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Single Patient Use.

Sterile unless unit container is opened
or damaged.

Destroy after single patient use.
Do not resterilize.

Ausage patient unique.
Stérile sauf si l'emballage est ouvert ou
endommageé.

Détruire apres usage chez un seul
patient.

Ne pas restériliser.

Nur fiir den Gebrauch bei einem
Patienten.

Steril, wenn die Verpackung nicht
gedffnet oder beschddigt wurde.
Nach Gebrauch an einem Patienten
entsorgen.

Nicht erneut sterilisieren.

Per uso monopaziente.
Sterile a meno che il contenitore
dell'unita non risulti aperto o
danneggiato.
Distruggere dopo I'uso su un solo
paziente.

Non risterilizzare.

Parausaren unsolo paciente.

Estéril a menos que el envase unitario
esté abierto o daiiado.

Destriiyase después usar en un solo
paciente.

No volver a esterilizar.

Utilizagdo num tinico doente.
Esterilizado enquanto a embalagem néo
for aberta ou danificada.

Destruir depois da utilizagdo num tinico
doente.

Nao reutilizar.

Voor gebruik bij één patiént.
Steriel tenzij de doos geopend of
beschadigd is.

Csak egy betegnél haszndlhato.

Zrt és sértetlen csomagolds esetén
steril.

Na gebruik bij één patiént
Mag niet opnieuw worden gesteriliseerd.

For enpatientsbruk.

Steril tills forpackningen dppnats eller
skadats.
Kasseras efter att ha anvints till en
patient.
Sterilisera inte pd nytt.

Til brug pd én patient.
Steril med mindre enhedens beholder
dbnes eller beskadiges.
Skal destrueres efter brug pd én patient.
Ma ikke steriliseres igen.

Til bruk for enkeltpasienter

Steril sd lenge enheten er udpnet og
uskadd.

Skal destrueres etter bruk pd en pasient.
Ma ikke resteriliseres.

Potilaskohtaiseen kdyttoon.

Steriili kunnes yksittdispakkaus avataan
tai vaurioituu.

Havitettdvd kdyton jilkeen.
Al steriloi uudestaan.

Xprion ag évav povov acfevij.
IPWHEVO EKTOC £GV 1)
oIV omoia mEpIEYETat Eivar avoiyTij
IiKateaTpappévi.
Kataotpépre tqv pevd ) xprjon oe évav
povov aoevij.
Aevanogteipveral maAt.

Poutiti pro jednoho pacienta.
Sterilni do otevieni ¢i poskozeni obalu.
Po pouiiti u jednoho pacienta zlikvidujte.
Nesterilizujte opakované.

f ilds utdn isitse meg.
Ne sterilizdlja tjra.

Produkt przeznaczony do stosowania u
Jjednego pagjenta.

Produkt steryIny, jesli pojemnik nie
zostat otwarty lub uszkodzony.
Zniszezy¢ po uzyciu u jednego pagjenta.
Nie sterylizowac ponownie.

Kasutamiseks iihel patsiendil.
Avamata ja kahjustamata pakendi korral
steriilne.

Peale iihel patsiendil kasutamist
hévitada.

Mitte resteriliseerida.

Lietosanai vienam pacientam.
Sterils, iznemot gadijums, kad
iepakojums ticis atvérts vai bojats.
Iznicinat péc lietosanas vienam
pacientam.

Neveikt atkartotu sterilizaciju.

Sadece tek hasta icin kullanilabilir.

Paket agilmadikga ve hasar gsrmedikce
sterildir.
Tek hasta icin kullandiktan sonra imha
ediniz.
Tekrar sterilize etmeyin.

3aynompe6a camo npu eduH nayuexm.
Cv0BpKaHUemo e cmepusiHo, npu
ycn08ue Ye onakoskama e e
pazne4amana unu nospedena.
YHuwoxeme cned ynompe6a npu edur
nayuenm.
HaHe ce pecmepunusupa.
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English m

Portex® Blue Line Ultra®
Tracheostomy Inner Cannula,
Single Patient Use

INSTRUCTIONS FOR USE

These instructions are intended for use with the following Portex® products:

Catalogue No: 100/850/060-100 Replacement smooth inner cannula x 2
Internal REF: 100/850/060CZ-100CZ

These instructions contain important information for safe use of the product. Read the entire
contents of these Instructions For Use, including Warnings and Cautions, before using this
product. Failure to properly follow warnings, cautions and instructions could result in death or
serious injury to the patient and/or clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT LOCATIONS.

Please note that the code number of the Portex® Single Patient Use Inner Cannula indicates the size of Portex®
Tracheostomy tube with which it should be used e.g.

Inner Cannula For use with Jackson Size Tracheostomy Tube
Code No. Tracheostomy Tube Inner Cannula L.D. (approx.) Length ‘C’
100/850/060 6.0 mm 5.0mm 5 64.5 mm
100/850/070 7.0mm 6.0 mm - 70.0 mm
100/850/075 7.5mm 6.5 mm 7 73.0 mm
100/850/080 8.0mm 7.0 mm 8 75.5 mm
100/850/085 8.5mm 7.5mm - 78.0 mm
100/850/090 9.0 mm 8.0mm - 81.0mm
100/850/100 10.0 mm 8.5mm 10 87.5mm
NOTE:

1 Use only Blue Line Ultra® Inner Cannula with Blue Line Ultra® Tracheostomy Tubes.

2 The use of an Inner Cannula reduces the airway diameter by 1.0mm (excluding size 10.0mm tracheostomy tube which reduces the
airway diameter by 1.5mm).

Description

A range of sterile single patient use replacement inner cannula intended to assist in the provision of a patent
airway in the tracheostomised patient, available in both fenestrated (coloured red) and unfenestrated (clear)
versions for use with the following Portex® Tracheostomy tubes.

100/800/060-100 100/811/060-100 100/831/070-090 100/860/060-100
100/802/060-100 100/812/060-100 100/832/070-090 100/870/060-100
100/810/060-100 100/813/060-100 100/833/070-090

Instructions for use

1 Following insertion of the tracheostomy tube and removal of the obturator, insert the inner cannula fully
until a click is felt indicating correct positioning.

1@![&?%12%@!9

m Latviesu

Uzmanibu!

Partijas kods

Izgatavosanas datums
Izlietot lidz

RaZotajs

Izgatavots, neizmantojot
dabiskas gumijas lateksu
Daudzums

Sterilizéts ar etilenoksida gazi
Nelietot, ja ir bojats iepakojums.
Saglabat sausu

Nepaklaut saules staru iedarbibai

Piesardzibu:

Federalie (ASV) tiesibu akti atlauj
$is iekartas tirdzniecibu tikai
arstiem vai ar to norikojumu.,

m Tiirke

Dikkat

Parti Kodu

Uretim Tarihi

Son Kullanim Tarihi

Uretici

Dogal kauguk lateksten

m Bbarapckn

BHumakve

Maptvpen kog

[lata Ha npou3BOACTBO

3non3gaitte go

Mpowussoauten

Hee NpOon3Be/eH OT ecTecTBeH

yapilmamistir KayuyKOB laTeKc

Adet Komuyectso

Etilen oksit kullanilarak sterilize C CeTneHoB
edilmistir oKcup

Paket hasarliysa kullanmayin.

Kuru tutun

Glines Isiginda tutmayin

Dikkat:

Federal (A.B.D) yasalar bu aygitin
sadece bir doktor tarafindan veya
emriyle satilmasina izin verir.

He w3non3aiiTe, ako onakosKata
erospefieHa.

Masete oT Bnara

Ma3eTe OT CTbHYEBa CBETMHA

Brumanve:

(ezjepanHoTo 3aKoHOAATeNCTBO
(Ha CALL|) orpaHiyaBa
npopax6aTa Ha To31 ypes camo
OT W/ 11O HapeX/aHe Ha nekap.

65

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 5 of 19

Doc. Number
AS10002537-002

P-IN@d €

99121 Is 2J10)eIdsal 3INDIID NP J9129UU0DIP B] ‘99A01aU 8139 Inod 3211134 8139, UIOSIQ B dUIRUI BSIWALYD B[ IS
*91221102 uoijisod e| uenbipul 31puUS 3sSeY 3S 1|2 Un,Nb 33 B,Nbsn( JusWAIRRUS

QUYL ASIWIALP B| J2ISUI INS)RINIC0,| B JEIIDI 19 BIWOI0IDEI) AP d|NUED B| 3P UOILASUI SIdY L

1ojdws,p apop

060-0£0/€€8/001 00L-090/018/00L
060-0£0/2€8/001 001-090/Z18/00L 001-090/208/001
060-0£0/1€8/00L 001-090/118/00L 001-090/008/00L

1 SJUBAINS ,X91104 IWOJ09YIRI) 9P $3GN] $3| IAR J3SI[1IN B 13 (S)ualedsuel)
92.159U3} UOU 13 (96N01 IN3IN0D) 991)S3UDJ UOISIAA U S10J B B S3|qIU0dsIp ‘9siwoloaydel) Juaijed un e ie,p
1odde,| J3)1j12€) Inod $aN3U0D $3|GESI|IINDA 19 $3|1U)S JUBWdR|dWI BP SAUIBIUI SB|NUERD 9p dwweb aun

uondidsaqg
“(WWS'| 3p }INP31 153 3UIAIU] AAUIDIP 3] JUOP W ')

3]/10} 31UI0}03YDI} 3p 3jNUD D] INOd }dadXa) WLQ'| AP BUIBIUI 1WIDIP 3] JINPI AUIBIUI BSIWAYD un,p dp|d Ua asiw b] 7
. DI} 2UIT 3N]g AIWIOJORYIDI} 3P SAGN] S3] IBAD {DAYI() AUIT ANjg dusd}Ul 9jnup) bf b IASIHINN L

001-090/€18/00L
001-090/0£8/00L
001-090/098/00L

“ANOYYNIY
ww §'/8 oL ww s'g wwo'ol 001/058/00L
ww 18 - ww 0'g ww 0’6 060/058/001
ww 08, - ww gz ww g'g $80/058/001
ww g's/ 8 ww o'z ww 0'g 080/058/001
ww o'/ L ww g'9 ww gz S£0/058/001
ww 0'0L - wwo'9 ww o'z 0£0/058/001
ww 69 S ww o's ww 09 090/058/00L
amw__ﬁhﬂwﬂw_mb (xoidde) auwsajul alwojoaydes) 3p ausdul
ap ognL uosyper ajjieL asiwaYd e3P I'a | Snued AR IS Y | 3SIWAYD 3P BPOd N

X3 4pd “3sij13n 2433 310p Inb ,X31404 31UI0}03Y>DI} B ANUDI
| 3p 3jjip} p| anbipul [anpiAIpul 26DSN D ,X3}10 SaUIA}UI SASILBYD S3P PO P 043Winu 3] anb Jajou zajjinap

‘11NA0¥dNA3dYID0153AXNA1TSIISNOLSNYANOILYSITILN,AIJILONILLIDHINGINLSIA:INDHYINIY

*$24NSS3|q SIP NO UIDIPIW NP NO/3d
juanzed np Jiow ejJaules3us 3nad suoi3dniisul 33 suonedaid ‘opaeb ua sasiw sap 3dadsal uou 37 *ynpoad
92 1351]130, p JueAR ‘suoi3neddad 32 apaeb ua sasiw s3] stidwod £ ‘Jojdwia,p apow 33 ap y1jeabIUL,| B417
*aw)sAs np 9314N29s 33n03 US UOKESI|IIN,| @ 10julsap ) > SUOIIINIISUI SI)

Z3001-Z2090/058/001 :dua3ul 434
7 X 3ss1| Juawadp|duwiai ap dulul ISILBYD) 001-090/058/001 :@nHoje3ed ap oiwnN
SJUBAINS ,X3}10d s}npoid sap uonesijin,| e e} Juo saubisuod sa)

101dW3.d 3AOW
oX3310d oel}|n dul]an|g
alwojoaydes] ap 3jnue) jnod
[onpiAIpul 3besn e auiajul 3siwaY)

E sieduely

1PanIasa1 SIYBL |l JDIPIN SYHWS S107 @

*SI2UMO 2A1323dSa1 J12Y) JO SYIDW

DIAIBS 0 SYIDWIAPD] ‘SAWDU dPDI} Y] 21D PAUCIIUSW SYIDW PUD SAWDU Y10 [[Y *SILUNOD JAYIO UID}ISD pUD
D10 YIDWBPDI] PUD JUIDG *S'() Y3 Ul paId)siBai 51 pWaPDI} dY] S2IDIPUI @ [OQUIAS Y[ JDIIPIAN SYNWS

JO SYIDWAPDAY 24D YIDW UBISAP [DIIP3Y SIS PUD YIDW UBISIP X3110d JUIAOWIAY | ‘DAY dUIT dN|g ‘Xa140d

“uoisn|d20 10 uol}d3UU0dSsIp
|ejuapidde Juanaid 03 3GN} 3Y3 UO S3110) JB3UI| 1O [EUOIIRIOI SAISSIIXS Jo uonedijdde pioae

“10339uu0d g} A yoes) ay3 03 wiaysAs Huiyjeaq ayj jo Juswydeyne 1ayye pue buung  LL

AL

) j/ewneJijoieq ui buninsai ‘seb jo moyy A1o03esidxs b 13594 ‘e[nuued
Jauul ay3 apn|pdo pinod aqnj seb ysaiy buipnijoid sy *(moq|d uew.op *6°3) uswnj 103d3uu0d
3y} ojul sapnajoud Yoiym aqny seb ysauy [eixe-od e sajesodiodul Jey) 103dsuuod pajbue

-3y611 e yum uondunfuod us agny Awojsoaydes e Huisn Usym ejnuued Jjauujue jiyjouoq oL

*(wwg' | Aq 1933welp Aemuie 3y} sadnpad Yorym agny Awoysoaydesy
wwQ L 3zis buipnpdxa) wwg'| Aq 1935welp Aemiie 3y} s3dNpal ejnUUR) JISUUUR JOISNAYL 6

+a6e)20]q-10 UOI}I3jul BSNED PINOd YdIYM SUOI}aLd3s Jo dn-pjing 03 pea| Aew i0ys 00}

SI Y21YM e|NUUED J3UU] UB JO 3S() *UOISN|2D0 10 abewep [eayde) 0 Buipea| ‘aqn) 133N0 3Y) WoJy

AjaA1ss95x%3 apnajoad Aew 6uo] 003 I Yd1ym ejnuuERd J3uUl Uy ‘Mojy seb 1d113sa4 A|uessarauun
10 UOIIINPOAIUL Ul SANdIHIP dsned Aew ia3awelp Buom dy3 Jo ejnuUURd JBUUI UB O3S 8

*abues ,e1y|n sur] an|g ¢Xa1104 3y} wody saqny K yoea3 yum £Kjuo ej > Jauul s1y3 asn
‘[2qe] yded 31un ejnuued Jauul 3Y) Uo asoy) Ym sjaqe| Juaned pue abueyy agny Awoysoaydesy

3y} uo sbupjiew azis buriedwod Aq paydayd aq ued siyy *asn ui agn) Awoysoaydesy

ayj 403 Y36us| pue sa3awelp ajeidosdde sy y1oq st ejnuued JuUl By} Jey dansuy £

‘e[nuued Jauul pue 3gn3 Awo3soaydes} Mau e yym pacejdas pue
1939603 panowas aq pinoys agqn} AWo3soaydes) pue ejnuued Jauul 3y} Yyjog ‘aAowai A|
03 A13 Jou op ‘aqn} A yoeay ay3 wouy e > J3uul Y3 dA0wai 03 3|qissod jou s|

*paainbai j1 dey uoney >9Q 3y} A|e1p I pue ssaJysip K1ojesidsai jo

subis 1oy Juaned ay3 aa19sqQ "Aemiie ayj Jo uoldNIsqo [ennied Jo [e303 ul 3nsai Aew os op 03

ainjieq 'p 1 uaaq sey e| > J3Uul 3Y3 JeY} 10 ‘PIsN S] B[NUUED J3UUI PI)RIISIUS} B Jey)

pue pajepap A|239]dwod si Jnd 3y3 Jey) 24NSUD ISNW Jasn 3y *aqn) AW03soaYydeI} pajelIsausy
Pa33nd e yum uoidpunfuod uj de) uoijejnuuedaq e Huisn Usym pasiIaxs aq 3snwi uone) g

*uonaniisqo Aemuie a33jdwod Jo jennied o) pes| Aew os op
0]} aanjied "pajepyap aq snw yynd agnj Awojsoaydes) sy} sased y1oq Ui pue ‘parowal 3q pjnoys
) ‘Juasaad si ejnuued J3UU] PaJeIIS3UIS UOU B JI 10 PASN 3¢ ISNW BjNUUED 13Ul pa)ei)sauay

e 19318 ‘ded uonenuuedaQ e Y3m pasn si 3gn} AWoIsoaydei] pajelIsaudd ,Xa310d e j| v

*aqn) Awo3soaydes) 3Y) Ul SUOKLIISIUS)
ay3 ybnoay) abeyjea| seb juanaid o} ade|d uj S| BINUUED J2UUI PAILAISUI UOU ,X)10d B SS3|UN
uojeIiUaA jeslueydaw o | 410} aqn) dei] pajesisauaq ;Xa310d e asn JIaA3N €

(e1say; *6°9) 1IAUD USBAX0 payd1IUd ue ul 331ubl 10 “1e Ul sawny 21x0} 3dnpoud |Im
JAd @snedaq paploAe aq 3snw sweaq A1964ns 13se| 10 s9p0o3I3|2 £1961n501123 Y3Im 3de3U0) z

*aqn) Awolsoaydes) ay) ulyum paurejas bulaq ejnuued Jau
ay3 Juanaid pue ejnuued Jauuj 3y} apn|pd0 Aew siy) se ejnuued Jduuj 3y} ajeduqnjjouoq L

SONINYVM

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

ainpadoud |edojsad Jo asodsig  LL
‘poy1aw Aue Aq pasi|uais-al
3q 10U p|noys 1| *asn Juaied a|6uls 1oy papuslul pue paubisap S BINUUED JaUU| (eJ|N duUITan|lg 0L
*agn] Awo)soaydel) 33 Uesd 0} Ysniq siy) asn Jou oq ‘papiaoid
ysnuq Buiueap ayy Ajuo asn "ejnuued Jauul 3y} uea)d o3 syuswajdwi buiues)d aaiseige Aue asn jJou oq 6
‘aqn) Awolsoaydes
341 Jo 1ed Aue ueapd 03 suondNIIsUl Bulues|d 3y) Ul PaledIpul 350Y) UBY) JBYJ0 SUOAN[os asnjouog 8
1pnpoud 3y Jo buijpuey pue asn ajes ay) ul [euoissajoid aiedyyjeay e Aq paroniisul
3q 1snwi juaned ay) ‘|eyidsoy sy SPISINO PIsN e SBNUUED JBUUI PUe SICN] AWOISOBYDRI| XUOd J| £
*UOI}2NJISQO UB PIsned Jou sey uoiie[nuuelb anssi Jey] 21nNsua 0} Jayjealay) Ajjuanbaiy
pue eJ1s3ua) Jo uonisod [ewndo aulWISIBP 01 UOILIASUI IR A|2)RIpaWiWII PaXI3Yd 3¢ P|NOYS Sejnuued
Jauul pue agn) Awoisoaydel] PaIeIISaUS (X104 3Y) Ul UolelIsaua) 3y Jo Aousled pue uonisodayy 9
'30n) AW0)S03YdRI) BY) OJUI PALIISUI-3) DB de[NUURD JauUl pabewep Jo payuly ou jey) pue ‘Buiuespp
Buunp pabewep Jo payuly W03 J0U OP SB[NUUED JaUUI 3Y) JBY) 2INSUD 0) UL} 3] pjnoys ale)  §
*skep 0g asn Jo pouad papusawiwodal
wnwixely ‘Aemite Jusjed e ujejurew o) palinbai se adejdal pue Ajauinol ¥y "gnUURD Jauul 3y} JO
Bujuespd seinbas pue bujuondns 1e|nbas Aq painsse ag 3snw uswin| agn} Awoisoaydel) ay3 jo Aouared ay | v

“enuued JauuL

10/pue 3gn} AW0}soaydeI} By} JO UOIIRISNIDUS SSIWIUIW O} payipiwny Ayenbape aq pjnoys sjuaied €
*3BPaM UOI}IBUUODSIP B JO SN 3Y} Y}M Paje|ide) 3¢ ABW UOIDUUOISIQ “J9}eaIay}

Apuanbaiy pue paysi|gelsa Uaym paxIaYd 3¢ PINOYS SI0323UL0D WA)sAs Bulyleaiq e jo Alundesayl ¢

“g|nuUUED JSUUl 3Y) 0} dBewep JusAaid 0) 35N |1UN UOLIED J|ays BY) Ul Ulewial Jsnw syped Jun - L

suoinnedaid

*UOIIN|OS BUI|eS J|1IAIS B YIIM paues)d 3 Ajuo pjnoys aqn3 AWo3soaydes) ay |
aqn] Awojsoaydes] - suoipdnijsul buiuea|)
“Japew ajejndned
W0y 934 pue AIp pue uea|d paiols ¢ PINOYS ejnuUed Jauul 3y} AIp pue ues aduQ “Ajjeanieu Kip 0} moj|y v
*uonN|os Bulfes 9|UB1S Ysaly Yum ysniq buiues|d pue ejnuued Jau

43 asul ‘Buiues pue buijeos ;ayy €

'suoijaidas Aydns
10 pauip Aue anowas djay 03 (08/001 Pue 008/001 1dadxa) sagny Awoisoaydes) padeys d1e X330 ||e
yum papiaoid ysniq buiues)d ay3 buisn 'suoiia1das Aue uasoo| 03 UOIIN|OS Y3 Ul BjnuUEd Jduul 3y} )euby z

Nnjos Ju9BI3}9P Pjitu 0 SuI[es |1AA)S Ul BINUUED JUUI Y} }eos 1
2D1) Y] WOAY DINUUDD JaUU] 3Y3} 3A0WBI SADM[Y

u

1> 40§ 3N}

*spaau Juanbd [pnpiaipul 03 6uipi03p AIDA [jim 3w} Jo poliad siy | *suola1d3s 1o snodnul
£q paipunup)u0 310339 DINUUD) J3UUJ 3Y} J2ASUBYM JO PIPUILILIOI3] S| DINUUD) J3Uu] 3y} Jo bujupap AjIbg

suononjsul bujuea)

*(158/001 10 058/001) 3|qe|ieAe ie enuued
Jauul Juswde|day "pabewep 10 PaNUD Ji PIEISIP PUB UOIRISSUI-31/UOI3SUl 0 Jolid Bjnuued Jauul dypay) £

*SUOJONIISUI BUIURS]D PIPUSLILIOIAI Y JO SURSW AQ BINUUED IBUUI PIJIOS BYI UBR)D) 9
*A)1In235-10} Y232 pue (pasn Ji) 1N Buiyleaiq 01 agn) AWO1sosYdRI} BY1 108UU0X-3Y  §
, 943 Jo sueaw Aq pauonisod A[33a110>
s1 ejnuued Jauul ay3 buunsus panbai yi ejnuURd JaUUl UB3P B YIM eNUURd J3UUl Paios Byl adeday ¢

"g[nuUed Jauu 3y} uo [nd Buu Y} Jo sueawl Aq ejnuued JaUUI Y} SAOWRY €
"payReNE JI DA BUIYIRSIC WL JI3UL0SIP BUIUB|D 10§ PIAOWISI 37 O} SPIIU BNUURD JBUUIAYY )| T

9

*31Ua23|z 063( eU G|
ezieyd| zozid dluzobjAm ‘Q1RYNISMNIMD ‘sidpayd
‘[9SNp[eAIOY 11S4e 10A eluazpbzin 063} a1kugnjapual Isono ABen  AXsieya| eu 0gRU WNJeyR)|
S8 Jjnule pnyeqn| ynnw zepazidseu bfejemzod  ‘feje sonoyesIZoyzsaze  aznod usjonod afonseu
SWIPEaS 335 U [ (yoAuozooupalz MOUBIS) 7o USQRWIRMR IRAUIAIO) ojoyoy fopoid af ysn
31SNPeas[eeiapo} s aujeiapay Asidazig Yowe|ly ynsaAbazy  nuoxez yojujesapay 3pod
jisnjeensny RIuZoNsQ yezekbip suguiozodn
1599 opueyey NPRAS //-\
asnblerasayied exsyey WidpeIms pazid luoiy) anpan [ougydeN  nwiupaunjs a)nAeISAASN VF\/\
7%
1599 3SNYSIU IS)RY Bobym pazid Jluoiy) OpuBIR) UOZRIPZS nydns A a)ARAOYN F
*3U0ZPOYZSN
‘pnyelsnfyey uo puaxed ofelsoz aluemoyedo ‘ef[euzsey au ‘ouazoxsod
1y} ‘epejnsey | 11923(*eMOS0)S BN i3S sejobewos) e ey 3 ‘9)fanznodan
ebiplisoudsmd nuaya WapIXoUa|A3d
PNUBASIUR)S  WAYUI[} oUBMOZIAIRIS 315 [ePPIXO-U3[NT OUBAOZI|LIR)S

snboy| INSZOUp __m - u
famosyare| nxaje|
JSyeIejwwny Awinb faujeinjeu Zew|e)e} Wau  0yRAoyNRNey oyjupoiid
np{IIsNpoo] epjesis 1 eAzN zag oueuoX AW  HwNBsIaAU S3)RZSIWIB) 11znod zag 0USGOIAA
efjoo] JUDNPOI4 opekn QOIS 1
1uny epeynsey| pazid yznz Jepfa 0p3upRYZNOd m
A9ednny| sielSILIeA 1bynpoid eeq ewnyep seuedo Aqoufn winjeq _g
ooy lived ed JaLnN wezs1seLedn 97Jeg Ofs) E
Jsnjeensny ebemn yezekbip 1uaulozodn Q

wonnsea [0

bisjod E

Jehbep E

eunso) (5

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 6 of 19

Doc. Number
AS10002537-002

19 APR 2017

L

*USBI0SIU UBIYRMIA WAYDILIO JewsD ||
“UBPIIM LIBISI|1IB)SDI

3S3IP 3|0S USPURISWIM UBUIY I3[ YdINRIGID-USIUIIIRJ-N|T USP Ny ISI SnueNUSUU|-xRIYN durTan|gald Ol
"USPIIM J9PUSMIIA 3|NUBYIIWIOISOBYDRI]|

USZINUSG “UBPIAM 19PUSMIBA [PIIWSBUN 4 USpUIANaYDS BUIDY UaINp 3|nuBUSUU| ISP usbluy wnz 6
*puis Juueuab Hunyzjuesbunbl 1 31P ‘@PNPOIJ 3P S[E ‘UIPISIM JSPUSMIDA
uabunsojsbunbiulay ualspue duIdY USLNP 1B LmE_ pun sjnueyalwolsoaydel Jap bunbiuy inz g
"UBpIaM UasaImabuls Bunpusmuy a1p ui
pun ajnuey| Jap Jw buebuwn UIBYDIS USP Ul J1SIMUISUSNUERIY| JUIS JSPO 1ZIY WIS UOA JUSled J3p gnwi
‘USPIIM 1ZINUS( SISNBYUDMUEIY SIP G[BYJIFNE US|NUENUSUU| PUN US|NUBNSILIOISOIYDIRI] (X304 UUSM £
‘puIS 1BINIISAO dAaMIBsUOIRINURID YDINP JYDIU 3IS Fep ‘Ud||DISNZIAYDIS
win ‘U3PJIaM 1I31]|013UOY USPURISAY UaBINeY Ul ydeuep yone 3)(|0s 3ls pun ‘ujaRiwId Nz uabunialsuaq
19p uonisod ajewndo aip win ‘uspsam Ynidiagn UaIynjuIz Wap Ydeu 1I0jos USSSNW 3|nueyuauu| Jap
pun 3|NUBYRIWOISOBYDRI| X3110d UaLIaIsuajab Jap ul buniaisuad Jop 1exbibuebyping pun uonisodalg 9
"paIM 1739596 UIS SNUBYSIWOISOaYDRI| BIP Ul 3|nUBNUSUU| 3)61peYdSaq 19po 3PPIUNS6 dulsy gep
pun ‘paim 161peydSaQ JSPO PDIUY YDIU USBIUISY Wi S|nueyUSUU| 3Ip gep ‘Uspiam 193ydeab jnesep gnuwi s3 S
‘uabe o 12q 1631| Janepabel] sjewixew audjyoydwa 3l "dNULY IS9P U[BSYIIMSNY Sep |[ejsjiepag
wi pun Bunynidiaq) abigewaunnos aule Hapiogd sbamway sap 1axbibuegbyding Jap bunisispyemen
31 "uapiam 1610536 ajnuesusUU| Jap uabiulRy sabigewabal pun 12149 UOA uabnesqy sabigew|sbal
Y2Inp gnw suswinjuajnuexaiwolsoaydel] sap 1axb16uebying sap bunyjeyssiydayny aipind
"PAIM LISPUIYISA |NUBYUSUU| ISP ISPO/PUN 3|NUey|eaydel]
19p BunisnIyI9A BUIS JIWIEP ‘USPIAM 1DIYDINBJQ PUSYDIBISNE 3)(|0S USJUSINRY SIP sebwaly seq €
“UIPIIM LBIYDIBID [IRsBUNUURIL UBUIS YInp uuey bunuuail a1 “uaynidiaqn nz
ueJep SSN|ysuy Wi byney pun swaisAS sap Neqjny Wiap ydeu puls swalsAssbunwijeag sap assnjydsuy aiq z
*UBPISWLIBA NZ 3|nueyUSUU| Jop
Ue UBPELPS WiN ‘UdpIam uswiwouabsnesay bunydediap Jap sne 1ydiu ydneiqan winz siq jep Hnpoid seq L
uswiyeugewsiydIsion
*uapJIam 161U1R196 HuNsoZ|esydoY IB]LIBIS I INU JIep JNUENSIWO0ISO3YDRI] 31
3|nueylwolsoaydes] 19p bunbiuiay
*UBPJIM MYBMICINE 1O USUXDOI} PUN USIICNES WIdUIS U 1ZINYdsab Zynwiyds ydinp Hunbiuiaiuniap Joa
315 9]|0S '15! J2QNES PUN USYD04] J9PIIM S|NUEBYUIUU| BIP UUSA "USSSE| USUYD0I) YN ISP Ue Juswnisu|seq ¢
)Indsab Bunso|zjesydoy
J13]143)S JBYPSLY W )sINGsBUNBIUIRY pun SjnueUSUU| USPISM USBIUIRY PUN USYdIBMUIT WIdP YdeN €
‘UdpUIMIDA NZ d)sungsbunbiuraiusinuey
aua)|eyiud BueywNIaaIT W (Z08/00L PUN 008/00 L 19 J9YNE) UB|NUBXIIWOISOBYDRIL (X31I0d
uauaboqgab usjje 13q alp 151 121435 WablIga|y J9PO WBUYD0I136UR UOA USUIRJIUT WNZ "UISO|
nz usabuniabe|gelasyas wn ‘usyuamydSIaY pun -uly bunsg|sbunbiulay Jap ul jnuesusuu| 31qQ 4
‘uaba|-bunsojsbunbiuley ap|iw duld Ul JaPo Bunsoziesyd0y a|uLls Ul UabiuRY WNZ sjnueyuauUl| 3lq L

‘uapiam TET D41 43P SND Jawiw] uabjulay winz gnw aynupy Elld]
“utas buby Yd1IpalydSIa3un uauaIIDd SIp
U3SS{UyINPag UBJ[aNPIAIPUI USP YIDU 3 UUDY WND}IAZ 13531Q “U3|YOd 119y 2421/6p} 2BjpULYAW 313 YND

12338 43P0 WIIAJYIS Y24Np S[NUD) 43P 3513/\ 12 pun ajn 1p 1u1ay 3y>1|6p} 3Uld pAIm s3

Bfunyvjuesbunbiuiay

“USPUIMIBA (1G8/001 J9PO 058/001) SNUBMUSUU| BNBU BUIS |[B4 WIASIIP U] Islamyne uabunbipeydsag 1apo
321U UBUID JUSWINISU] Sep s|[e) ‘UaBI0SIUS PuUn UdjnIdIagn UdIYNJUIT USINIUIS/USISIS WP JOA 3jnuexuauU|
‘uablutas uswiyeugewsbunbiuRy usua|Yodwd USp puaydaIdsIUD ANUEBNUSUU| AZINWILYDISIDADI] 9
“uaynidiagn sassn|yIsuY sap JYIIYIS 3P pun
(151 q1132g Ul Jnesiay JBYD|OS UIS S|[eJ) USFBIYISUE SIaIiSBuNLIIeag USp Ue J9PaIM 3|NUBXIIW0ISoaydell  §
‘Is1 uainds Nz, YD1)* UId UIYNjuIg Widq gep yp ‘pAIm 1z33sabuia Braydu Japaim ajnuesusuu| alp gep ‘uayde
Jnelep pun uaydsnelsne djnuesUdU| 13gnes auld uabab s|jejusuagabab anueuBUU| NZINWIYISIBABI] b

~

oL

‘uayaizsnelay ajnuey Jap ue sbulbNz sap dj|IH N dnueyuUdUY| €
‘U3pIAM UBWILOUIBAE (351 UISSO|YDSIBUR JnejsIary USLD|O0s USUID
UB SIS S|[eJ) JnejsianisBunLleag WOA 3Is g ‘PIIM USWWOUSBsNeIaY USBIUIRY WNZ SNUe)USUU| 3Ip UUSA,
“Js1 19358136 UIR UOIISO4 USBIYIL 4O Ul 3jnuey 1p gep 1619zue Jap ‘st uainds nz iy uld siq ‘Uyngabuis
BIpUBIS||IOA 3[NUBNUSUU SIP PAIM SIO}RINIGO SOP USUIBHUTF PUN 3[NUENBILIOISOYDRI] ISP USZdSUIT BN L

Bfunyisjuesydneiqan
060-0£0/€€8/001 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/001

001-090/098/00L 060-0£0/1€8/001 001-090/118/00L 001-090/008/001
:UB|NUEYDIWO}SOAYDRI| ,X31I0d UBPUSB|O) I Bunpuamiap
Inz Buniynysny (Juasedsuesy) Jaua1susjRbuN pun (3giesa6 101) Ja1IISUIIB UL USIUSNEY USLISIWIOISORY DRI}
190 96aMYNT J9P USYEYUSYO WINZ US|NULYUUU|-Z}RSIT IDIRGPUIMIDAIIPIIM I3]1ID)S JUSWIIOS uIg
Bunqiaiydsag

“(MaIZNPal WS’ | WiN JASSaWLINPBamMYNT uap Jip ‘ajnupyaIwojoaLdDi|
Uagoub WQ’ | Jap aWypUSNY W) WWIQ'] W Jassawiy2inpbamynT uap 1iaiznpai ajnupyuauuj Jaula bunpuamiap alg T
“UBPUaMIaA NZ U3[NUDYAILLIO]SO3YIDI] oDI}|) 3UIT aN|g HW INU JsI jnubyUaUUj DAY urTanigaig L

*SIMNIH
ww /g oL ww g’ ww ool 001/058/00L
ww'lg - ww o' wwo's 060/058/00L
ww '/ - ww gz wwg's 580/058/001
ww §'s/ 8 ww o'z ww'g 080/058/00L
ww 0'g/ L ww g’y ww gz 5£0/058/00L
ww '/ - ww o' ww o'z 0£0/058/00L
ww 6’9 S ww o's ww 0’9 090/058/00L

13, 3bug ‘Bjnuey . Inuexusuu| N

-31Wojsoayel] () 3g9ip vosiper 13p ‘puduu| m::v:o;..w?_:N NV BnueyURuL]

*g °Z 3)|0S U3PIIM JPUIMIDA 3]S 43P JIW “}qIBUD SNQNIBIWIOISOBYIDIL-,X3}40d SAP
j-u13 wnz a[nupy 1-5X9}40d 43P J2WIWINU[2}S3g JIP SSDP ‘31 UBIYID3q 311G

3g949 alp yonviq

*QYIM LZ13SIONIF LINA0Yd SYA OM ‘NILTYHLITYIS TIVYIAN LLYT9SNOILYWHOANI S3SIIA:SIIMNIH

“Uayn} 3POL WINZ J2PO UBYIESINIZA UBEUNZ)3142/\ SpUBBAIMIIMYDS [euosIadyiull) J2Po/pun UdiudLed 19q
ajuuoy Je) pun astamuy 1amuy Jap Bunyydessiy a1q ]21S10/\ pun 1eM
13p Y211gaIYdsuId ‘Yaoanp bipue 1G3D 3531P SPINPO.J S353IP BUNZNUBG JOA 3G US3|
21319 ‘sPNpoid sap bunzinuag 21aydis aIp any :w..o_umE._&:_ ab1yd1m jey3ua bunysjuesydneiqan asaig

Z2001-Z2090/058/001 434 duidu|
001-090/058/001 :Jdwwinu||3}sdg

:@2PINpo.d .Xa110d apuab|o} inj ualjab v @sa1a

ONNLIFINVYSHONYHEID
yoneiqan-uajualjed-uig wnz ajnue)juauuj
-SNQNJBIW0)SOdYDRI]  RI}N Ul dN|g X3}0d

E yasinag

Z X 3|nub)uauu|-z3psig ajb|o

Rev. 001
CO No.: CO-10029546

Effective Date

FM-DVSOP2002-01

Eff. Date: 25-OCT-2016

WORK INSTRUCTION

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

'S9AI3S21 S}OIP SNOL ‘[DIIPAN SYIWS §107 ©

*$§1102dsal $INa)ua)p

$1na| ap adIAIas ap sanbipw no asJawwod ap sanbipw ‘a31oWwW0d 9p swou saf Juos sguuonuaw sanbipbw

12 swou sa43np s37 sAbd sa.3np sujp3Ia3 sUbp anb ISUID S|UN-SIDIF SIP 2242WWOD 3p sanbipwi 13 $12/21q

Sap nbaing np sa.dnp 3243516213 153 anbipwi 31333 anb anbipul @ ajoquIAs 37 |LIIPa SYNWS ap saasodap

sanbipwi sap JUOS [DIIP3 SYIIWS 13 X31104 anbipw ap SuIssap sa| JuaAOWIAY | ‘I3 dulT aN|g Xa1i0d
*3]|93USPIIDE UOIIINIISGO NO UOIXSUUOIIP
31N0} J19)IAY,P ULJE B|NUELD B] INS SIAISSIIXD SIIIEIUI| NO S3410}L}0. $3140) Sap Janbijdde sed su

