HUONG DAN SU DUNG
Béng nong mach vanh phii thude
Chung loai: SeQuent® Please NEO

Béng nong mach vanh phii thudc (Chiing loai: Sequent Please NEO)

Thanh phin trong bao bi vé tring

Mot san pham Ong thong bong SeQuent® Please NEO dung trong diéu tri tac
dong mach. Bong dugc phu mot 16p paclitaxel.

1 dng thong thang

Chuy

e Ong thong chi dam bao vo trung va khong toa nhiét néu bao bi khong bi
m¢ hodc hu hai. San pham dugc tiét tring bang ethylene oxide.

e Doc hudng dan trudce khi sir dung thiét bi.

e Chi sir dung mot 1an. Viéc tai sir dung thiét bi dung mot 1an s& gy ra céac
nguy co tiém tang ddi v6i bénh nhan hodc ngudi dung; c6 thé dan dén
nhiém khuén va/ hodc suy giam chirc ning thiét bi. Su nhidm khuén va/
hodc gidi han chirc nang cua thiét bi c6 thé gay thuong tich, bénh tat tham
chi tir vong cho bénh nhan.

M5 ta san pham/ Cach thirc hoat dong

SeQuent® Please NEO san xuat boi B. Braun Melsungen AG 1a mot 6ng dan gan
bong dua trén thiét ké trao d6i nhanh. SeQuent® Please NEO 1a mot 6ng thong
gan bong phu thude dung dé diéu tri bénh tac dong mach; duoc thiét ké dé cai
thién duong kinh mach mau va giam tai hep trong ton thuong dong mach bam
sinh. San pham c6 thé dugc sir dung thay thé cho bong khong phu thudc thong
thuong. Kha nang giam tai hep vuot troi cua SeQuent® Please NEO da dugc
chtrng minh trong diéu trj tai hep trong stent va ton thuong lap lai trong hep dong
mach do xo vira dong mach. Lop phu thudc hoat dong nim trén be mat bong,
chtra 3 pg Paclitaxel trén 1 mm?. Thudc dugc ngam trong mot chét nén dan khong
gy hai dén cac chirc ning sinh ly cua co thé va ¢ thé phan huay (thanh phan
chinh: lopromide). Sy bom bong dan dén viéc tiép xtc bé mit ciia bong phu thude
véi cac doan mach can diéu trj. Qua trinh nay giup cho thude bam vao thanh mach
mau. Tuy thudc vao tinh trang bénh nhan va hinh thai mach mau, can gitr ap luc
bom bong t6i da trong khoang thoi gian it nhat 30 gidy. Trong truong hop diéu
tri cac ton thuong dai (dai hon chiéu dai co san toi da ctia bong), can diéu tri cac
ving nho dic biét mot lan duy nhat bang dng thong SeQuent® Please NEO.
Poan truc xa (xap xi 25 cm) bao gom hai nong Doan gan ong thong 1a mot nong,
lam bang thép khong gi v6i mot dau ndi luer két ndi v6i 10ng bong. Hai diém
danh dau trén truc 6ng thong s& xuat hién khi dau ciia dng thong gan bong roi 6ng



dan (canh tay: 100 cm/ xwong dui: 110 cm). C6 thém mot kim tiém gan voi mot
cong luer dung dé suc rira 10ng day dan. Hai diém danh d4u can quang cho biét
chiéu dai phan hinh tru ctia bong. Béng duge bao vé bdi mot 16p vo co thé thao
roi, dung hd so mo ta so luoc tir nha may san xuat. Bong dugc thiét ké vo1 mot
doan c6 thé bom phong v6i duong kinh va chiéu dai biét trude ¢ 4p suat quy dinh.
Ong théng c6 bé mat duoc trang chéng thAm nudc tai phan truc xa. Do do,
SeQuent® Please NEO cung cip cac dic tinh vuot troi trong sudt qua trinh can
thiép.

SeQuent® Please Neo co6 cac cd chiéu dai 10 mm, 15 mm, 20 mm, 25 mm, 30
mm, 35 mm, va 40 mm; va cac c& duong kinh 2.0 mm, 2.25 mm, 2.5 mm, 2.75
mm, 3.0 mm, 3.5 mm va 4.0 mm.

Luwu y: Kep kém theo dugc dung dé luu trir dng thong mot cach an toan va tiét
kiém khong gian trong méi trudng vo trung. Chi nén sir dung kep tai truc gan,
khong nén stir dung ¢ truc xa.

Cha y: Trude khi bom phong bong SeQuent® Please NEO, chiéu dai va duong
kinh thich hop phai phu hop véi chiéu dai va duong kinh tham chiéu cta ton
thuong muc tiéu.

Piéu trj ca nhan

Trudce khi st dung SeQuent® Please NEO, can danh gid chuyén biét lo1 ich va
nguy co cua tirng bénh nhan. Khi thiét 1ap cac tiéu chuén loai trir trén bénh nhan,
cac nguy co lién quan dén liéu phap khang tiéu ciu can dugce xem xét. Can xem
xét dac biét ddi voi cac bénh nhan bi viém da day hoat dong gan day hoic bénh
loét da day (PUD).

