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BAN DICH
TRANSLATION

HUONG DAN SU DUNG VE SINH VA TIET TRUNG CHO DUNG CU PI KEM KHAY VA TAY
CAM CHO VAN TIM NHAN TAO SINH HQC VA VONG VAN.

Canh bdo: Luft lién bang (Hoa K¥) han ché ban thiét bj nay béi hoiie theo chi dinh ciia bac si.
1. Phu kién di kém

Nhimg huéng dén sir dung nay 4p dung cho tit ca mau khay va tay cdm ctia van tim nhan tao sinh
hoc va vong van. Huéng din sir dung cho van tim nhan tao sinh hoc va vong van Edwards
Lifesciences cung cp théng tin vé viée st dung nhimg dung cu di kém nay.

2. Cach cung cp
Dung cu di kém duge dong gdi tach biét, khong vé tring va phai duge 1am sach va vo triing truée
khi sir dung. Dung cu nay khéng thé vé tring trong bao bi gc.

3. Huwéng din v§ sinh
Tét ca tay c?am, khay va nép phai dugc lam sach, khir tring va tiét tring trudce mdi lan str dung. Céc
phu kién nén dugc thay thé thudng xuyén. Hay lién hé voi dai dién ban hang cia Edwards
Lifesciences ctia ban dé& nhin dugc cc san phdm thay thé thich hop.
THAN TRONG: Kiém tra cac tay cdm dé tim cac déu hiéu hao mon, chéng han nhur xin mau, nirt
hodc ran. Thay thé cic phu kién néu quan sét thiy c6 bt ky hu héng nao.
CANH BAO: Khéng thé xac dinh vj tri cdc manh v cta bé kich song bing thiét bi hinh anh bén
ngoai.
3.1 Huwéng din v¢ sinh thii cong
Rira trude (néu cin): dung dich tdy rira anion enzym Klenzyme hodc tuong duong.
Lam sach: Lam sach tay cim trong khay va cé nip dugc thdo rdi trude khi st dung 14n dAu va sau
mdi l4n str dung bing dung dich tdy ria khong chira ion (vi dy Instru-Klenz) trong may lam sach
(vi du STERIS AMSCO Reliance 444), giai doan giat téi thidu 2 phat
3.2 Hué6ng dén vé sinh ty djng

Rura trude (néu can): tiy vao quy trinh ctia méi bénh vién

Lam sach: Dt tay cam, dé khay va nip khay vao bé dung dich tdy rira, ching han nhu Cidezyme,
mot chit tdy rira c6 chita enzyme, v6i thdi gian va nhiét do do nha san xuét quy dinh. Pam bao
ring céc dung cu duge che phu va khong cham véo nhau. Lam sach céc phu kién k§ lung bing
ban chai nhya mém trong 5 phit; loai bo bét ky tap chét bé mt bing ban chai mém. Khéng str dung
chéi kim loai hoic len thép trén thiét bi. Ludn st dung dung dich vé sinh méi giira c4c lan vé sinh.
Sau do, rira ky timg phu kién 5 1an trong 1 phiit bang nuéc khir ion v tring.

Khur tring: Dt cde dung cu di duge 1am sach va kiém tra trong dung dich khir tring (vi du Cidex
OPA) trong thoi gian va nhiét do do nha san xuit quy dinh. Dam bdo ring céc dung cu dugc che
phu va khéng cham vao nhau. Sau d6, rtra k§ timg dung cu S 1an trong | phit bing nuéce khir ion
vO tring.

4. Huéng din vo triing
Tay cdm phdi dugc thdo roi khoi bat ky phu kién ndotrude khi téi khir tring.



THAN TRONG: Khéng tiét trung bét ky phu kién nio trong thing van chuyén ctia chting. Tay cim
phéi duge thao ra khoi thi nhya trude khi tigt tring. Mdi té chirc nén sir dung céc quy trinh bao
gdm céc chit chi thi sinh hoc dé x4c dinh hiéu qua ctia quy trinh khir trimg.

THAN TRONG: Khéng xép khay trong qua trinh tiét triing.

TAt ca cdc miu phu kién déu c6 thé duge tiét triing bing céc phuong phép tiét tring trong ndi hép
duge khuyén nghj sau:

Tiét trung bang hoi nuée trong lyc:

C6 bao boc:

Nhiét do 132 — 137°C (270 — 279°F)

Thoi gian van hanh 10-18 phat

Khéng bao boc:

Nhi¢t do 132 - 137°C (270 — 279°F)

Thoi gian vin hanh 3-18 phut

Hat chan khong:

C6 bao boc:

Nhigt d§ 132 — 137°C (270 — 279°F)

Thoi gian vin hanh 3-18 phat

Khéng bao boc:

Nhiét do 132 — 137°C (270 — 279°F)

Thai gian vin hanh 3-18 phat

Ngudi ding phai chiu trach nhiém vé chét luong cua bit ky sai léch nao tir phuong phap lam sach
hodc khtr tring duge khuyén nghi.
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Chi dinh bai
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dinh cua bac st

=
s X
=

Canh b4o, Xem huéng dén sir
dung

Khéng sir dung khi bao bi bi
md hodc hong

@[>

Dai dién ban quyén trong
cong dong lién minh chiu Au

EC |REP

Noi san xuat

> 3

Khong vé tring

TN .
[ECTREP) i E I
Edwards Lifesciences i 117107,
Services GmbH | 198895003 A; -
Edisonstr. 6 c € © Copyright 2010, Edwards Lifesciences LLC.\.
85716 Unterschleissheim, Germany Edwards All rights reserved: ,
Manufacturer asall Telephone  949.250.2500
Edwards Lifesciences LLC 800.424.3278
One Edwards Way Fax 949.250.2525

Irvine, (A 92614-5686 USA
Madein USA



Téi, Vit Thi Tinh, CMND sb: 017253279 cép ngay 18/01/2011 tai Céng An Thanh Phd Ha Noi; cam doan

dich chinh xdc gidy to/ viin ban nay tir tiéng Anh sang tiéng Vigt.

Ngudi dich

-9

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 28 thang 12 nam 2021 (Ngay hai muoi tdm thang muoi hai , ndm hai nghin khong tram
" hai muoi mét).

Tai Vian phong Cong chimg Nguyén Hugé, dia chi tai sé 165 Giang V&, phuong Cat Linh, quén Pbng Da,

thanh phd Ha Nai.

Téi, VU THI LIEN - Céng chimg vién,trong pham vi trach nhiém ctia minh theo quy dinh ctia phép luat.
CHUNG NHAN

- Ban dich nay do ba Vii Thi Tinh, CMND sé: 017253279 cAp ngay 18/01/2011 tai Céng An Thanh Phd
Ha Ndi, 1a cdng tac vién phién dich cta Van phong Cong chimg Nguyén Hug, thanh phd Ha Nbi, da dich
tir tiéng Anh sang tiéng Viét :

- Chit ky trong ban dich dung 14 chit ky cia ba Vii Thi Tinh;

- Nbéi dung ctia ban dich chinh xé4c, khdng vi pham phap luét, khong tréi véi dao dic xa hoi;

- Van ban cong chimg nay dugc 1dp thanh %'én chinh, m3i ban gém C}t(},q trang, luvu mot (1) ban tai
Vin phong Cong chimg Nguyén Hué, thanh phé Ha Noi.

S6 cong chirng: Zf%% Quyén sb: 01 /2021 TP/CC-SCC/BD

___CONG CHUNG VIEN
o
VAN PHONG \&
CONG CHUNg

vU THI LIEN
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Edwands I.Efr.-.riu'uu‘syr
Bioprosthetic Valve and
Annuloplasty Ring
Accessories Care and
Sterilization Instructions
for Trays and Handles
Caution: Fedzral {USA}aw sestricts
thisdzicetosala by e cathe crderefa
physicizn,

1.0 Accessoties

These instructions 2pply to 28 tray aed
hasz eadeds for Beprosthetio vabes
and anresteplasty rings. The kstructions
For Use supplied with

Edwards Lifesciznces bs prosthetic
vehes and anralaplasty ings previde
informatmn o the e of thes2
20CE5THIEL.

2.0 How Supplied

The accessories are packaged
separately, provided nensterile
and must be deaned and sterilized
before each use. They cannot be
steritized in their original
packaging.

3.0 Cleaning Instructions

Al handles, trgys, a0d lds mast be
deaned sepaniziyand stertaed prict 1o
eachuse. Accesseries shoutd be replaced
vn A rautine bash, (etact you
Edwards Lifesdences sa'es
representative 1 cbtain approgeiate
teplacEnents.

CAUTION: Examing bard'es far signs of
wear such 25 dilress, aackngor
aaring Replace handleif any
deterpntionis olnerved.

VIARNING: Fragments of the handles
casmat bebecated by means of an
aterzlimaging device,

3.1 Instructions for Automated
Cleaning:

Pre-rinve {as needed): Flanzyme
ENZyMatic 2o deieegent of
equvatent,

Cleaning: (fean handles within tray
and with b éetacked price toisitial use
and after eachuse with ansniani
dorenyent desning solution {enample
frstre-Fleng} ina mechanial washe:
{exarmple STERIS ANSCO Retiance 444),
Esun 2 minte wash phase,

3.2 Instructions for Manual
(leaning:

Frerinse (as needed): Fer hospeal
pritedure.

Cleaning: Flzce the hand'e, trey base.
and trey Fdina cleardng sl tion bath,
such as (idezyms, an enzynatic
deiergeet, fariha time and temparature
specited by its mawfactues tesere
that B2 stnments are coveeed and da
edttowch eath elher, Ueanithe
acessaties thasoaghey with 2 sofi
plastic brush for § misutes; remave 255
supeeficial impurties vith the saft
beush. Hever vse retal brushes of steed
vecl catheinstroments Always use
fresh dearing sehaticn betiween
dearengs. Mlerwerds, rose each

Edvrards Lifescones, the styhzed
Elge ard Edwieds ate trademaiks of
fddrads bfestiontes Copoiation;
Edwards Lifestiences 2nd the stylized
Eloga are regstered in the US. Fatent
end Trademark Gfize.

Venzyme isa registered tademark of
Merck & Co, fac.

sty Fleaz and AMYO Peliance 444
aretrademarks of STERIS Cspsation
Gdzeand Gleryme are registered
Wraderarks of AMdvanced Sterdation
Products, 3 Jobngen & Jebasen
Compariy and Divisica of Ethicen, Inc

2ecessary thiseughly St fa )
minte with sterle, delaned water
Disinfectian: Fiace the doaned and
inspected struments in ésinfection
sattion {erample (ilex 0F4) for the
e a0d termpuratute specdiod by the
manufaterer, Lasure that the
instiuments aee corered a2d danat
tewch each other. Altervrards, rinse each
instrument thorseghly § times a1
ride with sterde, deiwnized vater,
4.0 Sterilization Instructions
Theeaded hard'es mustbe
disassembled from any 2ccessaries
before sestaribaation.
CAUTION: Do rot stesilze avy of the
accessories bt shippineg conlainers,
Hard'es mast be removad from thair
plastic geodhies priat to sterdizatioa,
Eachingtitetion shau'd use peocedires
that bl Lgeel indeatarsta
determie the effectiveness of the
stetfaation procedure,
CAUTION: Da net stach trays duricg
steritation.
Rl accessory models canbe
sterifired using the following
recommended autodave
sledlization metheds;
CGravity Displacement:
Weapped:
Tempaziure 132+ 137°°C
Q10-219'F)
[igcare Time 1018 mimites
Unwrapped{“flash™y:
Temperature 132-137°(C
(270-279°F}
Eposure Time 3-18 minates
Prevacenm:
Wrapped:
Bopreatee 132- 137°C
(270-219°1}
Bpesre Time 3-18 renutes
Unvapped (“Mlash”):
Temperature 132-137°C
(276-11971}
Dugsue T 318 reinutes
The wer s respensible forthe
aabficatizn of any dzviatizas from the
recorwmended methed of deaning ot
stenlzaton,

Instructions d'entretien
et destérilisation des
accessoires pour valves
bioprethétiques et
anneaux d'annuloplastie
: plateaux et poignées

1.0 Accessoires

Ces imtr s sepptiuant 3 tess bes
rmodiles de platesecet de paiyrded
pout valies Boprothétigues et anneauy
dannuisplashiz. La natice d utSaation
fraanie rvecles voloes boprethétiqass
£ hes aneauc dasnclaplisie
Edwa-ds Lit=
Tfyr
2SI,

a1 Teibseticn de tes

Edwards Lifesciences, le oga E stylisé et
Edwards, sont ¢es marques
(ommeiates d Bvwands Lifescientes
Cepurztion  Bdwards Lifscences etle
1290 Estylisé st des margues
dipostes aupits ¢u Burtea des beavetls
eldes masques commercisles des Tlals-
Lras {100

Feniyre e3l ure margue emmariale
déposée ds Merck & o, fne.
Tasdru-Rlena et AMSCO Reliznce 444
sond d2s marques tommentizles ds
STERS (orporatica.

Gidex el (idezyme sonl des margues
emmany'es dépssie dAdeawed
Steruaation Fredicts, fliale de Johason
& Johosan et division d Ethinon, I,

2.0 Présentation

Ces accessoires sent conditionnés
séparément, sont fournis nen
stériles et doivent étre nettoyés et
stérifisés avant chaque wtifisatien.
lls ne defvent pas étre stérilisés
dansleur emballage d'erigine,

3.0 Instructions de
nettoyage

Les peigndes, plateaucet couverddss
davent Ere nellegds sépasement el
stérdds avant dhages utitsathn,
Pespplacer tégusirement ks
eccesselies. Contacier va représentant
[dwaeds | esciences poor chienir les
tethasges approprides.
AVERTISSEMENT :VeriSiet Febserse de
signes dusire comme ene matité, des
Rhures s vaquehees sur bes poignes.
Pemplxerhprigideencasde
eéériontien.

MISEEN GARDE - 1¢s fragmenis de
piandes ne peuverl pas Ee repérés
mapendun dseif dimagenie
(TS

3.1 Instructions de nettayage
autematique:

Peésincer (sibesoin): Dtergent
anipnigue engymeliqee Menzyre cu
Eguivelent.

Nettoyage : Nettayer les peignées
dass e plateay, kb cowndie elant
Sitachd avant fulfsatonindisls ¢
apees chaque LSt Ve Ul
cedition danellopage ditargente ron
irique [par exemple, Instry-Kanz)
dang pre Liveuse ndaanique (par
eemple, STEFS AMS(O Relance 444)
avec une phase e ixvege d'aameing
doa minuies.

3.2 Instructions de nettoyage
manuel:

Paérincer {1 besein) : Confermiment
auprelecole da fetabissement.
HNeltoyage :Pizcer b prianée, abase
du plateza et le conercle du plateay
dass en hatn de solution relisjente,
comime (1ezyme, un délergent
enzmatiqee, en respactart a durde et
I3 température spéaifdes parsea
Blricant Yasserer g2 g instrumants
wnt WS a2 ST pas o (it
fzsus 2vec fes 2etres. Ben rettoger ey
argessoins A ung bpsse ea plasticue
seapie perdnl ting Ficues; 1etier
todtes besirguretds superficieles amg
{abrasse smople. Ne jemais utiser une
brosse mitallque cuwne pate de fer
sur bes irstuments. Teajours eliser ene
sedatian de nelloyage progee pos
chaquee seltoyage. Rimcer ensuite
abondanmact chague acessore ting
fols predentvoe mrte svecde leau
desioriséestén's,

Désinfection : Piacer ks imstrenints
netteyes el enamings dans s solution
gz désinfeqticn {par ozmple, Gdex
GRA), entespetant b durée ety
templeatue spétififes par le fabukast
Sassurer gue les bstnrents seat
eweris el ne sonl pas en coatat les
wns e s aatres. Rncer emste
ebondarmert dugie ntrungnt tog
feis pindast ene minete 2vce de Feay
désanisdestinie.