‘3|eaydeu) 3jnued e[ 3p IN3)79Uu0d ne uonelidsal ap awa)sAs np uonexiy e| saide 39 Jueing L1
*aixodAy aun no/3s swisnewnesjoleq

nj e 5..:5r “UNDJ1 NP SJUSWISANOW 3P SBd U
“yesinod siesy zeb op 99A1LIR P [e23USD NeAN} 37 *(UBWLION 3P 9PNOD PIOdIE] I'X3) pA0ddel np

un ianboaoud 3 suiajul asiwaYyd e| Sp a4

2J21WN| e suep dl|j1es Juesie} JBIUISP 3 ‘siesj zeb anod [eIXeod 3N UN B 32 §PNOd pioddel un
© 99129UU0D 59 31W0303YdeI) 3P 3|nUuEd e| anbsio] adejd ud suisjul asiwaYd ap 3w sedaN 0L
(WG’ 3P 3INP2J 359 SUIBIUI BJJWEIP 3] JUOP W ‘0L 3]|Ie) SIW030YDERI} 9P jnued
el anod 93dadxa) Wi’ 3P duUiSjul 3JJWeEIP 3] JINPAJ dUIA)UI 3siwdYd aun,p dejd us asiwe] 6
-abedo|q
un no uodayuI dun Jaipuabus Jueanod sUOIIRIDIS AP UOKRINWINIDE BUN JBUlRIUD Jnad 334N0d
dou} aulajul ajnued aun,p uonesi|in,] *a6e30[q un 13UUOISEII0 NO 33Yde.) e| J1Bbewwopud
Isule Jueanod ‘21w0309YydeI} B3P 3N} NP BAISSIIXD Uodey) dp Jasseddp nad anbuoj doay
auJajul 3jnued aun ‘zeb sSp JGIP 3] JUSWIS|1INUI BIPUIBIISBI BP NO UOIIINPOIIUI UOS 3P SIO|
sawd|qoud sap iasned ap anbsu sidoiddeur apawelp ap suisjul jnued 3un,p uonesiIN] 8
*oX9110d 3p .enjn
aur] anjg awweb e ap a1w030ydeI} 3P S2N] S3] I9AE,nb duUIBUI BNUED 9339D BP JIAISS 3S BN
*3UI3jUl B|NUED | 3P 34ILIIUN JUBWIAUUORIPUOD Np 3339nbNyy,| Ans seanbipui sa|j2d e juaned
anbey> e saadoad sa13anbia sa) 4ns 39 a1Wwol09YdEI) P AGN] NP 9)3343]|0d €| ANS saanbipul
sa|jauuoisuawip sanbisualdeed s3] Juesedwiod ua YLIIA 3133 Inad 1732 *9s1|1IN 1WO0IYdEeI}
ap aqnj ne m.m_huohnnm ananbuoj aun,p 13 a433WeIp un,p 3sd duiajul 3jnued ej anb Jainsse,s L
*auIajul ASIWAYD 3| aunja a1 aydes ap ajnued 3 aun aed sade| 119
19 $941391 2139 p 2ydeJ} 3P 3|NUEd k] 33 dUIIUI ASIWBYD e 1241394 e Jnod
192104 sed au ‘a1w0j0aYydRI} BP w.::mu ©] 9p 2UI3jUl ISIWIYD B 341331 9p d|qissod sed Isa,uLs 9
*}$9 UI0Saq I UOKR|NUEIIP 3p uoydnded 3] JuswajeIpIWWI
19A3]UB 33 aa103eaidsal 3sS3139P 9p 2ubis 3n0} 1932939p Jnod Juaned 3| J9AIRSGQ "PNIISqO
I no 3 sed a139,p anbsui uaPe 3INPUOD 3] ‘UoUIS *9241324 939 B BUII)YUI BNUED
e anb uaiq no ‘a113uay e BUIBUI B|NUED BUN,P 143S 35 UO,| anb 312 dyuohHap Juswal3|dwod
159 J2uuojjeq 3| anb 1ainsse,s }10p Ana3jesi|in,;] "}BUUO||Eq DDAR 13 34)Ud) € dWI0}0dYdeL}
p 2qnj un >aAe uonejnuedIp ap uoydnded un 3siji3n uo puenb adueibia ap aanaid airey S
‘an13sqo ?|dwod no l12131ed 2133,p anbsui uauige yInpuod
3] ‘uouls *a1 aydeu} ap agny np l1eq 3] 13[3u0bp ‘sed Xnap s3| suep ‘33 Jai13aa |
‘2J)9U3) SUeS SUIJUI INUED BUN,p USRI ] UD ‘UBI] NO 3439UBJ B SUIBJUI B[NUED BUN JBSIIN
‘uonejnuedp ap uoydnded un AL ISI|IIN 35D (X3110d 24}U3J B BIWO00dYdRI} Bp AL UNIS ¢
*31W0309YdeI} 3P JNUED B 3P Suoljel)saud) s3| Jed zeb ap sa3INy S| J2)AD,P
ulje 153 ‘a>e|d ud }10s 3913S3UIJ UOU ,X3}104 BUIS)UI dSIWAY dun,nb sujow e anbiuedsw no
3|SNUBL UOCIIL|IJUBA 3P SBD UD ,X2}10d 2439Udj € 1W0J0YdeI} OP d|NULd dun Jasijian siewelaN €
*(a1s9y3saue ua "xa Jed) auabAxo ud 1Yd11Ud JUSWBUUOIIAUD
un suep 3 Jud,s ‘a1e,| suep bixo} sinadea sap sioje yesinpoid A 9] : 23AD 3132
J10p J3se| 316an1yd> dp suoKes sap no 3161N11Y>01333[,p SIP0IIII|I SIP ISAR }DRIUOD INOL I4
*21W0109Y 1k} BP 3|NUELD B| BP INBLIA)UL| €
ae|d ud 433524 9p J9ydadwa,| 3P 13 34n]200,| 3p anbsi e[ad : duUIAUI ASIWAYD €] 4 qn| sed aN

mZO_._.<n_Z<_>=>_OUm_~_

JNanbiA ua 3|ed0| ainpdoid el ap uonedijdde us ynpoisd 834339 LL
"3NUED 91132 DAL 3351]11N 3419 INad BU UOIESI|1IIS P SPOYIPW

aundny ‘anbiun juaned e uonesijn sun Jnod anAdid 19 SN3U0D 153 eI} BUIT AN|g SUIA)UI 3jNued B QL
*91W0109YdRI) 3P 3N) 3] J9K011aU Jnod 355040 91330 J3SI|IAN sed SN 1349 19D e 3luInoy abekonau

ap 9s50.q | anb J3sI|nN,N "duId)ul 3|nued | JaA0113u Inod sjiseiqe abefoau ap s|ino,p 4asijin sed aN 6
"31W0}03YdRI} 3P 3[NUED B| 3p 31ed 310}

12kon1au nod abeAoy1au ap saubisuod sa| suep saanbipul s3|2 anb sayne suonn|os ap Jasin sed aN 8
‘Jinpoud np saules uonejndiuew
3P 13 UONESI|IIN,P SUOLIPUOD SIP Judlied 3] JSWIOUI BIASP XNEDIPIW SUI0S 3P [uuolssajoid un ‘jendoy,|

3P SIOUIP UD SSI|1IN JUDIRIDS SAUIBIUI SASIWYD SI) 19 £X31I04 DIWOI0IYDRI} 9P SINURD S3] NO Sed 3| sueq L
‘u0112n.3500 aun dnbonoid sed e,u snssiy sap uolenuelb e anb aueleb ap ulye aNs ey Jed Juswiwanbaiy
19 ‘2133u8y | 3p 3ewndo uonisod e JauIWIRIAP Inod uondNpoIul| sRIde JUSWJRIPIWWI UL

3INUED B 3P 13 (X310 SIWOI0IDEI} AP ACN] NP 1)U} B[ P UOIDNIISCO UOU | 33 uonisod e[ ISYLISA 9
EIGEIRIEIET)
3|NUeD | SUBP SHNPOIIUIRI 311 BIASP dU 39BRWIWOPUS [U SNPIO) ASIWAYD dundNy abeAoy3au uos Jueinp

a9bewwopus no anpJo} sed 110s 3U auIAUI BSIWAYD | anb 3D B UoIIUSNIL JUSW=IRINdIIEd alle) RIASP UO S
*sINof O : 9PPUBWILIODDI D[EWIXEW UONESI|N "BPIN]} JIe,p XN|j un Jiueleb sp
Ulje 211BSSIIU IS ZaUUONIS0dal 13 JuaWIRINGI ZalylIDA "BUIIUI 3SIWBYD €| 3p J31nba1 abekonau un 19

2131[n634 oINS sun Jed 33.nsse 3119 JIOP 3IWO10YIeI} 3P 3|NULD | 3p abessed np UodNJSGO-UoU B v
‘3UJaUI 3|NUED B

Sp NO [e3YDEI) 3GN) NP UoRISNIDUL| 4inpai nod syusiied xne 1uinoj 3119 Jop 1enbape apiwny odde un €
JUSWIBYDURICRP 3] 3)I[1DB) 31W0I03YDEI] 3P IN3|dN0dPP UN,p UoNEes||iIN;] *33Ns | Jed Juswwanbaiy

19 UONE|[BISUL| BP SI0| UOIE|IIUSA SP HNDIID NP SINS}I3UUOD S3| SN0} 3P JIINDJS B JBYLA NG || T
*3UI3)Ul S|NUED e| & SBRWWOP N0} J3HAS INod 6es0da13US,P UOLIED 3] SUBP J9}S31 JUSAIOP SIP|[BCUIS SPHUN S5 L
suoilnedaid

*3|u2)s anbiBojoisAyd WnIs op UOIIN|OS BUN 29AR 9A0133U 2133 JUSWSNbIUN 0P SIWOJOPYDRI} 3P dJNUEd &

a1wojoaydes) ap s|nue) - abefoyyau ap saubisuo)

*9|nd1ied no a1313ew sundne Jajodwod eiAsp au 39 aidoud
19 295 J104PUS UN suep 996UEI 3139 BIASP AUIDYUI SSILIAYD B] ‘D9YDS 12 99K0119U SIOf dUN “IIe,| B JBYDIS 13ssle] b
'siely 3|1 anbibojoisAyd
WIS Ne Uoiinjos aun d3Ae 9HeA0)1aU S 35501q B] 19 AU ASIWBYD | JdUL ‘Dbefo)iau 19 uoisiaww saidy €
‘99|02 NO 33235 UOIRIIIS
9)Nn0} JaAR|ud Jnod (Z08/001 32 008/001 JNES) DI U ;X110 SIWOI0IY D) BP SINUED S3] SNO] IDAR IUINOY
abeAonau ap 95504q €] IBSI[IN "UONIIRS 9IN0] JabebIP Inod UoIIN|OS B SUep BuIIUI SSIWBYD Bl JIANBY T
‘3oNn0p 2jusbIRIP
uo1IN|Os BUN suep No 3|i)s anbiBojoIsAYd WNJPS Ne uonN|os BuN suep AuIRUI ASIWAYD e| Jadwial) ireq L
*1£0333U D| 3p JUDAD 3]UI0}03YdD.} AP [NUDD D] 3P AUI3}UI 3sIWaY D] sinofno) zaiay
Juanpd
anboyp ap siainoiapd sujosaq sap uol}IUOS Ua PILIDA sdwa) ap apoliad 8333 "SUCIJ2IFS SP NO S3}ISOINUI
sap 4pd aaujwip}u0 153 3j|3,nb sj0j anbby> no puPWIWI0I31 J53 Ui} 3sIWaY> D] ap ualpijonb aboAoyau un

abefo)yau ap saubisuo)

*(158/001 NO 0S8/001) S3|qiuodsip Juos Juawade|dwal 3 SAUIBIUI SASIWAYD S *d9BeWWOopud
NO 2NPIO} 3SIWAYD 3IN0} J333( 33 UOIIINPOIUIDI/UOIIINPOIIUL JURAR SUISIUI ISIWSYD B| JAUIWEXT £
‘S9PPURWILIOI3] 36BA0JIBU 3P SBUBISUO S3] JUBAINS UD J1[BS SUISIUI DSIWBYD Bl J9AORSN 9
“9IUNIJS s @
UONE[IUSA 3P JINDIID NE SIW0J0YDRI] 9P AGN] 3] IBIIBUUOIDY  §
, Ne 22816 JUBW)I1100
Jauuonsod e| ap JUBINSSE,S UD 211eSSadRU Is didoid aussjul asiwayd aun Jed aljes asiwayd ejsdeidway ¢
12-3][92 JNS JUBANOI) 35 NEUUE,| Jed SUIRUI BSIWAYD B[ I2INRY €

YLIPA 13 (582 3] 153 [9} |

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Revi
Page 7 of 19

Doc. Number
AS10002537-002

SiL

“[IDAI3S(1 OUOS [P | 11IN] ‘[DIIPAN SYIWS §10Z ©
“UD[O}} INIadISLI 13 01ZINIDS Ip

1Y21DW 0 D1IGQDY 1P 1Y24DW ‘I[DI2IBUILIO [LIOU OUOS [IDIID 1Y2IDWI 3 IWOU L} 116 11IN] 153D 1A} Ip & DILIWY,P
11U 103 116ap 1Y210W 3 1139A34q 01dLYN,| 0ssaid 03p3ISOdap 2 PI1IGQDY 1P OIY2IDW [ dYD DIIPUI @ OJOqUIIS ||
[DIIPAY SYIWS 1P DILIGQDY IP 142D OUOS [DIIP3Y SYILUS 3 X3340d 14BO] 1 JuanowLiay | ‘viyjn aur] anjg xa3iod

ISN|>30 0 3| p1ade o) 1103s a1ed0An0.d Ip O1Yyds!. 1A ojuenb
ul ejnuUUE) ||NS 3JE3UI| O BLI0JR}0] BUOISSaId BAISSSID3,Un 34e31D49S3 IP BJB}IAS ‘BdIW0)soayde)
e[nuUUE) e[|3p 940332UUOD [ duoizelidsal Ip ewa)sis [9p ojudweba)|od Ip asey ej odop @ djueing L1

dy joieq > uod ‘ori03eaidsd seb Ip ossnjy |1 opudNpL
‘eusajul ejnuued e| w‘_mvz_uua aqqgasnod ogny |1 ojuenb ul ‘(uew.op Ip oywob “sa-d) a10332uu0d
|op awin| [9p oudju,jje seb [9p ossnyye,| 1ad djer > oqnj un > 03394 ojobue pe
910319UU0) U0 BDIWO}SOIYILI} B[NUUED BUN BZZI|1IN IS 3S BUISIUI B[NUUED BUN 24I3SUI UON 0L
*(Wwig’L 1p 9INPU IS 0J33WEIP |1 SAOP WWIQOL
BANSIW ] BSN|DSD) WIWQ’L 1P BIISE BIA B||9P O432WeIP |1 3dNPU €] >043u0d eun ip obardwi] 6
*1UOIZNI3SO O 1UOIZ3jul dAesNed 043 qa430d B3|oA
040] B 3y 1U0IZa1335 Ip ONWNIDE,| diesned ond e310> oddol) ejnuues013u0d eUN *B3YdRI} B||DP
Isnjp>o,un o | eun 1WI2)3p ‘euld)sd ey > e||ep OAISS3233 opow ui d19610ds
ond am::. onao‘.a m.:::muo‘.a._au eun .mum 1p ossnyj |2p au
ajueinp e3j0d11p s4esned ond ojedss os3awelp uo> m__..::muo::ou eun 1p oz
*X93140d BJ}|N 2ulq an|g ewweb e[j2p elwojsoaydes}
> uod nej >043u0> e3sanb aiezzin ‘ejnuued043uod
9ju0d e||Pp mzm__v:w 1Ins uasaid 3|janb uod ajusized 3339yd13d 3||ns
3 elwojsoaydesy 1ad ejnuued ejjap eibuely ej ns a3ezsodi einsiw 1p 1uoizedipul 3|
OpuRUOIJUOD BIIJIIDA B] D4BN)J}D4)D 3iqissod ,3 "ejezzi|iin ejwolsoaydes) ‘_mn_ 1 >
e|je nenbape ouels eNUUEI043UOD B[|9p BZZAYBuUN| €] ® OJ3BWERIP |1 BYD ISIRJIBDY £

*3A0NU 3|NUUED UOD 3}IN}IISOS

213553 OUOA3P dqIBIIUS P? el yoeu} sad ey > e|je 11 919553
anap e| >043u0d e 1ze13s9,| ainbasa sad 9) > 3 a1eZ10) uou 4 wojsoaydesy
Jad e > ejjep e| >013u0d e| @ 1 3iqissodw pins N> ujose> 3N 9
*auoize|nuuedap Ip oddey
L} nsadway o, 11 ‘olless@>3u 35 ‘3 o} wd d13eyye 1p 1ubas 1zuap)

uou 3y Isopue}iadde judized |1 2IBAISSSQ "9919€ BIA 3||9P |eizied 0 3|eI0} SUOIZNIISO,|
aJeyrodwod ond 1u
ayd aunddo 3@53:&
1JJND ] 3YD 24LD1JIIBA DASP 40)RZZI[IIN,] "DIR1YND d)R1)SBUDY m__u_ESmow__uu: 3nuued e
31 Iqqe ui 1ze| >ap 1p oddej |1 ezziji3n Is opuenb auoizuajje alejodnaed asey S
*9949€ 3IA 3[|9p 330} O 3jeizied
ui 23sanb Ip 0339ds1 0jedURW || “BIWO0}SOBYDRI} RjNUUERD
e||ap euyynd e| w‘_mc:omu 2110220 4 wesus uj ‘oj4aAonwILe muw>=_ 3110270 ‘ejes)saudy
UOU BJNUUED043UO0D Ip BZUSS3Ad U BJRIISOUS) BJNUUEDO0IJUOD BUN S1BZZI|IIN OlIBSSII3U 3
‘auoize|nuuedap Ip odde) uod ,X33104 £}RI}SBUIJ BIIWO)SOSYDEI) BJNUUED BUN RZZIINISBS ¢
‘ejwojsoaydesy
13d ejnuued ejjap ainyiade 3] osiaaesyie seb Ip eydsniiony e asipadwi Jad ‘ xa310d
BJRJ}SIUIJ UOU B|NUUEIOIIUOD RUN BJLIISUI BJR])S BIS UOU 3D OUSW B BIIUBIIIW O djenuew
auoize|iuaA e Jad X23104 elRIISDUI} BI yoesy Jad ey > eun jew aJezzin uoN €
(e ui °sa pe) 1P 1Iy2>1 pUSIqe ul 1ISNquiod e] e20n04d 0 3YISS0}
1uoizejesa a>npoud A |1 3ydiod “ase] 166e1 0 1INSICOII[D UOD 011LIUOD [I DICUAD OLIBSSD3U,] T
yoeuy sad ey > e||2p ouJajul,jje oib6exdo|q
|1 duaipadwi @ auoiznyso,| susedonosd mnna..uon Q1> 9ydiod ‘ejnuued043u0d B d1Bd13CN] UON

1znJ3so,] a1ejiodwod ond ju

m_NZm._.m_m_>><

14}

'9]e20| BANPAd0Id B| OPUOIDS DUIRWS  LL
"0pPOJ3W UNDJe U0D e}ezZI|LIdisU

eA UON "a1uaized ojobuls un uod ozzijn,||e eleunsap 9 eyenaboid 3 eiljn SuUI] aNjg euIAlUl BNUURD BT QL
‘edjWo)s0aydel) ejnuued ef alind Jad ejozzeds eisanb aiezzijin UON ‘auoizejop ul

e|0zzedS B| 9]USWRAISN|ISD 1ZZ1|1( “B[NUUED0JIUO0) B| aliind Jad 1AIseIge el

‘opopoud |9p LNdIs duoizejodiuew eun d obaidwi un aiuesed
© 911eSSDAU [UOIZEDIPUI 3] d)udIzed [ D11UI0) BIAOD OLIB)jUES djeuosiad || ‘0ialjepadso ajualqw
1N OUBBUIA X31104 B[NUUBDOIIUOD 3 3 IWIO}SOAY DR} Jad dnuued 3|

"JuoIZN1)S0 0}ed0M01d BIGCE UOU
0JNss3) [9p BuOize|NUeIB B| YD ISIEINDISSE BP OPOW U _Em:swc 1][EAIS)UI PE JUSWEAISS3IINS 3 BANJRIISULY

ounuasald 3Yd 3[NUUL0IUOD BIWOISO3 DR} J3d BINUURD B|[U 3)14asuIS) ouebuaA uou EllE]
3jueinp 1663uuep Is 0 1y6ald Is Uou eINUULR0.UOD B] B danueleb Ip dul (e SUoIZUS)Ie aie)said oLessadaU 3 S
w1016 o€ 1p 3 01e1|6ISUOD OWISSEW 0Z;
Jad enuuED B| 91IN]11505 ‘0LIBSSIBU 35 ‘3 BUNNOI
e| @ suojzesidse,| SjurIpaW YURIEH 13559 AP m_EEmOw;vmz Jad ejnuued ejjap awn| wn Em_zwa e v
"eUI)UI BINUUED B||NS 0/3 BIWO)03YdeI) Jad
oqn} NS 915040 Ip SUoIZewlo} e| aiezziwiuiw Jad ojeudoidde opow 1N 319559 OUOASP NuIzed | €
‘0)uaWEH3||03S Ip 03UND UN Ip 0zZI|N,||e d1zelb ojejoAabe a1assa ond ojusweha||ods 07 ‘0)nbas
ul a)uawiajuanbaly @ oyjiqels opuenb suoize[UIA Ip IWB)S!

‘euId)ul BINUURD
P 1UOIZ3JUOD 3 L

Iuoiznedaid

|e luuep aie}iAe ep OPOW Ul Oz n,|[e Oulj aUOLIED [9U B]eAIaSUOD OUURA BJIUN 3|

9]S mu_mo_ S} DUOIZN|OS SJUBWEAISN|ISD OPUEZ: 0}sOaydel} sad e|nuued e
elwolsoaydes) Jad ejnuue) - ejzind Ip 1uoiznijs|

‘a1e|[ao11ed 3jeLd)ew 1p dled ep SUOIZeUIWIRIUOD ef iipaduul Bp 3 IUOIZIPUOD 1[e} jesd)jeul
2Jausjuew ep opow [1eAIasuod ‘mt:_Um.m El mu___‘_Q BJes e[nuuUed0/3u0d B| O_Ur_mjo ‘eue,|e w_mmj_umm alepnse v

n eynd 219553 aA3p

"e3531) 9|LIAS
e2160]0Isl) dUOIZN|OS U0 eizind Ip e|ozzeds e| 3 BjNUUE0JIUOD B| 21enbdeIdS eiZINd €] @ BUoIsIBWWL| odoq €

*3}2DISS3 O 3JRUIJSO IUOIZAIDAS BISAONILI
19d (Z08/001 @ 008/001 dUUEL}) ;X3}I0d }endJe BlWOISOaYdeI} Jad ejnuued 3| 333N} UOD SUOIZEIOP Ul BHUIO)
eizijnd 1p ejozzeds e| a1ezzi|y) "1UOIZ1D3S 1[BNJUSAS 2131|6OIDS Jad BUOIZN|OS B|[U BINUURIOIUOD B dIeyby T

‘ejedljap a)uabIa1ap BU0IZN|OS Ul 0 3]1B)S B2160|OISI) SUOIZN|OS Ul BINUULDOIIUOD Bf 21aBIawiw| L
*DIW03S03YdD} 43d DINUUD) DJ[DP DINUUDI043uU0) D] 34dwW3s 2444353 piziind bj 34inb3sa Ip bWl
*ajuaizod jap azuabisa aydiy1>ads ajjap u odwaj Ip opoliad un 1p b3pa} IS *1UOIZIIAS

1zunj ut aj1qoy

0 0>nw pp PIPUIWIDIU0D DBUIA 3Y) D}jOA Jubo 2inddo juio1b | 133N} DNUUD04}U0) D] 341nd Ip DIjbISU0) IS
eizijnd 1p 1uoiznasj

‘(1S8/001 © 0S8/001) OIqUIEdL IP 3|NUUED0JIUOD IjiqiuodsIp ouos “ejeibbauuep
0 ejebaid eis INd Ul 0sed |3 el1eNS6 8 BINUURD0JIUOD | 31BUOIZAdS] ‘0JUSWILIBSUISI/0JUSWILISSU
*91e|61su0d eiziind 1p 1UOIZNAsI 9] opuINH3S BIRTRIGUII BINUURDOIUOD B] 3lINd 9
©| SUIEDLIAA 3 ()usaid 3s) duoizelidsal Ip O}NIID [e BIIWOISOBYDRI) BNUUED B| 31ebaj|odly [

“2|NUURD0JIUOD B[|9p OJUSWIRUOIZISOd 01331100
1 BI1PUI 3YD 31D, [@ BUOIZUB} OpURDR) BHN BUN U0 BIRIIRIGLUI BINUUBDOAUOD B| SAINJIISOS 'OLIBSS3IRU 3G

“BSS9)S e[NUURD0JIUOD B[|INS sjuasald suoizesy Ip O||aug,| opuez. N B|NUUED0JIUOD €| a.lel)s] €

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

€l

‘03e63|03 SJUBW[ENJUSAD

oLio3elIdsa1 03N |1 213332UU0dsIp ‘eizind e] Jad BINUUBD0IJUOD B| 911BISD OLIBSS3AU BIS IND U 0SBY [ON T
“0JUSWIRUOIZISOd 0}331102 |1 BISUDIPUI 3UD 0}3LIS OUN SIIHIAAR PE OUl) BINUUED0IIU0D
©] 3)UaWeI3|dLIO B13SUI ‘OULIPUBLU || OSSOWILI SISA 3 BIWIO}SO3YIRI} Jod ejnuued e] 0)3opoul a1aAe odog

osn,| a9d __._O_N:._.._.m_

060-0£0/€€8/00L
060-0£0/2€8/00L
060-0£0/1€8/00L

001-090/€18/001 001-090/018/00L
00L-090/218/001 001-090/208/00L
00L-090/L18/001 001-090/008/00L

001-090/0£8/001
001-090/098/001

‘@XoH0d elwOo}soaydel} Jad {|nuued _ur_mq;wwm 9| uod
obardwi| Jad (juasedsely) LJRIISIUSY UOU 3 (0SSOI 310]03) BIRIISIUS) SUOISIIA BJ[2U 1[IGIUOdSIp ‘1}eZZIW0}soades}
nuaized 1au ofaidwil,|je 31eunsap ‘ljigezz|iNi ‘Ausizedouow ‘olqwied) 9)S 9|NUUED0.UOD I BUIWED

auoIizisag

(wiwg’y
1P NPLI S 0LJRUIDIP |1 GAOP WILIQ'Q | DINSILI D] DSNJS3) WILIQ'] 1P DAIAD DIA DIJap 0L2WIDIP 1 2INPL DNUUDIONUOD DUN Ip 0baidwiy] g
*,DIJ|[) 3UIT N]g DIIWIOISOYID} ANUUDI U0D DIYf) 2UIT N[ JNUUDIOUOD 3] JUSWDAISNSI IDZZII) |

‘YION
wwg'/g oL ww g'g ww 0’0l 001/058/00L
wwo'Lg - wwo'g ww o' 060/058/00L
ww 0'g/ - ww g’z wwg'g 580/058/001
ww g’/ 8 ww 0’z ww 0'g 080/058/001
ww 0'e/ L ww g’y ww g’z 5£0/058/001L
ww 0'0Z - ww 0’9 ww o'z 0£0/058/001
ww §'y9 S wwo's wwo'9 090/058/00L

1D, ezzaybun| ©ep ejwojsaoydel}
1P elwio}soaydes} uos nuuaw‘__mu‘_v__m_ ejnuued0u0) 'I'q J13d ejnuued uod on “._..E.:Mu .
J1ad ejnuue) PRl W obaidwi,| 194 W03 'PO3°N
'53 pD ‘,X3}40d DI y>v.3 4ad pjnuup> puods1iiod
DJ[ap DNSIW D] DIIPUI ,X3}310d d}udIzpdoUuow NUUDIOIIUO 3[[ap muiou 1p oJawnu 1 3y> Eu\zmnno
‘0110004¥d 13@ 019DYII0LS 1A ILISIILLNLY OLYISNI 0LSIND IHINGIYLSIA 'VLON
*0d1pawi |1 42d o/a ajuaized |1 4ad 1uois3| IARIG Ip BSNED 343553 O 1[2}3] 3ZUBNHISUOD
a19Ae 3qqaJjod 1U0IZNI)S] B[|9P @ 9]93NED 3|9 ‘3ZUJIDAAR 3]|9P BZUBAIDSSO BJRIURW BT "0330poid 03sanb
aaezzijin Ip ewiid ‘993ned 3] 3 9ZUIYIBAAR 3] 3SN|dUl oSN, | J3d 1UOIZNI3SI 13UISAId B][3P 0INUIIUOD |1 043Ul
13d 2196637 *0330p0.d [ap 0.ndis 0zz1j13N,| 13d juol 1ojul pueysodwy JU0D JUoIZNnJ}s! IJudsaad 7

Z2001-Z2090/058/001 :0u33ul 414
Z X 01qUIDLI Ip DIDSI] DINUUDIOLUOD 001-090/058/001 :0B0je1e 1p osaWnN
1,X2}10d 130poad uanbas e ouodsLIA IS Juoiznaysi uasaid a1

0SN.,143d INOIZNYLSI

ajuaizedouow ‘ X3}10d ,e13|N Ul
an|g elwojsoaypdes] 1ad ejnuued043uo)

E oueyjey

[4%

“Ua)|DY3QI0A 3123y 3|y “|DIIPAN SYIIWS §10C @

uawinuabig uabijlamal 1a.yl uayipwsbunsiafIsualq 43po

ua)IDYy 212)NY2536 “USWIDUS[PUDH PUIS UMDY pUn UaWpN Ud]Uypmia uaiapup affy 1si uabpiyabula ;apupi
J213pup Jab1ula pun /s Jap JUIDUIYDISZUID/ PUN -JUSIDG WIQ DI 1P SSDP 131N3Paq @ JOQUIAS sbq
‘IDIIPAI SYIIUIS UOA USNIDYY puls 0BOT-|DIIPa SyluwS pun 0607-Xa110d SDP JUaAOWLI3Y | “DAY][) dUlT aN|g X2110d

JWIWoy snqny sap Bunian|>ojg 1auld 19Po USYIIZGY WINZ YdI[IUSYSSIIA JYd1U S Jjwep
‘USPIBULIZA NZ SNNL WE USRI J2PO UYRIZ ‘Uay3ia sabigewagn uld 31 Snqn3dIwolsoaydel)

S9p AN pulqisp sep ue jeag sap uagal|ydsuy wap yoeu pun puaiyepm  LL
‘uuey uayny aixodAH pun (ewnesjoleg) BuUnziaHdA}INIQ JBUIS NZ SEM ‘UIBPUIYS]
gnpysen uaydsiiojesidsxa Usp pun uaJanjIo|q sjnuey | 31p uuey snq 195114 SPUBYRISIONIBY

19Q "uapIam 3zinuaq JPiu ‘(uaboq|i3-uewiop 'g-z) 36eIUlBUIY SISPUIGIIAISNID)S SIP UIWINT Ssep ul
J9yd[am “Is1 39sniabsne sngnisebydsLi US|RIXEO) WIBUIS JIW J3P “49PUIqIaA)IR)S UBIPjUIMIYdDL

waus3 1w Bunpuiqap Ul sngnyal Joei] sauld Gunpuamia) 129 Jep anueNusuuj U3 0L
*(3421Znpas wwig’L wn 12AnpBamiynT uap alp ‘ajnuesdIwoloaydel] uagolh wwp‘ol 43p
swyeusny 3jw) wwo’L wn ]>anpBamiynT usp 331ZNpai |nueNUSUU] 19UIS BUNPUSMISASId 6
‘uaayny uapeydojg 19po
UBUOIP|RJU| NZ WNIPIIM 31P ‘udgey 3604 inz I {95 uuey| 3jnuey | uazany
Nz Jauld Bunpuamiap 31q "ua4yny a4Yo4nT 1ap uoNAISqQ 43po b |43 NZ pun uab 1y

3[nueyUIgNY J3p SNe JI9M NZ uuey| sjnue)uauU| 36ue| NZ Bulg "uSKjuRIYISUIS BIIgUUN WosINT USp
J19PO UBIIMUISID UBIYNJUIF SBP UuR)| JSSSIWYDING WAYds[e) 3w dnuesuauy] Jaule bunpusmuy algq 8
‘uayasabioA ,eay|n) BUIT dN|g SIUSWILIOS ;X340 SIP UINUEY3I yoea yw Bunpusmiap aip
Ny Anu 3s1 Sjnueyuauu| 3salq ‘udynidiagn anuesuauul Jap bunydediap Jap jne uaqebuy usap yw
uajualjed ANy U3}3Y1IT USP JNE PUN SNUELHIIWIISOBYDRI] ISP d|[WeT J9p ue usbunianyewuagoin
19p Ya12]619A Y2Np YdIs 1g8] 2YOID B1Q “Isiemyne sjnuexy YoeiL 2)5pUBMIBA BIP ANy
abug a61yd1 31p pun JassawydInQg uabiydu Usp snuesUBUY| JIP gep ‘usjyde nz jneiepisisy /£
*UBPIIM }Z}95J3 BNuUERUBUU|
J3N3U JIW 3[NUELSIWO0)SO3YDRIL 3NBU BUIS YINP PUn JUIUS I a|nueya; yoeap
pun ajnuey | nw jjeg 1p U] ‘uap 636.10A puemyneyjery J1w sjjejsauld jiep
‘uajaiyyne 112IMYDS 3[nueal yoel] J3p SNE 3|NUE)USUU| 19P UBYIIZSNeIdH wiRq sjled 9
‘udulagua nz Jiojos addeysbuniainuexag a1p 151 16192 JoUWa}y AN} USYPISZUY
13 UUAM pun UIUANEJ UBP IS UBYYIRGOIY { uoINAISq ua|e}0} Japo udjjanted
I3UI3 NZ S3 uuey| 3sIIMSUAYBION 13s3Ip m::u—_ummn_a__u_z 199 "PAIM JUIDIUS d|NUE)UIUU| IP J9PO
PUaMIBA BNUERY |9} 396 auId J9pamius pun jsi uassepbge yn) wap sne yn 3jje

gep ‘Usjyde Jneep gnw 19puSMUY 13 ‘U306 JYDISION ISI JND JIL BNUEHSIWIOWOISORYDRL]

ua} JELFENTERT] puIqaA ul A 191|nueyaQ Jauld Bunpusmuy 19g S
| uoiN1sqosh u3|e)0} Japo udjjaned
13UId NZ 53 uuey| asleMmsuayabiop Jasalp BumydeaqydIN 19g Inzqe ajnueya; yoeap
9P JJND WISp sne 3yn7 a1p Is! UI||e4 UIPIQ UI {USPISM JUIDJIUS BNuE) 193 It
9)z39s96uls Hlem)a auId 19po USPISM 3Z3nuaq 3| 193 JEIENENET gnw
w&mv_mm::._w__::uv_wo JupR 3nueyal yoeap xw:on_ ua) JETFENE] P 19/ 199 v
“J3ISNE 3|NUL)IIWIO0}SO3YDRI] ISP I2ISUS4 WIAP SNE SBD JSUoS [19M ‘Js! 3z3asabule
anuey | 0X3340d 3} Jo6un auley uusm ‘usp PUdMIA B|nuUE) Y YoeiL
©X9110d 3} JELENTEE 1u Jiep g aydsiueydaw Japo ajjanuew aIp in4 €

*U3UUE)| USPUNZIUS (ISOMIEN J9p pudiyem g-z) Bungabwn usydiaiyjolsianes
“qibqe 3yn a1p ul aydwieq 26 JAd Sep [1aMm ‘uspiam uapalwian }6uipaqun
nesadQ 19q uajyesjsiase] 19po uapoaP|d|3 uaydsIBanaydoN3d Jw PeRUoy 1ed T

“JYasInisnesay a|nuedd1wosoaydes]
19p sne uapuejsw Jajun ajnuey pun UUE)| USWIWOY 3NUEBNUSUU] J3P PNJYISIIA
wiNZ y2inpep sa [I9M ‘UspIam uagaLiabuld [2331W3IS[D WIBUIS JIW JYdIU Jiep 3nuexjuauy| aiq

mm_m_>>2=._2¢<>>

Jauld uj YIS
gnw

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 8 of 19

Doc. Number
AS10002537-002

6L

'0)221103 OJUBWERUOPISOd 0 OpUERdIpUI 3NbI WN OpHUSS J3s dje
9)uawe)a|duwiod JOLIRIUI BINUED B JLIASUI JOPRINICO Op OBS0WaI 3 Blio}soanbel) ap ogny op oediasul e nbas l

oe3ez||i3n ap sa0dnnsu|

060-0£0/€€8/001 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/001
001-090/098/00L 060-0£0/1€8/00L 001-090/118/00L 001-090/008/001

*,X3}10 Bp eIo)soanbei] ap soqny sajuinbas so wod osn eled (ualedsues)) BPRIISAUS OBU 3 (BY|SWLISA 103) BPRIISIUDY
S90SIA SEqIE W SIBAIUOMSIP ‘Opeziwo}soanbes} 3)usop winu ajuajed euojelidsal eIA ewn ap oesiAcid U NSISSe e
SEPRUIIS3P JUS0P OJIUN WNU OBSeZIjN e1ed OBSINHISNS 3P SIBIP)SD SIDARZI|IINAI SDIOLBJU SINUED P SPepaLIeA Buif)

oe3Ldsag

“(wwig’] Jod pLEIDIIdSaI DIA DP 0LJWDIP 0 ZNPal 0fnd WQ') | OYUDWD)
ap biwiojoanbiy ap 0qn} opuiniX3) wig'| Jod DLIOIVIIAS DIA DP 01JWDIP O ZNPaJ I0LIA}U| DNUP) DWIN ap 0D3VZINNY T

,DA}J) U7 aN|g DILI0}S0ANDI] 3P SOGN] WIOD 4 DA|) BUIT aNJg S210LUBUI SDINUDD OS BZIN) |

‘YION

ww ¢'/8 oL ww g'g wwo'ol 001/0$8/00L

ww o'l - wwo'g ww o' 060/058/00L

ww 0'g/ - ww g’z ww g'g $80/058/00L

ww g's/ 8 ww o'z wwo'g 080/058/00L

ww o'/ L wuw §'9 ww g’z §£0/058/00L

ww 0'0£ - wwo'9 ww 0’z 0£0/058/001L

ww 9 S ww 0’ ww 0'9 090/058/00L
mhﬂﬁn.ww”wﬂhh (xoide) JoLa3u| mvma__““ahﬂnﬁe._. J10L133u] enuE)
oEwE_‘aEm.u. UoSYe 3p oyueuie einuesepa oedezi[in eleq

*Xa 0ppZ|13n 43s aA3p [pnb 0 W0> X3}404 Dp bIWIO}s0anbpi] ap ogn}
0p oyuDWID} 0 DIIPU X3}40d DP 3}U30( 01U() WNU 0P3ZIjii) bApd JoLIBU| DINUD) DP 061Po) 3p 0idwnu 0 anb IvjoN

‘0avzZITvId¥IWod
¥ras 01NnAodd 0 IANO SI¥I01SO SOAOL Y OAILYWHOINI OL3IHT104 3153 ¥INGIYLSIA :YLON

*021p3W op No/3 33ua0p Op s3I S90S3| WS NO 9}JOW U Je}|NSai
viapod sepinbas a}uswiepIASp W10} OBU S903NJ3sUl 3 s903nedaid ‘seiduIaApe se 3§ ‘ojnpoid 33sa
Jezi|13n ap sajue ‘sagdnedaid se 9 seIdU}ISAPE SB OPUIN|DUI ‘OBIRZI|1IN P S303NISUI SBISIP OPNIIUOD O
eibajul eu e1a7 *o3npoad op einbas oedezijin e eied sajuejiodwi sagdewiojul WU S30INIISUI seys3

Z001-ZJ090/058/00L :eUiaiul 434
7 X0D3INY}SqNs 3p DSI| Joua3uI DINUY) 001-090/058/001 :060|g1e> 3p 01PWNN

1,X3}404 ep sojnpoud sajuinbas so wod ogdezi|iin eied sepeuoid U} 0BS SA0INAISUI SeIST

OVY3VZITiLN 3d SIOINYLSNI
ajua0( 0d1uN Wnu oeleziji3n
eied  x33)10d ep .el}n dul]an|g
elwojsoanbes) ap 1oL19)u| ejnUERD
E sanbnyiod

8L

'SOUY2213p SO| SOPO} SOPDPAIASY “[DIIPAN SYHWS 107 @
*S01D331d01d SOA1DadSa. SNS AP OIDINIBS 3P SDIIDWI O SADIDIBWIOD SDIIDUI ‘SI[DIDIDWIOD SAIQUIOU

