinal Port Polyursthane 0s a5 Ell 21-1500-24
d
ﬂ[ﬂ'r‘sufqenhﬁl.t

Manufactured from a lightweight polysulfone body
incorporating a gouge-resistant titanium base,
FORT-A-CATH® Il is designed for Long-term durability and
patient comfort. The compressed silicone septumn provides
secure needle retention when accessing the port, allowing
up to 2000 needle punctures, All ports are supplied with a
polyurethane catheter in a full procedure tray.

32
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EPIDURAL AND INTRA-SPINAL PORTS

Gripper® Needles

5&: £
Specification
Gauge Length Productcode  Product code
{mmi with Y-site without Y-site

216 19 21-2939-24 21-2733-24
26 25 21-2940-2% 21271424
6 2 21-2941-26 21-2715-24
WE 19 21-2947-24 20273424
ME 25 21-2948-2% 20-2717-24
- AG 3z 21-2949-26 Z1-ET8-24
196 19 21-2955-24 21-2735-24
{ 196 25 21-2956-2 21-2720-2%
196 2 21-2957-24 2-2721-24
06 14 21-274b-2 21-2736-24

BiE] 18 2]-2738-24 21-2737-24
Supplied in packsof 12

Gripper® Plus Safety Needles

Specification

3 B Length ~ Productcode  Product code
== Imml “with Y-site without Y-site
196 17 212068 2276
196 257 21-286% 21-278k.
@ 195 3z 21-2870 Y-S
f 206 18 21-2864 2-2789
MU e 17 212885 21271
;G =2 212846 212762
e} 3z 21-2857 21-2783
St 14 21-2840 11T
n6 13 21-2881 212766
it 25 212882 212760
' 6 32 212843 212781
Supplied inpacks of 12
Supporting the Epidural and Intra-spinal Ports is the All GRIPPER" and GRIPPER™ PLUS access needles have

GRIPPER™ and GRIPPER™ FLUS range of non-coring Huber  integrated extension lines featuring needle-less Y-site
needles for accessing ports. The removable contoured grip access, and secure Luer lock connectors allowing

provides confident needle placernent, while the low profile connection to an appropriate infusion pump if required.
design eliminates the need for bulky dressings. When in

Awid iety of dlengthst dat
situ, the cushioned needle platform stabilises the needle bt et e e il ok

t ts.
and increases patient comfort. The new GRIPPER® PLUS e
needle offers access to the portin one easy and safe # Colour-coded C-clamp for ease of needle gauge
motion. Featuring an effective needle stick protection identification.

system, GRIPPER™ PLUS provides improved clinical safety

: With over 400,000 implantations during the last 10years the
when removing the needle from the port.

Smiths Medical range of ports and needles gives you and
your patients the confidence and security you deserve.

smtths =
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SELECT CUSTOM KITS

Select Custom Kit Service

Smiths Medical recognises that health professionals are as
individual as their patients. The Select Custom Kitting
service allows clinicians the opportunity to customise their
own kits to suit their personal component preferences and
operational needs. The service offers the following benefits
to both users and purchasers:

+  With a sirnple ordering systern, custorn kits ensure you

receive exactly the right components for each individual,

with no extras to assemble and nothing wasted.

Considerable time-saving gained from set-up to
procedural application as all the iterns are present
in one package.

Risk of infection is reduced as allitems are only
handled ance.

Stockholding is reduced as packs can be held by your
local distributor according to forecast and dermand.

smtths =
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SELECT CUSTOM KITS

The Select Custom Kit process

Itis quick and easy to create and produce any kit to suityour 4 our Custormn Kit Unit produces initial stock.
exact requirements.
5 Usage forecast agreed and 2-3 months stock produced to
1 Select kit components with our Product Specialist. be held by distributor,

2 Dur Custom Kit Unit prepares samplels] for approvalin2 Standing order placed by hospital with distributor with
days. extra supplies available for call-off at all times.

3 samplelsl approved and order placed.

36
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Pumps
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OMNIFUSE® PCA

Designedwith safety in mind, OMNIFLISE® PCA breaks new
ground in syringe pump design. Specifically developed for
Patient Controlled Analgesia [PCA], DMMNIFUSE® PCA meets

the needs of today's dermanding Fain Management Therapies,

The intuitive point and select userinterface, combined with
awide range of features which can be enabled or disabled,
provides a high degree of operational flexibility and the
desired balance between simplicity and sophistication,



Specification

» Supplied with Drug Protocol Software as standard tohelp  «  Electronic Patient Handset illuminates when a

minimise Medication Errors during programming. bolus is availahle,
» Large display screen canillustrate the current infusion s The ASLEEF function allows the pump to be
profile in a graphical format. programmed and left in a dormant state awaiting use.

* Infusion history which can be viewed over 1 hour periods.  Confidence and safetywhen connecting the patient to
OMMNIFLISE® PCA can be achieved using the FLO-SAFER™
range of extension sets designed to suit every individual
patient requirement.

» Displays showing graphical representations of patient
profiles when pain, nausea and sedation parameters are
entered into the pump.

smtths &



FLO-SAFER™ Extension Set System

s Include line clamps with an option of an integral

» Wastage and consequent drug expenditure reduced by
Anti-Syphon Valve,

low volume sets that incorporate narrow-bare tubing,
« Availablewith a fluid path of PVC or PE medical FeHOCmG prmErNeiIme ok,

grade plastics. » Integral Roberts Clamp giving the confidence of a safer

+ Yellow extension sets that are colour-coded to and convenient vethod of flowenntml,

conform with the internationally recognised colour
for epidural use.

40
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Specification
FWC Extension Sets & R Clamp

Sets supplied in packs of 50

Specification
FVC Extension Sets & ASV & R Clamp

Sets supplied in packs of 50

Specification
PE Lined Extension Sets & ASV & R Clamp

Sets supplied in packs of 50

Specification
PE Lined Extension Sets [narrowbore 0.5mm] + ASV + R Clamp

Sets supplied in packs of 50

Specification
Yellow Epidural PU Extension Sets + ASV + R Clamp

Sets supplied in packs af 50

Specification
Yellow Epidural PU Extension Sets + 5 Clip

Sets supplied in packs of 50

Specification
150cm PYC Extension Sets + Y Set + AV +

Mon-Return Yalve and Loop

Sets suppliedin packs of 50

Specification
150cm PYC Extension Sets + Pressure Sensing Disc

Setz suppliedin packs of 50
ASY - Anti-Syphon Valve

PYC - Potvinylchloride
PE - Palyethylene

PU - Palyurethane
R Clamp- Roberts Clamp
S Clip- Slip Clip

smtths @&
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CADD-Legacy” PCA
CADD Legacy® PCA s safe, reliable and durable,

Specifically dedicated to FCA applications, the CADD
Legacy™ PCA pump is particularly suited for Pain
Managerment Therapiesvia the intravenous, intra-arterial,
subcutaneous, intraperitoneal, epidural and intrathecal
routes.

CADD Legacy® PCA is capable of continuous, demand dose
and clinician bolus infusions that can be used
independently or in cormbination with each other,

42

s Enhanced keypad and message display screen, providing
easy-to-read information for programming adjustments
and troubleshooting.

s Built-in safety features allowing you and your patient to
be alerted to any undesirable events in the pump’'s
operation.

o Ajr-in-line detector indicating the presence of air
administration set tubing and the upstream and
downstream occlusion sensors detecting any
interruptions of fluid delivery.
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Specification
Product Code
Delvery Modes
Indications

Delivery routes

21-6300-51

Continuous, Demand Dose,
Clinician Bolus Imodes can be

uzad independently ar incombination).

Pain management infusicn
therapizs.

Intravenous, Intra-arterial,
Subcutanecus, Intraperitonzal,
Epidural, Intrathecal.

Programming

Programming Units mil,mg,mcg

Reservoir Volume 1 ml-%392mlor not in use

Drug Comcentration 0.1-100mg!ml, 1-500 meg'ml

Continuwous Rate 0 -50mlhr, 0-5,000 mg/hr, 0 -
25,000 meg/hr®

Dose Volume Demand dose - 0= 9.9ml, 0- 970
mg, 4,550mcg, Clinical Bolus - 0-
#0rl, 0 2,000mg, 0-10,000mcg*

Demand Dose Lockout Smin- 24 hr

Demand Doses/hour 102

Reporting

Reservoir Volumea 0-999%ml* [ml only)

Drug Concentration

Given [volume delivered) - 955999 25ml

Doses Given 0-9%%

Doses Attempted 0-97%

s The capacity to store the last 500 events in its memory. « CADD Legacy® offers a high degree of strength and
This information can be downloaded either directly or durability, making itthe ideal choice for ambulatory
remotely [using a modem) to a PC or a printer using the patients with an active lifestyle.

CADD Diplomat® PC Cormmunications System.

* Filled medication cassettes or pole-mounted fluid bags,
allowing the clinician flexibility to choose medication
delivery option that best suits Pain Management needs.