Chi dinh
e Cic ton thuong méi (str dung chinh trong cac trudng hop hep hoic tic co
quan), bao gdbm cac mach mau nhé (Bénh mach mau nhé (SVD))
e Tai hep sau khi can thiép dong mach vanh qua da (PTCA) bang bong hoic
stent (ISR)
e Trudc va sau khi nong bong trong qua trinh cdy ghép stent
e Tic mach mau cip tinh hodc c6 nguy co de doa

Chéng chi dinh

e Khéng dung nap paclitaxel va/hodc chat nén din (thanh phan chinh:
lopromide)
Di tng véi paclitaxel va/hodc chat nén dan (thanh phan chinh: Iopromide)
Di ing nghiém trong véi cac chat can quang
Phu nir mang thai va cho con bu
Séc tim



Xuéat huyét tang hodc céac réi loan khéac lién quan dén ting nguy co chay
mau nhu lo¢t da day rudt, han ché viéc str dung liéu phap cac chit trc ché
két tap tiéu cau va liéu phap chdng dong mau

PhAu thuat mot thoi gian ngén sau nhdi mau co tim ¢6 huyét khéi tinh mach
hodc luu lugng mau mach vanh kém

Céc ton thuong khong thich hop cho diéu tri can thiép

Bénh nhan c6 ti suat tong mau < 30%

Puong kinh mach mau tham khdo < 2.0 mm

Chi dinh cho phau thuat tai thong mach mau

Chéng chi dinh cho bt ky thudc di kém can thiét nao

Co that dong mach vanh khong c6 dau hiéu hep

Khoéng nén su dung dong thoi SeQuent® Please NEO va mot stent phu
thudc & thuong ton muc tiéu vi khong thé loai trir viée qua liéu hodc tuong
tac giita cac thanh phan duoc phu.

Cic bién chirng c6 thé xay ra sau Kkhi nong béong
Céc bién ching co thé xay ra bao gom:

Tu méu & céc vi tri m¢ dudong vao 1ong mach
Phinh mach gia

Loan nhip xung

Nhoi méu co tim cap tinh

Pau that nguc

Thing hodc v dong mach

Co thét dong mach vanh

Tu vong

R6i loan tudn hoan ndo

Chay mau toan than

Céc tac dung phu do phdi hop thude toan than (Xem td roi bao bi twong
img) -

Hinh thanh huyét khoi

Giai phau mach vanh

Huyét ap thap

Chung loan nhip tim, bao gém rung tam thét
Thiéu mau cuc bd

R0 dong-tinh mach

Danh tréng nguc

Nhiém tring

Céc bién chimg mach mau can phau thuat sira chita hodc tai can thiép
PhAu thuat bic cau dong mach vanh (CABG)
Téc toan bd cac dong mach vanh

Tai hep cac doan mach mau da diéu tri trude do



Ngoai ra c6 thé bao gom cac bién chung khac.

Théng tin thudc cé trong sin pham

Nhirng phan tmg c6 hai do sir dung paclitaxel gay ra hau nhu khéng ¢ ¥ nghia
khi chi c6 mét luong rit nho paclitaxel trong huyet tuong so véi viéc su dung
paclitaxel tac dung toan than. Tuy nhién, khong thé loai trir nhitng tac dung phu
chua biét.

Ciac tic dung khong mong mudn cé thé xay ra
e Dij ing hodc phan tmg mién dich ddi véi thude, cc tic nhan tuong tu, hoac
16p pht bong (thanh phan chinh: Topromide)
Rung long, toc
Thiéu mau
Réi loai chirc ning dudng tiéu hoa
Chung loan thé tang huyét hoc (bao gém giam bach ciu, giam bach cau
trung tinh, giam tiéu cau)
Gia tri men gan bét thuong
Thay ddi mo hoc & thanh mach mau, bao gé)m viém nhiém, ton thuong té
bao hoac hoai tr.
Roi loan hé thong dan truyén tim
Pau co/ khop
Bénh Iy than kinh ngoai bién
Viém dai trang gia mac

Chuy

Paclitaxel da dugc nghién ctru in vitro va in vivo vé kha niang gay dot bién voi
két qua khong thuyét phuc. Tuy nhién, méi lién quan cia co ché dic thu c6 kha
nang pha hily gen va nguy co giy ung thu trén nguoi dén nay van chua rd va
khong thé hoan toan loai trir. Tac dung dugc luc nay cua Paclitaxel thyc hién boi
su can thiép cta ctia vi cdu trac hinh éng phan giai. Méi lién hé cua co chét dic
thu co kha nang pha huy gen nay hién nay van chua r6. Cac tai liéu khoa hoc lién
quan chi ra rang céc thiét bi cdy ghép phu thudc (Vi du: bong phu thubc (DEB)
co the gy ra phan tmg viém v&/ hodc huyét khéi. SeQuent® Please NEO khong
bao gdm 16p polymer, thudc dugce str dung véi mot chat nén co thé phan huy trén
bé mit bong. Mic du khong duoc chimg minh trong cac nghién ciru 1am sang véi
hé thong bong SeQuent® Please nhung ciing khong thé hoan toan loai trir cac ty
1€ mac néu trén. Nén phan tich can than ty 1€ nguy co- loi ich trudc khi sir dung
bong phi thude.

Di urng



Néu bénh nhan bj di ung voi bat ky tqha‘mh phﬁn nao cua bong hoac 16p phu cga
no (Paclitaxel, Iopromide), khong thé loai trir kha nang di ing/ phan tmg micn
dich hodc phan ting viém tai cho dan dén pha hiy thanh mach.

Twong tac voi thudc khac

Luong Paclitaxel trén bé mit bong tuong tmg khoang mot phan vai trim cta sb
luong thuong dugce sir dung trong dleu tri chdng ung thu, nén khé xay ra tuong
tac voi cac thudc khac. Tuy nhién, can cén trong khi str dung ddng thoi véi cac
chit nén CYP3A4 va/ hoic CYP2CS (bao gdm terfenadine, cyclosporin,
lovastatin, midazolam, ondansetron) hodc thudc véi chi s6 chat mang huyét twong
cao (PPB) (dic biét 1a sulfonureas, thubc chéng dong mau
loai coumarin, acid salicylic, sulfonamides, digitoxin). Nén tham khdo cac huéng
dan str dung lién quan ddi véi cac tuong tac co thé co gitta paclitaxel va cac thudce
thém vao nhu trong céc chi dinh ung thu. Chua c6 nghién ctru hoan chinh vé cac
tuong tac c6 thé xay ra khi két hop paclitaxel v6i cac thude khac.

Phu nir mang thai

Chdng chi dinh sir dung paclitaxel trong qua trinh mang thai. Khong loai trir kha
ning SeQuent® Please NEO anh huéng dén thai nhi. Khéng c6 dit liéu 1am nao
vé viée sur dung SeQuent® Please NEO trén phu nir mang thai, ché)ng chi dinh va
nguy co trong qua trinh sinh ng 1a chua biét.

