Bong nong mach vanh ban dan hoéi Thouzer
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Canh bao

Viéc thao tac san pham trong long mach can dwoc thuc hién can than
dwéi sy hwéng dan cda néi soi huynh quang (fluoroscopy). Viéc di chuyén
d4u xa cta san phdm hoac hoat ddng ma khéng xac nhan vi tri clia né cé
thé gay hw héng cho san pham.

Néu c6 bét ky khang luc hodc bat thuwdng trong chuyén dong va vi tri cua
dau tip san pham trong qua trinh s dung, ngay lap tic ngirng st dung va
xac nhan nguyén nhan dwdi sy gidm sat clia ndi soi huynh quang
(fluoroscopy). Viéc tiép xdc st dung c6 thé gay hw hdng cho san pham.
Khi cbng ra guide wire clia san pham duoc dat viot qua dau clia guiding
catheter, can can than loai b moi sy 16ng 180 clia guide wire dén cdng ra
guide wire khi rut san phdm vao trong guiding catheter. San pham hoéc
guide wire c6 thé khong hoat dong dwoc hodc bi hw hdng.

D& gidm nguy co gay tén thwong mach, dweng kinh bong duwoc bom
phdng nén x&p xi véi mach mau & vi tri gan hoac xa vi tri hep.

Can than g& san pham khéi vong bao vé va théo stylet ciing nhw bd bao
vé bong ra khéi san pham, dam bao khéng gay hw hdng cho san pham.
Hw héng béng hodc 1dng béng cé thé gay ra sw ¢b khi bom/xa béng hodc
anh hwdng dén chirc nang ctia san pham.

Khi chén vao va/hodc rit san phdm, st dung gac tAm dung dich nwéc mudi
heparin dé lau day dan va loai bd bét ky hat bui la n&o trén bé mat. Tap
chét c6 thé gay hu hdng cho san pham hoac guide wire.

Can can than khi chén vao hodc bom trong mét stent hoéc tdn thwong
ctrng nhw tdn thwong do voi héa. Hu hdng san pham c6 thé xay ra.

Can can than khi si dung san phdm & cac phan xa cla stent phi thubc.
C6 béo céo vé viéc phd neointima bj cham dang ké véi cac stent pha
thuéc.

San pham chi nén dwoc thao tac khi hoan toan xep. Viéc van hanh khi da
bom phdng c6 thé gay hw héng cho san phdm

San pham chi nén dwoc st dung tai cac co s& c6 kha nang thuc hién
phAu thuat bac cu dong mach vanh (CABG) khan cép, nham dbi ph6 véi
cac bién chirng c6 thé gay tén thuwong hodc cac bién chirng nghiém trong
6 thé de doa tinh mang.

Khéng st dung bat ky s&n phdm nao c6 chira dung méi hivu co, nhii
twong dau hodc m& dé tranh gay hu héng cho san phdm, chang han nhw
hw héng dau néi va/hoac suy gidm l6p phi wa nwéc.

PTCA & nhiing bénh nhan khong da diéu kién phau thuat béc cau dong
mach vanh yéu cau phai xem xét can than, bao gdm viéc hd tro huyét
déng c6 thé c6 trong subt qua trinh PTCA, vi diéu tri d6i véi nhém bénh
nhan nay mang theo nhirng rui ro dac biét.

Ap lyc béng khdng dwoc vuot qua ap sudt v bong (RBP). RBP duwoc xac
dinh dya trén két qua thér nghiém in vitro. it nhat 99,9% béng (v&i @ tin
cay 95%) sé khong vé& khi dat hoac thap hon RBP clia né. S&r dung déng
hd do ap suét dé tranh bom quéa cang béng.

