HUONG DAN SU DUNG

BONG NONG CAN THIEP MACH MAU NGOAI VI AP LUC CAO
Chung loai: FINESTREAM S Plus PTA Balloon Dilatation Catheter

CANH BAO
1. Hwéng dan st dung

1) Can thiép mach mau chi nén duwoc thuc hién
tai cac co s@'y té noi c6 thé nhanh chéng thyc
hién c4c tha thuat phiu thuat khan cap trong
trwdng hop cé cac bién chirng nguy hiém hoic
de doa dén tinh mang. [Can phai chuan bj cho
cac bién chirng nghiém trong va cac tic dung
phu dan dén tir vong.]

2) P& gidm nguy co tdn thwong mach mau,
duong kinh gidn né clia bong phai xap xi bang
dudng kinh mach mau binh thwong xung quanh
vi tri hep va khong duwgc bom cang lén véi
dudng kinh I&n hon. [Bong béong vuot qua
dudng kinh mach mau cé thé gay tén thuwong
hoac v& mach mau.]

CHONG CHi PINH
1. Déi twong (Bénh nhan)

1) Hep lan tdéa nang hodc tén thuong voi hda
nghiém trong. [Nguy co bdng khéng du gidn néd,
bdng bi hv hoac vo]

2) Céc tén thwong dwoc chan dodn 1am sang,
gidi phau hodc bénh ly 1a cé ty 1é thanh cong
gian nd thap déng ké. [Nguy co gidn nd kém]

3) Bénh nhan chéng chi dinh diéu tri khang tiéu
cau hodc diéu tri khang déng khi thoi gian dong
kéo dai qua mirc. [Nguy co khd cdm mau.]

4) Bénh nhan bj di i‘ng nghiém trong véi bat ky
loai thudc nao cin thiét cho thu thuat, vi du:

Thudc can quang. [Nguy co gy phan rng di
ng.]

5) B&nh nhan bj xuat huyét tiéu hda. [Liéu phap
khang tiéu cau cé lién quan dén nguy co bién
chirng duwong tiéu héa nhu loét duwdng tiéu hoa
hodc chay mau.]

2. Hwéng dan sir dung
1) Khéng tai s&t dung. Khdng khir trung lai.

2) Khéng str dung hda chat ¢ chira bat ky dung
maéi hitu co nao (vi du: cén) hodc chat tuong
phan gbc dau. [Nguy co dnh hudng dén vat liéu
nhua cda thiét bj, gy bién dang, hu hong hodc
VO]

HINH DANG, CAU TRUC & NGUYEN TAC
1. Hinh dang va Cau tric

Thiét bi nay 13 mot 6ng thdng nong mach bang
bdng loai over-the-wire (OTW) véi mét qua
béng khdng tuan tha, bao gdbm mot 8ng thong
bdng va cac phu kién.

1) Ong théng bdng (thiét bi)
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(b)

(a) Buwong kinh ngoai clia qua bong khi gidn néd:
¢ 4,0 mm dén ¢ 8,0 mm (tinh theo donvi 1
mm)



(b) Chiéu dai béng: 20 mm, 40 mm
2) Phu kién

cdng cu quan lai

2. Thong s& san pham

1) Chiéu dai lam viéc cla dng théng: 40 cm, 80
cm

2) Buong kinh day dan t6i da: 0,89 mm (0,035
inch)

3) Tham khao bang & cudi (trang 2) dé biét biéu
dd tudn thd bong béng.

3. Nguyeén tac

Thiét bj lam gidn cac mach bj hep bang cach
kiém soat doé gidn n& cla béng. Gidn mach
khong lién quan dén viéc dung thudc, dam bao
lvu lvgng mau.

CHi PINH

thiét bi dwoc thiét ké dé lam gian cdc mach hep
(d6ng mach, tinh mach hodc 6ng dan lwu) trong
qua trinh tao hinh mach mau qua da (PTA) hoac
nong sau dat stent. Tuy nhién, loai trir mach
vanh va mach mau ndo.