Huoéng dén sir dung
Céc bo phan can thiét dé thuc hién mot thi thuat thong bong
e Ong thong bong dung trong gidn nd
Ong tiém dé nong véi may do
Vé boc ngoai dung cu dét vé&i que nong
M&i ndi Y véi dau ndi cAm mau cho mot bng thong chup mach
Day dan 0.014 inch x 175 cm dé xuyén qua céac ton thuong
Chét can quang
Kep luu trir dung trong can thi€p dong mach vanh qua da (PTCA)
Trude khi sir dung, can kiém tra k¥ tat ca cac dung cu, 6ng thong va timg bo phan.
Bit budc kiém tra tinh nguyén ven cua bong (vai 16p bao vé bong con nguyén),
dam bao loai bo hoan toan khong khi tur hé thdng va kiém tra niém phong ctia moi
nbi.

Chuin bi cho 6ng thong
1. Chéat 16ng dién bong thuong 12 hdn hop 50:50 chat can quang va dung dich
nuéc mudi sinh 1y v khudn hodc chit can quang ban trén thi trudong véi
200 mg/ml iod.



2. Huatkhoang 3 ml hon hop chat can quang vao 6ng tiém 20 hodc 30 ml. Cam

6ng tiém vao m01 nbi luer cua 6ng thong va gitr, voi ca hai by phan nam
hudng chi xuong Hut. Lap lai cho dén khi khoéng con thay bong khi.

3. Lam day h¢ théng ong tiém v6i mot lugng chat 1ong vira di (Nhu mo ta &
muc 1.).

4. Théo éng thong khoi ong dinh lugng. Théo 16p vé bao vé khoi bong va day
van chuyén khoi ddy din duong mach mau. Ong thong d3 sin sang dé sir
dung.

Ky thuat st dung

Ky thuat dat qua da va thu thuat m¢ duong vao dong mach déu thich hop khi stmg
dung bd dung cu dat va day dan.

Chén 6ng thong dan duong gan voi mot moi ndi cAm mau, sir dung ki thuat
tiéu chuan.

C6 thé suc rtra 10ng ddy dan bang nudc mubi sinh 1y néu can thiét.

Pua day dan vao can than va dat & dau xa cua doan hep.

Nong trudc ton thu’O’ng muc tiéu

Dua ong thong gan bong ¢ dau dé dugc lam xep hoan toan qua dau gan cla
day dan va xuyén qua m01 ndi cdm mau cia ong dan mot cach can than.
Truot dng thong bong vé phia trude va dat @ dng thong dudi sy quan sat X-
Quang va bO’m chét can quang tai vi tri ton thuong.

Ngay khi 6ng thong bong di qua ton thuong qua hep, nong bong dé lam
gian dong mach. Tuy thudc vao tinh trang bénh nhan va hinh thai mach
mau, can gitt 4p luc bom bong tdi da trong khoang thoi gian it nhat 30 gidy
(ndi chung).

Sau khi nong, phai lam xep bong hoan toan va keéo & ong thong gan bong vé
lai dng dan duéi sy quan sat X-Quang. Kiém tra két qua nong bang chup
X-quang mach.

Néu can thiét, c6 thé sir dung mot éng thong gin bong khac thong qua day
dan con lai trong mach. Trong trudng hop két qua dau tién khong thoa man,
c6 thé tai bom bong vdi duong kinh ngoai 16n hon. Dé ngin ngira viéc qua
liéu cuc bo, khong nén chi dinh st dung SeQuent® Please NEO khéc tai
cung vi tri tén thuong myc tiéu.

Canh bao/ Cac bién phap phong ngira

San pham chi nén duoc st dung bai cac bac si co kinh nghiém vé chup X-
quang mach méu, can thiép mach vanh qua da (PTCA) va cay ghép stent
trong xo vira mach mau.

Khi lay SeQuent® Please NEO ra khoi bao bi va dua qua van cim mau,
can dic biét can than dé dam bao hé thong bong khong bi hu hai hoidc
khong con vo trung.



e Tranh cham, lau bé mit bong hoic tiép xtic voi chat long do co thé gay
phan tach 16p phu bong.

e (0 thé rira 10ng ddy dan bang dung dich mubi dang truong/ vo tring.

e Khéng bom bong qua sdém. Khong nén vuot qua ap luc bom bong dé xuit.
C6 thé sir dung may do ap suat dé do ap luc can bom.

e Khong dung nhiéu hon mét SeQuent® Please NEO trén cing mot doan
thu:O’ng ton.

e Néu xay ra bét ky hién tuong dé khang nao trong qua trinh day bong, khong
dugc co gang day 6ng thong. Viéc dé khang c6 thé gay hu hai dng théng
bong. Néu hién tuong dé khang xay ra trong luc dwa ddy dan vao, nén rat
toan bo hé thdng dan ra.

e Nén thyc hién g1an no trude voi mot bong khong phu thuoc Ong thong
nén duoc dit vao vi tri ton thuong muc tiéu cang som cang t6t. Viéc thao
tac kéo dai trén SeQuent® Please NEO c6 thé gay ra phan tach 16p phu.

Xir ly va than trong

Puong kinh gian nd cia bong phai phu hop véi long dong mach muc ti€u. Khong
stt dung bong c6 duong kinh 16n hon. Khong dugc lic 6ng thong trude khi sir
dung dé tranh khong khi vao bong. Khong dua diy dan vao 10ng mach dat day
dan 6ng thong gan bong néu phat hién kha niang dé khang ma khong xac dinh
nguyén nhén cta lyc tic dong va hudng khic phuc. Ong thong bong duoc xac
dinh 14 99.9% dé khang véi ap luc t6i da duoc chi dinh, véi khoang tin cdy 95%
(4p suat bung dinh muc). Khong nén bom vuot qua ap sudt bom téi da vi ap luc
c6 thé gdy v& bong, hodc khién cac khép bong bi hong tir tir. Néu diéu nay xay
ra, lam xep bong va loai bo.

