HUONG DAN SU DUNG

Béng nong mach vanh ban dan hoi

Chung loai: LAXA Coronary Dilatation Catheter

CANH BAO

1. Thao tac ndi mach cla s&n pham nén dworc thire hién cin than kém soi
chiéu tia X. Viéc di chuy&n d4u mut & xa sdn phdm hodc thao tac ma khong
xac nhan vj tri clia né ¢6 thé dan dén hw hdng binh hodc san pham.

2. Néu xay ra bAt ky sw d& khang nao clia sdn phdm va sy bat thwdng
trong chuyé&n ddng va vi tri cla d4u san phdm trong quad trinh van hanh,
hay nglrng str dung ngay 18p tlrc va xac nhan nguyén nhan dwdi soi huynh
quang. Tiép tuc st dung c6 thé dan dén hw hdng san pham.

3. Néu phat hién bat ky hw hdng nao d6i v&i sdn phdm trong qua trinh st
dung, hdy ngtrng st dung san phdm dé gidm cac sw cd bat 10 c6 thé xdy ra
nhw hw hdng tau.

4. Vi cdng thoat day dan hwdng clia sdn pham dwoc dat bén ngoai dau
clia bng thong dan hwdng, nén can than dé loai bd bat ky sw chiing nao
trong day dan huwdng t&i cdng thoét clia day dan hwdng khi rat sdn phadm
vao &ng thong dan hwdng. Can déc biét Iy y khi thue hién phwong phap
ngwoc dong. San pham hodc day dan hwdng cé thé khéng hoat ddng
dwoc hodc bi hw hdng.

5. Dé gidm nguy co tdn thwong mach, duwdng kinh clia qué bong dworc
bo'm cang phai xap xi v&i mach chi g&n hodc xa chd hep.

6. Can than thao san pham ra khdi vong bao vé va thao kep ghim va miéng
bdo vé bdng khdi sdn pham dé& dadm bao réng s&n pham khdng bj hw hai.
Thiét hai dbi v&i qua béng hodc long bong c6 thé gay ra 16i thdi phdng / xi
hoi clia qud béng hodic dnh hwdng dén chirc néing.

7. Khi l3p va / hodc 14y sdn phdm, hay st dung mdt miéng gac c6 tAm dung
dich mubi heparine dé lau day d&n hwéng va loai bd cac hat la bam trén bé
mat. Chat ban co thé gay hw hdng san pham hodc day dan.

8. Can can than trong qua trinh d&t hodc nong bong trong stent hodc tén
thwong clrng nhw tdn thwong véi hda. C6 thé xay ra hw hdng ddi v&i san
pham.

9. San ph&m chi nén dwo'c thao tac khi d3 xep hoan toan. Hoat ddng trong
khi bom céing c6 thé gay hw hdng san pham.

10. Trong khi 1am thtl thuat, thie hién viéc st dung thudc chdng dong méu
va thudc gidn mach thich hop.

CHONG CHi DINH
1. Chdng chi dinh str dung

(1) S&n ph&m da dworc tiét tring, khéng thé tai st dung va khéng dworc
tiét trung lai. Viéc kh(r tring va / hodc tai st dung c6 thé din dén nhiém
triing hodc suy gidm cac dic tinh clia sdn phAm nhw kich thwdc béng, dd
bén truc hodc do béi tron va c6 thé dan dén héng héc san phdm trong qua
trinh st dung.

(2) San ph&m chi nén dwo'c st dung tai cic co s& ¢6 kha nang thue hién
ghép cau ndi ddng mach vanh khan cip (CABG) vi dw phong céc bién
chirng c6 thé gay thwong tich hodc cac bién chibng nghiém trong c6 thé de
doa tinh mang.

(3) S&n pham 13 mat thiét bj y t& va chi nén dwoc st dung b&i cac bac si
dwoc dao tao vé quy trinh chup ddng mach vanh (CAG) va can thiép mach
vanh qua da. (PTCA).

(4) Khong thao rdi hodc stra ddi thiét bi dé tranh bat ky sw ¢ khéng mong
mudn nao nhw [3m hw thiét bi.

2.T6n thwong khong phu hop
(1) Co that mach mau ma khéng c6 hep dang ké.

(2) Tén thwong & than chinh bén trai ma khong dwgc bao vé béng dong
mau nudi tr cac nhanh khac (tuln hoan bang hé), hodc bt ky phuong
phap nao khac.