» Optional security shells safeguard against undesired
tarmpering with the pump during use.

smtths
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Simply Safer, The CADD-Prizm® PCS Il Pain Management Pump

The CADD-Prizm® PCS Il pump uses 20years of proven The effectiveness of delivery reaches a higher levelwhen
ambulatory infusion system experience to provide an combined with Medication Delivery Management Software
easy- to-use pump that optimises safety, security and that reduces the risk of medication errors via electronic
pain control, whilst offering the pump information and programming of the pump with standardised protocols.

patient reports that your Acute Pain Teamn needs for

: : -
offectie Pain-Management ¢ When combinedwith the CADD-Frizm® PCS Il pump, the

software will help reduce programming errors, save time
Each component in the CADD Acute Pain Management and provide consistent, high quality Fain Management.
Systemn complements and supports the safe and reliable
delivery of pain medication. Use of the pumps across
multiple patient areas increases clinician familiarity,
whether used for an ambulatory, pole-mounted,

post- operative, epidural or IV infusion. ¢ Helps reduce the risk of medication errors.

¢ Electronic protocol programming, archived pump
and patient data and printable documentation
whenever required.

* You can quickly select and accurately program pain

44
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Weight 548 g (20 ez ] including 9-volt battzry and
ermpty 100 ml Medication Cassette
reservoir, excluding ether accessorizs.

Powaer Sources F-volt alkaline orlithium battery such as
DURACELL® Alkaline MN 1604 or

™ ULTRALIFE® Lithium L9YL; AT adapter.

Upstream Declusion Sensor Fluid is not flowing from the resspeir to
the pump.

Pump Alarms Pump has many netifications and
wisual’audible alarms, including
low'deplated power status, low/depleted
reservoirvolume, cassetts
detached/atiached, high pressure, and
athers related to spacific pump
conditions. Refer ta the Operatars Manual
far listing of purmp alarms.

Bolus Yolume at _ 0.050 ml resslution sstsd reservoirs:

Occlusion Alarm Pressure < 0.25 mil

System Delivery Accuracy  £4% |neminal]

High Pressure Alarm 18+ % psi

Air Detector Alarm Single bubble greater than 0.100 ml.

FCA Delivery Mode Specifications

CADD-Prizm* PC5 |l ambulatory
infusion pump Model 5101
CADD-Prizm® PCS Il ambulatory
infusion pump Model 101 with
yellow keypad

General Pump Specifications®

Resolution 0050 ml per purnp stroke

Size fhemx 104 emy 141 em 1.7 in x40
in. % 5.61n. excluding cassettz or other
accessories;

Product Code
Fump, carrying case, 507100 ml pump pauch, pump key, 21-8951-51
remate doss cord, 9volt battery, Opsrators Manual.
Fump, carrving case, 507100 mlpump pouch, pump key. 21-8¥41-51

remats doss cord, F-volt battery, Opsrators Manual.

protocols into the CADD-Prizm® PCS Il pumps, reducing ¢ The tamper-resistant housing of the medication cassette
the risk of manual prograrmming errors and saving reservoir provides security and durability, while reducing

programming time,

the risk of contamination associated with bag spikes.

* lsewireless technaology to download toa PDA device, e Anoptional accessory, the secure and sturdy Lock Box,
infusion history from the CADD-Prizm® PCS || pump and ensures that the pump and medication bag are locked
use the therapy report to help make patient management away to prevent any tampering with the infusion. The
decisions, The stored inforration can later be archived option of colour-coded pumps, medication cassette

on a PC for documentation.

» The CADD system provides three choices of medication
delivery — medication cassette reservairs, IV bags

or syringes.

reservoirs, administration lines and lock boxes all
differentiate epidural and WV PCA delivery and enhance
infusion safety.

smtths =
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CADD PUMP ACCESSORIES

Medication Cassette Reservoirs [must be used with Deltec Extension Set with Anti-siphon valve].
* Product  Product Code Unit
 S0-mlwith Female Lusr 21-7001-24 12box
100-mlwith Fmale Lusr 21-7002-24 12bex
Yellow 100-mlwith Female Lusr 21-T00-24 S

Flexible Madication Reservair
Product Product Code Unit
 280-m| TOTM plasticiszd Medication Reszrvair 21-4147-24 b
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CADD PUMP ACCESSORIES

CADD® Adrinistration Sets

Product Product Code Unit
152 e Tubing with Attached Bag Spike, Male Luer 21-TO22-24 12 b
with Integral & nti-siphen Yale and Clamp

162 cm Tubing withAttached Bag Spike, Male Lusr 21-7034-24 12/bay
Add-on Anti-siphon Yabe and Clamp

312 cm Yellow-stripedwith 4 ttached Bag Spike, 21-T024-24 12{bay
Male/Mals Luers, Integral Anti-siphon Vale and Clamp.

229 cm TOTM-plasticized Tubing with Bag Spike, 21-7091-24 12/box

0.2-micran Filter, Male Lusrwith Integral

Anti-siphan Valve, apd Clarmp

229 em TOTM-plasticised Tubing with Femals Luer, 21-7094-24 12/bax
0.2-mricran Filter, Male Lusrwith Integral

Anti-siphanValve, and Clamp

229 cm TOTM- plasticised Tubing with Bag Spike, 21-T095-24 12/bio
In-lins &nti-siphon Vale, Y-sxtension with One-way

Female Chechyales, Mals Lusr, and Clamps

22 cm ’?’allawrs_t_rlped Tubing, 0.2-micron Filter, Bag _ 21-7039-24 12/bax
Spike, Male Lusrwith Integral Anti-siphon Vabe and Clamp

CADD® Extension Sets

Product Praduct Code Unit
76 cmwith MalefMals Luers, Integral Anti-siphon Vabe and Clamp 21-T045-24 albox
: 21-T060-24 12/box;
114 em with Male/Male Lusrs, Inteqral Anti-siphen Valve and Clamp 21-T048-24 5ifbox
21-T041-24 12/ baw
152 em with Male/Male Lusrs, Int=gral Anti-siphan Valve and Clamp 21-7047-24 5By
_ 21-T062-24 12/bow
140cm TOTM-plasticised Tubing with Malz/Male Lusrs, 21-7060-24 “250bax
0:2-micran Filter, Intzgral &nti-siphon Yalve and Clamp
152 TOTM-plasticised Tubingwith Mals/Male Luzrs, 21-7106-24 Sk
0.2-micron Filter, Integral Anti-siphon Yalve and Clamp
173cm TOTM- -plasficized | Tubingwith Malz/Male Lusrs, |n-Linz Anti-siphon Vake 21-7092-24 12/boy
Y-axtensionwith One-way Femalz Chackvalve and Clamps
209cm TOTM-plasticised Yellow-striped Tubing with 21-7105-24 12/bax
Mals/Male Luers, Integral Anti-siphon Vale and Clamp:
152cm TOTM-plasticisad Micrabore Tubing with Mala' Male 21-TOB2-24 Bl bios

Lusrs, 0.2-micron Filter, Int=gral Anti-siphen Yabe and Clamp

smtths @
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CADD PUMP ACCESSORIES

Lock Boxes and Security Shells [for CADD-Prizm® pumps).
Product Product Cods Unit
Security Shell 21-6117-24 zach
A ccommindates 250 medication bag, or several types of 30-ml pre-filled syringes, shell locks onto pump
m&mmmlwrmuﬁtwmsmgm m‘bermuunt bracket|21-&1200

‘Foruse wﬁhFl'B&IhE mtﬁmhm’ﬁaﬁamw 121-41 ?ﬂmdmm‘.ﬂ:ﬂmwﬂﬂtmﬁawrth Mala Luers
121-7055), Shell locks ants pump and may be pole-mounted using the pols-meuntbrackst 21-6120]

_Largar Lockbex with FuLLHq.:pad ﬁdrﬂﬁm&wﬂm& 21-4186-51 each
Compatiblewith standard IV bags up to 500ml and pre-filsd syringes up to &0
Small Lockbax with FL#.[ ﬂnypad Air U&te;tm*h_m 21-6185-51 eath

=

lled syringes up to 30ml

.nm;ah&ewﬂhﬁamhwmngsnph iﬂﬂnﬂéﬁd e-fi
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CADD PUMP ACCESSORIES

Feusable Pouches

Product Praduct Code Unit
250-ml Pump Pauch 21-2305-24 each
Accommedatas pump and upto 250-ml medication bag

1-litrz Pump Pouch 21-2338:24 each

Accommodates pumnp and 1-litre medization bag

For CADO-Prizm®” pumps:

Backpack [3-litre capacityl 21-6123-24 each
“Aoomimods tes CA DD-Prizm@ VIP purmp, External Poser

Source [EFS] system, and up toa 3litre, dual chamber medication bag

Backpack [ 1-litre capacityl 21-6123-24 each
Accarnmids tas CADD-Prizm@ YIP pump, and up toat litre,

medication bag

‘For CADD-Frizm* pumips:

50-4100-rl Purnp Pouch 2]-6122-24 each
Arcommodates pumpwith S0PT00- ml Medication Cassett I'EEEWDIF

250-/500-ml Pu mp Pouch: mt‘h shaulder strap 21-6127-24 each
Accommpdates pump with 250500-ml medication bag, designed

ta bewom on the shoulder or round the waste

250-/800-ml Purnp Pouch 21-4124-24 each
Accommoda fas pump with 250600-ml medication bag, designed

ta beworm round the waste

For CADD-Legacy®pumps

50-/100-m| Reusable Pnuch M -6280-284 each
Accommodates pumpwith 50 00-ml Medication Cassetts reseroir