UOS SOPDPUOIUAW SD2UDW A S2IQUIOU SPWIAP SOf SOPO] “Sasipd S0130 S031a1d Ud A 11173 ap SDUD A sapuaivg

ap buiYQ b ua bppasibal PIsa [DI2IAWIOI DIIDW D] anb DIIPUI @ OJOqUUIS [ [DIIPAIN SYIWS AP SADIIAUID
SD2IDU UOS [DIIP3AYY SYIWS OUBSIP dp DIIDW D] A X210 OUASIP ap DIIDW D] JUIAOWLIAY | ‘DI}|() dUIT aN|g ‘X21104

|e3uapIE UOISN|P0 N >s9p Ns Je)AS esed ejwioysoanbes) ap ejnued e| € 3353 9p UOIXAUOD NS AP
sandsap A 2jueInp UQIDR[IFUSA BP OHNAID [ 4GOS BAISIIXD [eaul| 0 eLojesib eziany eun Jedijde teyng ||

*eixodiy o ewnesjoseq un opuedonoid ‘oiojeaidsa seb ap ofnjy |2 opueywi| ‘eusdyul
e[nued ej ainpo elpod 0dsa1y seb |2 esed ajuaijes |3 (uewioN odiy opod :ojdwafa) 10303u0d [9p usWN|
| ud ugisinjoid ebey anb 0dsaiy seb ap |eixeod ogn} un aiodiodul anb 03031 ojnbue us 10329uU0d

un uo> ojun( ejwojsoanbes) ap ejNUEd BUN OPUEZI|IIN 9)S3 BS OPUEND BUIIJUI R[NULD B[ JBSNON 0L
*(Wwig’L us 3npaJ s eJA ] anb |3 ud WwQ‘0L AP elwojsoanbesy ap

ejnue e] ud 03dadxs) WwQ’L ua el dsai el ej ap eIp [9 9NpaJ euJdjUl [NUBd BUNBPOSN|T 6

+0anbojq o ugpiayul

ue>znpoud zaA ns e anb sauoad3s uajnwnde as anb Jadey apand e110> opeisewap eulA)U BSIWED

eun ap osn |3 ‘ugisn|>o eun ahpoud o eanbeiy | seuep opuaipnd “101123X3 e[NUE) B] 9P 0SIIXD

uod Jljesaiqos apand ebae| opeisewsp eulajul esjwed eun ‘seb ap ofn|) |2 djusweriesadauul
116u13s31 0 UOIINPOIJUI B] Je}NdIIP 9pand 0373110dUl 0433WEIP SP BUIBIUI BSjWBd BUNBP OSN|] 8

*oB13|N) BUIT 2N|g ,X3}104 eweb e| ap ejwolsoanbes) op sejnued Uod eUIBUI BSIWED

)59 D)UBWIL|OS JBZI|IIN "BUIIIUI BSIWED B] 3P OLR}IUN 3fejequ [9p e3anbis ] 9p se| uod sjused
1°p bna sej £ el beu) ap enued e| ap e3a|e | Ud SI|]ISIA diqI[Ed |IP SeIopEdIpUl SEdIeW
se|] opuesedwod asieqoidwod apand 03s3 ‘opueajdwa eysa 3s anb ejwojsoanbeuy ap ejnued gy

esed 501731103 SO| UESS eUIA)UI BSIWED '] 3p pniibuo] e] owod ondwelp |3 ojue) anb ap asainbasy £

*SOA3NU euId)ul ejnued eun £ ejwolsoanbes) ap ejnued eun uod
|dwsai £ ‘sojun( ey 13 9p ejnued e| A eUIB)UI BINUERD ] 19RIIXD SIIUOIUS IR ‘eZIaNy
e] Jod eli3RIIX3 9)UB3UI OU ‘elWO)soaNbel} 3p eINUE) ] 3P BUIS)UI BJNUED B SRRl d|qiIsod saouls 9

‘uoe[NUEdSAp 3p
uode; |2 ajuawe)elpawul 33inb ‘ospaid sa is ‘A e I I ap I} quaped
|3 1S 9A135qQ "241€ 3P EBJA ] 3jUdW(e}0) O [epdied 3siiniysqo eipod ‘Ise ojiadeY OU B "BUIBIUI
ejnued e opjesxa ey as anb o epes)sausy eulajuUl BNUE BUN BZI|1IN 35 3nb ‘OpejjuIsap Sjusw|e}o}
©]s3 ugjeq |2 anb ap asieinbase p1agap oriensn |3 ‘ugjeq uod £ epesjsauay ejwoysoanbesy ap

e|nued eun uod Oa:-__ uonenuedsap ap Cﬁlmu un Je; 3N 3p eloy e| e mw:0_0=muwhn ueJjewo)} as 9

d 6

‘alle ap eJA e| judwjejol o _m_ULﬁﬁ asiinijsqo

eapod ‘Ise o1adeYy OU 3 *Ug|eq |3 Jejuisap aqap ap ‘sosed soquie ua ‘A e3s3 Jael)xa aqap as

epe1IS3U) OU BUISIUI BINUED BUN BPRLISSUL B)S3 IS ‘U1 O BPRIJSDUI) BUIS)UI BINUED BUN JBsh agap
3s ‘ugpe|nuedSap ap uode) un UOd BPRIISAUI) ;X3}10d BIWO)soanbes) 3p ejnued eun eZINN3SIS B

‘ejwojsoanbel) ap enuE> [3p SBUOIDRASAUI) Se| AP SPARI) e seb
ap sebny se| 1e}IAd eied epeIISAUD) OU ,X3}104 BUIR)UI BINUED BUN 3nbOo|0> 35 anb souaw e ‘jenuew

0 e]URd3W UQIR|IIUSA | eied op } 4X2110d el bes ap ejnued ejedunuadynoN €
*(eisajsaue e| ajueinp owod) oppanbuua
ap IquWIe Un Ud IRIPUIIUI 3S O ‘DAIE |3 U SOJIX0) sowny eapnpoad DA [ anb oysand

“19sg| 14N3SIq Un ap sadey sO| 0 eI6NII04}I3]3 9P SOPOIIIB|D SO| UOD 0}IBIUOD |3 ILJAD Q3PS T

*ejwojsoanbel; ap ejnued [ap osusp epiuslal
apanb anb Je3ins £ eusayul ejnued e ainpo erpod o2 anb e£ ‘eussjul ejnued ey anbuqgn) oN L

SOSIAY

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

Ll

's3|e20] sojuslwipadoid so| unbas leydssag LI
‘0pojPW Unbulu Uod

13153 B JBA|OA 3G3p 35 O "0sN 0]0s un eJed e1siaaid A epeussip pisa 413N aulT an|g Joujul einued @] QL
“elwo)soanbes) ap enued e Jeidwi| esed ojjidad 23sa 921j13n ON "opinjoul ezardwi|

ap ojjide |3 0[os 1|1 "eusaiul ejnued ef seidwi| eed oaiseiqe ezaidwi| ap opnpoid unbulu RN ON 6
‘eJwolsoanbe) ap ejnued | ap aued

eled ezaidwi| ap saUOIIINIISUI SB| UD UedIpUl 35 anb se| anb sauopN|os seijo dIMNON 8
‘01onpoud [9p s0inbas ofauew A osn [e ojuend ua ajualded [e JiNJisul 3gap pnjes |

9p [euoisajoid |9 ‘seuldiul sejnued se| K ,Xa1104 elwolsoanbel) ap sejnued sej [edsoy [ap elanj uesn asis £
‘ugIndNIISqo opesned
eAey ou opifa) [ap ugde|nuesb el anb Jezijueseb eied sandsap sjuswaiuandaly A eiysauay e ap ewndo
uomisod | Jeuiwa)ap eled UQIASUI NS 9P sNASIP A)USWILIRIPAWIUI BUIDIUI BINURD B| UD A BPRIISIUD)

eIWo)s0anbel) ap eNUED €| Ud UQIDRIISAUS) B| 3P pepljiqeswad e A ugdisod ej jeqoidwiod usagapas 9
‘ejwojsoanbel) ap ejnued e U3 BPRUERP O BPR|OP |NUED BUNBUIU B1IBSUIRI 35 OU

anb £ ‘ezaidwi| e| 3)ueINp dUEP O B|OP 3S OU BUIAIUI BNUERD B| 3nb Jezijueleb eled opepind Jsusl agapas  §
'SeJp O€ 9P $9 OSN 9P OPEPUALI0IA]
owixew opolad |7 '9|qeaw.ad eaige eiA eun Jaud)uew eied ollesadau as anb epipaw e sajuauoduwiod
50159 92e|dWwaal A juawielieUnNI 9gaNIdWO) "BUIBIUI BINUED ] 3P [ENliqey ezaidwi e] A saiejnbas

sauopeiidse ajuelpaw ejwolsoanbesy ap ejnued [ap uswnj |ap pepljiqeswsad ef iezueseb agep 3s ¢
"JoLI2)ul B|NUERD | O BJWO)SOaNnbel) ap

0Qn}] [9p UQIDRISNIOUS | OWIUIW [B JDNPaJ eled BPRNd3pE BISURW 3P S9)UDEd SO| B JBDYIPIWNY 3PP S €
*UOIX2UODSAP 3P BUND BUN 3P 0OSN |e SeideIb Jeyljide) apand 8s UQIXIUOISIP BT "BIDUSNI3IJ UOD ‘d)ue|dape

Ua ‘A 5042002 e UQIDRIIdSI BP BUIA)SIS [IP $9101IBUOD SO| SOPO) 9P PepLInbas e| jeqoidwod agepas ¢
“Jola)ul B|NUERD

e[ Jeuep JeliAd eied osn ns esey afejequia ap efed e| us Jadauewsad UIGIP SOLEIIUN SBSRAUD SO L

souoidnedaid

Jainbjend Jeid

49)S9 BUI[ES UQIDN|OS UOD BjIo}soanbery ap einued e| teidwil| eLaGap 35 9)UaWie|os

ejwo)soanbeuy ap ejnued :ezaidwi| ap sauoINI)SU|

‘sejndjied ap
2.qI| A 0395 A oidwi| sebn| un us Jeuddew e 03P IS ‘Bu)Ul B[NUED | BI3S A eidwi| ZaA eun edas afaq 1
‘|LI91S3 BUI[ES UOIDN|OS BASNU UOD ZaldwWi| 9p 9 |9 A eusayul ejnued ef asepde ‘Jeidwi) A seyibe ap sandsaq €
*SEPLIBYPE O SBIIS SAUOIDIIIS SB| Jeulwl|d 9p Jeujwua) eled (z0g/001 A
008/001 SO[2POW 50| 0}dadX3) X110 0DIe P BLLIOJ UOD BJWOISO3NbEI) S SBINUED SB| SOPO) U0D BASIUIWNS
9s anb ezaidwi| ap of1dad [ 921]13Nn A ‘SaU01291095 Se| Je)|O0S Bied UOIDN|OS 1SS US BUIBIUI BINURD | 3)IBY z
*9ABNS 2)USBI)OP AP UODN|OS BUN O [LIFISS BUI[ES UOIDN|OS UD BUIS)UI BINUED B| Ofowal Ud ebuod L
1dwiy ns pipd by ap pjnupd by ap buidjuj pjnup> bj 3adwais pbiVIX3
‘[pnpiAlpul 3uappd jap Yau sp| unbas pip1ipA odwany ap opoliad 3)s3 *sau01>3i>3s
0 0>ouw Jod pppUIWIDIUOD DAA 3s D}s? anb aidwials o ‘puiajul DjNUD) b] ap PLIDIP DZaldwWI| DUN DPUIIWIO0IAI 3S

ezardwi| ap sauopInI)su|

(158/00L 9 058/001) OIGUILIDI B SEUIBUL SB|NUEd dp duodsip
3G "epeuep 0 ePe|GOp 1S3 IS B[3YDSIP A ‘UOIDIBSUIDI O UQIDIBSUI ] 9P SSIUB BUISIUI BJNUED B 3GanIdWoD) £
‘SepePUIWIODAI BZaldWI| 3P SAUOIDINIISUL S| SJURIPIW BIDNS eUIBUI BjNURD B aldwi] 9
‘pepuUnbas e] aganidwod £ (ezjiyn s Is) ugelidsal 9P OJNDID [e _ILOJSOaNDEI} 9P BNUED B| JEIDAUO R RARNA  §
“9)JUBIPUOASLI0D JI| |3 BJUBIPAW JUSWILIDLIOD D00 35 BUIDJUL
e[nued e| anb ap asopueinbase ‘osidaid s3 Is eidW| BINUED BUN UOD BIDNS BUISIUI BNUED ] dB[dWadY
“BUI3)UI B|NUED B| UD JeJi} eled efjlue ] 9]UBIPIWI BUISJUI BINUED | 31dY
*0PEIIAUOD 1S3 IS UOIRIIASAI 9P 0JINDIID [3P 3328U0dsP ‘ezardwi eied eusdjul einued e| Jeynb eYisdauls T

]

9L

1sod ns anb ea1pui anb 11> un aj0u anb esey sjuswels|dwod
eUII)UI BNURD ] 31135l 40peIN}go [ 3)inb A ejwo)soanbesy ap ejnued e| ap uopIasul e| ap sandsaq 1

osh 9p sauoddNIsu|

060-0£0/€€8/001 001-090/€18/00L 00L-090/018/00L
001-090/0£8/00L 060-0£0/2€8/001 001-090/Z18/00L 001-090/208/00L
001-090/098/00L 060-0£0/1€8/001 001-090/118/00L 001-090/008/001

1,X9}104 Ejuwo}soanbesy

3p senued sa3uaINBIs se| uod osn eled (juasedsuesy) sePeIIsaU) ou A (0[01 10]0D) SEPEIISIUD SBUOISIIA UD
ojuey 3|quuodsip ‘opeziwoisoanbesy sjuaied [9 U 3|qealuad B398 BJA BUN SP UQDRINEISUI B B JINGLIUOD
esed sepeyasip ‘a)uaided 0d1UN uN Ud osn Ns eled $3|1UPISI $3|qeZI|INSI OIGUILIAI IP SEUIS)UI SBINUED S BweD

uondudsag
(Wi’ ua 3npai as bjA bj anb 2 ua wWwQ’p|

ap DIW0}s0anbDA} 3P DINUP D] Ud 03daIXa) WLLIQ'| U DLOIDIIASaI DIA D] 3P 0AAWDIP [2 29NPai DUIAIUI DINUPI DUN AP OSN [T T
“,DA}J) 2UIT 3N|g DJLLI0}SOINbDI) 3P SDINUD) SD| U2 \ DA} AUIT AN|g DUIBIU DNUD D[ O[OS BN |

*WLON
ww /g oL wwg'g ww 0oL 001/058/001
wwo'lg - wwo’g w0 060/058/001
ww ('8, - wwg'z wweg $80/058/00L
ww 'S/ 8 ww o w0 080/058/001
ww 'L 7 wwg9 ww 'z $/0/058/00L
ww 0'0L - ww 0’9 wuw 02 0£0/058/001
Ww b9 S wwo's ww o' 090/058/001

T |
Speinue uosyder ejjey ejnug) e 3p ‘I osn ns oreg ejnug) e 3p 061pg)

:ojdwafa 4od “vzij13n p113qap as anb uos pjwolsoanbv.y ap
Dpjnup> [3p oubw} [3 PaIpuf 3}uaidpd 031UN UN U3 Osn ns pipd Xa}i0d bUIdUI D[NUD D] 3P 06IPOd [ anb asajoN

‘012NA0¥d 13 INIDYINTY I3SIND SOTNI SIHYONTSOTSOAOL NI 01I3dSOUd 3153 VANEIYLSIA:VLION

*0d1pauwi [e o/A 3juaded |e ‘a34anw e 0sndul 0 ‘sdAelb sauolsa| Jedonoad
uapand as ‘sauo1ddN4Isul 3 saUOIdINEIAAd ‘SBIDUSIISAPE SB| 3}USWE)IALI0) UdNBIs 3s ou IS *03dnpoad 3)se
n ap sajue ‘sauoidnedaid £ seppuslIBApe se| sepIn|dUl ‘0sn 9p S3UOIIINIISUI SBISD djuswelbajul
©97'eanbas ewioy ap 03dnpoud |3 Jesn esed 3jueyioduil UOIDEWIOHU] UBUSIIUOD SAUOIIINIISU] SRS

Z2001-Z2090/058/001 :euisjul eIDUI343Y
001-090/058/001 :060]23e> 3p 0IWNN
1X91404 501onpoad s33uaInBbis S0| U0 Os Ns esed UOS SBUOIINIISUI SeYST

0OSN 3d SINOIDONYLSNI

ajuaed odiun un ua osn
ns eied X3)10d ,e4}|N Ul 3n|g
ejwojsoanbes] ap eusajuj ejnue>

Z X Ds}| 01qQUIDI3J 3P DUIIUI DINUDD

E |oueds3

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 9 of 19

Doc. Number
AS10002537-002

€T

"2inpadoud sjexo| suabjoa uadiambap  LL
‘piaasI|LIR)sab uspiom mnajudo apoylaw djRxua udab Jpw
1|eWUD3 JOOA P[20Pa] U USdIOMIUO S| 9|nuUBdUSUUI] LRI} BUITan|gad oL
‘ua)ew 9)
U0OYDS 3N]-3IW0ISO3YIEI} P WO USPIOM PjInIgab 191U Bew 335100 9zaQ ‘[1si0qsbulbiulai apiansjahaaw ap
PUMN|SIN }INIGRD “UsRPPIWsBUIBIUIRI BpUBINYIS U336 9|NUBIUSUUIY 9P UBA USXRWIUOO0YDS 13U JOOA YINIgRD 6
‘uabuissojdo usnababuee sanonsul
-sbuibjutay ap u ap uep aispue usab aqnI-aiLI0)SO3Y DRI} 3P UBA [33PJ3PUO Bius UeA UsbiulI 18y J00A YINIGRD 8
“1onpoud Jp uea
Buijapueyaq ap ua yinigab bijiaA uss uj uliz 33 praaniisulRb Jaxiamapaw apjooydsab usa Joop Juaned ap Juslp
Uapiom usuuny| 3sedabao) siNYuaYaIZ 19 USYING ANULIUSUUIC USD US 3N)-IIWOISOIYDRI| (X3}I0d U JBPIOON £
‘UspIom pIaanisgoab ane|nueib|asieam J0OP 131U SIBISUIA
9p 1ep ufiz 9] UeA J2X3Z I3 WO USPIOM 3) pleeylay Biewabai euseep yuaip 1p ‘ufiz pisauonisodab jeewndo
SIISUDA B JO UD||)S 9] JSEA IO UIPIOM 3] PI33|0J3u0236 (I][9PPILILO |NUBIUSUUIG SP UD 3GN)-IW0)SOaYIRI]
SPIAISUIAID) ;X310 UDD UBA SI9)SUIA 3P URA prayyfijxuebioop ua bupisuoiisod usuaip uasieeld 19y eN 9
“Jpiom Jydeigabul agn)-ajwosoaydel] 3p Ul 3jnuedusuUIg 3pbipeyRsaq Jo apjiuxsb
uaah 43 1ep Ud ‘Ypiom phipeydsa o MIUXRE 131U USBIUILI 13y SUSP(i) B|NUBdUBUUIG 3P 1Bp USPIOM 3} 19196 do JuaIp I3 [
‘uabep o 16eeipaq aponadsyiniqab
US|0ASqUER [BRWIXBW (] "UBPIOM 3] UabueAlan Bipouoz us piasjonuodab biewabail sjnuesusuulq sp
jualp uspnoy a) yfijyuebioop usabamiydn| ap wQ "usbiurai 3) us uabinz ) uooyds biewahal sjnuedUBUUIQ
9p J0op uapiom 33 pbiogieemsb Jusip gn3-a1W0ISORYIRI} IP URA USWN| 13y UBA playyfijuebioopeg ¢
“uaJasi|el W 8} 9|nueduauulq
I0AJSI0Y WO uapiom 3} pbiydonaq umms_uw_um uaualp uuaNed €
‘Bim udd ueA }INIgab 13y 1w PHIPNOAUSISA
USPIOM Uy UXeWISOT ‘PIa3]0J3u0ab uapiom Bip|nAjaan Yoo euleep 190w ua usjo|sabuee Uspiom azap
J193UueM PIB3|0IU036 USPIOM 190W UBI01I3UL0dWRsAssBUIWapeaq 3[e uea buibisanag abijian ag z
*USWIOYI00A 3}
3|nueduauulq 9p uee apeyds wo uaAflq buiyyedianjoolb sp uiyinigab 103 usisow usbuppedisaspiayuasl

:w_wmw._ammEmmhoN_oo>
‘uapiom Pjeewabuooyds buissojdoinoz ayasiBojoisAy aja1a)s Ud J9W pudYIn|sHN Hew agn)-alwoisoayde) aq
aqgnj}-a1wolsoaydel] — sanpnisuisbuibiuidy
‘uspIom 3} preemaq siee|d aflinjoIs
‘abo1p ‘auoyds uaa do sjnued ap Jualp ‘st 6ooup ajnuesUBUUIG 3P S|y “UsBoipdo Jydn| Bp uee dNuedUBUUIG Bp Jee] v
‘uapiom 3) pjaodsabye buissojdoynoz aydsibojoisAy
3[2113)s BUOYPS LD JaW [3)510GsBUIBIULRI AP U SnUEdUBUUIG S UBUBIP UABIUIRI U UM 3y uea doojje eN €
piar3Pb33U (208/001
U3 008/001 UeA BuLIBpUOZ)IN 1aW) S3GN}-3IW0)SO3L .} (XS10d dbIwIoAB00q 3]|e 1w JpIom [3)sioqshulbiules
9zap ‘uaIap(imian 3) uanpoidsbulpiydsye abLaA3P| Jo apbooipabdo a)je wo [Risiogsbulbiulel ap yinigeD
‘usppNYIs-a] S| us)INpoIdsbulplaYISe 9P WO Jaam ud uday buissojdo ap ul ajnuesuauulq ap Haamag z
‘uaam Buissojdosbuiblurai apjiw uaa Jo Buissojdoynoz aydsiBo|oIsA) 3[3LI3)S USS Ul BjNUBdUSUUI] 3P JeeT] l
*uapiom a} paaplimian agny-aiuio}soayspay ap 3in pliyp ajnubdUaUUIq AP JuBlp U3PIOM Uauuny a} pbiuaiab wo
‘uanod )] ubA a}yaoyaq ajanpialpul ap bupjab Ipbu 1133LIDA JIQ “Ua)DW 3} UOOYIS Ua)INpoidsbulpiayssip
Jo wilis 3aui sj pbiuIai3u0aA ajnup> ap s[p 4aay aya s|p sxfijabpp jamoz ajnupsuauuiq ap bulaAaquUDD JuaIpIaA J9H

3|nueduauuIg - sandnAsuisbulbiulay

Bew sjnued aq yuaned ud (i

yInigab

Jo/ua agnIaIW0ISOaYdeI) 3P Ul b

*(158/001 J0 058/001) JeeqBIiiuaA s3jnUBdUBUUIG SpuUSBUBAIA UfiZ 17 S| phipeydsaq Jo Puxeh
3|nued ap sje Ham ajnuedUBUIG 3P 1009 IpIoM JydeIgabul (Mnaludo) azsp 1epIOOA BjnuedUBUUIG 3P J99)adsu|

‘uabiulal 13y J00A USBUIASGUER P WIOJUOD 3NUBdUSUUIG 3P Blulsy

A do J1p 493]013U0D U3 (PINIgRB uaIpul) WadlsAssbulwapeaq 19y do uee J9am agn}-a1Wo}soaydel) ap NS
s0d U1 129110 J9am 3jnued 3p Jep J0oAId 610z Ua ‘Buoys U Joop Bipouoz ajnuedusuLIg 3|INA Bp Huerlap
‘Buriya1) 9pb1Isansq anued ap uee ap JaW djnuLIUBUUIG 3P JSPIMIIA

Mm < o~

(44

‘uapiom 3} pjaddodabso|
USPIOM J90W PIaP(iMIaA BuiBIUIRI J00A S|NUEdUBULIG S UBIPU| z
's| 3s3ee|dab 1291100 dnuedUBUUIG B Jep Jaabuee Yy usd
1ep10} ‘Ul [93y3b snuUEdUBUUIG 3P ‘S| PIBPIiMIBA J0JRINIGO 3P US JydeIgabul 9gN]-a1W0)soaydel) ap Jepeu ‘Buaig L

HNuPSBUIWSPRaq US30[saBUBR [33NJUSAS U3 Judl

Buizfimueesyiniqan
060-0£0/€€8/001 001-090/€18/00L 00L-090/018/00L
001-090/0£8/00L 060-0£0/2€8/001 001-090/Z18/00L 001-090/208/00L

001-090/098/00L 060-0£0/1€8/001 001-090/118/00L 001-090/008/001
159N}-3IUI0}S03YDRI| (XDHOd SpUaB|oA

3P 19W HINIGID 100 pwalsaq uliz uad Jeeqbiiian (B1YdIZIoop) PiasuaA3BUO S[e (POO.) PIBISUSASD [9MOZ UfiZ ‘Uspiom
3] PYInIgab Juned 3pjjazap J00p SPIYS UBUIP S3NUED I "BLIOISOSL DRI} USS JaW Judijed Uss uea usbamiydn| ap

ueA uapnoy yfijxyuebioop apaw 13y J00A Ufiz puwaisaq AP S3|NULdUBUUIG SPUSBURAISA 31eGNINIGIAY S[SLIB)S BLISS UDJ
Buinfiaydsag
‘(ulapiaA WWS’| Jow Jajauipipbamiydn| ap alp

2qNJAILIOIS0aYIDI] WLLIQ'Q | 3P UDA BULIBPUOZ)IN JLL) WILIQ'| JoUI J2JRUIDIPBaMIYPN] AP JUIB[YIAA JNUDIUBUUIG Uad UDAYINIGabIaH T
aqN}-a1LLI0}S0aYDI] DAY 3UIT aN|g U3 [Iq JINUDIUBULIG 4DA}) 2UIT ANJG U3 PUBHNISHN YINIGaD) |

‘aN
ww ¢'/8 oL ww g'g wwo'ol 001/0$8/00L
wwo'lg - wuw o'g ww o' 060/058/00L
ww 0'gL - ww g’z ww g'g 580/058/001
ww §'s/ 8 ww o'z wwo'g 080/058/00L
ww 0'eL L ww g'9 ww g’z S£0/058/00L
ww 0'0£ - ww 0’9 ww o'z 0£0/058/00L
ww %9 S wuw o's wwo'9 090/058/00L
2,216u3| 6 “aNUBUBLIY ! yoeiL I q

agn}alwo)soaydel] (fBuo) eely uosyer ! g 12U uInIga6 3L POd
[1q ‘uapiom Jaoui pyIniqab i ] 1 ap JDDM 3qN}-3] $XaJiod
ap upA aabupp Jppw ap JUNDJ U3 J00A 3] g al yoDi] ,Xa}I0d 3P upn P03 13y J0p UDA Soz Ja wiaapy
‘SINJANYHYOOA LONAOUYd LIHNVASIILYDOTHYYMIFITTV O HILINTSII93Z3A LYADHOZ :ONINYIWAO
*uapIa] JauaIanb1oz ap jo/ua Jugnyed ap uea [as33] bisusd Jo uspfipiano
303 3ep ue) ‘uswouab uspiom Jyde ul paoh 331U s31INIIsUI US U6 6102100A dsjysepuee
‘uabuimnydsieem ap 133UUEA) *USWSU 3} )INJqab uj3onpoid 31p suaionje :m_ama‘_umnEmm‘_oN‘_og us
uajundsjydepuee ‘usbuimnydsieem ap uea n__‘_manc_ 19w “oop Buizfimueesyiniqab azap uea pnoyul
3ayab ap 5397 "3anpoud 32y ueA Hiniqab Hij1aA uas 100A dl3eWIOUI BY1IBURIEQ UB3IRAS] SBIIINIISUI 923Q

Z2001-Z2090/0S8/00 :213Ud13431 U]
Z X ajnupouauuiq appo)b apuabupaia 001-090/058/001 “5awwinusnboleie)

’ h

:uapnpoid ;xayi04 apuabjon ap do ueAs| 1936 9z3q

DNIZFIMNYVSMINYG3D

judiljed uad J0OA djnuedUUUIG
31Wo)soaydel] ,eiy|n Ul an|g (X304

E spuepapan

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

Eff. Date: 25-OCT-2016

WORK INSTRUCTION

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

X4

*SOPDAI3SI SOAIIP SO SOPO] “[DIIPA SYNWS §[0Z @

‘solpjalidoid soA11adsal sop 051113s ap Sp2IbW

N0 sppp)sibal SP2IDW ‘SIDIDIAWOD SAWOU ODS SDPDUOIIUIL SDIIDW 3 SAWOU SOINO SO SOPO] “sasjpd S0nou a
V'3 SOp Sa)ud1pd ap 01s1bay ap op3i1ipday pu pppisibal p2IbW bUIN 3 anb PIIPUI @ 0[OqWIIS O JDIIPAI SYIWS
Dp SppD]sIBai SD2IDW ODS [DIIP3JA SYIWIS 3 X21104 OYUSSaP 3P SDIIDW SD ‘YUSAOWLIAY ] ‘DY) dUIT aN|g Xa)10d

‘|ejuapide oesn|po
2 oexauodsap aipadui eied seAIssadxa saieaul| no seliojelb sedio0y ap ogny ou oededijde 331Ad
‘elwojoanbeu) ap ogn} op 10373u0> oe oedelidsal ap ewd)sis Op oexauod ep siodap 2 djueing  LL

diy/ Jeq wa opuey| ‘seb op oedelidxa ap oede[ndiid opuibuliysas
“Jol1a3ul e[NUEd B h_=_uo apod odsaiy mum ap ajualjes ogny O *(UBWLION 3P 0]2A0}0D *X3) 410}3U0d Op
uawnj o esed ajuaijes as anb [eixeod 03sa4y seb ap opny win a10d10dul anb so}da1 sojnbue ap 10173u0d
wn wod oe3unfuod wa ejwojoanbes) ap ejnued ewn Jeziji3n opuenb euidjul ejnued ewn anbojo> oeN 0L
*(wwg’L Jod engjesdsal ein ep oawelp o znpai ofnd WwQ‘gL oyuewe) ap elwojoanbeny ap
ognj opuinpXxa) wwg’] 4od eliojesidsal eIA Bp 0132WEIP O ZNPaJ JOUAJU| BINUER) BWIN 3p oBSeZINY 6
*oe5NnJ3sqo no oe3dajul wesned anb
$3033.0X2 9p oede|nwinde Jesned apod e3ind opeisewsp efas anb euisjul ejnued ewn ap oedezijn
|eanbeu) oesn|>0 no oededijiuep B OPUIZNPUOD “I0LIBIX3 OGN} Op p as-1ap apod
epldwod opeisewsp efss anb eusajul ejnued ewn 'seb op oedejndip e wu:wEu_._mmmmuwzmwu nbuiysas
no oeSnpoajul eu sapepndyIp Jesned apod 0133110dUl 01}3WRIP P BUISUI B[NUERD BWIN 3p oBSeZINNY 8

‘eX3340d Bp el dul]

an|g elwojsoanbes) ap soqn} ap eweb e Wod 9s eulBUI BINUED IS 32113 "BUIAUI B[NUED BP SpEpIUn

ep wabejeqws ep ojn3o1 ou se wod ajua0p op sejanbia 3 elwoysoanbesy ap oqny op abueyy eu

soyuewe) ap sagiediew sep oedesedwod e Wod opedyLaA J3s apod 03s] ‘oedezijn wa ejwolsoanbesy
ap oqn} o esed opendoide ojuswiidwod 3 o13pwelp 0 W) eusdjul B[NUED B 3nb 8p 3s-anbynie) L

*SOAOU 10113}U] B[NUED 3 elWo)soanbes) 3p ogn} wn wod
sopIN}iIsqns @ ajusawiejun( SOPIAOWAI J3s WIAAIP elwo)soanbes) ap ognj o 8 J01R)UI BINUED B SOqWY
*e510} © 19A0W1 3)ud) OkU ‘elwo)soanbey ap ogny op Jowdjul ejNUED e JBAOWRI [dAIssod 0y oRUDS 9

.o:muuouw:wuoucwEm_scaumwnwv
e o ael I oe3ijje ap sieuls esed 3)usop o aAIAsqQ “eli0)elidsas
elA ep [e10} no _m_uhmn omw:hamn_o ewn sesonosd apod 0119} 10§ OBU 0}S1 3G ‘BPIAOWA 10} JOLIDIUI
e[nued e anb no ‘epesn 3 epesysausy J01i23ul B[NUEY BWN anb 3 opeIzeAs sjuawe)a|dwod eyss oejeq
oanbap ..E:mwmmu 3s anb wa) Jopezijin O *oe|eq WO> OpeI}saud) elWojsoanbes) ap ognj Wn wod

> >saq ap oed wn op! puenb opepind op121axa 43s anb way S

“eriojelidsal elA ep [ej0}
1ed oe3ni3sqo ewn Jed>onoid apod 0319} 10§ OBU 0351 3G "OpEIZEASS 435 anb wWa) elwojsoanbes
3p 0qN} Op }JNd 0 SOSED SO SOGUIE W2 3 ‘ePIACWAI 13S IAIP B)SD ‘epeI}saua) oeu JoLjul ejnued
ewn ajuasaid 19A13S9 35 NO 101133l BINUED BWN OPESN J3s anb wa) no ‘ojuswiejnuedsag

ap oeduwie) win Wod opezijin 10j ,X31404 ep opeljsaua4 ejwolsoanbel) sp ognywinas ¢

*elwojsoanbexy ap ogny ou sagdelysauay sep saaene
seb ap sebny sipadu eled xa}104 ep epeijsauaj oeu JoLIB)UI B[NUE BWN BPEI0|0d Bf3)sd anb sousw e
©J]UBIAW NO [eNUEBW 0B5E[1IUDA led (X2110d Bp OpeJISaUd) BIWO)SOdNbes) 9p ogny win azinedunN €

*(eisajsaue 'x3) o1uabixo

Wwe wnu as-1e1puadul No ‘1e ou sod1xo} saiodea Jiznpoid Hnd op oyde) oe

ou_>.wv 0pe}IAS 43s anb wa) Jase| ap

AN41D NO e164N11D01)I3[3 P SOPOIII[D WD 0RO Q0 T

“e1wojsoanbesy ap oqny op oi3usp epiyai efss
Jo133ul eNUE € 3nb A1padui 3 Jo1I33ul BNUER) B JeYd3) 3pod 03s]

SYIDNILYIAQY

(114

‘|e30] 0JUSWIPa30.4d O WOD OpIode P JRUIWIT LI
‘opolaw Janbjenb sod epezijuaissal

195 9A9P OB "9JU0P 0IUN WINU BPEZI|1IN J3S B 9S-BUISIP D BPICAIUOD [0) 4BI}|M BUIT dN|g BUIDIUI BINUBD Y QL
‘elwoisoanbe) ap ogny o Jeduwi eled BAOISS BISD SN OBN BPINBUIO)

ezaduwi| 9p BAOIS B 0S 3S( I0LI3)

“elwo)soanbely ap

oqny op aied Janbjenb sedwi) eied ezadwi| ap s205n.3sul SeU SePEDIPUI SBP $S3UBIYIP S203N|OS BZI|1AN OBN 8
‘0ynpoid op 0inB3s OjuaWEASNUBW 3 ORIEZI|IIN BP BDI3DE IPNES AP [euoissjoid wn Jod opinisul 1as

aA9p 3juaded 0 ‘[eyidsoy Op B10) SOPEZI|IIN WAI0) (X310 Bp S2I0LIB)UI SB|NUED 3 elwo)soanber) 9p soqn}soas £
‘0B3NJ1SGO BWN BSNED OBU OPID3) Op oede|nuelb e anb Jeinbasse eled ossip slodap ajuswaiuanbaly
3 el)saudy ep ewydo oedisod e seuiwialap eied oe3iasul e sode SjuaWe)RIPAWI OPEIILIBA IS 3P AP

S910119)U] SBINUED 3 , X304 BP OPRIISIURS BILUOISOANbEI| 3P OgN} OU OBSeI}SBUR) P ePUIPIAG d OBdISOd Y 9
“elwo)soanbes) Sp 0qN} OU BPLISSUI-3J 9 BPEDLIUERP NO B10} JOLIBIUI BNUED BLINYUBU anb

9 ‘ezadwi| e 3)ueINp edYIUEP NO BLIOJUS 35 OBU JOLIAYUI BINUED B 3nb Jeinbasse eled opepind opeulo) Jas aA3Q S
'SEIP O€ 9P OPEPUSWO0I3) OWIXeW OBIeZ||IIN 9P OPOLIdd "djualed elojelidsal
2398 BIA BWN J2)UBW eled OLISS3DIU BULIOJUOD BNYIISANS 3 djuUdLI[en)iqey anbijuid  JoLS)UI BjNUED ep Jejnbal

ezadwi| 3 Jenbas oedelidse ap spAeIle epeinbasse 13s anb wa) ejwolsoanbes) ap ogny op Uswn| op BPUIPIAS Y v
"eUIS)UI B|NUED B NO/D

1w esed SOpedYIPILUNY S)udWiepenbape Jas WIAIP SAUP SO €
‘eyund
ep oedowai e Jeyi|idey apod oedesedas ap eyund ewn ap oedezi|iIN v "eIdUINbaly AjurIseq wod suawiou)sod

9 0p3[aqe)Sd 9 3353 OpuEeNb OLIOJRIIdSSI BLISISIS OP S21013U0D SO SOPO) B BSURINGSS B BPEIjeAR 43S 9AQ z
“euIajul e|NUBd BU souep JejA esed sopezi|jin

wWa43s 9)e elidjajeid eu 1013)xa Wabejequia eAldadsal eu Jadauewiad WAAIP Sseleyun susbejequia sy 1

sa03nedald

19)59 BUI[ES 0BIN|OS BLUN WO 0duWi| 0S J9S 9ASP eIWoIsoanbesy ap ognl

elwolsoanbe.] ap oqn] - ezadwij ap sa03na3suj
.mm_:u_tmo_ 9p seliplew sp

3IA1| @ edwi| 3 B335 BPEPIEND IS AP I0LIBIUI BINUED € IS 3 BAWI| ZOA BUIN "9JUSW(RINJRU JBD3S 9XId] ¥
"e3591) |91

euljes 0B9N|OS BN WO ezadwil| 9P BAOISS B 3 JOLI3)UI BjNUED B anbexua “edwi| 3 oyjow ap Jod ap siodaq €
‘sesofefiad no sedas s90331295 Janbsienb
Janowsai e Jepnfe eied (08/001 ® 008/00 | 01dadX3) (X3110d BP 0DIE S BULIO) W? BILO)soaNnbel} 3p sogn} s

SO0PO] WO BPIDALIO) eZadWi| 3P BAODSS B OPUES() 'S3033.135 Se Je}|0s eied 0B3N|OS eu JoLajul ejnued e aby

“aAeNs 3)uaB13}3P AP NO [1UISS BUI[ES OBIN|OS EUWNU OY|OW S JOLISIUI BINUED B BYUO] 1

*pzaduil| bp sa3ub bjwojsoanbp.y ap oqny op JoLia3ul bjNUP3 b aidwias bAOWAY

*S3)UI0P SOP SIDNPIAIPU] SAPDPISSIAU SD WO 0PI0ID 3P ADIIDA IDA 0dWwid} ap opoLiad 3)s3 'sa03a1das

N0 03nw Wo> pppUWID}U0) bfas oLia3ul DD b anb a1dwas no Joud}u) bjNUY> D PLPIP bzadwil| D OPPPUIWIIa I

ezaduwi| ap sagdnisuj

(158/001 N0 058/001) SePRGO 435 Wiapod 0edINISANS ap SaI0UIUI

senug "epediIuEp NO 110} JAAISD S 10) 3)I9P 3 0BIISUI-21/0B3IASUI BP SIIUE JOLIDYUI B|NUED B 3N
*sepepuaw0dal ezadwi| 3p sa03N13sul sep odw Jod efns Joudjul ejnued e tedwr] 9