Khi chén vao va rat ra khdi stent, can thwe hién can than dudi sy giam sét
cua fluoroscopy (viéc thuc hién ma khéng cé fluoroscopy cé thé lam hw
héng dng théng nay hoéc lam tén thwong mach mau)

Ngwei str dung
Céc béac si tim mach can thiép da ném virng k¥ thuat PTCA/PCI

M6 ta san pham

San pham 1a mét 6ng théng béng can thiép mach vanh qua da (PTCA) kidu
trao ddi nhanh (RX). Cac éng thdng véi chiéu dai bong hiéu qua la5mm va
8mm dwoc trang bi mét diém danh déu can quang & trung tam bong, va
cac 6ng théng khac dwoc trang bi hai diém danh d4u can quang & hai dau
béng. Hai diém danh ddu can quang bén trong béng chi ra chiéu dai cta
bong va huwéng dan viéc dinh vi chinh xac tai vj tri tdn thwong. Loai bong
c6 chidu dai ngén hon c6 mét danh du can quang, nhung cach strdung
clia né ciing gidng nhw loai c6 hai danh dau can quang. Phan xa clia 6ng
théng (2.5F hodc 2.6F) bao gdm mét truc hai long; 1dng ngoai dung dé
bom béng, va long trong cho phép thay déi nhanh guide wire 0.014” hodc
nhd hon. Khu vuc tir dau dng théng dén cdng ra guide wire dwoc phi mét
|&ppht wa nuéc. Phan truc gan cta éng thdng c6 cac dau higu do sau
chéndng théng & cac vi tri 90cm va 100cm, va dau ndi gan cho phép bom
va xabéng bang mét thiét bi bom béng tiéu chuan. Thiét bj c6 san voi
muoi kichthuwdc dwong kinh béng, dao ddng tir 1.00 dén 4.00mm. Thiét bj
ciing c6san véi sau chiéu dai bong, bao gdm céc kich thwéc 5, 8, 10, 12,
15 va20mm. (Vui long tham khao danh muc san pham dé biét chi tiét)

8.1

8.2
8.3

Ap suét thong thuong la6atm va ap suét v& bong la 14atm. Bidu db tuan tha
béng cép & cubi phdn Hwéng dan s® dung nay. Thiét bj dwoc
déng g6i  tiét tring kém theo béng vastylet, nhitng thi nay can duoc
thdo bd trwdc khi strdung..

<So d6 san phams>

Diém danh d4u can quang Piém danh diu d6 sau
Céng ra Guide wire Cbng két nbi
‘ Py
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= =
Béng Truc xa Truc gan

*Céc 6ng théng co chiéu dai bong higu qua Ia 5mm va 8mm dwoc trang bi
mot danh du can quang & trung tam clia béng.

Ap suét bom phdng khuyén nghi (NP: Ap suét thong thudng): 6atm
(6x102kPa) Ap suat bom phéng téi da (RBP: Ap suét v& bong): 14atm
(14x102kPa) Budng kinh ngoai tbi da clia guide wire twong thich:
0.014inch (0.36mm) Pwéng kinh trong téi thidu ctia guiding catheter
twong thich: Tham khao nhan bao bi.

<Chét ligu>
Polyether block amide, Polyethylene-based resin, Stainless steel, Poly-
urethane, Polyethylene oxide, Polyvinylpyrrolidone

<Céc thanh phan>

Thiét bj thong trang, kep dng théng, cong cu quén lai/ 1 don vi méi loai
LUU Y: Cac san phdm c6 dwéng kinh béng 1.00, 1.25, 1.50mm khéng di
kém véi cong cu quén lai.

Muc dich str dung

San phadm dwoc st dung trong phau thuat can thiép dong mach vanh qua
da (PTCA) véi muc dich mé rong cac tdn thwong hep trong dong mach
vanh. Béng nong PTCA GM103 (c4c m&u béng tir 2.00-4.00 mm) ciing c6
thé duoc st dung dé mé rong stent sau khi da cy ghép.

Chi dinh

Béng nong PTCA GM103 dwoc chi dinh d& mé rong cac doan hep cla
déng mach vanh hoéc hep mach néi bac cau, véi muc dich cai thién lwu
lwong méu dén co tim. Béng nong PTCA GM103 (céc mau béng tir
2.00-4.00 mm) ciing dwoc chi dinh d& mé rong stent c6 thé bom phdngsau
khi c&y ghép (stent kim loai tran va stent pha thubc).