250-/500-ml Reussble Pauch F1-6285-24 each
Accommedates pump with S0/100-ml medication Cassette rasaryeir

single-Use Pouches

Product: Product Code Unit
For CADD-Prizm® pumps. all models

‘Mavy 50-/100-ml Pump Pauches 21-6129-24 10/ bt
My 250-/500-ml Pump Pouches: 2-6131-24 10 b
For CADD-Legacy®pump=

Multi-calour 50-100-ml Fump Pouches 21-6181-24 107 box
Multi-catour 250-/500-ml Pump Pouches 21416324 10/ b

Pauch Straps

Product Product Code Unit
Shoulder Stra 21-2352-24 each
Fur.usgvﬂm:'ﬁﬂ-ﬁﬂﬂ-ml pumppouch z

Shaoulder Strap 21-2353-24 each

For usewith 250-ml, 2680-/500-m, and 1 Litrs Epﬂuch 23]
B0-/100-ml and 250~/500-mml dual pump pouches; Lock Boc

Eal_:kpal:kEhuu_l_derStmp_ 21-6125-24 each

smtths #
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CADD PUMP ACCESSORIES

External Power Source Components [for CADD-Prizm? pumps, all models]

Product Product Code Unit

Power Pack with Rechargable, Replaceable Battery 21-3801-04 each
AC adaptor required for use 21-3801-03 each
Mi-MH Replacement Battery 21-3801-04 each
Forusewith 21-2300 and 21-380 1 power pack 21=-3802-23 each
AL Adaptor 110valts [USA| Connzctor 21-3818-01 each.
Mote: This praduct js not GE marked

A Adaptor 220valts [Euraplugl Connectar 21-3807-22 each
AC Adaptor 220yolts [UK| Connector 21-3809-20 each
AC Adaptar 240yolts 21-3808-10 each

Mate: This product is not CE marked
CADD-Prizrm® Pumip Accessories

Product Product Code Unit

Fale-mount Brackst 21-6118-24 each
Slides into recess on back of CADD-Prizm® pumip or sacurity shell

to allaw pola-mounting of pumpar pump and security shell.

Power and Data InfOut Cover N-8118-24 each
Replacement cover for pawer and data infaut jack '

CADD-Legacy® Pump Accessories

Product Product Coda Unit
Falemiaurt Brackat L1-4210-24 gach
Foruse with pole- mount bracket [21-4118]
For CADD-Legacy® 1, CADD-Legaey” PLUS and CADD-Legacy® PCA pumps
AC Adaptor 220valts [Europlugl Connectar 21-6206-25 each
AC A daptor 220valts [UK] Connectar 21-56204-20 each
AC Adaptor 240valts |lapan) 21-5208-0% each
Mete: This product is not CE marked
AC Adaptor 240volts [Bustralial 21-520%-10 each
Mote: This praduct js not CE marked

Accessories
Product Product Coda Unit
Eattery Doors
For CACD-Prizm® pumps - Standard 21-6110-24 each
Far CADD-Legacy® pumps - Standard 21-62156-24 each
Fump ey for CADD-PCA®, CADD-L=qary® PCA snd CADD-Prizm® pump=
Pump Key 21-2303-24 each
Remote Dose Cards
Foruse with CAO0D-Frizm® pumps: 21-5814-22 gach .
Foruse with CADD-Legacy™ PCA purmps 21-6220-24 each

FC ta Pump Communications [For use with CADD-Prizm® and CADD-Legacy™ pumps)

Product Product Code UCP Number Unit
CADD-DIPLOMAT® System
For Clinicians: IMust chomse items from 1 and 2 for entire systeml
| CO ROM farinstalling software an computer 21-4141-51 [07] 00410588 02234 4 each
2 Ferusewith CADD-Prizm® prmps: o
Interface cabls/null mnd-em cable ta dirsctly connect PG 21-8144-24 (0100410585 025900 each

and CADD-Prizm® purnp

For uzewith CADD-Legacy® pumps

Interface cable/null madem cabls to dirzctly connect PO 21-4350-24 (01100410584 02177 3 each
and CADD-Legacy® purmp

Computer Requirementswhen using CADD-DIFLOMAT® Systam

484 orfaster PC compatible computer lwith an available 16 bit 154 slat for the intemal madem) or an available RSZ32 serial port for an extarnal modam.
Windows® 25 ar higher, or windows NT® 4.0,

EME RAM Iminimuml.

Hard Drivewith at least ZIME availabla.

- W LI}
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SHARPS SAFETY DEVICES

Sharps safety devices

smiths Medical is helping to protect healthcare workers
from exposure to sharps injuries through the introduction of
arange of sharps safety devices,

At Smiths Medical, safety is the number one priority. The
primary goal is to promote safety in everyway and to create
the safest possible environment for healthcare workers,
Smiths Medical has been a leader in the prevention of
blood-borne pathogen exposure and sharps safety for more
than tenyears. It continues to develop and introduce new

and improved products that make sharps use as safe as
possible for clinicians and healthcare workers,

The Smiths Medical POINT-LOK® device is handy enough to
slipinto a pocketand can be supplied as an individual itern
orincorporated into Select Custom Kits, providing effective
protection for sharps from 16-30 gauge.

smtths

www.smiths-medical.com
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SHARPS SAFETY DEVICES

The Hypodermic Needle Pro® Ranges are available as
individual iterns or pre-attached to syringes.

Specification Specification

Hypodermic Needle Pro® - Hypodermic Needle Pro® -

Syringe and Needle with Meedle Protection Device Meedle with Needle Protection Device
Syringe Neadle Colour Product Meedla Colaur Product

Gauge Code Bauge Code

Iml 25Gx 2mmil17] orange 4211 186 % 38mm 11142 pink 4280
3l 205y Bmm 127 yellow 4230 186 % 256mm |17 pink 4281
3l 20Gx ZBmml1°] yellow 423 196 x 38mm 111427 CrEam 4282E
3l 216Gy 3Bmmi11/27| despgreen 4232 196 % 25mm [17] cream 42B3E
Gl 2Gw Bmml17] despgreen 4233 206 x 38mm 111727 wellow 4284
3ml 212Gy Bmml 1127 black 4234 206 % 25mm [17] yellowy 4285
Sl 206 Bmmi1 black 4235 2165 38mm 111427 despgreen 4285
3ml 23Gx 28mm 1] deep hlue £23¢ 216 % 25mm 117 dezpgrean 4287
il 256G 1ammi%E] orange 4237 226 ¥ 38mm 111727] black 4288
3ml G BEmmil17] orange 4238 226 % 25mm 11°] black 4289
Bl 0G5 3Bmmil 112 y=llow 4250 226% Nmm 1147 black 4296
Sml 20Gx Z5mm(1°] yellow 4257 236 % 25mm 1171 desp blus 42590
Sl 216 3Bmm 1127 despgreen 4252 236 % 3mm 111457 dezp bluz 297
Ernl 2263 38mml1 2 Black L254, 256 % 18mm 1587 ocrangs 4291
10l WGy B (127 yellow 5260 356 x 25mim |17] orangs 4292
10ml 205% ZEmm 17 yellow 4261 2563 14mm |98’ crange &3zoe
10ml 21Gx3Bmm (1427  deepgreen 4262 with ratating Needle-
il Luerstip 256 % 1omm (3] orange 4310 e
with ratating 266 % 13mm |12 browr 4322E"
Needle-Pro. with ratating
device Mesdle-Pro device
Imllusrsip 266 1Bmml(l27]  brown 43126 276 x 13mm I'f2’] grey 43z3*
with rotating with motating
Meedle-Pro MNeedle-Frodayize
device * For use with Luer slip syringes only. Supplisd in packs of 210
Imllusrslip 276 % 13mmi 1z ‘qrey 313 Canforms to 150 Calour Codas
with retating
Meedle-Fro
deyice

Supplied in packs of 400
Conforms to |50 Colour Codes

www.smiths-medical.com



Select Custom Kits
Selected by you, assembled by Smiths Medical

MANAGEMENT



SELECT CUSTOM KITS

Just as all patients are individuals, so are the health professionals who care for them.
Smiths Medical supplies standard ready-to-use packs for a number of procedures.
We also supply Select Custom Kits, allowing us to treat our customers as individuals.

THE SELECT CUSTOM KIT service gives you the opportunity to customise your own kits to suit personal component preferences
and operational needs.

With a Select Custom Kit all components are at hand ready for a procedure with the exact items specified in one convenient package.
This reduces waste, and saves you time and money.

THE SELECT CUSTOM KITTING PROCESS

You assess the
sample and request
changes where
necessary or
approve kit

You discuss your We prepare a
requirements with quote and sample

your local sales for your approval
specialist

You agree to
f’f.u“.urdqr We pmdur.a Pn E'E. and

your kit contract terms

FOR MORE DETAILS CONTACT YOUR LOCAL SMITHS MEDICAL REPRESENTATIVE

THE DETAILS GIVEN IN THIS LEAFLET ARE CORRECT AT THE TIME OF GOING TO PRESS. THE COMPANY RESERVES THE RIGHT TO IMPROVE THE EQUIFMEMNT SHOWH.

