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HUONG DAN SUDUNG

CANNULA TUOI MAU PONG MACH
CAN TRONG: Lut Lién Bang (M§) nghiém cém thiét bi nay dugc bén, hodc dit hang, bai 1
bac si.
MO TA
Cannula tuéi mau dong mach Edwards Lifesciences c6 dau tip tron muot dé tao diéu kién dua vo
khéong gdy ton thuong. Poan dau cua cannula duoc thiét ké dé twong tng véi dng 3/8” (9.5 mm).

Mit ngoai va/ hodc trong long ctia cannula 1 s6 ma san pham ¢6 ki hiéu “D” hodc “DII” la dugc
xu ly bdi Duraflo heparin.

Bo md duong dugc cung cp cho 1 s6 ma cannula dong mach. Céc bd mo dudng duoc thiét ké
dé sir dung véi day dan 0.038” (0.96mm). Mdi bd mé dudng c6 di kem 1 ndp théng khi luer ¢6
thé théo rdi. P& nguyén ndp thong khi tai chd dé thong khi cannula khi st dung ma khéng c6 day
dan. Khi sir dung vé6i day dén thi théo nép ra.

MGi san pham Edwards Lifesciences duoc déng goi vo tring, khong téa nhiét trong bich dugc
niém phong, dang 16t.

CHI PINH SU DUNG

Cannula tuéi mau dong mach Edwards Lifesciences duge chi dinh dé tudi mau déng mach cho
hé thong tuan hoan ngoai co thé dudi 6 tiéng. Viéc lya chon vj tri dé dat cannula la do quyét dinh
clia bac si va co thé bao gom dong mach dui hodc quai dong mach cha.

Céc vat liéu trong hé thong tuan hoan ngoai co the dugce xir ly bai Duraflo duge chi dinh sir dung
trong vong tuan hoan ngoai co the khi cé yéu cau dit cannula duge xir ly béi heparin sau do.

CHONG CHI PINH SU DUNG
Chéng chi dinh cac thiét bj dugc xir Iy bing Duraflo cho bénh nhan nhay cam véi heparin.

Thiét bi khong chi dinh sir dung cho céc trudong hop ngoai chi dinh va khong nén sir dung bat cur
khi nao hu hai vét ly c6 thé chong chi dinh st dung san pham.

CANH BAO VA CAN TRONG

Khéng str dung néu thay thiét bi ¢6 dau hiéu bi hong (bi cit, cong hodc nén lai) hoic bao bi bi
mé va hong.

Thiét bi dwgc thiét ké, chi dinh va phan phéi cho 1 lan sir dung. Khéng t4i tiét triang hoiic tai
sit dung sdn pham. Hién chua c6 dit liéu chimg minh d tiét tring, khong toéa nhiét va chirc
néng ctia san pham sau khi duge xtr ly lai.



San phdm duoc biét c6 chira chit phthalates, chit c6 thé duge tim thdy trong cée vét liéu 1am déo
nhu DEHP va BBP. Néu tré em, phu nif dang mang thai hodc dang cho con b tiép xtc nhiéu véi
cht phthalates trong quéa trinh diéu tri y té s& 1a 1 vAn dé dang quan tdm. Téng hop céc dir lidu
va bai viét da hd trg két luan rang loi ich ¢6 duge nhiéu hon 14 rai ro.

Thiét bi duge chi dinh chi sir dung trong thdi gian ngén, duéi 6 tiéng.
Khuyén khich dua vao theo goc 45% d& giam thiéu nguy co tén thuong mach méu.

Khéng vuot qua ap luc toi da cho phép khi mudn tang toc do dong chay cua cannula c6 dudng
kinh nho vi ¢ thé dan dén viéc ting ap luc nhanh chong.

Khi dit cannula tai dong mach nach, tich dong mach xung quanh dam r6i than kinh canh tay can
than dé tranh 1am ton thuong dén dam roi than kinh canh tay. Ton thuong dén dam roi than kinh
canh tay c6 thé lam té liét/ yeu di canh tay ctia bénh nhén.

