HUO'NG DAN sU’ DUNG

BONG NONG MACH VANH AP LUC CAO

Chung loai: Powered3 NC Coronary Dilatation Catheter

TIENG VIET

CANH BAO

1. Cacthao tac ndi mach clia san phdm nén dwoc thwe hién can than
dwdi soi chiéu tia X. Viéc di chuyén dAu xa clia sdn pham hodc thao
tdc ma khéng xac nhan vj tri clia né c6 thé dan dén hw hdng san
pham.

2. Néu xay ra bat ky sw can trd nao hodc sw bat thuwdng trong qua
trinh chuyé&n ddng hay sw bat thwéng & vi tri clia dau sén pham
trong qué trinh van hanh, hdy nglrng st dung ngay lap tlrc va soi
chiéu dwéi tia X xac dinh nguyén nhan. Tiép tuc str dung c6 thé dan
dén hw hdng san pham.

3. Vi cdng thoat day dan hwdng clia san pham (Exit port) dwoc dat
bén ngoai dAu clia dng théng dAn hwéng, nén cin than ludn gtk
thang day dan hwdng khi rut hodc dwa day dan hwéng ra vao cdng
thodat. S&n phAdm hodc day d&n hwéng cé thé khong hoat ddng dworc
hodc bi hw hong.

4. Dé gidm nguy co tdn thwong mach mau, dwdng kinh clia qua béng
dwoc bom céing phai xap xi v&i dwdng kinh mach mau tai vi tri hep.

5.  Canthan thdo san pham ra khdi vong bao vé va thao tam 16t va
miéng bao v& bdng khdi san phdm d& dam bao khéng gay ra thiét
hai cho sdn phdm. Hw hdng béng hodic lumen bong bay c6 thé gay ra
st cd khi I&n bong / xa béng hodc anh hwdng dén chirc ndng.

6. KhilAp hodc lay san pham, h3y st dung mOt miéng gac dwoc nhing
vao nwéc mudi pha lodng v&i heparine dé lau day dan hwdng va loai
b6 b4t ky hat la nao trén bé& mat. Chat ban c6 thé gay hw hdng san
pham hodc day dan.

7.  C&n can than trong qué trinh nong béng trong stent hodc nong bong
trong mot tdn thwong clrng nhw tdn thwong véi héa. C6 thé xay ra
hw hdng dbi v&i sén pham.

8.  Can than trong khi st dung san phdm & nhirng phan xa clia stent
thudc. C6 nhivng béo cdo vé viéc I6p phl tan sinh cwe ky cham tré
vGi stent thudc.

9.  San pham chi nén dwoc thao tic khi & trang thai xep hoan toan.
Hoat dong trong khi bom cang c6 thé gay hw hdng san pham.

10. Trong quéd trinh phAu thuat, thwe hién viéc str dung thudc chdng
déng mau va thubc gidn mach thich hop.

CHONG CHi DINH

<vat liéu>
Polyamide, Polyether block amide, fluorine based resin, stainlesssteel,
polyethylene oxide, polyvinylpyrrolidone
<Cac thanh phan>
Thiét bi xa, dung cu quan lai, kep dng théng / mdi 1 don vi

2. Tom tét sén phdm
San pham nay 13 mot ng théng loai béng trao ddi nhanh (RX), véi cac
diém danh dAu blrc xa dwoc dinh vi & ca hai d4u cla béng. San
pham nay c6 mdt I&p phll wa nwdc dwoe phll 1én bé mat.
MUC DicH, HIEU QUA
La mdt san phdm dworc sk dung trong can thiép mach vanh qua da
(PTCA), str dung dé& nong mé rdng céc sang thwong hep, hodc dung
dé nong lai sau khi dét stent.

THONG SO KY THUAT
1. D6 bén kéo tai cac diém giao nhau

1.Chéng chi dinh sir dung

(1). San pham d3 dworc tiét trung, khdng thé tai st dung (chi st dung mot
1&n) va khéng dworc tiét trung lai. Viéc khi trung va / hodc tai str dung c6
thé d&n dén nhiém trung hodc suy gidm cac dac tinh cla san pham nhw
kich thwéc bong, d6 bén truc hodc dd bi tron va cé thé dan dén hdng hoc
san phdm trong qua trinh st dung.