For further infarmadon please call your local Smiths Medical disiributor or Smths Medical on 44 (01 202 280557

Smiths Medical International Ltd

Hythe, Kent CT21 4JL UK
Tel: +44 (01303 2460551 Fax: +44 [0]1303 2546741
wawowLsmiths-medical.com

smiths

Smiths is a trademarks of Smiths Group ple. Smiths Medical - a part of Smiths Group plc
Literature Mo, LIT PR 2563



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 ASD INC.

1265 Grey Fox Road, St Paul, MN 55112, USA

1. PORT-A-CATH® Peritoneal Implantable Access System
2. PORT-A-CATH® Il Fluoro-Free® Implantable Venous Access
3. PORT-A-CATH® & PORT-A-CATH® Il Epidural or Intraspinal Implantable Access System
4. P.A.S. PORT® Systems Fluoro-Free® Implantable Venous Access Systems
5. PORT-A-CATH® / PORT-A-CATH® Il Vascular Access Systems
6. P.A.S. PORT® Systems Implantable Venous Access Systems
7. ProPort® Implantable Venous Access Systems
8. PORT-A-CATH®, PORT-A-CATH® Il,and P.A.S. PORT® T2 POWER P.A.C.™Implantable
Venous Access Systems with Power Injection Capability
9. PORT-A-CATH® Il and P.A.S. PORT® T2 POWER P.A.C.™ Fluoro-Free® Implantable Venous
Access Systems with Power Injection Capability

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

Certificate Number: 058.1-03 DE
Initial Certification Date: 09 August 1995
Certificate Effective Date: 13 May 2016
Certificate Expiry Date: 08 August 2020

Barr;}"ﬂ. Fitch —
Head of Notified Body
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.



Certificat CE

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 in prezenta este in conformitate cu prevederile relevante ale Anexei Il Sectiunea 4 din legislatia
mentionatd mai sus si, prin urmare, organizatia are dreptul de a utiliza marcajul CE 0473 pe produsele specificate
mai jos *.

SMITHS MEDICAL ASD INC.

1265 Grey Fox Road, St Paul, MN 55112, SUA

1. Sistem implantabil de acces peritoneal PORT-A-CATH®
2. Acces implantabil venos PORT-A-CATH® Il Fluoro-Free®
3. Sistem implantabil de acces epidural sau intraspinal PORT-A-CATH® & PORT-A-CATH® Il
4. Sisteme implantabile de acces venos P.A.S. PORT® Systems Fluoro-Free®
5. Sisteme de acces vascular PORT-A-CATH® / PORT-A-CATH® I
6. Sisteme implantabile de acces venos P.A.S. PORT®
7. Sisteme implantabile de acces venos ProPort®
8. Sisteme implantabile de acces venos cu capacitate de injectare PORT-A-CATH®, PORT-A-
CATH® Il,si P.A.S. PORT® T2 POWER P.A.C.™
9. Sisteme implantabile de acces venos cu capacitate de injectare PORT-A-CATH® Il and P.A.S.
PORT® T2 POWER P.A.C.™ Fluoro-Free®

*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  058.1-03 DE
Data Certificarii: 09 August 1995
Data efectiva a certificarii: 13 Mai 2016
Data expirarii certificarii: 08 August 2020

demnatura indescifrabila

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

La eliberarea acestui certificat, Intertek nu Tsi asuma responsabilitatea fata de oricare parte alta decéat 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.
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 sunt limitate la termenii si
conditiile acordului. AMTAC nu Tsi asuma responsabilitatea fata de oricare parte alta decét Clientul in conformitate cu acordul, pentru nicio pierdere, cheltuiala sau dauna ocazionate prin utilizarea
acestui Certificat. Clientul este singurul autorizat pentru a permite reproducerea sau distribuirea acestui Certificat. Orice utilizare a numelui AMTAC sau a uneia dintre marcile sale pentru vanzare
sau promovare a materialului testat, produs sau servicii, va fi aprobat in prealabil in scris de catre AMTAC.

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

Certificarea este supusa mentinerii, de catre organizatie, a sistemului acesteia Th conformitate cu regulamentele specificate Tn 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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ELLE GUALITY ABEURARCE EYETES
Siractive SUAZEEC for Medics! Devicss, Annex H eaciuding {4

We heteby decisre Tat an eXammsuon oF e unael menashet i gusiiy assirance systern has been camied ot
follovenn the requirements of e UK nations! legislationde which the undersigned s subjecied, transposing Annex (1
{with the exemphon of seclion 4) of the Direciive S3M4ZEEC ‘on medical devices We cerdify thet the fufl gushly
assurance sysiem sonforms with the relevant provisions of the aforementioned direcive, and the resull entities the
orgamzation io use the CE 0473 marking on nose products lisied below. ; ;

i B
B

180 Weymowh Strest, Rockiand, MA 02370, USA

Werming Unfis, Blankets ang Accesscries
Infusion Sais
Assophagest Stethoscopes: 8o 24 Fr
Agrosol cloud enhancer
Bvpass valve for HMEMOR
Low-flow breathing exerciser
Incentive sprometers
: - Positive alnway pressure therapy system

Vibratery posmve expiratory pressure therapy svstems with or without smiali volume nebulizer
: Positive expiratory pressure therapy system

As per the aliached schedule

Certificate Rumber §71 CE

instial Certification Dater 24 July 1998
Ceriificate Effoctive Dater 24 July 2043
Cortificate Expiry Dats: 23 Sy 2073

Brian Johnson ~ Authorised Signatory

AMTAC Cerfification Sanvices Limited, Mitton Keynes, UK
- Tius ceriificaie is the propery of AMTAC Certification Services Ltd a whoily owned
subsidiary of Intertek Holdings Ld

fic sy e any pery sinar thenie the Slient, end thes only In acwordante with the agreed upon Cerliivaion
& orpanzeln maintsining theli Sysiem in googmance with interlelCs requs far systams Valigity
Diriertek.Com OF by 5CRTAY the 2008 1 11 TN WA 2 SMAnpRons.

cienl and is F tathe Between ANTAS and Bs Siient, AMTAC S responsiclty and Bsbilty are limiec t I ianms and
o Babiy ta S pery, ather fn o he Chent i o with This nit, for mry loss, B oT SSMRRE iy ihe use of This
Geriifioele. Orfy ihe CRaw is sulhorized to pemat or fstrbution 0 this Cenifizate. Any use of fte AMTAC name or one of fis migrks forthe sek of pdverfissment of the tested maledal.
prosest or sepae mest s be spproved inwsting by AMTAC.

The cerlifeats remains e prooerty of interek, f2 whom § oius! 2e refumed upon fequest

The cartificaiion {6 subjast to the arganizelion maimishting thelr syelem fn compiante with the reguiations stzted in nis cenEnets, abvwing regulsr end
renuismants of (he Notified Body, _
FRETAC Cerdfiafion Servses Limdled is & Nalifed Bogy scotiding 1o Dieclive SGM2IEES for medical divices, wih idontification number DATE,




Siow Fiow Fluid Warming Unit

Slow Flow 1 V Infusion Sels

Slow Fiow Fluid Warming Unit Accessones
Fhid Warmming Units, Fast Flow
Fast Flow Accessory Equipment
Fast Flow 1.V, Infusion Sets, Sterile fiuid path
Fast Flow LV, infusion Sets, Accessory
irrigating Sets, disposable
Slow Flow Fluid Warming units with PEMS {Programmable Medical Systems)
Siow Flow LV, Infusion Sels for PEMS unis
Convective Warming units
Convective Warming Blankets Sterlle
Convective Warming Blankets Non-Sterile
Convective Warming Accessories
General Purpose Temperature Probes, Esophageal/Rectal @ fo 12 French
Myocardial Temperature Probes, Foley Catheter 2 to 20 mm
Temperature Probes, Foley Catheter 8 to 18 Frendh
Temperagture Probes, Skin, adult to neonate
Tamperature Probes, Tympanie; adult and paediairic
Assophageal Stethosoopes; Fio 24 Fr
Lerpsol cloud enhancer
Bypass valve for HMEMCH
Low-flow breathing exerciser
Incentive spirometers
Puositive airway pressure therapy system
Vibratory positive expiratory pressure therapy systems with or without small voiume nebulizer

Positive sxpiratory pressure therapy system

initial Certification Date: 24 July 1868
Cartificate Effective Dale: 24 July 2013

Brian Johinson ~ Authorized Signatory

Prgetni®




Traducere din limba engleza

e
SIRTEN COMPLET DE ASIGURARE A CALITATH
Diractive S3/42/CEE privind gispozitivele medicale, Anexa if excluzénd (4)

