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1 THONG TIN CHUNG

1.1  HUOGNG DAN sU DUNG
Tai liéu nay trinh bay cac hudng dan st dung thudng quy Thoraflex Hybrid.

Thoraflex Hybrid dwoc chi dinh dé diéu tri quai déng mach chl va déng mach chi xudng bi t6n
thwong hodc bi bénh, trong nhitng trwérng hop nhu phinh va I6c tach, gy anh huwéng hodc khéng
anh hudng dén ddong mach chi 1én.

T6i wu hoa viéc 1ap k& hoach va lua chon thiét bj bing cach danh gia ki lwdng trwde khi phau thuat
vé gidi phau bénh va hé mach méau xung quanh dé xac dinh c& thiét bj thich hop phlu hop véi giai
phau clia bénh nhan. Bac sT1am sang chiju trach nhiém xac dinh c¢& thiét bj phi hop.

Vascutek st dung gelatin bd dugc san xuat tir ddng vat cé ngudn gdc va chi dugc nudi tai Hoa Ky.
Hoa Ky dwoc phan loai 1a quéc gia cé nguy co 1ay nhiém bénh bo dién (BSE) khong dang ké theo tiéu
chi phan loai OIE. Gelatin duwoc thly phan trong khodng 14 ngay va thay thé bang lién két mé théng
thuong.

Gia d& Thoraflex Hybrid I&n nhat hién c¢é ndng khoang 20,3g. Bang sau day thé hién s& lwong cla
tirng vat liéu tao nén thiét bj cdy ghép:

Vat liéu Polyester | Nitinol Tantali Soi monofilament bing Gelatin Glycerol
polyester
Trong lwong (g) 9,1 2,3 0,2 0,004 1,5 7,2
Ty lé 44,82% 11,33% 0,99% 0,02% 7,39% 35,46%

Thiét bi Thoraflex Hybrid do Vascutek Ltd cung (rng dugc khir triing bang ethylene oxide va dwoc
cung cap trong tinh trang vo trung. C4c tui Tyvek dwoc boc trong mét tui nhém ddéng vai trd nhw mét
mang ngan hoi nudc. Luu y: Mat ngoai cla tdi nhém va tai Tyvek khéng duoc tiét trung. Chi mat
trong tdi va phan khay cé thé dugc dwa vao khu vuc vo trung. Trong trudng hop bao bi chinh bi hw
hoéng, khéng dugc st dung san pham va phai lap tirc tra lai nha cung &ng. Khong duoc khir tring lai
Thoraflex Hybrid. N&u bao bi vé trung bi mé ra ngoai y mudn trudce khi st dung hodc tiép xtic véi cac
diéu kién maéi trvdng ngoai quy dinh, thi cin thai bd thiét bj theo Phan 12.1.

Dai vdi cac trudng hop ngoai du kién trong qua trinh tién hanh thd thuat trién khai, vui long tham
khao Théng tin vé cac tinh huéng y t& khan cp cé thé lwdng trudce (Phan 18).

1.2 NGUOI DUNG DUQC CHi BINH

Ngudi dung du kién cla Thoraflex Hybrid 13 cac bac st 1am sang va déi ngili cé kinh nghiém va duoc
dao tao vé phau thuat quai ddng mach hd. Didu nay bao gdm cac bac silam sang dwoc gido duc/dao
tao chinh quy vé phau thuat tim mach.

1.3 LO1iCH LAM SANG DY KIEN/MONG DQ1

e  Gidm nguy co v& déng mach chl va tlr vong lién quan dén déng mach chd & nhitng bénh nhan
c6 quai ddng mach chii va déng mach chi xuéng bi tén thuong hodc bi bénh, trong nhitng trudng
hop nhu phinh va I6c tach, gdy anh hudng hodc khdng dnh huwdng dén ddng mach chdi 1én

e Cho phép kha nang diéu trj trong th( thuat gdm mét giai doan & nhitng bénh nhan phu hop
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1.4  NHOM BENH NHAN MUC TIEU

Nhém bénh nhan muc tiéu cho Thoraflex Hybrid la nhitng bénh nhan cé quai déng mach chia va déng
mach chl xudng bj t&n thuong hodc bi bénh, trong nhitng trvdng hop nhu phinh va léc tach, gay
anh hudng hodc khdng dnh hwéng dén ddng mach chd 1én.

1.5 MUC PiCH SU’ DUNG

Muc dich st dung cta Thoraflex Hybrid 13 diéu tri chirng phinh va/hodc léc tach quai ddng mach
chli va ddng mach chi xudng, gdy anh hudng hodc khéng anh huwdng dén déng mach chi 1&n, bang
cach phau thuat mé mé dé gidm nguy co v& dong mach chd va tlr vong lién quan dén dong mach
chd.

1.6  DACTINH HIEU SUAT

Cdac dic tinh hiéu suat sau day cho phép Thoraflex Hybrid dat duwgc muc dich st dung:

e Sy két hop khac nhau clia dudng kinh mach mau nhan tao cé san, cdu hinh nhanh, duwong kinh
stent va chiéu dai stent cho phép diéu tri cac hinh thai gidi phau va bénh Iy khac nhau lién quan
dén chiéu dai va duong kinh

e Vit liéu ciia mach mau nhan tao polyester dét véi sy hd tro cla nitinol trén doan c6 khung gia
d®&, gitp tai dinh tuyén mau ra khéi mach bi bénh, 8n dinh thanh déng mach cht bi suy yéu, gidm
nguy co v& va tlr vong lién quan dén déng mach chu

e “Stent vong” tu gidn nd, bao gdm nhiéu vong day nitinol va dwoc gan bang chi khau polyester,
tao ra mot |&p niém kin phl hop vé&i thanh mach va ho tro neo thiét bj

e Ciu truc stent vong nitinol ctia thiét bj cung cap kha néng thich trng cla thiét bj vé&i giai phau géc
trong quai va dédng mach chi nguc xudng

e Thiét bj két hop véi mot vanh cd may dé hd tro théng ndi véi mach cdy ghép thiét bj va tao sy
6 dinh chic chan cho thiét bj trong déng mach chl

e Cdcstent vong can quang va cac diém danh dau can quang cho phép hinh dung chinh xac vé thiét
bi

e Doan cé khung giad d& duwgc nén chit va gén vao hé théng tai stent vong xa cho né dugc dinh vj
chinh xac va trién khai bing hé théng

e Thiét bj dwgc tdm mot Idp gelatin bd d& dam bdo cAm mau ngay Iap tirc va khdng yéu cau thuc
hién qua trinh lam dong mau trudc

e D& hd tro tuan hoan mau, mach mau nhan tao k&t hgp mot nhanh twéi mau dé gan vao méy
twdi mau, vai tuy chon thém ba nhanh dé gén vao cac mach mau tir quai déng mach chd huwéng
|én trén

e Doan c6 khung gid d& cla Thoraflex Hybrid cung cip vung dit phu hop dé stra ddng mach cha
ndi mach 16ng nguc thir phat (TEVAR) hodc phau thuat hé

1.7 SSCP

Ban tém tat vé tinh an toan va hiéu qua 1am sang cta Thoraflex Hybrid s& dugc tai lén co s& dit liéu
clia Chau Au vé thiét bj y t& (EUDAMED). Dia chi web chinh thirc clia trang web cdng cdng EUDAMED
s& |a: https://ec.europa.eu/tools/eudamed. Cho dén khi EUDAMED kha dung, vui long lién hé
regulatoryaffairsuk@terumoaortic.com.

1.8 MO TA VE BAT KY THIET B| VA SAN PHAM NAO KHAC DY KIEN BU'QC SU DUNG
KET HQP VOI THIET Bl
C6 thé ndi dai thiét bi cay ghép Thoraflex Hybrid bing cdy ghép stent graft (NBS) Relay: Relay NBS
Plus hodc RelayPro (cu hinh NBS) (sau day duoc goi la "Relay NBS"). Viéc st dung céc thiét bj Relay
NBS phai cé su phé duyét cla co quan quan ly dia phuong.
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2 THANH PHAN THIET B|

Thoraflex Hybrid bao gdm mét thiét bj cdy ghép duoc lap san vao mat hé thong nhu Hinh 1. Thiét bj
cay ghép Thoraflex Hybrid dwoc lam tir polyester dét cé tdm gelatin bd, mot doan cé bd sung cac
stent vong nitinol nhu Hinh 2 va Hinh 3. Thiét bi dwoc thiét k& dic biét dé sira chita hoic thay thé
mach mau bj bénh hodc bi tdn thuwong cla quai ddng mach ch va déng mach chd xuéng, trong
nhitng trvdng hop nhu phinh va 16c tach, gdy anh hudng hodc khdng dnh huwéng dén déng mach
chti 1&n bang phiu thuat sira hd. Poan mach mau nhan tao Thoraflex Hybrid hodc & dang phién ban
Plexus, bao gdbm ba nhanh dé gan vao cac mach I6n va mot nhanh Ante-Flo dé hd tro ddt dng thong
do va tuwdi méu, hodc phién ban Ante-Flo, chi chira mét nhanh Ante-Flo. Doan cé khung gia d& cua
thiét bj gitp diéu tri ddng mach chd nguc xudng bi t6n thwong ma khdng can théng ndi thiét bi cé
va khong cé khung gid d& véi nhau.