Chan duoc str dung dé dan huu/ tw6i méu cé thé s& khong nhan du tuan hoan bang hé dén thidu
mau cuc bd. KIEM TRA SAT SAO CHI LIEN QUAN NEU THAY CO BAT CU DAU HIEU
THIEU MAU NAO.

Kiém tra tinh trang mach mau va cam mau sau khi rit cannula ra.

Cho quy trinh cdt xuong, true tiép nhin vao mach mau khi dua va théo cannula dé giam ton
thuong mach mau.

Str dung hinh &nh cén quang hodc TEE (siéu 4m tim qua thuc quan) trong sudt quy trinh.
Str dung day dan dé dam bao dit ding vi tri cannula.

Str dung k¥ thuat phiu thuat tiéu chudn dé thiét 1ap cannula cho dong mach dui, bao gém k§
thuét Seldinger va cit xuong bang cach quan sat truc quan deé dam bao dit dang vi tri.

Kiém tra ddu tip thict bi va/ hodc trang thai cia cannula khi ap luc vugt qua gidi han lam sang
cho phép.

Cannula véi ddy xoan ting cuong nén dugc kep tai phan khéng ting cudng ¢ doan cudi cia dau
noi, néu kep ¢ doan ting cudng cd thé 1am bién dang cannula mai méi, do do6 can tr¢ dong chay
qua cannula va nguy co thing, rach cannula.

Loai bo san pham da sir dung theo quy trinh thiét 14p ctia bénh vién cho sinh pham doc hai.

Lua chon quy trinh va k§ thudt phau thuét pht hep 1a trach nhiém cta 1 chuyén gia y té. Nhing
quy trinh duge mé ta chi ¢é muc dich truyén tai thong tin. Mdi bac si phai quyét dinh viéc str
dung thiét bi 1 cach hop Iy cho tirng bénh nhan dya vao cic khéa dao tao y té, kinh nghiém, quy
trinh duoc thyc hién, nhiing lgi ich va nguy co khi str dung san phém.

Dam bao duy tri mirc chong dong phu hgp trong suot qua trinh tim phoi nhén tao.
Gan chit dau két noi vao moi noi cannula trude khi bat dau vong tuan hoan ngoai co the.

Néu duge cung cép, niit thong khi duge thiét ké dé thoat khi khi kho réo va c6 thé khong hoat
dong dugc khi bi udt. Giir nit thong khi kho réo trude khi sir dung.

HUONG DAN SU DUNG



Str dung k¥ thudt Seldinger hodc cat xudng, dé dat cannula cho bénh nhan khi dé bac cau vao
dong mach.

Hoan thanh quy trinh thodt khi tiéu chuén roi két noi cannula tudi mau dong mach ctia Edwards
Lifesciences véi hé thong day dan tuéng mau dong mach.

Can trong: Padm bio mach mau dwge siv dung c6 kich c¢& phu hop dé twéi mau hi¢u qua &
doan xa ciia cannula sau khi dwa vao.

Dbi véi cannula twéi mau dong mach cé di kém b din duong:

1. Pua nép/ bd din dudng vao cannula. Vin nép do vao ngén thir 2 clia dau ndi.

2. Dam bao két ndi hoan toan giita cannula va din dudng bang cach dwa b din dudng vao
trong cannula cho t6i khi vong khéa khép véi nép do (nép do s& duoc flush véi hub dan
dudng mau trin 2).

3. Néu khong str dung diy din, dam bao nép théng khi luer ¢6 18 & doan gin dugc vin khit.

4. DAu duge danh tai vi tri 2 inch (5 cm) tir diu tip ctia dng dén dudng hién thi ring dau tip
da di qua khu vure kep cannula. | khi vi tri danh déu nay ra khéi ndp do thi kep cannula
lai. C6 thé bi xich mau néu cannula khong dugc kep va 16 thong hoi cua dng din duong
bi 10i ra (xem hinh dudi).