Luwu y: Khong st dung néu bao bi v6 trung bi hu hai hodc bi m¢. Khong tai khir
trung. Trudce khi str dung, phai kiém tra dé€ dam bao SeQuent® Please NEO khong
b1 hu hai trong qua trinh van chuyén.

Luuy: Pé viéc diéu tri thanh cong va dam bao két qua tdt 1au dai, toan bo chiéu
dai ton thuong nén dugc bao phu hoan toan bédi bong phut SeQuent® Please NEO.

Luwu y: Khong udn cong hodc bop phan bong SeQuent® Please NEO trudc thuc
hién thu thuat.

Luwu y: San ph:flm nay duoc thiét ké dé sir dung mot lan. Khong duoc tai str dung!
Ap luc bom bong khong dugc vuot qua ap luc bom dé nghi cua nha san xuat. Hé
thong 6ng dan phai dugc sir dung boi bac si dd duge dao tao thuc hién thu thuat
nay. Chi str dung dung dich bom bong phu hop. Néu khong sir dung chat 1ong
thich hop (Vi du: c6 néng d6 mau can quang cao hon) c6 thé dian dén thoi gian



bom va lam xep bong keo dai. Khong duoc sir dung khong khi hodc cac dang khi
deé lam bom bong.

Luu y: Sau khi nong doan mach bang SeQuent® Please NEO, nén cay ghép thém
mot stent khong phu thudc (hay “stent kim loai tran”). Khong nén cay ghép stent
phu thudc vi c6 thé dan dén viéc qua lidu hodc tuong tac giita cac tic nhan hoat
dong.

Luwu y: Khong loai trir kha ning tuong tac thude hodc qua lidu cua cac stent phu
thudc. Vi thé, SeQuent® Please NEO chi nén dugc str dung & vi tri stent phu
thudc bi tai hep sau 90 ngay ké tur ngay dat stent. Sau 90 ngay, thudc da duogc giai
phong hau nhu hoan toan ddi v6i hau hét cac loai stent phu thudc.

Luwu y: Puong kinh bong khong nén nhé hon dudong kinh tham khao cua mach
mau muc tiéu.

Luu y: Khong nén dé 6ng thong ti€p xtc véi dung mdi hiru co, vi du nhu con.

Trudc khi thu thuat nong mach duoc tién hanh, tit ca cac dung cu st dung trong
tht thuat, bao gdm ca 6ng thong bong can duoc kiém tra can than dé dam bao tot
chtrc nang cua no. Cac chét chdng déng va gidn mach thich hop cho diéu tri phai
duoc cung cap cho bénh nhan trude khi thuc hién thu thuat nong mach va duy tri
trong sudt quy trinh thuc hién. Nén stir dung may do ap sudt trong qua trinh phau
thuat. Chi nén thao tac dng thong trong co thé véi su quan sat dudi man huynh
quang bang thiét bi cho hinh 4nh X-quang chét lugng cao. Pé giam kha ning dwa
khong khi vao hé thong, can chu y dic biét dé dam bao duy tri dng thong du chit.
Str dung vo boc bao vé bong cho dén khi chuén bj chén 6ng thong.

Lich trinh diing thudc

Vui 10ng tham khao cic hudng dan da ban hanh va hudng dan hién hanh déi voi
tat ca céc loai thude. Khi nhap vién, can ghi nhan céac béo cado phong thi nghi¢m
vé thoi gian prothrombin (PT) va thoi gian thromboplastin timg phan (PTT) ciing
nhu s6 luong tiéu cau cla tung bénh nhan. Lich trinh st dung thude nén duoc
xem nhu mdt huéng dan kha thi, khéng nén xem nhu mot ché do y té nghiém
ngat.

Trwdce khi nong bong:
e Acid Acetylic Salicylic (ASA): 150 - 300 mg/ lan/ ngay dudng ubng (p.
0.) hodc 250-300 mg tiém tinh mach (i. v. )
e Clopidogrel (liéu nap): 300 mg duong udng (p. 0.) dén 6 gid trude khi can
thiép mach vanh qua da (PCI), néu khong c6 thé dung
Clopidogrel 600 mg duong udng (p. 0.) t6t nhat 1a dén 2 gid trude khi can
thi¢p mach vanh qua da (PCI) hoac



Ticagrelor (heu nap) 180 mg duong uong (p. 0.) hodac
Prasugrel (liéu nap) 60 mg dudng udng (p. 0.)

Trong thoi gian nong bong:
e Heparin: 70 IU/ kg trong lugng co thé, tiém tinh mach (i. v.)
e Liéu ldp lai 2,500 IU heparin dé duy tri gia tri thoi gian d6ng mau hoat hoa
(ACT) trén 250 giay.

Sau khi nong bong:

e ASA: lién tuc 75-100 mg/ ngay, dudng udng (p. o. )

e Clopidogrel (heu duy tri) 75 mg/ ngay, dudng ubng (p. 0.) hodc
Ticagrelor (heu duy tri) 90 mg/ 2 1an/ ngay, duong udng (p. 0.) hodac
Prasugrel (lidu duy tri) 10 mg/ ngay, duong udng (p. 0.) trong khoang thoi
gian:

- SeQuent® Please NEO duoc st dung nhu mot quy trinh doc 1ap
cling nhu duoc st dung trong diéu tri tai hep trong stent sau khi ciy
ghép stent kim loai tran: 1 thang

— Két hop véi mot stent kim loai tran: 6 dén 12 thang

e Trong trudng hop tai hep trong stent sau 12 thang sau khi cay ghép stent
phu thude:

— Trudng hop tai hep trong stent sau thoi gian 12 thang dau sau khi
cdy stent phu thude: 1 thang

— Trudng hop tai hep trong stent trong 12 thang dau sau khi cdy stent
phu thudc: 1 thang cong thém thoi gian con lai cua liéu phap khang
tiéu cau kép (DAPT), dugc xac dinh boi ngdy cay stent phi thube

Luu y: Liéu luong va huéng dan quy dinh phai dugc kiém tra can than boi bac
si di€u tri trude khi st dung 6ng thong bong SeQuent® Please NEO. Do sy phat
trién gan day cua cac phuong phap tuong ung, quy trinh c6 thé khac véi cdc mo
ta ¢ trén.