4.0 Instructions de
stérilisation

Démaateres poignées Hetées de lewr
gesscirz 1l toote rouelle
stérivsation

AVERTISSEMENT : g jamais stérdiser
1 acesiche das g embatage
dapidition, Les papdes dofvent e
tetiées dz bevrs poches en plastique
2eentha sténtsation Uelabtiscement
easpitalier doit vtiiser vne méthode de
sténifsation avecindtateurs Baloyiques
efiade vérfier fefficaciié dela
procédure de stérfisaton.
AVERTISSEMENT : Ke paserrpler les
lateeur peadent by stédiation,

Tous les accessoires peurent étre
stérilisés conformément aux
méthedes suivantes
recommandées de stérilisatien en
auntedae:

futedave ddéplacement de
gravité:

Enveleppé:

Temgdratwee 132- 133 °C
N9-29°H

Due deipositicn 10- 18 mimtes
Nen enveloppé (c rapide
Tempdratuze 131-137°C
{70-213°R)

Durde deapasition 3 - 1 mingtes
Stérilisation avec phase de vide
préalable:

Erveleppé:

Températize 132 - 137°(
Q16-21371)

Durée dopositiza 3 - 18 minates
Henenveloppé (= rapides):
Températeze 132- 137
2n-490

fede doposition 3 - 1 minutes
Lisats atrespmaiie dala
caatficatizn de fost écari perrappant d
laméthade de nettoyage cude
stfnfsaton recommandde.

Pflege von Zubehdr
bioprothetischer Klappen
und Annuloplastieringe
und
Sterilisationsanleitung
fiir Schalen und Griffe

1.0 Zubehdr
ese Areiturg g fir 'l Schaten-
und Gefl-Modside Rar Bapeothetivte
:ppen wnd Anealoplastieringe. D'e im
Licfenumfang des boprothetinchen
Fleppenund Ansuloplastiringen ea
Erigraeds ifescicaes emhattens
Gebrzarhsammeising enthalt
hfrmationss rur Vermendurg d=gss
Zusthins.
2.0 Lieferform
Das Zubeher ist getrennt verpackt,
untlerilund muss vor jedem
Gebrauch gereinigt und sterilisient
werden. Die Zubehditeile knaen
nichtinder Originalverpackung
stesilisiert werden,

3.0 Reinigungsanleitung

e Cofle, Behilterud Dechel missen
vot jedea Gebrauch qatiernt gtn gt
nd sterlascent e den, Das Tt
solfie regetmify angeiavht

Wenden S sichanheen
Edwards iestiences Vennsbapartngy,
entsprechendss Jubehdt

HINWELS: Grefe aut
thrlrmgeaditmungenvee matie
Stethen, Ercebstetinedis Fisee
vrtersuchen. Grdfe 2ustauschen, e
Versdh'ed festdte el

Edevasde Desciences, das sblisiene
E-legavnd Edwards ind

5
iencesund das stifinte
Elegprsatizin USPatertand
Trademark Cifice {US-Fatert-uad
Markenamt) engelrigen,

Mepryme ol eive eingelizgens
Hardedsmadeven Meeck & Co |, o,
Imstrg Biee yod AMS(O Reliance 444
s Hazdelsmarken der STERSS
Cerparatin.

e erd (erpme sind mngetragine
Haedelimaten vaon Advasced
Stration Frodudts engm
Jehrsen Usternefenen ved
Gesthifuberzch von Ethicen, st

U

WARHUNG: frzzmente Cur Gzif'e
oozen picht pithife ven enternen
Eddgebungseormichivngen georiel
veerden,

3.1 Anleitung rur zutomatischen
Reinigung:

Yorsgulen (falls erfordertich):
Arionischis Enymessiqu Menzyme”
et atviches Mntel

Feinigung: ¥or dem erstea nd nach
jedinm wsiteren Gebrauch G Griffein
et Scha'z bed abgenanmeram Decked
it icht-irischer Reislgungsiosing
(r.8 bty Mepadineiram
Feindguesgaappanat (2. B STERS AMS(D
Peliance 444) resvigen. Waschagang
rindestens 2 Maaten,

3.2 Anleitung zur manuellen
Feinigung:

Yorspalen (falls exforderlich):
Cemal Cepflogtndaitendar
Bavichivng.

Feinigung: (rff, Sckatenbeden usd
Schakncedinlinea Bad et
engymatischen Reiniger. 2.8

Tempeatin genaB ilentellerangaten.
Caeaafaditen dass & instonsnte
bededh sind nd sich ridht berGhren
Das Zebebdr S Mireten Ling grandich
ma vieithen Fumststeffunste

1 debidle

(oarthementirmtungs
entfernen. Ui bstrum:

efver Metafibste oder Sablwadle
tearbeiten, Bet jecer B triecke

. Kach der
e § mal 1 Mnute bing

i sterdem estionisentem Wasser
grindich s,
Desinfektion: Dz gereinigten und

Fagizeen batienénie in
Cesnfektionsiissny (2 B (idax OPA)
eegen, Davir end Tempatatur gemaf
Eertet eranqaben Daracf achten, dass
e mstreme e bedecktsird und sich
richt bzrcheen. ArschieBen &
Smal | Mingte lang st sterlem
entiorigizitem Wasser grindch spiken
4.0 Sterilisationsanleitung
Schwavthare Giffe milssenvet det
Festeritsationven jedom Jebehaned
bsenommeawHien.
HINWEIS: Tubehintalz il im
Tarsponbehe'ter stenfiseen Gnife
rsen vor oo Sterdaaton o dea
Fusststeffbeute’s gansmaren vanden,
Jedes Kiiedum Valeheen
ervreniden, € blalagische Bddatean
f Estnaung caWebsambe't dzs
Sterlisierurgiva BhrasenschbeSen
HINWEIS: [ Bcha'terwatvend dzr
Stenfication meh grapein,
Die Zubeharteile kinnen gemall
derfolgenden empfoblenen
Sterilisationsmethoden im
Autoklaven sterlisient werden:
Cravitationsverdrangung:
Mit Umverpadiung:
Temperatur; 132-137
(279-2719°F)
Esvikaait: 10-18 Rirten
Ghne Umverpadung
(.Blitaverfahren®):
Terpertue 182-137°(
1-279'0)
Besingat 3-18 Minsten
Vervakuum:
MitUmverpackung:
Temperatar 132-137°C
270-279°F)
Bwirkzeit 3-18 Mincten
Ohne Umverpackung
(.Blitzverfahren®):
Terpenter 132-137°C
{270-219°R)

rarizat: 318 Mingten
{fir e Qualfiziensg
Jeatchar Abwcickungen vendes
englchlenen REnigungs- oder
Sterdiativsmelhade veraatacrtlh




Cuidados de los
accesorios de valvula
bioprotésica y anillo de
anuloplastiae
instrucciones de
esterilizacion de las
bandejas y las manillas

1.0 Accesorios

Estas bstrucricnds se aptcan a tedas bos
madehasdz basdelas y manclas paca
vilpdasbiopetésicas y arnifos de
avstoplistia Las st Genss de usd
sumerestradas con las viliulss
binpretdsicas y anfies de arsoplastia
de [dwards Lifestences ofrecen
infarmacién sebre e usa de éstos
2RSS

2.0 (émo se suministra

Los accesorios se suministranen
paquetesseparados ysin
esterifiradidn, parlo que se
deberin limpiary esterilizar antes
decadauso, Nose pueden
esterilirar en su envase eriginal,

3.0 Instrucciones de limpieza
Tedas bis manitag bandejssytapss
Geban Emplatse perseparaday
esterifzarse antes de cada wea Lo
2ueeszriss deben sutituirse
tegdrments. Pary ebtenar plerss d2
1eeraplag adecuadis, piroase ea
ntate con sitepresentanta de ventas
de Edveards Lifescaraes.

AVISO: Erzmive las man s ea busca
de senates dz Cesgante, 1«
Erla, grietas 0 cuarizamy
de detectar dlgtndeteria, wistituya b
massh,

ADVERTENCIA: Las Fragmentos de s
mar=has po se pusdin localizar cea
ayuda dz un dispesito d2 imdgenes
e,

3.1 Instrucciones para unalimpieza
aulemitica:

Realice un preaclarado (sies
necesario); Betesgente anaio
ewimitico Keazyms o equivalente.
Uimpleza: Lirvp'e L maahys deotro
¢z bitendepy cn s tapa retinada
aates de Usarkas por pramera very
dzsguds de tada uso con una slixidn
2 Celergente nd i (pof gemplo
Iestrs Klenz} enea dnpositiva de
lzvada mecénito Ipo Ji,eﬂ‘p{\ SIERIS
AMS(O Fehante 4441, fase de avadade
2ridantes, comd FaEma.

3.2 Instrucciones para una limpiera
manvak

Realice un preadarado(sies
necesatio): Cenferme al procedmiaeto
2l haspital,

Limgpiera: (eloque fa mant fabase
de Iate'dzj;yial»ude[a d:
rermjs en una stluca b
cem (idezyme, 1 deteegende
earnitee, dunate el tempayala
temperatura cspaaficades por ol
fabricame. Aseginere e que ks
Hstrementes gatden rubieitos y Je gue
1O ENYED BN (AL LNGS (67 Clos

Edwards lifescierces, eflegatipo
etradodela [y Edwerds son marcas
registradas de Edwards Lifesciences
Corparation, Bduards Lilescares yel
Loetipaestdizadade i Eestin
registrades en fa Oficina de Fatentes y
Marcas e los EE. UL (US. Patertard
Teademack Offce}.

Hergpma es una s egistradada
Merck& (o, Ire.

astro-blengy A0 Fekarce 444 50n
Fulces regatiedss de STERIS
Coparation.

Cdex y (ideryme senmanas
registeadas de Advanced Sterifization
Preducts, unz compafi‘a de Jobesen &
Jehasan y daisiinde Bthicen, lee

Lirp'e afonda s acesins con zyuda
et Gep de pis de plistio suaees
durente § mizutos; emine (ealquier
nestrode impurezss sprificie'es conel
cepita, Noutdce cepfes conplas
metalicas ri hina de aceto pany Bimpiar
b instrement os, Erlre sessnes de
Fregizza, utdice vy seluckia Erpiadeny
ruzed. Despuds defrvar cada atcesnria,
alirelaafoeds S veces durarte |
ME (o 26ua destdada deslonizady,
Desinfeccidn: Sumerjalos
Fstrumentss Fregios e bwpacdonados
e una sehodién desinfectante fpor
gempln, (dec (P} denante el tempo y
allempteaturg esgoificadas poe el
fatriante, Asrginese de quelos
rstrumentes guaden cubiertos y de que
o entren € (et adoutos con elros.
Déspues de bavar 28 stremento,
addirehyafonds Sveces durante |
a0 06 240 destiada, diionizada.

4.0 Instrucciones de
esterilizacidn

Las mazeefss rsadas deben
desmontanse de (ed'quier 2o
2stes de |3 reesterdizadiin.

AVISO: Ko esterianar réingins de ks
BUESOMIS £ W RO 6
erhalze, Las masTas deben resisasse
e suenvase de plislico anfes de
esterioadas (2 tatida dibe
wifizet pracedimi e Induyan
ingicadeees eolizas cca el b de
deteimna b efara del prcedimismto
e estenlizatitn.

AVISO: Ko apie las bardeias dzantela
esterilacidn,

Los modelos de acceserios preden
esterilizarse ulilizando los
siquientes métodas recomendades
deesterilizacién con autodave:
Desplazamiento par gravedad:
Envolterio:

Temperatura 132- 137 °C
1270-219°)

Thempa de exposiciin 16- 18 mirutss
Sin envoltorio [*flash"):
lerperatoa 13- 137 °C
270-23°%)

Tierrpo de expttiain 3-18 mmetas
Prevady:

Envollerio:

Teaperalra 132 137°%C
270-2713°%)

Ik podz expssicidn 3-16 mratss
Sin eqvoltorio (“flash™):
Teapetatra 131 -1374C
270-279°F)

Tierpo de eapesicidn 3-16 mnitns
Husuzria es espresatiedafy
cwatfieaddn de cealpader dxvinidn con
lesptaatmdtods debverae
estertzacdnrecemindada,

ialians

Istruzioni per la
sterilizzazione e la cura
degli accessori perle
valvole bioprotesiche e
glianelli per
annuloplastica - vassoi e
impugnature

1.0 Accessori

Questeistrurioni siepricans a bttii
madells divassol e impugrature patle
valvole boprotesiche e b arellipar
arasteptatia Le sinaipi Musa
ferrteinsieme a¥e valicle
bapretesiche e agianslics

Asstica [dwards Lifescences
emazianl st uso & guesti

2.0 Fornitura

Gli accessari sono conferionati
separatamente, ferniti non sterili e
devono essere pukiti e slerilizzati
ogni volta prima deliuso. Ken
possono essere sterilizzati nelle
confezieni originali.

3.0 Istruzioni per la pulizia
Tutte le mpgazte, ivasssi e
copetihi devoro essere puldti
separatamente ¢ sterdizzati egnividta
prma dell usa. O ancessori vanzg
Attt i routive. (ontattare i
teppreseataate Beads Lifesdmces pee
Fiehicdere ricam$d appropeiati.
ATTENTIORE: Es2svnaele

i proganture per tievare eveniual
segrl ¢ 15173, (omE opanitd, frettera o
fesswraziore. la caso didetensramente,
sestivre Nmpuganiun,
BVVERTENZA: Franmienti delte
impagRatund non psied 6isere
indviduati medinte un Capastno o
irr25ing esterra.