5. Tiép tuc thue hién viée dat cannula va rat 611g dan dudng ra, cannula c¢6 thé duoc kep vao

vi tri gitra ddy xodn ting cuong va dau noi 3/8” (9.5 cm). Théo ndp do khdi phén cudi cia
dau noi trude khi ket noi vdi vong tudn hoan ngoai co thé.

Edwards Lifesciences, logo thiét ké chir E, va Duraflo la nhin hiéu cta cong ty Edwards Lifesciences.
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Mike 4p lwe va dong chay (OPTI16, OPTI18, OPTI20, OPTI22)

oPTHE
36 - | /

362 /£
340

320 4——— - — o R
300 - B /
283 /
280 /_/
240

223 va
20 e OPTHE
183

183 P P
143 =l .—/
123 o -~ GPTI20

102 —— 5 . oPTIZZ
89 . | el
B
—

Murc ap luc (mmHg)

e R e
4 e Pl
25 R ]

G 05 1.0 i5 20 235 30 35 40 45 30 38 6.0

Téc db dong chay (L/phit), H20 tai nhiét do phong

Mikc 4ap lue va dong chay (APC018B, APC020B, APC022B, APC024B)

230

2
229
216
205
132
::L 1 srcotes

165 pd

150 F EREREtE TS| TR TITETSETNN ST [TAIOCES. FRERIe, S

140 -

7
130
120 ,7/
1o
130 Pl
g ~ AFCO203
& — I —

Mirc ap luec (mmHg)

0 =]

& /" -~ L AFCO223
‘e I PN v m—e e e —— e A e § e - R e ey e e — s
5 e

—__—— apcous

3 —
R B B e T g I e R oy =N S s
i :iﬁﬁr‘f’r—-—-‘“

0 = + +

2 as 10 15 23 25 3L 35 40 435 53

Téc do dong chay (L/phut), H20 tai nhiét d§ phong

Cin trong: Khi sir dung cannula duong kinh nhd, khdng vugt qua gidi han ap suat toi da trong
khi tang dong chay vi c6 thé dan dén tang ap luc nhanh chong.
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T6i, Vii Thi Tinh, CMND s6: 017253279 c4p ngay 18/01/2011 tai Cong An Thanh Phd Ha N¢i; cam doan

dich chinh x4c gidy to/ vin ban nay tir tiéng Anh sang tiéng Viét.

Nguoi dich

?Q/
L/

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 20 thang 10 nim 2021 (Ngay hai muoi thang mudi, mudi ndm hai nghin khong tram hai
muoi mot).
Tai Van phong Cong chimg Nguyén Hug, dia chi tai sd 165 Giang V&, phudng Cat Linh, quin Déng Da,
thanh phd Ha Nai.
T6i, NGUYEN THI THUY - Cong ching vién,trong pham vi trach nhiém cta minh theo quy dinh cta
phép luat.

CHUNG NHAN
- Ban dich nay do ba Vii Thi Tinh, CMND s6: 017253279 cip ngay 18/01/2011 tai Cong An Thanh Phé
Ha Ni, 1a cong tac vién phién dich ciia Vin phong Cong chimg Nguyén Hug, thanh phb Ha Nbi, da dich
tir tiéng Anh sang tiéng Viét .

- Chit ky trong ban dich dung la chit ky cta ba Vii Thi Tinh;
- N6i dung cta ban dich chinh xéc, khong vi pham phép luét, khong tréi véi dao dire xa hoi;

- Vin ban cdng ching nay duoc 1ap thanh ) ban chinh, mdi ban gdm 6 to,f trang, luu mét (1) ban tai
Vin phong Cong chimg Nguyén Hué, thanh phd Ha Noi.