(Bong nong PTCA GM103 = Bong nong mach vanh ban dan héi Thouzer)

Doi twong bénh nhan muc tiéu

Bénh nhan c6 tinh trang hep ddng mach vanh nghiém trong v&i bang
ching thiéu mau co tim va c6 dong mach vanh phu hop dé s dung béng
c6 dworng kinh tir 1.00 - 4.00mm trong phau thuat can thiép dong mach
vanh qua da, theo quyét dinh clia bac s (bao gébm ca bénh nhan mang
thai)

Loi ich 1d&m sang

Muc tiéu hang d4u ctia san phdm la cai thién tinh trang thiéu mau co tim
clia dong mach vanh, nguyén nhan gay ra con dau thit ngwe va nhdi mau
co tim, tir d6 gitp gidm triéu chirng. Bén canh dé, viéc duy tri tinh théng
subt clia viing tén thwong da dwoc cai thién 1a muc tiéu chinh cla
PTCA/PCI. San phdm nay 1a mét béng nong PTCA duoc thiét ké dé ne
réng viing hep bang phwong phap POBA nham dat dwoc tai twdi méau

Chong chi dinh

San pham da dwoc tiét triing, khdng thé tai st dung va khong dwoc tiét
triing lai. Viéc tiét trung lai va/hodc tai st dung c6 thé dan dén nhiém tring
hodc lam suy gidm cac dac tinh ctia sdn phdm nhu kich thuwéc béng, do
bén truc hodc tinh tron trwot, va cé thé dan dén sy cé san phdm trong

qué trinh str dung

Co th&t mach mau ma khéng c6 hep nghiém trong.

Tén thwong & than chung déng mach vanh trai ma khéng cé sy bao vé bdi
déng mau bang hé, béc cau hodc bat ky phwong phap nao khéc.
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10.

Céc bién phip phong ngtra

Céc bién phap phong ngira trwéec khi str dung

Tham khao céc tai liéu dinh kém cla tat ca cac dwoc phdm va thiét by té
dwoc st dung lién quan dén tén thwong muc tiéu va tha thuat.

Xéac nhan cac théng sb k§ thuat clia san pham va céc thiét bj khac st
dung lién quan dén tén thwong muc tiéu va tha thuat.

Khong st dung s&n phadm néu bao bi ho&c céc thanh phan bj hw héng
hodc bj 6 nhiém.

TAt ca cac viéc siv dung san phdm phai duoc thue hién trong méi trudng
vo trung.

Hé théng rao can vé tring & bao bi. Chi cac thanh phan trong bao bi
dwoc cung cép vo tring.

Khi str dung cho bénh nhan mang thai (hodc c6 kha n&ng mang thai), can
xem xét tac dong cua tia X ddi véi thai nhi.

Cac bién phap phong ngtra trong qua trinh str dung
Can than trong khi str dung guide wire ho#c thiét bj théng trang dé dam
bao khong gay hw héng cho san pham.

Khong str dung khi khi thyc hién bom phéng bong. Viéc st dung khi cé
thé gay ra céc bién chirng lién quan dén tac mach khi.

Dé tranh hién twong dong mau trong 1ong guide wire, tttr d6 anh huéng
dén hoat dong clia san pham, hay chéc chén rira sach long 6ng béng
dung dich heparin héa va khong st dung san pham trong thoi gian dai.
Khi bong khong thé dwoc bom phdng mét cach déng tam, can than trong
d& tranh sy di chuyén cta béng. Sw di chuyén ctia béng trong qua trinh
bom phéng c6 thé gay tén thuong cho mach mau.

Van cé dinh nén dwoc dong lai & dam bao vj tri clia bong duoc ¢b dinh
trong sudt qua trinh bom phdng. Su di chuyén ctia béng trong khi bom
phdng c6 thé gay tén thwong cho mach mau.

Khi déng van cé dinh, ddm bao khong can tré hoat dong clia guidewire
hodc dudng dng bom/xa khi ctia béng.

Néu san pham bij cong truc, khong tiép tuc st dung hoic cb gang stra
chira. Viéc lam nay cé thé gay hw hong cho san pham.

Khi dat nhiéu thiét bi vao bénh nhan, hay van hanh san pham va céc thiét
bi khac mét cach can than dé tranh tinh trang bj rdi day. Néu cam théy co
Iwc can trong qua trinh thd thuat, hay xac nhan nguyén nhan cua lyc can.
Viéc nay c6 thé gay hw hdng cho san phdm hoac céc thiét bj khac.