3.1 Istruzieni perla pulizia
automatica:

Pre-risdacquo (come necessatio):
detergznle eniznico erzmatico
Klenzyme o eqialenie.
Pulizia: Pubte leimpugnature deatra @
vassois cenl copaichio st2ccato prima
dellvtdiaze indria'e ¢ dups dascen
ule20 co una solmicre detergente
2ricrica fad esempé bnstru Klenr) i
un'appasita lavatrize meccanica (ad
eserpi, STERS AMS(D Felance 444),
o e lse dilaraspo dalimenn 2
et

3.2 Istruzioni perla pulizia
manuale:

Pre-risdacque {come necessario):
seteda i protoretby ospidatiera.
Pulizia: (e¥acare lerpugnztun, 13
basz celvassain el operchiadel
¥2s80% In oa bagro di el e
datergente, adeserrply, B (egyme, 0
deteeginte enzimalico, pa B terga
2ba lemperatura specificetidal
praduitice, Assiceransiche gl siamint
$i3 cepsttienen tnbing b ceatatto
l'uma con Vaiteo, Pulire accurataments
gl accessari corinaspazicls prbi da
inplastica per § mirat fimesvete lulle

Edwards | deseres, [dnads el hgo
Estiato seon i defebbrica &
Edwaids Lifesdiences (poration;
Edwaidslitsdeateseilhogat
stiEzaato sera depositatiprasse UG
m2ihl e brevedti deg® S1ti Un&i
dhmerica,
Kleazyma & un marrhio d1 f2bbyica
depisitato di Mesck & (o, fnc.
Instru-Klenr e AMS(O Refiance 444
sans march difatbelea ¢ STERS
Cesporatien.
Gidex & (iezyme s250 masehi 64
frblrica depositatidi Adrezced
Stesization Products, vna Johean &
huisen (omparny e dvisione di
Ethices, inc

Iz irpuritd present sfls superfeie con
la pranzcta geabids, Noa vdinace mad
spazzcle matatfche o lana dacciaio
sl struseeeds Per elfe ‘lweh;«"m
wtiirzare sempre defa solzione
deteigente . In seguite, stacquare
auurtamente tasun 2Eer §
vete par 1 minito (o0 aqa3
Zeiorizata sterda,
Disinfezione: co%zcare gl stromenti
pefuti e pericnaliin na wharione
sisfettante {ad esermpio, (idan OFA)
periltempa e la empenatera specfiati
dal prodintece. Ascurersiche gl
stramesti saea coperli e pon evdrng in
tontatle Tuma con o't In segeit,
SCiAGUae 2CTMENE2 GASErD
strurzeto §vatie per | minut (@
2cqua Gelorinata sterils,
4.0 Istruzioni perla
sterilizzazione
Prima di precedere dinue 22
sterdazazoce, smantare e
imgbgrature Bettale dagli adcessmi
ATTENZIONE: Ko sterfarare g
Fressed el centes o di rasparta.
Frizma disterbzrare, reveivere le
ptgaature daf pepithi acchet d
plastica. Gaycun istitita deve impiagare
;mtdm cemgrendentii-dicaten
trcdogi per d\ termirase letfeaca della
peocedeadisteriaraniae.
ATTENZIONE: Duzante b stenfusarione
raavieopilace e vaschette,
Tuttii medelliaccesseri posseno
essere sterifizzati coni sequenti
metedi disterilizzazione in
autoclave consigliati:
Aspostamento di gravita:
Inbusta;
Temperatra 132 - 137
Tempa @& espisitivne 1018 miryti
Senza busta (“flash*):
Temperalera 132- 137°C
Tempa diesposinicre 318 mouti
Pre-vuslo:
Inbusta:
Temgeratera 132 - 1374
Tempa despaizicne 318 madi
Senra busta ("flash’):
Temperatera 132- 1371
Tempa deaspesizione 3 18 mntti
Leperatore & rspiasabide di qualsing
devianione dal meteds diptoiaod
sterdizzarone censigiaio.

Nederlands

Sterilisatie-instructies
voor bakken en
handvatten en
behandeling van
accessoires voor
klepprotheses enringen
voor annuloplastiek

1.0 Accessoires

Deze Instrogtizs T van kspassing veor
s bk enlandnatmedelen vau
Hepprothises €1 Fngtnyeer
adoplatici. Inde

{dwards lifesciendes, [dwardsenhet
goretde gestdecide Erijn
Randelsmerteay anfdeads
Lifescientes Cerpasation;

Edwards Ufesciznces enbet fogo mat
e gastieerde e gedepeaeard b
Fet US Paient and Trademadd. Off ce,
Blengymd i een gedipeogend
bandelsmerkven Merck & (o It
fitru-Klenz en AMSO Peliance 444
zin hasdeliteeshen ven STERIS
Cerparetisn,

Gidex en Gderyme 7o gedeponecrde
kendelymetken van Advnced
Seeriration Produtts, Johasen &
Jehasen, e¥efing Eeen inc,

grbrdsaamairingsa dia bj
Mepgrotheses en tign vout
aanchplattioh van Bdwerds Lifesdences
wotden geleverd, startinkematie over
het gebrukven dere 2ccesseres.

2.0 Levering

De accesscires worden afzendertijk
en nitt-steriel gelererd enmoeten
veor elk gebruik werden gereinigd
engesterifiseerd. Ze kunnen nlet
worden gesteriliseerd inde
eriginele verpakking.

3.0 Instructies voor reiniging
Alle handgrepan, bibis ea dileels
moztea voor e gebred afranderd L
werden geseinigd en gesteriierd.
ALCESSOTs mivlen tegeimaty vouden
veryangen, Keem (oolact 6 met v
Edveards Lifesaerces-
virkeopeertegenwonediger vaar het
verhrijzea van de juste vervangends
oempaRn

LETOP: Cootizlont dehardgrepanep
tebencn van slitage paalsdofhaid,
baritea ef haarscheartes Venvang e
hendgreepalierlebenenvaadirzge
worden wagmaTa

WAARSCHUWING: Fiagrenten vande
haadgrepen bennem =t oo nidddd
veneslerre besldappanted worden
geithatiseerd.

3.1 Enstructies voor
geaulomatiseerde reiniging:
Yeoraf spoelen (indien vereist):
Klerryme-asiznich
earymeeinigingsmiddil ol een
gelikvandy ’rhvﬁdzL

Reinigen; Pzinig hardgepenin een
babje en roeder delselvidr het eerste
e en ra ek geboud met een gl
Tordsche reirigngsoplossing
(Evocabeeld bstra Klena} b e
mechanische ieege [Ejootedd
STERS AMS(O Reltance 424),

i sstase ven ) misuten

3.2 Instructies voer handmatige
reiniging:

Veoraf spoclen (indien vereist):
Veleers de reherhuisprocedere,
Relnigen: Pizats de harégreep, deveet
eahethabje of deinstrumestenin ket
d.!\_valvr: m bakje i eenbad met

d&*rd»efab’é b op: ;e,unl?i en
temperatour. (ontre'ser of de
instrernenten bedadtzineneliaar met
reken. Renly de ccesseltes rendig
mteen 2achte plagtic berstel
gai;rr.mii(rx'mleﬁ verids 2le

Mh’e beryiel Geteuk oo hzrel..l—n
tesstels of stastwel op de nstrumerten.
Gelauk voor federe renvgag wwise
reirgngoplucag. Spoelna aflosp
feder atcessora grendigvibeer
gedurends eon it g el steciel,
Qedseniseerd water
Desinfecteran: Flaats de geredaipde
eageentmleerd? insirementen I een
desinfeclieaplassing (Bjvoabeeld Gdas
OPR) wolgers de dogr & Dbnbant
FaEoeen tid en tempenatia.

g
2Reapicda pptrrent guadyy vifheat
gedirende ein minaud mit steried,
gedzanisesdwater.

4.0 Instructies voor
sterilisatie

Draadhasdotepen reeaten worden
lssgeboppedd ven accesstiees wosdat
deze opievw worden gesterdsterd,
LET OP; Stenitseer e accestoes it
zisdeze nchia de verpabbing bavindea.
De haodrepen dhenen Wil steriisatie
vt b hunsislof 22k ken 12 vaoeden
gencmer. Elle inateifng dent
procedues te gebruken waarky
bedagische ind<aters nonlen
irzeshiien emda deefveflendheld van
de stertsaticpeocedure e bepren.

LET OP: Staped e scha'en tidens
sterlisatie niet op.

e



De atcessolremadellen kunnen via
de volgende 2anbevolen
sterilisatiemethodenin een
autoclaaf worden gesteriliserd:
Twaartehsachtmethode:
Ingepalt:

Temperatuur; 132 137°C
Bodnelingstid 10-18minvtea
Kietingepakt (flash):
Termperatiur 132 137°C
Bloctstelinguid 318 mirslen
Yoorvacuimmethede:
Ingepakt:

Temgeratuur 132-137°C
Blextstelingstid 3- 18 minsitn
Nietingepakt (flash'y:
Temperatuer 132- 137°C
Blattstelmgitsd 318 nizaten

Dx gebri bet B vrtestveoandeds kven
aiszﬁn auu;emn&w..(wsen

- ef steritmatiemethods.

Instruktioner til
behandling og
sterilisering af bakker og
handtag for tilbeher til
hiologisk
hjerteklapprotese og
annuloplastikring

1.0Titbehor
Disse ratnditioner cader for 22
in *[npn‘ defler 11
»lebtrtd-;,mlmm
pastringe. Oplysnnger
de erverdilsen af dette
i Frdeg | de medelgends
bngsanvisninger 6
[daards Wdesgizrcesbiolagisie
humfzp;\r.mueq
auuliptstdinge

2.0 Levering
Tilbehoret er pakket separat,
leveres ikke-stenlt cgshalrengeres
oq stesitiseres far hver gang, det
bruges. Maikke stenliseresi
originalpakningen.
3.0 Rengoringsinstruktioner
Aehindnag batker og ligskal
rengares sepatat o stenbseses for e
153, det bruges. Tibehor daludhites
ntin usizt Keatahtén
Haards festiences s2lgaeprasentant
ferat B derddevante vdsifisager
FORSIGTIG: Uirdzrseg hindlag fertegn
pis_j. sisen davhed, revmat
i fing. Wdshift hindnget s dor
elseaveies forngeise,
ADVARSEL: Frzamenter af Bandtagens
bandleletatieres wd liepela
ersterrd bileddiagaostisk ndtyr
3.1 Instruktioner tif automatisk
1éngering:
Forskylning (efter behov): Vienzyme
enymalink axonish eagomngmidded
elertisearens
Rengaring:
babken og med liget tagel of Bnden d2

[dnasds Lifesiences, det stlsereds
t-hgzcobdnards ervaremerier, der
thoter [ewasds Lifesciences
Gerporation. Edwaeds Lifesienies og
drtsifserede E-baca o regstreret bos
US. Patent and Traderiak Off ce.
ileazyme e ef registrziet vanemxehe,
dertinre Mok & (o, Inc

Instru Feng og AMS(D Relance $44 ¢
varemarker, der hare STERIS
{orporation

(et og Odezymme a1 1egubierede
v2remaThed, ¢of 1eharer Advanied
Sterdaation Products, en Jobnson &
Johasen vaksombed g en dion af
fibicon, fne.

breges farste c2ng vy efter Fvergang.
e bruges, miad en poa-iochl remserde
ressgitingsvaeske {f ebs, Instra-Hergdi
enmzhariskvaskemasiine (feks.
STERIS ARASCO Petizrice 444} med
mindt 2 pinuntas viskefase,

3.2 Instruktioner til manuvel
rengaring:

Ferskylaing {efter behov): | berhitd
tlhospinatets procedate.

Rengering: Anbring hindlag,
beliebond og balieligi etvaskebed
med reegenagimiddel som feks,
Gideryive, el eniymatik
renqatingsmiddel, | det tidsrem o ved
den tzmgereis, sem predutentéa
angaet Serg e, ativstiumeaternz er
dadiet og e beatrer nandes. Pers
tleeheret guzdgt med en bled
Pastbarste i 5 mivtter eg fem
overfedabe prerteder med den blade
bacste, Meta%erster elies stitdd md
g amvendes pinstrumenteme, Dt
shal 2l anwedes frisk
rengeringsvaske medzm
rengarisgeme, Hiafelgade stk
Irgr ilehorsdel grondgi S caoge il
i e steiit aforieret vand.
Desinfektion: Anbiring d2 rengizrte g
spiopredz inshsnater |

[ teasvasie (feks Glex GPA)
det tidseur 09 ved den terperatus, som
predutecten angier Segfer 2t
ndrementeme erdebbel ogible
besorer hinancen. Skyl decefter bvent
Fustrumnend ctend gl 5 greg i | vt
md sterdt, afioniseret vand,

4.0
Sterilisationsinstruktioner
Hindtag med gevind bt shraes af alle
tihehendde for resterisenirg
FORSIGNIC: Titberet mi e
sterisseres i sia farserdebesbeholder,
Fhndragene that lages vd af deses
plastposer ferod for sterifnerng A%
titetienes shal amende procedines,
deronfitter bislogike indhatorer 1l
testerransdse of ePebtiviteten of
steriserngipaedsen.

FORSIGTIG: Batkeerc miitde stables
ender Sterdaaticn

Alle modeller af tilbeher kan
steriliseres ved brug af falgende
anbefalede steriliseringsmetoder
ved autoklavering:
Tyngdeforskydning:

Indpakket:

Terperatis 132- 37 (M- 279°F
Eispontrizgstid 10-18 rirutier
Uindpakket (“hurtig™):

Tergerstur 132 - BF(270- 075 1)
Ehspeneriegstid 318 momlter
Pravaluum:

Indpakket:

Temperatur 132- 131°({270- 219°F)
Boponuiogstid 312 il
Uindpakket (“hurtig™):

Temperater 132 137°C 270 757}
Bspongringstid 3-18 rimdter
Bregeren et arsvabg for egnethaden af
entwer abvigzlie fradenactaleds
metede bl rengeriog elfer sterfsation,

[ Svenska |

Skotsel-och
steriliseringsanvisningar
betraffande tillbehor till
bioprostetisk klaff och
annuloplastikring,
rorande brickor och
handtag

1.0Tillbehor

Dessa mstraktivner galer 2ta bridk- ech
handiagiracdeller fi Bieprastetisia
Haffar och aanedzplistiirngar
Eruksanrisningen som medfidzr
Edwards ifesciences blsprostetisha
Haffar och aseulephisivingat
iznzhift informationcm
awirdoogen s dessa titbebie
2,0 Leverans

Tiltbehren levereras separat ech
icke-stesila, och miste rengéras
cchsteriliseras fore varje
anvindnng. De kaninte
steriliserasisin
originalfarpackning.

3.0 Rengdringsanvisningar

med den mirabusien, brvind 2y
melat tastar eter st pd
instrementen. Arvand 2ed
resginepiniag matlin
rengiringirra, Skeljdir eftervarje
1behtt poggrant S glage endet 1
manet mad slen't, peiseral vatten,
Desinfektion: Flacera de rengjerda ech
Yoatrellerade instrumzaten i en
Cesiefeltinstisnag {Lew (e OPA)
e den td och temperatur som
speadiceras 3 tihedkaren. Sitestilzn
instrementen 31 kia och inte videdr
varandra, S0 darefter varje L bt
nogyrant § gingee undet Vminat oed
steniy, avjasssantvaiten,

4.0 Steriliseringsanvisningar
G3ngade handtag miste aemarterzs
frin eventuedfa tibedde innan de
IS,

FORSINTIGHET: l33 avtidabireatir
steriiseras isin frabtbarienger.
Hendtagen miste tas ut sina plastplsn
i de sterisenas Vagje entel skad
2203 9 28 0 procedur 3
wnlluderar bialogicha inddaterer i att
testimna elfebtadteten bas
sterdseiingsdisinade
FORSIKTIGHET: St31 irite brickoers pi

iz hindteg brider echlock mdste verardn ever tenitsedng.
teginas sepaaat och stentaeras foce Allatillbehdrsmodeller kan
vaje amdndna Fibehir b byusut | steriliseras med foljande
regelmassgt Keatatta dn rekemmenderade meteder for
HsEpngsepresentast for auteklaveterilisering:
dzsciences fir Atintnkafy Gravitetsferskjutning:
Img.n;a asdinngigedoiter Inpatkad:
FORSIKTIGHET: Undersek hardisgen i T
férmséi'rﬁLiihzl((ehln'Fw!;dm :;;gf;;;{‘l}ﬂ B
p3sfitage, sisoot matther, sprichst ebler i ;
bradelering Bytuthandtagetem Expeneringstid 10-18 minter
eventeel forsdmring ebserveras Ieke inpadkad (snabb’):
VARNING: Fragment avhasdtagentan | Fempentu 132-137°C
inte ot aliseras med et eaternt Qro-29°)
EMdtegimrgsinstunenl Expaotingstid 3-18 mnider
3.1 Instruktioner for sk Forvakuum:
rengéring: Inpackad:
Forskélj (enligt behov): Hlerryme Terpenatug 132-137°C
ﬂ:q;rﬁé‘.hh aepridtengirizoanedd | 70279
:aerrt:\fmr:'dei —— Bpeaeringstid 3-18mnter
engtring: Fargir handtageni 2 ;
b idanl:gd l‘xl]e{a.u,ﬁ ?o efunta ﬁ:zizt:;t :;j:ﬂ'
o’ = fae S =137
wFoardeng ech eftervars amandring w0219

med enidejeainerande
rengiingstisning {ter Instru-blenzhi
en merash dadmasion {Lex STIRS
AMSCO Peiante 444), fentvattfas pd
ryast 2 malet.