Bao quan

Khéng dé san pham dudi anh sang mit troi truc tiép. Néu bao quan dung cach,
san pham co thé duoc str dung dén ngay hét han ghi trén bao bi. Khong nén dé
bao bi san pham tiép tic voi nhiét d6 dudi +10° C va trén +40°C.

Huoéng dan xir ly

Sau khi st dung, xtr Iy san pham va bao bi theo chinh sach ctia bénh vién, chinh
quyén nha nudc va dia phuong.

C6 thé tiy thudc vao su thay doi ky thuat






HUONG DAN SUDUNG
Bong nong mach vanh pha thuoc
Chung loai: SeQuent® Please

Thanh phin trong bao bi v tring

Mot 6ng thong gan bong PTCA dung trong diéu tri mach vanh. Bong dugc phu
mot 16p paclitaxel.

1 dng thong thang

Chu y: Ong thong chi dam bao vo tring va khong téa nhiét néu bao bi khong bi
md hodc hu hai. San pham duoc tiét tring bang khi ethylene oxide. Poc hudng
dan trudc khi sir dung thiét bi. Chi sir dung mot 1an. Viéc tai sir dung thiét bi dung
mdt 1an s& gay ra cic nguy co tiém tang d6i voi bénh nhan hodc ngudi dung; c6
thé dan dén nhiém trung va/ hoic suy giam tac dung cua thiét bi. Sy nhiém tring
va/ hodc gi6i han chirc ning cua thiét bi c6 thé gay thuong tich, bénh tat tham chi
tir vong cho bénh nhan.

M5 ta san pham/ Cach thirc hoat dong

SeQuent® Please san xuit boi B. Braun Melsungen AG 1a mot éng din gin bong
trao d6i nhanh PTCA vé&i hé thdng béng phu thude dung cho mach vanh.
SeQuent® Please duoc thiét ké dé cai thién duong kinh 1ong mach va giam tai
hep trong diéu tri cac ton thuong dong mach bam sinh. San pham co thé dugc six
dung thay thé cho bong khong phii thudc thong thuong. Kha nang giam tai hep
vuot troi ciia SeQuent® Please di duogc chimg minh trong diéu tri tai hep trong
stent va ton thuong lap lai trong hep dong mach do xo vita. Lp phi thude hoat
dong nam trén bé mat bong, chira 3 pg Paclitaxel trén 1 mm?. Thudc duoc ngdm
trong mot chat nén dan khong gay hai dén cac chirc ning sinh 1y cta co thé va cd
thé phan huy (thanh phan chinh: lopromide). Su gidn nd bong dan dén viéc tiép
xtic bé mit cla bong phu thude v6i cac doan mach can diéu tri. Qua trinh nay
gitip cho thudc xam nhép vao thanh mach. Tuy thudc vao tinh trang bénh nhan
va hinh thai mach mau, can gitt ap luc bom phong bong tbi da (noi chung) trong
khoang thoi gian it nhat 30 gidy. Trong truong hop diéu tri cac tén thuong dai
(dai hon chiéu dai co san toi da cta bong), can diéu tri cac ving nho dic biét mot
lan duy nhat bang 6ng thong SeQuent® Please.

Pau xa (xap xi 25 cm) bao gdm hai nong. Mot nong dung dé bom va 1am xep
bong, nong con lai dung dé dua diy dan. Hai diém danh dau can quang cho biét
chiéu dai phﬁn hinh tru cua bong. Bong duge bao vé boi mét 16p vo co thé thao
roi, dung hd so mo ta so lugce tir nha may san xuat. Bong dugc thiét ké dé cung
cap mot doan c6 thé bom phong voi duong kinh va chleu dai biét trude o ap suat
quy dinh. Hai diém danh dau trén truc 6ng thong s& xuat hién khi dau cua éng
thong gan bong roi 6ng dan (xwong canh tay: 95 cm/ xwong dui: 105 cm). Doan
gan ctia 6ng thong 13 nong don, lam bang thép khong gi voi mot dau ndi luer két



nbi v6i long bong. Mot kim tiém gan voi mot cong luer duge bao gom dung dé
suc rira 1ong day dan.

SeQuent® Please ¢ cac ¢& chiéu dai 10 mm, 15 mm, 17 mm, 20 mm, 26 mm,
30 mm; va céc cd duong kinh 2.0 mm, 2.5 mm, 2.75 mm, 3.0 mm, 3.5 mm va 4.0
mm.

Chu y: Trudce khi bom phong bong SeQuent® Please, chiéu dai va dudng kinh
thich hop phai phu hop véi chiéu dai va duong kinh tham chiéu cta tén thuong
muc tiéu.

Piéu trj c4 nhan

Trude khi st dung SeQuent® Please, can danh gia chuyén biét loi ich va nguy co
cua tung bénh nhan. Khi xem xé&t cac ti€u chuén loai trir trén bénh nhan, cac nguy
co lién quan dén liéu phap khang tiéu ciu can duoc xem xét. Can xem xét dic
biét ddi voi cac bénh nhan bj viém da day hoat dong gan day hoic bénh loét da
day (PUD).