$6 cong chirng: 3803  Quyén so: 01/2021 TP/CCfCC/BD

CONG CHUNG VIEN

NGUYEN THI THUY



Edwards Lifesciences

INSTRUCTIONS FOR USE
T ARTERIAL PERFUSION CANNULA

Caution: Federal law (U. S. A) restricts this device to sale by, or on the order of, a physician.

DESCRIPTION

The Edwards Lifesciences arterial perfusion cannulae have smoolhly rounded tips to facilitate
alraumatic insertion. The proximal ends of the cannulae are designed to accept 3/8" (8.5mm)
tubing.

The exterior and/ or inner-luminal cannula surfaces of product codes containing a "D or "DII*
are lreated with Duraflo heparin.

Introducers are provided with some arlerial cannufae codes. Inlroducers are designed for use
with 0.038" (0.96mm) guidewires. Each introducer is provided with a removable vented luer
cap. Leave 1he venled cap in place to allow venting of the cannula for use without a guidewire.
Remove the cap to allow cannula use with a guidewire.

Each Edwards Lifesciences device is packaged sterile and nen-pyrogenic in a sealed, peel-
type pouch.

INDICATIONS FOR USE

The Edwards Lifesciences arterial perfusion cannulae are indicaled for arterial perfusion in the
exiracorporeal circuit for < 6 hours. Cannulation site selection is left to the discretion of the
surgeon and may include the femoral arlery or lhe aortic arch.

Extracorporeal circuit components with a Duraflo treatment are intended for use in
cardiopulmonary bypass when a heparin trealed cannula is desired upon initial placement.

CONTRAINDICATIONS FOR USE
Devices with a Duraflo treatment are contraindicated in palients with a known sensitivity to
heparin

This device is not intended for use other than as indicated and should not be used when any
physical impairment wou'd contraindicate its use.

WARNINGS AND PRECAUTIONS

« Do nol use if device shows signs of damage (i.e., cuts, kinks, crushed areas), or if
package is damaged or open.

«  This device is designed, intended, and dislributed for single use only. Do not re-sterilize
or reuse this device. There are no data lo support the sterility, nonpyrogenicity, and
functionality of the device after reprocessing.

s Products are known lo conlain phthalates, which may be found in device materials
conlaining plaslicizers such as DEHP and BBP. High exposure o such phthalates during
medical treatments in children and pregnant or nursing women may raise a concern. A
review of available data and lileralure supporls the conclusion that the benefils cutweigh
the overall residual risk

»  This davice is intended for short-term use only (< 6 hours).

+ To minimize potential vessel damage, a 45° inserlion angle is recommended.

+  When using small diameler cannulae, do nol exceed the maximum pressure limit while
increasing flow. A rapid pressure rise may resuit.

«  When cannulating the axillary arlery, dissect the artery around the brachial plexus cords
carefully to avoid brachial plexus injury. Damage to the brachial plexus may lead lo
weakness andfor numbness in the patient’s hand.

«  The leg used for femoral drainage/ perfusion may receive inadequate collateral circulation
resuiling in severe ischemia. CLOSELY MONITOR THE INVOLVED EXTREMITY FOR
ANY SIGN OF DEVELOPING ISCHEMIA.

«  Monitor vessel patency and hemostasis after removal of cannula.

s For cut-down procedures, directly visualize vessel during insertion and removal to
minimize vessel damage.

»  Use fluoroscopy and/or TEE during the procedure.

« Use guidewire lo ensure proper cannu'a placement.

«  Cannulate for femoral bypass using standard surgical techniques, including Seldinger
technique and cut-down under direct visualizalion to ensure proper placement.

s If pressures exceed acceptable clinical limits, check Lhe position of the device lip andlor
cannula patency.

s  Wire reinforced cannulae should be clamped in the non-reinforced seclion localed at the
connector end since clamping of the reinforced section may proeduce permanent cannula
deformation, thereby impeding flow Lhrough the cannula and risking punclure or tearing of
the cannu'a.

+  Dispose of used product in accordance with eslablished hospital protocols for biohazards.

