HUGNG DAN SU DUNG
Bong nong mach ngoai vi chéng
truot

Chlng loai: NSE PTA Balloon Dilatation
Catheter
CANH BAO

1. Tinh an toan va hiéu qua chua duoc xac
dinh rd rang doi véi viéc st dung thiét bj khi
ap dung cho céc tén thuwong phirc tap va
quanh co & dong mach chau. Can can nhac
can than vé kha ndng v& mach mau can diéu
tri bang phau thuat va nguy co tac dong mach
doan xa do béc tdch mach mau.

2. Khi |ay thiét bj ra sau khi cdng day dan
huwéng cla thiét bi da dwoc dwa vao bén ngoai
d4au cta bd dan hudng vé boc (8ng théng dan
hudng), can can than dé ddm bdo rang day
dan hudng khong bi chung (thao tac véi thiét
bi hodc day dan hudng cé thé tré nén khé
khan, cé kha ndng bi hu hong hoic bi xoan).

3. Khéng ma rong bong vuot qua kich thudc
mach & ca dau gan va dau xa cla tén thuong
(c6 thé dan dén tén thuong mach).

4. Vi cac thanh t6 duoc cd dinh & ca hai dau,
nén can can than d& ddm bao rang céc thiét bi
b6 sung khdng lot qua khe hé giita thanh té va
béng (thiét bj thr cap c6 thé bi mac ket, cé
thé gay hu hdng cho mét trong hai sdn pham).

5. Can than trong khi chén va mé réng thiét bi
trong stent, tai cac ton thwong voi hda va tai
vj tri cia manh ghép t6ng hop cirng (cd thé
gay hu hdng cho mach hodc san pham).

6. Can can than dé ddm bdo rang thiét bj
khéng bi vuédng bdi nhiéu stent dugc dat vao
cac tén thuong chia doi (c6 thé dan dén hu
hong san pham).

7. Can than trong khi s&r dung & vi tri xa stent
ph thudc (cé thé gay gidn doan qua trinh
hinh thanh ndi mac mdai).

8. Chi nén thao tac vdi thiét bj khi bong d3 xep
hoan toan (c6 thé dan dén hu hong san
pham).

CHONG CHi PINH
1. Chéng chi dinh sir dung

Thiét bi nay d3 dugc khir trung, khéng thé téi
st dung va khong duwoc khir trung lai.

2. Loai tdn thwong cdm

(1) Vuot qué thanh stent trong tén thuwong
chia doi

(2) Doan xa dadi véi stent mdi dugc cdy ghép
(3) Stent bi gay

(4) T6n thwong mach vanh va mach mau néi
SO

HINH DANG/THI CONG
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* Cac thiét bi c6 chiéu dai lam viéc 50cm va
90cm khong cé vach do do sau.

(3) Phu kién (mét s6 bao bi cé thé khéng chira
tat ca cac phu kién)

1) Thiét bj xa
2) Kep 6ng théng

<Chat ligu>



Nhya nylon, nhiya polyetylen, polycacbonat,
polyetylen oxit.

2. Phac thdo san pham

San pham 13 béng nong mach ngoai vi chéng
truot PTA RX/OTW duoc st dung véi muc
dich m& rong cac tén thuong hep trong qua
trinh tao hinh mach mdau qua da. Bong giup
ma& rong dudng kinh ngoai va chiéu dai cu thé
@ ap suat thong thuong nhd cé ba thanh t6
gan trén than bong dé 1am gian né chd hep
ma bong nong théng thuong kho thao tac.

MUC DiCH, HIEU QUA

Thiét bi nay duoc sir dung dé mé rong qua da
tén thuwong hep hodc nong sau khi dit stent
(PTA), ma viéc nong bdng thong thuong sé
khdng m& rong tén thuwong téi wu trong déng
mach, tinh mach hodc shunt (khéng bao gébm
mach vanh va mach mau naoi so).

THONG SO KY THUAT

1. Do bén kéo chia mdi néi

(1) Loai RX

1) Truc gan — moay-o: =8,9N
2) Truc xa - truc gan: =8.9N

3) Bong — truc xa: 25.0N

4) Béng — dau xa: =3.0N

5) Ong boc — d4u xa: =3.0N
(2) Loai OTW

1) Truc gdn — moayo: =10.0N
2) Bong — truc xa: 210.0N

3) B4ng — d4u xa: =23.0N

4) Ong boc — d4u xa: =3.0N

2. Ap suat thong thuong (NP)
8atm [8x102kPa]

3. Ap suat tai da (RBP)

(1) Loai RX: 14atm [14x102kPa]

(2) Loai OTW

1) Buong kinh bong 4.0mm: 18atm
[18x102kPa]

2) buong kinh béng 5.0, 6.0mm: 16atm
[16x102kPa]

3) buong kinh bong 7.0mm: 14atm
[14x102kPa]

4) buong kinh béng 8.0mm: 13atm
[13x102kPa]

*Ké&t qua thir nghiém trong dng nghiém cho
thay 99,9% bdng bay khéng bi v& (d0 tin cay
95%) khi mé& rdong dén ap sudt bom cing
khuy&n nghi ti da.