3. Bénh nhan khéng phu hop
(1) Khéng thich hop cho phAu thuat bac cAu mach vanh.

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

(3) C6 thai hodc c6 kha ndng mang thai.
(4) Huyét ddng khong 6n dinh hodc sbc.

(5) Bac sT xac dinh réng viéc st dung san phadm khéng phit ho'p vi nhiing ly
do khac v&i nhibng ly do da néu & trén.

4. CAm St dung V&i Thubc, Thiét bi Y té

Khéng st dung bat ky s@n phdm nao c6 chira dung méi hiku co, nhili twong
gbc chat béo hodc ddu dé tranh 1am hdng san phAm nhw lam hdng hub va
/ hodc |&p phu wa nwée.
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2. Tém tat san pham

San pham nay I3 mot bong nong mach vanh kiéu Rapid Exchange (RX) c6
Ap suét danh dinh (NP) va Ap suét nd dinh mlc (RBP) khac v&i 6ng thong
béng khi loai thong thuwdng va loai 4p suét cao. Hon niva, cac diém danh
d4u can quang dwoc dat & ca hai ddu cla chidu dai lam viéc clia qud
bong.

LUU Y: TAt ca cac md hinh ¢ chidu dai 1am viéc clia qud bong bay 13 10mm
c6 mot diém danh dAu duy nhat ndm & trung tam qua bong bay.



MUC PicH, HIEU QUA

San phadm duworc st dung trong nong mach vanh qua da (PTCA) v&i muc
dich 1am gidn cac tdn thwong mé trong ddng mach vanh.

THONG SO KY THUAT
1. Do bén kéo tai cac diém giao nhau
* Gilra Trung tdm va Truc gan: = 10N

« Gilra Truc g&n va Truc xa bao gdm xung quanh cdng thoat clia Day dan
hwéng: =5.0N

« Gilra Truc xa va d4u gan cla Bong: = 5,0 N

2. Ap Iwc khuyén nghi (NP: Ap Iwc danh nghia)

¢ Loai thong thuwdng: 6 atm (6 x 102 kPa)

« Loai 4p sudt cao: 12 ~ 14 atm (12 ~ 14 x 102 kPa)
3. Ap suét lam phat t&i da (RBP: Ap suét nd dinh mirc)
¢ Loai thong thudng: 14 atm (14 x 102 kPa)

« Loai 4p sudt cao: 18 ~ 20 atm (18 ~ 20 x 102 kPa)

LUU Y: Két qua kiém tra RBP trong 6ng nghiém cho thy ty 1& khong v& it
nhat 13 99,9% (d0 tin cay 95%). St dung mdt dong hd do ap suat dé ngén
chan qué lam phat cla béng.

4. Hwéng dan twong thich tdi da Pwdng kinh bén ngoai:
0,014 inch (0,36 mm)

5. Sw phit ho'p clia dau ndi: 1S0594-1, 594-2

PHU'ONG PHAP S’ 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) Xa san pham béng nwéc mudi d3 pha heparine, trong khi gitr sdn phdm
trong vong bao v&. Dam bdo san pham khéng bi nhiém ban do bi d4y ra
khai vong trong qua trinh xa nwdrce.

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

(5) C&n than thdo bo phan bao vé béng bay va tAm dinh hinh. Xac nhan
réng khéng ¢ hw hai nao ddi vdi qua bong bay.

(6) Chudn bi mot thiét bi bom bdng c6 ddng hd do &p sudt va thubc can

quang d3 pha lodng (ty 1& chat cdn quang: nwdc mubi = 1: 1), bom bong
dén ap suat va xac nhan tinh trang clia béng (ro ri, thoi gian can thiét dé
bo'm cang / xi hoii, v.v.).

(7) St dung thiét bj xa hodc kim xa, loai bd khéng khi khdi long 6ng dAn
hwéng bang céch rira sach bng nwéc mudi gan d3 qua tlr dAu sdn phadm
(d4u bng dan huéng).

(8) Két ndi khda voi v&i trung tam san pham (cdng tregt bong béng), va cd
dinh can khéa voi & vi tri “tat” cho kénh vao béng.

(9) Gan thiét bi bom béng v&i lkgng chat can quang d3 pha lodng thich
hop vao, két nbi thiét bj nay v&i khéa voi va x@ khéa voi.