Hinh1 Hé thdng dan Thoraflex Hybrid (phién ban Plexus)

B6 chia Vo éng théng co
thé truot dwoe  goan c6 khung gia d& bén trong
vo 0ng thdng

Doan ghép dam rbi

Kep nha "
mau dd a Phan

dau

|

Tay c&m

Vi tri
vanh cb

Dai rit Truc dé ubn

Hinh 2  Thiét bi cdy ghép Thoraflex Hybrid Plexus

1 Mach mau nhan tao Plexus* c6 tam gelatin
2 Cac nhanh quai déng mach chi

3 Vanhcd
z z /4.
4 Cac diém danh dau can quang b
S
5 Stentvong

6 Nhanh bén twéi mau
Mach mau nhan tao
polyester/nitinol cé
tam gelatin
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Hinh 3  Thiét bi cdy ghép Thoraflex Hybrid Ante-Flo

1 Mach mau nhéan tao Ante-Flo*
2 Vanhcd
3 Cac diém danh du can quang

4 Stentvong

Mach mau nhan tao
polyester/nitinol c6
tam gelatin

5 Nhanh bén twéi mau

Thiét bj cay ghép Thoraflex Hybrid d3 duwgc ngdm tdm mot loai protein dé tao ra mach mau
polyester khéng yéu cau thyc hién quy trinh tién déng mau. Gelatin c6 ngudn gdc tir bd dugc lién
ké&t chéo dé kiém soat mirc d6 phan hdy cla nd. Protein ndy déng vai trd 13 fibrin gan két mach
mau polyester trong qua trinh tién déng mau théng thudng. Gelatin dwoc thiy phan trong khodng
14 ngay va thay thé& bang mé.

Thoraflex Hybrid dwoc dong goi cung véi thé cdy ghép cho bénh nhan. Bénh nhan nén duwoc bac st
lam sang hudng dan dé ludn mang thé nay bén minh. Bénh nhan nén xuat trinh thé khi dén kham
céc bac sT chdm sdc strc khde khac, va dic biét khi dén cac co s& chup cdng hudng tir (MRI) vi thé
cung cap thong tin cu thé vé viéc chup chiéu an toan Thoraflex Hybrid qua MRI.

C6 thé truy cap huwdng dan st dung (IFU) dién tl tai eifu.terumoaortic.com.

3 CHibINH

Thoraflex Hybrid dwoc chi dinh d€ diéu tri quai ddng mach chl va déng mach chd xuéng bi tén
thwong hodc bi bénh, trong nhitrng trwéng hop nhu phinh va 16c téch, gay anh hudng hodc khéng
anh huéng dén dong mach chd 1én

4 CHONG CHi DINH

Khéng nén ciy ghép Thoraflex Hybrid trong céc trudng hop sau:

e Bénh nhan bi di trng hodc khéng dung nap duoc vdi vat liéu cla thiét bi (Polyester, Nitinol, tantali
hodc vat liéu cé ngudn géc tir bod)

e Bénh nhan cé tinh trang de doa nhiém trung mach mau nhan tao

5 CANHBAO

e Khdéng tién hanh tién déng mau. Thoraflex Hybrid c6 t4m mét I16p gelatin bd

e Khdng st dung khi qua han st dung duoc chi dinh. Viéc ngdm gelatin bd c6 thé khéng con dap
rng thong s6 thiét k& sau ngay hét han

e Khéng tai khir trung. Chi s dung mét [an. Khdng téi sir dung hodc tai x{r ly. Viéc tai s dung, tai
xr ly hodc téi khir tring cé thé Iam t8n hai sy toan ven trong ciu truc cla Thoraflex Hybrid
va/hodc dan dén hdng thiét bi, do d6 cé thé lam suy gidm strc khde hoidc gay tlr vong & bénh
nhan. Viéc téi str dung, tai x&r Iy hodc tai khir trung ciing c6 thé tao ra nguy co nhiém ban thiét bj
va/hodc gay nhiém trung cho bénh nhan hodc Iy nhiém chéo, bao gdm nhung khéng gidi han &

Ref 301-216-vi Rev 0 Ngay ban hanh: 24 thang 11 nam 2022 Trang 7 / 38


http://eifu.terumoaortic.com/

viéc lay truyén (cdc) bénh truy&n nhiém tir bénh nhan nay sang bénh nhan khac. Nhiém ban thiét
bi c6 thé dan dé&n chan thuong, bénh tinh tram trong hoic tir vong cho bénh nhan sir dung cudi
Cé chira chat c6 gbc tir m6 ddng vat.

THAN TRONG
Vat lidu cdy ghép duwoc tao thanh dua trén ciu tric soi dét va phai duoc cit bang dao dét dé
giam thiéu tudc soi vai
Bao quan & noi sach s& va kho rao va & nhiét do phong
Viéc kep c6 thé lam héng Thoraflex Hybrid. Nén sir dung kep khong gy chan thuong, ly twéng
la c6 ham kep mém, bang lyc nhe nhang. Khdng si dung lwc qua manh dé tranh lam hong soi
polyester va viéc ngdm tdm gelatin bo
Nén tranh kéo cang qua murc |én Thoraflex Hybrid
St dung kim thudn than tron khi cdy ghép thiét bi nhdm gidam viéc 1am hdng céc soi
Né&u can dudi khi thi nén sir dung kim nhé nhat cé thé. Kim tiém duwéi da c6 mot diém cit c6 thé
dan dén tdn thwong va ri mau va can khau lai
Nén chon thiét bj cay ghép theo bang c& cta IFU nay (Phan 14)
Can phai theo d&i b&nh nhan thudng xuyén dé phat hién cac bién cd bat lgi, vi du nhuw chdy mau
ndi mach va tang phinh mach
Tudi tho t6i thiéu cla thiét bi cdy ghép du kién 13 10 ndm, nén ti€p tuc theo ddi bénh nhan
thuong xuyén sau 10 nam
S dung stent c6 bong gidn n& dé diéu tri chady mau ndi mach cé thé [Am mai mon vat liéu cla
mach mau nhan tao dan d&n hdng hodc lam gidm strc chiu dwng ctia mach mau cay ghép
Tao géc hé théng dan qua mirc cé thé 1am vd 6ng dan bi udn cong, do dé can tang luc khi trién
khai.
Rt hé thong dan- ndu dua hé thdng vao theo dudng vong cung thi phai I8y ra theo dudng dan
xac dinh dé tranh 1am di chuyén thiét bj cay ghép hodc lIam t6n thuong mach mau.
Trong nhitng ca léc tdch mach mau, cin can trong hon khi dwa vao va rdt hé théng dan ra dé
giam thiéu nguy co lam tén thuong thanh mach.
Quy trinh san xuét thiét bi cdy ghép tam gelatin bo s& dung chat lién két chéo formaldehyde dé
dat dwoc hidu qua cay ghép. Tat cd cdc mach mau nhan tao tdm gelatin duoc rira ki bang nudc
Tham th3u nguoc (RO) dé giam luong formaldehyde con sét lai, tuy nhién, lwgng du cé thé cé
trong mach méu nhan tao d3 hoan thién. Formaldehyde cling dwoc tim thay tu nhién trong co
thé & mirc d6 thap, mot s6 c6 ngudn gdc tir thwe pham. Formaldehyde duoc biét 1a chat gay dot
bién gen va gdy ung thu.
Thoraflex Hybrid chwa dugc thir nghiém & phu nit c6 thai/dang cho con bu hodc tré em.
N&u da dung day dan hwdng trong qud trinh trién khai thiét bi, can phai rat day dan huéng ra
khdi hé théng dan trudc khi rat day bung stent

TU VAN CHO BENH NHAN

B4c sT 1am sang nén xem xét tat ca cac nguy co va loi ich lién quan khi tu vin cho bénh nhan vé
Thoraflex Hybrid va tat ca cac thd thuat lién quan. Bac si1am sang nén théng bao cho bénh nhan vé
tat cd cac nguy co va lgiich lién quan. Céc nguy co va lgi ich nay bao gdm nhwng khéng gidi han &:

tudi va tudi tho trung binh clia bénh nhan
nguy co va loi ich lién quan dén thd thuat
nguy co lién quan dén liéu phap diéu tri khéng can thiép hodc quan ly y t&
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e cécyéu cau vé theo ddi dai han

Thong tin chi tiét vé cac nguy co xay ra trong hodc sau khi cdy thiét bi dugc cung cip trong phan Bién
6 bat loi tiém an bén dudi. Vui long hwéng dan bénh nhan cach chdm séc hau phau thich hop, bao
gdm han ché clr ddng vlung bi anh hudng trong thoi gian dudng bénh.