Chi dinh
e Céc ton thuong méi (str dung chinh trong cac trudng hop hep hoic tic co
quan), bao gdbm cac mach méau nhé (Bénh mach mau nhé (SVD))
e Hep sau khi can thiép dong mach vanh qua da (PTCA) bang bong hoic
stent (ISR)
e Trudc va sau khi nong bong trong qua trinh cdy ghép stent
e Tic mach mau cip tinh hodc c6 nguy co tic cap tinh

Chéng chi dinh
e Khéng dung nap paclitaxel va/hodc chat nén din (thanh phan chinh:

lopromide)

Di tng véi paclitaxel va/hodc chat nén dan (thanh phan chinh: Iopromide)

Dj trng nghiém trong véi cac chat can quang

Phu nir mang thai va cho con bu

Téc hoan toan trong diéu trj mach mau

Soc tim

Bénh ly di truyen chay mau hodc cac rdi loan khac nhu loét da day rudt

hoic rdi loan tuan hoan mau nao, can han ché viéc str dung liéu phap cac

chét trc ché két tap tiéu cau va liéu phap chéng dong mau

e Phau thuat mét thoi gian ngan sau nhdi mau co tim c6 huyét khdi hodc luu
lugng mau mach vanh kém

e Céc ton thuong khong thé diéu tri bang PTCA hodc cac k¥ thuat can thigp
khac

e Bénh nhan c6 thé tich tdng mau < 30%

e Duong kinh mach mau tham khao <2.0 mm

e Diéu trj than trai (Poan dau tién cua dong mach vanh trai)



e Chi dinh phau thuat bac cau
e (Chong chi dinh cho bat ky thude di kém can thiét nao
e (o that dong mach vanh khong c6 dau hiéu hep

Cic bién chirng c6 thé xay ra sau Kkhi nong bong
Céc bién ching co thé xay ra bao gom:
e Tumau ¢ cac vi tri m& duong
Phinh mach gia
Nhdi mau co tim cap tinh
Loan nhip xung
Pau that nguc
Thing dong mach
Co thét dong mach vanh
Tu vong
R6i loan tudn hoan nio
Chay mau toan than
Céc tac dung phu do phdi hop thude kém theo (Xem td roi bao bi twong
img) .
Hinh thanh huyét khoi
V& dong mach
Giai phau mach vanh
Huyét ap thap
Rung tam nhi
Thiéu mau cuc bd
R0 dong-tinh mach
Panh tréng nguc
Céc bién ching mach mau can phau thuét can thiép
Nhiém trung
PhAu thuat bic cau dong mach vanh (CABG)
Chung loan nhip tim, bao gém rung tam thét
Téc toan bd céac dong mach vanh
e Tai hep cac doan mach mau da diéu trj trude do
Ngoai ra ¢ thé bao gdm cac bién ching khac.

Théng tin thudc cé trong sin pham
Nhitng phan Gng c6 hai do str dung paclitaxel gay ra hau nhu khong c6 y nghia
khi chi c6 mot lugng rat nho paclitaxel trong huyét twong so véi viée st dung
paclitaxel tic dung toan than. Tuy nhién, khong thé loai trir nhiing tac dung phu
chua biét.
e Dij ing hodc phan tmg mién dich ddi véi thude, cac tic nhan tuong tu, hoac
16p phi1 bong (thanh phan chinh: Iopromide)



Rung long, toc

Thiéu mau

Réi loai chirc na'mg du(‘mg ti€u hoa

Chung loan thé tang huyet hoc ( bao gdbm giam bach cau, giam bach cau
trung tinh, giam tiéu cau)

Gia tri men gan bét thuong

Thay ddi mo hoc & thanh mach mau, bao gé)m viém nhiém, ton thuong té
bao hoac hoai tir.

R6i loan hé thdng dan truyén tim

Pau co/ khop

Bénh Iy than kinh ngoai bién

Viém dai trang gia mac

Chuy

e Duya trén cac thu nghiém in-vitro va in-vivo, Paclitaxel da duogc ching
minh giy dot bién & nong d6 twong duong véi ndong do thude cuc bo tdi da
sau khi ddt mot SeQuent® Please. Tac dung dugc lyc nay cua Paclitaxel
thie hién boi su can thiép cta vi cdu trac hinh dng phan giai. Méi lién hé
ctia co ché dic thu co kha ning pha huy gen nay hién nay van chua r0.

e (Céc tai liéu khoa hoc lién quan chi ra rang cac thiét bi cay ghép phu thude
(Vi du: bong phu thudc (DES)) ¢o the gdy ra phan tng viém va/ hoic huyét
khéi. SeQuent® Please khong bao gom 16p polymer, thudc dugc ngam voi
mot chat nén c6 thé phan hay trén bé mit bong. Mic du hé théng bong
SeQuent® Please chua dugc chimg minh trong cac nghién ctru 1am sang la
khong thé hoan toan loai trir cac hién tuong trén, bac si diéu tri nén can
nhic giira nguy co- lgi ich ctia bong phu Paclitaxel.

Di irng

Néu bénh nhan b di ung v6i bat ky thanh phan nao cua 16p pha (thanh phan
chinh: Topromide) va/hoidc Paclitaxel, khong thé loai trir kha ning di Gng/ phan
tmg mién dich ddi voi bat ki thanh phan nao cua bong, 16p nén phu (thanh phan
chinh: Iopromide), va/hodc Paclitaxel, hodc phan tmg viém tai chd do ton thuong
thanh mach.

Twong tac véi thude khac

Luong Paclitaxel trén bé mit bong twong Ung khoang mot phan vai trim cua
luong thude thuong duogc sir dung trong dleu tri chéng ung thu, nén kho xay ra
tuong tac voi cac thudc khac. Tuy nhién, can can trong khi str dung dong thoi véi
cac chat nén CYP3A4 v&/ hoic CYP2C8 (bao gom terfenadine, cyclosporin,
lovastatin, midazolam, ondansetron) hodc thudc vai chi s6 chat mang huyét twong
cao (PPB) (dic biét 1a sulfonureas, thubc chéng dong mau
loai coumarin, acid salicylic, sulfonamides, digitoxin).

Nén tham khéo cac huéng dan st dung lién quan ddi véi cac tuong tac cé thé co
giita paclitaxel va cac thudc phdi hop nhu trong cac chi dinh ung thu. Chua co



nghién ctru hoan chinh vé cac twong tac ¢ thé xay ra khi két hop paclitaxel voi
cac thudc khac.