Kiém tra s&n pham thwéng xuyén dé phat hién cac bat thwong nhu hw
héng, 16ng cac phan két néi hoic rd ri dung dich héa hoc.

Sau khi béng d& dwoc bom phdng, khong tai quan bong bang cach st
dung bd bao vé béng. Viéc lam nay cé thé gay hw héng cho béng.

Cung cép cac thude chéng dong va thude gidn mach phit hop trong sudt qua
trinh tha thuat.

Can than trong khi dwa vao hodc bom phdng trong mét stent hoac tén
thuwong cirng nhw tdn thuwong voi héa. Viéc nay cé thé gay hw héng cho
san pham.

Khong quay san pham trong hé théng mach mau. Viéc quay cé thé gay hw
héng cho san pham.

Bac si phu trach tha thuat nén xac dinh thdi gian va sé 1an bom béng dwa
trén kinh nghiém cta minh.

Loai bé san phdm nhuw chét thai y té va thwc hién cac bién phap dé ngan
ngtra kha ning lay nhiém.

Tac dung phu:

Céc tac dung phu c6 thé xay ra bao gém, nhung khdng gi¢i han & cac
tredng hop sau:

Nhdi mau co tim cép tinh

Réi loan nhip tim (bao gém rung that, cham nhip tim, nhanh nhip tim)
Co thét dong mach

R0 déng - tinh mach

X& dong mach vanh, thiing, v& hoéc chan thwong

T vong

Chay méau hodc tu mau

Bién chirng chay mau

Ha / Téng huyét ap

Nhi&m triing

Thiéu méau co tim do bom phdng béng trong thoi gian dai

Budn nén hodc ndn mira

Tim dap nhanh

Phan &ng (vd: phan (ng thubc hodc phan &ng di (rng véi chat can quang)
Tai hep sau can thiép mach vanh

Dot quy, tc mach khi, tic mach xa
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Huyét khéi
Téc nghén hoan toan dong mach vanh hodc mach néi béc cau
Dau ngwc khéng én dinh

Vat liéu can chuan bi

Céc vat liéu sau day can duoc chuén bj dé st dung:
Guiding catheter

Guide wire

Van cdm méau

Xy lanh

Thiét bi bom

Khoa 3 nga

Hwéng dan st dung

Chuén bj
Kiém tra va xac nhan ding chirc nang cda tirng thiét bi.
Théo san pham khai bao bi (gitk trong hoop bao v&).
Théng trang san pham véi dung dich heparin héa trong khi van gitr san
pham trong hoop bao vé. Dam bao san phdm khéng bj nhiém khuén do bi
roi ra khéi hoop bao vé trong qua trinh théng trang.
Cén than thao san pham ra khi vong bao vé.
Cén than thao bd bao vé bong va thanh dan (stylet). Xac nhan réng khong
¢6 hw hdng nao xay ra véi san pham.
St dung thiét bj thong trang ho&c kim théng trang, loai bé khong khi khdi
Idng guide wire béng cach xa dung dich heparin héa qua dau san phadm
(dAu cua long guide wire).
Két ndi khoa 3 nga véi ndp san pham (cdng bom béng), va dam bao can
van & vj tri "off" cho kénh dan dén bong.
Dam bao bom thiét bj bom véi lwong dung dich thudc can quang pha
lodng phtt hop (ti 1é thube can quang : dung dich heparin héa = 1:1). Két
ndi thiét bi bom v&i khéa 3 nga va thong trang cong khda 3 nga véi dung
dich thubc can quang.
Xoay can khéa 3 nga dé mé kénh dong chay gilra san pham va thiét bi
bom, va véi dau thiét bj bom huwéng xubng dwéi, hat trong vong 20-30
giay.
Vi dau thiét bi bom huéng xudng duwdi, ngirng viéc hit va xac nhan rang
Idng s&n phdm da hoan toan khong cé khong khi.
Lap lai qua trinh trén cho dén khi san phdm hoan toan khéng con khéng
khi hodc bot khi thira.
Sau khi loai b hét khong khi thira trong thiét bi bom, lai xi hoi béng va
gilr bong trong trang thai xep.
Thao tac dwa san pham vao
Thuwe hién theo t& huéng dan st dung cho tirng thiét bi y t& va hoan tt
khau chuan bi thiét bj trwdc khi dwa san phdm vao.
Dua guide wire qua tdn thwong muyc tiéu va xac nhan réng guide wire da
vao dén viing mach mau xa.
Véi béng nong hoan toan xep, can than dua dau duéi guide wire vao dau
xa clia s&n pham va dwa san pham vao tén thwong muc tiéu.
Bo'm bong nong
Xac nhan vj tri clia béng nong so véi tdn thwong muc tiéu va déng van cb
dinh, khéa béng nong vao dung vij tri.
Bom béng dén ap suét thong thweng trong khodng thdi gian thich hop va
xa hoi béng béng thiét bi bom.
Thwe hién nhiéu 1&n bom néu can thiét.
Sau khi hoan tat qua trinh gidn n&, dam bao béng da xep hoan toan, dua
san pham tré lai bén trong guide catheter va déanh gia sy cai thién cla vi
tri hep thdng qua chup mach.
Néu khong dat dwoc sy gidn nd day du tai thoi diém nay, c6 thé cai thién
thém bang céch téng 4p suat bom phdng hoéc téing thoi gian (xem biéu
dd tuan tha).
Théo san pham
Sau khi bong xep hoan toan, hay can than thao san phdm ra trong khi dam
béo guide wire van & dung vi tri..
Dung cu quan lai (Rewrap Tool - tham khao)