4. Pwéong kinh day dan t6i da

(1) Loai RX: 0,36mm (0,014 inch)
(2) Loai OTW: 0,46mm (0,018 inch)
PHUONG PHAP SU’ DUNG

1. Chuan bij

(1) Kiém tra va xac nhan chirc nang chinh xac
cla tirng thiét bi.

(2) LAy san pham ra khdi bao bi (con lai trong
dai bao vé).

(3) Can than thao san pham ra khdi dai bao
ve.

(4) Can than thdo miéng bao vé bong béng va
8ng thong. Xac nhan rang khong cé thiét hai
cho sdn pham.

*LU'U Y: Khong dugc thye hién bom va x3
béng trudce khi str dung khéng giéng nhu qua
trinh chuan bj cho 6ng théng béng PTA théng
thwong.

(5) BAm bao rang toan bd chiéu dai truc cta
thiét bj dugc b3o hoa trong dung dich mudi
c6 pha heparin.

(6) N&i khéa voivao hub cla béng.

(7) HAt Mot lwong thich hop thudc can quang
da pha lo3ng vao thiét bi bom (thuéc can
quang: nwdc mudi heparine = 1:1). K&t n6i nd



v&i khoéa voi va rira sach cdng khda bang chat
can quang.

(8) Vé&i d4au cua thiét bj bom hoi hwdng xuéng
dudi, loai bd tat ca khéng khi con sét lai trong
ldng béng bang cach 4p dung 4p suat am lién
tuc.

(9) Véi 4p suat am duwoc dp dung cho thiét bj
bom hoi, hdy déng khéa voi dé dam bao rang
ap suat &m cla long bong dugc duy tri.

* Khéng cho phép khong khi hodc chat long di
vao bdng bay dé bao vé chirc ndng gap bong
bay va cdc b phan.

(10) Rlra sach long day dan cla thiét bj bang
dung dich muéi cé pha heparin, loai bd tat ca
khong khi con sét lai. D8i véi loai RX, hdy gén
thiét bj xa cé trong cdc phu kién vao dau thiét
bi va d&i véi loai OTW, hiy gdn &ng tiém vao
c6ng day dan huéng truc.

2. Chén san pham

(1) Thyc hién theo huwéng dan st dung cho
tirng thiét biy té€ va chuan bj day da céc thiét
bi trwdc khi 13p san pham.

(2) Khi béng d3 xep hoan toan, ludn day dan
vao dau xa cla san pham va can than duwa san
pham dén tn thuong muc tiéu.

3. Nong béng

(1) Xac nhan vj tri cha bong so véi tén thuong
muc tiéu va déng van cdm mau, khda béng
vao dung vij tri.

(2) Trong khi xac nhan duong kinh bong dudi

soi chiéu tia X, hdy bom va x3 béng bang thiét
bi bom béng (tham khao biéu d6 tuan thd cé

trong bao bi cho tirng dwong kinh tham chiéu
kich thudc bong & dp suadt bom tuong rng).

(3) Thyc hién bom hoi nhiéu [An néu thay can
thiét.

(4) Sau khi nong xong, dam bao béng duwoc
xep hoan toan, dua san pham trd lai bén
trong &ng thong dan huéng va danh gid sy cai
thién d6i vai vi tri hep théng qua chup déng
mach.

4. Loai bo san pham

Trong khi xac nhan dinh vi day dan, hay can
than thao thiét bj qua b dan huéng vo boc
(6ng théng dan hudng).

CAC BIEN PHAP PHONG NGUA
{Can nhac co ban)

(1) An toan va hiéu qua |am sang chua dwoc
thi€t 14p cho viéc str dung thiét bi nay trong
ddng mach canh. Can xem xét can than cac
bién chirng lién quan dén thing va bdéc tach
mach mau dya trén hinh thai tén thuong va
cac ddc diém gidi phau (cdc tac dong tiéu cuc
nhu d6t quy cé thé xay ra).

(2) Thiét bi nay nén duoc sir dung tai nhitng

co s& c6 kha niang dap (rng phau thuat ngay

14p tirc d6i vai bat ky bién chirng de doa tinh
mang nao co thé phat sinh do st dung thiét

bi.