3.2Instruktioner fer manuell
1engbring:

Forskélj(enfigt behov): fnl st
sickbusels protedol

Rengdring: Fizcera handtaget,
brickbacen och briddbochet i et
rengieingdisringshad shom

Gdezy enzymtalt
renginngemedel evia dentidech
fampesatur som spaficeras av
mx.n‘uu Sehestalfattinstrumenten
Ak ech istevidni vnada.
Fengte tiBhanen poggrant med en
mifplastborste i 5 minuter ech
asdigsna eentueia yti g erecheter

Ewadsifestientes, dea ifmade
Elgetypen och Edwerds ar
varumarben om tithi fdvwards
Westiznzes Corparation.

tdwadi Wlesciences ach des
stdserade b lagutypen 3 registrenade
o3 1S, Patent and Tradfermark (e
{den ameniansha myndigheten Bt
patznt och varumasien).

Flenzyme & elt registrenat vatumide
som 1P Merck & (e, Inc.
Iristru-Henz och AMS(O Re'iance 344 &
varumarkea som Lthor STERS
Corpanation.

(idexoch (idayme a1 registrerads
varumdrhin seen tithis Advanced
Sterlization Produgts, ett Jobesea &
Kehnsan-Bretag amten daision inem
Bieca, Inc.

Biponeringstid 3-18 mnuie
Armidndaten a aswnanig foe ot bedima
Emgtgheteni 2t avikelser frin den
reliamendenade reegivings- dler
stenSserirguretodaa

08nyieg ppovribagkat
anoovelpwang
BonBntixod efomhogol
PrompooBetikav
BarBibwv kat Saxtuhinw
farprdomhacuikic-
fiokot ka1 haféc

1.0 BonBnuxég efonhiopidc
Auttg o odgyieCizgion o diaTa
pondablessvia iy
Procpuafonndy fad Bl ko
Eanwbiv fadlfardsmoeiy O
CAEC RN T ooV T
frezprafinmic fol e na e
damiigu Bolffoslosnnging
Edwards lifesGenes ropfyon
FArPag GG i 1) o outed Tog
Porrmaed elonhig el

2.0 Tpéno¢ SraBeong
Toponbqnxd cdapuipara
nopixavial o {eyuplanic
OUEKEUBGIEG, | amdoTEPupiva
roinpinavaxcBapioviaixatva
ONGITLPYeVTal MY and Kabe
yprian. Acv propoivva
onsarepuloly oIy opu ol
guextvaoia.

3.006nyie xaBapiopol
Mgt hafie, o bioker ki ta
Fakipana rpirnve rodapilena
EEXTE N 04 OROGTE SNV Pt
oad efde ypdon, 0 forfqruq
elerhapinpiac va evtaclstared
nexied {1 1y sttt s 1
frorBamend elarhiaed, ERUATOTE
P 16 OVIEpSTaar R Aaewi Tng
Edwards Lifestiznces p 1ov 6o0s

ik ppeleont.

NPOLOXH: E¢evéane mglaficyn
oofagglopsg bz el

ongtise Bpoda A popcp. Eov
Foparnend gfopd, eriwstaainare ip
1o

NPOHAONOIHER: Spemyma ey
Yofire v jmepodi vo erronaTedy e
1 e sl g 0y
[T

3.1 0dnyiegyia avtépato
xaflopiopd:

Npénlyon (énug enanreiter):
Ev{iied, evievacd rofopamed
Henzyme 4 020 evtictege.
KaBapropdq: Kolosist g defic piza
ce Lot ilmu(:::ww.n 2]
ridsga, H‘Wﬂ"‘a T O e yjsn Ko
) v i lvicd
fidhiga m{vc,v-pn {fpanepcfenyo,
Instry Elenz) of fva prigand sl ovifga
(i repabtpa, STERIS AVSE
Feliznze 434}, s bt géan
Fhd 1602 MR,

3.208nyieg yia g ovidpare
xafapiopd:

Rpénlvon (Snugonantital):
Tdpgua pe g dafnsn 1os
VOSIER.

Kaboptopé G ToreSumpinin 2adi. 1
Ficq oo Sisat vat g rilspyanoa

Orevigpandag Bl wards Lifestiones,
Edwards vor10 rvsaptiodojénso
E ehvanspnapecd efpinte g Edwands
Lifestiences (orparation, Hovopeosia
Edvwerds Wesoznces v 1o
waezeapie doprso Eaas
wioyepqeha e fpogtis
Evpeznayndy varpmopdn npérey
e HNA,

H cvepania KBeazyme et edga
rarandiv g Madck (o, Int.

O guepraciag Imatri-Klera par AMS(O
Pefizace 44 eivon oy opara v
STERIS Corpatation.

O cvnpaoleg Gder e (Mezyme e
orEsnaRaonliaa g Advanced
Sterdzatien Pred sits, qosedo tivos
eneptia Irg bknsen & Johason
Compary sz mprpea 1 tkicen, Inc.

e



Horeoee fabapa eepaped LW
Glezymz, e av{ured vodapotes,
Yo ppovad Gy ket

Begye urslopi(eteiend 1ov
1t eI Tew. Befoadsng Guita
pyadein xeliTiosact end to Sl
K 6T v oyyiden 10 Eva 1o €400,
Kofapene angedag to forfrad
efortiopd pe o paloed i'".as:mﬂ

fo prmm 5 e e oy plate
6i7manE encRapaig Ing
imipdvnng g 1 padosd fodpioa Moy
JenEgRRUTE RTE peradhiedg
Polprcac i GippdTin ogeuy |fr,43l "
S epsia Yprog
& i}&r"wltuwnps;w prrofy
e eadeppiy Katdsy, ferdivare
i prdt g Sgopicyal
LT I8 07011 i, OTTopivg
Vi,

Ameddpavon: Tensdaiane 1a
welopuyitva nal Eheyyfva eppeteia ot
varly .an-r:{qj 3
2 A 2 10 pptnch Eoaingia wo
ot feppos pans 'Hc&p«{um as
Tow xaneantvaat. Befonsdning érite
reMinyelirionict o 1o badliga
xai b dev oyyileny 1o fea tohha.
Fardzpe, {ea
epydain § gopd
oRstegehe, o

4, 0 0bnyieg anooteipwong
efice,

wpbvavipd,

ERAOEOIpLR).

NPOLOXK: May oreataipimau 1o
Posfqned sfopiiyatacio dogila
ceorreoziog o, O e fé mpinave
C{APOIEIOnE T FAIC T {100
Bergrp ard v onesepen. Kede
e rpianva yaqeponodi
Eexfieesisqnoy nepaifavon
fratogaic by tow
Fprednpod g enotediopatadnnieg
¢ bndmoziog aresrdpunng
NPOEOKH: K o1B3(ere 10
Havew o dvav e des crov o votd
1 BT

‘0l ta poviida fonbrnikod
tonhiopel pnogolyva
omoatapuloly peTi¢ Rapaxdiw
ouvigTpeveC peBodoug
ANCATEPLIOT( P OvTéxaAVETO:
Mepecarénion Tou arpod Miyw
fopimsag:

Negrvkiypivo:

Bepporpara 132-137°C
(273-2191)

Fpivegindieng 10-181ema
Mpneprvliypévolaraysia
onooteipuon:):
Seppoagesa132-137¢C
270-219F)

YpdvigHdieni 3-180emd

Me &nprovpyia xeved:
Meprvhiypévo:

Cipumpora 13- BTC

273- 2191

Fpéug futeong 318 Limto

M nepiediypéve {stayein
anogtLipuons):

Geeumpasia 132- 37C
270-2131)

Ypi .‘c{rnﬁwg\ 3-18 emid

EatE g 8ot i g
ATy Loy esfopisEd g
CITE R it oTo Ypham

Cuidados com Acessérios
para Valvula Bioprotética
e para Anel de
Anuloplastia, e
Instrugdes de
Esterilizagdo para
Bandejas e Pegas

1.0 Acessdrios

Estas bntrughes apticem-se atodos ¢4
misdelos €2 bardeas e peqas para as
véltnlsbopratctics e aadis de
enultoplastia. As brstrogées de Ut Szagda
feenecdss com asvililas blogretéticas
e 205 de anuleplastia da

Eevards Lifescienies dapanitinem
irformagio wbre autizagio destes
20E354ris.

2,0 Apresentagdo
Qs acessérios sao embalados
separadzmente, forneddos nio
estéreise devem serlimpos e
esterilizades antes de cada
utilizagio. Nio podzm ser
esterilizados nasua embalagem
original,
3.0 Instrugdes de Limpeza
Tedas 25 pegas, bandsas e tampay
dean st bmpas sepiradamente e
estentradas antes deadaulibnagéa Gs
aeessfrss dayem set sebstitdis com
tegubstidade. Pora abiter 35 pigas
suplertes adequadss ontictza
represlantedeverdas da
Edwards [esciences.
AVISO:Verifque te o damensisnadoses
€35 pEgas apreseitam yinais de
desoadte, emo pacdade, fradteas cu
fendas. Subatitoa 3 pega se detecar
Gudlqenr deterionagia
ADVERTENCIA: $62 ¢ passivel baralizar
fragmentas de pegas por metade
Bapositivgs estenrds ¢ imagich
3.1Instrugdes para limpeza
Automitica:
Pré-lavagem {cenforme
necessdrio): delergente anidnica
enzmilics Menzyme o equivalante.
Llimpeza: Limge 35 pegas ra hardeja
umateTpasts vl ndiale
2pis cadsutfiragia cemumastiio
deteigentz nda-inta {por exemplo,
{rsteu-blenr) ruma mdguing de laver
mcéricafpar erempla, STERS AMSCD
Behizne 44, dumante 2 minales, mo
i), pafase dz liagam
3.2 Instrugdes para Limpeza
Manuat:
Pré-lavagem (cenforme
necessario): Procedmanto hispralar,
Limpeza: (claqueapeqy, abaseea
1ampadotatalen sefigdads
frepend, coma Gdegyve, um
detergsnle ennmilico, durentz o lempa
e tempaiatura esprafcadss pels
fabaicantz. (ertfique-s2 de que 5
iRl 1405 e ence lrzmlz;'a*!.:se
nda e loaam, Livge isamante
05 2(€356:05 durante §
UM e5t0va de plistico maca; temeva
uassquerimpurezas superfidizs ema

Edvasds bfesciences, o Eesttizado do
logitipy ¢ Edwands sdo marcas
cemecan da Edwards Lifestiencss
Cerporation, Bdvards Lifesthintes e o
EestiFndods bogitgo estin
tegistadas na Entidade de Marcas
Registadiy e Patentes dos EUA {US.
Patent and Tredermark Bifie).
Menzyme é ema matca regitedade
Merch & (o, inc.

Instru-Fleaz e AMSCO Exlance 444 530
marcastegistadas da S1ERIS
Cetperaticn,

Gdexe (iezyme s3s maas rugstadas
e Advanced Stenfization Predudts,
vma Empresa da Johrson & Jobrssae
uma Briisia da fthicon, e,

e300va. hunda Lhae escvas metalias
rea p2tha de 2 (o nos indtrementas. Use
sempee sole(ies de lmpera rovas entre
limpeeas Sequidamente, ennagle ada
HEsHRMIUGSITEO S veies
duraste | e ndgaa estéile
deshanizada.

Desinfecqdo: (cdogaz o8 stumantos
limpas e inspeccenadasem selugda
desinfectante {por exemipla, Gdex OFA)
duraate otempa e 3 temperatusa
especficados peia fabricante.
Certifigos-se de Qua os Slrementios se
econlran lapedos e nda se o,
Segudaments, erazjieady
Flramento ménedisamente S s
deante | mnato e dgn esténd e
desionizada,

4.0 Instrugdes de
Esterilizagao

& pegesrestedss deverser
desmentadas de quisquer aessérios
antes daserem esterf2edas
naraete.

AVISO: K30 esterdize pechum dag
€330 O3 SEUS Tecip andes d2
P I As p2gas devem ser
remezvides das suas bodsas plisticas
anles daserem esterizados, (ada
Falitdgds deverd utlizar
procedrntss queintam ind cadstes
bstigies para determinera efida day
precedaTents de estardua(an

AYISO: Ko empthat s labe'eios
trante 2 esteraza{da,

Todes os modelos de acessérios
podem ser estetilizadas utifizando
os métedos recomendados dz
esterilizagdo em autedave:
Destocamenta gravitadenal:
Envelvido:

Temperatura 132-137°C

270-2713H

Tempa de Bspasida 10-18 mirites
Desembruthado {"lash™):
Temgetatwra 132- 37

(270-27%'t)

Ternpa de Brposigda 3- i mimutes
Prévicua:

Envelvido:

Temgenatura 132- 137°C

(- 19F

Tempa de Dpossda 31 mnwlos
Desembrulhado (*flash’):
Tenperetura 132 - BF(

Qi0-1YH

Terrpoce Biposgda 3 13 manutes
Ourtizados € respenshcd pela
gaafiteagdapelas consoquiadias de
qulgusr srersgio dy método de
esterézagiaretemirdada

Névod k iidribé a
sterilizaci piislusenstyi
bioprotetické chlopné a
anuloplastického
prstence — pro podnosy a
rukojeti

1.0 Piislusenstvi

Tento ndvod plati pasiechay modsly
padrosi a rekegeti pro Bapeotetickd
thieprd a anvleplastichd prsterce.
Hivod kpoaditidodivang's
bopestetichymd leprimia

zmatopls sw‘q T prsterdi

Ednatds Ldesciences poskynule
informace 0 pouditi [ohato piishdenstui.
2.0 Zpiisob dodavky
Piistufenstvi je balero 1rldit, neni
sterilnia pied kaidym pouditim je
nutné jeho vydisténia sterifizace.
Hesmi se sterifizovat v pivednim
obalu.

3.0 Pokyny k cidténi

\i—d’vﬁ; Tk cgru ;-ud'{a;a w2 i

vhodng mhra:t;m.mt e
avserzeaniln st spolelnast
FdwardsLifescirqes.

UPOZORNENI: Frohtéds:
2da 3 rich njieu misky g 4[(\.:’ 7,
o napd, matr povrch, prasking &
trhtiy. Pl je gdtim rkdhatv
potkozend, sl vymidte
VAROVARL: Fragmenty iz nelze
Ixdafizgeat porrad extenits
wohrzovativo 2afierd.