*04nB3s B}sa 3s anbiyuIA 3 (opezijin 3s) oedesidsal 9p 0N OB eIL0}soaNbeI} 9P 0gN} 0 JjudweAou Jebl]  §
,Op O13W Jod 3}U3WE)IBLI0D BPEUOID!
JoLa3ul Bjnued e anb opueinBasse eduil| Joujul ejnued ewn Jod efns Joud)ul eNUED € ‘0LIesSAU BS ‘BNISANS  §

“loLI9}Ul B[NUED BU [UR 9P ho_umx—._n Op oW Jod JoLslul BINUED B ISAOWRY
‘opebi] J9A1}S3 35 oedeildsal ap 03NI1 op Jebijsap ezaduwi| eied BPIAOLUSI J3S AP Je}ISSAU JOLIBJUI BjNUBd S T

elwo)soanbes} ap ogny op oedessndUl e Jez|

™

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 10 of 19

Doc. Number
AS10002537-002

LT

“WDIWDSUS PA “[DIIPIN SYIWS §107 ©

*2IDbD aA1YadSa1 JQY||1} WOS USYIDWSDIAISS 13][d UdXYIDUINIDA

‘UWIDUSI3pUDY 4D SUWDUWIO WOS UdXIPW D0 ULIDU DIPUD DJjy/ *13pup| DBLIAQ DSSIA | JuIDS 1312AsbULI21)SI1621
4203ua)Dd DYSUDYLIWD SOY S1DJ3415162. 1aYIDUINIDA 1D IDISYIPU] UBJOQUIAS@) ‘[DIIPIN SYIIWS JOY[1}

WIOS UYIDWINIDA 1D 24IDUIUBISaP [DIIP3YY SYIWS Y20 YIpWUBISIP Xa1i0d JUBAOWLIBY ] ‘DA}|[) dUlT dNn|g ‘Xa}40d

seddey|i jjedys usabuiupa] J3||9 eusso| [|e)s
161pjIsAeO 33Ul :wmc__nnox 13 19j Bulupju [eixe J3||2 [elped | 193jel)] BI0)S JQJI|| R)YIAPUN URW
e)fs ML | sud|k Y e Ja)a Yoo sapun  LL

‘1IxodAy/ewneinoieq
paw.ep yd>o uajfueysauul |13 eddey uey
euwy-uewop ‘xa°3) uawnj s3axdK1ssbuijddoy
e0) Ud wos aydA

1113 12p3] 33 |IA ‘udyynjsbulupuein eap
n| )ysiiy paw usabuels spuey

1N 19)213s Wos seb ysie ey 1 1 buidd

161juIAIRI 13 paw 11 spue l|eaxjes3 ua ep [Auexiauul us uj 33

nes ol

*(wwg’L paw Jajawelp susbeAlyn| 1e19dNpPal WOs WwQ‘QL )3]403s | usjkueyjjesyesy
wo3NnI0j) WwQ'L paw 1a3awelp suabeayn| sesadnpai jAuesauul us Ae usbulupueauy 6

*BulI9)20]q 13| UOIP|DJUI BYESIO UEY 1D)|IA ‘Buljwesue)dyas Ijq uspfljo} uey .f.ov_ 10} usjhuey
1y ‘uoisnpyo J3|j3 uadnisyn| ed topeys |13 epa] uey 13)|IA ‘udjkueyjeay

uap ueuy 393K 10 In eXYPNS uey [Kuessauur Bue| 1oj|je ug ‘}opoysed nEEE_ am__uoco
13| 39puRIQjUI PIA 1939YBLIBAS BYESIO UR) J9)aWeIp [9) paw | uexsauul ud Ae bulupugauy 8

*auaspinpoid  es3|n aulq anjg oX9340d ueiy I3, j|eayes) paw Isepua [|eys
[Auexiauul euuaq ‘naxnasbuiwpedigy suajfueriauul ed suuly wos ap paw 19339y 13a3usned
Yoo abery suajAueyjjeaye.; ed euseburiaiewsyajols eigjwel 33e wouab sesa|josuoy uey

©)39( "SpuUBAUR WOS _>:S=m$_m.= uap Jessed pbug| Yoo 19)awelp susjfuersauul Re NS £

PUe

*|Auesaauul Yoo [Kueyjjearyesy
Au ud paw s}ESId Yd0 suewwes||i} In 39]|L3s | seap usjhue)jjearesy Yoo uajAuexsauu ;3n
sebuln} ajul uap Je| usjAueyjjeayes uesy usjfueyiauul eusbejae e 16ifow se auipwo 9

*AoYyaq pIA uaneysbulsjfuerap

Jeqapawo eusbejae Yoo 193ayblieassbulupue ed uayda) e|janjuaAs 10) usjuaned e1anIasqQ
‘uoipjniysqosbeayyn| |ja111ed 19)|2 |e10] | RIS NS UR) e)33p e10b Jje Jayuajeapun
‘syeusbejae Jey usjluexiauul 33e J9)|9 spugAue [fueiauul peiai3sauay us 33e ydo ynj ed

PWIQ] 3|3y Jg Uajyny| 13E B||RISIaXES 2)SEW UBIEpUBAUY ‘}m)| paw [Aue)jjea)es} pelaiisauay
ua paw 111 spueAue eysbupsjfuesap ua Jeu sexpyer ajsew Jpybidisiod g

.:o_au_:humaunmm>am=_ |e303 432 [|2134ed ||13 ep3| URY B}3Sp RIOH Jje

j9yuajepapun “ynj ed 03 )y |Aue)jjea)ye.} a3sew usjje) epeq | ‘seusbejae [Kuextauul

PeI243S3UDJ0 [[INJUIAS U J3]|2 SepuBAue [Aue)IauUul peIaJ}saud) ua usabunue ajsew
neysbuua| {op us paw 1113 spue I j|ea)el) peaasisausy ,Xa3iod us wo v

‘udjAueyjjeayesy | ul usbunaiysauay wouab
abeyde|seb eipuiyigj 13e 19} ‘siejd ed suuly [Auesiauul (X33104 PeISIISIUJO US WO WoIn
‘uonejiuaA ECTIEY 10} 1) 9peIal)Saudy ,Xa110d Bupje pueauy €

*(1s93saue J3pun *xa°3) ofjiw y113.As | sepuejue 13||d 13seb ebiyib abae uey
JA\d WOS19}J3 SBHIAPUN 3)SBW Je|e1)siase] 13]|3 J3poipj3|e eysibinipjoiyele paw buligsaq iy T

‘uajhueyjjeayes
14eAY sejjey uey| 3jul a1euds Yoo uabi sejjes uey ep usjhuey wosialys usjhuerauul ul flgws |

HYONINHVA

3631 ejeyo| 161|us RIBSSEY L

‘po1awW uobeu pauw seld:

23Ul Jgj uaq Juaned epus us ed BujupugAue IQ) pPasAe D0 peuwiofn Jg jAueiauul (eijn durian|g oL
‘usjAuey|easel) e10bUI 11e J0) 91510 BUUSP DIUI PUBAUY “US)SIoqsHuliobual apuefjgipaw

uap JsepUd puBAUY "UAURNIaUUl BIQBUBI 1R 10) [opawidiely 43| deyspal apuedi|s ebul pueAuy 6

‘buliobuai 1oy

eulebulusiaue | sabue wWos wap ue udjAuejeases) Ae [9p uobeu ||} JebuluSO| BIpUE Ul puBAUY 8
“uapinpoud Ae Buuiuey yd0 Hujupueaue Jaxes wo [euosiadpiea Biuuny jjjpuoissajoid

Ae sesanJisul usuaned a)sew ‘4asnyyN(s Jojuein sepuBAUE |[BYS J3jAUBNISUUI YO JajAuBy[eadel) (Xaliod WO £
"11esuabl J1AIq USJAURY 1B 110JpaW JeY 3)ul UONR|NURIBSPRUABA 13B B|[RISISNES 11R 10
WINJUB||3W 1) PaW J3)J2.ep Y20 U ndo sjessauay eigbae 11e 1oy Huiulesul J21)9 1eqEpawWo

SeI3||043U0Y [[BS |AuesiauUl Y20 _?mv__mwxm: wum‘_w:mwc& #Xd10d 119yuaddo Yoo abe| susbuuansausy 9
‘uajAueyjeayesy | ul spes Buple [Kuexiauul pepeys

J3|[3 peYdIUY US 13e Y20 uabuligbual Jspun sepes J3||3 sexdiuy ajul usjAuexiauul e ebou essjjoucy  §
“ebep og Je UapNSHUIUPURAUR SPRISPUIWIIOND)
elewixew uaq "1y abessedyn| suajuaned ejjey 11e 1) 161puRAPQU WO USJAUEY 1N 1AQ YDO J3||013U0Y

ebissewunni 400 ‘uajAuesiauul Ae buiubnsual uspungabas paw 12ddo sejjey ||e)s uswn| susjAueyeadesl
‘uajAueyiauul

J13]3/Y20 U3gNIIWO0]S03) eI} AR BUIUISNINUI BISWIUIW 1B 10) 1BAYSPE SBINJI] 1Qq JdJudlled €
‘Ijsbuiddoyiioq us Ae uabujupueaue wousb sepjuaioy uey uabuiddoyiiog 1ayaiep

19punq|abai Y20 sessjuowW 3P Jeu Sei|joauoy Joq JebuluinjsuewssAssbuiupue ejje ed uaiayides
‘uajAueysauul
ed Jopeys eIpuIYIQ) 13e 10j BulupueAue [|1} weiy uabuoyiey||Ay 1 Jeay eiea d)sew sebuiuypediojsiayul

L
1opJiebiesiaybipjisiod

“BUIUSO}{ESOY [14D)S PAW SLIOBUSI JSePUS JR) UIJAURN|RMel]

J9]Aueyjjeayeu) — Huriobual 10} sebulusiauy

PLjWWe|

420 1110} ‘JU3J SeJeAIQ) [[B)s USJAueIauUl B110] Y20 eual uaq 1es Bijinjeu ed exio} cm_?muxbw*cc_ u%_ v

©SY0Y] |113)S ¥SJ8) paw ualsioqsbuLigbual Yoo usjhuesyauul sfjoxs buligbual ydo buiuojqddn 42y €
"191}3s eBIgqI

e 40} (Z08/00L Y20 008/001 Woin) Ja|Auey[eaxes) apewojbeq (xa1od e|

106U USP puBAUY "SI0BSQ| 121395 3{[2NJUSAS 13k BS USBUIUSQ) | UBjAUBNIBUUI JOY k4

‘Bulusopuabialep pjiw I3|[d bulusgpes [a1s | usjAuexauul fjoxS 1

*burigbuai pia uajAupy[paypa3 an uajAubyiauuy in plj|p DIQ
‘Aoyaq suajuanppd ppjiysua uap pd apua0.aq IpI31IDA poliadspi} buua(q “}a4yas 4aj[d
wajs Ap ppiaul I 311 uajAub)iauuy 4pus ps 43]|a uabl|bop sigbuai uajAupiauul 3o 124120

m:...om:..n: 10} Em:_:m_>:<

*(158/001 42]|2 058/001) Se||2is2q uey Jd|AUR I2UUISIAGIN "PEPRYS
J3][ peYIUY JB USp WO UajAuey eiassey Y20 bujuliesulale/bululiesul 910} usjAueyiauul eia||01uoy L
‘buriobual perapuawiwoyal 19y eulebulUSIAUE (|04 "UB|AUBNIBUUI BPRURIIQ) UDP JOBUSY 9
“PunduAss}ayiaxes 4n BI3||0A3U03 Y20 (SPUBAUR UBPES WO) Ulojelidsal ||} uSjAueyeayen injsueialy  §
*abe| 1381 | Jleuwey usjAueysauul e, 193D
Ae diefy paw eI3]|03UOY Y20 SAQYS] BS WO [Auesiauul usi us Jow uajAueyiauul spesinwis usp kg ¢
‘euuap ed usbunbesp Ae diely paw usjAuexauul esso €
‘10q se|ddoy uasiassbujupue euin|sUe J|[aNJUSAS USP [[exs Buliobuai 10j In Se) JaAQYRq USjAueN ULl WO 4

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

14
‘abe| nes 1 e
uajAuey Jeu Jesaxsew a1 13 Ul usjAuesauul sinfys syeusbe|Ae UI0IRINCO YD0 Ul s)es udjAuey|[eaxel) JeN L
m=_=m_>: es)ynig
060-0L0/€€8/00L 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/218/00L 001-090/208/00L

001-090/098/00L 060-0£0/1€8/00L 001-090/118/00L 001-090/008/001

*gX9110d uely

J19]Aueyj|eayel) apuel|o) paw SUBLIWES||I} SePUBAUR 11 BPPISAR JE DO (eBI|Uyswouab) apesa1sausjo Yoo (1ol
1) 9pLIDIISBUR) IPRQ SUUl BUID|AURNIBUU| "BL S|y BUI0}SO e} paw Jajuaned soy eusebeAln| e epepspun
13e eppasAe Je 3Q ‘BulupueAuesiuailedus 10 J3AURNIBUUISIIAGIN BIRGSBUIUPURAURIDIR B|LIBIS AR JUSWILIOS 133

BuluALd|sagPINpoId

“(Wwis’| pawl JaRawpip suabpayn|

144

“UBPNOYQIO0A Ud)Y221 3]y “[DIIPAN SYIWS G107 @

“U21DU2BI3 2[1[2/2139dSa1 BP UDA UBYIDWISUIP JO UDYIDWISIPUDY

“UBWIDUS[aPUDY 3P UIZ UdIaW Ud UWIDU 2pUaoudb a1apub ajjy *si pidauodapab uapup| aiapub apjpodaq ul

U2 ND2INQUAYIBWIS]IPUDY U -Ud}ua)Dd dSUDDYLIBWY 12Y f1q YiaWs|apuby 13y Ipp ubp 1yaab @ |00quIAS 1o
IDIIPIN SYIWS UDA UDYIBWIS[PUDY UfIZ [DIIPAY SIS UB X310d 5,060] ap Juanoway | ‘viyn aul] anjg ‘xa3iod

*3133pN220 Jo Pjeeiso] singe Jad 321U BulpuIqIaA 3P JEPOZ ‘USPIWIBA UBPIOM

aqny ap do jyden] aareaul| Jo Jydesyai3e3ol abiewIaA0 UeA Buluaje03in ap 390w 3GN}AN yoen
ap uea 103d3uuod 3p do s Iwapeaq 38y uea buninj euud dpuaInpen ||

*6jonab sje aixodAy/ewnesoleq

FEITTR ) 139 3piom sebanesidxe uea Hujwosls ap JoopieeM ‘UBISPN|II0 BjnUEBdUBUUI] 3P

uey seb s19A 100A Bue|s apusK1sIN 3 *(3NISAIUN-UBWLION }3Y P[23G00A[Iq) 1)39153IN 1013UUO0D

3p ueA uawin| 13y ui 3Ip seb SI3A J00A AGN] S|RIXEOD U URE JERP J3W 10}I3UUO0D dSHeey uad
JPwW 3l > ulagn yoea3 uad uea yinigab fiq usbuaiquee sjnuedusuuiq uadn QL

*(JUIBPJIOA WG| 19w yoes) wwQ‘gl 3p uea

1D120NP3I WOS WL Y3}40}S | UBIAUDY|DaYDL) WOINIOY) WLIQ'| Pawl J3JawIDIp SUBBDAYN) piaINpal JAUDYIaUL) Ud AD UABUIUPUDALY T Buriapuozyin Jow) wwp’L 3w Ja3awI u_‘_w> w.::nu:w::_n :ww ueA qiniqab 394 6
IAUDY[D3YDA) DA} 2UIT 3njg pawl 13 [AUDYIaUUI ,DIY]) BUTT aN|g JSDPUS PUDALY | ‘uaqqay uey 6jonrsh una aqm3-al yoes3 3p uea buiddoysian
590 30 a)d9jul usabiay ‘uadoydo 3931395 43 ue) ‘Jpiom PINIGEB SNUEdUBUUIY 3340 B3 UDS 43 UBIPU]
‘uapiom uey| p133pn|3036 Jo phipeydsaq eaydel3 ap 10op D BUEL] INg 9p 31N J3A 3}
ww §'/8 oL wws'g ww ool 001/0S8/001L ue) 3|nueduduUIq abue| 33 ua3 ‘ussawwajaq Bipouuo WooilsyydN| 3p jo uapia| usbuaiqul 3oy
WwoLs - wwog W06 060/058/001 uawid|qoid 303 3P ue)| ‘}pJom P{INIGDB J913Welp SPISIBA USD JDW d|NUEdUBUUIG UID I3 UBIPUY| 8
Ww o'z - oy ww oy 80/058/001 ‘31195 B} BUIT AN|g X9110d 3P 3N sagN}
- . - yoeu fiq puayinjsyin sjnue: 1q 9Z9p YINIGID * e: Iq 9p uea bunpjedian ap uea
wws'ss 8 wwoz ww o' 080/058/001 _wam_ aw—_ do m:.t.:t:mmumsE ap 19w ujfijabian 33 sjaqe) a13ed ap ua agny-al yoes3 ap
ww 0'e/ L wuw g'9 ww §'/ §£0/058/00L ueA suajy ap do Buipinpueejeew ap 100p UIPIOM P193[013U0I36 ueY JIQ *2GN]-a1Wo}soaydes) apuliz
ww 0'0/ - ww 0’9 ww o'z 0£0/058/001 HInigab ul op 1004 1J33Yy 336UI] s|e 19)aWeIp 3SIN{ Bp [9MOZ BjNUEBdUIUUI] 3P Jep J00AID BioZ £
wuw §'v9 3 ww o' wu0'9 090/058/00L ‘uapiom 33 usbuensan
Sue q ud agn3-al yoen IU U3 100p U3 PISPfIMISA USWES SnuedU3UUIq 9P
4 >.:um%_nﬁ._.“# ("e2) %3 Pef ol : vm_._._. m:_L._Em.EE 104 Aupinde ‘huexsauu) U3 3QN)-31W01S0AYdEI) BP USUSIP UB|eASH BPUSWONI00A U] *U0P 3) p|aMab Jaw Np wo 131U
AuSsuu) Jupug 0 uep 192qoud ‘usjey 93 agn3-al yde13 3p 3N 3NUE: q ap s1yfijpbow 331U 39y ualpu| 9
X u ‘113 SopuPAUD [p)s uajAupyiauul “Njeppiwuo 6ipouoz deyanenuesaq ap Japfimiaa
wos ,Xa}40d upij [Aubypayp.} uap pd uayajio)s 1abup I13X134D SU3). 133D DI3AI3SQO BIjUDA DA ua uapayyfify Iey uea dws do juaned ap 133n135qQ "udpIom p1aaniisqoab
yfij93199pab jo [payab n:n_u—_u_.__ ap uey| panagab 3a1u JIp uBIpU| *si pISPMIMIBA S|nuedUBUUIY
"SNNId NILYNAOYd YA NITTYLS V1TV 1111 13a3SHIVdIE YNNI VHINAIYLSIAiSa0 3p 3ep Jo ‘PINIgab Jpiom 3jnuedUBUUIG BPIB)ISUIAIB US 43 Jep UB S| piaaje|epab [9ayab ynd
‘uIR)IuIpy 43]13/y20 uajuanied ed Jopeyjs ebijiea|je J3]|3 [|ejSPOP |13 BP3| 3p jep uahi0z 100A13 330w 13HINIGIB 3Q “IP10M PYINIGRB Jynd U JwW 3GN}-31W0)SOBYdRI}
33p uey| 361]3uap.o {10} d3ul JI2UOYNIISUI YD0 USpUER|IpPaWSIaYBIIYIsIQ) “Jebuluies essap wQ pnpoid apa)suanab uas Jaw uswes dexaiejnuedaq uas 19 sje udg 9) pjapueysb bnydizioonjusipiy g
euuap Ae 210} | 10} Yoo Jebujuien aaisnpjul ‘uabulusiauesyniq ‘uapiom p1aanysqoab
ejay wouabi se1’ :wt___vo‘z_ Ae m:.:v:mi_m ‘_2_2 10§ uonjew.oyul BIIYIA J3]|eyauul Jebulusiaue essaq 1123129pab 30 93426 dfidayan] ap uey paneqab 191U 1P USIpU] “ufiz 3) paasie|yepab [2ayeb

Z5001-22>090/058/001 324 Uiy
001-090/058/001 :Jawiwinubojeley
sepnpoad-xaii04 apueljoy 13|eb sebulusiaue essaq

DNINSIANVYSMNYAG

Bbuiupueauesjuanedus 10} ‘w030 eL]
10} |[Aueyiauu| ge3jn auiq an|g ,xa3.10d

E [STHTEYYS

Z X [Aubyiauursaifqin 1ojs

3N}-31WI0)S03YdEI) BP UBA JJNd 3p JUBIp Ud||eAab apiaq u| ‘uapiom 3} p4apliMIaA ajnueduauulq
apaa)suanabuo abizamuee uas [amyo PjINIGaB 3|nuedUBUULY 9PIRISUIASE UBD [9MJO 13 JUBIP

“‘Jpaom jinigab dey D9 UID JoW ANy UoeI] SPISISUIASD ,X3}40d U JB UBIPU|] ¢
{100A 3} 3N} yde1} 3P UBA SIISUSA

ap elA abeypyaseb wo si |dab ajnue: Iq 3p. 6Uo ,X33104 U3 43 S| dA[RYD] ‘DqN}
I yoea] ap. D ,X2}104 U323 }I00U UBWAPEaq Ydsiueydaw jo bewpuey figynigan €
P J3uo uey| (31say suap *Afiq) buirebwo
apyf1119A J03sINNZ J9W UB Ul Jo UaA3bBje uey| Jyon| ap uee 1004 3Y1SIX0)} J00pIBIY DA Jepwio
USPBULIA USPIOM 3} JUBIP UBJeA}SIase] aYISIBANIIYD Ud SIPOAY3|D BYISIBANIIYI-0I33 J9W PDeJU0) T
‘uaJapuly uey agny-al yoes} ap ui 3|nue: q 9p uea uapjed:
Py ud pn230 uey 3jnue: q ap 1p Jepwo w__._:mu:w::s_ ap do uee _w_uu_E:_m uaab bua.g

Zw02_>>:_._uw~_<<>>

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 11 of 19

Doc. Number
AS10002537-002

LE

‘uajAuesauul ed uabull Ae djafy paw usjAuessauur uialy €
*sa1@[bual [exs usap wWo Jawa)sAssuofsesidsal ey usjluedsauul 3|qoy z
‘Bupiasse|d 121103 J21931pul
NI 33 |1} uul USjAUBMISUUL $31135 13UIS() 43 UBJ0]RIN1CO O UUl11es 19 Uagn)IWOo]soayel) 1e Jang L

Bujusiauesynig
060-0£0/€€8/001 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/001

001-090/098/00L 060-0£0/1€8/00L 001-090/118/00L 001-090/008/001
*19QN}IWO01S03Y eI X3110d 2puablay pan yniq |1 (Bunjiaw yue|q)
Bunansauay ualn 6o (buiisw pei)iialisausdy aped | bijpbualbii] -Jusised 3119W0)S0¥ eI} USP SOY JD19AYN|

a1y apjoynaiddo e ioj 1aubisaq Juaised [xus us ed yniqualb |1y JsjAuedIBUUL 31IB1S AR JUSWIIOS N

9S|oALD]S3g
“(wws’| paw uafspssodyn| pd uaiajawplp Jasasnpai
WOS W'D 43S JBIIWOIS03YDA) AD YDIUUN PaW) WiuiQ'| paul ua dyny pd Ip Jaiasnpal ajfupyiauul Ap ynig - g
1aQN}ILLO}S0NDI ,DA}) BUIT anjg paw AjAUUDNIaUU] ,DA}) duIT anjg uny BAuag |
D LEL
ww §'/8 oL ww ¢g's ww ool 001/058/00L
wwo'lg - wwo'g ww o' 060/058/00L
ww 0'g/ - ww g’/ wwg'g 580/058/00L
ww g’/ 8 ww 0’z ww 0'g 080/058/001
ww o'/ L ww g9 ww g’z S£0/058/001
ww 0'0£ - ww 0’9 ww 0’z 0£0/058/001
ww %9 S ww o's ww o9 090/058/00L
2, 3pBudl () @'l 3jkuexsauu] wﬂﬂh.&““ﬂﬁﬁ N
Ny jel) | uosyder sonhuag apoy| ajfueysauu|
‘paw Auaq [pyjs uap aqnji yDA} UBYJIAY J3Ja)Ipul UajAub)iauu] pd JaJaWWnu 3p Y3
1349V7 43 L1IINNAO0Yd YOAH ¥3A3LS ITTV TIL LN STANIS TVNS 139937AIAILLIA HYIW
*JI2uosiadas|ay 43||3/60 Juaised ed apeys Bijionje Ja)3
11eJSPop |13 910} 33p uey| ‘akou sab|o) axj1 bulusiauesyniq 6o 13|6a1s3ayb13isio) “I3|sIeApe SIAH niq |
sej Jawajshs 19} ‘13]6ais3ayb1yisio) 6o 13|sieapy esbo ‘uab {niq 3uuap 139pjoyuul 3|3y sa
*a3ew 66413 ua ed sayniq 3apinpo.d uepioay wo uofsew.oyul bi ployauul 1us|, {niq auuaqg

Z2001-Z2090/058/001 434 Uiy
001-090/058/001 Jawwinubolejey

7 X buypysin 1 upyiauul 3ojo

PInpoid ,xa110d apuab|oy AD yniq i3 43 12yniq suuag

1upoj!

DNINSIANVYSMNYAG

juaised 3|3 ua 10} IW0}Ssod)j e
|1 3jAue)iauu]  eay|n Ui an|g (X3310d

E ysIoN

(113

'53p|0Y2q104 13paYBIRI B[y TDIPIN SYHWS S 107 @

‘a43f2 an1pyadsal ap apuaioy)i
12X{122WIBIINIBS 13][3 12X I2WIAIDA ‘BUADUS[aPUDY 13 JUARU 43 WOS UdXiaewl O UADU 31puD 3||y “apub| 34pup 3SSIA
160 J01u0NIRWIDA BO -JUd)Dd 3YSUDYLIUID 1P SOY 12124151631 13 13328 WD 1D IaAIBUD @ 13|0QUIAS ‘[DIIPaN
SYIWS dpUIBY|I] JXI3RWIDA J3 [DIIP3YY SYNWS BO X21104 duiaxiaewubisap ‘quaAoway | “pijjn aul anjg ‘xa3i04

*Buiwyni 13)]3 buijqoyjely bi3sesioyn aipuiyloy je o) sebpun
138301 10]s Je 3s|ap 1e)s ‘(]9psasjapuiqao)) 10353uuod
Asiojeadsas ye Buiunisn 123yd 6o sapun  LL

uaqn) ed jyeny zeaul] 13|12

n3! Heay i ( 1eeipapue)

eixodfy/awnesoseq

1949)|nsaJl ue)y wos Ipuep y paasay 6o uajhuexsapul ayyn|n
ue) seb ysiiy paw abuejs SpudYMIISWAY USQ *(1G12U| JPUN *$HD°J) USWIN| SUSI0}IDUUO:
PN aaHji3s wos ‘seb ysiy paw abueys |
paw asjopulqaoj | aqn3! Yoedy ssp 19p Jeu ‘3]

Y eoy 1966Agpul us paw 10303UU0D 33]UIAJRI UD

£

I j1apul us 19 ew g oL
*(wwig’L paw 133awelp susfaA}n| 13135NPal WOS ‘2gNJIWIO0ISO3YdEL} WWQ‘QL 3S|314)S

paA usbejpun) wwp’| paw J9)3wWelp suafaAlyn| 12195Npas S|AuedIapul US Je UIS|IPUBAUY 6

*Buniayo|q I3[ uoIpjajul abesieio) uey wos 4a1)9s je buluqoydo |13 310) ue) ‘3103 Joy

19 wos ajAueyiapul ud je Hnig ‘Buiun|y 13| eaxjes) ed apeys |13 249) 6o uagniapA eay waly

16ue] 10) )Py13s uey| ‘Gue] 104 13 wos djAueiapul U3 ‘BuluwesIswIUUBYN| JasueIBaq 161posun
19]]2 Bunigjpul paw JeAsaq a6esieio) uey| J2)awWeIp 149)40) paw djfueiepul us je bnig g

*JUBWIIOS BI}N BUIT dN|g X310 By UGN} jes} paw ajAueyiapul suusp uny
6nag 3ayn9ayjed susjluesapul ed wap paw sussyaynausned 6o abuely suagnysiwoysayesy

ed ausabuiuy I |211)s aubi| e PaA s319]|043U0)] UR) 3339 "BN}IW0ISoI)N e}
p uap |13 3p | 6o 1P 821403 USp Jey usjhuediapul je ‘sanjis eys e £
*a]Auey 19pul 6o aqnjiwolsoarjely Au us je sajjeisia
6o 6ejpn |exs agm jes3 60 uajAue) 1apul apeg 36ew paw uap susal}
1e angad a1 2Q ew ‘uagnyy jes) je pn uajAuey| Jopul abe) Je 361 nw 13 31 19P SIAH 9
*sauiaf} syens uapeysbuLizjfuexap |eys 361pusapou wo 6o 1s3ipapue ed

ub3) 10} SDIBAIDSCO |BYS UBJUBNIR “UB[aAIN| Je Buiudo)s| SIA[DP 43]|3 Bipuseispiny | 3193 Nsal
uey| jesay asjape|pun ‘J9ulaf} 19 usjhuey| 1apul Je J3]|3 ‘] ue)| Jopul 31313S9UB) US SIPUBAUER
13p e 60 ‘Jwie} 3|3y 43 uagnd je ‘aayis |eys ua1abnig ‘Jnd paw 3GNJIWO0)SO3N eI} 321343S2UD}

ua paw as|ap y |Aueyap ua sap 19p aeu ‘paybnbisioy sasipn [)s 1d@ S

10} 1 9);
q10}1

‘uafaayyn| je buiudolsyiy Gipueispiny J3]|2 SIA[SP |13 240} Ue) jeldy 3s|apejpun
JJnd suaqgnyy jea) [eys ap|e)|1) 9663q | 6o ‘sauiafj usp |eys ‘apais |13 19 djAuey
19pul 19424359Ua) P! UI SIAY 43|| ‘9]Aue)| JBPUI 191311S3UDJ U USJUS SIPUIAUR IBP |B)S

‘a) Aue: ua paw p aq 119191)S9Ud) X340 US SINH

*uagN}IWo)soa)jes) | dusabulalisauay wauuab bujuaispnseb
aipuiyuoj je 1oy spejd ed ajAuey] Japul 32191353Ud) ) X3310d UD JSPPIS P JpUiwpaw
‘uonjejiuaA BR| q 1} }9194)59Ud) ,X3110d Us Bupje bnig €

*(1sa3sceue *s)°j) afjlwuabAxo 3o611aq 39 | sopuejue 43| uayn| 1 adwep ab116 1abuLIqILY
JAd ep ‘sebpun [eys 1a[e3siBannjIase] 3]|D 12PoIP|ID 1I6INID|0I ]S paw Plejuoy T

ni
e} 1 sopjoyise;

uey| uajfue) Japui je ‘a1purysoy 6o usp addois|iy uey ansp Mv rw_>:5_ aapul a1 IBWS L

HITSHVYAQY

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

6¢C

'21npadouid [exo] |1} pjoyuay | sayeysyog LI
9p0oIaW 353y Wos uabou Je bnig pan saias!|LRIsaI
! ew uaq uaned 133us us ed Bniq |11 19uba19q 6o 13WIOPN IS UBAURMISPUI eI N BUITANlg 0L
*USQN}WO)SOSYI) SURI 18 |1} 3)SIBC BUUIP 3! PUSAUY '91SIBGISUDI
spuabjeypaw uap uny pusAuy "u3jAuey Japul asual 1e |1 Jageyspaisbuliebual spuaqis axpjl pusAuy 6
‘uagn)iwolsoadel}
Je [ap uabou aigbuai 1e |1} usbulupa|feasbunigbual | 19A16UR 43 Jop ‘Wwap pua Jabuluse|do aipue axpj1 bnig 8
“apnpoud Je buaipuey 6o Bnig s | xsiafa|dabAs 43| abse| us
Je sa1snuisul uajuaiied [eys ‘1ajendsoy Jojuspn sapuaAue J3jAuey| Japul 60 19qN)IW0ISOBdRI} (XUOd SIAH £
‘Buiudois|iy us 196esieI0) ey 9yl uone|NURIBSARA 1B ‘D1NIS 1
1oy 19213y 161ddAy Jwies ‘uonisod ajewndo seiisaua) 191eISUOY 1B 10 UOILIBSUL J9Y3 SHRILS S213||013U0Y
|25 uajAuey Japul 60 3gN1ILI0ISOR{RI] 12131153US) (X310 | payuage Ho uonisod susuonenssusy 9
‘uabl uagnyiwolsoayel) | sales JajAuey Japul apabipeysaq Ja||e apafeq uabui Je
6o ‘uabunipbual Japun sabipeysaq Ja||2 salaq axpj usjAuey Japul Je ‘anis e paw biebbAywo a1eA [eys aq S
‘abep (¢ I apoladsas|apuanue apa|ejaque sjewisyew
uaQ "foAYN| puIB)SISIAd US DIBAC 1 J0) AOY J3YD YIspN Ho 1BIsssewaurIni Ja|joiuoy usjkuey| Japul
Je bungbuai Bisssewabai o buiubns Bisssew|abal pan sauyis [e)s uswn| suagnyiwolsoaxel) | uabessed v
‘sasawiulW usjAuexispul J3||3/60 usgniwolsosyely | 1sbulubze|aq es ‘1613 eS|l s916N) [eYs JJusned €
*3|nisburjqosely us je bniq pan asswwau sa1eh uey bulqodeld wniwa|lew sunze(
paw Jaya1ay 6o s91391do Bp Jeu ‘S313[|0JUOY [BYS 19S|DPUICO) S}WR)SASIoNRIIdSl J[e Je USpaYINIS T
‘usjAueiapul je asjabipessaq ebpun je 1oj bniq 1Ipul usyseap|AY | 9AIQIO) [B)S Japayua paw Jaxpjed L

J19]baispjoy.o4

‘Bulusg|dospuealfes [LI2)s UD paw sai@bual uny J@q UagN}IWOISONel]

abuej|siwolsodye.) - bulupajfonsburigbuay

JapjiJed 1oy uy 6o 1g) 6o uai saseaagdo uajAuey| Japul [exs 4o 6o ual 19 usp JeN 'AjDs bis Je a1ig) uap peq v
‘bujuse|dospuenyjes
|L191s sLy ud paw dsieqsbuniebuas Ho ajkuey apul 9 Jasual bulebual bo buluizespe|dl 1913 €

12195 1BLq=e|Y J3][2 124183pUl
1]9NjuaAS dUIaf} 18 J0j (Z08/001 HO 008/001 USBEIPUN) JACNIILIOISO{EL) IPAULIOJING ;X0 B][e PaW
19612} wos udlsieqgsbuliebuas Bnig 191395 12NIUAAS SUSE) 18 Joj Usbuluse|do | usjAuey Japul 1Ay 4

‘loppiwsbunigbual 1p|iw 19 J3][2 pueAljes 3j1Ua)s | pa|q | usjAuey Japul b L
qny {D4} 40 pn uajAupy 4apul p3fp 6y

*A0Yyaq s3ua) I[2NpIAIpUI Uap paw as| I9A0 | 12431IDA Pl a13a@ ‘19jas
J3]J2 Wijs Jp S313UIWIDIU0Y UBJAUDY| JapU] }S[3Y WOS IDU J3][2 ‘S3[Djaq Y 4apul yo buriobuai bibpg

*sai@bual [Dys uap ipu

Bujupajfaonsbulisbuay
*(158/001 43|12 0S8/001) J3|Aue>| J3pul SAISS34 SB)
uey| 43 1361peYSaq I3][3 13[@q I3 UIP SIAY ‘USP JFSSEY HO UOILIDSUIRI/UOIISSUL USPUI USJAURY Jopul 9519343 L
‘bulupa|foasbuliobuai apajejaquEe UIP Je 3S|IPUIAUER PIA BJAUBY JDPUl SPASPNIS|I) USP Jobudy 9
“Burjis 13]j013u0y Bo (JpusAue sIAY) usiolelidsal |1} USQNIWOISOBRIY INS|IL S

19pi1, Je djefy pan 16eique o110y J9 usjAuey|
J3pul 1B ‘anjis 18 PaA djAuey| JSPUI USJ US Paw S|AUBY J9pul SPIsPNLS|1) USp 16IPUSAPEU WO YBISPN v

“udjAuey| Japul ed uabull | axpjees) 1@ pan usjkuey Japul beipn €

8T

‘|B43Y 39RN|s|}

13 UP SIAY 12qB|SpalsIRIPIpUR S3|qOX el Up (s ‘Buniebuai |1} sabeipn [exs usjAuey Jopul SIAH T
"9s[9bulIque P10y JanIbue Wwos i} 12 53|}

J19p [Pl ‘I s9)33es Ud|Auey Japul [exs ua103eINqo Je Buiubeipn 60 USGN}ILIOISO(RI} JB UOIIISU 19)y3 L

Bulusiauesbnag
060-0£0/€€8/001 001-090/€18/00L 001-090/018/001
001-090/0£8/001 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/00L

001-090/098/00L 060-0£0/1€8/001 001-090/118/00L 001-090/008/001
“1I3GN}IWOISON B} (XSO SPUILISUIPIU PAU UBWILIES BNIq |1} JBUOISIAA (361BISWaUUB) spasaisauan
60 (9p@1 19A1B)) SPRIRISIUS) BPRC | SAPUIY JajuBedIwolsoaNeI) SOy [9AYN| USgR UB Je s|RBuLIgafaA|

1 dj=efy 11 39ubaiaq yuaned ug ed bniq |13 JajAuey Japul sbululelsia abiepuaAueuab a|LR)s je bleapn 13
ENEYVIEEY:|
(WS’ paw Ja)aupip SualaAyn| Ja1adnpai

WIS agN}IWI0}S03UIDI) WILIQ')]| 3S[244B)S PaA UABDIPUN) WWIY'| PaWI J2JRWIDIP SUBfaAYN] J1aoNnpal dAUDYIBPU U3 J0 UBSaPUIALY T
19QNILLO}S03YDI] L DAY BUIT dN|g paws UdWLIDS djAUDY J3pUl ,DIYI() AUIT ANjg uny puaauy |

DLEZIEL]
wws'/g ol ww g's ww ool 001/058/00L
ww o'l - wwo'g wwo'e 060/058/00L
ww 08, - [ wuws'g $80/058/00L
ww g's/ 8 ww o'z wwo'g 080/0$8/00L
ww o'/ L ww s'9 ww g’z §£0/058/00L
ww 0oL - ww o9 ww o'z 0£0/0$8/00L
ww %9 S ww 0’ wwo'9 090/058/00L
D, apbuze| (‘@) ‘welp aqnjiwojsoaydel) .
agnyiwosoaeiy 3s[2410)S uosyder ‘Apul 3jAuesapu] | paw uswwes bniq Auapoy ajfuex japul

'$)3° pawl UaWIWDS $26n1q [DYS UIP WIOS ‘3QNIIUI0}SORY DI} 4 X304
uap pd uasjaiig}s sanibup yuanod up pd 6n.q |13 3jAupy Japul ,Xa3104 10§ f 3D 3sb}

‘43Q3LSSONIYVYAIEdO

D0 -S3STIANIANY S1ILNNAOYd 3TV 11L713AAISSOFYTANI INNIA HINGIYLSIA HYYW3IE

*uaJiulpy 43113/60 uajusnyed Joy sopeysuosiad abijionje
104 0)IS1J 13]|3 3JBJSAI| PAW }9PUNQI0) 1P 43 ‘dfu sa6]0) )1 1abulusiaue 6o 13|63.spjoyioy ‘43|sieape
SIAH *pInpo.d a339p ye bujubeibniqi 19} 13|634sp|oyaoy 6o 13|sieape esbo ‘bulusiauesbniq auuap je
19p|oypui 3|3y se7 *3apynpoud je bnaq 1a)jis wo 196 Kdo a61161A Japjoyap assig