DU'GNG DAN SU’ DUNG
1. Nhirng di€ém xac nhan trwéc khi st dung

1) Trwdc khi ti€p tuc vdi PTA, hady kiém tra can
than t4t c3 céc cdng cu va thiét bj, bao gdbm c3
thiét bj va xac nhan rang ching hoat déng phu
hop.

2. Lwa chon kich thwéc

1) Chon mét qua bdéng cé duang kinh gidn nd
khéng vuot quéa dudng kinh mach mau & dau va
xa clia cho hep.

2) Chon béng cé chidu dai bdng phu hop véi tén
thuong hodc chiéu dai chd hep ctia mach dich.

3) Chon mdt truc cé chiéu dai phu hop khi xem
xét mai quan hé vj tri gitra vi tri dat dng thong
va ton thuong muc tiéu hodc chd hep.

3. Chuén bi

1) Sau khi m& géi, 14y thiét bj ra khoi vong va
can than thao nap bao vé bong béng.

2) Kiém tra can than xem thiét bi cé bi hu hdng
khong.

3) D6 vao 8ng tiém khoang 3 d&n 4 mL chat can
quang dugc pha lodng theo ty & 1:1 v&i nudc
mudi sinh ly cé chira heparine.

4) Két ndi khoda 3 chiéu véi dau ndi cha bong.

5) N&i 6ng tiém vdi khda 3 chiéu.

6) V&i dau 6ng tiém hudng xuéng dudi, kéo pit-
tong tir tir d€ lam bong bdng thoat khi va truc
qua khoda voi 3 chiéu.

7) D& tranh thuyén tac khi, hiy két ndi lai 6ng
tiém va hat trong 15 dén 20 gidy cho dén khi
khéng con bot khi xuat hién. Lip lai quy trinh
nay thém 2 dé&n 3 [an nira. Néu van con bot khi,
hay thay 6ng théng mai.

8) Gan 6ng tiém d3 duwoc d6 s3n nuwdc mudi sinh
ly heparine vao céng day dan clia d3u ndi cla
thiét bj dé xa truc bén trong.

4. K&t ndi thiét bj diéu ap (Thiét bi bom cé
déng hé do ap suat)

1) Sau khi kh{r khi hoan toan cda luer & dau
thiét bj diéu dp va bén trong hé théng, hay két
néi thiét bj diéu dp véi dau néi khac cha khda 3
chiéu ndi v4i 6ng tiém.

5. Kiém tra ro ri

1) Sau khi hoan thanh két ndi thiét bi diéu ap,
hay thuc hién thir nghiém bom cdng béng & ap

suat thap dé xac nhan rang khong cé ro ri chat
I6ng tir thiét bi.



2) Néu khdng quan sat thay bat thwong nao,
hay kéo pit-téng cla thiét bj diéu dp dé xi hoi
hoan toan qua bong.

6. Bat Catheter

1) Choc Sheath qua da, vao déng mach.

2) Ludn day dan qua van cdm mau clia Sheath.
3) Can than chén day dan vao vi tri muc tiéu.

4) Cheén dau gan cla day dan vao dau xa cla
thiét bi.

5) D4y tlr tir thiét bi qua dau ndi chir Y. Néu
cam thay cé lyc cdn, khong dwoc ddy manh 6ng
thong bdng.

6) Duwa bdng vao vi tri thich hop dudi sy soi
chiéu tia X, déng thoi quan sat, kiém tra dudng
di clia béng théng qua marker.

7) Bom béng bang thiét bj, kiém soat mirc ap
suat phu hop khdng vugt qua 4p suat né dinh
murc (RBP).

8) Sau khi bom cang, lam xep bdng hoan toan
bang cach tao ap suat am va |y thiét bj ra khoi
tén thuong.

9) Bom chat can quang dé thyc hién kiém tra
hinh anh.

10) Can than thao thiét bj ra khoi bo din hudng
vd boc trong khi van giit ¢d dinh day dan trong
binh muc tiéu.