(3) Viéc st dung san phdm nay nén duoc thuc
hién theo ché dd chéng ddng méu thich hop.

(4) Kich thwédc bdéng thich hop va cac san
pham duoc s&r dung két hop phai dwoc xac
dinh dua trén cau truc giai phau clia bénh
nhan. Lya chon kich thudc (cd dudng kinh va
chiéu dai) khdng duoc vuot qué vi tri gan va
xa cla vi tri hep, cling nhu khéng vuot qua
chiéu dai tén thuvong.

(5) T4t ca thao tac vdi thiét bi phai duoc thue
hién cin than dudi soi tia X (néu khdng, cé thé
gy hu hong cho mach va san pham).

(6) Néu phat sinh bat ky luc can nao trong qué
trinh s& dung, hdy ngirng thao tac véi san
pham ngay |3p tirc va xac nhan nguyén nhan
bang cach soi dudi tia X (cé thé gay hu hong
cho mach hodc san pham).

(7) Néu quan sat thay bat ky hu hong nao doi
vdi thiét bi, hdy ngirng st dung ngay lap tirc
va xac nhan tinh trang cla cac bd phan (cé thé
dan dén hu hdng binh).

(8) Tat ca viéc thao thiét bj ra khoi bao bi va
dai bdo vé, cling nhu thdo vé boc va 8ng dan
huwéng phai duoc thuc hién cin than dé



khdng tao gadnh ndng qua I&n |én san pham
(chirc ndng va cach chén san pham cé thé bi
anh huéng).

(9) S& dung mdt miéng gac da duoc lam am
vlra d0 véi dung dich mudi heparin dé loai bo
bat ky hat nao bam vao day dan khi 13p va
thdo thiét bi (kha ndng hoat dong clia day dan
va san pham cd thé bj anh hudng, cé thé dan
dén hu hdng).

(10) Thiét bi nay chi nén dugc st dung bai céc
bac si d3 duwoc dao tao vé thd thuat ndi mach
vanh qua da.

(11) Khéng vt qua Ap suat téi da (RBP) (co
thé dan dén hu hdng thiét bj).

(12) T4t ca quad trinh bom phdng va xi hoi cla
bdéng phai dugc thyc hién dudi phwong phap
soi X quang.

(13) Khéng xoay thiét bi (cé thé gay hu hong).

(14) Khéng s dung cac sdn pham chira dung
méi hitu co, nhii twong géc chat béo hoadc dau
(cé thé 1am hdng truc va/hodc cac bé phan,
cling nhu lam hdng I&p phd wa nuwdc).

(15) Nén xem xét can than cac di rng duoc ly
d&i v&i cac san pham dugc sir dung, kha nang
bénh nhan cé thai, tinh trang huyét déng va
kha nang sdc tim.

1. Than trong trudc khi str dung

(1) Khuyén cdo st dung bién phép bao vé
doan xa cho nhitng bénh nhan co6 kha nang
thuyén tac doan xa.

(2) Tham khao céc tai liéu dinh kém cua tat ca
duwoc pham va thiét bj y t& dugc st dung két
hop.

(3) Khdng str dung sdn phdm néu bao bi hodc
thanh phan bén trong bi hu hdng hoic bi
nhiém ban, déc biét |a khong phat sinh huw
héng d6i vdi céc bd phan.

(4) TAt ca viéc sir dung sdn pham phai dwoc
thyc hién trong moi truong vo trung.

2. Lwu y trong qua trinh sir dung

(1) Khdng gy hu hai cho sdn pham khi st
dung céc vat sac nhon.

(2) T4t ca céc thao tac véi san phdm phai duoc
thuc hién véi day dan hudng nang cao tir dau
thiét bi.

(3) Tat c cdc bom béng phai dugc thuc hién
v3i chat cdn quang, dam b3o khdng cd khi sot
lai (c6 thé dan dé&n kha ndng thuyén tic khi).

(4) Trong qua trinh bom cang bdéng xac nhan
tinh trang cua thiét bj khi duwoc bom qua soi
huynh quang. Néu quan sat th3y bat ky sy bat
thwong nao, hay nglrng bom ngay 1ap tire, lam
xep béng va thio thiét bi, xac nhan cac
nguyén nhan tiém &n.

(5) Trong thoi gian dai sir dung, hdy xem xét
cdn than sy tich tu cuc mau déng (chirc ndng
clia thiét bj va day dan cé thé bi dnh hudng).

(6) Trong qua trinh bom & vj tri khong cho
phép qua béng gidn n& déng tdm, can can
than dé dam bao qua bong khéng di chuyén vi
tri (c6 thé gy hu hong cho mach mau).