Phu nir mang thai

Chdng chi dinh sir dung paclitaxel trong qua trinh mang thai. Khong loai trir kha
ning SeQuent® Please anh hudng dén thai nhi. Khong c6 dit liéu 1am nao vé viée
st dung SeQuent® Please trén phu nit mang thai, chdng chi dinh va nguy co trong
qua trinh sinh nd 1a chua biét.

Huoéng dén sir dung
Céc bo phén can thiét d¢ thyc hién mot thi thuat thong bong PTCA
o Ong thong trao d6i nhanh PTCA
Ong thong dan
B6 khdéa mé duong
Day dan 0.014 inch x 175 cm
Chét can quang
Méi nbi Y voi dau ndi cdm mau
Trude khi st dung, can kiém tra k¥ tat ca cac dung cu, 6ng thong va timg bo phan.
Bit budc kiém tra tinh nguyén ven cta bong (voi 16p bao vé bong con nguyén),
dam bao loai bo hoan toan khong khi tur hé thdng va kiém tra niém phong ctia moi
nbi.

Chuin bi cho 6ng thong gin béng

5. Chat long dung dé bom béng thuong 1a hén hop 50:50 chat can quang va
dung dich nuéc mudi sinh 1y v khuan hodc chat can quang ban trén thi
truong voi 200 mg/ml iod.

6. Hut khoang 3 ml hdn hop chat can quang vao dng tiém 20 hodc 30 ml. Cim
6ng tiém vao dau luer ctia dng thong va giit, v6i ca hai bd phan nim hudng
chi xubng. Hut. Lip lai cho dén khi khong con thiy bong khi.

7. Gan dng thong gin bong vao hé thdng tiém. Lam day hé théng dng tiém
v6i mot luong chat 1ong vira ¢ (Nhu mé ta ¢ muc 1.).

8. Thao 6ng thong khoi dng dinh lugng. Théo 16p v6 bao vé khoi bong va day
van chuyén khoi ddy dan duong mach mau. Ong thong d3 sin sang dé sir
dung.

Ky thuéat sir dung
e Ky thuat dit qua da va thu thuat mé dudng vao dong mach déu thich hop
khi stmg dung bd dung cu dit va day dan.
e Chén 6ng thong didn duong gan voi mot mdi ndi cAm mau, sir dung k¥ thuat
tiéu chuan.
e (06 thé suc rira 10ng day dan bang nudc mubi sinh 1y néu can thiét.
e Dua day dan vao can than va dat & dau xa cua chd hep.



Dua 6 ong thong gan bong qua dau gan ctia diy dan dén mbi ndi cam mau
cua ong thong dan.

Truot ong thong bong vé phia trude va dat @ dng thong dudi sy quan sat X-
Quang va tlem chét can quang tai vi tri ton thuong.

Ngay khi 6ng thong PTCA di qua ton thuong, nong bong dé lam gidn dong
mach. Tuy thudc vao tinh trang bénh nhan va hinh thai mach mau, can gitr
ap luc bom phong bong tdi da trong khoang thoi gian it nhat 30 gidy (néi
chung).

Sau khi nong, phai 1am xep bong hoan toan va kéo dng thong gin bong vé
lai 6ng dan duéi su quan sat X-Quang. Kiém tra két qua gidn nd bang chup
X-quang mach.

Néu can thiét, c6 thé thay thé mot 6ng thong gin bong khac thong qua day
dan con lai trong mach.

Trong truong hop két qua dau tién khong thoa man, cé thé tai bom bong véi
duong kinh ngoai 16n hon. B¢ ngan ngura vi¢e qua li€u cuc bg, khong nén chi
dinh st dung thém SeQuent® Please khac.

Canh bao/ Cac bién phap phong ngira

San pham chi nén duoc st dung bai cac bac si co kinh nghiém vé chup X-
quang mach mau, can thiép mach vanh qua da (PTCA) va cay ghép stent &
mach vanh. Trong subt quy trinh, nhom phau thuit tim nén & duoc dit &
tinh trang sén sang.

Khi lay SeQuent® Please NEO ra khoi bao bi va dua qua van cim mau,
can dic biét can than dé dam bao hé thong bong khong bi hu hai hoidc
khong con vo trung.

Tranh cham truc tiép, lau bé mit bong hodc tiép XUcC VGi chét long do co
thé 1am truot 16p thudc phil bong.

C6 thé rira 1ong day din bang dung dich mudi déng truong/ vo trl‘mg
Khong bom bong qua sém. Khong nén vuot qua ap luc bom bong dé xuét.
C6 thé sir dung may do ap suét dé do ap luc bom.

Khong dung nhiéu hon mot SeQuent® Please trén ciing mot doan thuong
ton.

Néu xay ra bat ky hién tuong dé khang nao trong qua trinh chén bong,
khong duoc cb gang dé day ong thong. Viéc dé khang co thé gay hu hai
6ng thong bong. Néu hién tuong dé khang xay ra trong luc dua day din
va0, nén rut toan bo hé thong ra.

Nén thyc hién nong trudc v6i mot bong khong phu thude trong truong hop
tén thuong phirc tap. Viéce thao tic kéo dai trén SeQuent® Please c6 thé
gay ra phan tach 16p phu.

Khéng xoay 6ng thong trong luc can thiép.



Xir ly va than trong

Trong subt quy trinh PTCA, nhom phau thuat tim nén dit trong tinh trang sin
sang. Duong kinh gidn n¢ cua bong phai phu hop voi long dong mach vanh.
Khéng str dung bong co duong kinh 16n hon. Khong dugc lic & ong thong trudce
khi sir dung dé tranh khong khi vao bong. Khong dua day dan vao ong thong gin
bong néu phat hién c6 hién tuong dé khang ma khong xac dinh nguy€n nhan cua
lyc tac dong va hanh dong khic phyc. Ong théng gan bong PTCA 99.9% dé khang
v6i ap luc tdi da duge chi dinh, voi khoang tin cdy 95% (ap sudt bung dinh mirc).
Khong nén bom vuot qua ap suat bom ti da vi 4p luc co6 thé giy v& bong, hoic
khién cac khép bong bi hong tir tir. Néu diéu nay xay ra, 1am xep bong va loai bo.