»  Proper surgical procedures and techniques are the respensibility of the medical
profession. Described procedures are provided for infermational purposes only. Each
physician must determine the appropriate use of this device for each patient based on
medical training, experience, the type of procedure employed, and the benefits and risks
associated with device use.

« During cardiopulmonary bypass, ensure proper levels of anticoagulant therapy are
maintained.

+  Securely tie-band the conneclor to cannula junction prior to initiating bypass.

«  |f provided, the porous vent plug is designed o vent air when dry and may not function
as intended if wet. Keep the vent plug dry prior to use.

DIRECTIONS FOR USE
Using either a cut-down or Seldinger technique, cannulate patient for arterial access bypass.

PN 10008630001 Revision A 04/2016

Complete slandard de-airing procedures, then connect the Edwards Lifesciences arterial
perfusion cannula to the arterial perfusion line.

Caution: Ensure that the vessel used is of adequate size to allow sufficient perfusion
distal to the cannula after insertion.

For arterial perfusion cannula provided with an introducer:

1. Insert capfintreducer into cannula. Seal red cap past second barb of connector.

2. Ensure thal introducer is fully engaged in cannula by advancing introducer until locking
ring engages with red cap (red cap will be flush with white introducer hub). This
orientation will ensure a smooth cannula/introducer transition.

3. If a guidewire is not used, ensure that proximal porous luer venl cap is adequalely
secured.

4. The marking located 2 inches (5.0 em) from tip of intreducer shaft indicates when
introducer lip has cleared the cannula clamping area. Once this marking is external to the
red cap, clamp the cannula. Blood spray may occur if the cannula is not clamped and
the introducer’s vent holes are exposed (sea graphic below).

5. Following cannula placement and introducer removal, cannula may be clamped in the
area between the wire reinforcement and the 3/8” (9.5mm) connector. Remove red cap
from end of connector prior to connection to extracorporeal circuit.

Edwards Lifesciences, the slylized E logo, and Duraflo are trademarks of Edwards
Lifesciences Corporalion.

Made inthe US.A.

WHCTPYKUWA NO NPUMEHEHWIO
APTEPUANBLHAA NEPOY3IUOHHAA KAHIONA

Brunmanve! B coateercraiut ¢ degepantHbm 2aroHosatenscteon CLUA, npopaxa storo
YCTPORCTEA MOXET OCYLLECTEBNATLCA TONLXO BPHOM WTH NO H3IHAYESHL0 BPaya.

OMWUCAHUE

Karonu ana aprepuansHoil nepdyaun npoussofcTea komnanvu Edwards Lifesciences
VMEIOT FNANXME OKPYTNLIE KOHLUB! ANA 0BNEMHEHUA aTPasMaTHYHOMO BEE/IHUR,
MpoxciMansHsie KOHLb! KaH0NL PaccuiTaHbl H3 NOAKNMEH e TPYGOK AvaneTpom 8,5 tm
(318 poiiua).

HapyxHsia 1 (Unu) BHYTPRNIPOCBETHLIE NOBEPXHOCTH KAHIONG B UIENUAX, KOALI KOTOPLIX
Bxo4aT cunaonst €Ds unu «Dll», oBpaboransl renapuron Duraflo.

HekoTopbie Tl 3pTepiansHbiX KaHONb NOCTEBNROTCA B KOMNNEKTE C UHTPOALIOCEPAMM.
WHTpoALOCEPE! NPEiHAZHA%EHb! ANA KCNONL30BAHUA C NPOSONOYHLIMM HANPABMTENAMM
Avanetpom 0,96 wm (0,038 prorisa). Kaxasut MHTpoaALOCEp 050PYAOBAH CheMHbIM
NpeHpYEMbIM NKSPOBCKIM KONNAuKoM. [P KenoNb308aHku kaHni 63 HanpasuTena
KONNAYoK CNeayeT 0CTasuTb Ha MecTe AnA ofecneverua aApexaxa. MNpy ucnonbaoaamm
KaHONM C KANPABUTENEM KONNAYoK CNeAYET CHATD.