(2). San pham chi nén dwoc str dung 0 céc co' s& c6 kha nang thye hién
ghép cau ndi ddng mach vanh khan cip (CABG) d& phong ngira cac bién
chtrng c6 thé gay tdn thwong hodc cac bién chirng nghiém trong cé thé de
doa tinh mang.

(3). San pham 13 mot thiét biy té va chi nén dwoc st dung bdi cac bac st
dwoc dao tao vé quy trinh chup ddng mach vanh (CAG) va nong mach vanh
qua da (PTCA).

(4). Khéng xoay san pham trong mach mau. Viéc xoay ¢6 thé& 1am hdng san
pham.

2.T6n thwong khéng phu hop

(1) Co that mach mau ma khéng c6 hep dang ké.

3. Bénh nhan khéng phu hop

(1). Khong thich hop cho phau thuat béc cdu mach vanh.

(2). Di tng nghiém trong v&i thudc can thiét trong qua trinh phau thuat
(thudc c@n quang, v.v.).

(3). Huyét ddng khéng &n dinh hodc sbc.

(4). B4c sT xac dinh rdng viéc st dung san phdm khéng phi ho'p vi nhirng ly
do khac v&i nhibng ly do da néu & trén.

4. Cam St dung V&i Thudc, Thiét bj Y té

Khong st dung bat ky s&n phdm nao c6 chira dung méi hitu co, nhii twong
gbc chat béo hodc dau dé tranh [am hdng san phAm nhw dau Hub hodc
lam hw hdng I&p phd wa nwde.

HINH DANG / CAu TRUC
1. So'dd san pham

Radiopaque marker Guide Wire port
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Depth marker Hub

e Gilra Trung tdm va Truc gan: = 10N

* Gilra Truc gan va Truc xa bao gdm xung quanh Cdng thoat dan hwdng
day: = 5.0N

« Gitra Truc xa va Khi cdu: = 5.0N

2. Ap suét lam phat d& xuat (NP : Ap suét danh nghta) 12atm (12 x
102kPa)

3. Ap suét lam phét t&i da (RBP : Ap suét nd dinh mlrc) 23atm (23 x
102kPa) * Bén trong bong I&n hon 20atm (20 x 102kPa)

LUU Y: Két qua kiém tra RBP trong &ng nghiém cho thay ty 1& khéng v&
it nhat 13 99,9% (dd tin cay 95%). St dung mot ddng hd do ap suét dé&
ngan chan qua lam phét clia béng.

4.5y ph hop clia dau nbi: 1S0594-1, 594-2 )

THIET Bl Y TE BU'Q’C YEU CAU DI KEM VO'I THIET Bl NAY

- Day dan

Pudng kinh bén ngoai clia day dan huéng c6 kich thwde tdida : 0,014
inch (0,36mm)

- Ong théng hwéng dan

Ong théng dan huéng téi thiéu : 6F



- Bom nong béng ap Irc cao cé kém ap ké

- Khéa voi véi Két nbi Luer Phit ho'p v&i 150594-1 va 1S0594-2
- Ong tiém khoa Luer

-Dau nbi van cAm mau

PHUONG PHAP SU DUNG

1. Chuén bj

(1) Kiém tra va xdc nhan tirng thiét bi vé chlrc ndng chinh xac.

(2) LAy san pham ra khdi bao bi (van con trong vong bao vé).

(3) C&n than théo s@n pham ra khdi vong béo vé.

(4) C&n than thao bO phan bao vé béng va tAm dinh hinh. Xac nhan
réng khéng cé thiét hai cho san pham.

(5) Loai bd khdng khi khdi long dng thong can thiép béng cach rira bing
nwédc mudi da pha heparine d3 qua tir ddu san pham (d4u dng dan
hwéng).

(6) Két nbi khéa voi voi hub (cdng nong béng), va cb dinh can khoa voi &
vi tri “tt” cho kénh vao béng.

