BAN DICH
TRANSLATION

CANNULA PONG MACH VA TINH MACH DUI
Huwéng Dan St Dung

Cén trong: Lién bang My nghiém cAm viéc kinh doanh va diit hang san phim tir béc sf.
MO TA
Cannula tinh mach dui Femtrak, VFEM, Fem-flex II ctia va cannula ddng mach dui Fem-flex,
Fem-flex 11 Edwards Lifesciences la cannula cé ddy xoén ting cudng, thinh méng. Doan gin
trong sudt khong duoc ting cuong dé kep va két thic tai ddu két ndi c6 nganh. Mdi cannula c6 di
kém 1 que nong va/hoiic éng din dudng trugt ngoai ddy din 0.038” (0.96 mm). Vach do trén éng
gitip hd tro dit cannula. Mgt vai ma c6 bao gdm thém que nong khdng nong. Mot vai ma ¢o thé

bao gdm vong khau. Cannula Fem-flex 1T (FEMIIA) ¢6 2 vach do trén éng va 1 que nong khong
nong gitp hd trg dit cannula.

Mai thiét bi ctia Edwards Lifesciences déu duge déng géi vo tring va khong téa nhiét trong bich
loai 16t ra dugc dan kin.

CHI PINH SU DUNG

Cannula dui ciia Edwards Lifesciences duoc chi dinh sir dung trong cac truong hop yéu cau dit
cannula dong mach dui va tinh mach dui nhanh chéng trong thoi gian sir dung vong tudn hoan
ngoai co thé ngan (dudi 6 tiéng). Quyét dinh dit cannula vao dong mach hay tinh mach 1a do bac
si.

Dit cannula cho mach dui c6 thé su dung cho tré em hodc ngudi 16n dua vao yéu cdu tde do
dong chay va giai phau hoc ctia mdi bénh nhén. Vui long tham khao trén bao bi dé biét vé su
twong quan gitra do giam 4p luc va tdc do dong chay.

CHONG CHI PINH SU DUNG

Cannula cho mach dui chéng chi dinh sir dung thoi gian dai (qua 6 tiéng), bao gdbm quy trinh tim
phdi nhan tao (ECMO).

Thiét bi chong chi dinh khi duge dat tai hé mach khac ngoai dong mach va tinh mach dui.

Ong din luu tinh mach don tir tm nhi phai khong nén duoc st dung trong quy trinh vi khéng khi
tai vi tri thd thudt c6 thé di vao cannula.



Thiét bi khéng duge str dung trong céc trudng hop ngoai chi dinh va khong str dung khi bét ki hu
hong vat 1y nao s€ chong chi dinh sir dung cuta né.

CANH BAO VA THAN TRONG

Thiét bi dugc cung cap trong bao bi vo tring khéng hu hong va khong téa nhiét. Khong sir dung
néu thay thiét bi cé dau hiéu hu hong (cat, bé cong, ro 1 va nén lai) hodc néu bao bi bi hu hong
hodc ma ra do ¢6 thé anh hudng téi do tiét tring va/hodc 1am hu hdng san pham.

Str dung hinh anh can quang va/ hodc siéu 4m trong sudt qua trinh dit cannula dé dam bao dit
ding vi tri va theo d6i hiéu qua san pham.

Neéu khong dua ong mé duong/ cannula hodc 6ng mé duong/ sheath di qua dugce ddy dan da vao
trude do cé the dan den lung mach va/ hodc rach mach.

CHI CHO 1 LAN SU DUNG. Thiét bi duoc thiét k&, chi dinh va phan phéi CHI CHO 1 LAN
SU DUNG. KHONG TAI TIET TRUNG HOAC TAI SU DUNG SAN PHAM. Hién chua c6 dir
liéu chimg minh su tiét tring, gay téa nhiét va chirc nang ctia san phdm sau khi duge xir 1y lai.
Hanh dong trén c6 thé dan dén bénh hodic mot bién ¢cb bat loi, vi thiét bj c6 thé s& khong hoat
dong chi dinh ban dau.

San phdm duoc biét c6 chira chét phthalates, chat c¢6 thé dugc tim thiy trong céc vét liéu thiét b

chira 1am déo nhu DEHP va BBP. Néu tré em, phu nit dang mang thai hoiic dang cho con ba tiép
xtic nhidu véi chit phthalates trong qué trinh didu trj y t& s& I3 1 vén d& can quan tdm. Téng hgp

céc dif liéu va bai viét hd tro két luan ring nhimng loi ich ¢6 duge nhiéu hon 12 rdi ro con lai.