Kaxpoe yCcTpoiicTeo, Npoussogios koMnaH4ait Edwards Lifesciences, ynakosbieaeTcs 8
CTEPIUNEHOM W 8M4POTrEHHOM BUE B repMETI4HSIN NaKeT C OTAGNABMONR NepeHeil CTEHKOR.

NOKA3AHUA K NPUMEHEHUIO

Kanzonu ans aprepuansHoi nepdyani npoulsoacTea rounanwn Edwards Lifesciences
npeaHaIHaveHs! NS NPOBEIEHIKA apTEpHanbHOi Nepdyalid B 3XCTPaKOPNOPanbHOM KOHTYpe
B TeueH:e A0 6 yacos. Bbbop MecTa KaHIoMPOBaHYA NPOM3BOAMTCS BPAHOM-XIDYPIOM; B
TOM uucnie 3To MoxXeT GbiTe BeApeHHan apTepiua UNl Ayra aopTbl.

3KCTPaKOPNOpansHL'e KOMNOHEHTLI KOHTYpa ¢ obpaboTkoi Duraflo npegHasHauaiorca AnA
WCNONb30BaHUA B 8NNapaTtax UCKYCCTBEHHOTO kpoBocHabxerua 8 Tex Cny4anx, roraa nocne
NEPEOHAYENLHOIO PAMELEHIMA HYXHO NPUMEHATE KAHOMI0, 05padoTaHHYr renapitHoM.

NPOTUBOMNOKA3AHKA
Yerpotictea c obpabotroit Duraflo npoTisBonoxasansl ANa NpiMEHEHUA Y TEX NAUMEHTOS,
KOTOPLIE OTNMYSHTCA UIBECTHON UYBCTEUTENLHOCTLIO K FEN3PIHY.

YCTpoRcTao He NPeAHA3HA4EHA ANA KAKOro-NG0 MHOTO KCNONLI0BAHUS, HEXEn!
NPeAyCMOTREHHOE EM0 HAIHAYEHWEM, W HE LOMXHO KCNONb30BATLCA B TOM CNydae, ecny
kanie-nudo (riauecke NOSPEXAEHHA CNY#aT NPOTHBOMNOKA3AHUEM K €70 NPUMEHEHIED,

NPEQYNPEXAEHUA U MEPLI NPEAOCTOPOXHOCTH

+  He KcnonesyiTe yCTPOECTEO, ECNY OHO MMEET ABHLIE NPU3HEKM NOBPEXIEHHA (Nopestl,
336!, PAaCNNIOLIEHHBIE YHACTKM), KN ECINi YNBKOBKE NOBPEXAEHA Ul OTKPLITA.

« 3710 ycTpoticTBRO paspaborano, npeHaIHaveHo U PACNPOCTPEHABTCA TOMBXO ANg
OAHOPA30BOTO NONE3083HUA, 3anpeutaeTcs NOaTOPHanA CTEPUNMIALUA UNK
NOBTOPHOE HCNONb30BaHWE IAHHOTO YCTPOHCTRA. HeT AaHHsIX, NOATESX AKX
CTEPHUNBHOCTE, ANwPOreHHOCTb M PYHCUMCHIfPOBaHIE YCTPOIICTRA NOCNE NOBTOPHON
oBpaboTru.

«  JlaHKbie Wanenus COAEpaT iTanaThl, KATOPbLIE MOryT ObITh OGHapyXeHb! B TeX
MaTEePIaNax YCTPORCTBA, B KOTOPLIX UCNONL3YITCH NNACTHEOMAATOPL!, TAKKE KaK
Auatunrexcundranar u GytunGenaundiranar. Boagercrale BLICOXIUX 403 TaKMX
TaNaTos NPpH NPOBEAEHMN MEKLMHCKIX NPOLIEAYP Y AETEl 1 GepemerHsIX Uni
KOPMALLMX XEHLLH MOXET CTaTb NprKHOi npodnens, OB10p MMEIOUMXCS faHHSIX U
ndrepaTyps! NOIBONAST NOAAEPKATL BL'BO] O TOM, YTO none3a B A@HHOM Cimydae
npessiuaeT 0B OCTATOUHBIA PIUCK.