11) D€ ngén chén sy lay lan cla nhiém trung,
hay virt bd thiét bj mot cach an toan sau khi sir
dung.

<Than trong trong hwéng dan sir dung>

1. Dadm bdo st dung thiét bj bom cé déng ho do
ap suat. [L6i do ap suat bong bay hodc ap suat
qua murc c6 thé khi€n béng bay bi v&.]

2. K&t hop liéu phap chéng déng mau va khang
ti€u cau thich hop trong khi sir dung thiét bi.

[Cac bién chirng nhu thuyén tac huyét khéi cé
thé xay ra.]

3. Kiém tra do bam dinh cda chat vao cac bd
phan két néi. [Diéu nay co thé khién cac két ndi
bi long, v.v.]

4. N&u ban cdm thay bat ky lyc cdn nao khi thao
Ong bao vé béng ra khdi bong, hdy dirng hoat
dong ngay lap tirc va thay thé bang mot thiét bi
mdi. [Béng hodc truc cé thé bj héng, do dé lam
cho béng gian ra hoac co lai kém.]

5. Trong khi thiét bi dwoc dwa vao mach may,
h3y thao tac can than dudi sy soi chiéu tia X.

[CS thé xay ra hu hdng mach méu va v& thiét

bi.]

6. Thyrc hién cong viéc bén trong cac mach mau
mot cach can than va dirng hoat déng ngay ca
khi cdm thady mot lwc can nhd. Xac nhan nguyén
nhan cla luc cdn dudi soi chiéu tia X. Truwdce khi
day thiét bi vé phia trwdc hodc kéo vé phia sau,
hay tao ap suat 4m va xep béng hoan toan. [C
thé cé tn thwong mach mau hodc tan du con
sot lai trong co thé do thiét bi bj hong hodc bi
cat.]

7. Khong tac dung lwc mé rong qua murc 1én
thiét bi. [Thiét bi co thé bj gidn ra, dan dé&n béng
gidn nd hoac co lai kém.]

8. Néu khong thé duwa bong cé kich thuwdce phu
hop vao chd hep, hay str dung mdt béng cé
duwong kinh nhd hon dé nong trudc chd hep dé
c6 thé dé dang dua bdng cd kich thudc phu hop
vao. [CS thé xay ra hu hdng mach mau hodc
khdng thé van hanh thiét bj.]

9. N&u ban cam thay bat ky luwc can nao do bong
béng bi v& trong khi thao thiét bj qua bd dan
huwéng vo boc, hdy nglrng thao tac va cdn than
thao day dan huéng va bd dan huéng vé boc
cung vai thiét bi. [Cé thé xdy ra hu hdng mach
mau hodc v& thiét bj.]

BIEN PHAP PHONG NGUA, XU’ LY



1. Cac bién phap phong ngtra co’ ban quan
trong

1) Néu c6 thé xay ra cac bién c6 bat lgi nhu
thuyén tac mach ngoai vi, thi nén thuc hién bao
vé doan xa. Khoang cach giitra dau xa cta diém
danh diu cdn quang & xa va dau cla dau xa Ién
dén 20 mm.

2) Vi viéc dat thiét bj trong thoi gian dai c6 thé
gay ra cac triéu chirng di rng mudn trong mot
s6 truorng hop hiém gédp, nén khéng nén dat
thiét bi trong thoi gian dai vugt qud thoi gian
quy trinh PTA thong thuong.

3) N&u phat hién vét nit trén bd phan két néi,
v.v. cUa thiét bi, hay thay thiét bi mai ngay lap
tic.

4) Trong khi chup MRI, hdy thdo &ng thdng béng
ra khoi trwong chup.