(7) Cho vao bd bom bdng mot lwong chét cdn quang pha loang thich
hop (d6 twong phan: nwéc mudi pha heparine = 1: 1). Két ni n6 voi
khéa voi va bom rtva cdng khéa béng dung dich pha cdn quang.

(8) Xoay can khéa voi d& mé kénh dong chay gilba béng va thiét bi bom
béng v&i dau thiét bi bom bong hwdng xudng dwdi, hit trong 20-30
giay.

(9) V&i dAu thiét bi bom bong hwdng xudng dwdi, ngleng hit va xac
nhan rang long sdn pham khéng c6 khéng khi.

(10) L3p lai quy trinh trén cho dén khi sdn phAm hoan toan khéng con
bot khi / bot dw.

(11) Loai bd tAt c& khdng khi con st lai khdi thiét bj thdi hoi, lai lam
xep khi cAu va duy tri didu kién.

2. Dwa béng vao

(1) Lam theo huéng dan st dung cho mbi thiét bi y té va chudn bj day
d0 cac thiét bj trwde khi lap sdn pham vao.

(2) Dung day dan hwéng, di qua sang thwong muc tiéu dén d3u xa clia
mach mau.

(3) Khi d3 xep béng hoan toan, can than chéen ddu dudi ctia day dan
hwéng vao ddu xa clia bong va dwa béng dén vi tri tdn thwong muc
tiéu.

3. Nong bdng

(1) Xac nhan vi tri cGia béng so v&i tdn thuwong muc tiéu va déng van
cAm mau, khéa béng vao vi tri.

(2) Bom béng dén ap sudt thich hop trong khodng thdi gian thich hop,
sau d6 1am xep bong cling bang thiét bi nong bong.

(3) Thwe hién nhidu 1an nong béng néu thay can thiét.

(4) Sau khi hoan thanh qua trinh nong béng, d@m bao qua béng da xep
hoan toan, dwa san pham tré lai theo hwdng dan

dat &ng thong va danh gia sw cdi thién vi tri ton thwong bng cach
chup mach mau.

(5) Néu tdn thwong chwa cdi thién, chira m@ rong nhw yéu cu, thi c6
thé cai thién hon niva bang cach gia ting dp e nong hodic kéo dai thdi
gian.

4. Loai b san pham

Sau khi bong xep hoan toan, cAn than thao s&n pham ra ma van dam
bao ring day dan huwdng van & vij tri ban du trong mach mau.

LUU Y: Ong théng dan hwéng, day dan hwéng, diu ndi van cAm mau,
6ng tiém, dung cu lam phat va khéa voi 3 chiéu dwoc mé ta trong
PHU'ONG PHAP SU’ DUNG khéng dworc bao gdbm trong gbi san pham.
5. Cong cu Rewrap (tham khao)

Dung cu quan lai duoc st dung dé quén lai cac nép glp clia qua bdéng
bay. Khi tién hanh quén lai bing dung cu quén lai dwoc bao gdm dwdi
dang phu kién, hay lam theo quy trinh dwg'c mé ta bén dwdi.

(1) Chen tAm dinh hinh qua mét bén cla céng cu rewrap khéng c6 l6a.
(2) V&i qua béng dwoc gilk & ap suat am, hay 1&p bd dinh hinh vao long
déy dan hwé’ng

(3) C&n than dé khong lam hdng san pham st dung ngon tay dé cudn
nhe gbi béng bay. Nhin thang vao nép gép t&r dau, cac nép gép duworc
bao boc theo hwéng khdn ngoan clia ddng hd.

(4) C&n than chén phan than béng bay vao dung cu quan lai. Dé tranh
Iam héng s@n pham, khéng xoay san phdm hodc dung cu trong khi l1ap
vao.

(5) Khi & bén trong cong cu rewrap, hay 4p dung ap Iwc lam phét thap
va tlr ttp gidm &p lwc.

(6) Dw&i ap suat 4m, cAn than thao dung cu quan lai va b tao kiéu.
(7) X&c nhan triee quan tinh trang clia sdn pham (bao gdm ca bong
béng).

DE PHONG

1. Cac Bién phap dé phong Trwdc khi ST dung

(1) Can tinh dén dnh hwdng cla blrc xa d6i v&i thai nhi dbi voi phu nie
6 thai hodc c6 kha ndng mang thai.