3.1 Pokyny k automatickému
titénk:

Piedbéiné oplichnuti (pedie
potieby): Enzpmavy esianting
Betergeadni prostiedek Kennyme pebo
ehvialen!
Cisténi: Pied prnim apo halddm
dalim pouhiti Gstite nibejeti vencti
padnoss se sefauiym viem Oticin
rozickem reonteidha detergaaty
(e2pitlad kst -Klena) v mackaniché
myice {npilad STERIS ANS(D
Refnre 44) s mnmnat-d myai 3212
mngty.

3.2 Pokyny k rutnimu &ijtéal:
Piedbéiné oplichnuti{pedle
polieby): Nemocridni pastisp.
Cisténi: Vieie et edet] spodri cist
prdnos avin padassi dobind s
isticm roztshem, rapl eagymaticym
detergantem Cidegyree, na dobs 3 gy
teplaté stasgvené jeha vjcbaent,
Iafistite, oy byly nistrcje pevieny a
vzdjemad se nedaly kzl, CGistdze
prshiensti didladnt mibhym
pastoim bxqticiem po dodu S szt

rk'll)rﬂl-.ﬂ dthem edistraite siachay
poichiwd neGsiety. Hanasicjz nildy
i hataityad

abaidd Gitdsividy
Gstici reniek. Pt
Alad=d Shritpodits

feuble tentvy
babey padnitdi
T oty eplach

Edvrards Lifesciendes, styfizone~
abewads pou cthanemizad
Edurards Lefesciznces Goepration;
Edveads Lifesciences astybzonané lega
Ejsaa zategistroniag u Liadu USA peo
pHenty 2 ichrannd rrimhy.

Klenzgme j2 regstrovard cchranad
andrky spelalnasli Mardk & (o, Inc.
Tratru-Khenz a AMSCO Febarce 444 jusa
echransd mimby spolelnasti STERIS
Corporation.

Cidexa (eryme ji tegistrovacd
cehrannd ndmly spoleleasti Myanced
$ertzation Preducts, der f
Jehosen & lobrscaa duize EtHsa
Int,




Dezinfekce:Vioite vjidtinéa
prebtideatd ndsiroge do dezinfel i
rericky [napd, G OFA) na ddw a gl
teplotd stemeend vitobeem, Taistite,
abiy byly ndstrajz proofeny a veijgmed
s& redatyaly. méi:iqrjllﬂj
Siladnd Shit g ddu 1 minty
eptachujle stendni deinsizevanze
vadiu
4.0 Pokyny ke stevilizaci
Fied resteried se riiojeti e 2dvitem
st edmeatonst o hycakel sotisti
pildenshi
UPOZORNENI: Zadrau soudist
p.'-iJ esst pesterZinge v plegtatin
cha'e Relgetijo pled stentizaci tieha
s;,a-rmug’a(m jh ikl ¥aidé

s panival postugy, Meré
gk indadteny e
stercradnd postupin
UPOIORNEH‘ Béhermsieninare
revhlidejte podnoy ra sebe,
Viechny modely pfistuienstvi lze
sterifirovat s pouditim nasledujicich
doperuteaych sterilizainich
pastupdivautoblivu:
Sterilizace autoklivem s
gravitainim edvzduindnim:
labaleno:
Teplet2 132-137 CQ70-279°F)
Debaanponce 10-18 minst
Kezabatero . flash):
Teplota 132-137 C(270-279 1}
Dby eaporice 3-1E minat
Prevakuum:
Zabaleno:
Teplate B2-137 CQ76-27%"
Ocba exponice 3-18 minut
Kezabaleno {.flash'):
Teplata 132-137 ‘C{270-279°1)
Doba axporice 3- 18 misut
Utivated je edponidg 2a scadterd
johjerked edchylek o dopondent
metedy Gitdal rebe serizace.

[ Magyar |

Biotdgiai miibillentyiik és
annuloplasztikai gytnik
tartozékainak
karbantartdsa és a talecak
és fogantydik
sterilizdlasara vonatkozd
utasitasok

1.0 Tartozékok

Ezckar tasitinskéninyosek s
ekt msbdstpidal s
arnedaplistd sl gyirct
kzpcseltosan hasaadt minden Wia és
feqantyd tiguva Az
Brardsifesdences Bitagai

st entyitel dasndiphatdal
grorckied 2% tott tharnilat
utasitisek inlemicdn! polgiinika
fartonci ok haszadlatdigl

2.0 Kiszerelés

Akulén semagolt tartozékok
kiszerelése rem stenil, igy azok
esetében minden egyes hasinilat
elatt tsrtitdsra és sterilizlisra van
stikség. Azeredeti

Az idwads | festiznces, astimdit £
embdéma €5 27 tdwards ndv sz fdaids
Lifestiences Ceeponativavidiegye; o
Tdwards [Fesrizrces nevet €52 stindl)
P embdémit az Egyesiit Afamok
Srebodstod 65 vy dedntantd
Eratatibaa jegrenek be.

A¥enryme o Mesck & (o, et
bepgpettvidege.

Az nstnu-Klenz €5 27 AMSEO Peliznce
4442 STERSS (orporation vidjegy i
AGdecds (idezyme 12 Advarued
Sterduzation Froduets, adobrson &
Jehason Compaey €5 a Division of
fihicen, In belegyrettvidjgrel

csemagolisukban nem
sterilizilhaték.

3.0 Tisztitasi utasitdsok
Minden fogantyin, tileat és Fedelet
radim egyes haszadfat et bitin
reg kel tsatitzni és sterf2atoi hell A
tartozéhobat ninszerten csereind hell
Légen bapcsatatba a2
Edwards | festiences frtidesinési
hépriselfbvel, akitél megfelels
werezsAnrbiet tod beszerernl.
VIGYAZAI! Viesgilp mega
Togartpidon begy eisaenei-e
ehasznitidn, pl nem homiljosak,
repaderattel vagy hopttak-e Ha
kirosadist éstlel, cseréie hia
fazantyit.
FIGYEUMETTETES: A fogantytic
Fagmertens bidsd Mpa b eadiz
ey lségdvel nemm hersthetit mag.
1.1 Utasitdsok autematizalt
tisztitdshor:
EiEablinés (stkséq szerint):
enzyies enrimes ariznes vagy sl
egrerelehil masdazer,
Tisetitds: A kgartpitata tiliings
lesperei fedeliel tisatitsa g 2z elsd
Faszedlal elflt és minden hasznilat
wlén ebher hastedfen nes-ionos
Pesdsrines Usrtitde koot fpdtdéal
lstru-Klear) machaesing moséhaa (pl
STERS AMSED Pesiance 444} minimumn
2 perces s lirsban,
3.2 Utasitdsok kézi tisatitashoa:
EIGablités (s2ikség szerint): A
Rérhiz eliirivend szerinl.
Tisztitds: Helpeaze afegantyit, até'a
a'u;-_lil fsaialedeléta
itgol dakdl kiszett forddba fpl
(bdr_( ce engies masdvebe) a
cyind dxat meghardrozlt
hmiuihteten ésideg. Ginédgameg
ail bagy amirerel e manak
Lehares, €5 rem érintharncCegymissal,
§ percen betesniul Gsetitsa meg
2pesea amiszeschet prhamingeg
leléel i dlafaitel
senmyecdsehetaputalele
segtedgduel Seha e hasmndtsnfém
befitvagy aebdznndita mbszanelen
Rarden egpes tiszindshaz s
tartiéatdana hawaten Ea ) Bvitien
mivdea kaflehed S-s28c 1 pencig
apsar (el stenl wnmzats
vigzel
Fertotlenités: Heljezzeam lrsw'ttl
s maqingit riwaehet fe
eidatha (pl Glen ORAY, a:;sﬂéclm
edrtiddre & hamirsd eten.
Gydeidzin mig aecl, bogy @ mdsietel
levannak rakare, €5 nem émikemad
egymiseal Ethéeetéen S-wir paicy
atagenan Ghiise 8l a2 aeres madszert
stenil, loasminies vizzl
4,0 Sterilizaldsi utasitdsok
Amzaies fogaatyrkal (b
stzeLm-Lti le keli szereinia
faitoréis
QHZAF‘K’S' erdzdfaa ttazed st
i fentinritben. A kegentyiiat
R2iliselitthibellvernia
nlangtasiiEitsl Mada
w2 ek b indstorebial
efendain stertirdlisi elfdrasokal bl
baseritia arck hatébonysigink
femérése édeliten.
VIGYAIAT! & sterdidss sorin a takeak
eemlehetrsk egpmnds tetején.
A tartorékok sterilizldsaa
kgvetkead Javasolt autoklivos
sterilizalisi médszerekkel
tarténhel:
Gravitddiés autobldv:
(semagelva:
HETerss et LT QR0 209 °F)
Frdtedidee: 10-18 pasc
(somagalatlan [.gyors™
sterilizalis)y
Hedrda 132837 °C 0270205 F)
Fitetel ideje: 3-18 past

Hivakuum:

(somagelva:

Héndrsbiet 132137 “CL70 272 1)

Fatdtelidejs 318 perc

Csomagelathan [.gyen”

stenfizalis):

Hamérskiet 13- 13721011 °F)
fted e 3- 1B perc

A2 2o ot Usatitdsl €5 Sterianalis

meidszerekné] vald s fpen eltinés

mrﬁrﬂﬁexufﬁmm\ému&aa r

felelisseg

3

Polski

Konserwacja akcesoridw .
z2astawki biologicznej i
pierscienia do
annuloplastyki oraz
instruk¢e dotyczace
sterylizagji taceki
rekojesd 3
1.0 Akcesoria
lstradcge '-{,uq warystkichmedell

15£,i| besin feﬁ
debpene danastantk
priécieni do aenstaplantyhd fonyy
Edwards ifesaences pedaininformace
detyuace navtzewaciatjch

ahcescridw.

2.0Sposéb dostarczania
Wyposazenie dedathowe pakowane
Jestoddaielnieinie jestjatowe.

Prred kaidym uiydem naleiy je
oayidtiwysterylitowad. Nie moie
byd sterylizowane w oryginalaym
opakowaniv,

3.0Instrukeja dotyczaca
ayszaenia

Frzed batdymadytem wazysthie
uchyty, tace fwisarka roledy

cdzlniz impdhnitonil, Adesria

pawnay byt wynieniane rayn e,
Sheniaiteaad vz prreditanicielem

Ederards Lifescences, aby etrrymad
odprwiedri agltids vy,
PRRESTROGA: Sprewdiiduchionyty ped |
k3tem pudyca, takizgo jak epienk
prpihanie bbspgianie wlishomate,
Windenl( whaytjedli aidoaznesy 0]
vanabiriszcends phe
OSTRZELENIE: Fragmentiue tehyiée -
e mina Zekaliowed 2 prmoy
reinglneg tnadienin Hz.n,,&

3.1 Instrvkeje ayszczenia
2utomatyanegs:

Przeplukad wstepnie (jeili to )
kenfeane): Earymatycany detergent
arigaoig Khenzyme leb edpeviednik, (!
Cryszarente: \‘ua,;n:iinclmu
e ¥ m e, e K50

pebrynby pred provszgm
astesevereaipo baidge kljm
SO, MOSE e Y, Gty
1eatedr Gatergentu (o, bnstne Kicazive
e rr«h iang {mg. STERIS

AMSC0 Reliance £441, 2 mirimum 2
Lt fazgimpun

Edwards lfeseierces, tytzowane kgo ©
Eong bdwands sy eakeai o u,.)ré
Frrmy Edwads Lifestientes Corporstion;
Eaads Ufestierces i styhcranelogo
Ly rrabami zargestiewarinl v
Urzgdzie Prleatéw 1 202V Ao
Tewarcuych US4, s
Eznnymt jsteargestronargm i
encbiam towaeayin finrmg Mard & Qoo
ke

dstru-Klenz d AVS00 Peliange 44443
1nakati towzrcwy i STERIS
Carpanation

Gidaxi Gidezyma sy aamjestromanymi
ke owzowymi Advinced
Stertization Produits, firmy Jobnson &
Lhasealempany i Division of Bkicon,
B




3.2Instrukje gyszaeniareanego:

Preeptukadwstepnie (jedlite
konietzne): Jgadnis 2 procedung
s2pdang.
Grystaenie; Umizsad edhwipt,
podstan tagy kb pebryeg tacy i
ranrgdiia w bggidiz rartworem
@yizasym, Lkim Rk Odyme,
delergencie exzymatyanym, n2 2asi
wieinoeraturre oheeskos) przez
peedacenta, Upewndl de, e nangdria
sy Rowide zerarmong ine dolylali
dasiebie, Preea S minet, dekbadale
cry3ed akceseria uywaie mighlie]
aitdast) ot varpttie
prsadonne aneayizih
(5 rr?{h siacteaiy Danaregdd
rigdy e naledy vhwal melalow)
srezatearek ub metaloerych ayidl
D Lajdeqo azysacrensy 2awsie nal
iy dwielegs rartweny
aysageega Hastpnss, phatachatds
wradrenie § ray prez jrdagminty,
eyiny, Gejoriaaang wedy,
Derynfekda: Wyaysiaons i
speendzone mangdnia uriiol w
rertwerze denynfehigacym (na pezyllsd
Gelex 0P na @asi v terpeterume
ehepdong] prazg peducents, Upsan'd
53, e paegggiig 8 loie
nnunzeceini dotykajy do yiebd
tNastgpals, phbadhabde pag
Ty preet jrdny winute, stelng,
fejontitrrany weda,
4.0 Instrukee dotyazace
sterylizagji
Frzed prrcemya wypbsiadlen
gairienar whayiy alegy ook
o akeeseriine
PRIESTROGA: Ahresoriéay it nalely
wyjrwizd w cpalowaaniach
Ireispeatoaryite Fraed sterphragy
rlety wijaé vdmayiy 1 platitoryth
teeehed Katda i’dq L praing
wlenrai '\'r(n e

tatogmpch do oceny shteaaodd
r{e(e{uq senyirag.

PRIESTROGA: Fedezas steryirajinie
wetmp ubladad etk jadna pa drugy.
Werystkie modele akeesoridw
moina sterylitowsad pray utydu
nastepujacych zalecanych meted
sterylizadji w autoklawie:

Obieg grawitacyjny:
Opakewane:
Termparatera 132-137C
{270-279°t)

{ras dopory 10-18 minst
Rozpakowane (.szybka
sterylizaga”):

Teirgeratira 132-137°¢C
{270-279°H

(235 ehsgorg 318 mieut
Préiniawstepna:
Opakowane:

Ternpteatira 132 - B37°(
(270-279°1

{Qasesporyip: 118 miest
Rozpakowane [.szybka
sterylizagja’):

Temperatia 132- 137 °(
{270-279°T)

(zas esgryge 118 minad

Urythewrik panesicdpowadiiclneéd 1a
byl Jebichiolwick cddigled od
alenyth metod apseczerhai
stafylizaci,

Slovensky

Pokyny na starostlivost'a
sterilizaciu prislusenstva
bioprotetickej chlopne a
anuloplastického

ringu — pre podnosy a
rukovati

1.0 Prisluienstvo

Teeto polymy platia pre viethy medsly
podnoser a reineati pre Boprotelic
ditopee  anstaplastichd rirgy. Kivod
na poiditic dadivang spetss
Ichlapiarmia
anfoptatichmi ingami of spaladnesti
Edmands lifesciences chaabue
informide b poaditi tabhto pratulerstva,

2.0 Spdsob dodavania
Uvedené prisludenstvo je balené
samostatne, dedivasav
nesterilnom stave a pred kaidym
pouditim sa musivydstita
sterilizovat, Resmie sa sterilizevat’
vpivodnem obale,

3.0 Navod na tistenie
Visthy b ordts, pedansy avekasa
frusia distif el e2 a pred haddim
poUERm $3 A steri el
Pricksdenstvo < must pray
vymiehal Od sveha chckad:
2istupcu spolelnest
Edweards ifestiences hvyindajie
vhodad pibrady.