Declaram prin prezenta ¢ o examinare a sistemulul complst de asigurare a calitatii mentionat mal jos a fost efectuats conform
cerintelor lsgisiatisi nationale din UK care ne guverneazd, transpunand Anexa il {ou exceptia sectiunii 4) a Directivel 83/42/CEE
privind dispozitivele medicals. Certificim cé sistemul complet de asigurare a calitstii este in conformitate cu prevederile relevante
ale directivei mentionate mai sus, iar rezuliatul i 43 dreptul organizatiel s foloseascé marcajul CE (0473 pe produsele snumerzate

mai jos.
SMITHS MEDICAL, ASD, INC
160 Weymouth Street Rockland, MA 02370 SUA
Unitati de incalzire, paturi i accesoril
Perfuzoare
Stetoscoape esofagiens, §-24 Fr
Amplificator nor aerasoi
Walvi bypass pentru HME/HCH
Aparat pentru exercitii respiraiorii cu flux redus
Spirometra de stimulare
Sistem de ferapie cu presiune pozitivi a calior respiratorii
Sistame de terapie cu presiune expiratorics pozitiva vibratoare cu sau fara nsbulizator de valum mic
Sistem de terapis ou presiune expiratoare poziiiva
Conform listei atasate
Numar Certificat: 171 CE
Data inftials a ceriificarii: 24 lulis 1928
Data infrarii in vigoare a cerfificatulul: 24 lulie 2013
Data expirari certificatuiul 24 lufie 2018

Brian Johnson - Semnalar autorizat — Semndiurd ndesclirabif

AMTAC Cerlification Services Limited, Mition Keynes, UK
Prazentul Certificat este proprietatea AMTAC Certification Services Lid o filialz detinuts integral de Intertek Hoidings Lid

i emfterea prezentului certifical, AMTAC nu fsi asums2 nicic raspunders ciltre niclo parie, alta decit Clisniul si stunci numai in conformitats cu Acordul de Certificare convenit.
Valabiitatea prezentulul certificat ssie conditionats de mentinersa sistemulul in conformitate cu carintele Intertsk pentru cerificarsa sistemelor, Vaisbiitatea pozte § confirmald prin
email Ia certificale validationtaiintersk com sau scanand codul din dreapta eu un smpariphone. Prezeniu! cerifficat este peniru utifizarea exclusiva a clientulul AMTAC s este furnizat

in conformitate ou acardud dintre AMTAC si Clisntul siu. Responsabilitatea s rdspundered AMTAC surt limitate |2 termenli s condigile acordulul, AMTAD e il 2sums raspunderes
fats de micic parte, cu excepiia Clisntulul, conform acorduld, pentru niclo piardere, chefivialz sau dating cauzats de folosires prezentulul Centificat. Doar Clientut esie autorizat 53
permits copieraa si distribuirea prezentulyl Certificat. Orice Wilizare 2 numelul AMTAC sau & marcilor sale pentru vanzares si promovarea malerialeicr, produselor sau serviciitor
tesiate frebuje aprobats in prealabil in scris de AMTAC.

Prezemtul certificat rémane propristalea socistdth Intertek, cérsts trabule 52 1 fis returnat 12 cerere.

Cerificares este conditionatd de pistrarsa sistemului organizatisl s conformitate cu reglementérile previzuie In prezeniul certificat si sub rezerva evalunilor pariodice sia
respectiri ceringelor contractate ale Crgamsmulul Mofificat.

AMTAC Certification Sarvices Limited sste un Organism Notificat in conformitate cu Directiva 83/42/CEE privind dispozitivels medicale, cu numsarul de identificare D473,




Tragucers din [imba engleza

Unitate de ncilzire fiuide cu debit mic
Perfuzoare 1.V. cu debit mic
Accesarii unitate de incilzire fiuide cu debit mic
Unitati de incilzire fiuide, Debit mare
Echipamente accesorii debit mare
Perfuzoare |.V. cu debit mare, circult fluid steril
Perfuzoare 1.V. cu debit mare, Accesoriu
Irigatoare, de unic3 folosinta
Unitati de incalzire fluide cu debit mare cu PEMS (sisteme medicale programabile)
Perfuzoare L.V. cu debit mic pentru unitsti PEMS
Unitati de incalzire conveciive
Paturi de incilzire convective sterile
Psturi de incalzire convective nesterile
Accesorii de incilzire convective
Sonde-termometre generale, Esofagiene/rectale 9-12 Francez
Sonde termometre miocardice, Cateter Foley 8- 30 mm
Sonde termomeire, Catster Foley & - 18 Francez
Sonde termometre, Fiele, aduli - nou-nascuii
Sonde termometre, Hmpanice; pantru adultl sl pediatrice
Stetoscoape esofagiens, 9-24 Fr
Amplificator nor aerosoli
Yalv3 bypass pentru HME/HCH
Aparat pentru exercitii respiratorii cu fiux redus
Spirometre de stimulare
Sistem de terapie cu presiune pozitivi a callor respiratorii
Sisteme de terapie cu presiune expiratorici pozitiva vibratoare cu sau faré nebulizator de volum mic
Sistern de terapie cu presiune expiratoars pozitiva

Datz initiald a ceriificarii 24 lulis 1828
Data inirarii In vigoare a cettificatului 24 lulie 2013

Brian Johnson - Semnatar autorizat -~ semndturé indescifrabila
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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 669121

Issued To: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
USA

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: 2017-07-20 Date: 2018-05-09 Expiry Date: 2023-03-18

..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 669121

i B - R

By Royal Charter

Certificate Scope:

The design, development and manufacture of:

Sterile Disposable infusion kits including cassette, tubes, connectors, needles
Patient warming units

Blood and Fluid Warmers units

Sterile Blood and Fluid Warmers disposables sets

Sterile Central Implantable Access Systems

Sterile Peripheral Implantable Access Systems

Those aspects of Annex II concerned with securing and maintaining sterile conditions of
convective warmers blankets.

First Issued: 2017-07-20 Date: 2018-05-09 Expiry Date: 2023-03-18

..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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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 669121
Date: 2018-05-09
Issued To: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
USA
Subcontractor: Service(s) supplied
CarTika Medical Inc Manufacture
6551 Wedgwood Rd N
Suite 300
Maple Grove
Minnesota
55311
USA
Isomedix Operations, Inc. ETO Sterilization
380 90th Avenue NW
Minneapolis
MN 55433
USA
Isomedix Operations, Inc. ETO Sterilization
7685 Saint Andrews Avenue
San Diego
California
92154
USA

..making excellence a habit’

Page 1 of 5

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 669121
Date: 2018-05-09
Issued To: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
USA
Subcontractor: Service(s) supplied
Isomedix Operations, Inc. ETO Sterilization
43425 Business Park Drive
Temecula
California
92590
USA
Isomedix Operations, Inc. Gamma Sterilization
23 Elizabeth Drive
Chester
New York 10918
USA
Minnetronix, Inc. Design
1635 Energy Park Drive Manufacture
St Paul
Minnesota
55108
USA

..making excellence a habit’

Page 2 of 5

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 669121
Date: 2018-05-09
Issued To: Smiths Medical ASD Inc.

6000 Nathan Lane North

Minneapolis

Minnesota

55442

USA
Subcontractor: Service(s) supplied
Smiths Healthcare Manufacturing Manufacture
S.A.de C.V.

Avenida Calidad No. 4

Parque Industrial Internacional
Tijuana

Baja California

22425

Mexico

Smiths Medical ASD Inc. Regulatory Compliance
1265 Grey Fox Road

St Paul

Minnesota

55112

USA

Smiths Medical ASD, Inc. Manufacture
3350 Granada Avenue North

Oakdale

Minnesota

55128

USA

..making excellence a habit’
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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 669121
Date: 2018-05-09
Issued To: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
USA
Subcontractor: Service(s) supplied
Smiths Medical International Limited EU Representative

1500 Eureka Park
Lower Pemberton
Ashford

Kent

TN25 4BF

United Kingdom

Sterigenics US, LLC ETO Sterilization
10811 Withers Cover Park Drive

Charlotte

North Carolina

28278

USA

Sterigenics US, LLC Gamma Sterilization
1700 College Boulevard

West Memphis

AR 72301

USA

..making excellence a habit’
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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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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:
Date:
Issued To:

Subcontractor:

CE 669121
2018-05-09

Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis

Minnesota

55442

USA

Service(s) supplied

Sterigenics US, LLC
344 Bonnie Circle
Corona

California 92880
USA

Gamma Sterilization

Sterigenics US, LLC
7775 South Quincy
Willowbrook
Illinois

60527

USA

ETO Sterilization

Sterigenics US, LLC
84 Park Road
Queensbury

New York

12804

USA

ETO Sterilization

..making excellence a habit’
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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.



T R

b .
SIQ
By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 669121
Date: 2018-05-09
Issued To: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
USA
Date Reference Action
Number
20 July 2017 8691798 First issue, transferred from another notified body.
Current 8893340 Renewal, scope rewording, scope reduction, subcontractor
removal, correction of subcontractor address and activities

..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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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

e 5 g
: ﬁ_._’

By Raoyal Charter

Nr. CE 669121

Emis pentru: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
SUA

Cu privire la:

A se vedea fila cu domeniul de aplicare al certificatului.

pe baza examinarii noastre efectuate asupra sistemului de asigurare a calitatii, in temeiul
cerintelor Directivei Consiliului 93/42/CEE, Anexa Il cu exceptia Sectiunii 4. Sistemul de
asigurare a calitatii intruneste cerintele directivei. Pentru plasarea pe piata a produselor din
Clasa lll, este necesar un certificat conform Anexei Il sectiunea 4.