(2) Loai trlr nhirng bénh nhan cép ctru, cAn tién hanh thdo luan gitra
bac sT tim mach can thiép va phiu thuat khi xem xét cac yéu t6 nguy co
cla b&nh nhan khi diéu tri cac tn thwong chinh clia nhanh bén trai
khéng dwoc bdo vé. Viéc diéu tri chi gidi han & nhitng bénh nhan
dworc xac dinh 13 6 nguy co cao bi bac cAu mach vanh va cac ton
thwong phit hop vé mat gidi phau dworc xac dinh 13 ¢6 nguy co’ thap khi
diéu tri bang th( thuat nong mach vanh qua da (PTCA).

(3) Tham khdo cac tai liéu dinh kém clia tat ca cac loai dwgc pham va
thiét bj y té dworc st dung lién quan dén tn thwong muc tiéu va quy
trinh.

(4) Xac nhan théng s6 k¥ thuat ctia sdn phdm va cac thiét bi khac dwoc
st dung lién quan dén tdn thwong muc tiéu va quy trinh.

(5) Khéng st dung san phdm néu bao bi hodc ndi dung bi hw héng hodc
bi nhiém khuan.

(6) TAt ca viéc st dung s@n phdm phai dwoc thuc hién trong méi
trudng vo trung.

2. Bién phap phong nglra trong qua trinh ste dung

(1) Can than khi st dung day dan hwdng hodc trong luc flush d& dam
bao khong xay ra bat ky hu hdng nao ddi véi san pham.

(2) Khdng nong bong bang khi, vi c6 kha néing gay ra cac bién chirng lién
quan dén thuyén téc khi.

(3) Khi san phdm khéng dwoc xa ddy da bang dung dich nwéc mudi
pha heparine hodc khi sdn phdm dwgc st dung lién tuc trong thdi gian
dai, c6 thé xay ra hién twong ddng mau trong long day dan va anh
hwéng dén hoat dong clia day dan va san phdm

(4) Khi qua bong khéng thé bom céng ddng tam, hay cAn than khong dé
béng chuy&n ddng. Bong chuyén dong trong thdi gian nong béng c6 thé
gay ra ton thwong mach mau.

(5) Van cdm mau phai dwoc déng lai dé cb dinh vi tri clia qua bong
trong qua trinh nong béng. Béng chuyén dbng trong th&i gian nong cd
thé gay ra tdn thwong mach mau.

(6) Khi déng van clia dau ndi van cAm mau, ddm bao khéng can trd
hoat déng cla déy dan hU’c'Yng hodc duwdng nong / xa cla bong.

(7) Néu san pham bi gap khic vao truc, khong tiép tuc st dung hodc cb
gang stra chiva. Thlet hai cho sdn pham c6 thé xay ra.

(8) Khi d&t mot sb thiét bi vao bé&nh nhan, hiy van hanh san phadm va
cac thiét bj khac mot cach cin than dé tranh viedng viu. Néu cdm thay
6 strc can trong khi lam thu thuat, hay xac dinh nguyén nhan gay ra sw
can trd. C6 thé xdy ra hw hdng d6i véi san phdm hodc cac thiét bi khac.
(9) Thwdrng xuyén kiém tra san pham dé phat hién cac bat thwdng nhw
hw héng, 16ng 180 cac phan két ndi hodc ro ri dung dich.

(10) Khi béng d3 dwgc bom cdng, khéng dwoc quén lai qua béng bang
cach st dung thiét bj bao vé& bong. C6 thé xay ra hw hdng ddi vai qua
béng.

3. Bién phap phong nglra sau khi st dung

VUt bd s@n phdm nhw chat thaiy té va thie hién cac bién phap dé
ngan nglra sy |3y lan c6 thé xay ra.