Quy trinh va k§ thuét phau thut phi hop 1a trach nhiém cta 1 chuyén gia y té. Nhitng quy trinh
dugc mo ta chi ¢ muc dich truyén tai thong tin. Mdi bac st phai quyét dinh viéc sir dung thiét bi
1 cich hop ly cho tirng bénh nhan dya vao cac khoa dao tao y té, kinh nghiém, quy trinh dugc
thue hién, nhiing loi ich va nguy co khi st dung san pham.

Thiét bi duge chi dinh sir dung chi trong thoi gian ngén (=< 6 tiéng). Hién chua c6 tai ligu ho trg
chirc ndng va hiéu qua cta san pham sau 6 tiéng sir dung.

Str dung cannula kich thude 1én nhat cé thé, dong nhat vai phuong phap phau thudt, dé dam bao
lugng dan luu tinh mach vira phai.

Phau thuat mé nguc hodic dwa khi vio tim phai cé thé dan dén that thoat mot phan hoic toan
phan lugng dan luu tinh mach ra vong tuan hoan ngoai co the.

Néu cam thiy c6 luc can gia ting bét cir khi ndo dwa diy dan, que nong, m& dudng, hodc cannula
vao va rdt ra, dimg tha thudt lai va tim ra nguyén nhén trude khi tiép tuc. Kho khin trong viée
dua cac dung cu vao va ra cho th?xy ¢6 thé mach mau dang co vén dé hodc bj tén thuong. Trudc
khi tién hanh tha thuat, kiém tra k§ cang vi tri thiét bi trong mach méu dudi hinh anh can quang
hodc siéu am.

Tranh dua cannula vao qua sau dé giam thi€u nguy co dau tip cannula va vao thanh mach mau
dan dén viéc gy ap luc ong qua Ién va lam ton thuong mach mau.
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Tranh dua cannula vao qua sau dé giam thiéu nguy co dau tip cannula va vao thanh mach mau
dan dén viéc giam lugng dan luu va lam ton thuong mach mau.

Pua cannula vao qua sdu cé thé 1am cho 16 & doan gan di vao tinh mach chu trén. Diéu nay c6
thé lam giam dong chay trg vé tinh mach. Danh dau va/ hodc so theo cannula duge khuyen céo
dé dam bao dat cannula diing vi tri.

Ap luc trong dng vuot quéa gidi han 14m sang cho phép ¢6 thé 1a do vi trf ddu tip cannula chua dit
dtng va/ hoic do tinh trang han ché ctia dau tip. Nén xac nhén vi tri dugc dit ding dé gidam thicu
rii ro ton thuong.

Gan chit dau két noi vao cannula 1 cach an toan trude khi bat dau vong tuan hoan ngoai co the
dé bao vé khai viéc ong bi truot.

Str dung céc k¥ thuat phau thuét co ban dé dwa cannula dui vao, bao gom k§y thuét Seldinger hodc
cdt xuong biing cach quan sat tryc tiep, d€ dam bao dit ding vi tri.

Dam bao murc dd liéu phap khdng dong pht hop dugc duy tri trude khi dua cannula vao va trong
suot qua trinh tuén hoan ngoai co thé, dé giam nguy co rai rd bién chimg do hinh thanh huyeét
khoi trén hay trong cannula, hodc trong dong mau.

Khi cung cép, dam bao nap dugc gan vao 1 cach an toan dé tranh nguy co ro ri.

Dam bao mach méu duoc sir dung véi kich ¢& pht hgp dé cé thé tuéi mau day du cho doan xa
cua cannula sau khi dugce dua vao.

Pua dung cu din dudng vao lai chi trong trudng hgp thiy dugce déu tip dé tranh nhiing ton
thuong mach méu cé thé.

Cannula véi ddy xodn ting cudng nén duge kep tai phan khong ting cuong & doan cudi cia dau
ndi, néu kep & doan ting cudng cd thé 1am bién dang cannula mai mai, do dé can trd dong chay
qua cannula va nguy co thing hogc rach cannula.

Chén duoc st dung dé din luu/ tudi qua dudng dong mach dui c6 thé nhan khong du dong mau
bang hé dan dén thiéu méu cuc bd. KIEM TRA SAT SAO NEU THAY CO BAT CU DAU
HIEU THIEU MAU CHI XA CO LIEN QUAN.