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

A Z~aul J

[/ I3 MUSUROIA \

Semnaturéa indescifrabila (T\ MIRELA ¥
Stewart Brain, Director Conformitate & Risc- WAG S, e )
Dispozitive Medicale e/

Prima editie: 20.07.2017 Data: 09.05.2018 Data expirarii: 18.03.2023

...making excellence a habit.”
Pagina 1 din 2

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului calitatii in cerintele Directivei, demonstrate
prin activitatile de supraveghere impuse de Organismul Notificat. Aceasta aprobare exclude toate produsele create si/
sau fabricate de o parte terta in numele companiei numite in prezentul certificat, daca nu se agreeaza in mod specific
cu BSI.

Prezentul certificat a fost emis in forma electronica si este supus conditiilor contractului.

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,
UK. Membra a Grupului de Companii BSI.



bsi.

Certificat nr. CE 669121
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By Raoyal Charter

Domeniul de aplicare al Certificatului:

Proiectarea, dezvoltarea si fabricarea urmatoarelor produse:

Kit-uri de infuzie sterile, de unica folosinta, inclusiv casete, tuburi, conectori, ace
Unitati de incalzire pacient

Unitati de incalzire sange si fluide

Seturi sterile de unica folosinta incalzire sange si fluide

Sisteme sterile implantabile cu acces central

Sisteme sterile implantabile cu acces periferic

Acele aspecte din Anexa Il cu privire la asigurarea si mentinerea conditiilor sterile
pentru paturici incalzire convectiva.

Prima editie: 20.07.2017 Data: 09.05.2017 Data expirarii: 18.03.2023

...making excellence a habit.”
Pagina 2 din 2
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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.

PR T

| cRUL JUSN
{ N
N

S N\

/ fli"MU)'L'ROIA’ \ Traducitor autorizat
/ \ MIRELA *|
WAZ S MM T ) Nr. 2769/2015

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului calitatii in cerintele Directivei, demonstrate
prin activitatile de supraveghere impuse de Organismul Notificat. Aceasta aprobare exclude toate produsele create si/
sau fabricate de o parte terta in numele companiei numite in prezentul certificat, daca nu se agreeaza in mod specific
cu BSI.

Prezentul certificat a fost emis in forma electronica si este supus conditiilor contractului.

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,
UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr. CE 669121 A Ot TN
Data: 09.05.2017 ] /5
Emis pentru: Smiths Medical ASD Inc. 7 \ MusRO \
6000 Nathan Lane North C\ g unmp )
Minneapolis
Minnesota
55442
SUA
Subcontractor: Serviciu(ii) livrat(e)
CarTika Medical Inc Productie
6551 Wedgwood Rd N
Suite 300
Maple Grove
Minnesota
55311
SUA
Isomedix Operations Inc. Sterilizare ETO
380 90th Avenue NW
Minneapolis
Minnesota
55433
SUA
Isomedix Operations Inc. Sterilizare ETO
7685 Saint Andrews Avenue
San Diego
California
92154
SUA
pagina 1l din5

...making excellence a habit.”

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,
UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr. CE 669121

Data: 09.05.2017

Emis pentru: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
SUA

Subcontractor:

/q‘ Zaul JU N

[ 13 MUSUROIA

Serviciu(ii) livrat(e)

Isomedix Operations Inc.

43425 Business Park Drive

Temecula
California
92590
SUA

Sterilizare ETO

Isomedix Operations Inc.
23 Elizabeth Drive
Chester

New York 10918

SUA

Sterilizare gamma

Minnetronix, Inc.

1635 Energy Park Drive
St Paul

Minnesota

55108

SUA

Proiectare
Productie

pagina 2 din 5

...making excellence a habit.”

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,

UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr. CE 669121

Data: 09.05.2017

Emis pentru: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis
Minnesota
55442
SUA

Subcontractor:

Serviciu(ii) livrat(e)

Smiths Healthcare Manufacturing

S.Ade C.V.
Avenida Calidad nr. 4

Parque Industrial Internacional

Tijuana

Baja California
22425

Mexic

Productie

Smiths Medical ASD, Inc.

1265 Grey Fox Road
St Paul

Minnesota

55112

SUA

Respectarea reglementarilor

Smiths Medical ASD, Inc.

3350 Granada Ave North
Oakdale

Minnesota

55128

SUA

Productie

pagina 3din 5

...making excellence a habit.”

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,

UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr. CE 669121
Data: 09.05.2017
Emis pentru: Smiths Medical ASD Inc.

6000 Nathan Lane North

Minneapolis
Minnesota
55442

SUA

Subcontractor:

Ul J/7 .8

A >
| A RN
{ N
N
/< A\

[/ [/ MUSUROIA \

Serviciu(ii) livrat(e)

Smiths Medical International Limited
1500 Eureka Park

Lower Pemberton

Ashford

Kent

TN25 4BF

Regatul Unit

Reprezentanta UE

Sterigenics US, LLC

10811 Withers Cove Park Drive
Charlotte

Carolina de Nord

28278

SUA

Sterilizare ETO

Sterigenics US, LLC
1700 College Blvd
West Memphis
Arkansas

72301

SUA

Sterilizare gamma

pagina 4 din 5
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Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,

UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr.
Data:

Emis pentru:

Subcontractor:

CE 669121
09.05.2017

Smiths Medical ASD Inc.

6000 Nathan Lane North
Minneapolis

Minnesota

55442

SUA

[ MUSUROIA

Serviciu(ii) livrat(e)

Sterigenics US, LLC
344 Bonnie Circle
Corona

California

92880

SUA

Sterilizare gamma

Sterigenics US, LLC
7775 South Quincy
Willowbrook

Illinois

60527

SUA

Sterilizare ETO

Sterigenics US, LLC
84 Park Road
Queensbury 12804
New York

SUA

Sterilizare ETO

pagina 5din 5

...making excellence a habit.”

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,
UK. Membra a Grupului de Companii BSI.
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Certificat CE — Sistem Complet de Asigurare a Calitatii

Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il cu exceptia Sectiunii 4

Lista principalilor subcontractori

Recunosculti ca fiind implicati in serviciile legate de produsul acoperit de:

Certificat Nr. CE 669121
Data: 09.05.2017
Emis pentru: Smiths Medical ASD Inc. W
6000 Nathan Lane North [| /&
; ; [/ [fS MUSUROIA —\\
M!nneapohs 7T Y.gﬁi} \
Minnesota WAE s, w7 )
55442 72 ’
SUA
Data Numar referinta Actiune
20 iulie 2017 | 8691798 Prima editie, transferata de la un alt organism notificat
Curenta 8893340 Reinnoire, reformulare domeniu de aplicare, reducere
domeniu de aplicare, eliminare subcontractori, corectie
adrese subcontractori si activitati

pagina 1 din 1

...making excellence a habit.”

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 la 389 Chiswick High Road, Londra W4 4AL,
UK. Membra a Grupului de Companii BSI.
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Professional. Flexible. Medical Only. |

EC-Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Smiths Medical ASD, Inc.

330 Corporate Woods Parkway
Vernon Hills, IL 60061-3107
USA

has introduced, applies and maintains a Quality Assurance System
for the products / product categories:

e Water and saline solutions for inhalation

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/42/EEC was verified by an audit:

Annex V

This certificate is valid from 08 July 2015 until 07 July 2020

Report No.: 2708FS19F
Process No.: QS - 2708
Certificate No.: 2708GB414150706

Hamburg, 06 July 2015 MEDCERT Identification No.: 0482

e Benannt durch/Designated by
Saliaket™

+ J¢  Zentralstelle der Linder g

7 fiir Gasundheitsschutz =

\? W\ ® E% K beiArzneimitelund 3
w A ‘)ﬁ' Medizinprodukien E

MEDCERT Certification Body L &K% 216:85237.1015
(Rainer Klat) o
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate Product Service

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or ll)

No. G117 04 97063 001

Manufacturer: Smiths Medical ASD, INC.
6000 Nathan Lane North
Minneapolis MN 55442
USA

EC-Representative: ~ Smiths Medical International Ltd.
1500 Eureka Park
Lower Pemberton
Ashford
Kent TN25 4BF
UNITED KINGDOM

Product Vibratory positive expiratory devices,
Category(ies): Incentive Spirometers, Silicone Laryngeal
Mask, Oxygen Line accessory,
Nasal Cannula, Oxygen Masks,
Drainage bags, Oxygen tubing,
Adult Face Tent, Disposable Anesthesia Face
Masks

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex I.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class IIl devices an additional Annex |l (4) certificate
is mandatory. See also notes overleaf.

Report No.: 72126765

Valid from: 2017-04-24

Valid until: 2021-09-21

Date, 2017-04-24 ;
Stefan Preif2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 0of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, llb or Ill)

No. G117 04 97063 001

Facility(ies): Smiths Medical ASD, INC.