4. Bién cb bat lvi

Céc bién cb bat | c6 thé xay ra bao gdbm, nhirng khéng gi®i han,
nhirng diéu sau day:

Tl vong, nhdi mau co tim, tai hep sau nong mach, Xuat huyét ndi tang,
tu mau, rung that bao gdm loan nhip tim, tdng huyét 4p/ ha huyét ap,



xut huyét, bién chirng, co that ddng mach, dét quy, thuyén tic mach
xa, tac ddng mach hodc ghép doan bac ciu, béc téch mang mach hodc
thlng hodc tdn thwong, dau that ngwc khéng &n dinh, phan (rng thudc
hodc phan (ng di tng v&i chat cdn quang, nhiém trung, 16 ro ddng
mach, thuyén tac khi, béc tach ddng mach, mat mau tlr chd choc, thiéu
mau cuc bd do nong béng trong thoi gian dai, huyét khdi ndi mach,
budn nén hodc nén, danh trdng nge, nhip tim nhanh / nhip tim cham

PHUONG PHAP LUU TR, THO'I HAN SU’ DUNG VA CAC
PHU'ONG PHAP KHAC

1. Phworng phap lwu triv

(1) Bdo quan san pham & no'i c6 nhiét dd phong, khong tiép xtc v&i
nhiét 6 va do Am cao hodc anh ndng truc tiép va thue hién cac bién
phéap phong ngtra thich hop dé ddm bao san phdm khong tiép xuc vdi
nwoc.

(2) Tranh nghiéng, rung va va dap (ké ca trong qua trinh van chuyén) va
bao quan trong méi trwdng an toan, &n dinh.

(3) Khéng Ity trik gln héa chit hodc & nhitng noi thiét bi c6 thé tiép
xuc voi khi.

2. Th&i han str dung

St dung s@n pham nay trwd'c ngay “Str dung theo” dworc hién thj trén
nhan bao bi

3. Phworng phap khir trung

San pham dworc cung cap STERILE bang khi Ethylene Oxide (EtO).

DONG GOI

1 sdn pham/1 hdp

BAO HANH SAN PHAM VA HAN CHE KHAC PHUC

POl VOI BAT KY VA TAT CA CAC SAN PHAM CUA
GOODMAN PUQOC MO TA TRONG AN BAN NAY,
KHONG CO BAO DAM RO RANG HOAC NGU Y DU
BAT KY HINH THU'C NAO, BAO GOM, NHUNG KHONG
GIOI HAN BAT KY SU BAO BAM DU BUQC TRINH BAY
HAY NGU Y VE BAT KY LOAI NAO, BAO GOM NHUNG

KHONG GIOI HAN, BAT KY SU BAO BAM NGU Y VE
KHA NANG BAN HOAC TINH PHU HOP CHO MOT MUC
PiCH CcU THE. GOODMAN CO., LTD VOI CAC CONG TY
CON CUA MINH (“GOODMAN") SE KHONG CHIU
TRACH NHIEM VE BAT KY THIET HAI TRUC TIEP,
NGAU NHIEN, DO HAU QUA HOAC THIET HAI NAO
LIEN QUAN DEN VIEC SU DUNG, TAI SU DUNG HOAC
BAT KY KHIA CANH NAO KHAC CUA SAN PHAM cO
LIEN QUAN NGOAI TR NHU PUQOC QUY BINH RO
RANG THEO LUAT HIEN HANH. KHONG Al CO QUYEN
RANG BUOC GOODMAN BAT KY VAN BE NAO TRINH
BAY HOAC BAO DAM NAO. BAT KY SAN PHAM HOAC
DICH VU MO TA HOAC CHI TIET KY THUAT CO TRONG
BAT KY TAI LIEU IN AN NAO CUA GOODMAN, BAO
GOM CA AN PHAM NAY, CO NGHIA LA CHI BE MO TA
CHUNG SAN PHAM CO LIEN QUAN TAI THOI BIEM
SAN XUAT VA KHONG CAU THANH BAT KY XAC NHAN
HOAC BAO PAM NAO KHAC.

Tham khao
Bac sT nén tham khdo tai liéu thic hanh y té hién hanh vé nong béng,
chang han nhuw tai liéu dwoc xuat ban bdi ACC / AHA

NHA SAN XUAT

Goodman Co., Ltd.

Toa nha 5F KDX Nagoya Sakae.

4-5-3 Sakae, Naka-ku, Nagoya Aichi 460 00 8, Japan