Cong cu quén lai duoc st dung dé quén lai cac nép gép clia bong. Khi
thyc hién quén lai bang cong cu quén lai di kém nhw mét phu kién, hay lam
theo quy trinh dwoc mo ta bén dudi.



12.5.1 Chén stylet qua mét bén clia cong cu quén lai (re-wrap tool) dé khong c6
phan loe ra.

12.5.2  Gilr bong & trang thai &p lwc am, chen stylet vao long guide wire.

12.5.3 Can than khong lam hong san pham dung tay nhe nhang cuon lai cac nép
gap béng. Nhin tryc tlep vao nep gép tir dau tip, cac nép gap sé dwoc
quén theo hwéng kim déng hé.

12.5.4 CA&n than chén than béng vao coéng cu quén lai. D& tranh Iam héng san
pham, khéng xoay san phdm hoac céng cu trong qua trinh chén.

Khi & trong cong cu quén lai (re-wrap tool), bom &p suét bom thap va ti tir
gidm 4p suét.

12.5.5

12.5.6 Duwéi 4p luc am, can than thao cong cu quén lai va stylet.
12.5.7 X&c nhan b&ng mét tinh trang clia s&n pham (bao gdm bong).

13. Phwong phéap Iwu trir, Han str dung va
Tiét trung

13.1 Phwong phép lwu kho

13.1.1  Lwu trlr san phdm & noi c6 nhiét do phong, khong tiép xtc véi nhiét d6 va
d6 Am cao hodc anh séang truc tiép, va thuc hién cac bién phap phong
ngtra thich hop dé dam bao san pham khong tiép xlc véi nuéc.

13.1.2  Tranh nghiéng, rung hodc va dap (bao gébm ca trong qua trinh van

chuyén) va lwu trir trong mai trwdng an toan, én dinh.

13.1.3  Khéng lwu trir gan héa chét hodc & nhitng khu virc ma thiét bi c6 thé bj

tiép xtic voi khi.
13.2 Han sr dung

St dung san pham nay truéc ngay "Han st dung” dwgc ghi trén nhan
bao bi.

13.3 Phwong phép Tiét trung

Bao bi s&n phdm da dwoc tiét tring bang khi Oxide Ethylene (EtO) va
khéng duoc thiét ké dé tiét trang lai.