8  BIEN CO BAT LO1 TIEM AN

Ngoai nhitrng nguy co lién quan dén phiu thuat hé (néi chung) va gdy mé, nhitng nguy co lién quan

dén viéc sir dung Thoraflex Hybrid bao gdm, nhung khéng gidi han &:

e Tui phinh hodc néi tiép dudng kinh lumen gia

e V& ddéng mach chd

e H&u qua cla viéc phoi nhiém birc xa

e Chay mau ndi mach

e Quamin

e Nhiém trung do nhiém ban thiét bi

e Diléch (diléch gan cta dau xa)

e Cacvan dé trong qud trinh mé& (vi du: chirng hep, gay gap, huyét khéi ho3c néi ti€p khdng hoan
toan)

e Y&u c3u ndi rong Thoraflex Hybrid (théng qua tha thuat phau thuat hé hodc ndi mach) va cac
nguy co' lién quan

e Tdy s6ng bi chan thuwong (SCI)/liét nhe hai chi duéi/liét hai chi dudi

e (Gay stent

e Stent-graft gdy ra t6n thuong thanh ddng mach chd

Ngoai ra, cdc nguy co khi n&i rong Thoraflex Hybrid vé&i nach mdy nhan tao TEVAR bao gbm:
e Tui phinh ho3c néi ti€p dudng kinh lumen gia

e Chay mau ndi mach

e Cac nguy co lién quan dén viéc tiép can, tha thiét bi, trién khai va thu hoi thiét bi TEVAR
e Gdy Stent

9 BAO CAO BIEN cO BAT LQ1 LIEN QUAN DEN THIET BI

B4t ky bién cd bat lgi nao lién quan dén Thoraflex Hybrid phai dugc bdo cdo ngay cho Vascutek Ltd
bang dia chi email complaintsuk@terumoaortic.com ho3c théng qua nha phan phéi dia phuong cta
ban va ca cho co quan cé thdm quyén tai dia phuwong.

10 THEO DOI BENH NHAN

Tudi tho t6i thiu cla thiét bi cAy ghép du kién la 10 ndm. Viéc theo ddi thudng xuyén bao gdbm chup
chiéu Thoraflex Hybrid phai dwoc thyc hién theo tiéu chuin chdm séc clia bénh vién/bac silam sang
diéu trj.

Nén can nhac phiu thuat stra hd hodc ndi mach bd sung ddi véi nhitng bénh nhan bi gidm twdi mau,
tang kich thuwdc tdi phinh trén 5mm hodc ¢ bing chirng vé viéc c6 dinh dwdi mire t8i wu, chdy mau
ndi mach dau xa, chdy mdu ndi mach doan néi, hodc khdng rd nguyén nhan gy chay tran quanh
mach mau nhén tao.
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11 AN TOAN KHI CHUP CONG HUONG TU (MRI)

Piéu kién cong hwéng tir (MR) an toan

C4c thiét bj Thoraflex Hybrid™ and Relay dap (rng Diéu kién MR. M6t bénh nhan dugc cay ghép cac
thiét bi nay c6 thé dugc chup médt cach an toan trong hé thdng MR ddp (rng céc diéu kién sau. Khong
tudn theo cac diéu kién nay cé thé dan dén chan thuong. Tudi tho t&i thiéu cla thiét bi cdy ghép du
ki€n 13 10 ndm, nén tiép tuc theo ddi bénh nhan thudng xuyén sau 10 ndm.

Tén thiét bj Thoraflex Hybrid va Relay
Cuong do tu treong tinh (B,) 1.5T hodc 3.0T

Gradient trudng khéng gian téi da 40 T/m (4.000 gauss/cm)

Kich thich tan s6 vé tuyén (RF) Phan cuc tron (CP)

Loai cudn phat RF Khéng cé gidi han vé Cudn phat
Ché d6 van hanh Ché& d6 van hanh binh thuong

Chi s6 hap thu séng v6 tuyén (SAR) | 2 W/kg (Ché& d6 van hanh binh thuong)
t6i da cla toan bo co thé

SAR t6i da cla dau 3,2 W/kg (Ché& d6 van hanh binh thuong)

Thoi lugng chup va thoi gian cho Thoi lugng chup 15 phut lién tuc véi thoi gian cho 5 phat
trude khi chup bé sung.

Nhiéu dnh MR Trong th&* nghiém phi Idm sang, nhiéu anh do thiét bj gay

ra kéo dai khodng 6mm so vdi thiét bj khi dugc chup
bang chudi xung diém vang thang tr va hé théng MR
30T

12 TRA LAI THIET B| DA SU’ DUNG
T4t ca cac thiét bj cay ghép va/hoidc hé théng dan phai tra lai cho Vascutek Ltd. dé phan tich cang
s&m cang tét.

Trong trwdng hop phai trd lai hé thong danda sir dung cho Vascutek Ltd., can phai déng hé thdng
danva bat ky thiét bi nao khéc str dung trong thi thuat vao hop dung thiét b cé thé duoc 1ay tir bo
phan Dam bdo Chat lvgng cla Vascutek Ltd. N&u can, c6 thé yéu cau bd dung cu ciy ghép tai
complaintsuk@terumoaortic.com hodc théng qua nha phan phéi dia phwong dé thu héi va bdo quan
thiét bi can tra lai hodc cac bd phan khac dé chuyén dén Vascutek Ltd.

12.1 THAIBO

Cudi thd thuat, can dic biét chd trong d8 ddm bao thai bd an toan thiét bi Thoraflex Hybrid do
Vascutek Ltd. cung (rng. Céc chuyén gia chdm séc strc khde phai ddm bao tudn thd cac yéu ciu quy
dinh clia dia phuong va qudc gia d8i véi viéc thai bd cac sdn phadm chat thai 1am sang bi nhiém ban.

13 PAOTAO

Vascutek Ltd. cé thé cung cap khéa dao tao (néu can) vé viéc st dung Thoraflex Hybrid, bao gom,
nhuwng khéng gidi han &, dao tao vé sdn pham, |ap k& hoach ca bénh & Théng tin vé cac tinh huéng
y t& khan c3p cé thé ludng trudc.
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14 DPINH CO VA LUA CHON THIET B|

14.1 PINH O TUI PHINH (MOT GIAI DOAN)
Pay la kich c& dwoc khuyén nghi cho thiét bj cay ghép Thoraflex Hybrid dé diéu tri chirng phinh déng
mach, khi d3t xuéng & dau xa trong mach khée manh cta déng mach chl ngyc xudng. Bang c& tui
phinh Thoraflex Hybrid da tinh stent vong cé dwong kinh I&n hon phu hgp so véi duong kinh dong
mach chl. BPudng kinh ddng mach chu 13 théng s6 do cla dwdng kinh trong long mach (ID), do dé
khéng can tinh dudng kinh I&n hon. Néu do dudng kinh ngoai ciia mach (OD), phai cé gidi han dd
day thanh mach trudc khi st dung bang c& nay dé Iya chon san pham.

Dua trén thir nghiém d3 duoc thue hién, ching ti khuyé&n nghi rang nén s dung chiéu dai ving dit
thiét bi & dau xa 40mm, viéc nay s& mang lai kha ndng lién t8i wu cho nhitng mach mau khée (Bang
1, Hinh 4, Hinh 5, Hinh 6).

LUV Y: Buong kinh clia vo 8ng thong la 10mm.