Product Service

6000 Nathan Lane North, Minneapolis MN 55442, USA

Page 2 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen -

Germany Tov



Traducere din limba engleza

Froduct ':i-el\'nce
Certificat CE
Sistem de Asigurare a Calitatii
Directiva 93/42/CEE cu privire la Dispozitivele Medicale (MDD), Anexa II fara (4)
(Dispozitive din Clasa Ila, 11b sau I11)
Nr. G117 04 97063 001
Producator: Smiths Medical ASD, INC.
6000 Nathan Lane North
Minneapolis MN 55442
SUA
Reprezentant CE: Smiths Medical International Ltd.
1500 Eureka Park
Lower Pemberton, Ashford Kent TN25 4BF
REGATUL UNIT
Categorie(i) Produs Dispozitive monitorizare gaz medical,

Spirometru de Stimulare, Masca Laringiana din
Silicon, Accesoriu Linie Oxigen, Canuld Nazala,
Masti de Oxigen, Pungi Drenaj, Tubulatura
Oxigen, Masca Adulti, Masti Faciale Anestezie de
Unica Folosinta

Organul de Certificare al TUV SUD Product Service GmbH declara ci producitorul mai sus mentionat a
implementat un sistem de asigurare a calitatii pentru proiectarea, producerea si inspectia finala a produselor
respective / categorii de produs, in conformitate cu Anexa Il MDD. Numitul sistem de asigurare a calitatii
se conformeaza prevederilor Directivei §i se supune unei supravegheri periodice. Pentru comercializarea
produselor clasa Il un Certificat Anexa Il (4) este obligatoriu. Vedeti notele de pe pagina urmatoare.

Raport Nr.: 72126765

Valabil de la: 24-04-2017

Valabil pani la: 21-09-2021

Data, 24-04-2017 Stefan Preif3

Semnitura — indescifrabil

TUV SUD Product Service GmbH este Organism de Notificare cu nr. de identificare 0123.

Pagina 1 din 2
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Certificat CE

Sistem de Asigurare a Calitatii

Directiva 93/42/CEE cu privire la Dispozitivele Medicale (MDD), Anexa II fara (4)
(Dispozitive din Clasa lla, l1b sau I11)

Nr. G117 04 97063 001

Unititi Productie: Smiths Medical ASD, INC.
6000 Nathan Lane North, Minneapolis MN 55442, SUA

Fhhhhkhkhkkkhkhkhkirrhhhkhkhkkkhkhhrrrhhkhkkhhhhrrrhhhhkhkhhhihrrhhhhkhhhhirrhhhhkhhhhirriiihkhkihiix

Subsemnata MUSUROIA MIRELA, traducator autorizat de Ministerul Justitiei, certific
exactitatea acestei traducerii cu textul Tnscrisului original Tn limba engleza, ce a fost vizat de mine.

Traducator autorizat
Nr. 2769/2015
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EC Design-Examination Certificate

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

- m S FTETH I

By Royal Charter

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):

S M J/‘e-\.'.

Stewart Brain, Head of Compliance & Risk -
Medical Devices

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

..making excellence a habit’

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.
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EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To:

Smiths Medical ASD, Inc.
10 Bowman Drive

f
L T

By Royal Charter

Keene

New Hampshire

03431

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

..making excellence a habit’

Page 2 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.
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EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To: Smiths Medical ASD, Inc.

10 Bowman Drive

Keene

New Hampshire

03431

USA
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
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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EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To:

Smiths Medical ASD, Inc.
10 Bowman Drive

Keene

New Hampshire

03431

USA

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

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

..making excellence a habit’
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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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EC Design-Examination Certificate

Supplementary Information to CE 660825

Issued To: Smiths Medical ASD, Inc.

10 Bowman Drive

Keene

New Hampshire

03431

USA
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
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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Supplementary Information to CE 660825

Issued To:

Smiths Medical ASD, Inc.
10 Bowman Drive

Keene

New Hampshire

03431

USA

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

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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Supplementary Information to CE 660825

Issued To:

Smiths Medical ASD, Inc.
10 Bowman Drive

Keene

New Hampshire

03431

USA

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

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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Supplementary Information to CE 660825

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

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 279

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

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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By Royal Charter

Supplementary Information to CE 660825

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

Reference
Number

Current 10166127 F|rst_ issue. Transfer from another Notified Body and
certificate renewal.

Date Action

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.




g . . . By Royal Charter
Certificat CE - Examinarea proiectului

Directiva 93/42/CEE cu privire la Dispozitivele Medicale, Anexa Il, Sectiunea 4

Nr. CE 660825
Emis pentru: 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 Il, Sectiunea 4. Proiectul
indeplineste cerintele directivei. Pentru plasarea pe piata a acestor produse este necesar un certificat aditional, prevazut
de Anexa Il 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 1din 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.

.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.



bsil.

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!"
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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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Certificat CE - Examinarea proiectului

Informatii suplimentare pentru CE 660825 'S
MUSUROIA
) ) HIRELA
Smiths Medical ASD, Inc. % K Hr2mE $ /

Numarul
articolului:

922/025/0163
922/025/0319
922/025/0564
922/025/0604
922/025/0665
922/027/0285
922/027/0319
922/027/0415
922/027/0593

922/116/0302
922/116/0412
922/118/0412
922/126/0382
922/127/0272
922/127/0323
922/127/0372
922/127/0383
922/127/0441
922/127/0657
924/026/0123
924/027/0157
928/118/0001
928/118/0008

Prima emitere: 2017-06-16

10 Bowman Drive
Keene

New Hampshire
03431

USA

Descriere:
PACHET SPINAL,POOLE HOSPITAL
25G 10/CA

SET SPINAL ANESTEZIE PUNTA LAPIZ 25G
25G SET SPINAL PERSONALIZAT

25G SET SPINAL PERSONALIZAT

25G SET SPINAL PERSONALIZAT

27G PACHET SPINAL PERSONALIZAT

27G SET SPINAL PERSONALIZAT

27G SET SPINAL PERSONALIZAT

27G SET SPINAL PERSONALIZAT

By Royal Charter

16G/26G PACHET COMBINAT SPINAL/EPIDURALPK NORF/NORWICH

HOSP

16/26G CSE SET PERSONALIZAT
18/26G CSE SET PERSONALIZAT
16G/26G CSECURE PERSONALIZAT

16G/27G CSECURE SET PERSONALIZAT NORTHWICK PARK HOSPITAL

6G/27G CSE SET PERSONALIZAT

CSE PACHET PERSONALIZAT

16G/27G CSE SET PERSONALIZAT

16G/27G CSECURE SET PERSONALIZAT

16/27G SET PERSONALIZAT 10/CUTIE

AC SPINAL EXTRALUNG

27G SPINAL N'DLE

18G/27G CSECURE SET PERSONALIZAT

18G/27G SET PERSONALIZAT + CSECURE ,

Data: 2017-06-16

rabitr

Data expirarii: 2022-06-15
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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.
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Certificat CE - Examinarea proiectului

By Royal Charter

Informatii suplimentare pentru CE 660825 MUSUROIA

MIRELA
dj  AtN.2769& |

Smiths Medical ASD, Inc. -~ frjeff

10 Bowman Drive IroR

Keene

New Hampshire
03431

USA

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 259 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

...making excellence a habit!"

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.
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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:

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

...making excellence a habit!"

Pagina6 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 agreatin 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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Certificat CE - Examinarea proiectului

Informatii suplimentare pentru CE 660825 p

Numarul articolului:

9EPD-803605
9EPD-833001
9EPD-849002
9EPD-877501

Smiths Medical ASD, Inc. MIRELA

10 Bowman Drive
Keene

New Hampshire
03431

USA

Descriere:

SETN SPINAL PERSONALIZAT 26 G
PACHET SPINAL PERSONALIZAT
SET SPINAL, 22G

SET SPINAL 26G

By Royal Charter

MUSUROIA -

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

...making excellence a habit!"

Pagina7 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 agreatin 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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Certificat CE - Examinarea proiectului

By Royal Charter

Informatii suplimentare pentru CE 660825

Emis pentru: Smiths Medical ASD, Inc.

Numarul articolului:

10 Bowman Drive
Keene

New Hampshire
03431

USA

Descriere:

M145 18/25G CSE SET ACE WHITACRE
M146 18/25G CSE MINIPACHET WHITACRE
M341 29G QUINCKE AC SPINAL cu INTRODUCTORjHgtNSS® NN~ AN
M729-61 27G WHITACRE AC SPINAL cu INTRODUCTORI™ ilf'IfiSiiiSiS ™
MAX251 MAXIPACHET SPINAL 25G
MAX261 MAXIPACHET SPINAL 26G
MAX271 MAXIPACHET SPINAL 27G '
SPICC0001 set spinal 27¢g N#E#ESIr* VSBsi
SPIFC00302 SET SPINAL 25G A ‘
SPIFC00902 SET SPINAL 25G M,

18G/27G SET PERSONALIZAT SECVENTIAL CSECURE C. HOSPITALAR
928/127/0016 10/cutie I K S
EPICC0018 CSE SET PROCEDURAL - GENTOFTE
SPICC0017 SET SPINAL SLL, 25G 10/CUTIE~"N
SPICC0012 Traiect personalizat pentru injective, de unica folosinta
922/025/0345 25G SET SPINAL PERSONALIZAT

Prima emitere: 2017-06-16

Data expirarii: 2022-06-15

Data: 2017-06-16 ; .
...making exceflence a habit.
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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 agreatin 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.