14. Mien trir bao hanh san pham va gi&i

han phwong phap khac phuc
DOl VOI MOI SAN PHAM GOODMAN DUQC MIEU TA HOAC MO TA
TRONG AN PHAM NAY, KHONG CO BAO HANH RO RANG HAY NGU Y
DUOI DANG NAO, BAO GOM, VA KHONG GIOI HAN, BAT KY BAO
HANH NGU Y NAO VE KHA NANG MUA BAN HAY SU’ PHU HOP VOI
MUC DIiCH CU THE. GOODMAN CO., LTD VA CAC CONG TY CON
CUA NO (“GOODMAN”) SE KHONG CHIU TRACH NHIEM VE BAT KY
THIET HAI TRUC TIEP, NGAU NHIEN, HAU QUA, HOAC CAC THIET
HAI KHAC LIEN QUAN BEN VIEC SU DUNG, TAlI S’ DUNG, HOAC
BAT KY KHIA CANH NAO CUA SAN PHAM LIEN QUAN, TRU KHI
PUOC QUY DINH RO RANG THEO PHAP LUAT AP DUNG. KHONG Al
CO THAM QUYEN RANG BUOC GOODMAN PHAI CHIU TRACH NHIEM
VE BAT KY CAM KET HAY BAO HANH NAO. MOI MO TA SAN PHAM
HOAC DICH VU HOAC CAC THONG SO KY THUAT CO TRONG BAT
KY TAI LIEU IN AN CUA GOODMAN, BAO GOM CA AN PHAM NAY, CHI
DUOC DUNG DE MO TA CHUNG VE SAN PHAM LIEN QUAN VAO
THOI BIEM SAN XUAT VA KHONG CAU THANH BAO HANH RO RANG
HAY CAC BAO HANH KHAC.

15. Tai liéu tham khao

Bac si nén tham khao tai liéu thwc hanh y khoa hién tai vé phwong phap
gidn bong, chéng han nhu tai liéu do ACC/AHA cong bb.

16. Bao cao sw kién bat loi
Moi s cb phai dwoc bao cdo cho nha san xuét va co quan c6 thdm
quyén clia quéc gia ban.

Dia diém san xuat
Goodman Medical Ireland Ltd
Mervue Business Park, Galway H91 HOCK
Ireland

Nha san xuat
Goodman Co., Ltd.
5F KDX Nagoya Sakae Building,
4-5-3 Sakae, Naka-ku, Nagoya, Aichi 460-0008
Nhat Ban
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Bang tuan thu cua Thouzer

Ap suét R . .
o Duwong kinh bong (mm)
atm| kPa 1.00 1.25 | 1.50 H 2.00 | 2.25  2.50 | 2.75 @ 3.00 | 3.50 | 4.00

mm mm mm mm mm mm mm mm mm mm

4x10% | 0.95 | 118 | 143 | 1.89 | 213 | 2.37 | 2.61 | 2.83 | 3.29 | 3.77
5x10% | 0.98 | 1.23 | 148 | 1.94 | 219 | 243 | 2.68 | 2.92 | 3.39 | 3.88

7x10% | 1.02 | 1.27 | 1.52 | 2.03 | 2.28 | 2.53 | 2.78 | 3.03 | 3.53 | 4.05

8x10% | 1.04 | 1.29 | 1.54 | 2.07 | 2.32 | 2.57 | 2.82 | 3.07 | 3.57 | 4.11
9x10% | 1.06 | 1.32 | 1.57 | 211 | 2.36 | 2.61 | 2.86 | 3.11 | 3.61 | 4.18
10 | 10x10%| 1.08 | 1.35 | 1.60 | 2.16 | 2.41 | 2.66 | 2.91 | 3.16 | 3.66 | 4.25
11 | 11x10%| 110 | 1.38 | 1.63 | 2.20 | 2.45 | 2.70 | 2.95 | 3.20 | 3.70 | 4.34
12 | 12x10%| 113 | 1.41 | 1.66 | 2.25 2,50 | 2.75 | 3.00 | 3.25 | 3.75 | 4.41
13 | 13x10%| 116 | 1.45 | 1.70 | 2.29 | 2.54 | 2.79 | 3.04 | 3.29 | 3.79 | 4.50
14 {14x102| 1.18 | 1.50 | 1.75 | 2.34 | 2.59 | 2.84 | 3.09 | 3.34 | 3.84 | 4.57
15 | 15x10%| 1.20 | 1.54 | 1.79 | 2.38 | 2.63 | 2.88 | 3.13 | 3.38 | 3.88 | 4.65
16 | 16x10% | 1.23 | 1.58 | 1.83 | 2.43 | 2.67 | 2.92 | 3.17 | 3.42 | 3.92 | 4.73
17 | 17x10%| 1.25 | 1.62
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