Bang 1 Bang c& tai phinh Thoraflex Hybrid

D3
D :11ach D2 ID machdvﬁng C&u hinh Chi‘lt::t.l*déi
M?'? hang Mﬁ hang mé.u 0D cua dat thie} bi nhanh R
(Loai Plexus) (Loai Ante-Flo) T Ste(l:: :,;aft _ (Z:acr;l gi?,%n 1A, :.:1(:‘,1 )I.SA e Gt
(mm) ? " J Graft (mm)
THP2224X100B THA2224X100B 22 24 19-21 10,8, 8 100
THP2426X100B THA2426X100B 24 26 20-22 10,8, 8 100
THP2628X100B THA2628X100B 26 28 22-24 12,8, 10 100
THP2830X100B THA2830X100B 28 30 24 - 26 12,8, 10 100
THP3032X100B THA3032X100B 30 32 25-27 12,8, 10 100
THP3034X100B THA3034X100B 30 34 27-29 12, 8,10 100
THP3036X100B THA3036X100B 30 36 29-31 12,8, 10 100
THP3038X100B THA3038X100B 30 38 30-33 12,8, 10 100
THP3040X100B THA3040X100B 30 40 32-34 12,8, 10 100
THP3240X100B THA3240X100B 32 40 32-34 12,8, 10 100
THP2224X150B THA2224X150B 22 24 19-21 10,8, 8 150
THP2426X150B THA2426X150B 24 26 20-22 10,8, 8 150
THP2628X150B THA2628X150B 26 28 22-24 12,8, 10 150
THP2830X150B THA2830X150B 28 30 24 -26 12,8, 10 150
THP3032X150B THA3032X150B 30 32 25-27 12,8, 10 150
THP3034X150B THA3034X150B 30 34 27 -29 12,8, 10 150
THP3036X150B THA3036X150B 30 36 29-31 12, 8,10 150
THP3038X150B THA3038X150B 30 38 30-33 12,8, 10 150
THP3040X150B THA3040X150B 30 40 32-34 12,8, 10 150
THP3240X150B THA3240X150B 32 40 32-34 12, 8,10 150

*Chiéu dai danh nghia da néu.

Nén can nhac khi do chidu dai ma thiét bj sé 13y dudng cong ngoai clia déng mach chl. Tham khao

Hinh 6.
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Hinh 4 Kich thwéc thiét bi Thoraflex Hybrid Plexus

12Zmm  8mm10mm

Poan 6ng ghép cb

Poan éng ghép mach
dau gan stent dau xa
10mm i I‘Ime 100mm***

l ' ~ Q
e I

o1 | RSN B i
1 e

L

240mm
***Chiéu dai doan cé danh diu can quang. Kich thudc cac vong sé khac nhau.

Kich thuwdc thiét bi Thoraflex Hybrid Ante-Flo

Hinh 5
Poan 6ng ghép mach Poan 6ng ghép cb
dau gan stent dau xa
10mm iﬂmm 100mm***
l \ 5
1] —_-——__—_{m BN E—— i —el el al \+t; D2

1

L

240mm
***Chiéu dai doan cé danh ddu can quang. Kich thudc cac vong sé khac nhau.

Huéng dan viung dat thit bj va dinh ¢& bén ngoai vong stent ap
dung va&i moi thiét k&. Vong khung gia d& phia xa cua thiét bi

c8y ghép Thoraflex Hybrid cé thé dich chuyén do viéc twéi mau
lai cia déng mach chl nguc. Sy ngoan ngoéo qua murc clia
déng mach chi c6 thé dan dén khong thé dat dung vi tri cla
stent-graft, hodc stent-graft gdp khic dan dén hinh thanh huyét

Hinh 6 Dinh c& thiét bi

ey %
// SN \ kh&i. NEu muén tao mé hinh béng (vi du: dé diéu tri chay mau
e : \ "" T ndi mach, stent-graft gdp khic hodc chirng hep), hay sir dung
£ | béng phi hop cé kich c& bing véi dudng kinh clia mach muc
| ;‘ tiéu I&n nhat. D6 phéng cla bong khéng duoc vurot qué 1 atm.
[ /
dumml N f f‘
f b3 { =
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14.2 DINH O TUI PHINH (HAI GIAI POAN)

Thoraflex Hybrid dwoc chi dinh néi réng bang cach st dung thiét bj Relay NBS dé loai trir chirng
phinh d&ng mach dai hon thiét bi Thoraflex Hybrid tiéu chuan. Trong nhitng trwdng hop nay, stent
graft ddu xa clia Thoraflex Hybrid s& ndm trong tui phinh va s& khong c6 |&p phd dau xa cho dén khi
thiét bj Relay NBS dugc cdy vao. Kich c& cla thiét bi Thoraflex Hybrid phai dya trén qua trinh diéu
tri hoan chinh va c6 tinh dén kich c& cla vung dat thiét bi & dau xa clha thiét bi Relay NBS twong
thich, vi du: néu thiét bj Relay NBS 34mm d3 dugc chon dé diéu tri dau xa thi thiét bj Thoraflex
Hybrid twong thich s& 1a 32mm - xem Phan 17.2 dé biét thém thdng tin vé kich c& thiét bj néi tiép.

Hinh 7 Stent dau xa Thoraflex Hybrid trong tii phinh

Sau khi thiét bi Relay NBS phu hop da dugc chon dé diéu trj D3 (vi du: thiét bi 34mm) thi thiét bi
Thoraflex Hybrid twong thich cé thé dwgc chon véi D2 lién quan (vi du: 32mm)

Trong nhitng trudng ho'p nay Thoraflex Hybrid khong tao ra mot 1&p tAm d4au xa hoan chinh, viéc sl
dung cdc thiét bj I&n hon yéu ciu s& lam tang dd phirc tap cla viéc dinh c& thiét bi néi ti€p va cling
c6 thé 1am tidng thém nguy co tao huyét khéi cho dén khi hoan thanh liéu phap

Hinh 8 Thoraflex Hybrid dwgc néi rong v&i stent-graft Relay NBS
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14.3 DINH C& PHAN LOC TACH
Phan nay md ta kich c& duoc khuyén nghi cho thiét bi cy ghép Thoraflex Hybrid dé diéu tri l6c tach,
khi d3t thiét bi & dau xa trong mach bij l6¢ tach clia ddng mach chi ngyc xudng. Khi sit dung dudng
kinh 16n hon cho danh gia 1dm sang dya trén tirng bénh nhan, s&r dung bang c¢& phan léc tach
Thoraflex Hybrid (Bang 2) lam huwéng dan. Bang c& phan 16¢ tach Thoraflex Hybrid d3 tinh stent vong
c6 dudng kinh I&n hon phiu hop véi dwong kinh ddng mach chl. Khuyén cdo s dung chiéu dai ving
dat thiét bi dau xa t6i thidu 1a 40mm.

LU'U Y: Duong kinh cla vé 6ng thong 13 10mm.

Bang 2 Bang c& phan léc tach Thoraflex Hybrid
*
. X ID :11;;|ch b2 1 p mac: \?tmg ase | C8uhinh Chilélu dai
DT LB I e U B ey et AL AL Fere e
(Loai Plexus) (Loai Ante-Flo) . Stent Graft T IA, LCC, LSA )

nhan tao mach chd xuong cua Stent

(mm) ity (mm) ) Graft (mm)
THP2224X100B | THA2224X100B 22 24 20-22,5 10, 8,8 100
THP2426X100B | THA2426X100B 24 26 21,5-24,5 10, 8,8 100
THP2628X100B | THA2628X100B 26 28 23,5-26,5 12,8,10 100
THP2830X100B | THA2830X100B 28 30 25-28,5 12,8, 10 100
THP3032X100B | THA3032X100B 30 32 26,5-30 12,8, 10 100
THP3034X100B | THA3034X100B 30 34 28,5-32 12,8,10 100
THP3036X100B | THA3036X100B 30 36 30-34 12, 8,10 100
THP3038X100B | THA3038X100B 30 38 32-36 12, 8,10 100
THP3040X100B | THA3040X100B 30 40 34 -38 12,8, 10 100
THP3240X100B | THA3240X100B 32 40 34 -38 12, 8,10 100
THP2224X150B | THA2224X150B 22 24 20-22,5 10, 8,8 150
THP2426X150B | THA2426X150B 24 26 21,5-24,5 10, 8,8 150
THP2628X150B | THA2628X150B 26 28 23,5-26,5 12, 8,10 150
THP2830X150B | THA2830X150B 28 30 25-28,5 12, 8,10 150
THP3032X150B | THA3032X150B 30 32 26,5-30 12,8,10 150
THP3034X150B | THA3034X150B 30 34 28,5-32 12,8, 10 150
THP3036X150B | THA3036X150B 30 36 30-34 12, 8,10 150
THP3038X150B | THA3038X150B 30 38 32-36 12, 8,10 150
THP3040X150B | THA3040X150B 30 40 34 -38 12, 8,10 150
THP3240X150B | THA3240X150B 32 40 34 -38 12,8,10 150

*Chiéu dai danh

nghia da néu.