(7) Khéng van van cdm mau qua chit, c6 kha
nang anh hudng dén thao tac diéu khién day
dan, ciing nhu béng phdng 1&n va xep xudng
do can tr& dong chay cta chat can quang.

(8) Khdng str dung san phdm néu quan sat
thay cho gap khuc (sdn phdm cé thé bj gay).

(9) Khi str dung nhiéu thiét bj trong co thé,
h3y dam bdo rang céc thiét bj khéng bi virdng
vao nhau. Néu gép phai bat ky lyc cdn nao
trong qua trinh van chuyén thiét bj, hay xac
dinh ngay nguyén nhan (cé thé dan dén hu
hong san pham).

(10) Lién tuc xac nhan tinh trang cta éng
thong dé ddm bao rang khong cé hu hdéng, cac
dau noi d3 dwoc gan va xac dinh khéng cé ro
ri chat can quang. Néu cé bat ky diu hiéu bat
thuong nao dugc xac dinh, hdy nglrng st
dung san pham ngay lap ttrc (c6 thé din dén
cac bién chirng doi véi tau).



(11) Sau khi thiét bj da dwoc thao ra khéi vo
bao vé bong bdng, khong 13p lai thiét bj (c6
thé gay hu hdng cho san pham).

(12) Thiét bj nay cé I6p phd va nwdce va phai
luén luén 4m do nudc mudi heparin hda (kha
nang hoat dong cd thé bi anh hudng va cé thé
dan dén hu hong).

3. Lwu y sau khi str dung

Vit bd sdn phdm nhu rdc thaiy té€ va thuc
hién cac bién phap dé ngan nglra kha nang lay
nhiém.

4. Bién cd bat lgii

Céc su kién bat lgi c6 thé xay ra bao goém,
nhung khéng gidi han & nhitng diéu sau:

T& vong, nhéi mau co tim, mat dong cap tinh,
chdm dong trong Itc can thiép, thiéu mau cuc
bd, rdi loan nhip tim bao gébm rung tam that,
dau that nguwc, bénh mach mau nio, tai hep,
di cach hoi, hoai tl, cat cut t& chi, thuyén tac
(khdng khi, md, huyét khai), bién chirng xuat
huyét, bién chirng thing, tu mau, dau, co that
mach mdau, béc tdch mach mau, thing, v&, ro
dong tinh mach, gid phinh mach, nhiém trung,
phan tng di &rng dwoc pham.

PHU'ONG PHAP BAO QUAN, THOT HAN SU’
DUNG VA KHAC

1. Phuong phap lwu triv

(1) Bao quan san pham & noi c6 nhiét do
phong, khéng ti€p xuc véi nhiét dd va dd 4m
cao hodc anh nang truc ti€p va thyc hién cac
bién phdp phong nglra thich hgp dé dam bao
san pham khong tiép xuc véi nuwdc.

(2) Tranh nghiéng, rung va va dap (bao gbm ca
trong qua trinh van chuyén) va bao quan
trong moi trwdng an toan, én dinh.

(3) Khéng cat gilr gan hda chat hodc & nhitng
khu vire ma thiét bj cé thé ti€p xuc vdi birc xa
ion hda.

2. Théi han sir dung

S& dung san pham nay trudc “ngay hét han”
ghi trén nhan bao bi.

BAO Bi
1 cdi/hop

BAO HANH SAN PHAM VA HAN CHE KHAC PHUC

DOl VOI BAT KY VA TAT CA CAC SAN PHAM CUA GOODMAN
PUOC MO TA TRONG AN BAN NAY, KHONG cO BAO DAM RO
RANG HOAC NGU Y DUGI BAT KY HINH THU'C NAO, BAO GOM,
NHUNG KHONG GI&I HAN BAT KY SU' BAO DAM DU DUQC TRINH
BAY HAY NGU Y VE BAT KY LOAI NAO, BAO GOM NHUNG KHONG
GIOIHAN, BAT KY SU BAO DAM NGU Y VE KHA NANG BAN HOAC
TINH PHU HOP CHO MOT MUC BICH CU THE. GOODMAN CO.,
LTD V&I 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 TRU' NHU BUQC QUY
DINH RO RANG THEO LUAT HIEN HANH. KHONG Al CO QUYEN
RANG BUOC GOODMAN BAT KY VAN DE 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 DE
MO TA CHUNG SAN PHAM CO LIEN QUAN TAI THOI DIEM SAN
XUAT VA KHONG CAU THANH BAT KY XAC NHAN HOAC BAO
DAM NAO KHAC.

Tham khao
Bac si nén tham khao tai liéu thyc hanh y t& hién hanh vé nong
boéng, chang han nhu 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, Ja
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