(10) Xoay can khéa voi & md kénh dong chay gitra san pham va thiét b
lam phat, va v&i dau thiét bj lam phat hwdng xudng dwdi, hat trong 20-30
giay.

(11) V&i dau thiét bi lam phat hwdng xudng dwdi, ngieng hit va xac nhan
réng long san pham khéng c6 khéng khi.

(12) L8p lai qua trinh trén cho dén khi sdn phdm hoan toan khéng con bot
khi / bot dw.

2. Chén san pham

(1) Lam theo hwéng dAn str dung cho mdi thiét bj y t& va chudn bi day du
cac thiét b trwdc khi 13p sdn phdm vao.

(2) Bang qua tdn thwong dich béing day d&n va xac nhan sw xam nhap clia
ndé vao mach mau xa.

(3) Khi qua béng d3 xep hoan toan, cin than chén dau duéi cla day dan
hwéng vao ddu xa clia san pham va dwa san pham dén vj tri tdn thwong
muc tiéu.

3. Nong béng

(1) Xac nhan vi tri clia bong so v&i tén thwong dich va dong van cAm mau,
khéa bdng vao vi tri.

(2) Bom béng dén ap sut lam phat danh nghia trong khodng thdi gian
thich hop va 1am xep qua béng bay bang céch st dung thiét bi bom béng.

(3) Thwe hién nong nhiéu 14n, néu thay can thiét.

(4) Sau khi hoan thanh qua trinh gidn n&, d@m bado béng da xi hoi hoan
toan, dwa san pham tré lai trong dng thong dan hwdng va danh gia sw cai
thién d6i vé&i vi tri xo' héa qua chup mach.

(5) Néu khéng dat dwoc st mé rong ddy da vao thdi diém nay, thi c6 thé
dat dworc sy cai thién hon niva bang cach gia ting ap Iwc lam phat hodc
kéo dai thdi gian lam phét dwoc thire hién. Biéu dd tuan thtl cho mdi bong
béng nhw dwoc néu dwdi day:

< BANG DU LIEU DAP UNG>

Bal. OD

100 | 130 | 150 | 200 | 225 | 250 | 275 | 3.00 | 3.25 | 350 | 3.75 | 4.00
Pressure mm | mm | mm | mm | mm | om | mm | mm | mm | mm | mm | mm
atm [kPa]

4[4x107] 088 | 124 | 143 | 189 | 213 | 237 | 261 | 283 | 3.06 | 328 | 353 | 377
5 [wag] 089 | 127 | 146 | 194 | 219 | 243 | 268 | 292 | 316 | 3.39 | 3.64 | 3.88
77109 101 | 133 | 153 | 202 | 227 | 251 | 278 | 3.02 | 3.30 | 353 | 3.80 | 4.06
B[Bxﬂ)g] 1.02 135 155 | 206 | 230 | 254 281 306 | 335 | 358 | 386 | 413
9 [8x107] 103 | 138 | 159 | 210 | 234 | 258 | 285 | 310 | 3.39 | 364 | 392 | 420
10 [10#\07] 105 | 141 | 162 | 214 | 238 | 261 | 289 | 3.14 | 344 | 369 | 398 | 427
n {T1K102] 1.06 1.44 1.65 2.18 24 264 292 3.18 349 375 4.05 435
12012107 | 108 | 147 | 168 | 222 | 245 | 268 | 296 | 322 | 353 | 381 | 412 | 442

13013%10°) | 109 | 150 | 172 | 226 | 249 | 271 | 299 | 326 | 358 | 386 | 418 | 449

1414109 | 141 | 153 | 175 | 220 | 252 | 274 | 303 | 330 | 363 | 392 | 424 | 456

15015<109 | 143 | 158 | 179 | 233 | 256 | 278 | 306 | 334 | 367 | 397 | 430 | 463
16 (16x10°) | 116 | 163 | 184 | 237 | 250 | 281 | 310 | 338 | 372 | 403 | 437 | 470
17 [17*‘\07J 149 168 190 | 241 263 | 284 313 | 342 | 377 | 409 | 443 | 477

18 [1Bx‘\02J 122 | 1.74 | 194 | 245 | 267 | 288 | 3.17 | 346 | 3.81 | 414 | 449 | 484

4. Loai bo san pham

Sau khi bng xep hoan toan, c&n than thao san phdm ra ma van dam bao
réng day dan hwéng van & vj tri.