UPOZORNERIE: Skartrotsle, @
rebevate nie 5d opotrebgiand (nape
matrd, [rashgté dledoinak
patkedens] Ak zistte siyhefiek prmat
epairebonaaiy vl vineite,
VAROYAKIE: (astinctondtinie 2
mainé celegoat pamocod afemito
zebtarsiadiehs prizdenia,

3.1 Hived na automatizované
distenie:

Oplichnutie rariadenia (pedfa
potreby): Enzyrmatickym 2adéinavym
Gistizaim prostriedd zm Klenzyme 2'bo
podbagin prizeadom,

Gistenle: Fulivite v pdasse as
edzsrtymyelen vjcisthe pred mm
pauditma pakaldan poud
reinorho Gaticeho prostiedty
{rapmitad bsin-Fleng) v mechanideg
igaades {nape STERIS AMS(O Fetarce
4] sinimidfre 2ainArgm gilam
umyenis,

3.2 Nived namanuvilne dstenie:
Oplichnutie zarizdenia (padla
potreby): Foda pokynov remomice,
(Isleaie:\?.\imdc.-él‘, peditaiic
podrom alebavelo podnatudo
O‘[U:&AJ ratehy {aeprilad

53 eIt Iuﬁiﬂ,m}! (2]
urlersa \]!’._\('?“
nistrede ponarend adisa

i3 Fristideratvo vyotde

j plaste Lely {fistente
}aedstrifite vielky
prachyed redstaty Na doteriz nddy
negaulivajie bovnd bely 2ol ceefond
vine, K gl Geten poukaajte
vidy fenstyy @tisd 1ertek. Po

Narvy Bwaids Lifestiences, Edeards a
Styteevanéboga b o ochranod zindy
spoteinosy Ecwards Liestences
Corpesation, (chraand zaila

Edwards Lifescientes a Stybzonend lego
st tegistievind nracenidamdnade
e paieaty asgheansé gnimrky,

Hire Mengyme je registrovand
uchrannd mndcha spolednosh Merc &
fo, b

Hizvy nstru-Kenz a AMS(O Bebarce
#4455 othrarné andmiby spalodnosti
STERSS Corporation,

izvy Gdex a Gdeayme vi registrenand
cehwreznd mnimly Advanced
Serikration Froduds, spatodnasti
Jebnson & febngen (ompany a divize
spelednasti Ebizen, e,

ddenderifistent opdichaite hadgy
tdstoof 5-brét po dob ity
sterlnou derazeranca vodod,
Detinfekcia: Vydsiend asiortolenasd
nisrcjzvlolte dadezinfebiného
reatohe (napribled Cdex O74) padobiza
steplateu wrienca viobem Overte, &
s ndstrie ponieend 3 8 sa redeljial.
Pa dedonieni deznlchdie oplichrite
Faddy nistraj S-hedt po dabe L minity
strilney donaeani vodod,

4.0 Pokyny na sterilizaciu
Fried ppakeaan slen 2idog j

od iy itivietia
pristidenstvo pripogend pomocoy
penia

UPOZORNENIE: Nesterdizute Hadna
priskaenstyo v prepravam chale.
Fukeeale 83 s peed steslnddoy
vibalaz phaste 1
Faidé rdravt
o Fiavet postugy mawedenie Gzt
sterfice widtane belogichych
Edditeer.

UPQLORNENIE: Fedas stenfizenania 43
podassy pesmid vhdijeden na druby.
Vietky modely prisluienstva je
moing sterilioval pomocou
nasledujlicich spésebov sterilizicie
vauteklive:

Pretlak:

Iabalené:

Teplota 132 - 137 ({170~ 279°H)
Difa gdnsbenia: 10- 18 mirdit
Roxbalené [, flash™):

Tepheta 132132 °CRF0-279°0
[ pdackenin 3 1B minia
Predvikuum:

Zabalené:

Teplota 132 - 37 (270-279°H
D plscbenta: 3- 18 minit
Rozbalené (,fash"):

Tepita 132-131°CR70-219°H
Dt phscbena: 3-18minit
Peatieatel 2odpevediza posidenie
atycielvad odehyinkod edperitany
etédy (atlenis 2leba et rrvaniy

Instruksjoner for stell og
sterilisering av
bioproteseklaff- og
annuloplastikkring-
tilbehor, for brett og
handtak

1.0Tilbehor

[Esse mtruk sonane

TG,
senfalgerroed [dwards Lifesaiences
Bogrotesstlaler iy
s Soptistidregi relomasion
o bruk av disse UBehar,

2.0Leveres pé folgende
mate

Tilbehar ec pakket for seq, leveres
ikke-sterilisert g ma rengjores ag

Faasds Lfestiences, den stlete -
dscrvaremirier som

slifestierces
Lexp Edvrardsiifescentes, o9

te E-degen e regstrant ved
fet amerdanshe patest- 09
vatemirkebontased
Hearyme er et tegistral veremake
Wharerde Mok B o, Inc.
Eastru-Kl=ne o AMSCO RELIAXCE 444
er varmether thetende STERSS
Coepoaatan,
Gdzz ogUderyme er regisiaile
varemarees ithasende F.df’n«d
terdfization Froducs, el Jobason &
Johnsen selskap og delselskap av
Eibicen, ine

steritiseres for hver gangs bruk, Det
kanikke steriliseresi
eriginalpakning.
3.0 Rengjoringsanvisninger
Elp hindral, brenteglobe mirengizres
separat 63 sterdiseres far ber breke
Tdbeher skal shifles vt pd ntirespessiy
basis. Ta kentakt mcd
salgsrepresentanten for
Edwards lifesciences fet egrede
utshiftnnger,
FORSIKTIG: Unclersek hindiak o tegn
plsktasie, siksom matibhey, speekling
eferbnbelering. SEftuthindiat bais
det B egpdagetfoniagilse.
ADVARSEL: Fragmerier avhindtabene
Iln ke gppdioss ped | dsternt
aeiEngsusty.
3.1Instruksjonet for automatisert
rens:
FerhSndsskyll (etter som deter
nadvendig): Flenzyre enrymatisk,
anfehkoyaskeddd elfer Hsvarende,
Rengjaring: Rrrgiar hindiek pi
beattet med bod ket ttt e fe
ferstegangsbovk og etter verbrck med
endie-kask vasker it deliaging
{Feks, bnstra Meno} i en medanak
vasherpashia (fehs, STORS AMSCO
Feliznge 444), winum 2 ménstiens
vashefae,
3.2 Instruksjoner for manvell rens:
Ferhindssiyll {etter som dat er
nadvendig): 1%y syhetusprosedyre.
Rengjaring: St hindtals-,
beeitsedhel- e bretthdki el
rengiecingstasningshad, dksem
CGidaryme, el enzpmatsh vaskerriddel i
tiden o temeparatuen semar
speuficerl a4 Dabribanten Pise 2t
struastens e il ogitke
bererer i bentakt med bresandze.
Rengjar tibehoret noje red en bt
pastbaesie i $ minotier, Een a¥e
uerheler plovar e ned den tiste
bersten Erok eldi metalbaester eder
stElti plinytnemertens. Bk atiid ny
rengenngstasricg mellom
renganmger Skyil derelter bvert
ek grond g S cargeri T menuit
mid stardt, dvionicert viea
Desinfisering: Sett 6z réve o3 oye
Intpsente istuméntene len
deyafsenngsizsang (feks (Ha 072}
dintideneglerpentuansom e
spesfisert ar fabrianten, Pise 21
in Jlru"wtm{ et detbetogivie
b ed heerardie. Skylt

gangeri 1 mastteadstenty, aorisent
Yern

4.0 Steriliseringsanvisninger
Hindtzk btefetmadsnrmitesfn
Kerandee fra arest 2ebar it

TS ENSsEnn]

FORSIKTIG: Hke sterser e av
téheharetibnerdeisespaliene soe.
Hindtzk pr Pn.ua;hs;;«:.f,’ruw
for sterligerog Huerisstitsjon bay
benyite l“daiﬁ' somnhedeny
bicbgishe irdvatorsr [or & bestemme
o stenlseringspraiessen bar vt
effeltie

FORSIKTEG: Bretrene shal ithe stables
under sterilserng

Alle modelleritilbehoret kan
steriliseres ved bruk ay folgende,
anbefalte autoklaveringsmetodec
for stedilisering:
Tyngdekraltfortrengning:
Irnpakket:

Teerperatur 132- BIC{Q1- 2051}
Fisporeringstid 10-18 minutter
Pakket vt (“flash’):
Temparatur 132 - BICQA - 2797}
Bisporeringstid 3-18 minutte
Fervaluum:

Innpakket:

Temperates 132- 37°C{270- 2797}
Eisporziingstid 3-18 merutter
Pakket ut (*flash’):

Temperatur 132- 1370 (270 - 239°F)

thspeoergitid 3- 13 nicutter

Erhereser ansyardg fordy :'-fﬂ.(rrle
ik fra denands rm,
eifer sterfseringsmatoden,

Bioproteesin venttiilin ja
annuloplastiarenkaan
lisalaitteiden hoito- ja
sterilointiohjeet
alustoille ja kahvaille

1.0 Lisalaitteet

Kamd ebjeai boslovat ia tiin
biopetesshentlizen s
annuleplastiarentaidea s'sta- ja
atamatejs fdw
blopeotoesin paradoplistrenteaan
reukin butevat kayitochieet shsdavit
ligtea fselzitedden kiptista,

2.0 Toimitustapa
Lisalaitteet on pahativerikseen, ja
ne toimitetaan epasteriileind, Ne
tulee puhdistaa ja sterilcida ¢nnen |
jokaistakayttohertza, Nitd eivol
sterilolda alkuperdisessd
pakkauksessaan,

3.0 Puhdistusohjeet

Yadkidabver, targtometja basoat
Legtyy patdstaa eni
eenea jokanta b anaa L
Iulisi va a3 wnia net
Ota yhaepthd fwards Lifestier
-ihidn edastzan sepiienuusien
Bavansteden s2amiszhsi |
VAROITUS: Taikinta, etteiiatncisacle
bdunien medhes, hatin Hmmetn,
hatkeanis i eaermas, Vaitds bahva,
jos sanaimence bulumia

nihdi otoisen huneuliteen sk,
3.1 Automaattisea puhdistuksen
chjeet:

Esthuvhtele {tarvittaessa):
Entsymazitinen axkrian Menzyme-
fuhénstusiee Lai vastzavz tosle.
Fuhdistus: Pista tercts
elevalvitneet bansi i
& th
Pleeninitiomaty
(estmeddoksi bastre-klenz) mekaanisessa
pesirissa (ecmerkihed STERS AMS(0
Pehance Halvahintaan I minucitis
frrefian,

3.2 Kasinpesun objeet:
Esihuuhtele (tarvittaessa):
Sairealakotiaiten ehigiden mubaen,

Amediilamdn 22a
<esti Varmata, ettd |
j Grekingole
sz Petdista
custipehaeaia
aath 2an; pelena

;n‘u—e.!";h. 'JH; bashazn
pehdsta vileata metaBharela tai
terdsvdda K joba peakanhy

Bwardy Litsizages, fyyinshty

E-logo ja bwards ot Bvoarés
Ufesznces (erporatons
tevanniehiep; Edeaeds Lifesciences jo
tyyttelly Fogo onrelisesty
Vhdpsvakaa patsntti-
Lavzrarerkhitsinistossy (U S, Palent
and Trademak Off e},

Flenzyme oo Merck & (0. . yrinyhsen
tekistar@ity e aatamerk i, i
Instru-¥len2 PAMSLO Retace 434 |
oral STERS Corprratica ynityksen
trraramentiefa,

Gidex ja Gideryms oval Advanted
Steritization Prodadts yrindsen
ek o biston &
Jbrsoa yritys ok ket u ftkicen, b
drisioenaan,




=t p.z’rdnm‘nnu. Huuhiele
vilneel hot! i ptineen 5
beitay L asnietn 2iza sle@ 0,
deiasida ~‘um‘wi§

Desinfiointi: Asm putdntetut 2

_iszm {esimeriaksi (idex
O7A) valmisiaian maznttaman ajan j3
Birspdldan mulzaesti Yarots, ta

koketubaissa tosinga Hushtele batki
vilteet ik atean § kataa | irimatin
i sendEa, delonisoidly vedels,
4,0 Sterilointiohjeet

Katiat Bateekd phdd purtnn
Fsalatelstae
wadelaentteniintiy,

VAROITUS: &3 ster o yhtasn
fslztefta niden hifetinpatiaukeesa,
Exfiztea pofteltiva mscniusta

b Spusseatain ennen seriatia,
bt A tehekiugs oq varmistelave
blogisn indkasttoneits byadyntavil

ouneicknt bussabin boiobitaksesss.
YAROITUS: Tarjoirimis i sas acsiiaz
3 ehizn sterdoineen ailana,
Kakki Fsatarvitkeet voidaan
slerileida seuraavalla
suasiteltavalla
autoklaavimenetelmalls;
Painoveimaan perustura
ilmanpeisto:
Pakattu:
LEnpatia 132- 137 °C(270- 279 1)
Valeutusaha 10-18 mimuuttiz
Pakkaamaton {“pikasterifeinti);
larp3tia 132- 137°CRN0-219°1)
Yetutuseda 3- 1 mirettia
Esityhjis:
Pakattu:
Larpotta 132 132 °({170- 279 °F)
Vatutuszita 3- 1 rrirLutta
Pakkaamaten(*pikastenilointi’):
larpitda 132- 137 (70 - 2190
Yarkulusaia 314 mirsuina
F3j1ta:a vastan seositetlusta pubdistes-
Lai sterbointimenelelnin pedherven
menetelven tehahhvudestajp
sopieudasla

Huarpykunn 3a rpika
crepunisHpate Ha
NPHHAANEMHOCTHTE HA
GuonpoTesnara knanau
fnpBCTeHa 3a
aHynonnacrHKa, 3a rabnu
H APBKKH

1.0 Akcecoapu

T34 FH TRy #2090 €2 OTFAT 33 Bt
e Takae v Ipkace 23

OOTEI KR PRI 23

F TN e pyripare 33

yaTpeda, Ppe L EREHA (

€atmpate 1T LA B FPLAT BT 3

eprnragtens 1 {dvards (ifescinces

Bpts AT Praipga] 31

yrOTpEdara Ha Ten acecoapa.

Ednads Lifesdierces, aneapgasoro
a0 Lubdwards e nepresor iagan
#2 bdwands Lifesciences Carpatation;
Erdzeards Lifeseiences ¥ (ramapasota
20 E @ pevapepass e (ymbatana
e R TPz w2pen s (AL
Hlenzyrie # peraopp i THYosca
sk i (o,
Aste-Kerz g AVS(O Relave dd
PROrCECe Mg ba STEETS
{orperation.