Certificat CE - Examinarea proiectului

Informatii suplimentare pentru CE 660825

Emis pentru: Smiths Medical ASD, Inc.

10 Bowman Drive

Keene

New Hampshire

03431

USA

Numar de )
Data referinta Actiune
Prima editie. Transfer de la alt organ de certificare si inoire

Curenta 10166127 certificat

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

Data expirarii: 2022-06-15

Pagina9 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 BS
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Professional, Flexible. Medical Only.

Certificate

The Certification Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Smiths Medical ASD, Inc.

330 Corporate Woods Parkway
Vernon Hills, IL 60061-3107
USA

has introduced, applies and maintains a Quality Management System in the area of:

Manufacture and final inspection of
 water and saline solutions for inhalation

The compliance of the Quality Management System with the requirements of the below
mentioned standard was verified by an audit:

EN ISO 13485:2012 + AC:2012

This certificate is valid from 08 July 2015 until 07 July 2018

Report No.: 2708FS19F
Process No.: QS - 2708
Certificate No.: 2708GB438150706

Hamburg, 06 July 2015

i (b

L k; Deutsche
MEDCERT Certification Bodly Akkreditierungsstelle

(Rainer Klati) D-ZM-19630-04-00




Certificate of Registration

Intertek

This is to certify that the quality management system of

SMITHS MEDICAL ASD INC.

1265 Grey Fox Road, St Paul, Minnesota, 55112, USA
And at: 3350 Granada Avenue North, Oakdale Minnesota, 55128, USA
And at: 3400 Granada Avenue North, Oakdale Minnesota, 55126, USA
And at: 6000 Nathan Lane North, Minneapolis, Minnesota, 55442, USA

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:

Main Site; 1265 Grey Fox Road, St. Paul, Minnesota, 55112, USA:

The design, manufacture of implantable access systems, infusion sets, needles, introducer
sets, percutaneous catheters, dialysis catheters, medication cassette reservoirs,
administration sets, extension sets, detectors, software suite, communication systems,
syringe drivers, peripherally inserted central catheters, heamodialysis catheters, stopcocks,
fiiters, , air detector clamps, convective warming blankets, disposables and accessories,
spironmeters, fluid warming accessories and disposables, temperature monitoring sensors.

See appendix for additional scopes

Certificate Number: 058-02 B

Initial Certification Date: 28 October 2004
Certificate Effective Date: 21 April 2016
Certificate Expiry Date: 20 April 2019

Brian Johnson

AMTAL Cerlification Services Limited, Mifton Keynes, UK
This cerfificate is the property of AMTAC Certification Services Lid

In the issuance of this cerificate, Intertek assumes no liability 1o any party sther than to the Client, and then only in actordance E
with the agreed upon Certification Agreemenl. This cerificale’s validity is subject to the organization maintaining their system

in accordance wilh Intertek’s requirements for syslems certification. Vakidity may be confirmed via email at

certificale validalion@intertek com or by scanning the code to the right with 2 smariphene. AMTAC Certiflcation Services
Limited is owned by AMTAC Cerlification Services Holdings Limited, which |s a wholly owned subsidiary of Intertek UK
Holdings Limited. AMTAC Certffication 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 1o any party other than to ihe Cllent and then
only tn accordance with the agreed Terms and Conditions.

C)

The certificale remains the property of Intertek, to whom i must be relumed upon request.

CT-180 9001:2008-UKAS-EN-LT-P-04 jan.12




Intertek

This appendix identifies the locations by the management system of:

SMITHS MEDICAL ASD INC.

Additional Sife: 3350 Granada Avenue Morth, Oakdale, Minnesota, 55128, USA:

The design, manufacture, and servicing of hand held pulse oximeter, volumetric pumps, medical gas and vital signs monitoring
equipment and accessories, cenvective warming systems, temperature management systems (disposables and accessories), pulse
oximeier sensors, irfgation warming set (disposable and accessories), positive airway pressure therapy systems, vibratory positive

expiratory pressure therapy systems, nebulizers, and pressure cuffs..

Additional Site: 3400 Granada Avenue North, Oakdale, Minnesota, 55128, USA

The design, manufacture and servicing of syringe infusion pumps, ambulatory infusion pumps. Sterile device subassembly in ISO
Class 8 cleanroom, warehousing and distribution,

Additional Site: 6000 Nathan Lane North, Minneapolis. Minnesota, 55128, USA
Document Control, Post Market Risk Management, Customer Complaints, Global Sourcing, Regulatory Affairs

Initial Certification Date: 28 October 2004
Certificate Effective Date: 21 April 2016

é % Brian Johnson ~ Authorized Signatory
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Certificat de Tnregistrare

Intertek

Se confirma prin prezenta ca sistemul de management al calitatii al

SMITHS MEDICAL ASD INC.

1265 Grey Fox Road, St Paul, Minnesota, 55112, SUA
Si: 3350 Granada Avenue North, Oakdale Minnesota, 55128, SUA
Si: 3400 Granada Avenue North, Oakdale Minnesota, 55126, SUA
Si: 6000 Nathan Lane North, Minneapolis, Minnesota, 55442, SUA

a fost evaluat in Tnregistrat de AMTAC Certification Services Limited ca fiind
conform cerintelor:

EN 1SO 13485:2012

Sistemul de management al calitétii se aplica pentru:
Adresa principala: 1265 Grey Fox Road. St. Paul Minnesota, 55112, SUA:

Proiectarea, productia de sisteme de acces implantabile, seturi pentru infuzie, ace,
seturi introducdtoare, catetere percutanate, catetere pentru dializa, rezervoare cu
casete pentru medicatie, seturi pentru administrare, seturi de extensie, detectoare,
pachete software, sisteme de comunicatii, conducatoare pentru seringi, catetere
centrale cu introducere periferica, catetere pentru hemodializa, ventile, filtre, cleme
pentru detectoare de aer, paturi cu incalzire prin convectie, consumabile §i accesorii,
spirometre, accesorii si consumabile pentru incdlzirea fluidelor, senzori de
monitorizarea temperaturii.

A se vedea anexa pentru aplicatii suplimentare

Numarul certificatului: 058-02 B
Data primei certificari: 28.10.04

Data efectiva a certificatului: 21.04.16
Data expirarii certificatului: 20.04.19

Prin emiterea acestui certificat, Intertek nu isi asumad responsabilitate decat fatd de client si numai in
conformitate cu contractul convenit pentru certificare. Valabilitatea acestui certificat depinde de mentinerea
de catre firma a sistemului In conformitate cu cerintele Intertek pentru certificarea sistemelor. Valabilitatea
poate fi confirmata prin email la certificate.validation@intertek.com sau prin scanarea codului din partea
dreapta cu un telefon mobil. AMTAC Certification Services Limited este detinuta de AMTAC Certification
Services Holdings Limited, care este o subsidiara detinutd integral de Intertek UK Holdings Limited.
AMTAC Certification Services Limited este organism acreditat conform UKAS, numar de identificare 061.
Prin emiterea acestui certificat, AMTAC nu isi asuma raspundere decat fatd de Client si in conformitate cu
termenii si conditiile convenite. =

Certificatul ramane proprietatea Intertek, careia trebuie sa ii fie returnat la cererg HATECIUC ALINBOGDAN
TRADUCATOR AUTORIZAT

Nr. 2826




Anexi la Certificatul de Inregistrare 058-02 B
Intertek
Aceastd anexa identifica adresele sistemului de management al:

SMITHS MEDICAL ASD INC.

Adresa suplimentara: 3350 Granada Avenue North, Oakdale, Minnesota, 55128,
SUA:

Proiectarea, productia si service-ul oximetrelor de puls manuale, pompelor
volumetrice, echipamente si accesorii pentru monitorizarea semnelor vitale si gazelor
medicale, sisteme de incalzire prin convectie, sisteme de management al temperaturii

(consumabile si accesorii), senzori pentru oximetre de puls, seturi pentru incélzirea
irigarii (consumabile si accesorii), sisteme de terapie prin presiunea pozitiva a cailor
aeriene, sisteme de terapie prin presiune expiratorie pozitiva cu vibratii, nebulizatoare
si tuburi de presiune.

Adresa suplimentara: 3400 Granada Avenue North, Oakdale, Minnesota, 55128, SUA
Proiectarea, productia si service-ul pompelor de infuzie pentru seringi, pompelor de
infuzie ambulatorii. Subansamble pentru dispozitive sterile din clasa 8 1SO,
sterilizare, depozitare si distributie.

Adresa suplimentara: 6000 Nathan Lane North, Minneapolis, Minnesota, 55128,
SUA
Controlul documentelor, managementul riscului post-vanzare, Reclamatii clienti,
achizitie globala, proceduri de reglementare

Data primei certificari: 28.10.04
Data efectiva a certificatului: 21.04.16

MATECIUC ALIN BOGDAN
TRADUCATOR AUTORIZAT

Nr. 2826 (#ew_\




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
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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
|
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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

/ég,;#ew;

MATECIUC ALIN BOGDﬂ




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

/@M



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

/&q#ew;

MATECIUC ALIN BOGDﬂ
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