Sy ngoan ngoéo qua murc clia ddng mach chli ¢é thé dan dé&n khdng thé dat dung vi tri cla stent-
graft, hodc stent-graft gap khic dan dén hinh thanh huyét khdi. Néu mudn tao md hinh béng (vi
du: dé diéu tri chdy mau ndi mach, stent-graft gap khic hodc chirng hep), hay st dung béng phu
hop cé kich ¢& bang véi dudng kinh clia mach muc tiéu I16n nhat. D6 phdng clia béng khong duoc

vugt qua 1 atm.

14.4 PINH & PHAN LOC TACH (HAI GIAI BOAN)
Thoraflex Hybrid dwoc chi dinh néi rong s dung thiét bi Relay NBS dé loai trir I6c tach dai hon
thiét bi Thoraflex Hybrid tiéu chudn. Trong nhitng trwdng hop nay, mach mau nhan tao cé khung
gid d& dau xa cla Thoraflex Hybrid cé thé s& qua I&n bén trong mach bij léc tach va khdng ndi tiép
dugc dén duwdng kinh tdi da clda nd. Kich c& clha thiét bj Relay NBS phai dua trén kich c¢& danh
nghia cla mach mau nhan tao cé khung gid d& dau xa cla thiét bi Thoraflex Hybrid ch khéng phai
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kich c& d3 do cla mach mau, vi du: néu thiét bi Thoraflex Hybrid c6 mach mau nhan tao c6 khung
gid d& dau xa 34mm d3 dugc chon dé didu tri mach mau 30mm thi thiét bj Relay NBS twong thich
s& |3 34mm - xem Phan 17.3 dé biét thém thong tin vé kich c& thiét bj néi tiép.

15 CHUAN Bl CAY GHEP

Thoraflex Hybrid phai dwoc cdy ghép trong méi tridng vo trung. Trong méi trudng vo trung, ngadm
toan bé thiét bj Thoraflex Hybrid vao trong dung dich mudi (khoang 700ml) trong 5 phut. Néu khéng
rira sach trong 5 phut cé thé dan dén viéc mach mau nhan tao dé bj ro ri hon khi cdy ghép. Vascutek
khong khuyén cdo ngam thiét bj lau hon 5 phut vi qua trinh thly phan gelatin cé thé bat dau xay ra,
diéu nay c6 thé tac ddng dén hoat qua |am sang.

Luu y: Khong dugc phép dé khd hé thdng danva thiét bj sau khi ngdm. Ngam truwdc sé lam giam luc
can thiét dé lam 16 doan cé khung gia d& da rut vé 6ng thong cla thiét bj cay ghép. Thoraflex Hybrid
khdng dugc cung &ng cling véi bat ky thiét bi nao. Néu can, doan khdng cé khung gia d& cda thiét bi
c6 thé duoc cat bang dao ddt. Khuyén cdo nén sir dung hé théng dancung véi day din hudng dé hd
trg hiéu qud cla hé théng trong qua trinh ti€p can va thu hoi. Thoraflex Hybrid khéng duoc cung
rng clng véi bat ky phu kién nao.

15.1 TAO HINH THORAFLEX HYBRID

Chi c6 thé tao hinh doan cé khung gia d& cla Thoraflex Hybrid dé vira véi gidi phau clia déng mach
chu trong khu vue dat stent graft (Hinh 9).

Than trong: khong uén doan cé khung gid d& trong pham vi 10mm tir bd chia hodc trong khi dang
gilt tay cdm cuda hé théng.

Than trong: néu hé théng duoc tao thanh gdc Ién hon 50°, s& can luc Idn hon dé trién khai stent

Hinh 9 Tao hinh doan c6 khung gia do&

N&u doan ngoai vd 6ng thdng nao bi gap gay sau khi tao hinh hé thdng dan, hiy tao mét luc 1én doan
gap d6 dé gidm gip giy vo 8ng théng va lam mat di diém gap d6 (Hinh 10).
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15.2 PUA HE THONG DAN THORAFLEX HYBRID VAO BANG DAY DAN HUONG

Khuyé&n cdo st dung hé théng din Thoraflex Hybrid véi day d3n hudng (Hinh 11). & d4u c6 hai céng
ti€p nhan cé thé lya chon dé dwa day dan huéng vao (Hinh 12). Day dan hudng cé thé di qua mét
trong hai cong va di doc theo phan ngoai vé 6ng théng. Do dé hé théng dan cé thé di chuyén doc
theo vj tri do.

Hinh 11 S& dung day dan hwéng trong Hinh 12 Ludn day din hwéng qua cdng tiép nhan dau day
ddng mach chd dan huéng

15.3 DPAT HE THONG DAN THORAFLEX HYBRID

Hé thdng dan Thoraflex Hybrid phai dwoc d&t qua quai déng mach chi nguc d3 mé téi doan dong
mach chl nguc xudng. Nén thuc hién diéu nay nho day dan huéng dé dam bao dang diéu tri ding
long mach, vi du trong nhitng ca 16c tdch mach mau (Hinh 13). Khi d&t hé thdng dan, phai dam bao
kep nha bé chia cé hoat dong va vanh c6 dwoc dit dung doan théng ndi.

Bo chia nén dugc dit & ddng mach chid xa dé khi trién khai thiét bi, phan vanh cé s& & ngay vj tri
dung (Hinh 13). DGi véi phién ban Thoraflex Hybrid Plexus, nén dinh hwéng hé théng dan sao cho
cac mach nhénh cla thiét bj va mach méau quai dong mach chd thang hang.

Lwu y: Sy ngoan ngo&o qua muirc clia dong mach chl cé thé dan dé&n khong thé dit ding vj tri cla
stent-graft, hodc stent-graft gap khtc dan dén hinh thanh huyét khéi. NEu mudn tao md hinh bdéng
(ttrc 13 d€ didu tri chdy mau ndi mach, stent-graft gap khic hodc chirng hep), hdy sir dung béng phu
hop c6 kich c& bang véi duwong kinh clia mach muc tiéu 16n nhat. D6 phdng cla béng khong dugc
vugt qua 1 atm.

Hinh 13 D3t hé thang dan Thoraflex Hybrid

oh

)

|
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15.4 SU DUNG NHANH BEN TU'G1 MAU CUA THIET Bl CAY GHEP THORAFLEX HYBRID
B3t dau twdi mau xudi dong: dat Sng thong bac cau trong nhanh bén cla thiét bj Plexus hodc Ante-
Flo va gén cd dinh.

Hoan thanh twdi mau xudi dong: Khi da hoan tat viéc ddt 6ng thdng bac cau, cit bd 6ng thong
nhanh bén cda thiét bj Plexus hodc Ante-Flo va khau trim phan gdc con lai bing k§ thuat phau

thuat tiéu chuan.

16 QUY TRINH TRIEN KHAI

Bwéc Giai phdng thiét bj giai doan | Rat v6 6ng thong

1

Khi d3 d&t hé thdng dan theo hudng va vao vj tri t8i wu, can phai rat vé 8ng théng clia hé thong dan.
PE rit vd 6ng thdng, mot tay gilt chac chan tay cam va tay kia kéo dai cling v&i tay cam theo mét
dudng (Hinh 14, Hinh 15, Hinh 16). Déng thoi day sé rut lai va vd 6ng théng dugc rat hoan toan khoi
hé théng dan. Boan cé khung gid d& hoan chinh cla thiét bj gio d3 duoc thao vé dng thong.

Hinh 14 - Rat v6 &ng théng

Hinh 15 - Rat v6 8ng théng
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Hinh 16 - Rt vé 6ng théng

Budc Giai phong thiét bi giai doan Il Thao bd chia clia vé 8ng thong

1 Khi d& rat vé 6ng théng ra, thdo roi bo chia khoi hé théng dan bing cach cit sgi chi
(Hinh 17). Dam bao phan vai ghép phia duéi bd chia d3 duwgc mé dé tao diéu kién rit tay cam
(Hinh 18).