Z2001-Z2>090/058/001 434 uis3u|
001-090/058/001 :4duwiwnufboeley
|2} paw 6naq 1 19ubaiaq 19 auusg

Z X 3Aupy 1apui aniasa1 pojg
uepjnpoud  xari0d

DNINSIANVSONYE
juanyed ud ed Hnag |13 9jfuey Japu|
IWo)sod)jel] ,el}|n DUl an|g ,X3310d
E ysueq

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 12 of 19

Doc. Number
AS10002537-002

S€

‘nsasieynw uafojueifey usijeied e LL
*uaa||spnn epl
AAuey| "uoonAey uee|inod uspyA nya3oye) Bf NJBHUUNNS UO I|AAUBESIS- JRIYN dUITaN|g  OL
‘udasiwe)sipynd uignnieiwolsoayel) eeliey eie) e1Aey |y eefieysnisipynd eeas|jo
eueynwW ueejseoule e1Aey| “essasiwelsipynd uljhluexesis eyauresnisipynd eeaeexuey eifey ey
“essasiweysipynd uignnieiwolsoayes] epsule efnjurew essiafyosnisipynd ueejseoure e1key 8
*135951|[eAINY
©)1910N] URBWS|R1ISEY Bl uprwENARy PISe|ilod eAR)I9)SEdO USSIE|I}}BWWE UOPIOYUIPAIAID)
uo ‘e||ajondoyj|n uejeelies ueelalkey eljfAueesis el efognnieIWoISOa) eI} Ul,X3110d I[BYIN L
*eJSOYN} 199UBHNAY IR 3]0 JISENNIYSOPNS| 19119 ISasyer)siuIeA uaay|jel
uas 1seasn ef ueied uasijeewndo UspIOUN|I ISISHERIIIPRL UDY|B[ UIUUSIAUBESIS 11SBWOLI|A
ee)SIyIe) 99|N) BSSI|AAUBYBSIS BY3S BSSIQNN] BSSISI|[BUNYI Ul X9}10d SNNWIOAE Bf 0JUSSe uaplounyj| 9
“UllgNN]eIWIO}SOdYeI) USI|[IPNN epalA eljkkuesesis
ES:E:O@:E? )19 eueyjle uasynisipynd nyjobuiyea 1e Auany 19 1I|AAueesis 113 ‘e1siwIeA S
1143 eAR)|D! mo:m eusawione AAsAd an3sAybuay ejof ‘usainn

ees 19 €

EEXENIVENIHVEY Cwm_Equmm«mLmv_
uljAKuesiesis 1ey/ef usxINdelw0}soa¥e) BARHSISIUIRA UO SNIN3ISOY BABIIL USPIR|IIOd €
“B||NAR UR|IDSNIOLI BRIOM|SY URRPIOA BRIUDNIAYIM] "USM |2l URWR) 13S3SI[|QUURES

)95 BSSOR1IANIAY BARLIS)ISHIR] UO BIUSYIAY UBUIjjouuNny uajunll uew aisafielskubuay usppjiey z
ISyosiwen e
uasiwnyonnea uljAKuesesis e011Aey usuua essoy11ee|A||AY eA_YIIA|IES UO eISyNeXedOdyISHA L

joa)idusawiojoiep

‘e||ejonsoyisy e 9]S Ueejseoule Ignnjelwolsoaxel) eysipynd

Ignnjelwolsoaye.] - 333fyosnisipynd

‘eunyiefons
2395 eURAINY ‘eueRIYNd I]AUBR)ESIS BIA|IRS UDDY|R[ USIWNAINY Bf U3SYNISIPYNG "UBRWINAINY BIB[ ¥
“e|[@syjonijejons 915 elieysnisipynd ef (jAAuesesis ajaynny uaayel uasynisipynd el uasynjodn €
“essasiwie}siod UspIalILD UIPISWYE) 18] UIPIBUNAINY
(z08/001 el 008/001 !s1ted) eefiey enyjio}onw UIIGNN]LIWIOISOIN L) BRAS|O BUBYNW USPISII0N)
UI|IeY UlgX3110d BIARY JeAROLII 19911143 B1ID ‘UIIU B[|9SONI|E|ONS011IaY B|1|IlI3)s BljAAueyeSIS RISIARY T
‘udasyoni| ueeaesipynd uoolaIWw _E uee|ONSO1ILY Ull|ILIR)S I|AKuesiesis eyodn L
*ualIDA 1Py 19 yp43 siod puip jjAKubypsis b}O
“ubpynw :u-:wn.:a ubpynyod uasippisyA 33j21yIDA
osypfup[p pwp| "p3Ia33143 1D} DDWI| JNUNJLID} UO UBYIIS UNY DUID ID} UID}IAIDd IJAKUDYDSIs Disipynd

3a3fyosnysipynd

*1S8/001 18} 058/001 E[|101aWwNU}0N] e[jiARIeES UO BYIR|AAUBYESIS BIARNIaPYIEA INUNRIOBUIYEA
103 3AuA1Ia1Y UO 35 SOf ‘elIARY e[ B)SIWIE}IDSEUID||DPNN/BIJUSIAURESIS UBUUD OJuny uljkAuesesis eyspjie] £
‘eyafyosnisipynd efnjauue ejjeweyyepnou 1jAKueesis Jnunjueesj| elsipyngd
“ISYONA USPNNSI||BAINY BISIYIR) BYDS USS|]OPNN O3sm3djsAubuay BISIPYA  §

‘elje>jted ejjeaxio
Uo 35 133 ‘elsynnesdeu ejjewelsiuLien efjijAkuesesis ejjeeiynd essaeiiiaie) IAAuNesIs Jnunjueesy| BRAIOY
"eJSEEYUI BISBAD|O BUIIS B|[RWEIDA I|AAUBNESIS BISIOd €

o

‘uayuis Anayuuy sof ‘eysolsnya|sAubuay Ignny eou ‘usliea eysnisipynd siod eeno AK1Aey 1AAuexest:
‘e||eyjied e||ea)10 UBAS|O USS BRIHOSO BY{IW ‘BISNPYESYeU udjjduunny
udaj|ioyjied 1jAKuesjesis d1A ‘uday|el uasiwe)siod uLI0}}eRIN}O Bf UIUUSIAUBESIS UIGNN]RIWO)SOd | L

3oafyooniey

060-0£0/€€8/001 001-090/€18/001 001-090/018/001L

001-090/0£8/001L 060-0£0/T€8/00L 001-090/Z18/00L 001-090/208/00L
001-090/098/00L 060-0£0/L€8/00L 001-090/118/00L 001-090/008/00L

"eSSURY| USIGNNJLILIO)SOSNRI) Ul,XD1I0d USIARRINSS 1SBARIISIARY (SEMIIY) BUBWIOIIRUNY! B11D
(11eA udureund) euasijjeunyy Bas eueAe}eRS "UISSIWIEYM PUSWIOAR USPIRISANIBUSY Uee|jod UNPIOSWO)SOaY eI}
ueeweyINe NYYIoY e} Uo exjof ‘eusjAAuesesis ojyrea eisiejyoysejiod eisignAeiuow ‘ef3]1La)s eWIONIeA

sneAny|
“(wwg’| uo sAuuauald pssiw ‘DIGNNIDILIOISOYDI) LWWI'D | dXSOY 1) W)’ yDYDsIs ulAAupy bp 1d 0nApy uyhhuoypsis ¢
.ETQ:G«_MMR eDANaurjanigL IID DSSUD)| ualq DA} DAY 2ulT an|g E\@v\ 1
‘YYWONH

ww 6'/8 ol wuwi §'g ww ool 001/058/001L

ww 0’18 - wuwo'g wwo's 060/058/001

ww 0'g/ - wwi gz ww g'g $80/058/001

ww §'s/ 8 ww o'z wwo'g 080/058/001

ww 0'e/ L wuwi g9 ww gz §£0/058/001L

ww 0'0£ - ww 09 ww o'z 0£0/058/001

ww §'y9 S wuwo's wwo'9 090/058/001L

3, snnyd (utou) leyesis ! 1 1 -
Iqnnjelwolsoayel) 00 uosyder unjfAueyesis eaenafey uljfAueyesis

1S3 ‘upp3aIAp| DiIs DSSUDY PYUIW
“U00Y UIQNN}DIWIO}SODI} Ul,X3}04 00343 04aUinud}0Nn} UlAKUDXDSIS UISIONADYDIIBY Ul,Xa}104 D333 ‘DDWONH

‘NIISIALSIdQLLAYN NIILLONL NIMIVI 3rHO YWYL YVr:YYINONH

.o:mnEognox:Eg
e} |ony eejinayie 10A usujwelel eyjeweyrepnou uapiafyooniAey ef usapi 1eA

~=2m:u_o‘_~> uo:o:oo.;ﬂ_ U23)30N} UBUUL3 }33}IdudWI0}04LA m_uw&_::o‘_g uspynjueexnw ‘o3jesis

030y uap1afyogirfey an7 "eisgIfey eisasijjenin) usalon) eojal) BRI L) IRARI[ESIS 193[Y00NIAR) BWEN

ZJ001-72090/058/001 §21 Udulesis
001-090/058/00L :03WNUO[HINT
ft Aey ewen

Z X [jAKupypsis pajis bADRBPYIDA
H ul X3}iod

133rHOQLLAY

1l Kue)jesis uignniejwolsodyed]

udulo)feyeriay uauieyyoyse|nod
«B43|N) dUI] dn|g Ul X3}10d

E wong

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

Eff. Date: 25-OCT-2016

WORK INSTRUCTION

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

€€

“Waiaua P IDIIPIN SYNWS §10Z ©

*21212 2134231 AP J2IBY|1}

WIOS J33IaWdIIAIAS BO UADUS[aPUDY “IYIdWRIDA 13 JUABU I3 WOS JIdUi BO UADU 21pUD 3|y ‘pUD| 3IpuD JSSIA |
60 a21JO YIDWAPDI] PUD JUID S'() PAA 142415163 42 Ja3jIaWRIDA 1D JIBUD @ 19]OqUIAS “[DIIPAIN SYIIWS 12041}
WIOS JaXJaWRIDA 13 [DIIPAI SYIWS JaXaLUbIsap BO Xa1i0d Jasjiawubisap Juarowiay | ‘vi3jf aur] anjg X304

*6uiddoys|iy 43]2 ppnaq ebuun e 10) ‘usjAuey ed 3jeld 1R3UI| 43||3 SPUBI}04
103s 10} S3)X NI MP]I 19p ew uajAueyiwoisoadjesy |13 39|doy| 4 1pwa)shsaysnd 19332 bo susy L1

“1syjodAy/ewnenoieq |13 348} uey wos ‘uslynjsbuipuegin
aJpuly 6o uajfuey] abipuanuul usp 9319} ue)y 334@IsBbuIUPBIIN| SPUPYIISIN 39Q *(NG|e-UBWION
u? *s)°}) 32usawin|sbulqoy| 1 uul 6o waly 1xy1s wos abuej } § us paw Buiyd

IS14y |e1sy 1jdoy
19pjuIAaIhoy us paw saynaq uaq jes} seu sjhuey| aipur us I NAusg oL

[

*(wwg’L paw uaf
Aeyejuun paw) wwo’y _qu

1P 1219SNP3J WOS ‘Ww‘QL *13S 18J1Wo)soayesy
ed us. ajfueyiauur nednig 6

1awelp P
*6uiddoisiy 19)2 uofsyaui
113 219} uey| Wos 3a.133s Ae buljwesue |13 9.6} uey ajAueyiauul 310y 10} Ae ynig ‘Guiddoysiiy
139]] ea)esy ed apeyjs |13 949) ue)| 3jAueyiauul Hue| 10) Ae )nIg "|3siBy|13sseb J1asnpal
J3]J3 Bungyuul pan 1333yBid sueA |13 310} ue) 1SjWelp |19y paw S| ueiauul AeYnig 8

*193UBWIIOS ,RIJ|() SUIT N[ ,X3}10d Bl) ID jes} paw un)yj usjuexpzuul

ynig ‘usjhuexsauul 13 uafsejjequa e ma auabuuiayiew paw uabuuayiewuaised 6o

uasudpyaqniIwolsoddjes) ed susbuniddiew subljuswwes e PaA saYAsIBPUN Uey| 9339Q NI 1 13
wos uagnjiwojsoayely |13 pjoysoj 1 apbus| 6o 1p 61y Jey 133eloybigs £

Auexpiauul 6o 13 Au ua paw 3n saynys 6o Jayua

UD Wos sauJaf} assIp [eys uagnjiwolsoajesy el usjhuessauul auiafy e aig(b Has ae| oyl 39p WO 9

*BIpuaApGBU Wo uadY; [Aueyap uiaf) 6o beyaqn 1oy d 1aA195qQ audRAYN|
Ae Bupjo|q |13 240} 3P uey mw._s-m Y1 9139p WO "I2uIR(} 12 usjAueriauul Je J3d Hniq 1 43
ajAuesjiauul 3194353u3) UB Je 6o W) J3y 42 :wmtsu e 1oy 96.0s ew 13y nag *d¢N}IWO0ISON) L}

1191359U3}) J9y4Nd paw P AR Y Nniq PaA sasIAIN ewi 3aybnyjisioy  §

Y 119} d

19A3Nn| Ae BuLiay)jolq Bipualsjiny

13]19 SIAJ9P |13 240} 39P Uy s248[6 2139p I WO "UdNd 1Y SaUIS) 3N| || ew I3]|3)13 3663q

| *sousa(j uajfueiiauul 93494359Uaj-aXI USP BW Bs 19| sankuagajAuerauul J131)59Ud) Ud
6 A u? paw 1] 3191)S9UD oX31I0d UD ARNIGPIA b

gw onay

‘uaqnjiwolsoajesy | usabuuaiysausy
Eo::wa afsexa] 24puly e 10j }niq 113 djAUeN}IBUUI J1313SDUSJ-D)I ;XD3I0d U P]! WO
919 i na 1 3191159Ud} ,X3340d UD P! NAuag €

*(1s9)saue paA wos) uofsesyuasuoy
-uabAsyo Aoy paw ofjiw 13 | Suud}UE I3||3 ‘OSSIP PaW }ejuoy | 1asseb abnyb 1a1asnpoid A
ep sebuun ew Ja|eays ysiBanInISsE] 13][2 J9POII}D]D 3)YSIBININ 032 pPaw Pjejuoy| J9Ayug [4

‘uaqnjiwo}soayesy |1} S93s9)
)1 uap e 2.18(6 13]2 duudp 343)Pjo|q ue) 3333p ep usjuesiauul ed [PppIwapll6 P! 13kuag 1

4ITSHVAQY

(4

“121Apasoid 3[exj0] |1} ployudY | SIS S LI
*912W U30U ed $313511D)S-31
|1 1eq uaq Judised ud ed sasiniq g JusWw B0 10} JULIONN 43 BjAURY BIpUI LelN duUITaNg  OL

‘uaqn] ed sayniq ! [eYS UDISIB]
auua( "915180 dpudb|@IPaW uny| 11AUg “UdjAuryIaUUl 1Bl B 10) Japue)sUR(b adiexs axpjl Auag 6
‘uagn)iWolsoael) Ae buLig(Bual |1} UueAYjes J|LI9)S UUD JauUR I NAUsg 8
‘||puosiad Bipuky Ae pjoyayiipan bo sniq saxpis | buuiejddo
e) uvUBIsed eu 19sNYAS Jojuain sapkuag [es usjAuesiauul 6O USN)IWOISOYRI) (XB1IOd WO £
JB1aAYN| 31y Ja1puly Jabunis|nuelf
1€ J0J 9)39p 491312 Bissawabas 6o uasualy Ae bupasseld [ewindo aiyis e 10 UUI 1S 19 9P 1Jeus es
S319||0J3u0y Bw JajAuryIauUl Bo Jagn) slasau) ed UsbulIRIISaUS) |11 USIRYIX|IS Bo usbulasseld 9
‘59153 UajAuesIauul
appey(s 3|[aN1UaAS uap 1e 6o Bulebuai Japun sapeys 19||d sayyauy usjAuessauul a1 1e 1oy bies S
Jabep Og uus Jaw sankuag B! [B)S agN] JIAH
“1919AYN| 311y apjoynaiddo e 1oy Bipusapau wo uagni 1n 1Aq Ho Bissawaunni usbujude Jajjo1uoy
‘ugjAuexauul Ae Hunglbual 6o Bns bissawabal paw sanjis ew :mn:«_Eo«mOmv_mb 1 uabujudy 1

‘uajAuey| aipul usp

J19]|39/60 uajAueyjeayes) A as|auuePbb3|aC BI9SIEUWIUIW B 104 131N) BI[a¥a11s|1) dieA Joq Jajudised €
*31ysbulqod eIy U AR YNIq PaA 3191313 s2u8(B uey bulqodelq

‘edia1a biddAy 6o s3159) 9p Jeu sa3||0su0y Joq 1oWlsAsarsnd ed suabuiiqoy a)je ed uanayINIS 4
‘uajAuey a1pul usap ed apeys aipuly e 1oy nig |1} Wiy udxsa3||AY | saieraqddo ew suaypedsiayul

hw_mw._muw-_m_t__m..ou_

"UuBA)|eS |11 PaW saJB(BUal UNY| [BYS J9gNHIWIOISOR eI

19qnjiwolsodyes] - bunglbuay

112} Bo-jual sasensqddo uap [es 19342} 6o 1iofbual Ja uap JeN "usjAuesiauul igiyn 14
"UUBAJ[ES }|1I)S PaW Ud)sIeq Bo usjAueyiauul |AYS €

19195 1b19s

19]|9 19%421 U3} © J0J (Z08/00L HO 008/00L AR eIUUN PAW) JAGNIIWO]SOEI) 19WI0J-D1Y ¢X21I0d
3||e paw Jab|@) wos udisieqsbulielbual 11Auag 1a.3as ddo asg)| e 1oy usbuiuse| | usjAuexauul Isiy z
‘[OPPIWSSUI IP|IW J3|[ UUBAY|eS }|LID)S | udjAuesiauul 66 L
*saiplbuai uap o) uajAupyiauul uialy
‘A0Yyaq syuaispd 3}jayua uap pauwl 3131IDA
1A U3pOLIad 32135 43]|2 WIS AD J2SSNWIS|I} J1]q U3P DU J3]|3 S3|DJaquD UdJAup)Iauul AD buLiplbuai bibpg

bunigfbuay
*(158/001 43|12 058/001) J9|AuBSIBUUI BASHD 3jesedas
JBY ,X91I0 "JOPE)(S J3||2 PUY 49 USP WO dUUIP Isey| BO uul 31395 USP @y udjAuesiauUl JBjjoUoY £
‘sissyjead apuap|alb |13 ployuay | usjAuesiauul 93assnwis|i} uap Jefbuay 9
*UIBYIN|IS 43]|013U0Y BO s913AUDQ 9139P WOSIIP 19WSYSASSUO(SelIdsal |1} uagNHWO)SOdel} 3|qOY S

149sse|d 1.0y 4D
uap Jeu I duuSp 1 19]j0uoy Ho ‘DjAueyisuul AU US paW USAURNISUUI 9)3SSNWIS|I) UDP J3e1SI] v

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 13 of 19

Doc. Number
AS10002537-002

6€

‘ALDIIMIDNIQ AML A0 Lipyadiu3 AliL 3y D2Ipapy SYNIWS S 107 @

5001 AMLUL0IQI AMX1010]2AD AML

5p)03dln pronlio U p1orilio pxidour’z S31inamu3 53510d0uri3 10A)3 1020003 DAD noL b1OHUO 103 P1DHOAO DYYD
01 YO, AMIMX AmyYD AMAZN0100 103 'L 'H Am1L Am1prlio agidowrt3 103 S0)AX31103003 Am1pHIMYLIQ 0j3dDIA
010 )39310103 13X3 prilio oxidour3 01110 13AmYlQOLN @ oyogino o Jpdipapy synws Sur prorlio psidoun'
10A13 [D2IPa syIwS norlon13Xo brilio o1 by xa1104 norlopigsXo brilio 0] Juarowiay ] ‘piyn aur] an|g ‘xa3iod

*no1 U3nddoun U Uosgan 0 Al 313ch3d; pADIA
Uymo 010 Surioang StnririndA _._v.._:_son.pu_n.w.. iyogdaun bolxop alir 313403 “Soiroro013Xnd2
lymo nox orlo3gano 010 ndl ull no1 Uo3gAno Ur pazr mwx pyyo ‘O13%doIg Lapipy LI

‘013 Hondiodnd 12al i pA

311 ‘no1d3p non3rio3aL3 no1 Uiod Lir1301d01d3L DA 10X DYNOADN U E__ampauw >E. _wwuaso_ﬁ oA uuacaoE._

09 n01d30 No3A S0aliymo AmX3330dL O *(UewIoN noL SpAmIAD ‘X'it) norlo3gAno nol noynp nol 5013

13X3330d1 nou n01d3p no3n 0AmAD 9__>ow=°=o on3rim1orimon3 1313gn1g S01010 0 “S01AMA 501330 orlozgano
31 onl 30 5ol Xod1 pAly rholdX apz py Lo 3130ln3gouor Ay oL

*(ww gL P13} noAMADJ3D noL 0d13ripig U 13aM3H 01010 0 ‘W ¢’0L Sn0g3Azr Soror0013XndL DALY MO
no1 noAzrinodingz) ww ¢’ P13 noAMADJ3D no1 0d131ipIQ L 13AM3r S0YNOADY SUxid31m03 UoUdX H 6

u3ndd b u3erhoy 3\(pModL DA dowurl ng 53100 10 ‘AM301d3x3 Lon3dMmoono

30 130UAUQO DA 10123X29A3 Soxlr odsiir pxIYogd3un 31 Spy Susnd: LoludX H *5013Xnda Sur
U3nddowun b lgoyg 30 Sn1amAlgo .u>_._<ab S_aw.:aww AOL QLD E_Zom_n_w_:. 13X233001 DA 1013X3QA3 Soxlir
oypAzrp gd3un 3r py; d DI *n0)d30 no1 Skod Sur oriordordzu 9111d3u U LAmA

oY

AL P1DY H31y0N0NQ _wnw<5_oa= on 1013X39A3 nodazrivig w._<=<§.-§c SoynonDN u:g.awpabu LuoudX H 8
‘enin a:.._ w_.._m oX3110g 5pdi20 Su1 Spiror0013X0d1 H2alymo Snol 311 Aoaor Lrap bynoapy Widzimoz

Al dx 5SUndzimoz Sl So) 5l 023313 AULO MADL _E>S_b_aa NOLL H3A13N3
3 :aonu 01 AML3N3 >3p o3 uu__._oso_uxuq- lymo nox 01n3Xn01dz1 010 101 g nou uneou>w1 noyL
Am3onprilo am1 UoidxAno 3 _uox>w<w DA AQLDANQ 1DA)3 QLOY *31) houdX now 51 o d.

01 01A pyUyYpLOX 10A1Z S0YN0ADY SUxid31mo3 Sl Sonbr oL10N 000 50d131ipIQ u 0001120 w:woa_unwn L
*pYnoADy Uxndzimoz

03A oI 103 5011020013XDJ2 PALIYMO 03A DAZ QLD 10 AD 0A 103 101 102400010 A 133U
Som X0d1 50Alymo 0 103 000 PYNOADN Uixnd21m03 U obo._. .ua L1 31 31303d0dw Al DA 3130L1g! d
Alr “Soirioy Xod1 0AUYMO 01 LD PYNOAD U U 1393di0do DA AQ Q 1DA)3 A3Q ADT 9

“IDL1311DLD AD3 S0YNOADY SUr SUozdindy primy) oL

5mo3rio 3103di0dD 10X d3Xong Susn. n13rilo >ox=p oA :>w¢bs Ao1 310UdUrndpy] ‘noAmAndsn
no1 U3nddoun U Wndan u u:&_<= 13gUydiodu ba _waw?w ‘010D 130)A A3Q ADT .s<=o>ux Wndarmoz U
1393d10d0 13X32 120 U DYNOADY Uid21Mm03 Lrmeidng 101 rholidX 120 10% o3l wusaf: 013
tsu 1noyour 01120 .u.—u>3_uuun A 13U3dL u_..-b:ax 0 '}n: rl 13d3d now Soil
01mQidng 31l orionng \(noADY| Sur hody orimy] 31y udX avr0 :xobou: 313A1Q DA _w.na_._ S

*noAmAndzo nor

U3nddoun Sudluyw U Uxndzd 13guyiodu ba 1013X3943 ‘010D 13A1A A3Q Ap3 vuiopbo_wxcap c>_._<3b noyp
tsu _>o<u== oL _Ew>3=u=osww DA 13U3dU 5130011131 0NQ 3110 10X oA

9 url oy 13Xd AD3 ‘31)3 DY _c__aw.-sbw buimgidng E: 313 .u.:w_o:o.__b:ax oA 13u3dL

3o LdY

~v_.,t_ez.v_ vF— u:bua_gi 513: an oX3M0d vuio.-bo_wxua 1 S0Aliy Q1dnE 101 Ap3 3

*50)r1010012X0d1 AUYMO noL AMQIdng AML :abwzu_c no1dzo bAadorg
U 13und10LD DA 2100 /X33104 PYNOADN WND31m03 UrmQidng L vir 12gL13gowuo1 12X32 AD3 S0133 ‘orlo1d3n

dJ

omaoXur b orlaniodizX wiA ,xa3104 S01o10013X0d | DAUYMZ 01MQIdNE A3 3101 rholdX Uy €

*(010Ugo10AD *X'1t) 0AQANZO
31 Uazrionnoyurz ndidoonin 30 1023A3ydoAL U 30 A0LO DId300NDN P01 13ADdL I\ 01 UQ13U3
‘m13A03doup A 13u3dU I3N3Y SUnAdnodizX S2muip U SUsiAdnodizXodaxzyl migodivzyl 3 Udous 4 4
*5011010013X0d1 DAUYMO 010 Po31 S UolrpdyAno
U1 13chzdr0up DA 103 1330ddoun AUL PA 13dour 01D 12019 ‘DYNOADN Lixiid31Mm03 Alix 313MbIY Uy l

XI3XHIOUOVIZOdU

8¢

“0100319PIQ Lo Alx 31 pAmdHno 31dyddony L1
09031 vIrioy 31l 1013AMA13100UDADL3 DA 131301
A3V "UA3gop nonor paz 30 UoUdX DIA 1013)1d00d1L 103 13100193X0 13X3 ,13|N BUIT dN|g LYNOADY UXId31m03 H 0L
*S011010013X0d1 DALIYMO 01 3130)dDEDM
A DIA U1np pordnog Lia 3u310u0rholidX Uy w13X3dou now porloidogoy pordnog i oagr 3u310u0MI0UdY
“S0YNOADY SUNId31m03 SUL orioidpgd A0L DIA norloidogny 0)3ypAJ3 P3110330L0 PAZADY 31i310L0rIOUdX Lipy 6
*S0iro10013Xpd1 pALYMO no1 Sororilir 310ubignoIoLO orioidpgLN
Ao1 1A norioidpgos 531AUQO 5110 1D1A0AAMIZQOLN NOL DA)3N3 QLD PXI13dodPIQ b1BHAYDIQ 31131010rIOUdX Ly 8
*So1n01001 no1 orioidizX o1
103 loUdX Liypdon Aty pIA oxILmoodu oMdao1 01 oup LA3goD A0LO 531ALQO AN0HOQ DA 1313dL ‘noj3roN000A
001501313 101A0010LOMI0UDX ;X3110d 53YNOADMN H331d31MO3 10 103 5011010013X0A1 53ALIYMO 10 ADJ L
'no101 no1 lomuprimisiox oup Ugpddoun
13gUypiodiL 13X3 A3Q 120 1013)1Y0hoDIQ DA 310(M ‘DrorLILODIQ DXIACIX D13DL 30 c_wxw%o U10 103 50Q1dng
5u15u03g Suronyzg s orloidoigoodu Ao DIA UAmADOI3 AUL D131 Smo3riD _S>0x>w<m DA 131301 X3140d
AMYNOADX AMMNI31MO3 AML 10X S0IM010013X0d | PALYMO No1MQIdNE NoL AMQIdng Am1 PLULOIDY U1y Lo3g H 9
o) 1310010 U 13gmyg3d1o AnoX3 now
93YN0ADM 102A0ADO13ADL3 A3Q SD)r010013X0d1 PAUYMO 010 O3M 110 103 Orioidogpy A0L PLON PIHUY AnoLoOLN
D@ A3Q 103 ANOYMYE30L0 DY A3Q H3YNOADM 5331031MO3 10 110 1013)1V0hODIQ DA 3100 UX0OOdLL 1023M19 DA 1313d]| S
*53d31ili og w13 SUolidX 50go1d3u lasrimioinno UroiAzr H ‘noAmAnd3p no1 p1liorog L 3113dUroig
DA 310(M 1DL3LIDLO SMLQ 31DLOIGONILAD 103 PXILADL 313XA3YT SOYN0ADN SUsid31m03 SU1 orloidpgs Psi1LIDL
03 coceo%?c Usiioy 31 1023)1y0dhopIQ DA 131301 S0)H010013X0dL DALIYMO NOL NOYND NOL PLULELDY H v
*S0YNOAD3 SUXId31Mm03 SUL 1031/U S0)rl010013X0dL
pAlYmO no1 Slomoydius Sur UoljouoroiXoy3 AL DIA Smxdou3 w1r0AIDdANG3 DA 13L3dL 5134300 10 €
*Suo3gAnooun
SoAbidbo LolidX U 311 13ganyoxnz1g ba 13dour Lo3ganoown H "013X3An0 U1o p1orLILODIQ PAXNO VLM 10X SNOL
Loli13go101 AL p1oX 1013XA3Y3 DA 131301 SLoALAD 5010HLILONO NOL AMHO3QAN0 AML AMYQ DIZVDAHOD H 4
“p\noADY Lisid31m03 Ao Soirlly Uolsiodu b 13gXn3doun
oA noazrhasodi ‘UolidX U 1dX3r Sugoyad 11003 onndpX 010 >:o>wzcac: DA 13U3dL 53100034000 S3)DIgDAOH 10

u_wwu<:eoq:

‘nodo nosiAoyorond orinypig 001310 311 onor 102391dogDN LA 13U3d1L SD)010013X00L SoAlNMO O
Soio10013Xnd | SnAliymz - norloidngpy] 531AUQQ

“yn bioginorimo ouo UazriAoyyoum 105 UnA310 103 Udpgos 1013000yNd
oA 1313d1 DYNOADN Lxid31m03 U ‘ormaAz10 01 103 orloidpgpy A0L D13 *0LdL 010N 3r 130MAA310 DA 310UdY v
‘nodo nosiAoyolond orinypig 0diz10
03103dd 311 norloidngny 0o1dnog L 103 pyNoAN Lixnd31m03 AL 31A0\L33 ‘Orioidogoy AoL 1D Lonour3 Ay o13W €
9130103143 513Qmy\03 U 5313ri0dU3 ApXn1 31303diDd0 DA DIA (Z08/001L 103 008/001
AML 501343) 4X3110d S0)rl010013X0d1 53ALYMO 5139130301 501 Snoyo 3ri 1013X3d0L Now norloidpgx pordnog Uy
310lnouoroldy 1301333 ApXn1 3130mdYDX DA DIA HINYIQ 010 PO3H PYNOADM Lisid31MO3 AL 310UAINDAY 4
‘noiapLnddoun brinypig ol 3 U odo oxidoyoiond 0d1310 311 pynoAps Uxid31mos Alir 310p01r3 L

orloidog Daliymo 01 91b DY,

.uae\_wwuu 31010D)32 NOL uu§u>u Sz goss_u m3nmwrny vewe_%.. WnnodX U E.=< 9130105143
U3zi0u0 : p) sl

Y VoL ¥ 0

norloidogoy| vw_>:wo

*(158/001 U 058/001) 53\N0AD 5351031003 HIMINOYYOLAD 1014391101y DIrl) 1320010
13X3 U 139myg3d120 13X3 Ab3 ‘Al 3130231 103 UAMADOI3ADLZ/UAMADOIZ AUL QLD AIDL DYNOADN UId31MmO3 AUl 313433 L
‘norloidogoy 531AUQO 53A3rM101ANO 511 HD1AMENOYOND DYNOAR Lixid31mo3 Uazrimd3y U 3101d0g0Y| 9

‘n01 013YRhOD
AUL 313A3y3 103 (1o1131010m10UOX AD3) PAULON3ALDAD DHMYXNN 30 S0)r010013X0d1 PALIYMO 01 3103QANODADL S

“ I3, 01 502A0A003D PLOMO 13gLL3gOLOL 13X3 DYNOADM UNId31Mm03
U110 3113gmdg3g nodo 1013)013dX A3 ‘Lidogoy oI 311 yNoADN UNId31Mm03 UAzrimday Ul 310l1o01DMLAY v
“S0YN0AD3N SUId31m03 U1 SU3y3 nojyn1ing nox m3gliog L 31 pynoapy Uxid31mo3 Alir 3103di0dy €

Xod ond: Alp31010DU hod

o1 DA S0

inazg oun

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

LE

‘on3riindpoodu 10A):

AD3 SUOALIDAD DHM\BINN 01 OLID 3103QAN0OLID 131010DGDN DA DIA 133dIDAD DA 1023)D13dX YNOAD Uxid31mo3 U >cm z
PLOMO 13UU139OLOL 13X3 120 U3I3QA3 13y3L0LI0 NOLL XIY3 DA3 ]3L0NOND N10100M DYNOADM Lixid31m03

Al 5Smdliyi 313ApA00I3 “Sor0rongrizdiw nol Losdiodi Alix 1o Snirorooi3Xod1 bAUYMO NoL LAmADOIZ AUL D23 L

Suoldy 5a1AuQQ

060-0£0/€€8/001 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/00L
001-090/098/00L 060-0£0/1€8/00L 001-090/118/00L 001-090/008/00L

*gXa110d 501ri010013X001 531LIYMO Sn0gNO\OND

5no1 311 uolidX oiA ‘Loogyz (Unbdoig) Lnm@idng r 30 103 000 (S010rmdX noAEM) LiLMQIdng 30 0001 101A3EIL0IQ 310LO 10
‘ifo10013Xnd1 30 13gLygoLn 13X3 now Linzgon no10 noAmAndzo noing Lomdzigny Ao Uolgliogowun Alir viA 1011091doodu
nou ln3gon nonort pa3 30 LiolidX IA ‘Amynonos AmxId31m03 AmsIIDYYOLAD AmrholnouorhioldXoabu3 Amdi310 dizo DIy

udndhdz|y

“(ww §°1 prox poAmApd30 nox odh3ripig Lix 13amizr S0jouo 0 ‘Wi 0|
5n0g3A3r ro10013X00 DALIYMO N1 NoA3rinoding3) wip’| Pox noAmAbd3D nox odi3ripig Ui i3amiar Soynonp SUxozimo3 LioldX - z
s0A3j aur7 anjg soio10013Xod | S3nlymz 311 Ay aur] anjg pynoapy Lid31m03 noaor 3y3iouoriolidy |

‘HZUIIWHZ
ww §'/8 ol ww g'g ww ool 001/058/001
wwo'lg - wwo's ww o' 060/058/00L
ww 0'gL - ww G’z ww g'g 580/058/001
ww g's/ 8 ww o’z wwo'g 080/058/00L
ww 0'eL L ww g'9 ww 'z 5£0/058/001
ww 0’0/ - wwo'g ww o'z 0£0/058/00L
ww %9 S wuw o's wwo'9 090/058/00L
uu_%wm”“__...“ﬁ 001 (uoAAz00du pany) SoynoApx Sl Xod; Soynonp Slnd
: spalymg uosyder 50g3A3y Slndzimoz Mipig-e3 | wAlymo 3 loldX oy *do S5oxMgmy|

Xu ‘ioyz1010rholidX A 13u3du 01010 Ao 311  X3}104 S0IH0L0013XDJ | u>=<3b no1 unmwswa

o1 .w\%w?xmtomv:b:&«uui 5 px SUN0: 3 5U1 Sorigido 50319m>i 0 120 2200131l noy L

‘NULNOJOdU NULZH=YVA® HX30 30V 3T A0LIONI OVVAD OL OLAY ILIWIINVIV *HIUIFWHZ

*0d101 0311A1M A010 103/l LAzgoD 01O Sorionpriandy
50dngoo UdornApg 13gUyodu pa1zdour 521AUQO 511103 SUXooodu 513001000 11 S130l10L0QIZ0dM H11
pL0M0 mpwbra:o<o=u A3Q >nm .uo.;o_oa: no1qnornn —E—_ax U1 oup mdu _u—_xoboan AM30D1LONO AMLIDN

dunm \1d3urino ‘SuoldX AmAligo Am1 AmLaD 0azHoX31d31 01 0dUyNOY0

wpbcau_q.vo;o.oa: nop —_b__ax Uypdon Al nAS31dod dl \ vmx.;u.._:o >:oxu_aw= 53100 531AUg0 10

Z2001-22090/058/001 &0 Lid31mo3
001-090/058/00 L :n0Ag\P103 50rigidy
1oX21404 D1AOI0dL DYNOYOXD b 31 UolidX pIA 11A0doodL H310p 531ALIQO 10

XHXHdX X311HVO

Suoludy Smy ‘,eA}|N dUl] dN|g o X3}10d
Sniro10013Xnd | pynoapy Uxdsrmog

E onalyyg

Z X DYNoADY Lisiiisinyyo1Ap Uxid31m03 )3y

9€

1210pid 12pNaYI0 BIDY [DIPAN SYNWS §10T @
“playpyuawinan|pd 1p) plaxyiawpIpAD) ‘pluwiiuajon)

DSU3IDISIWIO JDAO J1j4aW D JOWIU JNJIUIDW INNW [YXIDY "DSSIDW DSSINW DSSIDIA DYAS DSSOISDIIAIYIIWDIDAD]
[ -113ua10d UIDYPASAPYA A110131S1324 UO 1XX43UWDIDAD] D] ‘DDIIIONID] INYIdW-@ "DIXIaWDIDAD)

UIIDIIPA SYMWS IDAO [DIIPA SYIWS DI X21104 J060] ‘Xa1104 YUAOWLIAY | ‘DI}|() dUIT an|g ‘Xa1104

‘Npnay)jnj 1e} Lo} IS 19119 BSSAE)
eljeA uaadjjef uas Ie) eue)jie uasiWeIHUUID| U

10A e3spieeaul] 1oy eeAnioAd eysy|
2)s1pyA uignnjejwolsoayes) uoysmyiaskibusy L1

eixodAy eeinas ejsof ‘eysnelinsojn unseey
uaejuayeA uijffueyesis enpn) eejjees ny3a| unseeyaiony eaKluokisojn ‘(Mmoq|3 uewop ‘su)
23s1pyA uo eed eafjuohisoln eyuofl
uny ‘uojjis

oL

*(wwg’L uo sk
wwo‘oL 450y 19) ww’L eefisieyjeyesis uijffuey uﬁ:w:wi onfey >>:G_mm_m 6

*uBRWININ3)PYN] [} UBSHNPYBS|N] BRJINSYIE BR)JRES BYIW B)siwAjueesd)y

uapianLa eepnayie 10A 1| Auexesis 3AYA| uelr “eluninayyny 1y ejiounea m__m..w.v_m‘_u
uaenNayie eysignng eysewiwioln sofn ejjny 10A IjAKuesesis exiid el ‘essasynejiaugesis