5. Phwong phap st dung céng cu géi lai (Thiét bj danh cho viéc gap boéng)

(1) Chen bd dinh hinh vao hwéng dan tlr phia bén clia géi lai cong cu khéng
bi loe.

(2) Nang cao kiéu dang thong qua lumen hwéng dan duy tri dp suét am.

(3) C&n than dinh hinh lai géi bong bay. Cic nép gap clia qua béng bay nén
duoc xoan theo chiu kim ddng hd khi nhin tlr dau.

(4) Can can than dé bao tron qua bong bay bang dung cu quén lai. Khong
xoay dung cu qudn lai cling nhw thiét bj khi boc.

(5) Tao ap suat thap va gidm ap sudt ti tlr v&i qué béng dwoc bao bdi
dung cu quan lai.

(6) Tao ap Iwc 3m va can than thao dung cu quén lai va dung cu tao kiéu.

(7) Kiém tra tric quan thiét bi xem c6 bi hw hdng gi khong (d4c biét 1
bdng).

LUU Y: Ong thong d&n hwédng, day dan hwdng, dau ndi van cAm mau, bng
tiém, dung cu lam phat va khéa voi 3 chiéu dwoc mo ta trong PHUONG
PHAP S DUNG khéng dwoc bao gdm trong goi sén pham.

CAC BIEN PHAP PHONG NGU'A
1. Cac Bién phap Phong nglra Trwwéc khi St dung

(1) Tham khdo céc tai liéu dinh kém clia tAt ca cac loai dwo'c pham va thiét
biy t& dwoc st dung lién quan dén tdn thwong muc tiéu va quy trinh.

(2) Xac nhan théng s k¥ thuat clia sdn phdm va cac thiét bi khac dworc st
dung lién quan dén tdn thwong muc tiéu va quy trinh.

(3) Khéng s dung san phadm néu bao bi hodc ndi dung bi hw hdng hodc
nhiém ban.

(4) TAt ca viéc st dung san pham phai dwoc thue hién trong mai triedng
vO trung.

2. Bién phap phéng ngtra trong qua trinh st dung

(1) C&n than khi st dung day dan hwdng hodc kim xa d& dam bao khéng
xay ra bt ky hw héng nao dbi véi sén pham.

(2) Khdng Bom béng 1én bang Khi. C6 kha néng gay ra cac bién chirng lién
quan dén thuyén tac khi.

(3) Khi sdn pham khéng dworc riva sach day da béng dung dich nwéc mudi
pha heparine hodc khi sdn pham dwo'c st dung lién tuc trong thoi gian dai,
6 thé xdy ra hién twong déng mau trong long day dAn va anh hwdng dén

hoat ddng clia day dan va san pham.

(4) Khi qua bong khong thé bom céng ddng tam, hy can than dé& qua bong
chuyén ddng khéng xay ra. Béng chuyén ddng trong thoi gian lam phat c6
thé gay ra hw hdng cho tau.

(5) Van cAm mau phai dwoc déng lai dé cb dinh vi tri clia qua béng trong
qué trinh nong béng. S chuyén ddng clia béng trong thdi gian lam phét cé
thé& gay ra hw hdng cho mach mau.

(6) Khi déng van ctia dau ndi van cAm mau, ddm bao khéng can trd hoat
d6ng clia day d&n hwéng hodc dwdng trwo't / xa& clia bong.

(7) Néu san pham bi xodn vao truc, khéng st dung hodc cd géng stra chira.
C6 thé xay ra hw hdng ddi véi san pham.

(8) Khi dat mot s thiét bj vao bénh nhan, hiy van hanh san pham va cac
thiét bj khac mdt cach can than dé tranh vwdng viu. Néu cdm théy c6

khang thudc trong khi lam tha thuat, hdy xac nhan nguyén nhan gay ra
khang thudc. C6 thé xdy ra hw hdng dbi véi san phdm.

(9) Thwdng xuyén kiém tra san pham dé phat hién cac bat thwong nhw hw
hdng, 1&ng 1€o céc phan két nbi hodc ro i dung dich héa chat.

(10) Khi qua bdng d3 dwoc bom céng, khong duwoc quan lai qua bong bing
cach st dung dung cu bdo vé& qua béng. C6 thé xay ra hw hdng ddi véi
bong.

(11) B& mét cla thiét bi dwoc bao phl b&i mot I&p phtl wa nwdc va phai
ludn dwoc bio hoa béng dung dich heparin trong qua trinh st dung dé
tranh bat ky kha n&ng khéng hoat ddng nao cé thé dan dén hu hdng hodc
v& thiét bi.