Hinh 17 - Thao bd chia bang cach cit chi
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Budc Rut day din huéng
1 Pidu nay cho phép rut day dan ra trong khi thiét bj vn dwoc gitt ding vi tri nho hé théng dé
ngan lam dich chuyén doan c6 khung gia d& (Hinh 19).

Than trong: Néu d3 dung day din hudng trong qua trinh trién khai thiét bi, can phai rut day
dan hudéng ra khdi hé théng trwdce khi rat day bung stent

Hinh 19 - RaGt day dan hwéng

\
¥
¥ )yl"‘/":

Bwéc Gidi phdng thiét bi giai doan Il Rat diy bung stent

1 PE rat hoan toan thiét bi khdi hé thang dan, kéo kep nhd mau dé va day ra khéi tay cdm hé
théng dan (Hinh 20). Kéo day bung stent ra theo huwéng tay cam cla hé théng dan. Poan dau
xa cla stent graft gio s& duoc gidi phdng khoi hé théng dan.
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Hinh 20 - Rat day bung stent

)'/
Bwdc Giai doan Rut hé thong dan ra
1 Khi thiét bj cdy ghép da duwoc gidi phdng khoi hé théng dan, phai rat phan tay cam con lai khoi thiét

bi cdy ghép. C6 thé thdo bang céch kéo nhe nhang tay cadm dé& dam bao thiét bi dugc néi long
quanh truc va cé thé thdo ra ma khong dnh hwéng dén mach mau cay ghép.

2 Né&u dua hé théng dan vao theo dwong vong cung, nhu trong Hinh 21 thi phai |y ra theo duong
dan xéc dinh dé tranh lam di chuyén thiét bj cay ghép hoic lam t6n thuong mach mau

Hinh 21 - Rat hé thdng dan ra

N\

/ _
f :

V)
)”;/;

Bwéc Giai doan Théng néi thiét bi Thoraflex Hybrid

1 Khi hé thong dan da dwoc rut ra, phai khau phan vanh cé vao dong mach cdy ghép thiét bj dé c6 dinh
va 6n dinh thiét bi cdy ghép. K§ thuat chinh xac s& dung tuy theo quyét dinh bac st phiu thuat cay
ghép Thoraflex Hybrid, tuy nhién cin phai théng ndi theo vong tron dé dam bao viéc cay ghép dugc
gan dung. LGc nay tién hanh cac thdng ndi con lai.
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Lwu y: Vong khung gid d& phia xa cla Thoraflex Hybrid c6 thé dich chuyén do viéc tudi mau lai cla
ddng mach cha nguec.

Hinh 22

—_—
—_—

Thong nai thiét bi Thoraflex Hybrid Plexus

17 SU DUNG THORAFLEX HYBRID VO1 THIET BI NOI TIEP

17.1 THONG TIN CHUNG
C6 thé ndi dai thiét bj cay ghép Thoraflex Hybrid bang cdy ghép stent graft (NBS) Relay: Relay NBS
Plus hodc RelayPro (cdu hinh NBS) (sau day dugc goi la "Relay NBS"). S6 tham chiéu Relay NBS c6
thé duoc gidi ma nhu sau.

Bang 3 Ky hiéu san pham Relay NBS Plus

. Putmgkinh | Chizudai |, PY"™ | (ichcy | Chizudaihicu | ... .
ID san A S ., _| kinh stent . s s L n Ky hiéu cua
.| Loaithiétbi | stent dau gan |dwoc phucta = Phap cia| dungcuahé o
pham dau xa el v thiét bj
(mm) stent (mm) hé thong | théng (cm)
(mm)
) S: San phdm
2g | % RelayPlus XX XXX XX XX XX danh muc tiéu
NBS »
chuan
Bang 4 Ky hiéu san pham RelayPro NBS
ID san s Duuné ka Chle’u ?al LI Du’o’ng“kmh Ky hiéu cia |Kich c& Phap cla
2 Loai thiét bi | stent dau gan | phu cta stent stent dau xa A AT
pham () o T thiét bj hé thong
) S: San pham
2g | N4 RelayPro XX XXX XX danh muyc tiéu (XX Fr)
NBS )
chuan

Do chi dinh sl dung va ciu hinh thiét bi, néu t8n thuong yéu cau sir dung phan ndi rong, chi nén sl
dung ciu hinh Relay NBS.

Khong nén st dung cac thiét bi hd tro ¢ déc diém nganh hodc méc dugc dit trong ving chong chéo.
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Quy trinh c3y ghép thiét bj Relay NBS phai tudn theo IFU cla nha san xuit, mé td phwong phép tiép
can cay ghép nguoc dong ndi mach. Kha ning twong thich cla cac thiét bi ndi tiép dwoc trién khai
tr phuong phdp tiép can xudi dong chua dugc danh gia, vi phwong phap nay khéng duoc chi dinh
trong IFU.

17.2  KiCH c& PHAN NG1 RONG - POAN NOI KHONG DU'QC HO TRQ (PHINH MACH)

Su chéng chéo t8i thidu theo khuyén cao giita thiét bj Relay NBS va Thoraflex Hybrid |3 ba stent phu
chdng 1&n nhau (khoang 50mm). Sy chdng chéo nhd hon ¢é thé din dén chay méau ndi mach (cé hodc
khéng cé su phan tach thanh phan). Nén chon chiéu dai thiét bi Relay NBS sao cho phu hop. Déi véi
cac doan ndi mé-dun, khdng dwoc hd tro (nghia 1a ving stent graft xa Thoraflex Hybrid ndm trong
tai phinh), phai st dung thiét bj Relay NBS cé dudng kinh ngoai dau gan I&n hon 2mm so v&i dudng
kinh ngoai danh nghta ctia Thoraflex Hybrid tai chd (Bang 5).

Trong nhitng tredng hop nay, stent graft dau xa ctia Thoraflex Hybrid s& nam trong tui phinh va s&
khéng cé 16p phl dau xa cho dén khi thiét bi Relay NBS duwoc cdy vao. Didu nay cé thé 1am ting nguy
co hinh thanh huyét khdi cho dén khi hoan thanh liéu phap. Kich c& cla thiét bi Thoraflex Hybrid
phai dua trén qua trinh diéu tri hoan chinh va cé tinh dén kich c& cta vung dat thiét bi dau xa cta
thiét bj Relay NBS tuwong thich, vi du: néu thiét bi Relay NBS 34mm d3 dwoc chon dé diéu tri dau xa
thi thiét bj Thoraflex Hybrid twong thich s& 13 32mm - xem Phan 14 dé biét thém théng tin vé kich
c& thiét bj Thoraflex Hybrid.

Bang 5 Thiét bj cdy ghép Thoraflex Hybrid v&i thiét bi ndi ti€p Relay NBS — Bang c¢& doan ndi
khong dwoc hd trgr

M3 hang Ma hang Thoraflex Hybrid OD d3au gan cla stent
(Loai Plexus) (Loai Ante-Flo) OD cua Stent Graft (mm)| graft Relay NBS (mm)
THP2224X100B THA2224X100B 24 26
THP2426X100B THA2426X100B 26 28
THP2628X100B THA2628X100B 28 30
THP2830X100B THA2830X100B 30 32
THP3032X100B THA3032X100B 32 34
THP3034X100B THA3034X100B 34 36
THP3036X100B THA3036X100B 36 38
THP3038X100B THA3038X100B 38 40
THP3040X100B THA3040X100B 40 42
THP3240X100B THA3240X100B 40 42
THP2224X150B THA2224X150B 24 26
THP2426X150B THA2426X150B 26 28
THP2628X150B THA2628X150B 28 30
THP2830X150B THA2830X150B 30 32
THP3032X150B THA3032X150B 32 34
THP3034X150B THA3034X150B 34 36
THP3036X150B THA3036X150B 36 38
THP3038X150B THA3038X150B 38 40
THP3040X150B THA3040X150B 40 42
THP3240X150B THA3240X150B 40 42

Trong trudng hop cé tui phinh, cac th thuat ndi rong phai duoc 1ap k& hoach va thuc hién d& dam
bao rang cac thiét bj két hop 18y duwdng cong ngoai gitra 16 thong ndi gan phia trén tui phinh va phan
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6 xa bén dwéi tai phinh. Bidu nay phit hop véi hwdng dan 1ap k& hoach va cdy ghép Thoraflex Hybrid
hién cé. Khi n&i réng Thoraflex Hybrid vé&i thiét bj Relay NBS, dau xa cla Relay NBS phai dwgc dat an
toan trong cdc mach mau khée manh trong déng mach chd nguc xudng theo bang c& dau xa Relay
NBS (Bang 6).