[EUET) ee) 10A enwide| eieea u >>=S._.m.m_m

*essuR)] USIGNNJBIWO0}SOd) eI} BII N BUIT dN|g Ul,X3}104 ueejseoure el ueyesis
eje) eifey “ulylojunjiaw uasynexyyed uljhhueyesis efojunjiaw eiasjo essiioy ueejnod

eyes nney uignn; jes} 20JUDI9WO0Y0) B|eWEERLIDA BISE B)SDjIR] "Bssue)y
uignnjelwolsoayes) =m>m=wa>~v_ eiaidos jeno snnud ef epiwide| uijAAuejesis ena ‘eysiwaep L
-e[jiiAAueyjesis eyas ejjignnjeiwojsoayesy
d a9|n3 Iqnn3ey |

*edd|nyjfAueyap eysiod essaerlinie) ef efaypiaw uasiwauayea uasyAubusy
ueejnod ajieyjae] ‘usasiwNINS) N} uapialskybuay uaasieniso ey usasijjopAes eejyof 1oa
3s ‘nnjsiuuoeda ewe) sor *ny3aysiod uo jAAueyesis end 1ey eljfLueyesis ejsijjeuny
Byas 103 K33 (y£3 uo 13ynd e133 ‘BRI BIIY3|ONY 33|n] uelelyfe) “euepjiey
ejjo asm Aa1yK EUENT uasi|jiynd essoifey uedjnyjhLueyaq S

‘uaasiwninayn} uapislsKiibuay uaasijjopAe) 1ey usasielyiso mmue_oq 1I0A 3S ::: ‘nnysiuuoeds
ewe) sof “eysewl eeyualyhy AK3Aey 1ynd L

e1fey ulu ‘essuey :un_:u__;:uxov :mmawguv_

1 elsyjeunyyl UXaYIOd SOf b

*1de] usnloUMpPYI UIgNN;
ugewelss ueejjioyied 3]0 jjAKueyjesis usuljjeuNYI-19 Ul xwtou _w__w =womv_.¢_m:w__

[ 3 sl uixayiod eMkeyely €

*(smanynu ‘wisd) essoistiedwA esseeyjuiddey ueewejed eA1fs 1e) ueew|i enseey esijopAw
eejjon) eejjees H\d S0 ‘LISN}9Y S0y uapisesiase| ef usiposya|e uasibinipioyyes eyep T

qnnjejwo}soael}

uas|we)}ase uas eeIsa ef UISIWNINA)PN} USS BRIINAYIE RIS UD

<_mv_3._._0m_<>

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 14 of 19

Doc. Number
AS10002537-002

v

‘ueuuo 3| efjosodey ‘ue uQIQXEZB3| USgIAUUSWE ‘lUBY|OAR] |3 |2 BIRIW SeIIZSh Jnuey os|oq e e €
‘1zj3( seuened qgasiy A6a 10121zod sakjay
V "}nuey 0s|aq e aq 9zzaA|ay ugln BSEY|OARY|D J0JRINIGO ZB S 3s9ZaK|aYaq SNgN SRIWO0}SOdYdeI} L

se)sejn pejeuzsey

060-0£0/€€8/00L
060-0£0/2€8/00L
060-0£0/1€8/00L

001-090/€18/00L
001-090/Z18/00L
001-090/118/00L

00L-090/018/00L
001-090/208/00L
001-090/008/00L

001-090/0£8/00L
001-090/098/00L

S{01eY[RUZSEY [BOSNCN] SBIWI0]SOAY DRI} -X91I0d
QZINIAAQY B UBQ[ANAD| (9Z5I1) SO E|qe WU s (souid) soxe|ge YQInUe)| VY Hjoleyzewey|e elese)solziq
1IN63| 4262197 }|BZIWOISOYIRI] B YO|NUeY 0S|3q 9195 0ey|euzsey 10zsqqo) [pubalaq ABs ‘|1ua)s v

seq19

“(aloiauiip 1nb3y D UYNYOSI -
§'1 [2ujawD ‘1sNQN] SDILIO}S03YDDI) Sa-WIL 00| D 2AAIY) J2[012uu3D INB3] D 1NUBYYQSD [21-Witki 0’| DIDIPUZSDY [NUDY 0S[2q Y T

“uoljpuzspy JJnuDY 05[aq o DA3| 2UIT aN|g $X2140d 1)) zoysngny sp! 201}, DAY dUIT aNjg (Xaliod bojoipzry |
$3ZA93roaN
ww g'/8 ol ww s'g wwo'ol 001/058/00L
ww o'l - wwo's ww o' 060/058/00L
ww 0L - ww g’z ww g'g $80/058/00L
ww §'s/ 8 [ wuwo's 080/058/00L
wwo'es L ww s'9 ww g’z S£0/058/00L
ww 0’0/ - ww 0’9 ww o'z 0£0/058/00L
ww §%9 S wuwo's wwo'9 090/058/00L
u . 3)as3W snqn}
DT | e | e g | ouosompen | s
el E 9 nuey 9 ojelayBaw nuey 9

quzpwpy[p 1nAba Jaya| [a]|nuvy Os|NY
Maiaw uakjiw ‘pfypynw pwpPzspoy| [NUDY 9s]2q sop[puzspy [2ubajaq Aba .xa3iod b Aboy ‘aquiajahbly aAbap

i13 VSSYLNMIYIATIH ISYTNAYO40QTI NIANIW ¥IWHIL Y LOdVILOd V 1Z3:SIZADIArDIN

“ef1eyzoy0 yejejey aAl3|| ‘19s2|n4as sok|ns snyiulp] e ABea/s3 6a1aq e eselie) wau aq yas231zaw|aLby
$9)(0se3JSeIn 2y °(5133Y353 19ABY e 3A3193]3q) 3seyyseIn nejeuzsey safjsi e |3 101303
ejejeuzsey zQ)zsa Zy elqqe|e ze ) 01dewIojul 0Z0)RUOA eieje|euzsey sobesuoyziq zoyzsa zy

Z2001-Z2090/058/001 ‘AlH 9sl°g
001-090/058/001 :wiezssnbojeey
)RUZOYIBUOA BiRIR|EUZSEY HINDWID) oXD)I0d OZOHNIDAQY B HOseyiseln 39| 1 zy
SYLISYLN ILVTYNZSVH
[nuey 0s|oq seiwo)soaydel) sojejeuzsey
|ouba3laq A6  eayjn dul] an|g X3310d

E aefBepy

NUDYa1353 9Saq DWIS QP 7

(44

*DUSZDIYAA DADID DUYDBSA [DIIPAY SYNWS S 107 @

‘playfow y>Augnysyd

Aywipuz 2uupiyd0 2ubA0IISIBaI 19 fUwpUZ 2UUDIYI0 NOS[ AYWDUZ D AAZPU 2UBPAN JUIDISO AUYIASA “Y2IWaZ
Y Kulf y>£12342u A b /S A yowpuz y>Kuupiy>0 b PUIpd NPLIN N DUPAOI)SIBaI DYWPUZ 3] 37 ‘B[nzIpubls @
JOQUIAS “[D2IpaI SYIIWS AYWDUZ SUUDIYI0 NOSI [DIIPaY SYIWS D Xa3I0d JUSAOWLIAY | ‘DY) dUlT-an|g Xa1i0d

*nigaezn nwifaf 1

Juafodzos nwaupoyeu ) ojsopau Aqe ‘njis juieaui| 1 JULJ0L NOUIIWPEU NYANOJ eu 33f3MIAkAau
wiu od e Ayinos Py Y>es3 niopy | 9 nwiyshs oypeyd4p jugnofodiid wayzg  LL
K dAy 12 n: 1304e( pajseu s nukjd oyauenoydapAa yoinid afnzawo

© njAuey jumun sfmjolq exR1pey pPifenuk A *(0us|03 oAoUBWLION *AZ) pepjideu) niopuoy

uawn| op PifeAluAA ‘ukjd £aysiap eu nyjRipey Jujeixeoy noueaobajul ew £13))] ‘Walopjpuoy

wi dsi | A mN0. yoe1y 1j-a3eAsznod ‘njkue| JuiuA afgpeAezaN 0L

“(ww g°L 03592 YoeydAp 12Nnpai ) aplop apy| ‘A}inoa xd1wolsoaydesy
ww ‘0L Wom]) Ww oL 0 353 YopeydAp 13wnid afnynpasz K| uey JuiiuA Biznod 6

*3592 12)NJISqO 12 12¥3jul Jiqosndz aznw zod ‘N2 JUIPeW oy ) ISIA dZNw
AAuey juniua e siid piznod “ad1usnpnad Jgaezn 12 Juazoygod iqosndz e Kpanos isfaua z

JeAIURAA JuIWipeU 3Znw ejAue) JUIUA eYno|p sijiid ‘nuk|d joinid Jeaozawo 3uaihqz
12 Jugpeaez 1id Awdjqoud Jqosndz aznw niawnid wauaeidsau o K|Aue) Juj3iuA B3Iznod 8

*oBA3|N BUIT 3N|g ,X3}10d Apes jwexnos

1wHpIwolsoaydesy s 9znod ayfaaiznod njfuey) junua oing AjAuey) jusjeq ns eu ifepn s nyns

2nojuaed e £4noJ | eu SUSf [FEOYTETN d 92| o ‘eyiznod }fqew zius
‘npnour pesy oxd poyA nyjap e s2wnud Lusnisud ejuey jluniua epw Aqe ‘9323sifez L

*njAuey| e Nyjanoa noaou
1fAA nyjanoA I yoes3 e njAue) JUlUA ‘wijIseu
yoes3 z njfuey| Ju3IUA JnouyeIAA SUZOW JudU pndjod 9

ez 9judwAn of ApzA e dupsjods
03 0 3s A dau ‘fpanoa 9y

*239wlAA pauyi oA Jupejfueysp £qasod apedid A e 1ziqo ysjuesidsas Aweuz inafqoau
a5 epz ‘23(NjoJ3u0)] BJUBIDEY *}S3D YIRYIAP 12)N13SGO SUISE 12 DA0Y|D N Jfop aznw nyjoy
03040} I do 114 "aueno. JaU JugueI}Spo 12 ‘Al ue) Jul3iuA sueaosysausy Biznod pnq
e A1azuew JuaisndAa aujdn nsifez ;Isnw [93eAizn ‘dusyedo aifndnisod nojazuew nouasyedo
N0)4N0J NOYDIWO0}SO3YDEI} NOUBAOIISBUS) S | | A B2IA OYJu: dud s

yluaej. 1°P R1Z

19

*3592 YaPRYIAP 1)N13Sqo Suldn 12 FUBISER 3 ISPA
noyow nyouj 030yo} | dQ *finoa nyaz inojAA ouinu af yo>apeduad noqo A “If
3juesIspo Sjaudjo zaq njAuey nuapaAez ||-a)ew ‘ogau ‘njkuey| JulUA noueaos)sausy 3)fiznod

R

s S X3310d NY4NOI NOXDIWOISOBYdIRI} pNYod

*324n04 HPP1W0Isoayde] A Aud)o nukid nyiun Jueiqez

219Dy ‘eX3340d NjAuey JuniuA ) p usanoiez 33e pmjod ‘pdej
PPlueydW 1 Juje 3 afanznodau Apyjiu Au|o s ;x3li0d AyInoa pplwoisoaydell €
“IuZA 3zZNW 35 (1zaysaue 1id pepjrideu) warysAy suadeyoqo asaysowe A e Auipojdz x1xoy

._mw>§>u>n_wm._u.__wn_u?.wmm___Emuo‘_t_w_m_E%xu_m‘_:‘____uo‘.ia_wm:t_ma:oxwam_u?_uwmm N
*A3}anou 9¥d1wolsoaydesy
po 1u3j2ppo Ifaf 31qosndz e jugdo>n nwifaf 3 159A 03 aznwi - njAuey JusuA AfmjUgnBN L

INVYAOUVA

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

Eff. Date: 25-OCT-2016

WORK INSTRUCTION

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

54

"nsidpaid yojusiw ajpod ayfnpivy - LL
1eA0Z1|S)S dueroyedo waqosndz

wAupez Il supoya juaN “eyuaided oyoupal n 13iznod oid euanin e eINUIAKA 3f B2y N Bul an|g ejAuey JUIHUA 0L
N0 DI0}S03YDRI JURISI X 81eY A)faAZNOdaN Peley

1213512 Auepop aznod axfaniznod “Aypajisoid 1913s12 JuAizeige dupez difaaiznodau A ue JuIHUA JUISD ) 6
“JURISID ¥ Yaaukyod A

oueAoyIpul 3f Zau A03zol dulf 3)faA1IZNOdBU AIN0I SHIIWOISOBYIEI] ISBD 1|0NNONEl MISIAA 1-91904D) 8
‘wqoIAA s Pendiuew e jznod wiauadzaq o yerowlopul ejuaided jsnw [euosiad

Ayp1uonespz ‘prudowau owiw Aueaiznod (xa110d AjAues| JuIHUA e A3IN0J 321W03s0aYdeI} Nos( pnyjod L
'auey|] pejnuesb usgosndz
12N135q0 ¥ 0jsopau Aqe ‘a)fnsjedo njoiauoy oisey e ‘azojod jujewndo yaifaf o 1yisiin s aisAqe ‘luspanez

od pauy 3)NjosUoYZ |AUeY YDIULIUA B (X304 32IN0J DIW0ISO3YDERI] A BYUO Jsoupoydnud e nyojod 9
*AIN01 21W0ISOBYDRI} OP NAR)S OJWIO) A

juapanez yifaf e [Auey ydiusuA Juszoysod 13 Juadnojad 3 ojsopau Aqe ‘duijedo ayndnysod julsi Lid S
‘lup o af niznod eqop euspniodop
Jujewixely -pupoydnud A1s3d 1peydAp AAq Aqe ‘axnuawiAa Aganod ajpod e ayhjosyuoy guuiny A|Auey

JUIMUA WIUR)SI @ WiueAespo wAu@pIAeid Jsifez ouanu af A}INos 9H2IW0ISOBYIERI) UBWN| ISOUPOLYPNId
*AlAuey JuniuA ogauy/e Ayinol

IW0ISORYIRI} 9IBISNIYUD BUBAOZI[RWIUIW BIA] Age ‘lero)y|Aez waqosndz widifepirodpo eqgay of Ajuaideq €
‘nuypj oyrenofodpo yznAa puzow f Jusfodpo Y ydajealdiul

yo£ise) A 10d e jusfodez ydifsf od 1eA0j03U0NZ BGRJ) 3 NWIRISAS OYIIRYIAP NI0IBUOY YI3sA Isoupadzag 4
“AlAuey| Juijua

IqeJy A JeAope)s eqas) af Jusjeq eAIpoUpPa[ L

1uadsjedo juysoudadzag

*Wd%01204 WAXD160]01ZA} WiuLd)s 9znod 9131512 NYINOI NOYDIWIOISOdYdRI|
£anoa prwoysoaydey 1usi ) Aukyod

‘Ipasisold wauseidzag
B WYINS ‘WIS A If 91(5A0YDN ‘@UdNS B BISID RIAURY| JUINUA 3f SIWNE[ INOUYISEZ AYDBN
“Way01zos WAIBO[0IZA) WiujuR)s B WANISIDY 212Uyde|do yaeLiey PISI e NjAURY JURISINO B JUQOWRU O €
“1a1}as Arexda) 12 Alydsez ijoorel
91915120p (Z08/001 & 008/00 L NdA1 NOYWIMAA S) NYNOJGO Op WAUBAOIBA] (X9110d WEYINOJ WAYDIWO]SOdY DRI}
WiasA 33 OYUBARPOP 3281 [DoW0d "Ajiujoan A1aiyes supedid as Aqe ‘23ingAyod nxoyzoi A nojAuey 4
“njpa1s0id OYIdNSI 0YUIIL NYOIZOJ 1P NH0IZOJ OY¥IBO[0IZA) OyIu|Ua)S Op 91p0Weu NjAURY JULIUA L
*Ay4no. 2)1wI03s0aYydD} Z 23WIAA ApZA NjAUDY JULIUA WIUR)ISI) PaId
*pjuappd oyjuyaquoy qaszod ajpod yuzni apnq as [paiazul
¥ apnq az ‘appdiad A 1D auuap j1s1) awalnyniodop nAupy Juipup

o ) 1ulisn ) Aukyjod

Juazoysod ¥ ojsopau Age ‘Igajodez juau ydif pnyop

0JU3] "WaaIYa3S I WAUIJY

*(158/001 © 058/001) AlAue JuiuA jupeayeu | nos pIzodsip ¥ “puazossod
12 euadnosyasd af pnyod ‘Il 93npiAYIZ e 3)Njo1yuoyz wiusparez whueroxedo | wiuaid pajd njAuey Jumup L
UR1$1 3 NUAjod 3pod 121SIRAA NAURY JUIUA NOURISIAUZ 9
‘nwIsAs Jsoupadzag
3)njosuoyz e (3iznod af pnyod) nynujo nwipeydAp ¥ 3fodid NAOUZ NYINOI NOYDIWIO)SOSY DRI S
‘nudepj op
wjnunsez jugisiwn suaeids |(3( 9193s1fez e ‘noisy ez Agasiod gpediid A a3udWAA njAuey nouisiauz 3
19ZN0.} AnAYdN ez Wwinuyelez AUy eIAA njAue JUIIUA
“(euafodiid nwiau Y 11-3f) nynjo oyeydAp po If 33fodpo ‘JusiaAA 3 InowlAa njkuey 313y 239pnq pnyjod 4

L]

o

‘nyojod nouneids afnzijeubis 2193 ‘Anudepiez
91)312N Ze ‘ZeJOpeU NJAUR| JU}IUA 91PIARZ NI0IRINIGO NNWIAA B A}INOI $21W0IS0aY DRI} JUSPIARZ O L

niznod ) poaeN

060-0£0/€€8/001 001-090/€18/00L
060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/00L
060-0£0/1€8/00L 001-090/118/00L 001-090/008/001

*eX3110d 1WENINOI IWAYDIWIO0)IS03Yde) IWd)Npajseu s iznod 3 0) e ‘(2412) YdIu Z3q | ey
‘(3UaAI3 PUBAIEGZ) ANUDYO S 1ZISA 3N el nosf PIZodsIp ¥ “NWo)soayde) s NjuaIded N 1533 YapeydAp yakupoydnid
JUBAOZIPN 3 Y2AUSIN [AUBY YdIUBIUA YdJUpeIyeU YdAURYIZNAA gueaoxedo ejuaded oyoupal oid ‘yojujua)s epey

sidod

00L-090/018/00L
001-090/0£8/00L
001-090/098/00L

‘(W 'L 03532 YdPDYAP
12ynpai 3y aplop apy A4ino1 Y2IUI0}S03YIDI) WLl 0’0 JWIOLY) W ('] 0532 Y2DYAP Jawinid alnynpaiz Akupy juniua piznod 7
“(,31n 2ur7 anjg) ndAy b AyPoUZ uld)s WIDYINOI JWIAYILI0IS0aYIDA) s 9znod ajfamiznod ,pijn aur anjg NAUDY JUIUA L

‘WIWYNZOd
ww§'/g oL ww g'g ww ool 001/058/00L
wwo'lg - wwo'g wwo'e 060/058/00L
ww 0’8/ - [ ww'g $80/058/00L
ww sz 8 ww o'z wwo's 080/058/00L
ww e/ L ww g'g ww s’z §£0/058/00L
ww 0’0/ - wwo'g ww o'z 0£0/058/00L
ww §'y9 S wuw o's ww o9 090/058/00L

.2, fSpnoa (‘znquad) Kjkuey Junua epnol Kjhuey
‘yes eyRa o|sR m>o:,o$_uua awnad up PpI0IsORY |, 0[s12 9A0POY
k4 £ e A _U__Nv::vn_ﬂo VA R T k4
r4dpu ‘vyznod 34q pw zju s ‘. xa310d
£1anou a1 201} 3soyIfaA 3lnzipubis pyuarpd oyoupal 04d ;x33104 A|AUDY JULIUA O]SI) IA0POY 40Z0d

‘NYAIZNOd

NIGOYAA Ir3a) ‘ILSINOOVYHd YNHIISA YN aLrNNaIYLsIa AY1371 AAOTVE)Yd OLNIL :VIWYNZOd

*3Je)9| 12 ejuaded juguesod guzeaez 1 Jiwis yapajseu ez Ju aznw nukyod
e Ju3ulozodn ‘lUBAOJBA JUSZIPOPAN "lUduJiozodn e JueAOJeA U3BDA ‘IIZNod ) poAeu £]93 Is 3393294d
‘yeaiznod yaqoa£A 33aupez zaN ‘nyqoiAA niznod wauadzaq o deWIOUI 9ZI|N

Z2001-Z2090/058/001 -394 Jusdu|
$Y 2~ DIAUDY JUBIUA DYPD]Y JUPDIYDN 001-090/058/001 :O[s}? drobojerey|
:1oX03104 £qoafa iwnifnpajseu s niznod ¥ Auain nos Aufsjod 03k

111ZNOd Y AOAYN
ejuaned oyoupaf oad n31znod
‘oRI3|N DUl dNn|g oX3310d
ejAuey] JULUA RYdIwolsodydel|
E eunsa)

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




ision

100

Rev
Page 15 of 19

Doc. Number
AS10002537-002

Ly

“faufiwolsoaydel) PN elUSZIZSAZD
op Yj239}025z5 [2U0zdkjop JeMAZN JIN “14ZI9)02DZS JIMEISIZ M [U0ZdIRISOP OX|A) JeMAZN
Y2A>82525K2> mosogAzid YoAulaids yoAupez 2emoso)s aiu [3Uzi}dUmMam I|niuey| eluazdzsAzd og 6
“BIUDZOZSAZ) I(73NJISUI M BUBZRYSM
ZIU Y2AUuul MQIOM]ZOJ JEMOSO)S 31U [BUfiio}SOaYDeIY IBINI 12532D YaIm|oy[anel eluazozsAzd> og 8
‘npjnpoid 0631 16n§sqo | eluemAzN 0bauzda1dzag
a1sauqez m AuzoApaw [puosiad Aujeuolsajoid zazid Auemonuysuiod pelsoz isnw jusfded wajeydzs
©z0d oX3110d YdAuzijdumam |niues| 1 yaAuliwolsoaydel) yain. ejuemosols nypedAzid pm L
‘I>e1N]Co ofeMopomods 31U e} YdAUZDI|0X0 dluemoululelz AZd ‘ejuszpmelds N[ m dezieymod 035320 3}
250UUAZ> Bluddyseu e ‘Ibensaus) sluszojod sujewido Jijeisn Age eeisaus) Z XaL0d [Buzidumam |jniuey m
BullWo}S0aYDRI} 321N M 1DRIIS3US) DSOUZOIP | 3lUSZOjod Demojo1uoys Azajeu njuszpemoidm od JseiuydAieN 9
“NIUSZPOXZSh gN| NIUBWIRIRZ B3N BIOP| 'BUZIISUMSM
e[njuey euozpemoidm alumouod ejeysoz 31U [BUliolsoay el NI op 9z ‘3is Jlumadn | [PUZNSUMIM
1INIUE| BIUSZPOXZSN CN| BIUBWIEIEZ OP OfZSOP 31U RIUSZOZSAZD DY)} M Age D$S0UZ01IS0 JpMOL ez AZ3jeN S
“JUp OF ISOUAM BluBMAZN S0 AUBd3|eZ AujewAsy el “YdAmoydappo
60up 2souzoip Yemoydez Ade ‘Aqaziiod a1zes M SxInI JIUSIWAM | YEMO|0JUOY OMOUAINY fUZSUMSM I|nIue|
91UaZ5z5A2> auienbai | ajuesAspo sulenbal zazid Jlumadez Azsjeu (aufiuolsoaydeI} BNI BRRIMS P50UZ0Ig v
‘[duziydumam Injuey gny/i
(aufiwolsoaydel) 9244 M elUBYIASEZ BIUBMOZI[EWIUIWZ B|P DBZ[IMRU Olupalmodpo Azajeu mojuafed €
‘0B6adbfezobjzol euljy 1UBMOSO0)SEZ Z9ZId DIMIBIN PUZOW SIURZORIZOY
*0)5820 [31uzod e niuezokppod yoi Azid Dizpmeids Azsjeu elueydAppo NWwd)sAs moy|Iuzok} YobsAzsm s1uemodop z
‘[3UZ1BUMAM ||N1uey|
niuazpoyzsn da1qodez Age ‘wiAzai01qz njuemosedo m dimelsozod Azajeu amosjisoupal eluemodedo L

12SOUZO0I}SO DjPOIS
1|0 WaIOM)ZOA WAUIAIR)S SluZokpAm DID5AZD Azajeu buliwioisoaydes) dxyiny

eufiwo)soaydes) e}ini — ejuazazsAz> ef>»niysu|

*U9z5z5Kz231uezZ PO WAUIOM | WAYdNS ‘WASAZD ndsfaiw m pemAmoydazid
Azajeu Buz)ydumam 3|niues| ‘njudzsnso | NIUSZIZsAZIAM Od “eIddIULISAM 0B3UISIOWES Op IMBISOZOd v
]0S W3I0M)ZOJ
WAUAIR)S WAZaIMS 93239)0Z575 | BUZIJDUMSM d|njuey penido NIuszdzsAzd0 | niuszooweu o4 €
! 1zpAm anyda] 1 93131uydsAm aiy1sAzsm bunsn (z0g/001 | 008/001 [SPOw wian{yelAm
) 31D§RIZSY WAIEMOY N} O 4X3110d Y2AU(IWI01S0aYdeI] 32INI YdI{IsAZSM Op [aU0zdkjop 14229102575 NIdAZN
Kzid “Kuia1zpAm anj|9zsm [a1U Z J1ujomn Age ‘9Z10M)Z0J M BUOZDZSIWN BUZIJSUMSM BIniuey| PRUSEZIISA k4
‘njuabialep obaupobe} gn| 110s 5z10Mm)zos WAUIAISIS M Buzijdumam d|niuey PAzooweN !
“fauliwo)soaydp1y 14N Z DIUaZIZSAZ> op HIbIAM azsmpz Azafpu buziydumam 3jnjuby
*pjual>od qaziyod
y>AuppnpimApui po 13souzajpz m Auzoi 3Aq azow nspzs ddyspQ “AuijaizpAm qnj znjs zazad fauziydumam Jynjupy
DIUazazsAz3a1upz op aizplop Apb ‘Apaym azsmpz qnj| [auzipdumam Iinjuby aluazszsAzs auuaizpos 3is prIa|pz

e1udz>zsAz> ejnijsuj

*(LS8/001 N 0S8/00 L) UZNBUMSM 3|NniueY duuBIWAM bs sudd)soq "eluazpoyzsn gn| elueweyez nypedAzid
M Bl 21DnZIAM | Buzijdumam dniuey Jizpmesds waluazpemoidm wAumouod,/waluszpemoidm pazid L
“IPYNIISUL M 2AU0D3|eZ MOYPOIS NIdAZN Azid Buziydumam 3|niuey buozpnigez 1sAzoAm 9
‘3lUBMOdOWEZ DiZPpMeIds
1s3() a1ueydAppo obadklebewodsm npepn op buliwolsoaydes) dni ajumouod HAzdkppod S
212311 3U[eMNZIAM BZpIaIMod 03 ‘eU0ZZS3IWN OMOPIMEId BLRISOZ BUZIISUMAM
e[niuey 9z ‘d1s d1umadn | BIsAzd eu uziydumam djnjuey buozozsAzosiuez J1usiWwAm ‘Buzda1uoy 0} I|s3f 3
‘uasIald Aujeads ez bf dbfebedod ‘Buzidumam djniuey delAm €
‘(AuemAzn 3s3( 153() a1uey>Appo Adkfebewodsm
pepin 2Azokypo Azsjeu ‘e1uazdzsAz> op [uziidumam Ijniuey e1dfAm psouzaaluoy nypedAzid s 4

1 (uemAzn ysaf

214

‘||nues| 31UdZOZSAIWN dmoppimeld eu obadklnzexsm ‘eidduiy eluaideisim op ze Hsox0qdtb
buad eu buziydsumam sjnjuey 1zpemoisdm nukipuew nRSIUNSN | (BUfiWOISOaYdeI) NI NuszZpemoldm Od L

enAzn eMjnisu|

060-0£0/€€8/001 001-090/€18/001 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/00L
00L-090/098/001 060-0£0/1€8/00L 00L-090/118/001 001-090/008/00L

‘Blwioysoayden)

z mojuahed n yoAmoydappo b6oip elusziiedoez sezopod X9110d IWAU[IWOISOBYDRIY IWENINI IWAUOIUSIWAM Z
njuazokjod m elUBMOSO)S Op ‘(15A220.zaz1d) I>e1)SaUd) Za(| | (AUOMIDZD J0|0Y) BloeN)Saud)
YoAuddysop ‘eyual>ed obaupal ejp nyiAzn obauloso[RIM YdAuZI3dumam [niuey ydaAuusIwAm ‘YoAulk1als meisaz

sido

“(ww §°} 1soukm famoydappo 160ip Ao1upais pynpal faiopy m ‘wiw g'p| Ad1upals

o faufi 201} DyINI Wanblim z) ww 't 0 d nmAjdazid 160ip 31Upais bzsfaIULZ BUZIBUMAM [[NIUDY DIUDMOSO}SD7 T
2D} 3ur] anjg fauzadumamz jjnjupy aluzobyfm pmAzn ,bayjn aur anjg IWAUlILOISOAYIDI) WiDYINI 7 |
‘Yovmn
ww s’z ol ww g'g ww ool 001/058/00L
wwo'Lg - wwo'g ww o' 060/058/00L
ww 0'8L - ww g’z wuw g'g 580/058/001
ww §'sz 8 ww o'z wwo'g 080/058/00L
ww 0L L ww g'9 ww g’/ 5£0/058/001
ww 0'0L - wwo'9 ww o'z 0£0/058/00L
ww g9 S ww 0's wuw 0'9 090/058/001
)" fauliwosoaydes fuozijghzid) f ymuey | fouft yoes b fouzndumam
i psobniq euosyder Jelwipm edupaig | ferupaimodpo seiwzoy 1uey Amopoy N

*du ‘pupmAzn 3Aq puuimod biopy z niuazobjod m ‘;xa304 fauliuio}s0ayda} NI IDJWZO
alnzpysm pyualod obaupal bjp p1Azn op ,xa3i0d fauziydumam Jjnjupy Amopoy Jawinu a2 ‘36pmn 3130imz Aza|bN

‘ANVMOSOLS NO

153r31ZaD‘HOVISFIIWMWILINAOYd Z ZYHM 31S DYMOArYNZ YNNIMOd YILOTN YZSFAININ:YOYMN

*pinpoud f3>klnsoys Aqoso qn| eauaf>ed nzein obauzemod gn|
op 71zpemo.d azow epAzn IH)na3sul gn| Gemn ‘uazaziyso op 3is aluemosojsezalN ‘nyynpo.d efzn op
315 1deysAzad wiuez s 13S0 IWBYPOIS | 1WeIUSZDZAISO Z ZRAM eIdAZN ) naysul bred z 31s Jeuzodez
>«w_uz 4wumdbovw_qu‘_o.:_w:wnsn‘_a_sm:_&_::m:_unm_w.:_z

id obau

inp ! !

Z2001-72090/058/001 434 Auzdumam
001-090/0$8/001 Amobojejey JawnN
op ew eMyniysul ezsf:

7 X DUZIN3UMaM DINIUDY DYPDIE DUUBIWAN

1X9110d d yo£oefndd

VINYMOSOLS Y MNYLSNI
ejuafded obaupaf e|p enAzn op
‘oB13|N) dUIT dN|g ¢X3310d fdufiwolsoaydesy
D}4NJ Op BUZIISUMDM B|nlue)|

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

14

“DAJDIUURY BO[ UBPUI [DIIPIAN SYNWS G107 @

12463/ 1spinpbjozs aA3)|1 19ABalpan ypuipsouoplpiny 5oz yajal ziniazs Aboa yajal “anau spyy “upgxyobpzsio
spw s ubqp|PILAIH AbalpaA 59 IwppoqDZS Yowily 3nsaAb3 zv azakbal uba aq Abalpaa b Aboy 1zja[ 1zp |3 @
2y "aAbalpan [DIIPaYY SYNWS D s3Z[al-[DIIPAY SYIWS D $3 S3Z[3l-X31104 ZD JUBA0WIIRY | “DA}]() dUIT dNjg Xali0d

*}9Y319zaA zoysepoaez|a Abea

Zoysepo|osdde)1dzs Us[ID|A Z3 [SAIW ‘Jese [eyje )42 nhuesif|abua) ABeA oienesd ‘Abeu
fin13y eugin an33]|1 Joyesgjosades| gjen zoyefozoyepiesd sngnj ejauIezZspusl PIV  LL
'zo)jo jeixodAy aA39)! 3¢ vJeq

$9 1592631 e eajoleb ‘Jnuey| gs|aq e efjeyiez|d 9s3-zebssiiy ojnAuaigld zy *(}oAuoy-uewoN
*1d) zewy|eyie} 39n0s2-zebssiuy ojnkuaigla aqauawn| 0zoyejesd e ‘Injaq s? ‘nbozsyaiap Apw
‘efjeuzsey |enozoefiesd uek|o }sngn) SeIWIO}SOdYdRI] B ey ‘}nuey| osjaq aq uakbaraN oL

*(afoswne In63| & UNOSD [24-Ww 6’| [PuAjdWe 4sngn) seIwo)sodYdR.}

So-ww 0°0L © 3AADY) 32f0I3we INB3| € RUPIQSI [-Wwi 0'L elejpuzsey [NUR OSISqY 6

“Jeyzoyjo 1sepoaez|d ABeA 15920143} A|ow 43Y3192aA Zoyesepozow ey

JeAu ejejeuzsey [nue 9s|2q PIAQI [NL 12Y39ZaA Zoyesepoiez|d ABeA zayasa|nias eaydes) e

Ajpw ‘logsngny osjmj e 6op| [nuey gsjaq Nzssoy [N Y Jesejweae zeb e efjojeb 63)s010)

ABen 19s9z3h|3Yyaq Yeuue nayzayaub 1e | Inue| gsjaq nfospune gppaybaw waN g
‘efjeuzsey [expjosngny sel yoex nsndify e3|n sury

an|g ,x31104 e Bejoaezn| Jnuey osjaq nsndiy e 3z3 *6aw 139Y3) [eAesLYI|UOSLYIZSSO SFZ[Bf3RIW
0A3] uefsjese) [nuey os|aq e s3 HwINHIa] e ‘saz|ef1a1aw 09| uswalad sngny seIwo)soaydel}

© 323 “yeusnqny jjeuzsey e [33)6aw s1 ezssoy 9 afgiuie [nuey gs|aq e ABoy ‘ozzugualld L

“}Inuey os|aq M s2 3sngni (n aq uazzak|ay s ‘|2 esijjoar) 3INAB3 3sngny e s Jnuey| gsjaq e
91353 UdK|| "lUZNYD [9AQ43 ef| dau ejue)joAR)|d )nuRy Os|aq e efpnjwauey 9

L b b

.«wsanmmc_uw_a:uxwvn_wmm«.__o?ﬂ_u::ﬂu
u93asd 635)NZS 59 ‘Y3Ja( ssansIp sopeaidsal e af|aAB14 3ay) yesepotez|d 12594
ABena saf]9) yeanb3) e eseizsenwia yauug ‘eAjjjoae) uakba| |9 ze ‘Jeuzsey Jnuey gsjaq soyejqe

wau ey juiwel pabus uakB3] 5 (|23 enyaszp e |ex|e 3snqny sel Yoen
jejqe sey P qik ABoy ‘eaie |9y 1uj2A6N Jo)eIRjRUZSRY BYdES SORINURYRP ¥ S
*19Y19z9A Zoyesepoaez|d saf|a) ABea ‘sabajzsaa yf 9] e ese Inwiyj
yauug 'lupabus |12 3] 3efenaszp snqn3 sgl Yoel} e Uaq3ass IPUIN "lueljjoAe) |9

|2 3z J0oypje JUaq URA [NUERY| OS[aq soye|qe wau ey ABeA ‘uozzews|ey|e }jnue)| Os|aq soye|qe
ABea aoxpje ‘|e yisngny yoeu} so)e|qe ,xa110d seydes sopejnueyap uaqifuuswy

*bl jeyjoweae
zeb ule)jejqe snqn) e [9AIW ‘BAZaK[aYaq UeA [nue)| 0S|3q SOY R[] WU X310 € Y SAAIY
‘u)asd 531932263|3] 1dab ABeA 1293 Jedj0sngN) ser Ydei) soxe|qe xa}iod uofje yan €

“yeype|nkb si Gaw Jexe
(ueaos seyeyje °|d) uaqiazakuioy snpudbixo ap ‘|3) e sozeb f
063A3] |0g-DAd © [SAIW ‘|| 1U|NISY 1SIZ{IULID O[eA |errebnsiaza] ABeA |9ss9) sowoyd|3 4

{InPeq (4 1239|Ud;

Isepe q 9fen ueqsnqny

uey 9sjaq e 0350y uofjeuzseyaN L

N3SALILZINTIAOIL

‘u

e efieyjoieb s ‘ynuey osjaq

aywy|e 29 [aA1

144

‘D efqop uagajayba YeuyoseoR IKPY Y LL
'SO|1} ese|ezi|Ld)SelN OJeA [1U9ZSpow Ajpwieg
‘ojeyjeuzsey [9ubalaq ua[IaABa Yesd nue| 9s[aq B S SNQN] SBILIOISOAYDRI) (eA)jN BUITaN|gY  OL
‘PeqeZS WU [UBYIZSI) 1SNCN] SBILUOISORYDRI] B [9A)Y Y "eljeuzsey 19)9 011Zs1)
01eye[e} ueqbewosd e Bejopziy ZOYeseinzsiy [nuey Os|aq  1240ZQHZsd 0)IZsh SapJP uofjeuzsey aN 6
‘uofjeuzsey j03ep|o 130zoieieyHaw
ueqposelseINn 1seyzsi) e Bejolezp) eiese}IZSN )aUdzZsl A|puiieg sngny selwoisoaydey 8
1959923 59 |0lelR|RUZSRY SObRSUOIZIQ ZOXZSa Ze 196219 e eluleZOYR(e)
1193 Yaulaquiaxezs IKBNBszsaba felleuzsey [NAIY UOZEYIOY ISNAN] SBILIOISOdYDRI} (XBLI0d B BH £
"JSIPOWIQY|D 9-1J0ZOXO WU QIR [NUERIB 139AQZS B ABOY ‘9ZZIIQUD||S USSISZSPUSL
ueynz3 ‘zoyesezoleyeybaw 19zA|ay sijewndo ze yebesoleylefie s9 1919z4|9Y ye|qe ze 9zz1Ioua||d
Jeuuoze ugin 9s9zak|ayaq [nuey 0s|aq e 10y ele|eUZSeY SNCN] SEIW0]SOAYDLI} SONR|CR (X)0d Y 9
*eqsnn] SeIW0}SOaY eI} B BZSSIA UQI|NISY U [nues| 9s[aq 1opojosIny ABea 3nias
‘uelos seyzsiy baw ugfjnips ABea uolpojoxiny au |nue gs|aq e Aboy ‘elie ua(j2Ab) S
‘deu g "xew :9p! nejeuzsey 1jojuely "1y 3|2495 U1 BISHNZS 59 9zZlIQUI| D
UISDUIZSPUDI UBYHIPID eseliejuudy seuebesoleylefie yeinba| v 'esysoiziq [eARSeYIZSI) SISZSpudl
|nuey 0S|9q B S ‘|PARSRAIZSD| S219ZSPU [NURY B 1e6RSOlRYIR[IR YDUSUSWN| SNGN] SBIWO0ISODRI] i v
“URGABPIP DSIUPIQSI HAUISIPOSOIQd
|nuey 0sjaq e ABeA/s9 SN} SEILI0ISOSYDRI) B Juzew|ey||e |9y Jsenseled gjajaybaw [puxabalaq v €
‘luaAuUyBaw 19y [ 9|0sddeN19ZS B 1Se|0SIdRN1ZS HOZOMR|IESD Y "UDSAIDZSPUSI
eugln plew 10%219pzay $9191zaba|| e [|9Y 1UZIIQUS||D 1B(0Z0Ye1eSD USpPUIW J9ZSpURl 019)1Zab3|9| v z
elie) [[9) UeqZOqopuOlIRY
e bisejeuzsey|ay e 1e306ewos269sA63 ze UagPNRpPID 959ZQ[9HaW }BUPSI|NIDS [NUEY 0S[aq Y L