Néu str dung k§ thuat cat xudng, quan sat tryc ti€p mach mau trong suét qua trinh dua cannula
vao va lay ra dé tranh ton thuong mach mau.

Kiém tra tinh trang mach mau va cAm méu sau khi rit cannula ra dé tranh kha néng thi€éu mau
cuc bd va/ hodc mat mau.

Khéong vuot qua ap luc toi da cho phép khi muon ting toc d dong chay khi sir dung cannula cd
duodng kinh nho vi co thé dan dén viéce tang ap luc nhanh chong.

Thoat khi hoan toan khoi hé théng trude khi bat dau vong tudn hoan ngoai co thé. Néu khéng thé
thodt hét khi ra khoi hé théng cé thé dan dén thuyén tic khi.



Loai bo san pham sau khi sir dung theo diing quy trinh duoc thiét 1ap ctia bénh vién trong viée xir
ly hoa sinh pham déc hai va giam thiéu nguy co tiép xic ngoai.

CANH BAO VA THAN TRONG PAC BIET CHO FEMTRAK
Khdng nén str dung voi diy din c6 16p phii vi khong twong thich.
HUGONG DAN SU DUNG

CAN TRONG: Khong vuwot qua ap lwe t6i da cho phép khi mudn ting toc dd dong chay khi
sit dung cannula c¢6 dwong kinh nhd vi c¢6 thé diin dén viéc ting dp lwe nhanh chong.

I. Sir dung hinh anh can quang/ sidu 4m trong sudt qué trinh dwa vao, xac dinh vi trf va dat
cannula.

2. Su dung k§ thuét phiu thudt co ban dé dat cannula dui, bao gdm k§ thuat Seldinger va cit
xuong bang cich quan sat truc tiép.

3. Néu khéng c6 cac dung cu dua vao, thi khuyén céo str dung b kit Edwards PIKV hoc

PIKA.
Ghi chii: 1 s6 ma san pham s€ c¢6 vong khau di dong.

CAN TRONG: Pam biao mach miu dwoc sit dung véi kich ¢& phit hop dé c6 thé twdi mau
day di cho doan xa ciia cannula sau khi duge dua vao.

4. Pua bo phan nip day/ dung cu m& duong vio cannula. Dt nip ddy cb dinh vao dau két
ndi. Sau khi dua dung cu mé dudng vao va rit ra, cannula cd thé bi kep tai doan giira day
xoén tang cudng va dau két ndi. Ly ndp ra khoi ddu két ndi trude khi ndi véi vong tudn
hoan ngoai co thé. Biéu db thé hién su tuong quan gitra 4p lue va dong chay nim dudi
cubi huéng dan nay.

Ngudi st dung/ bénh nhan nén béo lai nha san xuat hodic co quan c6 thim quyén tai dia phwong néu
giip phai su c6 nghiém trong nao.

Edwards, Edwards Lifesciences, logo chir E, Fem-Flex, Fem-Flex II, Femtrak, va VFEM la nhén hi¢u
cta hang Edwards Lifesciences. Cac nhan hiéu khéc 14 tai san thudc cic cong ty so hitu tuong ing.
Duoc san xuét tai M§.
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Femoral Venous Cannulae
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Téi, Vil Thi Tinh, CMND sb: 017253279 cAp ngay 18/01/2011 tai Céng An Thanh Ph Ha Noi; cam doan

dich chinh xdc gidy t&/ vin ban nay tir tiéng Anh sang tiéng Viét.

Nguwdi dich

s

Vii Thi Tinh

L.OI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 20 thang 10 nam 2021 (Ngay hai muoi thang mudi, mudi ndm hai nghin khong trim hai
muoi mot).
Tai Van phong Céng chimg Nguyén Hué, dia chi tai s 165 Giang V&, phudng Cat Linh, quén DPéng Da,
thanh phd Ha Nbi.
Té6i, NGUYEN THI THUY - Céng chiing vién,trong pham vi trach nhiém ctia minh theo quy dinh ctia
phap luat.

CHUNG NHAN
- Ban dich nay do ba Vii Thi Tinh, CMND s6: 017253279 cip ngay 18/01/2011 tai Céng An Thanh Phé
Ha Noi, 1a cong téc vién phién dich ctia Vin phong Céng chimg Nguyén Hug, thanh phd Ha Nbi, da dich
tir tiéng Anh sang tiéng Vit .