LU'U Y: Bang c& nay tuan theo IFU Relay NBS.

Bang 6 Thiét bj ndi ti€p Relay NBS - badng c¢& dau xa

OD dau xa clia stent graft Relay | ID mach vung dit thiét bi tai dong mach | Chiéu dai viing dit thiét bi dau
NBS (mm) chd xudng (mm) xa (mm)
24 20-21
26 22-23
28 24-25
30 26-27
25
32 28-29
34 30-31
36 32-33
38 34
40 35-36
30
42 37-38

17.3 KiCH c& PHAN NG1 RONG - POAN NOI DUQC HO TRO' (LOC TACH)

Su chdng chéo duwgc khuyén céo t6i thiéu gitta thiét bi Relay NBS va thiét bi cay ghép Thoraflex
Hybrid 13 ba stent phd chdng 1én nhau (khoang 50mm). Sy chdng chéo nhod hon cé thé dan dén chay
mau ndi mach (c6 hodc khdng cé sy phan tich thanh phan). Nén chon chiéu dai thiét bi Relay NBS
sao cho phu hgp. Can tranh chiéu dai chdng chéo qua mirc va khdng day canh gan cla thiét bj ndi
ti€p qué diém danh diu cdn quang trén phan mach mau nhan tao cda thiét bi Thoraflex Hybrid.

DBi véi cac doan ndi md-dun, dugc hd tro (tie [a ving stent graft xa Thoraflex Hybrid ndm trong chd
l6¢ tach), phai s&r dung thiét bj Relay NBS cé duwong kinh ngoai bang dudng kinh ngoai danh nghia
clia Thoraflex Hybrid tai chd (Bang 7). Kich c& khdng theo cac hudng dan nay cé thé dan dén chay
mau ndi mach, di léch, tach stent-graft, gdy gap hodc hu hong thiét bi.
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Bang 7 Thiét bj Thoraflex Hybrid v&i thiét bj ndi tiép Relay NBS - Bang c& doan ndi dwo'c ho trg

M3 hang M3 hang Thoraflex Hybrid OD d3u gan cla stent graft
(Loai Plexus) (Loai Ante-Flo) 0D cua Stent Graft (mm) Relay NBS (mm)
THP2224X100B THA2224X100B 24 24
THP2426X100B THA2426X100B 26 26
THP2628X100B THA2628X100B 28 28
THP2830X100B THA2830X100B 30 30
THP3032X100B THA3032X100B 32 32
THP3034X100B THA3034X100B 34 34
THP3036X100B THA3036X100B 36 36
THP3038X100B THA3038X100B 38 38
THP3040X100B THA3040X100B 40 40
THP3240X100B THA3240X100B 40 40
THP2224X150B THA2224X150B 24 24
THP2426X150B THA2426X150B 26 26
THP2628X150B THA2628X150B 28 28
THP2830X150B THA2830X150B 30 30
THP3032X150B THA3032X150B 32 32
THP3034X150B THA3034X150B 34 34
THP3036X150B THA3036X150B 36 36
THP3038X150B THA3038X150B 38 38
THP3040X150B THA3040X150B 40 40
THP3240X150B THA3240X150B 40 40

17.4 PINH VI TRUC TRONG QUY TRINH NO1 RONG

Su dich chuyén truc cia doan dau xa cla Thoraflex Hybrid cé thé xay ra trong qua trinh ludn va dinh
vi cac day dan hudng, ng thdng va hé théng dan ciing nhu trong qua trinh trién khai thiét bj ndi
ti€p. Can than trong d& dam bao thiét bi cay ghép Thoraflex Hybrid & vi tri d3 dinh trwdc khi dat thiét
bi ndi ti€p. Can gidm s&t sat sao viéc can chinh va dinh vi cd hai thiét bj trong qua trinh trién khai néi
rong.
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18 THONG TIN VE CAC TINH HUONG Y TE KHAN CAP CO THE LUONG TRU'GC
Trong trudng hop khdng chac chdn vé hé théng dan hodc céc van dé vé trién khai dat, cé thé st
dung cac k¥ thuat sau.

18.1 THORAFLEX HYBRID VA CAC VAN DE VE TRIEN KHAI DAT HE THONG DAN

Van de Nguyén nhan tiém an
Khé ddy hé thong dan|1 D6 cong clia vd Sng thong/
vao vi tri trién khai dy| truc d& udn cé thé khong twong
kién thich véi hinh thai cha déng mach

chu. \ﬁ\#
2 Khi dwa vao, hé théng khong *
\\ |

di theo dwong di cla day dan
huéng

Hanh dong 1 ROt hé théng dan ra, kiém tra
khac phuc d6 cong cla truc hé théng dan d3
phu hop véi gidi phau chua

2 Ludn day din huéng qua cong
khac trén dau day dan hudng.
Diéu nay s& gidm thiéu cac tac
dong téi mo.

Lwu y: Day dan huéng khong di
qua gitra hé théng dan. Do dé,
can can nhic géc thich hop khi
d4y hé théng dan.

3 Né&u bién phap 1 va 2 khéng
hiéu qua, hay st dung thiét bj
khac.
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Van dé

Nguyén nhan tiém an

Yéu cau lyc 16n hon
dé rut vé 6ng thong
va trién khai thiét bj

GAc cong clia vb 6ng thong va
truc dé udn 16n 6 thé lam gap
gy qua murc vd 8ng thdng. Diéu
nay c6 thé khién viéc rut vé éng
théng phai can mot luc trién khai
I&n hon.

Hanh dong khac phuc

Tai noi can lyc rat 1&n, dua mot
&ng pittong nhu cai tay ndm vao
hé théng dé kiém soat t6t hon khi
md&i rat vé éng thong.

Céc budc sau ciing cé thé giai
quyét van dé nay

1. R4t hé théng va kiém tra vo
8ng théng xem c6 bi gap gay qua
murc khong.

2. Lam thang hé thdng dan &
nhirng vi tri c6 thé dé gidm bét
sy gay gap.

3. Ciing cé thé lam mat chd gay
gap cla vo &ng thong bing cach
ép vi tri bj anh hudng

4. Lap lai budc 1-3 téi khi lyc rat
can thiét da nhe hon.

Lwu y: PAm bao mot tay phai cd
dinh tay cadm. Poan gia d& phai
duwoc di chuyén vé phia truwdc dé
phan tay cam d0 dai d& cadm nam.
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Van dé

Nguyén nhan tiém an

Pai kéo bi tudt khéi vo
6ng théng cla que tha

Luc kéo qua manh hodc dai kéo
yéu so vdi src cidng cla vd dng
théng c6 thé Iam tudt dai kéo khéi
vo 8ng théng

Hanh ddng khac phuc

1. Gan hai kep déng mach khong|
gay chan thuong vao méi bén cua
vo 8ng théng.

2. Dam bdo phan tay cim duoc
gilt cd dinh.

3. V&i tay cam duoc c6 dinh, kéo
kep dé€ nha ca hai phan cla vé 6ng
thong ra cung mot ldc.

Lwuy: C& hai phan cha vd 6ng
théng phai duoc kéo ra cung ldc
dé dam bao dit phan khung kim
loai clia thiét bj ding cach

\Van dé

Nguyén nhan tiém 3n

Dai rat bi gy lam doi

Luc rdt qué manh cé thé gép
phan lam gdy va/hodc l1am yéu
dai kéo. Pidu nay c6 thé dan dén
viéc dai kéo bi gdy trong qua trinh
trién khai thiét bj.

Hanh dong khic phuc

1. M6t tay cdm ca hai nlra dai
kéo.
2. C6 dinh tay cAm cla hé théng
dan.
3. Kéo hai ntra clia dai kéo lai véi
nhau dé chia vd 6ng théng thanh
hai.
Luuy: Quy trinh nay cé thé thuc
hién bang kep déng mach khéng
gdy chan thwong nhu mé ta & phan
"RUt vo 6ng thong — Pai kéo bj tudt
khéi vo 8ng théng cla que thd" &
trén.
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18.2 CAC VAN DE VE BO CHIA

\Van dé

Nguyén nhan tiém 3n

Bo chia bi tubt trong /
trwde khi trién khai

Chi n&i clia bd chia bi 16ng hodc
khong duoc that chit khi s&r dung

Hanh dong khic phuc

1. C6 thé déng bo chia bing tay,
hodc gilt bo chia trong qua trinh
trién khai hodc néu c6 thé gan lai
phan bi m& mét phan.
2. Pam bdo phan vai ghép khéng
kep vao b chia khi ti€n hanh gan
lai.
3. An ca hai mit clia bé chia lai
v&i nhau té6i khi ching khép vao
nhau.
4. BO chia phai dwoc déng trong|
qua trinh rit vo 8ng théng.
Lwu y: NEu ban 1é cla bd chia v,
phai tién hanh |4y can than ca hai
phan cla bd chia ra khdi khoang
nguc sau khi st dung.