ISIPNZAIUIAQ

e ABoy a3

"0pue}ZSI) [B11RP[O0S [LID)S BejoIezZ| ISNQN] SBILI0ISORYdRI)

sngnj seiwo}soaydes) — yoseyisein Iseynzsi|

*ef|0Je) UISIUSW |01SPPOZIAUUSZS ‘UOZRIRZS S URIZSI} plew ‘lupelezsbaw jnuey| e efAbeH v
19493 OIZSIA © 59 JNULY 0S[9q B 1@ DSH|Q [HEP|OYS [LI3}S UIN SBINZSIA 59 Seiezy €
*(Z08/001 59 008/00 L SARAI) UBA SA[XD||SW ZOYsnqn]
SEIWIO}SORYDRI] SIAI X104 UdPUIW A[SW ‘[9A43Y 0}IZSI) B JoWNIIN3ZSs sopede) s Jpeiezsaq
U3pUIW 9 UOSH|OAR] “Yeuelpop|oja) Jowniaiyazs e ABoy ‘ueqyapeA|o) e Jnuey 9s|aq e essebzoy 4
‘ueqjep|o suabialep ayAua ABeA ueqiep|oos [1U3)s JNuey 0s|3q e esseizy L
199snqn} spiuio}soay>p} b }NUD 9s[3q D [2 DSY|OAD] BIpuI 139[3 SPYIZSIL
*661y 19112Au3b} 1upAb2 63329 b D6SLIOYDAB yaUUT jOP
[puuozp bipuiw ua}asa Ai OJDA | di

P9

1jazs ABoA [DyyDAU an3a|) 1nup 9s(aq v

yoseyiseln Iseyyzsi)

*(158/001 9AI3]|1 0S8/001) %QI9Y|SPUDI S UQINY 3QNUEY OS[2C 313D |NIDS
ABeA ‘aA10} ueA Baw ey ‘efjeuzsey au “NOd s9zaA|aYeZSSIA AJ|1 -3 JNUe Os[9q B ZZUQUI||T £

‘uaQ[3|a463W euyoselseln 1SeYIZsI) e Jnuey 0s[aq 119zaAuuszs e baw esyzsi|

*Jze 9zz11QUd| |9 plew ‘Zoyi0¥0zH3| sngny seILoIsoaydel) e eifin esse1zoye|iesd ‘1o)oz6h)| [euzsey eH S
1z|3( seuejed A6a

19s9payzah|ay|e sojuod |nuey n ze ‘sabasynzs ey ‘eielzsly A6 Jnues| 9s[aq 119zaKUuUazs e 1y af|Ias) 1

“Ynuey 9s|aq e |3 es)|oAR) [eApseznyBaw nnABoznyy €

©°

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 16 of 19

Doc. Number
AS10002537-002

LS

‘PNILI2aAI2521 pasNBIO YIOY TOIIPIN SYNWS §10Z @

‘pawiusnua3a} 10A pibipwpgnpy

‘PAWIULID YIUDWIO dIDADISDA 3pUaU UO pibipw bl pawiju pnjiuipw pasiaj 310y “pbi1bipwoqnoy pnjiiaailsibal
SapIyIL 235123 pniva) f sawDIBIpWDGNDY D -1pUd)Dd /SN U Isiwaba) 12 ‘bIIA @ [0quins “pIbipwbgnDy
DIIPAIN SYNWS UO YUDWIUIDSIP [DIIPAIN SYNWS DI SADWIUIDSIP X210 ‘WdAOULIAY ‘DA3|() dUIT aN[g ‘X404

1. 10A

1 wnp

0s

‘J]9seyoy apunnpasiold ay1jeyoy epeyineH L1
‘|lpol2aw sayej siw epuaasi|lisls

1159NN 140} 19 BPIS "SYISILELINSEY S}a5PI03ayN pnpjaow ef pnyusapiafoid uo jnng Jauu| ,enjnaurianlg oL
‘sy@siwe)seynd jnnuey ejwooysoayyely efieysniseynd epas abeinses abay “efieysniseynd pniesy|

1pfa|dwioy piea abeinsey ‘plepuayeasniseynd piasaliseiqe syasiwelseynd jjnnuesssis abeinsey abiy 6
‘pniegn| saisiynf uo siw ‘piau

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

npjisnynf INnue) eJe epIoy 33 ‘Jsiwepleae nof asieeaul] I0A _:ao_muﬁa‘_ :x__m.zu_= 9| 1ny prautesniseynd pinw syasiwelseynd apeso i YISy uey eloo)soayyes) abeinses 961y g
a6n1en aas6uel afjas ef ebasnpuayn ipnue el HER S H 'H 1L "epas)isey| ef epeinsey 3nInyo piau sepiny ‘epeado nuaisied
Jeisyodny/ eq sapejsnfyod ‘njoon iseeb eaejebuiyefjea sapejsnjey [23ele3003N10Ys1AI3} 3|} ‘Je|Bley joodsef|eA asyeleInsey INnuUeNasIs ef BILUO0ISOAYYEI} (X3310d INY L
‘epejsiwwin [NNuUe3sIs qIoA nio} iseeb ayjsieA Anjejnefjep *(6]0 luewLION ju) MpjIpuajea “JUOOISPINIISGO pnuelsn(yod 3|0 13 uooisiejnuelb 30y 12
IINjSNpUaYN gNpua3 siw ‘assn.1o} iseeb aysiea Jeeis)e gninny| siw ‘ebinisnpuayn ‘SHRWNPUSIA ‘}[eANPIOY Wiy By Iy ‘sipuase sas|eewndo spusu epNpUaaA 19 ‘1siwelsasis ajead 1jniayea
as)unuwaied soo 1nnuey el yyes 1] ‘IInnueask 1abay oL 0J1u0y ga|Nn} 3snieae apnjid ef Jipuase INnueyasis ef [Nnuey elwoolsoayyel) ebapn|id 4Ixa1i04 9
*(elIOA WWIG L nnue| eayyes) }eIeISaSIS 19 1INNURXISIS pnunisniyey
njoowiqe| wvwwam::um:_—_ gepuayea siw ‘|nnuey el yyea b poowiqe| wwo‘oL 10A pnuUNpJaAIU 39 mﬁmv_:_u\_wzc 10A mv_:um_‘_?_mv_ IE] _m_,m Wm_EEmms:Q |nnueyasIs 19 ‘yjey1jooy mm_m_w_. S
pnjease efjeA) e1IQA wwQ’L Njoowiqe| ap L} 1Y qepuayea auy 1 linhueyasis 6 ‘ended ¢ Uo poolladsninsey ABIRIIACOS du|eewISye|A
“ISMASIWIWIN BPEIDIS} 10N SYEI|E UCOISHI3}uI B0 Ie|a35 ef isiwaunbo) aprsanes a@)siwiebuly Moy m_nmmE 1 dwﬂmcg _mmmnm_g m_ y3sieepnbas abjjjouoy ‘ebasiwelseynd aseiedelioy
P fyod qioa [nueyasis axiyn| ebir “epabins 3)135 10A 1eaYYes; ep fyex 1195 ef nnueyasis el asjwudaldse asieeinbas epebe) gajn} NJOSeLIOY NYIPUS[EA I[NNUEY| BILOO)SO3YYRI]
epnje|n efjea 3]2s611] 3sinnuey| 3sasiwijeA qioA [nnueyjasis yyjid ebii ‘'njooa Iseeb epepuayea ‘PjIpus|eA
3|n312qJe} 10A 3s1 IS 3[|9s epepud)jsel qIoA aul jasis eb polen 8 nuEY BIWO00ISO3YLeI] 13¥3) 31NYLI00Y BPEPUSLEA 13 ‘epeInsiiu JjeAesiid gajn) piaisiwebuly ipusisiey €
1UEY| BILI00ISOBYYEI} (LI} BUI] AN|F $X3340d SO0 “N|IY| 9SIWIOANYE| 1BARISEA BPRINSEY GIOA SYISILIBISN|OY 3SIWIOAINYeTepas 1seled Jjaseledelioy
os1s epas af prRIqUINY s asiBaew 1pualsied a[21eAd]0 ey 1Ny} 1j9s6uel asiweles abupisiwebUIY 11U BPIJ[0IIUOY gBINY NYOXSNPUBYN 110y Iwaa)snssiwebuly 4
ue)yasis ef ajnyjLe nuey| eIW003S03YYeI) 333|PAOA IN) ‘BPI||0J3U0)] d)ees epas NNUEY| BUILUSSIS SISIWI|LA dSILue)snfyey| uasiueInses| 1uny sigiey it eweel peaead papuasedefigie] L
ebasmpyid iy -13e3WeIp BAIGOS U s)oef [nnuey el 1s03Yye.} Uo [NNUe)3SIS 39 pusap £ pnouigesnjeena)yy
‘ebinnuesssis s0oy [nnuey ejwooy peplebied syajny
sjawase apuau ef 00y epep|ewWwas S3|n} [NNuEey el 2 1os1s nN ‘npnofl ‘ebasnye| as116000Isny 3s|1113)S }nule epeiseynd gIOA INNUeY| BIWO0}SO3YYel|
sy||9s ab | abag 0} ef|eA 3siNNue) BIWOO)SOBYYeJ) NYSBUUQ 1D INnueXasIsINy 9 |nnuey eijwoojsoayyedy - va_r_-.-qm:u.mﬂr_:&
*3INJEWEYIALIA YIS]OSIWLIdNURYIP i
6 pefea ‘sajyns ay dwn _mmw‘_«mi asioojelidsaa nuaisyed abibjer *ysnbins ( d ) ( d X SBULOXSS SeqRANW|O}
wvwﬂm_Ema:E TOpIIRIE 104 3s1jeso epeysnfyod gion aujw oeqa unnpasiosd ayjes el 3jeyynd epeyijies epas sy3|n3 ‘AIny ef seynd uo [NNUEXSSIS INY "epPeAINY Insjinwoo| se 7 ¢
pnyep| uo [nnueasIs 10A “‘IInnuey| Bapn|id asyezensey| 32 ef pnyepuafym ‘eBbasnye| asij1600joIsny 95|114)s dYsIeA elieysniseynd ef (nnueyasis abeindoj 3siwelseynd ef 1siwiejoa) sjead €
1SNYO 3 NjIj1e] UO J3asuew 19 6E:u=ww> n_mwn_ efejnse)| ‘sapejnsey| ebinnuey “el1eysniseynd jean|nny ya|dwoy| syasiwep|ewa
I yyes3 ebapnyid ef 1 S00)| JNYISIOSIWLIDINURYSP |0 G3INI YIjIRRAINT S apnaanids pnundasp 1A pnueAiny (208/00 L.l 008/001 €'A) eBapINNUEY BIWO00ISORY YR}
“1snBjns apas)siwebuly nYP{I[21L] 1A 1S1]ESO ep fyod qion sunwn q@ apunnp d 3)s1|nfnyj2ieey X31104 SPINI0Y SbeINseY'PISYNP(eId PIPSIYSS XI0Y 13 ‘sasnye| Iinnueyasis abeinsyo] g
SpusN ‘epepusfyni 3 \Innuey yyen gam _:._::me_oE ef epepjewsas 39s ‘sasnye| IpuayeAnsad sebiou 10/ sasNLe|R|00S SS|ILIS)S ey Iinnueyasis 36e10a7] L
d pnjid pnjepjebied uo inj 1o | {osis ebapnjid sex 1 q3In JsynnuDy v) Yyo43 [UDYasIs ojp abopj 1251 ind
R NUENIP 500 353 bR qqea pniid xopiod - ¥ ‘DpniaaLIbA )| { pol 1poNpIAIpU Ipu3isipd bbi qioA yiwaypAp[b 335 “Dbap1IAaLY
*apn|id 1nnuey| ey 1soayy | 9py3|iseeb ese qeloy oA buij Jsiwiniaaul | 3]jas sy Ipui 1) ‘240 10A spA3pd pioy pppispynd Ab)) uo jjnnupasls
ueyasis e3apn|id oxa310d p 1ed uo 1y |nyn{ pnjease efjea ‘sy1uooisie|UIA _umm_::qm:amm::n_
YyPw 1A 1sHSeY 1] el yyes ebapnjid ,x3340d l16euny b1y € T
(Jea10y eIsaa}sBUE SYBIRY) .:.mm\oo_ 10A 058/001) P!INNUBYSSISSNPUSSE UO [eABPEES “PhuUnIsnfyey
epmns Pise) p 11 ebnyjludey 1on 6319y pIasiBanw NYYQ epepless qIoA A 10A PNUNPISAIU UO 335 INY ‘DBe)IARY Bl 1SIWR)SASIS INN/ISILIRISISIS SUUS [|nnueasls abi||oiuoy L
1595 ‘epi3jeA qajny ebay ‘_wmu_ m.m‘.?__x._Wmm_ ef ebapipooapya|d elbanipjoipia2 3I9pnndmpjoy] *321s1ynisniseynd 9|21eARIRIIAOOS }BARISEA [NNURYSSIS pnunpieew abeiseynd 9
*siinnuey| elwoojsoayyes) 3siuisnd
JInnue3asIS BPEISD{E) GIOA Ul | qion 295 3535 iINNuEsIs abeysaqy) ob1y L 3||3s ab1jjos3uoy ef (asye1eInsey epas Iny) assabuusiwebuly [Nnuey elwWoo)soayyes} abepuaynsee]  §
- qe asnyesyold, 9619y
ad3isnlilvioH S9SNSIASE S9SP2410Y [|NNUBYISIS SIpNpuaaA ‘ebeiynd [nnueyasis pnunpieew abepuase [asnpefep ¢
6% 37
‘JIge nyyis309q W0} efbull eANSE [3][3s [nnueasis abepjewa] € 2U0Z3Z4)s0Z DMDIA BINSZS [DIIPIN SYHWS §10 @
‘pniepuayn euuls I2II2SDIM Y21 BN IUDMZDU QN ILUAMOIDMO] JUIDYDUZ ‘ILUAMOIDMO) IWUDMZDU DS DYDUZ | AMZDU dUOIURILAM
1[eASU[23 U 335 INX ‘uje 1saBuLIsIweBUIY 935 dBepUSYN Siis ‘Bpep|ewaa sy3siweiseynd gajny NUBXASIS Iy Z auu apyIsAZsp Mofbay ysAuUI YoAmOIURIDA YIDPSZIN M (22O YIDWRPDIL PUD JUBID *S') YoAUOZIOUPalZ MOUDIS
snsessio|d 2612y qenup| 1snsjase 13610 3jjas wAmoyuaing N‘NENS m A:u\so;wwm@sﬁmm\ Amoipmoy ypuz MN ‘DZIDUZO @ \NQE\W .\E.Em&\ synws NEbsm.\w:E
1uny} 4|11} [NNUEXSSIS 96e)S3SIS [918( SSIWEP[eWad LI0JeRINIGO Bf 3SILIB]SISIS [|NNUBY| BILO0ISO3YYel| L ILUDYDUZ DS [DIPIA] SYIIWS AMOIDMO) YDUZ ZDIO XB140d AMOIDMO} JDUZ JUSAOULIZYL 'DAj 2UIT anjg “Xa1od
puaynfsninsey| ‘niuemoxojqez qn|
niuazakppo faf nwamoypedAzid rs1qodez Aqe ‘emoiul) gnj uf>ejod bpis busaiwpeu dna eu ejueteizp
060-0£0/€€8/00L 001-090/€18/00L 001-090/018/00L 2ex1un fauliwolsoaydei) biNI BYIUZOR} Op NYdappo eluebewodsm npepjn nuazobipod od1adyen . LL
001-090/0£8/001 060-0£0/2€8/001 001-090/718/001 001-090/208/001 fsyodiyduinenoieq
001-090/098/00L 060-0£0/L€8/00L 001-090/118/00L 001-090/008/00L sbfnpomod | nzeb mjdazad Amoupaphm Sefezopueifo euzid 3jniue| semonojqez azow
‘e6apI|NNULY| BILOOISO3YYEI} (X31I0 1SIWBIR( SO0Y SY3SIWeINSEY| ‘PIPUBLRA (PNIIAIRA) zeb Azaims edef dop exani exefersig “(mogqa ueuioN “du) mu__:Num_ nzm_sm op afeyskm
e1apnyid ey 1y (1aseA 1seund) eBapniid 11U [eaepees “siwep|ooy apaslsiwebuly 1pusisied pn]LaWOIS0aYYel) e101 ‘2B Azoyms Edblezoieis0p B3N OMOISOYG pngMm 2| Djuzoby
BWEISNQ|OY PRPIS0L UO SIW ‘2|NNUBXISISSNPUSE PIeARIRINSEY| JeANPIOY [1puaisied [3yn pIas|iials Yi[eA z :_:wnum—an m n:__annow—_um..a eyna 3saf 1saf fau ___.___._5_ emAznaN oL
:sn _U_O.: _v_ famoydappo 1604p £o1upais e>ynpal (2101 m ‘ww ‘0L Ad1upais o faufl y
“(DUIOA WIWS'| NIOQWIGD] 3pa@1sIWDBUIY QDPUBYDA SIw ‘jnuDY Z)wwo’Lo0 S._um_”son nmAidazid 160ap Sd1upais fo1 fouz ; timiuesy 6
DIWI00}503Y YD1} DBNPOOLUIQD] WIWI') | PrIDAIDDIIDA) DLIOA WILIQ'] NIOOWIQD] 3P 14 qopuayp Yosis ¢ [ "oPR30Iq qn| Bludzexez yemop azow 03 ‘AutfaizpAm d1s P
3[NNUDXSIS 4 DA} dUIT anjg NUID SO0Y Db?) ::E DILWI00)S0YYDI) @ES auryanig aboinsoy | op2izp azow fauz. niuey 89 tEN Z mu._uw_son nmAdazid
310N eluemoy0|qez qn| Ad1meyp) eluazpoxzsh op dbzpemoid BN NJOjAM Z JeMeISAM BIUIBILIPEU SZOW
euzidumam ejnjuey ebngp 14qz ‘nzeb mAjdszad ezoiuesbo slugaziodaiu qnp niuazpemoidm fof
wuw /8 oL ww g'g wuw ool 001/058/00L M Psoupni) yemopomods azow Kdjupais famoppimesdalu o fauzid IIni _w_ 1 z 8
g - o 0 *oB13|M) BUIT 3N|G (X}10( 11I3S ufiwoysoaydes
w o‘_w i o.w s o~m 060/058/001 Iwena Z aluzobpAm euemAzn Aq azow euzid ejniuey ezsfai
wwo'gL - ww 6’z wwg'g $80/058/001 jedo ananjya eu 1wk 1 >euzo z mu:wqum.u_ y iA f
ww '/ 8 ww o'/ wuw 0'g 080/058/001 NZI31U}0Y| BU BUOZIZSAIWN MOIRIWAM BIUZOBUZO ) 1zpmeids o0} euzop °f
ww 0's/ / ww g'g ww G’/ $20/058/001 ppana | F:Esi: e|p vu_:vw._m 12s06n}p ws_ummu; m_“_ m:N:M:Bw; e|njuey £ 31s u_:ﬂwns L
g - g g “euz. Intuey | eufy yoea byans
ww o.om wuw ow ww om 0£0/058/001 emou 1t | wazes 33y 350z Kuuimod eufy yoei eyina | euzid ejniuey, ‘yis
wur §'y9 S wwo's wwo'9 090/058/001L faf emnsn Azajeu a1u ‘amijzow 3s3f a1u faufi pna z fauznd |Inuey apdlunsnsar 9
ebinnuey “eulfoeniueyap dypeseu eunsn JserwydAieu 1PSOUZIIIUOY d1zea M | YIAMOYIIPPO
2, smpyid nnuey (supnexqun) joowiqeasis elwoojsoayyesy uazingez yeuzo wajky pod ejuafed yemomiasqo £zajeN “YyaAkmoydrappo 6oip eluemoyojqez
elwoojsoayyel) shanns juosypef linnueyas! $00Y s)3sl| M | AU pooy ljnnueasis obayimoyjes qnj 06amoidsd2> op rizpemoid azow ejuadajez 06a) aluebaziysazidaiy “eydiunsn
©B}e)S0Z BUZI}BUMAM B|NnIue)] 3Z ‘qn| kl>esisausy z m:E«u:B!s eniue)y 3saf euemAzn | Auojuzoido
Ju ‘DwipInspy sYpad JNNUDY3s]s S00Y umw:.E K linnupy b} 1 apImoyfed 3saf 3a1y! dn isnw z remoypez >Nw_m: Euuhmw:mu
#X3340d QDIIA pOOY J[NNUD3SIS pApJaQU s)as] 11'pu3! 3:: «X3}40d 32 \&w:E abuod :Ecm Nl zeufi yoen byuniz :EwNqun_ m fauflfoeniuesep iy luemAznsezopod S
*35S3AYLHOMNSY 3L00L 3SSIAINION ILHITIANINYVA IDVLIATT:SANUYIN “yohmoyappo Goip
ejuemoxojqez obajimojted qnj obamoldsdzd op Jizpemoid azow ejuadajez 0ba) aluebaziysazidaiy
| "ewinet} 3sso) 1A euLINS 13s1e 1oA ef/1pualsied epeisnfyed qion yoes3 ppna 21uzoudo yoeenfs ngo m 1 v_:.:mx skunsn ‘1>exysausy zaq
1efaudejeq w.w:m: 1pusyn( ef apnouiqesnjeens)ys ‘a3snjeloH ‘pnoulqesnieenays ef ejniuey 353f eueMOsols Apb nypedAzid m ‘qn) bf 2z bu 3njuey Azajeu
pasnietoy pnien. 'qe| pusy e | 3siuieInsey 93003 auliy “luooisieutiojul “euf>ejniuexap bypeseu z niuazobjod m euemAzn 19f f>e1)s3Ua) Z RUfjWO)SOBYDRI} BN | v
1s1njo nypjijefea uu_wm_EﬂzuS_ $){9sI|eAIN] 9300) peAep|esis pasiyn( peasjosaey
nzeb imoyRAM dez Aqe 23q oX3}40d fouznd
Z2001-Z2090/058/001 3pIASSIS . s ’ y
X [nnUDYasis-snpuasp 3fis 001-090/08/001 “13quInu 1600jeley] pazid fouzpueypaul gn fouzsdi f op el $Z 0X230d ! €
e 6. *(a1udnzd9)
P00} ;X2110d dsiwbag( syyast | PnpI2ow uo pusyn( A3josae) ua} m fauodeboq; m edez 53|n qn| A1edo auziAsy 03 Yelujemn 3Zow M\Dd Z Nmim_:on

aiasitHNrsNLNSvYx

syasiweinsey [ipuaisied [ayn [nnueyasis

eIWO0)S03YYea} Jei}|n duUl] an|g X3}10d

E 199y nsa3

.omw._uv.m‘_:‘_:_u eiasey _Eﬂ_nv_s qn| 164n11Y204333]3 Op IWEepPOA 3D Z .umo._Nubm JeyIun >Nw_~z 4
i I AN Z13e 1niue)y 3y 13N Jlupnan | eu;
0} 9Zow 2 d ‘wAmobzijsod wapjpois duzidumam iniuey emAnjod aiN

<_ZmNm_Nm_._.mO

“lweinpadoid 1wAuleyo| z 3lupobz Yemo:
“bpojaw bupez semozi|f1a3sal (o Azajeu
3IN “eyuafed obaupal n ny1Azn op euozoeuzazid | euemopifoidez sa[ 413N SUIT aN|g BUZIBUMOM B|NIURY QL

2 2

v_-____ﬂ_ 2

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




ision

100

Rev
Page 17 of 19

Doc. Number
AS10002537-002

SS

‘uLieyI5 yeleuelieieA uepuiseyjey WS IYIpULSZN [nuey 31 ‘ninuey 5| €
“ULIIAe USPUISAIASP WNUN|OS s,

©] 49693 ‘95112196 IsewLeyd

wa} unjnuey 5| z
‘uLn$aIak yele|o we) Jepey aaduljIpassly ewepi) Jig Ualiaq
nuoAsizod niBop ‘ninuey 31 BIUOS UBPUISBW|ILIENIS UNIQIRINIGO A USPUISIW|LNSIIA unundn) 1Wo)soael | L

1jewije) ewuejny

060-0£0/€€8/00L 001-090/€18/00L 00L-090/018/00L
001-090/0£8/00L 060-0£0/2€8/00L 001-090/Z18/00L 001-090/208/00L
001-090/098/00L 060-0£0/1€8/001 001-090/118/00L 001-090/008/001

undiwue|bes apIai$ad (Jeyasd) zisauaduad way (Ul 1IZiw) I|2192uad Way 219z Yew|iue|ny
91A13|dN] 1W0IS0dN eI (X110 Iepibese ‘|nues| 31 yapak uid1 yewiue|ny epeisey 333 Jljice|iue|ny Jelya)
11915 1135 11q $IWUeIIZeY 319ZN Yew|o DuwipieA euisewue|bes ununjok eaey Jiq 315e epeisey Jiq 1[ILI01Soayel |

ewejwiue]

“(ipzp
wuw ¢’ 1dp3 njoA bADY psiofljiubjiny Ndn} {W0IS0RYDA WL (0| WD) J3[pZb Wi 0| 1uid3 ununjof bAbY ILILD(INY [NUDY 3] 4 T

“UIUDJINY 1UM3|INUDY 3] 4 DA 3UIT 3Njg 233pDS 3)1 112]dL ILIOISO3YDI (DAIN 2UrT 2N)G L

{LON
wwg'/g ol wwig's ww ool 001/058/00L
ww 18 - wwo'g ww 0'6 060/058/001L
ww 0'g/ - wwi g’/ ww'g §80/058/00L
ww §'s/ 8 ww o'z ww 0'g 080/058/001
ww 0'e/ L ww g'g ww g’z §£0/058/00L
ww 0'0£ - ww 0’9 ww o'z 0£0/058/00L
ww §'y9 S ww o' wwo'9 090/058/00L

(psepieq) ndn] 1wojsoayes]
__nm,”._” “..m”_a“”“nm..._. smw_mu_i:m 1de 5| jnuey 5| 16edejiuejny ‘ON o) |nuey 3|
per g

subauaQ 'z11axa3 1ziunpyyip au1bialaq nunbnpnAng unundny

[1upjny apjij1q POX UpUNINUDY 3] X2110d JIUWIUD|INY DISDH 3L

IDAL 4X3340d 16D

‘NILIDVA JYIA HIH NDNATO NANNYUN NSNLNIdSOUd NG LON
IqeSe [0 auisaw.iob Jesez ap|nas IppId eAaA auisaw|o utuaksiuly

efan/an uue)sey IsewewnAn ajAnwn} eleWIlR) 3A RAR|RIOU X3I3[IP3 1LY IP ‘elejiein
‘unfAno nunwnj ulueWIE] BWUE|INY Nq [IYep e|e}ON }33[1PT 18I dA Jejlieln adug
uepewue|nNy NUNIN NG “AIPa1YawWad] JUIH)] 1IN 1JUSANG ununan Jewijel ng

nonq i ¢

Z2001-22090/058/001 434 1lyea
001-090/058/001 :Iseiewnn bojeiey

nSIWURIZRY UIST IWIUR|INY UIULIS|UNIN ,X3}104 BiepiBese jewre} ng

ILVWITYL WINVTINN
uid| wiuejny epejseq yaL ‘ninuey
5] IW0)SOd)RIY ;1Y) BUIT AN|Y £X3}10d

E aduny

Z X [nupy 5 unbznp yapa

14

SDIDBIDSZID SDQISAN} SDSIA [DIIP SYHWS §10Z ©

*sawwiiz nwinfodjpypd (DA sawiiz nYaid ‘IWNYNDSOU SDQIAIUZPAL} NYRIUSDA! 0BIDAID JI SIWIZ UN JWNYNDSOU aauIw alfaipd
ISIA "SIS[DA SDI2 SDYI230U UN bloAIq nfwiz nYaid un njuajd ASY piaAisibal Ji awiz nyaid by ‘DppioU @ S|oquils “sawiz nyaid
DWNWRUZN [DIIPA SYMLS 41 JUIIZ DWNBYIDW [DIIPAY SYMLUS UN BUUIZ DUINBYIDW Xa310d ‘JUSAOULIBY ] ‘DA3|f) UIT aNjg ‘Xa1i0d

( idsou rea S IAJe nsnefau n3siaAou le| ‘seqiasny sedeaul]
un sef12e304 J0219A ‘1931jnined seuesolaljaid eyads ebiawed ou saiauIeaz) ‘seuesousinaid
>2d un efejousiaes saynined sefl yen aid ninjuoy sodja jolouainald  LL
-efisyjodiy/ewnesjoieq saisel Jea ejey| 1ey n|d sazeb sed|azi Jolozaqoual ‘n| i
ofasy21 303soadsou aea ajinined sazeb seby e}1z4IAZ| *(nfejousal, (uew.opN) euewioN
“waid) e n| efejousy palusal sey ‘Binined sazeb seby |eisyeo) se nfe !
e3jUajusie; se edoy B1ynined sefl yes} jefo03a1] pey ‘ninuey ofayal 13103213} oL
*(wwg’L Jed nijawelp nja>d|a euizewes sey| ‘Binined sefiwolsoayesy
eJ3Wz! WwiQ‘0 L 30wazl) wuig’L Jed n 1p nje>dja euy s033l| sejnuey sefepyp] 6
‘nwnfojsoidsou
1eA nf)j3ju 4Z] JBA ‘JABYNARS ‘S)]| ‘SOURSEIZN N2AXSS JIS] BA BURSO0}3]| Se|nuR)y
sefopyal se awed foysosdsou rea q sefayei} Josiesz) ‘sayinined sefaie

ou nae zn sanizainz) 16113waed Jea ejnue) efasyal eseb nyaijied ‘nwisn|d nzeb J0zaqoaal
161zpefeasu un nuesipeasl sej jeunnibde sea el 1p eziasedan 8

yeay sednib  eiyn aurq

an|g ,xa310d Je edoyj 1)1 njnue)| ofaial os a1l 1 ‘w23as|na foxeda) sejnuey
efasyal zn walwnfawizde Je wawizn ejuaned un sajiusye|d sajinined sefliwojsoayesy
zn snwnfawizde ni3wz) Jouizpijes ‘yipneqJied Jea o] ‘1I93jnined sefjwojsoayesy

rewefojuewsz) 3sjiqie swnieb un sndwelp sejnuey| sefasyal ey ‘sanaupaljied £

‘ninuey of2g)3! un PININe> sefi yeJ3 nunef Je eul el
un 16p1ejUAIA WBUZIE( 41 331jnJned sefiwo)soaye.) un enuey efasya] ‘nyads jofoyarjaid
“Juiep 03 321u162 ‘sayinane sef) yes} ou njnue) ofesya! Jwalzi swefadsar neuer 9

‘npea sefenueysp

191waliou sanofaaeyau ‘swesanaidau ef ‘un d esansip sod|a sepesedau

wejuaed 1eA 4a1foldn idsou nja>d|a nbiujid 1ea nfajep jisielzi 1eA eURSOIIAIIDU

nwnfidesou og “eywaliz }313 ejnuey efasyal e) ‘Ue |eA ‘WIdAIe Je ejnuey
3313 B)] UN sajasuew ou sypeazi eqiupid ) 6 ey ‘euisoipouef wefejo3al ‘waianje e

. mm—onq m

nine> sefiwojsoayes} o}a)asuew Je edoy nunea sefide] {op 30f0331] ‘161 f
1 12421 JEA RURSOJIABISU NWNfIdesou

os s sajinined sefi yeu} ou ssieb ziejziel sownfipeb soqe ‘walzief e} ‘wiaianje

zaq e[nuey efasyal 303311 3313 ef ‘Lie 1eA ‘WataAje Je ejnuey| efaH31 nu 1eA ojuewzief 1y

‘nanpea sefdenueap Je edoy £3033]] )313 W2I9AJe Je d)Ijnined sefiwojsoayel) xayloder

idsou njerds

‘WaIaAje Z3q ejnuey| efas)dl ,X3310d 3033131 41 pey ‘snwinfipeb

Jowaliz ‘efidepuan ejusided Ieysiueyaw |eA le[enuew WaJaAje Je pijnined sefiwojsoayesy
£X3110d 191(0331[3U pe3dU ‘WIdAIe S3)ININEd 13 ane> lou nzeb nysianoute] €

! Y 1PoY

“euesowsal|zn (sefizaysaue “waid) sapIa
sejeunebeq Iaqe)s Je PIIoU JeA Lie [eA ‘liieseb 1jsisyo) sefopian ‘HAd Je sanjofoqaepaifiw
‘of ‘wiate)s sef1Banap|4aze| 1eA WaIPoJy3|d sefiBanijoip|a|d Je saieyses ou sedleAzief ¢

*sajijnined sefjwojsoayey

ou nuesiz! un nwnfojsoidsou sey Jisieszi ea sey of ‘mueliqn| Je

I | olo9)31 131paIzalaN L

INNrYNIAIYg

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

Eff. Date: 25-OCT-2016

WORK INSTRUCTION

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

€S

‘ninpadoid of2)31A Je eleyses 19pIAyIT  LL
“IpoIaW nINYgaf Je 19z1|14ds

110)JEY1E }SUPaU O] “Wiejuaed weusliA elazpaled un ejepelszl Al ejnuey siefasya) exyn aurjanig oL
‘leuesiI} $3)1jnJNed sefilo)soayes) 1113s11q 05 12101913 “1113S1Iq SeUeSLI) 05059

epjajdwoy 1eyn 131(03a17 *snjxazpi|bijed seuesun) snAizeige snpeyau 131f03a1[au leuesil) sejnuey sefasya| 6

‘SNWINPIS|S SOJPeIOU Sefixniisul seuesii) sey ey 191(0191] leuesul} njep saynined sefiwolsoayel) sis Nsip 8
‘nueso3al| ewnfepelyszi nsoip Jed syuaided awiojulel Ji weyaluigiep

sadnude seqi|asan ‘eseuoideys sndie sej03al| ya1) senuey sefegyal un sajnIned sefiwolsosayel) (xauod er £
‘nwinfoisoidsou isnfisieszi Aeu ipne nfidejnuelb ey ‘sojeuraljied 1e| yejaA e d1aAef sapnegued seiejnbal
jede) ‘n(1d1zod SEURSOIBIAOU NIDATR OeWIIAO NIYIBIOU 18] ‘BqIWIR[2INED UN IDIA SRUBSEIIR NISALR

se[nuey sefe$}al Un WalaAle Je s3)nIned sefilolsoayel) (xa1lod epnegJedef seuesipeasidad yin. 9
*9}|nINed sefiwolsoayel) eJ0IBIA3I BUNE( OU NYIIDU BINUEY Bfa$H)3I salsnzalibes

1eA ejefoq [e| ‘Le ey ‘elefog NY1IdU UN sojzaubesau eyjie| seuesil) einuey efasyal te| ‘sefadnier g
‘seualp Og 41 SwNB|I seuesolal| slewedia)al siejewisyely Nilewou sey 121219A ewnlipeb
seqiwesaldaldau un nijnined 1a1pnegied Lenbal ‘nfiyuny njedd|s eyusided n}ainizn 17 ‘nuesun un

nuesynsie sejnuey| sefasya1 nie|nbal J0d19A ‘eulsolpour( eqiwefained euswin| sajnInNed sefiwolsoayel]
‘ejnuey| efdgyal lea/un nine>

se(1Wo)soayel) SOUBSOPISA NWNyjeyde NjeuIZeWEeS |e| ‘eUBSEULINIW BIRAYSPR BUISOIPOUE! WSNUSIDed €
seuesoualAle Jofojuewz| 10|H3IAJe JeA NURSOUBIALY

“eqiS0Ip NnwinfoualAes einjuoy seuesod|a nsia epnegaedef Lie|nBal ye[2A Lie Un SEURSOPISAZI BINJUOY J2d 4
‘ninuey ofapyal

nwin(aliey NIsI2A0U Ie| ‘euesojuewzl zpl| ewnfoyedal epjne|d yaijedel sownfoyedal seqiuaip L

jwnyjesed seqizpiesaid

‘nwiNpijs 0%s160Joiziy NjuA]S 1831} J0)UBWIZ] ISHUP [PURSLI S9)I|NINED Sefilio)soayel]

a)jnune> sefjwojsoayes) — efd)niisul seuestl]

‘9pIA eSOINIRSDU Snwinfistewsald
‘epIaA esnes un ein eqe|bznef ) ‘esnes un el 41 ejnuey efagyal pey Jnzou pisigep 1ey1aime] ¢
‘nwinpijs oxsigojoizly
n[uIR1s ‘nBIeAS Je 1113511g SBUBSLI UN NjNUEeS| 0f2$331 191{0[eX3SOU SBURSLII) UN SEURSIDIDW d9d €
'snyanyas snsndijaid 1ea snsnanzzi snpexgal ju13ou niazpijed 1e| {(208/00L
un 008/001 J0waUz1) sopd|dwoy NsijNINed Sefiio}soaYel] BPISAYO| ¢X3110d NSIA INe{33I JI Sey|
‘13135110 seuesLI) 191f0juewZ| "BWNPIS 1053 1B] ‘Njnues| 025331 131{0[YS ‘WS112.39S OU SOJOALIGIE [e] T
“ewNpis eIu61219p Sef1deiauaduoy sefea leA ewnpisjs es10[oIzy BlLA)S Ninuey ofepyal 112N L
*sa)ninb> sol] D43 OU 0} 32]WdUiZ| J2WIUBIA ‘NINUD)| 0f25)3] NjLIIOU DT
‘wpQqizpolpA pJuadDA DIYSINISID OU DQLIDYID S3IYISID ADA SpoLiad DYID] SIS “Wal}a1)as
IDA W)0jb 4D SDI3UIWIDIUOY D] pDY| ‘PD] 1D IDA “DUDSLII) SDJNUDY SDfas)al SDUaIpI nu .=m> DbWDpI2)3|

efd)nJjsul seuestil]

“(LS8/001 1A 058/001) sejnuey sefasyal sediewde sewefaaid J| "ejefoq e saisnzalibes
11 B) [ ‘0] 19139WZI UN ‘SEUBSO}IIAS] SBJOYIEY1R/SEURSO]DIAS] sWId Njnuey ofasyal 1aIpneqgied £
‘SNPI9A SeURSLII) SOPYIR13! Sef12¥NnJsul seuesi) J0fojuewz ‘ninuey ofasyal 0JiduU 1911ION 9
‘nqisoip ewnfoualaes }a1pneg.ed
un (s303ueWZ| 313 Se} ef) weinjuoy seuesod| 11jnINed sefiwolsoayely 3aifoualnald eunel oy S
“Bi$y1]} J0snepyes ‘eyuoidizod
1zjaed 11 B) B ‘sa1RIUIdAIIRd (NNUEY Of2$}1 NIIY Je njnuey| 0f95¥31 0J13BU JdIUlRWOU ‘swesapaldau e ¢
‘njeb epraauazpalb se) jofojuewz ‘ninuey ofasyal 121wz €
‘(eouainald
11 e} ef) eINjuoy| seuesod|s ou 0} }31fousIAle ‘sojnjou seueswr Jwalizl swesadaldau ninuey| ofasyarer g

(4]

‘nlpizod nzjased zn epeiou sey ‘1S
‘ninuey ofasya! 191peAal seueswaliz) LIOJRINICO UN SBUBSIPRAI S3}I|NINE SefiWo}soayel} d23d L

ef>)nijsul seuesolai]

jeinfes zp

060-0£0/€€8/001 001-090/€18/00L 001-090/018/00L
001-090/0£8/00L 060-0£0/2€8/001 001-090/Z18/00L 001-090/208/00L
001-090/098/00L 060-0£0/1€8/00L 001-090/118/00L 001-090/008/00L