- Chit ky trong ban dich ding la chir ky ctia ba Vii Thi Tinh;

- N§i dung cua ban dich chinh xéc, khéng vi pham phap luat, khong trai véi dao dire x4 hoi;

9. . o 5 . .
- Van ban cdng ching nay duge 1dp thanh o~ ban chinh, moi ban gom 8tir,g trang, luu mot (1) ban tai
Vin phong Cong chimg Nguyén Hug, thanh phd Ha Nai.

S6 cong chirng: 3803  Quyén sb: 01/2021 TP/CC-SCC/BD

CONG CHUNG VIEN
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Edwards

FEMORAL ACCESS VENOUS AND ARTERIAL
CANNULA

Instructions for Use

English (EX)

FEMORAL ACCESS VENOUS AND ARTERIAL CANNULA

Instructions for Use

Caution: Federal (USA} law restricts this device to sale by or on the erder
of a physidan.

DESCRIPTION

The Edwards Lifesciences Femlrak, VFEM, and Fern-flex Il femoral verous cannilze
20d Fean-Flex 2nd Ferm-Hlex l femared arterizl cannidae ave wite-télnforced,
thin-wall cennidea. The dear pravimal section is not réinforced 1o 2liow

darping 2nd terménates in a barbed connadtor, Fach cannuda s suppbied with
adiaterandfor introducer that will pass over 2 0.0387 {0.96 mm) guedewire.
Bzriem stripes on the tubing 2id i cannula placement. Seme codes indude 29
additienal non-umen dl2tor Seme product cedes may dsoindede a sulure ring
The Fem-Flex Il (FEMIIR) cannidae include twa barium stripes en the ukéng and 2n
2dditional pan-umen dlator ta 2'd in placement.

Fach Edwards Lifesciznces device s pack 2qed stenile and non-prrogenicina
sealad, peel-type pouch.

INDICATIONS FOR USE

Fdwards Lifesciences Femaral Access (annudaz are intendad for use in situatizng
which tequire 1apd femarzl venous and arteral access for shart-term {< 6 hours)
caFoputmanary bypass. Vessel access {vercus or arterial] is left to the discretion
of the physidan.

Femeszl zecess eannutae may be used in peduatric popdations oraddt
paputatiens based on flow rate req frements and individual patient enatomy.
Fleaze consitt labeding to determine pressure drop relzted Lo flow retes.

CONTRAINDICATIONS FOR USE

Femaral Acgess cannida2 are contraindicated for leng-tenm use (> & hours),
includ ng Extra Corporeal Membane Oeygenation (M0} proced aes,

Devices are centrzind ated for placement invastulature cutside of the femeel
21y of vain

Single lube venous drainage freen the right 2trium sha i nal be used in
protedures where @ from the procedure site may enter the carnut.

This device s nalintendad for use other then as indicated and should not be used
when amy plysicalimpirment would contrasdicate it use,

WARNINGS AND PRECAUTIONS

Supplied sterile and non-pyrogenicinundamaged package. Do not use if
device shows signs of damage (i.e., cuts, kinks, crushed areas, leakage),
orif package is damaged or open as this may indlcate compromised
sterility and/or product damage.

Use flucroscopy and/or ultrascund imaging during placement to ensure
ptoper positioning and product performance.

Failure to properdy advance the introducer/cannula orintroducer/sheath
overa previously advanced quidewire may resultin vessel perforation
and/or dissection.

FOR SINGLE USE ONLY. This device is designed, intended, and distributed
for SINGLE USE ONLY. DO NOT RE-STERILIZE OR REUSE THIS DEVICE. There
are no data to support the sterility, non-pyrogenidty, and functionality
of the device after reprocessing: Such action couldlead toillness or an
adverse event, as the device may not function as eriginally intended.
Products are knewn to contain phthalates, which may be found in device
materials containing plastidress such as DEHP and BBP. High exposure
to such phthalates during medical treatments in <hildren and pregnant
of nursing women may raise a concern, A review of available data and
literature supports the condusion that the benefits outweigh the overall
residual risk

Peoper surgical procedures and techniques are the tesponsibility of the
medical profession. Described procedures are pravided for informational
purposes only. Each physidan must determine the appropiiate 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.

This device isintended for short-term use only {< & hours). There are no
data tosupport the function and performance of the device beyond six
hours of use, ‘

Use the largest cannula possible, consistent with good surgical
technique, to ensure adequate venous drainage.

Surgical entrance of introduction of air into the right heart may result
in the partial or total loss of venous dralnage to the extracorpsreal
dreulation.