2. Khiém khuyét hodc Sw kién Bat lgi

Viéc s dung thiét bj c6 thé dan dén nguy co
xay ra cac 16i hodc tac dung phu sau:

1) Khiém khuyét nghiém trong
(1) Cat 6ng thdng bong (2) Nt 6ng thong béng

(3) Khé rat 8ng théng béng (4) Ro ri tir phan
bdng

(5) Béng bi v (6) Bong co lai kém
2) Cac khiém khuyét khac

(1) Xoan 6ng théng béng (2) B6 dai ciia phan
bdng

(3) Béng gidn nd kém (4) Ket day dan
(5) Khé dat hodc rut 6ng théng béng
3) Tac dung phu nghiém trong

(1) T vong

(2) Thdng mach mau

(3) Co that mach/co that mach

(4) Chdy mau/xuat huyét, (5) Tu mau, (6) Nhiém
trung huyét

(7) Ha huyét ap, (8) Pau va nhay cam, (9) Rai
loan nhip tim

(10) Tac ngh&n toan than, (11) Phan &ng thudc,
(12) B4t thudng huyét dong ngan han

(13) Huyét khoi tac mach, (14) Sét, (15) Ro dong
tinh mach

(16) V& mach mau, (17) Tac mach khi, (18)
Phinh mach,

(19) Boc tach mach mau, (20) Mot bo phan cla
san pham sét lai trong mach mau.

3. St dung cho phu ni* mang thai, sap sinh, cho
con b vatré em

1) Thiét bi cé thé dugc st dung cho phu nir
mang thai hodc phu ni¥ chi cé thé mang thai
néu duoc xac dinh rang loi ich cla viéc diéu tri
vuot qua nguy co gay hai. [Vi ca phiu thuat
duoc thyce hién dudi phuong phap soi huynh
quang nén c6 lo ngai vé anh hudng cla tia X doi
v@i thai nhi.]

HU'ONG DAN BAO QUAN & THO1 HAN SU’
DUNG

1. Hwéng dan bdo quan

Tranh ti€p xtc véi nwdc, dnh nang tryc tiép,
nhiét d6 cao va dd am.

2. Thoi han sty dung

Tham khdo han sir dung ghi trén bao bi. Thoi
han st dung: 3 ndm sau khi khr trung



Table Balloon compliance chart

Pressure Balloon outer diameter SvmbOIS used for Iabellng
atm kPa 9 4 @ Al @ S mm @ Lulii @ 8 e D:ﬂ Consult instructions for use
10 10x102 | 4.00 5.00 6.00 7.00 8.00
11 11x102 | 4.02 5.02 6.03 7.04 8.04 @ O ——
12 12x10% | 4.05 5.05 6.06 7.07 8.09
13 13x10% | 4.07 5.07 6.09 7.10 8.13
14 | 14x102 | 410 | 510 | 612 | 7.14 | 817 ® DR

15 [ 15x10% | 412 | 512 | 6.15 | 7.17 | 8.22

16 | 16x102 | 4.15 | 5.15 | 6.18 | 7.21 | 8.26 Sterilized using ethylene oxide
17 | 17x102 | 417 | 547 | 621 | 725 | —-

18 | 18x102 | 419 | 5.20 | 6.24 | 7.28 - i Keiep dry

19 | 19x102 | 422 | 523 | 627 | - - e

20 20%102 4.24 5.26 6.30 - - ’Z:Q Keep away from sunlight

21 | 21x102 | 427 | 529 | - | - E :

22 22x10% | 4.29 5.32 - - - @ Do not use if package is damaged

23 | 23x10% | 4.32 - - - -
24 | 24x102 | 4.35 - - - -

Manufacturer:
*Cac s6 dwoc gach chan cho biét dudng kinh Goodman Co., Ltd.
ngoai cla bdng & ap suat danh nghia (NP) va cac 5F KDX Nagoya Sakae Building,
s6 ¢é hai hang gach cho biét dwdng kinh ngoai 4-5-3 Sakae, Naka-ku, Nagoya, Aichi 460-0008
cla béng & dp suat né dinh mdrc (RBP). Japan

Manufacturing site:

Goodman Co., Ltd.

Goodman Research Center

276-1 Idogane-cho, Seto, Aichi 489-0976 Japan