Luu yv: Khéng can dung bé chia dé

trién khai thiét bj.

Ref 301-216-vi Rev 0

Ngay ban hanh: 24 thang 11 nam 2022

Trang 29 /38




18.3 CAC VAN DE VE KEP NHA TAY CAM

\Van dé

Nguyén nhan tiém an

Kep nha tay cdm
khong gan vao tay cam
hé thdng dan.

1. Kep nhd mau dé trd nén long,
nhung van gan vdi tay cam, trong
qua trinh di chuyé&n ho3c sir
dung.

2. Kep nha mau dé khéng con
gan vao day bung stent nita

Hanh déng khac phuc

1.1 Kiém tra kep nha mau dd cé
con gén v&i day bung stent khéng
bang cach kéo nhe kep dé chic
chan van cadm nhan duogc stc
cang.

1.2 N&u kep van gan vdi day bung
stent, c6 th& ddy kep nha mau do
tr& lai vo tay cam.

1.3 C6 thé 13y kep nha mau do ra
va kéo lai theo huwdng dan & Phan
'rut day bung stent' trong IFU.

2.1 Rut day bung stent

2.2 Phai kéo lai day bung stent
nhuw md ta trong Phan 'rut day
bung stent' trong IFU bang kep
déng mach khéng gay chan
thwong. Gan kep dong mach
khéng gy chan thuwong vao day
bung stent va kéo.

Lwu y: Chi cé mot day bung stent

hién dién trong hé théng
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18.4 CAC VAN DE VE DAY DAN HUONG/DAY BUNG STENT

\Van dé

Nguyén nhan tiém an

Kho rat day dan huéng

Viéc ph&i hop thao tac hé théng
dan va cong day dan huéng duoc
st dung d3 ngan can viéc dé dang
rit day dan huéng khdi hé théng
dan.

Hanh déng khac phuc

1. Dam bdo rang tay cam duoc
gitt 6n dinh trong qua trinh rat
day dan huwdng dé tranh anh
hudng dén vi tri va dé 6n dinh cla
doan cé khung gid d& cla thiét bi.
2. CG6géng rat day dan hudng
theo hwdng nguoc lai véi cach
lubn day vao, tirc la rat dau xa
khdng phai dau gan / rat dau gan
khéng phai dau xa.

Lwuy: Huwéng rat day dan hudng
c6 thé bj anh huwédng bdi giai phiu
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\Van dée

Nguyén nhan tiém 3n

Khé rat day bung stent
khdi hé thong dan

Né&u cdm thay cd lyc cdn khi rat
day bung stent, cé kha ndng day bj
g3y gap va/hodc vurdng vao thiét
bi. Poan bi vuwdng d6 cla day
bung stent phai duwoc g& ra truéc
khi hoan tat viéc trién khai.

Hanh dong khic phuc

2. Nén kiém tra day bung
stent khi rat day khoi hé
théng dan. Xem cé bat
ky d4u hiéu nao cla gay,
hu hdng hodc chiéu dai
bi rdt ngan hay khong.

Chiéu dai cu6i cung phai la

khoang;
® M3 hang TH.....X100A =
530mm
® M3 hang TH.....X150A =
630mm

3. Kiém tra c6ng ludn day
trén tay cam hé théng
dan. Néu cé mau day
nao con ket & do, phai
dung kep dé g& ra.

Day bung stent chay dai tu kep

nha dén dau cla hé théng dan va

két thic nguoc trd lai bén trong
tay cam.

Néu khdng cé day & mot trong hai

bén cla tay cam thi nén giai

phéng thiét bi khoi hé thong dan.

NE&u cé bat ky khé khdn nao,

nguyén do chic hin ndm & gdc

cCia hé théng dan.

i

A

QLA

Céng vao day bung stent
— tlr tay cam dén truc
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18.5 CAC VAN DE VE HE THONG DAN

\Van dé

Nguyén nhan tiém an

Khé rut hé théng — géc
cao

Goc cla hé théng gay kho khan
trong qud trinh rat tay cam

Hanh déng khac phuc

1. Hay tinh d&n dé cong clia hé
théng dan trudc khi dp dung, viéc
rut ra cé thé phai theo dudng di

twong tu. ‘
2. Rut nhe nhang. §
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\Van dé

Nguyén nhan tiém an

Kho rit hé thdng dan —
day bung stent va day
dan huéng

1. Hé thong dan van gan véi thiét
bi.

2. Hé théng dan van gan vdi day
dan hudng.

Lwu y: N&u rat tay cam trong khi
tay cam van gan vdi day dan
hudng, thi doan c6 khung gia d&
cUa thiét bj sé bj tudt.

Hanh déng khac phuc

1.1 Kiém tra xem d3 rat day bung
stent va b6 chia chua.

1.2 Dam bao phan mach mau cay
ghép khdng bi gdp & vi tri bd chia.
1.3 T tir di chuyén tay cam vé
phia xa trudc khi rat

2.1 Néu thiét bj d3 duoc dit ding
vi tri (k& ca khi chua hodc da thao
V6 &ng thong) va van ndi véi hé
théng dan, c6 thé rat day dan
hudng ma khéng lam xé dich thiét
bi

Luu y: Day la diém cudi cla thu
thuat, tai day ta c6 thé rat day
dan ma khong gay hau qua dang
ké hay tac dong bat loi dén thiét
bi.

L

N LA
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2.2 Sau khi da rut day bung stent,
thiét bj s& khong con gan véi hé
théng dan lau nita, do dé viéc rat
day dan huéng cé thé lam tudt
thiét bi néu trwdc d6 chua rat day|
dan hudéng.

2.3 N&u rut tay cam trong khi van
lgan v&i day dan hudng, c6 thé
khién thiét bi bi tudt khéi vi tri
trién khai. Cac tac dong cé thé gay
bat lgi ma khong thé cé can thiép
khac.
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19 PHU LUC I DIEN GIAI CAC KY HIEU TREN NHAN SAN PHAM
Céc ky hiéu duwéi day d3 duogc sir dung trén nhin thiét bi. BAng dwdi day thé hién ky hiéu, tiéu dé
cua ky hiéu va tham chiéu dén tiéu chuan qudc té lién quan ma ky hiéu d3 duwoc st dung. Tén goi
va tiéu dé day dd cda cac tiéu chuan dugc liét ké dwdi day la:
e  1SO 15223-1:2021 - Thiét bi y t& - Cac ky hiéu duoc sir dung cling véi thdng tin do nha san xuét
cung cip - Phan 1: Yéu cu chung
e ASTM F2503 - 20 Thuc hanh tiéu chudn dé danh dau thiét biy t& va céc vat dung khac d& dam
bdo an toan trong mdi trudng cdng huwdng tir
e Quy dinh (EU) 2017/745 cta Nghi vién Chau Au va cla Hdi dong ngay 5 thang 4 ndm 2017 vé
thiét bi y té&, slra d6i Chi thi 2001/83/EC, Quy dinh (EC) s& 178/2002 va Quy dinh (EC) s&
1223/2009 va b3i bé Chi thi ctia H8i ddng 90/385/EEC va 93/42/EEC (V&n ban c6 lién quan dén

EEA.)
Ky hiéu Y nghia Tham chiéu Ky hiéu Y nghia Tham chiéu
, 1SO 15223-1 . Khéng 4p
g Han st dung 514 Khong latex dung
~ 1A I1SO 15223-1 ~ ISO 15223-1
LOT Ma 16 515 REF S6 danh muc 516
. 1SO 15223-1 Khir trung bing 1SO 15223-1
SN S0 sé-ri 5.1.7 STERILE E ethylene oxide 5.2.3
Khéng duoctaistr | 150 15223-1 ngan': l,';r;au‘:]h%‘i’é”ng IS0 15223-1
dung 5.4.2 ung dic 543
tw
udng kinh Khéng ap —p Chiéu dai c6 thé st Khéng ap
dung dung dung
Neav sin xudt 1SO 15223-1 Nha sin xudt 1SO 15223-1
gay san xu 5.1.3 “ 5.1.1
Khéng st dung néu
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