Géexu (idezyme @ pervapa pos
Teptesom vaprar3 Advenced
Sterdgaticn Produds, eana posnznrs
2 Jefmsen & bhsan u quan ey
Fthicon, ne.

2.0 Kax ce pocrasar
Npruagnersicawie @
RAXETHPANA NOOTeRHD,
RP2ACCTASST (@ RE(TEPARKAN
1pabea pa bpar novucTeanA N
CTRPHAKIRPIHA NPELH BLAKA
ynotpeba. Te xe storar ga ce
CTEPYAMIFPAT B CPUIMKANHATA OF
ona¥opxa,

3.0 Hucrpykuin 3a
noyncreane

Blwsen Ephomsst, RagseGE i E2n2 Lt
PSR A2 (€ MRATRIT OIRFD A A3
(€ TEpANAPDRT NJRLH ECHLD
yrerpeba. Mpeagsemixrere ipefea
R (8 NIFAEHAT fesbo. (Rrprare e
CPIESANERACIISATEN B RS Bate
3 Efwards fsdientes, 32 2
NOTYATE FOATSAGH WMECINIEAL
BHIMARKE: Naetnzmnyire
APESHTE 33 A K R EN RS,
17D WITRARRIH2, MIRFIE2AE Brid
rasproepa=e. Mlaguenere gprsaate,
@80 325enenie KIS0l 23 e
FACUDEINE,

NPEAYNPEKAERUE: Nipszia

AV wrITe e 13raT 13 Srnar
ECLATAR P2 DPLACT BN B i
cpates aaarmocTe,

3.1 HRaTpyRyH 32 3BT MO
ROVH(TBARE:

Hannaxnere npepeapurento (axo
e HeoSaopause): Entaen apsien
TONITEI, Menapal Kitrayree wan
erEELET,

NMoyncreane: Mosacrerie apsasse
BB I B ROSH0E M PP QTRE4EH FaNIK
e Mb4aadqand et pela n ey
B0 IR 22 Rk
ESTEEATER D GA0TE 2L PASIECP
(mazponiep astry-Klens) B venzsaces
M2 23 Piesaan2 (marpeep
STERIS AMSCO Pefance 334, crave 2
netsiyTis $233 B3 MIVIBANE.

3.2 Pxapyrygen 3a pryso
ROMH(TBaNE:

Hinnamere npepeapurenns (axo
€ Heofroanuo): (urnic=a
Gorawana rpouRmpa.

Movucreane: Mecrasere appsuar,

THETEILL PRITELD, $ATO KAV ED
(rferymss, ensened L2tepredt, 13
EpERET0 M (it 1O PATHPETR,
FOCCRIA O HEFOAA NJEdE 222 TEA.
VE£<TE €8, 42 pHOp MzaTITE (2
TOSPFTH I ¥R (8 rupal e £ 1.
Torapcrete asgecozpute ciatea=s
BCRRAEMTII022 G2IFE 2 S ekl
CTCIPR<ETE EOTSRat PO BLOOKTIN
JRVBIIEE2RAA C WP RITANEDI, Hensia
K2 G0N EATR pET ST Selpsva
CIOM2SERI TER ERUY P21 RehTae,
Eedant warargaire ppeced
FONATTRZUL, PA3TECP Ve mfy
faraecezuaz1a, (Aes 103 m3nAT HETe
CHTETA) BITEM 20002 S RETH 23 |
BEUTTE CHE QIR AERSHA D IN
EOF3.
Reaurdexuyua: (ramete nyeqsre
WP P TP MEHT R B
REFEEGERUROIH FATTEGD (anpinsep
Cidee GFAY nza osgpepenenata o1
EPGRUISCIRITERR BEME M TRETSPITII.
Yeegarede, w2 encipyientele
DA T R (8 FOTaDET 828 £T.
{l’{ﬁ 1024 P3SPIGEIE LIFTEASD BLEXR
PHITRAGAT 5 THTA 33 T wniy7a oue
CTEPATAY AL airpen BOA2.

4.0 Hnapykyuu 3a
(repunusauma

Bosm avrecaapaipaies g besnr
(E2267 0T BAKTDEAIE AP BN FPELA
FOSTORH) (TR RIBIRA4E,

BHHMAHHE: He creprzunprine
HOETO MA@ BT SniEOIPATE B TETHiE
COTFUERA 22 1PERICPIIpIne,
Fovsane 1pafaa fa ce weagat or
HAARIHUEVIE VU RS I -;(,’;6
epraasdged B pQinyusa
TpASED A3 KINGIFEI FPINEITA K241
exeezear e A FHIPRAITE,
O s B eI EITTA K
FRCUEAIPATS 00 CEfriepase,

BHUMAHKE: He nocressire nafears
LR BNy BOjIATAEpEve K3
epazy,

Boau mogean nparagnesro
MOTar B3 Ce (TEpandNpaT ¢
H3ACAIBAHE HA NPENOPLYBINKTE
HETOAN 32 CTEPHAKIALURR €
aprornan:

pasuTaynenro naMeqpane:
Ooaxogawn:

Teuneparypa 132 - 132°C
{270-279°F)

Epene ma encroaieaes 10-16 asymat
Hesnaxagarn . Mash'):
Teunepzrype 132-137°C
{270-219°0)

Epenee b2 encnanis 318 uyma
Npepsaputeano pakymipane:
Onaxopawn:

Tesneparypa 132-137°C
QH-19°H

Bpent vy Geerodigta 318 wayie
Heonaxosawu (flash’}:
Tewngpanypa 132- 137
RP-119'h

Epenee wa excraziessa 3-18 wsgyma
Narpelinnesat e otfcasien 32 B30
OTRAGAEIE OF FRNOPhiHGa 1eT0]
13 PO TTB2HE KT (TEpmaags,

Instructiuni pentru
intrefinerea i
sterilizarea accesoriilor
valvelor bioprotetice gi
inelelor de anuloplastie
pentru suporturi gi
minere

1.0 Accesorii

Foeste mstroggiuni 5€ 3p50E Mturgs
modetelr d2 suportun yi mdnece
pentry vabeele bopenietce gl melde de
anghoplutie, Instnedirde de wtitzare
farizate impreond cuvaliele
Bopretetice i o inelele de endloplastie
fdwards Lifasdeates watiaisform,
Cospe utfizatea el 2Cesei,

2,0 Mod de furnizare
Accesoriile sunt ambalate separat,
sunt fumizate nesterile itrebuie
<3 fie curdfate gi sterilizateinainte
e fiecae utilizare. Aestea nu pot
fisterilizateinambatsjele
eriginale,

3.0 Instructiuni de curdfare
Toste minese'e, tivie apacede
ki urilate sepeaat d stenfvate
inarte o fecare v, Migseri's
trebei2 Indoute perinde Pentru 3
gb{ing accesoride scbnh
torespuradloare adresatiyd
repeezertaate de vidia

Edorards Lifescierces.

ATERTIE: Baesinalimisacie ponaiu g
dﬂ‘i‘:u eventuziele semae de urord, de
exemply semie de degradae, udpiteri
saumicrefisu Dl chasratio
dateriafare, ivocuii misent

Edwards Lesciznces, bago el Esutzat
7l Edwards sunt mdeci comercizle 2's
EdwandsLifesdences Corperation;

Edwands Lifecciantes §i kgl E et
sust isregisinate 12 Brodl peatry
Erevete §i mard comancizle dnSUA.
Wenzyme pste ¢ mard comerda’§
mregstatiaMerdk & (o, Int.
ieatre-Veng g AMS(0 Feliance 444
sl md comergiale 2' STERIS
Corperation,

(ictes i (eryme sunt mieg
comeesa’e iregistrate ale Advrced
Sterikration Prodacts, 0 companie
Jebnon & Johrsen si diinea Bibicen,
e

AVERTISMENT: Fregmentele c2
medngre res pol fibocaiate cu 2jitenut
i dspnztivinagistic elem
3.1 Instructiuni de curdare
autemata:
Preclatifi (in funciie de necesitafi):
Detergent ankenit enzimalic Heazyma
34 b produs echisaent,
Curdfare: la'nte de primautdnare g
dupd ferare uhare (udlliming in
vk foucapaed’ detagat, tu o wuye
t.'enzé!z & (U dilergeet neionit
exemplu bnstry-Fleazd, ints- nmn‘li
autematd de st (de ey b STERS
AMSCORelinnce 444), intrcfazi da
spilare de mieim 2 myouta,
3.2 Instructiuni de curatare
manuala:
Fredititi (in functie de necesitati):
enform procedurdaf spitateegti
Curdtare: Intteduceli mirzred, bazagi
cxpred tivi b0 cuvd e salule de
twrdlare, de ereoyp'u (ideryme, 1
detergent enzimatic, pe durata gla
leaperatuna spadiicate de produciter,
Asigaralivd d malrumenteles
arcqerile § ¢ rasindrd i onlact el
waltele Gudnali bine aceseride u e
perke i perd diay plastic moale, thrp de
3 misisle; (o aeastd pere male,
Edepditai eentuats'e mptdli
seperfain'e. o vtdzeli eidedatipory
dametal s boresi don demd peatry
curgares instrumardilor atre i,
utfzeliinteldeauna soleli de Curdlace
proaspete. Uiteroy, dititi bne Fecare
arceseriy, de § o, cdte L gty epd
ditdany, deiceintd.
Dezinfectare: Pursy bstrumentels
curafate §i venficale in soiahiede
desiafectare, e oerrply, (ex O7A)
pe ot §ila terperatura specificate
de preducitor Asigrativicd
Pstrumentele st 2ioperite §i i
isted in contztimele o Altele Wterian,
ditgibire lecare instrument, de cie S
ort, liewp de 1 misut o 203 darlats,
deinnizati.
4.0 Instructiuni de sterilizare
Jaainte de reskertizare, misesshe cu fit
trebale dezasamidate de arceseni
ATENTIE: B resteniazati 2cc
recipientele nesre au fost Sanate
Ieanite ds stedizers, minerele bebue
seoaseda fu(r}‘.’e(‘{-;ﬁ%h{ Peliuz
stabif eficacitaten proceduwii de
sterfizare, fecate instigia treboz G
feleasa procesurte care indhid
Indeateribioloyid.
ATENTIE: Hu agezaji tivieima peste
aitain Genped stesfizdrin,
Toate modelele de 2ccesorii pot fi
steritizate utilizénd unmatoarele
metode recomandate de sterilizare
prin autoclavare:
Deplasare volumetrici:
impachetat:
Terrpetatina 132- B7°C
{278-213%)
Timp de expumere W-18 inite
Neimpachetat {.flash"):
Terperanna 132- B37°C
{220-2197)
Timp d2 e punere 3-18 minste
Prevacuum:

Impachetat:

Terparaliea 132- B1°C
{270-2791)

Timp de eapuere 3-18 nirite
Neimpachetat (,flash*):
Terporatena 132-137°¢C
Q#-2197)

Tamp 2 espemere 318 mivente
Vtitzatend este responsabid perdru orice
ehateri e I metods tecomadati de
curitare s2a sterdaare.

Bioprosteetilise klapi ja
annuloplastika ronga
tarvikute hooldus- ja
steriliseerimisjuhised
alustele ja
kiepidemetele

1.0 Tarvikud

Keed juhzed keblivad b taste
Mappide i anovloptastida irgaste
2ate ja k3epdeme Jididele
reteltele Mdwards [fesosnren
Eageostzetfiste Mappide
wraloplasidaringaste havatugtise
sisaldzved et rande i ute
bastlamise hohda,

2.0 Tarnimisviis

Tarvikud on pakendatud eraldi,
mittesterillsetena, nirg neid peab
eane iga kasutust puhastama ja
steriliseerima, Neid eisza
sterifiseerida eriginaalpakendis.

3.0 Puhastamisjuhised
Kedikaegidemeid, banddud ja bani
tled enne iga ksutamst e’y
pehasteds ring sterifiseeridy. Tarviled
1wsh regdaanseit vahetada Voile
Prendutt e Edveards Ufestiznces
mtgisindaiaze, etbankida sobinad
vibetustindud,
ETTEVARTUST! Eeertic
wepidermed hlamism
whmuse, pagude pméarenise
suhles. Kalistumize Emaemizel
vitelage bizpide it

HOIATUS! ¥icpidomete frageente ci
Cevomitkanstadavitane
2dickogitisle meeioditega.

3.1 Autemaatpuhastuse juhised:
Eel-loputus (vajadusel):
Ensimastitine aricanne
prhastusvabend Menzjrae vl
nsvIne,

Puhastamine: Ears esimest
bzsctarnit putastage kiepidemeid
dusel 3 esmadatud baaneqaning
Pt i basstamsieda
reitenontie pubastusvebendi
bkusega (nEteks sty Kieng)
mebhaardises pesumasings (raiteds
STERIS AMSLO Rebance 414 vikenat2
e joksad.

3.2Kasitsi puhastamise juhised:
Eel-loputus (vajadusel): Vartzvat
haigha kerrale,

Puhastamine: Asetage baepide, 2lue

nagu Glezyrz (&0
pehastusyaberd), 2 maisatid vy
Plemzetanl Tagege, et
Imstromendd oleks Bhisega baeted
ed3pratuks emavzhal hotiy,
Fuhastage fsataovilutd potsatiell
pehae plastirargaga S merute
Ermaldage pivnarmustus pebese
hatjag. Arge basutage Inytromensida
pehastamisels hunagimetetharhu eg2
teranvida Kzsutage igabs pohastusels
vetprhastuslahost Pirst
prhastustabuse kasstanst baputane i
satarvbut sterZie deicninzaritud
veega péhiaiudt Shoeds, iga boed
bestuseas Linmat

fwndsidestiences, Bdwasds ja
stiseeritvd E-ga koo [daards

| Hestizntes Copatationl havbanbigd;
Edwaeds Lifesciences o sttseeried £-
911523 ea registreeriivd Ameerta
Weendsitids Faterdic ja
Fachemirgtametis

Kiearyme o Renk & (o, g
regsirezritud hauhamik
Instru-Kerg ja AMSCO Pebance 444 ea
STERIS Corgeationi hauhamingid.
Cdex fa Gdezyire ea Advarced
Sterihzatien Frodutsi Jehasea &
Jeheson Company ja [isicen, Inc.

2xsuluse registredritud bautamirgid

[




Desinfitseerimine: Asetage putinad ja
feclisitd instrumendd
gesinfitseatimistzhusesse (ot Ciden OFA)
vastavalt tontja poclumazrated aid'e o
tempentiLete la5ace et
instrenendid cleks bhosega kaated

pirastizainsirenenti
keeds, P32 hed hestuseqa ) i,
steridse deianisertitud veega.

4.0 Steritisatsioonijuhised
Kersmestatud kiepidemed teb enne
sterdsedtimist bt vita,
ETTEVERTUST! Arge sterdseerige
it sartepaiends olevat Lanvitut,
¥aepdemed tuleb enve sterfseenimist
weatdada p‘miit}iti&slmm
peaks kasstama pootsedare, milede
hehaseltsterEsatsment protsedunr
efeilivius madratahee beleggtntz
rifafategs.