$WIR)|NINED SefiLi0)SoaLeI) (X310 WEpeS Je J0jueWZ| JeA se| ‘(sebipidsined) walanle
Z3(] Se[nuBy| UN (eSeJy BUBMIES) WIJAAJe Je sejnuey| sewefda1d J ‘sefiwoisoayel) dad waijualded leueseuisoipou
seqiwefained njaad|s sejazpased Ji sejnuey sefogyal setrewde sewefolal] wejuaided weusiA ojee ‘Sejuals

h sysyeady

“(wws’| aod niawipip njaxdja

DUIZDWDS SDY ‘1)jnIND SD/iLI0}S0aYDA) DIAWZI WWIQ'D | J0Wa(iZI) wuwig'| Jod nijawip njaddja bujzowips bupsolalf Sojnuby spfasyal
“WwayninD) spfiuiolsoaypiy 4bAj 3urT anjg b pdoy 1Y nnuDY 0fasyal \bAI aur anjg JaiforarT L
“AWIzard

wws'/g ol ww g's ww ool 001/058/00L

ww 0’18 - wwo'g ww 0’6 060/058/001

ww 0'g/ - ww g’/ ww'g $80/058/00L

ww §'s/ 8 ww o'z ww 0'g 080/058/001L

ww 0'e/ L ww g'g ww g’z §£0/058/00L

ww 0'0£ - ww o9 ww o'z 0£0/058/00L

ww 69 S ww o' wwo'9 090/058/00L

o (ww) *q| s13wz| sayinined
swnieb saynine> ( de) 1p siefasyal Il y “Au epoy
seflwoysoayes) sl3wzi euosyazq sejnuey sefogya] sesois|iqiy se[nue) sef@pya]

awpiawald ‘pwibfojubwiz| 41 D[RUDY IS NANY AD ‘NIWZ| S3}IININD) SDIIWI0}SOYD)
+X3110d DPDIOU SINWINU DPOY sbjnuby| spfasyal spwibfo)al] wibjualdLd WDUBIA ,X3}10d DY ‘DAaA Ja1Wal ‘nzpnT

‘WVLIIASYNVYSOLIITVIWNIYAYYLSZIIWVYSIA NdVTNIDINYLSNIOS 131ILNSON :JNIZ3Id

‘nwines) nujaidou [eA IABU B)SE IeA/UN BjUSDEd JISielz]
JeA euesosanalau eziaad nfdynasul un nwnyjesed seqizpaesald ‘nwnfeulpig ‘snwnyesed
seqizpJesaid un snwnfeuipiiqg ejeys 1ey ‘nfidnasul seuesolal| NSIA }a1se|zl seuesolal|
ewnfepe)szi IS Swild ‘Nueso3al| nsoap ewnfepeiszi is sed nfidewioyul nbrieAs anjes efnisu|

Z2001-Z2090/058/001 :33nesje efaga)
Z X bjnupy plagyal bpnjb splipwidop 001-090/058/001 :Sinwinu ebojejey

:wslwnfepelyszl ,Xa3104 walpes eyazpaled efinasu)

NFIDNNYLSNI SYNVSOLIIT
ejnue) efas)d1 sd3 nined

seflwo)soayes) ewefo)al] wejuaned
WIRUIIA zRJ)|N duUlT dN|g oX3}10d

E nsainje]

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




Ision

100

Rev
Page 18 of 19

Doc. Number
AS10002537-002

6S

‘noifadouced aLmHLdaW Fadoud a1audasxe), LI
‘HoLSW 9 eff 1 oLgaes ou nHeduenLmdaLd aifag el eagedL
9H K] "egadLOUA BHLEANOHIS eE HaheHEeHTadU 1 HeduLsaodU 3 euoiHeY eHMadLAg (eiyn dullanlg oL
‘egadl ereHWo1d09xedL eH
SHEELDMhOLI E YLD NERL SLYPEELOLIEVN DH "OHRELIMAOL BE BX1dh BLRHIKOLMAL OWED SLYRFELOLE)
"BLOIHEY BLRHMAd198 BH dHRELDMhOL BE eaLdadd MHENERAQR NEXBYNMH DLYRFELOLEN SH 6
"9HEELOMhOL BE BIBUHBERNA 8 MHREBLBQLO B OLVNOY ‘NEDL
10 uHhuueed ‘ndosleed egadL eLEHWOLI09XEdL 10 1Bh 3 B 11 OLEON BH SHRE1OMhOLI BE SLYPEELOLEN SH 8
‘eviAitodu > eroged v egadiouk
PHOBLIOEDQ BE 1OULRUTISLD MHIHUNMITOW L0 BrHeERNA nhALrou elf eagrdL 191HanNel ‘BuaoLdA
VHhUHUOQHAEEN 8 LPEELOLIEN D UOIHRY SLNHMAALA8 1 (X3110d UgadL almHWoldoaxedL ody £
‘nuheuAHed MHHENAL BH aMaLdTaLE
BUNMYAALIQO MUALOBH 3H i eE ‘eg0L 7LD 0LI3h 1 ‘eLre1dhdog0dL BH OLDBW OLOHLEWWLLIO NURTadLO 33 el
eg ‘Hadagodu Lelfag eff eagedL NroIHeY S1MHMAA1A8 BH 1 (X3)404 egadL eHWOLd09xXedL eLeHedUdLISHID
eH elelahdogodu eH eLidowmifoxodu u oLauHaxkouoused ‘oLaHEgRLIOU ol oHagLdaddousH 9
‘egadl e1eHWO1>09XedL 8 OHAOL80L 1B8RLOL 32 3H ff NiroiHes uHMad1a8 nHattadgou num aLrieHaIsdu n
0L3HRE1OMhOL BH 3Wads ou elfkadaou 1um egaiadu 9 9H el ewoiHes eleHMad1q8 eaPWNHE 3 ef eaged]  §
“WHIT O€ 3 9adLOLA BH LOOHLRIMNKIATodU
eHuRLMhadouadu ereHIeWMDNR “BIMKULAL NHLRLeXME nwnToxodu alexdatiifou el e€ ‘LoOWUITOXQOSH
ndu aLYBHAWD B 1 oHHWLAd B a1easdagod]] "ewoiHes eleHmadidd eH dHea1dMhoU 1 dHeduduude
oHgofad woaldad>ou eHadAimd0 aifag el eagedL egadl ereHWo1d09xedL BH BHIWAL BH BLLYOWMTOXOd] | v
“elOIHEY BLEHMDd 198 UuM/m1 egadl eLEHWOLY0aXedL 8
ndoy eH o1aHeaAeedgo WAWMHUW OFF 917983 3D el BE ‘VIHIHIKELEO OHLeENaTe Lelfag el eagedL aLnLHanhe|| €
‘9HBUITERd BE HULY BEELOLEN
32 OLeY ‘OHIHIBWA S Bl SKOW OLOHREEHIIhERY "eFOL 131D UreadaLHM usiLeds BH 1 WK OLoHegedq8d
ndu eHegsdagodu aifag eff eagrdL BWaLIMD BLEHLBLEXME BH UNQOLLD UNhIDE BH BLIDOHLINQRL) 4
‘BUOIHEY BLRHMad 198 BH dHekadak
uiedsiotfadu 95 eff e eregadiouA off exgoxeLo edLIM 8 dHeLDO0 elf eAQBdL ‘UNEONRLIO UHKVHNT 1

midew nHeeudady]
‘doaLeed HahuIorOMENGD HALMARLD 29D OWED BELOMKOU 3D el eagdL egadl ereHWOLd0aXed |

egadL eHWOLIO9XRdL — SHRELINhOL BE BUHRERNL

*0LDBW XedU 10 OHILMITIEE 1 OXAD ‘010K BH eaBHedXAD 9D el eagrdL
BL 'BHIMADEN 1 BHILOMKOLI 3799 BLIOIHEY BLRHMSd198 OLeY ALY 'HMhBH HIE1D313 OL HXADEN Blf 9198100 1
‘dog1eed HanniowonENd HaLmdaLd
SOH D 9HRELOMhOL BE BLRYLDh 1 BLOIHEY BIRHMSd198 S19HXBLLEN ‘OLOHRELOMNKOL 1 OL9HREDMNRH fTal) €
"ULRANSD ULBHLISLIRE ULIN ULBHXADEN Uh1DE SLaHEd1D10 (Z08/00L Y 008/001
BH SUHIhOILNEV D) BWdOG BHITMEOIANT D ¢X9110d NQadL MHWOLD03XedL MYhIDE WA BHIKOLMAL ‘SHeE1OMhOL
eg eLEYLOh BH BLMOWOL D) '91119d%9) a1aHsaweed eff ee ‘edogieed 8 euoiHey eleHmad 198 S1aLelrserd 4
‘tHa1da1at oW eH dogLeed vum dogieed HahnIoLOUENP HaLMADLD 8 eLOIHEY eLeHMad198 S19HIMNeH 1
‘v9adw dw wo awn dw>wo s n2bHNg d awnw>Nhou bQ g
‘wHanhou
BNHWad}HON DH 2WNEKAH Wo Ww>owninsps 9 pavhnirend a3 am awads wo gondau ngoj ‘nwadyas nun
nyhpdx ) PHOId2WDE 2929 OWD20X NN ‘OHYIHPINKS DOWINhOU 3D DQ di a douady

OHRdLONhOU RE BUHRERML

*(LS8/001L VLM 0S8/001) BHBWEE BE MLIOIHRY MHMad 148 3D Leleutrad| | “eHaradaou num
eleHa1adu 9 oye ‘raurdaaxen B 1 eroiHey eleHmadida aLadagodu ‘aHBgeLY0U OHdoLgoL/aHBERLYOU MiTad] | L
‘9HRELONKOU BE BUHEERYA SLMHLRIMRhAdoUSdU S1e8iiaL oLey eLoiHeY eHMad198 eLeHIDdaWeE 91915MhO] | 9
‘eHaUadseE adgotr 8 nwret!
aLadagodu 1 (8aseL EVOLEN 3D O¥e) JAdy BUHLRLEXUE > egadL eLeHWOLD03XedL 319HALhAD OHAOLE0| | S
Heasedim, 9111904 eff oh eyeL ‘OHumaedu
3LMERLOOU B 01BN ‘LOIHEY BHMAA148 BLOWh D BLOHEN BHMAd18 BLEHIDAAWRE S1OHAWRE ‘'OWNTTOXQOH S O)Y
‘eleloiHey Axdaa sHeaudatien ee eHaLdAdL BH BLMOWOL D eLOIHEY BleHMad1a8 a1aHed1d1) €
"0J3H D BHIHAhAD 3 O¥e
Jd3 BUHLBLEXWT 10 B S19HALheRd ‘OHRELOMKOL BE BHIHRALDLO Stag eff eagrdL euoiHes ereHmadiag oxy 4

8s

"OHUMgedU BHIERIDOL 3 9h REERXNOL OL0Y ‘DHeaxedim 91119K OLeNOT ‘BLOIHEN
eleHmad1qa8 oushien aryedess ‘edoredA19o eH sHearHed1d10 1 egadL BLEHWOLD09XedL BH dHBERLIOL 3L L

egadiouA es BUHeER)K
060-0£0/€€8/001 001-090/€18/00L
060-0£0/€8/00L 001-090/Z18/00L 001-090/208/001
060-0£0/1€8/00L 001-090/118/00L 001-090/008/001

*oX2110d 19adL MHWO1D09xedL SLMHITRLD 243 egad1ouA es oiHey nHMadids

(nHhedsodu) nHedudidaHaaH 1 exel ‘(Lsan Hagdsah 3) nHednd1daHad oLxiex 93 Leleutrad| | “eword0axedL
3 1HanhNeu ndu emuiau nHuaLexuir nwnifoxodu eH o1aHeasdAnd0 LeHlowoutfou el HaheHseHradu
‘LHauiew HuiTs ndu egadiouA eHLRANOIOHW BE BHEWEE BE MLOIHRY MHMad148 MHUMdaLD 1HaWNLdoDY

001-090/018/00L
001-090/0£8/00L
001-090/098/00L

SMHeOINUQ
(Ww 'y > DH wad 0 owwoy ndu ‘ww 00 dawepd > bgadw DHWOWD0XDAW
DH ANHAhOILINEN 3) WL '] 0 DH Wwad 0 DLOIHDY dwiae bH aHpsELOUEN Nd|| T
DA} 3Ur7 an|g NLOIHDY NHMAAWIL9 OWD SWINDSELIOUEN 4 DAY 3UIT anjg Ngaduw NHWoWDoaXDdw ) |
SWIKIUAIVE
ww 6'/g ol ww g'g ww ool 001/058/00L
ww o'l - ww o' ww o' 060/058/00L
ww 0'gL - ww g’z ww'g 580/058/001L
ww g's/ 8 ww o'z wwo'g 080/058/00L
ww e/ L ww 'y ww g’z §£0/058/001L
ww 0'0L - ww o9 ww o'z 0£0/0$8/00L
ww §'y9 S wwo's wwo'9 090/058/00L
pgadw (Hauaimenugudu) | evoiHey enmadiag egadi
ewoiHey enmadiag
DPHWOW>0aXPdW uosyper eH dalawent? eHwoldoaxedL >
eH dowoH solfoy
BH D, BHIKUA]] ou dawsed Hamadiag eggyouEn 3 eff
D9ELrOUEN 32 DE DI9EAW OWIEON ) ‘,Xa}10d b9adw dw pH pd. d
HNQEa ndu pgadwouf e ,xa}iod di DH dawoH Q03 ah ‘Engadi n “Burrop

‘JLMLNATOdU

VH EWH3IXOLUOUOLDIW MXhDE 898 VYHEOLONL NEVL ILIHVdLDOdUEV ‘VHKIUIIVE

*Bdeyau nun/m eLtHauhneu
eH aHelxadak oHgondad num Ldawd olf SHINLD 3 el oW ‘erLsnHesexA n uxdaw s1nHseuradu
‘erBnHamKaduAfadu aLeaseud aH oxy ‘uidaw nHeeuradu n suHatwaduldad|| oHUdLMhOIUNE
‘egadiouf es BUHeseNiL NEdL oushien a1a1anhodu ‘LiAodu neoL areaswousn ed nradyy
‘euffodu eH egadiouf eLeH: ges ¢$HUM eHesd Lekdaliad BuHeseNA nea)

Z2001-Z2090/058/001 ‘d3d Homad1ag
Z X DHBWDE DE DUOIHDY DHMAdW29 pAEDL| 001-090/058/00 | :3WOH HaskoLreLey
1X9M0d BH ULiAfodu aLuHirawd >4 egadiouf es due> A nea)
V93d1OUA VE BUHVEVIA
1Hauheu Hni'd ndu egadiouk
BE ‘g RJ)N Ul dn|g ¢ X3}10d egadL
eHWoldodaxedLl e€ ewoiHex m_.:._._wn_._.n_.m

E mwidesrag

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

LS

IpIP{DS DYDY WL [DIIP3N SYHWS S107 ©

“JIpLID|DYIDW JAWZIY DAIA LID|DYIDW

14D21}) “UDJUDAUN 11021} UIULIR|dIYDS IpURY JD[DYIDW DA J3JUIS] 13BIP Wiy udjiljag 4ajabwis nunbnpjo Ij(12sa)
apJajay|n J3BIP 114112q 9A DPUNSOING IDIDYID LIDILL A JUSIDG ‘G'g"Y UIUDNIDW LID]} 131D @ “JIPLIDIDYIDW 1]}
ULIDIIP3I SYMWIS “ISDYIDWI WILIDSD] [DIIPRN SYNWS A ISDYIDW WIIDSD) X3140d “JUIAOULIBY ‘DAY dUIT aN|g ‘X23i0d

‘uluidey uepjewenbAn
3nb |esniBop ep ek naninpugp ejzej adny uid1 Y | 113 ep ek 15

undnj 3|1 eZe)Y| BPUISRIUOS A USNAI[I{E] IWI)SIS WNUN|OS w&_‘_m!w:ov_ ndn} lwojsoayes) L

Jijiqede jof afisyodiy/efewnenoieq
Yeaekejusny uisnje uizeb epuoAsesidsya aa aijiqeleyn njnuey 51 ndn zeb azey uedek nuiyid
‘uifswnsajaak [nuey 51 41q uewez 16 1} 419 @j1AIq 3|1 (163s41p uewIoN

uiBau10) 102U 11q j13e 1p 3jAndn zeb aze} jok $iwde£ nunyid sujuawn| opjaUCy 0L
*(A1jeze ww gL 1de3 njoA eaey esiofijiuepny

wojsoajes) ww 0‘gL ewe) Jijjeze ww o’L iuided ununjof eaey ‘lwiue|ny jnuey 3j g 6
Ijiqede jok 113 eASA UOKISH)BJUS BPUNINUOS UNUNG SA BUTWILIIG
uoAsan|as Isewyiue|nd unjnuey| 5 aiq esnj 303 Aijigejo uspau euisewue)ji} ep ef euniesey

eayes} dijid ejzey eAuesip usydni Sip [nuey 5 unzn ejze4 ‘aijiqeke|ysn] a1ak zisyaiab
uwnje zebep ef aijiqede jok 10z swnsajek j unjnuey; 51a1q ded Sijue, g

‘ulue|ny 3jA119dn3 1LI03SON) eI} ISLISS (RN BUIT dN|g 4X33404 dI9pes njnuey
31 ng npiqepide ejlisewjunseisaey uiupspalesi ynpnAng pEpunay e ulunayed
5131 uapa RS INPINANG faPULIBPIR IS BISeY BA Djapunalest ndn | |

*unjo ulwa uepunBbnpjo epjnjunzn aa ded unbAn saundny | 1n 5 L

“npijewnje} [nuey 31 aA ndnj 1wojsoadyedy Jiq 1uak
aunak aa 1jewyiae)3 Jaqesaq ndny wojsoayes) ap way [nuey 31 way epwininp ng ‘uifewsijed

efewyeyid ej10z esioAnwijo unmjwnuw yewyiexd uspundny | jel) ninuey 311963 9
‘unaeyid usway uibedey uoAsejnueyaq asinja13b oA uifajzob
puiside Lejnbing 1snunjis |os 1ke3sey ijiqesnjo 1Bipjiuey i} njok eaey wey efan
1wisiy apjey Isyy “AIpijewo uiwa uepunBbnpjo Siwjniexid unjnuey 51 ep ek uepuiBipjiuejny
Inue; 31 .41q yj2aad>uad dijipul |eq pdiuejny pi| 10 IpepIp

epuiBipjiue|jny 16edey uoksejnueyaq 11q apjiiq 3jAndny 1woysoayely Jiq 1jaaduad njuojeg S

aijigesnjo 1BIpjluey

njo£ eAey wej eAaA jwsiy apjey Isyy - ul nuojeq ndnj 1Wo}soa) eI} BPWNIND

{1 49Y SA JIpIjRW|LIBYIS BSINDASW [NUER) 3 zisa19duad ep ef ijewjiuepny jnuey 31 a1q
1]213>uad ‘esiofijiueny ejlibede)y uoAsejnueyaq Jiq ndnjy IWo03so) eI 1[2190Udd £X3340d Jig v

“uiewueyny apjjuIsay |
1W0}S03) eI 1[2132Udd -X33I0d UIdL [13USA Y1ue)aw eAaA | uapawuns$aak [nuey

31 z1s9493u3d (X33404 UII }aWUQ Iuisewzis zeb uapuudjaiaduad unundny 1wolsoayel] €

qefeped (1za)saue
wibaui0) epwelio aiq ejzey 1usfiso ep ek aijiqeiniénio Jej P 110} epRARY DA MjUN3
‘npijewiuIdey] USpUISAIW]D SeWd)} eulIR|UIS] ISIYR1I3) 19Ze| BASA BULIB[}OIIID 1YR1I3D0.1)3|T [4

& 6 "

‘ufsuuins pLngejuebey anuey 51 usp
Inin spund {es} an uapu1Bad3]Iqejo uapau ebipjiuey 5 L

10 I¥ 2 PIN

JYIIVAN

9s

‘unjesjesejo unbAn assjpWBUIZNP [BIBA  LL
JIPIPRWRIRH 1SaW|IPS 9Z1|143)S USPIUK |l WAUOK

J1q 1BueYIBY ‘NG JSIWIUR|IESE) 31321 SPW|IUB||NY BPRISEY 43} A SILUUR|IRSE) [NUBY 5| (RN dUITaNn|g 0L
‘uifewue|ny urd1 }dWaziws) nundny IWo)soayes) IKediy ng

“UIUR||NY 1UISB3I1) 31]ZIWID) UD|LIdA 3I3PES “UlKewiue|ny Liejdese y

‘uikewue|ny uoAsnjos
1W3) UIS1 YaW.zIwa) iuiwshy Jig 1bueyiay unundny jwoisoayel, g
JIp1awiIBa epunsnuoy IBeJeUE|INY [ISBU A IWIUB|NY I[USAND unuIN
uepuijeley Ijauosiad yijbes eisey esioAijiue|ny epuisip suelsey Liajnuey 31 aA 13|dn) 1W0)S0YeI] (X340 L
“JIPIISWIIPS |0I3UOY BIUOS USWAY UBPUOAISISSUL LIBI{I5e 9A UOASIzod upidjaIaduad uldl
5eW|O ulWa uepunbnp|o Siwewse oA eAewuey} Jiq UNUNUOASE|NUEIG NYOP BPUISEIUOS SA ISBLIUN|O UIWD
uapuLIRN$aIA dp|INRS unbAN US ulBRIadUSd Bp|nuey 31 aA dpunNdn| IWOISORI] 1]9IDU (X310d 9
JIp1RWILR1S0b Uz uIdl Isewew e} uapiuak aundny IWolsoayes) unjnuey 31 g 31y
$nuigb Jesey ep eA Siuuefiey aA uid! IsswawiQb Jesey ep eA IsewewUReY UNNURY 31 BPUISEIIS YI|ZIWS] S
unpunb o Isa4ns wiueyny
WNWISYew Ua|LauQ “ulnSIBap 35113436 3A UIpa |03U0) Yele|o 1jusznp ndny uld! ewsny yi5e nun|ok eaey
pijewue|Bes 3|AIsawua|ziwa) aA nuoAsesidse (jusznp unnuey 31 ‘1Bipyide uiuiuswn| ndny IWoisoaxel]
[SW|LIPUS|WSU %213|1IdA
SSWLIPUI BZR UD UAUBWIUERYA) Spuluswn| [nuey 31 eAsa/aA ndn) 1woisoael| €
e1£1£1de|Aejox 3] Azey1> UOAISYaUOSIP g ISBWINQS UKIe|Alue|Qeg Ipijaw|Ipa

epuISIp J3|U3|11[3q BpUIjeWI|e)

Jeyng duLIR)A Jejeisey ul

|0J3UO YIS YIS BPUISBIUOS DA BPUNBNPININY Y1 Wid)sis IBILIIUSAND UIULIB|I0ISUUOY 1WRISIS WnuNjos wn|
“Jipijew|ey uoliey Jes 19xed wiig Jepey ewiue|ny uidl awa|[2bus 1uisawiob Jelez nuey 3 L
JdwajuQ

|aWU3|ZIWa} BIANUOASN|OS Ulfes Jiq [L12}s 99pes ndn IWO)sod¥el|

ndn] 1wojsoayel] - newije) swajziwaj

“JIpIjeWUE[Yes Yese|o sezn uapiajmjiiied

9A BPWININD NINY 3A ZIWS) BPUNBNP|O NINY 9A ZIWS)Y [NUEY| 3| “UIyeliq eABWININY SpUlley IPUSY
‘uIka|ziwa) yeleue||ny

1W3} A NNURY 3| BIUOS USPYI|ZIWS} dA eWLI}Rq RAIAIS €
“ulue||ny} 1uIsedal yijziwa) ueue|bes a1 (SLey z08/001L
9A 008/001) U3|dN) IWOISOBEIY I[SIABY (XBLIO4 WNY UIS! ISBW|O DWIPIeA 9A3WS|ZIWIS) LIRJUOASINaS

ueydideq eASA $nwinany a3 JoH "uiAejjes apuidl UoAsn|os NNUEY 3| UIdl }aWIR5A36 NUOAS3INSS Ny J9H z

U0Asn|OS Ul[es [119)s 9ze) IuIsedlly ¥

“uzeq eUNUOASN|OS Ue(I31ap Jiq Jikez eASA uljes [U33s njnuey 3| L
*uLIDYI> U3punNdn} IW03S03)DI} NJNUDY 31 DWIDP UI3] YIWSZIW3]
“413)2338163p 2106 buDARY! UIUD)SDY 41q J3Y 34NS

ng Ij1aaug | 1 punbnpjo aul )} 434 DJD[UOAS2.}aSs DAaA SNYNw DP DA YDADJO YNJUNB UNINUD 3|
1jew|je) dwjziwaL

*(158/001 BASA 0S8/001) JIPIeA JR|INURY 51 YOP3A ‘Une
esAijJesey eA3A SnWINYNQ 9A UIPS [0J3UOY 92UQ USPIWLINS|IRA Jelyd) BASA Uspawnsajiak L
‘ulA3]zIWa} 2106 euIlEWI|R) MI|ZIWUSY US|LIBUQ NINUEY| 3 9

“UIP3 [013UO3 UBPUISISR 3I|USANG A UI{e) (eSIOAIjIUR|NY) SUISSIASP WNUN|OS eIy} nUNdn) IWolsoaxes]  §
“UN|o UIWR %a19passiy IKewepiiy, uepunbnpjo

epuoAsizod nibop ul UK SA ULNSIIAA [NUBS| 51 JIq ZIWS) SULIAK [nuUe| 51

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




€9

ision

100

Rev
Page 19 of 19

Doc. Number
AS10002537-002

‘nod1oi Shiyon3

Aoy U Snod1o1 gun
nonort Sun3xono S Syann
Uolyemu Al 13)1dod3u
('V'LI'H Am) pio3gorion
ioignouoorio H

“eisasyfeieeLu uppyee|
e} LipXee| uteA epAw

ueeynw ule| :_E_ma%sf

Smd oo
0101 pidsior 313010y

0310 10130dl10IQ DN

‘piriliy 1310010
13X3 Dj00N3%000 U AD3
3u3ioorholidX oL Alipy

NOIA3YNGID NOL N0IQI330

UolidX 3r 3xugmdizLoowy

1900 |

Irirlox oxiLoDy3
oxond ouo 3310y 31
10139DN3NODI0N A3Y

Slonnzsiooiny

U3y vinurodsriy

5Sln3xoo1o piaUriodsry

50QILdDL SONIQMY

e)jojenuobutine
eneyjefonsg

euenIny eAgHapId

‘JnunyIobuIyeA uo

snexyed sof ‘genAey ees 13

2|[IpIsYoIUB3|A1 NYO|3)S

elee

ejsisyaje|wnuouuon|

nSIsIWEA 13

efesiwen

USUU3 eABHaMey

1pooyes3

L2 ] E

wons [

*9b9] U3 Ae sa1aUIPIO
132 53635 uny 32149530
anap uey bulunbAo|
Jsueyuawe Jap3
2aybipyisioy

skjos apjaup
Jojuain sasersqddo

10} sareraqddo

*)6ejope 43 uafselequia
SIAY SANIG D! BN

pisyousifie

Iy
syajejuwnbinyeu
pau Jjsway ay|

jussnpold
Uauul saynig
ojepsuofsynpoid

dpojyeg

19ybIYIsIod

MsioN E

‘abze| ud

Je uoneulpio ed 3| Je
sabjaes uny pnpoid apap
oW Ao|jsupuaWe 3bja)|

shjjos
10§ Sa)33eSpN Y| BN

1oy saiensqdo

bipeysaq
13 uabe|lequua SIAY
‘S3pUIAUR X! B\

pixous}f1a
EEITREIEHTIENS

ey

xaje[lwwnbinyeu

Je|suwaly |

weyuqey

Uspul sapusAuy

Spoyyieg

6nbisioy

ssueq E

N
NS

@ *

< & e A EYU

29
“J4P0NA UBPIOM

SJB U39 UBA JLIYDSIOON “BAIje}|NJR)
uoneuipio ed J33 e doJoJoop puaynjsin  “edIp3U e} 3juelpaw  uondudsaid Jod 0 0dpa
sef[es 1sepua pnpoid pnpoidyipbews (57 nosodipaw e oaisodsip  un e oalisodsip 3153 3p
euuap Jej buluyisbey 3p uen) buinabiam 9)s9p epuaA e dbuULISAI  eJuaA B| udbULSAI NI
[esapa)yjsueUawe 16IU3 3[eUOIJeU 3P SUBJYIeIY "W'3 S0P [eIapay 18] ¥ p so[eiapa) saa| se
3aybI :doja ‘oednednid :uopnexdId
Wpiuoz Iejos zn| Jejos zn|

snfos Joj seppiys

uee Ud|[RIs100[q BIN

Bp opejseje Jajuely

©|3p sofa| asebuauey

1110} SeJenIQ{ uazemaq booiq 0235 JaJuely 0395 Jebin| ua asebuauely F
“epedlyiuep
‘pepexs Je uabuiuydedioy s pbipeydsaq buppjedian J3AS3 Wabejequua ‘Opeuep ejsd
WO SepueAUR )UII{ 3P UBIPUI UaXINIGRB JaIN 235 Jez|jin oeN 3SBAUB [9 15 JeZI|iIN ON

pixous|ia 3pIxoudIAYIR SIETIEET] opxo
10W PIRASI|UR)SID opuezi|iyn opezL

JoMUeRy [eruey apepnuend pepiue) __m - -u

Xajejluwnbiniey  xajepaqqni yfiinnieu [eInjeu eyeLiog ap [enjeu oyoned

paw piof6 ajuj 10W PleewdBIAIN  Xa)e| WOD OpedLiqe) OeN 3p Xa)e| Uls opedLigey
EXTENT JueLIge] aquedligey aqueduqey 1

aiojpugnuy  winepsyiniga aisialn e lezpn PepiNpe) 3p ey>3y m

winyepsBuILLRA|LL wnyepabeduqey 0dlqe) 3p eleq UQIEDLIGe) 3P BYP3S a
poxyleg apodjeg 2)0719p 061pod 210|3p 06Ipo) E
doj oednedxald uopnexdld Q

e)jSUaAS E spuepiapaN E sgnbnyiog E |oueds3 E

N\
NS

19 APR 2017

Rev. 001
Effective Date

CO No.: CO-10029546

FM-DVSOP2002-01

WORK INSTRUCTION

L9

Eff. Date: 25-OCT-2016

ARTWORK SPECIFICATION
INSTRUCTIONS FOR USE - BLUE LINE ULTRA® TRACHEOSTOMY INNER CANNULA, SINGLE PATIENT

USE (FORM FILL SEAL - SOFT PACK ONLY) (10002537-002)

bringing technology to life

smtths

WI Type
Title

1S 0 PIPaW 12 OAISodsip

(vsn)3(eiapaya66a) 27
suoizuany

31[0s dN|
e|lep osedi e asauaL.

[ORATEIEET)

‘ejeIbbauuep
93U0IZaju0 B
35 31ezzI]lin UoN

3U3|1}3 1P OPISSO UOD
3UOIZezzI|l3)s Ip 0P|
eyuen)

Jleinjeu ewwoh

1P 3D1}}e] BZUBS 0J3OPOId
ajueduigoey

o1ju3 lezziN
auoIZedLgqe; Ip eleq

30| P 2dIp0)

auorzuany

oueyey [}

“uapiam uagababge
Bunqgraiydsisp AYPIZIe
JNe 3P0 121y U3UIR
AN INU USYUYISION
UaIZ3a53b usp

UDRU NPl S3SAIP
Jepysnuspu|

ISIO7

uazZNYs JI|UBULOS JIOA

UBILeMmaqyne Uaxdol]

“USPUIMIDA
WP bunyediap
12161peyDsaq 13q Jeyu

piouslAya

abualy

J|[@359613y
ynydpsInexnien
sne xaleT 4w IYIN

510] JEGPUIMIIA
wnjepsbunjaisioy

Bunuydiazaquabieyd

Wpisiop

yasinag E

*9[edipawl uondinsaid ins

anb Jinpoid 33 ap 3juan
EESTOULENTaEI
3[e1apay uoneysiba) e

< uonuIRY

0S NP 3131w
©[3p 1Ige,| B IBNIISUOD

295 Ne ISAIISU0)

‘9bewwopud
153 abe|lequia

aulpap
pAxo, e 3sRS

amuend
(>noynynoed) jpinjeu
Xa1e| sues anbligey
JuedlIqey

3|3uee Jasijin
uoIJedLIqR) 3p 3jeq

10/ 3p 0RWNN

uonuany

siedueiy E

‘uepisiyd
©J0J3pIo 3y} uoJo Aq

9[es 0} 3IAIP SIY} SIOUsI

Me] (Y'S) [piapad
opne)

W6Iuns wouy Aeme daay

Kip daay

‘pabewep
s|abeyed J asn Jou oq

apixo

Qua}Aya buisn pa:

fpuend

XaJe| J3qqni

[RANJRU )M SpeW JON
Jainydejnuely

Aqasn

ainpejnuely jo aeq

3po) yoleg

uonne)

ysi6ug B

x>
s

(=

v

W
7

(a

@

< B FHe R B U

09

‘NHIELUDE DEDAU NYhNIG *S | OZ [DIIPIN SYIWS @

‘NNNH39W2902 SWNHW9WO02D DH nN2ALraA e ndpw nun nydpw ny>eozdaw ‘BNHDEEDH Nxd902deW

wWp9BLELWOQEAAU NYADW N BNHDIEDH NWDHIWOUA NLIDHDWO NYhNIG ‘NosKAaQ n2Ado nosEH 9 n [Ty bH nidow
ny2902deW N NWHAWDU DE DWDYKAL) 9 bHPANdWON2ad 3 DIADW DWIDXI802AAW 3h ‘DIEDNOU @ WALOIWN)) |DIIPIN
SyNwWs pH nydpw nx2802dawW DI [DIIPIY SYNWS N X21104 HNDENQ DE DWDNADW JUSAOULIY ‘DY) dUIT aN|g X3}104

d

A nuumn ed oH elf es ‘eregadi Axdaa souieH
HaXAuleH uum anuvaidasa 1 BH 0. A a11ea180EM ‘eg0L Woud 1 egady
eleHWOLY09Xedl BH BUALMHMUTRA) WA SHemuUI' RE BLRIWSLOUD BH OLdHREhOILNE BH dwadsa oy LL

ehALd oL

.=5u=o:sx\m_znmn_._.onmo o mzmmo: e n

€ed eH 1ngal’ suHdoreduudya nhuHed.o el HUheH ngoL ou n diag e

awow ged Hadadu eg egadl ereHallells) *(uewion unL >d dueH) suaLl J eH

eHawAl g eHallelren ‘cel HadadU € egadL BHIRMDNEOY WK OLNOY ‘Ua.lq sedu Hou uaLnHNTaad
>4 oHifoes egadL eHWoLd09XedL 3L oLeloi eHmadiqag aiMBgeldoUu 3 0L

*(Www g’| > egBLeWeH eMN1dU S1MHIALeXUT
eH 1adatswent’ orsoy ndu ‘ww ool daweed > egadL eHWOLI09XEdL BH SMHIKOIUNEN D) WW
0°L > egBUeWEH EMNLIAU 1MHUALeXUY eH 1ada1awents ervoiHes eHmadiad eH saHeaswousn ndy 6

‘aHeamAues nuum

:s:xme:s ._.S_snmsuwn_._ el oLnoy ‘n1adyad eH saHeauAdLeH olf aifagols elf akow ewoiHes

diqaa edax BH Ol W "eisaxedi eH aHeamAues num aHetadak o

affogol elf n egadl eLeHMHAg 10 0JOHW 3fdaaL eHalellen  elf aow ewoiHex enmadias

eleluall oHawexad|] *€el exoLou nhnHedlo el OHMULEN MUK OL3HBARLOOU Udu NLdOHTAdL
oY afegol elf awow darawent? meifoxdousH > dias eH o. n 8

*oB13|N) Ul 2N|g oX3310d N9adL MHWoLY03xXedL > owed egswousm 3 elf
eagidl eroiHey eHmadiqag UEe] "BUOIHEN BLEHMAd 198 10 B1eNE0)eUO BH e1ayunLd Axdas nEedL
3 ‘elHamMfeul BE S1NLINNLD U egadl eLeHWOL)09XedL BH NLdkeh 3L d1> Axdaa ed
BE BLEMHOhRHEO LBHERdD 3D o1ey ‘ndagodu 2> el aKow ego] "eaELOLEN 3D OLBON ‘egadL
eieHWoLd09xedL eg eHMKLUAT U dalawent miifoxidou > aifag el eagedL evoiHey erenmadiag L

‘euoiHey eHmadiag

1 egadi eHWOLYO3XRdL NEOH > NHAHAWeE Lelfag el n oHifoes NHaHedL)10 Lelfag elf eagsdL

egadi ereHwold09xedL 1 eroiHe) eleHmad1dg "euud >4 egol aimgedueH el aiueainuo
92 9H ‘egadl eleHWOL09XedL 10 IOIHEY BleHMad1qd 1MHedL)10 Bl OHXOWEQAE 3 9H ONY 9

*aHedunuoiHeNal eg
Oldheue) 319Hed 1110 OHERQREDH ‘OWMNITOXQOSH 3 oxe ‘U dadLull Hadoreduudad ex nnenendu
es elHaMheu a1yeseloivgey ‘emuniau s1nHraLexull eH BUNNAdLYQO BHIAL UUM BHRULORh
nhAuou 3 el 3KOW ‘OHdgedUeH 9'4Q 9H eFOL OMY "eHAHEd 110 d eUOIHEY BleHMd1dd 9h
uum ‘eroiHey eHmadiaa eHedud1d9HI RAEOLEN 3D Oh N LEHIALLLO OHUALBH 3 1919MHEW
oh ~_\_.u_mm..» 2> elf eagedy 18Ua1MgadLo]] ‘LtomHew > egadL eHwoldoaxedL eHedudidaHad >

es ©H dHeaswousn ndu £} H S

‘emnidu aLMHLaLeXNT eH BUMNAALIQ0 eHUAL numn

eHhULYEh NhALOL 3 el aKOW ‘OHdgedUeH aifag 9H egOL OMY "LeHIALLO aifag elf eagedL egadL

eleHWoL>09xedL eH 1919mHew BehALd elesal g | ‘eHaHed1d10 aifag el eagrdL KL ‘ewoiHex

eHmadiag eHedudidoHadpaH ewn oxe ‘UM ‘eroiHex eHedndidaHad easwousu a1 elf eagedl
‘aHedunuoiHeNSY BE dheLeN D BAELOLEN 3D X3310d egadL eHwWoLd0axedL erteHedudidaHad ony v

‘egadl erteHwold0axedL
eH ereldhdosodu £adu €ea eH OL3HRhULEN dHRABLRdaL0adU a0 D / X3)10d RLUOIHRN
eHmadiaa eHednd1d9HapaH BHIRLIOU d BH O)E HI8D0 ‘BUNEUNLHIE BHhIHEXaW

uum eHhad eg X9110d egadL eHwol>0axedL eHedndLdaHa D SLNESELOLEN BH BIOHUH €

*(BueaLdaHe eH awadsa ou dawunduen) eifad> Fodowomy > eHaLe10Q0 8 eABHBAWELLELE
32 UK 390€R] MHhNDYOL eXAEdd 998 BUaK10 19/MdOUXUMHNENLOU OLeY AL ‘eSIBQEN
9 elf eagedL ndager HhNIdAdNX BH Mhal > NN KOHOALYBUS BH NTOdLYBLD J 19LMeLHOY| z

*egadi ereHwoldoaxedL g u daifes eH a1 d

am 1 a1mmAueE B el 913OW HMhEH g9)eL OU OLeX nair e. diaa a1 " D 9H L

BUHITKIdUATIdU

This document and all information contained herein is confidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