3. Bién phap phong ngtlra sau khi st dung

VUt bd sdn pham nhw chat thaiy té va thwe hién cic bién phap dé ngdn
ngtra s 1ay lan c6 thé xay ra.

4. Sy kién bat i

Cac st kién bt 107 c6 thé xay ra bao gdbm, nhirng khéng gidi han, nhitng
didu sau day:

T& vong, nhdi mau co tim, tai hep sau phau thuat nong mach, xuat huyét
ndi, tu mau, rung that bao gdm loan nhip tim, tang huyét ap, ha huyét 4p,
bién chirng xu4t huyét, co that ddng mach, dot quy, thuyén tic xa, tac
ddng mach hodc bac cAu, béc tach ddng mach hodc thiing hodc tdn
thwong, dau that ngwe khong dn dinh, phan tng thudc hodc phan (g di
(rng v&i phwong tién can quang, nhiém tring, 16 rd ddng mach, thuyén tic
khi, béc tach ddng mach, mat mau ttr chd choc, thiéu mau cuc bd do lam
phat trong th&i gian dai, huyét khéi ndi mach, budn nén hodc nén, danh
tréng ngwe, nhip tim nhanh, nhip tim cham

PHUO'NG PHAP BAO QUAN, THO'I HAN SU’ DUNG VA CAC CACH
KHAC

1. Phwong phap lwu triv

(1) Bao quan sdn phdm & noi cé nhiét do phong, khong tiép xtic voi nhiét
d0 va dd Am cao hodc 4nh ndng tric tiép va thwe hién cic bién phap
phong ngtra thich hop d& ddm bao san pham khéng tiép xuc véi nwdc.

(2) Tranh nghiéng, rung va va dap (ké ca trong qua trinh van chuyén) va
bao quan trong mdi trdng an toan, dn dinh.

(3) Khéng Iwu trik g&n hda chat hodc & nhikng noi thiét bj c6 thé tiép xic
V@i khi.

2. Th&i han sr dung

St dung san pham nay trwd'c ngay “Use by” dwoc hién thi trén nhin bao
bi.

3. Phworng phép khtp trung

G6i s@n phdm d3 dwoc khir tring bang cach tiép xdc vdi Khi Ethylene
Oxide (EtO) va khoéng cé y dinh tiét trung lai.

BAO HANH SAN PHAM VA HAN CHE KHAC PHUC

BOI vOI BAT KY VA TAT cA cAc SAN PHAM cUA GOODMAN BUQ'C MO
TA TRONG AN BAN NAY, KHONG cO BAO DAM RO RANG HOAC NGU Y
DUO! BAT KY HINH THUC NAO, BAO GOM, NHUNG KHONG GIOT HAN
BAT KY sU BAO BAM DU BPU'QC TRINH BAY HAY NGU Y VE BAT KY LOAI
NAO, BAO GOM NHUNG KHONG GIOT HAN, BAT KY sU BAO DAM NGU ¥
VE KHA NANG BAN HOAC TiNH PHU HOP CHO MOT MUC BicH cU THE.
GOODMAN CO., LTD VO'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 st



DUNG, TAlI SU’ DUNG HOAC BAT KY KHIA CANH NAO KHAC CUA SAN  Tham khao

PHAM €O LIEN QUAN NGOAI TRU NHU BU'Q'C QUY DINH RO RANG THEO  Bac sT nén tham khdo tai liéu thwc hanh y t& hién hanh vé& nong béng,
LUAT HIEN HANH. KHONG Al CO QUYEN RANG BUQC GOODMAN BATKY  chdng han nhw tai liéu dwoc xudt ban bdi ACC / AHA

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 BATKY TAILIEUIN ~ NHA SAN XUAT

AN NAO cUA GOODMAN, BAO GOM CA AN PHAM NAY, CO NGHIA LACHI  Goodman Co., Ltd.

DE MO TA CHUNG SAN PHAM CO LIEN QUAN TAI THO'I DIEM SAN XUAT  Toa nha 5F KDX Nagoya Sakae.

VA KHONG CAU THANH BAT KY XAC NHAN HOAC BAO BAM NAO KHAC. 4-5-3 Sakae, Naka-ku, Nagoya Aichi 460 00 8, Japan

C € 0086