ETTEVAATUST! Arg2 pasge hneid
steriisatsivenl apl Ghstese peate.
Tarvituid véib steriliseerida
Jargmisi soovitushike, autoklaayis
sterilisatsioeni meetedeid
kasutades:

Raskuskeskme muutmine:
Mahited;

Temperatuar 132-137°C
Q2ig-213°0)

Fadipuatessg 10 - 18 minatil
Mahkimata (ki)

Termperatoar 132-337°C

{270- 215°)

Yutbopinteaeg 3 - 18 manutit
felvaakum:

Mzhitud:

Temprratuar 132- B75C
(270-273°F)

Feibapaateasq 3- 13 minuti
MEhkimata [ ki
Temparatuar 13- 37°C
270-219H)

Kevliquaezeg 3 - 18 minutit
E3tutaia vastutab L35l sorvitabatest
srmevite futastus- B
sterdialiosnmeeiodite sobiite eesl.

Bioprotezinio voztuvo ir
anuloplastikos Ziedo
priedy prieiiiros ir
sterilizavimo instrukdjos
padéklams bei
rankenéléms

1.0 Priedai
i frstrubei AH:'IE\\S‘(»‘I‘S

lernacEa apie dig priedy maodeg oy,

2.0 Platinimo bidas

Priedai yra supatuotiatskirai,
pateikiaminesterilis, juos reibia
ifvalytiir sterilizuoti prief
kiekvieny naudejimg. Originalicje
pakuotéje sterilizuoti negalima,

dwaeds Diescencess, Edwards™ i
stEntash lrgatipas £y, Edvards
Lifesciences (orptaatioa” pretly
derbboi; Beveuds | ¥fescences” it
strzestashs ogetipas B yra regatruoti
IR pateatybe prekiy fend by buge,
Kenzyme” yra regastrostasis Mertk &
(o, |ne” prekis Jeatlys,
Jrsteg-Eeng” in, AMS(O Relfiarce 4447
13, STLRIS Cerporat oy dendial
e in Gdegyme yraregstnntes
HAdanted Sterdwabion Praduts, 2
Shnsen & Jahnsen (ompanyand
Diisan of Biivieen, Ire” prebaydentda.

3.0Valymo instrukdjos
Pried ek vy navdsimy visas
rerdenas, prdikbes indinglels isdia
w2yt etskinai ir slerifzoati Prizdus
reikia rzgutiariai keisti, Keredami gauti
Uahamas paka tires €a%s beeiphités
SdvarisUfestienes’ prdnine
astivy.
ATSARGIAL: Apfideihine askenas, &
rdra pasidénepmeo pafymiy, ckig kap
resdboas, fukitmas o Rrébimas. Jesu
yra pastetimas bet bzks padeicmas,
rankenyg reikia pateisti,
[SPENMAS: Rarteny fragmenty
regalena rostatyli et ehant vainde
g Basindd jreng i,
3.1 Autematizuoto valymo
instrukcijos:
Bankstinis skalavimas (jei
teikalavjamak: Blsagyret
fermertics anjosss vallis et o
it
Valymas: Pries pravn naodepmng bel
3 biekvizn navdesimo rarfenns redia
velyti padible it nemus dasgiell
ndudoiant rejen’ndy delengentavalymd
tepaly fove st Eleor e
mechernde plovitlee (g, STEKS
ARSCO Retfance 417 nustadivg
rinamaly 2 il phadia fag,
3.2 Rankinie valymo instrukdjos:
Iiankstinis skalavimas (jei
reikalavjamal): Valevzedantis
Egarinds procedivg,
Yalymas: Raaie
a: prdeita dangt :
£ tekukalp Odezyre” -
fermertiis valils, gamintsio
rtedgtam bibubif naredyteje
temperatiree. Undnickie, had
Enstromentaf bt padengliin pes®esty
\m\;l% Prisdas brespiiial vlyhite
s pEnct plastdia depatéin §
menates; n2dodin k?ili—lq
patalabite bet kebiug pavid
nelvareras Nickoda strumentams
valyti eeraudebits metabeiyg depeiely
21 phero ksmpinay, Kisivierg tma
vatydzmi visadz naodedite viehiy
valyma L'y, Po ta Mishiieng priedy
bruepdd praskalastite Shartus po 1
mintg su stendy, deaniucty
vanderu.
Dezinfebavimas: Nualjtus i
FpEatius instiumenius i ite |
dy_n'eiznmi apaly iz,

Al pagindy

2
2.
&
-
g

S

3
5
-

Undretie,

pedengliir

resdinsty vieass | btg. Poto Belvieny

strumenty bruzp il paskalagiite §
terif,

4,0 Sterilizacijos instrukcijos
Pried pabartating sterdianiy visss
seegies rabenas iedidaljengtires
piedy
ATSARGIAL Hest:
geiedj jy sntimo b
sterfradg koS e
plastiesy maidely Biekvena
é‘!t‘th‘gl turi tadytisterdacios
p'mvxa apmardins bolagnts
stataniis iy
procedliy efelkdynny.
ATSARGIAL Sterfaundani neddhite
diblyvienss and bita.

Priedus galima sterilizuoti
naudojant toliau
rekomenducjamus steiilitacijes
auteoklave metodus:

Sveria paslinkis:

|¥yniotas:

Temqeratira 132 - 137°C

{270 - 215°F}

Bispegicizos trubime - 10-13 s,
Kejvyniotas (.Mash’):
Temperativa 132 - 137°C

(770 -275'F}

Eospeaicios trebime - 3-18min,
Hankstinis ifeetinimas:

Jeyniotas:

Temperatira 132 - B7°C

(270 - 275°F}

Brspozicdss trukm2 - 3- 18 mén.
Kejvyniotas {.fMash’):
Tesperatina 132 137°C

(270 - 215°F)

Erspazicias trubme - 3-18 mén.
Kaudxcjasym atsshingas ur bethadiy
rrbobrypig oo reke

Varstulu bioprotézu un
anulaplastikas gredzenu
piederumu apkopes un
sterilizacijas instrukeija
nospiedumu karotém un
rokturiem

1.0, Piederumi
§5 instrokeiys atlizees vz visiens
Saprotédu i analoplaithas gredzeny
rospredar barodd e ick ture
wodsfem Iemidaparis
peederemy Betofany sracgla opd ar
Edwvards Lfesciences vintuly
biepratézémun andicphashas
gredrerien fRegdditais [tsdanas
msindgis.
2.0, Piegades veids
Piederumiiriesainati atsevishi, tie
nav sterili, un tieirjitira en
Jasterilizé pirms katras Ketodanas
reizes. Tos nevar stedlizét
eriginalajd iepakejuma.
3.0. Tiridanas noradijumi
sirekturt, paplites una ki jires
aueaiskita Jasterding pirms bateas
Eztoanag ehres, Prodaurd i
jinemana parastaid ket lai
sazeatu 2k ainktelangs
prederemas, samnieties 2
Edwards Uesciences Udteeibas
[er
IEVEROT PIESARDZIBU! Paraaadiet
1ehtuss, v pxe redzemss noetoiuma
parEss, Femcnam, asund zudars,
plasas vai plisumi Remainet oktod ja
i prstatens 1d noSeisfans.
BRIDINAJUMS: 1 teru fragmentss
reva bobabrdt, emantait i
alehveidadans end.
1.1, hutemitiskas tiritanas
norddijumi:
lepriehséja skalelana (péc
nzpiediesamibas): Klenzyme enzimu

[daands Lfeschences, yitirétain E ot
Eorpsun Etdsin Bdwards
Ufesgiences Cotporation predu dimes;
Faads lifesierces i ilzdtass b
Barta bagetips it tegistrzts ASY Pelertu
en precu Bimu broli.

Menzymair Mesck & Co, e relysteéta
ez,

Ingtry-Fleaz un AMS(O Peiarce 414
STERS (ovprration predu zmes.

CGidex va Gdezyme it Advanced
Sterdiration Products, 2 jobnson &
Jehasen Cerpang 20d Division of
Ethicen, Inc rednteétas predo aimss,

aqine margitanas Fdreddis vaitd
elvialerds.
Tiritana: piens pirmas Exteonas reizes
) turpmak pac hatias Betofanas reizes
tiried rekturus peplaté arnogemtu vty
2t jeny mazgatacas Bdzekls fidomy
{Pemétam, hstra-Yleng) irehinisha
rargdtans palnd {plemiram, SIERS
NS0 Retiance 444), minimilas
margiianys fvestqums - 2 wiadnes.
3.2 Marailas tiriSanas nord dijumi:
lepriek$eja shalosana (pic
nepiededamibas): 1bdstadi sErnicas
praxedinl
Tiridana: ievieto et rctteri paplites
prmatnl kn paptites vk tracka o
taidaras d sy, pleondram, enzimu
magaiaa blekk (ieryire, ievéngjt
fic1di oledtofegremdi
e temparetanu Park
Fstrumeed if (b beyemdétien
St Aekans. S menites tipen
Tiriel pedesumas & mikstu plastmasas
sy, iznetejatmitate suty, natil
Visus virsmas pEtire ey, Nekidd
gadiumd petinstimstromentus 2
welils ﬁ.-! savd liras 2y dvzomi.
2ds rmandejet

ﬁaduu:nrr;;u'uu i
pdetdiegemditivg
5 ‘anSrHM

fipigish
sterdi, é«}mmi Glerd, ska'odars)

i

4.0. Sterilizacijas noradijumi
s atharictes stertizdajas rebturie
Hnotkeing e plederumiem.

|EVEROT PIESARDZIBUI Kestarcuifed
[t'!f-ﬂ 1T o pagiditanas
«pau\;m& Bekten prﬁ.stm UEIOEN
jeunzm £a plastnasas malsy’
Estizilestéded e frizmands pe mdms
ks ietver Befodishos nd hatorus, 2
radEiity Qe prkedzas
efehimitili

IEVEROT PIESARDZIBU! Sterficiss
ki redeciel paptites viera vz ctrag.
Visu modt |u piederumus var
sterilizét, izmantojot f3das
ieteicamas auteklavasterilizicijas
metodas:

Gravitddjas sterilizidja:

letita yeida:

Temgeaatin B21B31([270-279°R)
Fespozicias ads 10-18 nindies
Keietita veidi (cekspresss):

Remparating B3 CRA2IVT)
Haparicips liks 3- 1B misites
Priekivakuums:

letitd veidi:

Tenparatona BEBFCRN0-215 1)
Bapaicas b3 18 madtes
Neietita veida (cekspressv):
Temperatina B2-137CRR-279 1)
Flspaicias lads 3 1R mosiees
Lietstijsir 21hdhgs par jetd3dsn

. RN Tridzeas val
sterdizatas metodén.

Biyoprostetik Kapak ve
AnnuloplastiRingi
Aksesuarlar Bakim ve
Sterilizasyon Talimatlan
(Tepsiler ve Kollar igin)

1.0 Aksesuarlar

B tatematlar By eprostet b kipatlin v
annoplasti nnglerie yonel lem
tepsive kel medelleriign geqerf &1,
Edwzeds L Fosciences byopecstetic
apaklasve asnadeplasti Br'tatingla
veriten Fllarsm Tatemathan, bu
2hsesuatlann kutiananayla dgh belyi
sajlar.

2.0 Tedarik Sekli
Ahsesuarfaraynielarak
ambalajlanmug elup steril olmayan
sekilde saglanmgtir ve her
kullantmdan dnce temizlenmeli ve
sterilize edilmelidir. Orijinal
ambalajlan igindeyken sterilize
edilemezler.

3.0 Temizleme Talimatlant
Tom bater tepsdterve kapodtar ber
kutavmdan Boce ajm synitemzicomel
ve slenfize eddnelily Aseseadarnatin
clzak delpgtoimettn Uy yedek
paagn e lilsdaes oty
temsdciniziz femas burun,

DIKKAT: Fellida ratizsmavep
hima ghi prarna belatvanicup
clmadra bentrel ef n. Herhangi b
boeru'my geretone, bl dedigtein
UYARL: Koflzm pasqalan harei br
cisuntiteme gy yikals bulenamag
3.1 0tematik Temizleme
Talimatlan:

On durulama {Gerekirse): Kerzyme
ek aseed ddapasep
epdegei,

Temirleme: Kolan ik bufzamdig
Ence ve her balanmdan seray, fonk
elnayan delenjan sl iyeru i6inega
Instry-Keng] ktyanak meband by
yayody {Enedin STERIS AMSCO
Relaace 443), tepsiignde ve hazak
agntmg el i ) dakha
yiajarek wmieyn.

3.2 Manuel Temizleme Talimatlan:
On duratama (gerekirse); Fastaze
prosedline uygen olaek.
Temizleme: ¥=}y, tegsi abenrives
tepsikapad, Lretiisi tarefndin
beliarden sureve ssab Hta, eazevatk
A deteran donCGidepymeghibis

4 w2 solusyery bamyosena
yerdetirn. Altlerin imarsen Gty
clmavn ve birbirine dedmemesing
dikatedn. fhsesadan S dalsly
boguea yormesgak b plast brgay s
e teminey ;e o yozeysel

kit e yurmegalcfgapta chasa,
zeninde ash mlal frgalarveya
eEcbulsd el betamnay
Temidemeler anendadaima taze
temizteme seldsyeny bllacea. Dabay
53, s b malzemeyisier],
depeizesude T datda biyenta Shee
spice durvlapn,

Edwards Lifescences, bighnderdinitmig £
agosuve Edwards, Bdvards
escieinces Clperalion faragren
ticari markalindy (daatds Lesdences
sebiginderdn'miy Elogasu, ASD
Patent ve Ticari Marksby ESosuinds
lescisdy,

Flenryme, Meick & (o, ne gebetinin
tizari inzrrand e

Instru-Klenz ve AMS(0 Retanie 444,
STERIS Corpesation’in ticasi
iarkalandy

(ifexve Gdezymre, bir et oson &
Jehraon yriztive Blenlng
Sandugnan balomd o'an Advenced
Sterdizaticn Produdsin lesci ticani
markatandi,

Dezenfeksiyon: Temizlentiyve
bantrl edfaiy 'etied, Eeeticd

trif adm belitden sive ve saliiia,
dazerlebsiyon seiisyeanna el
G GPA) yeretirmn. Aletbein
namea dtidy el ve btirine
dedremesine Glkateda. [bhasoara,
bee aletistenl, deiyesize suve 1 ki
bopunica 5 bez fyice dundayin,

4.0 Sterilizasyon Talimatlan
[iibetta yenden et e edmedee
onge tom aksesuarlardan Fyrimatide.
DIKKAT: Alsesuzrizrdin higkiiel
nathiye btutaniginde sterdize T
StenSrasyon Gocesl heflar plasuinakl
torhesndan plantmatde Herbly
Ko stertizasyon prosedan
etiinigind belirlemek kin biyeksy:
gdstergeleriqerea prosedurier
hfanmalda

DIKKAT: Stecitzasyen esnasmds
tepsiteri st etrmsyin,

Tum aksesuar modelleri agagidaki
tavsiye edilen oteklav sterifizasyon
yanlemlen kullantlarak sterifize
edilebilin

Yergekimi Deplasmani:

Sargiliz

Sl 132- 1370 279°F)
Maryryet Siresi 10-18 dabila

Sargisiz ("ani”):

Stk 132137 °C(170- 119
Morvgydd Surei3-18 a0k
Prevakum:

Sargil;

Sl 132- 37 C{70- 279 )
Marezret Siresi3-18 dabika
Sarguz[“ani"):

Sk 132+ 337170 29°F)
Meruziyet Sresi3-18 dakika

Dnsfye edden temizhome vepa
sterirasyon metsdondaa hertirly
sapma dupeTrenda buting
serumiisdar

I A
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