Ifinaeased resistance is felt at any time upon insertion o removal of
the guidewire, dilators, introducer, or cannula, stop and investigate the
cause before continuing. Inability to easily advance or remove these
devices may indicate vascular disease of infury. (losely examine the
device position within the vessel using fluoroscopy and/or ultrasound
imagling prior to proceeding.

Avoid over-insertion of the cannula to reduce risk of cannulatip
impingement 2gainst the vessel walls which may lead to excessive line
pressures and vessel damage.

Avold aver-insertion of the cannula to reduce risk of cannula tip
impingement against the vessel walls which may lead to dereased
drainage and vessel damage.

Over-insertion of the cannula may result in proximal holes entering the
superior vena cava. This may [ead to diminished venous return. Cannula
markings and/or palpation is recommended to ensure propet cannula
placement,

Line pressure exceeding acceptable dinical limits may result from
incorrect cannula tip position and/or resteicted tip patency. Confirm
proper placement to minimize risk of injury.

Securely tie-band the connector to cannula junction prior toinitiating
bypass to protect against tubing slippage.

Insert femoral cannula using standard surgical techniques, induding
Seldinger technique and cut-down under direct visualization, to ensure
proper placement.

Ensure proper levels of anticoagulant therapy are maintained prior to
insertion of the cannula and throughout cardiopulmenary bypass, to
reduce the risk of complications due to thrombus formation on or within
the cannula, and in the blood stream.

When provided, ensure caps ate securely seated to reduce the risk of
leakage.

Ensure that the vesselused is of adequate size to allow suffident
perfusion distal to the cannula afterinsertion.

Relnsert inteaducer only if tip is visible to avoid potential vessel damage.
Wite-reinforced cannulze should be dampedin the non-reinferced
section located at the connector end since damping of the reinforced
section may produce permanent cannula deformation, therebyimpeding
flow threugh the cannula and risking puncture or tearing of the cannula.
The leg used for femoral drainage/perfusion may receive inadequate
collateral dirculation resulting in severe Ischemia. CLOSELY MONITOR THE
INVOLVED EXTREMITY FOR ANY SIGN OF DEVELOPING ISCHEMIA.

For cut-dewn procedures, directly visualize vessel during Insertion and
removal of the cannula to minimize vessel damage,

Monitor vessel patency and hemostasis after removal of cannula to aveid
possible ischemia and/or blood loss.

When using small diameter cannulae, do not exceed the maximum
pressure limit while inareasing flow. A rapld pressure rise may result,
Prior toinitiating cardiopulmonary bypass, completely expel air from
the system, Failure to eliminate air from the system could resultin an
alr embolus.

Dispose of used product in accordance with established hospital
protocols for blohazards to minimize risk of exposure.

WARNINGS AND PRECAUTIONS SPECIFICTO
FEMTRAK

Notrecommended for use with coated guidewires as they may not be
compatible with this product.

DIRECTIONS FOR USE

WARKING: When using small diameter cannulae, donot exceed the
maximum pressure Hmit while increasing flow. A rapid pressure rise may
result.

1. Use flucsascopy andfor ultrasound imag'ng during advancement, pasitonng,
and placement of the cznnulz.

2. Cannulate for femara! bypass using standard surgical technizuzs, inchuding
Seldnger techigue and cut-duwn wader diect visualization Lo ensure preper
flacement,

. Ifinsertion components are nat inchsded, Edwards’FIKY o PIKA Kitis
recommended,

Note: A mavezblz suture ring Is aveilatde with some product cades,
CAUTION: Ensure that the vesselused is of adequate size to allow
sufficient perfusion distal to the cannula afterinsertion.

4. Insert eepfintroducer assembly into cannida. Seat e2p seanely en connedton.
Fellwing placement and removal of intiadster, the cansula may ke damped
in the area batween the wire teinforcement and the «enaedcter. Remae
cepficen the end of the coznzdor before connedting ta the estracerpareal
dircuit. Graphs of pressure-flow relationships are provided 2t the end of these
Instructions.

Users and/or patients should repart any serios incidents 10 the manufacturer
znd the Comg=tent Aitharity of the Member Stzte i which the serand/or
patientis established.

-

Edwards, Edwards Lifestiences, the styfaed Elaga, Fem-Flex, Fein-Flexll,
Femirak, 25d VT EM are trademarks of Edwards Lifestiences (orparation, Ml ether
trzdemzrks are the property of their respactive ewners.

Mafzinthe US.A
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