* JlaHHoe yCTpoiiCTBO NPEAHA3HAYEHO TONLKO ANA KPATKOBPEMEHHOIO HCNONb30BAHAA
(menee 6 yacos).

«  PexouenayeTcs BBOAWTL M3fenue nof yrnom 45°, 4Tobsl MUHAMIMIUPOBATE PUCK TPEBMbI
cocyaos.

+  [Ipi KCNONL30BAHMK KAHIONL MANOTO NMaMETPA HE CRIEAYET NPEBLILLATE NPELENLHOMO
3JHAYSHUA A3BNEHUA B X04€e yaenu4eHua noToxa. B pesynaTare MOXeT peiko
NOBLCHTECA faBNEHUS.
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English CORRECT VENT HOLE INCORRECT
Russian NPABUNLHO BEHTUNAUKOHHOE HENPABUNBHO
QTBEPCTUE
Serbian ISPRAVNG VENTILACIONI OTVOR NEISPRAVNO
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Pressure Drop vs Fiow (OPTI1E, OPTILE, OPTIZO 20d OPTIZ2)
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EN Warning: When using small d:ameter cannulae, do not exceed . =3
the maximum pressure limit while increasing flow. A rapid
pressure rise may result

RU Mpeaynpexaenue. [pit KCNONL308aH:MI ¥aHIONL MENOTO =
AvaMeTpa He NPeBLILaiTe NPeentHO IoMYCTUMOS =
MakCUManbHOS NaBNEHYE NpY yBENuueHIM pacxoaa. B 0.
PEIYNLTATE AABMEHUE MOXET PEIKO NOBLICHTECA.

RS Upozorenje: Kada koristite kanilu malog precnika, ne
prekoralujte maksimalno ograniCenje za pritisak dok
povecavale protok. MoZe dodi do brzog porasta pritiska.
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EN RU RS
: Tonbko AnA 04HOPa30BOro Samo za jednokratnu
ForSingle Use Only KCNOMNb30BaHUA upotrebu
CTepunu3oBaHo ¢
Ethylene Oxide Sterilized NpUMEHEHMEM OKCUaa Sterilisano etilen-oksidom
STER]L 3TUneHa
Non-pyregenic ANUPOTEHHO Nepirogen

Do not use if package is

He ucnonbayiite, ecnu
ynakoBKa OTKpbITa Unu

Ne korislite ako je

damaged noBpexaeHa pakovanje odteéeno
Lot Number Homep naptuu Broj pariije
Use By WUcnonb3osatk A0 Upotrebljivo do
Caution Mpenynpexaexue Oprez

Consult instructions for use.

CMOTPHTE UHCTPYKLUM MO

Konsultujte uputstvo za

NPUMEHEHWIO. upotrebu.
Quantity Konuuecrteo Koli¢ina
Contains phthalates CopepxMT pranarsbl Sadrzi ftalate

Catalogue Number

Homep no katanaory

Katalo3ki broj

Rx Only

Caution: Federal (USA) law
restricts this device to sale by or
on the order of a physician

MpeaynpexaeHue.
depepanbHbii 3akoH (CLLIA)
AonyckaeT NpoAaxy
AaHHOro yCTpoIicTBa TONbKO
BpaY0M MN¥ MO Ha3HAYEHUIO
Bpaya

Oprez: Saveznim (SAD)

zakonom ogranicava se

prodaja ovog uredaja od

strane lekara ili na njegov
nalog
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Edwards Lifesciences LLC
One Edwards Way

Irvine, CA 92614 USA

s 949-250-2500

« 800-424-3278
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