Luuy:

Khéng str dung néu bao bi vo trung bi hu hai hodc bi m¢. Khong tai khur
trung. Trude khi su dung, phai kiém tra d&€ dam bao SeQuent® Please
khong bi hu hai trong qua trinh van chuyén.

Dé viéc diéu tri thanh cong va dam bao két qua t6t 1au dai, toan bod chiéu
dai thuong ton nén dugc bao phu hoan toan bdi bong SeQuent® Please.

Khéng udn cong hodc bép phan bong SeQuent® Please trude khi thuc hién
tha thuét.

Nén su dyng mat na bao vé miéng trong truong hop thu hdi SeQuent®
Please do thanh phan hoat tinh cua 16p phu bong ¢6 theé dugce phong thich
va xam nhap vao duong ho hap.

San pham nay duoc thiét ké dé sir dung mot lan. Khéng dugce sir dung lai!
Ap luc bong khong duoc vuot qua ap luc bom dé nghi ciia nha san xuat.
Hé théng 6ng din phai duoc sir dung boi bac si dd duoc dao tao trong thuc
hién can thiép PTCA. Chi su dung dung dich bom bong phu hop. Néu
khong sir dung chat 16ng thich hop (Vidu: co ndng d6 mau can quang cao
hon) c6 thé dan dén thoi gian bom phdng va lam xep bong kéo dai. Khong
duoc sir dung khong khi hodc cac dang khi dé lam phdng bong.

Sau khi nong doan mach bang SeQuent® Please, co thé ciy stent
SeQuent® Please.

Duong kinh bong khong nén nho hon duong kinh tham khdo cua mach
mau muc tiéu.



e Céc kep dinh kém phu hop dé gilr 6ng thong an toan va tiét kiém khong
gian. Chi nén stir dung kep ¢ truc gan, khong str dung tai truc xa.

e Khodng nén dé ong thong tiép xiac voi dung moi hiru co, vi du nhu con.

Trude khi thu thut nong mach duoc tién hanh, tit ca cac dung cu st dung trong
thi thuat, bao gém ca ong thong bong can duoc kiém tra can than dé dam bao tot
chuc nang cua né. Cac chat chéng dong va gidn mach thich hop cho diéu tri phai
duoc cung cép cho bénh nhan trudc khi thyc hién thu thuat nong mach va duy tri
trong sudt quy trinh thye hién. Nén sir dung may do ap suat trong qua trinh phau
thuat. Chi nén thao tac 6ng thong trong co thé dudi su quan sat bang thiét bi cho
hinh anh X-quang chat luong cao. Dé giam kha nang dwa khong khi vao hé thong,
can chu y dic biét dé dam bao duy tri 6ng thong du chét. Str dung vo boc bao vé
bong cho dén khi chudn bi chén 6ng thong, ngan cac vat thé vo tinh tiép xtc va
1am hu hong bong phu thude.

Liéu trinh dung thudc

Khi nhap vién, can ghi chép cac gia tri so sanh vé thoi gian prothrombin (PT) va
thoi gian thromboplastin ting phan (PTT) ciing nhu sb luong tiéu cau cua timg
bénh nhan. Li¢u trinh sir dung thudc nén duogc xem nhu mot hudng dan kha thi,
khong nén xem nhu mot ché d6 y té nghiém ngat.

Trudc khi nong béng:

e ASA: 150 - 300 mg/ 1an/ ngay duong udng (p. 0.) hodc 250-300 mg tiém
tinh mach (i. v.)

e Clopidogrel (liéu nap): 300 mg duong udng (p. 0.) dén 6 gid trude khi can
thiép mach vanh qua da (PCI), néu khong c6 thé dung Clopidogrel 600 mg
duong udng (p. 0.) tot nhat 1a dén 2 gid trude khi can thiép mach vanh qua
da (PCI) hoac Ticagrelor (liéu nap) 180 mg duong udng (p. o.) hoic
Prasugrel (liéu nap) 60 mg dudng udng (p. 0.)

Trong thoi gian nong bong:
e Heparin: 70 IU/ kg trong lugng co thé, tiém tinh mach (i. v.)
e Liéu ldp lai 2,500 IU heparin dé duy tri gia tri thoi gian d6ng mau hoat hoa
(ACT) trén 250 giay.

Sau khi nong bong:
e ASA: lién tuc 75-100 mg/ ngay, dudng udng (p 0.)
 Clopidogrel (lidu duy tri) 75 mg/ ngay, dudng udng (p. 0.) hoic Ticagrelor
(liéu duy tri) 90 mg/ 2 lan/ ngay, duong uodng (p. o.) hoac Prasugrel (lidu
duy tri) 10 mg/ ngay, duong uong (p. o.) trong khoang thoi gian:



= SeQuent® Please dugc sir dung nhu mot quy trinh doc 1ap cling nhu
dugc st dung trong diéu tri tai hep trong stent sau khi cdy ghép stent
kim loai tran: 1 thang
— Két hop véi mot stent kim loai tran: 6 dén 12 thang
— Trong truong hop tai hep trong stent sau khi cdy ghép stent phu
thude:
= Trudng hop tai hep trong stent sau thoi gian 12 thang dau sau
khi cdy stent pht thudc: 1 thang
= Trudng hop tai hep trong stent trong 12 thang dau sau khi cay
stent phu thudc: 1 thang cong thém thoi gian con lai cua liéu
phap khang tiéu cau kép (DAPT), dugc xac dinh bdi ngay ciy
stent phi thudc

Luu y: Liéu luong va hudéng dan quy dinh phai dugc kiém tra can than boi bac
s d1eu tri trude khi sir dung 6ng thong gan bong SeQuent® Please. Do sy phat
trién gan day ciia cac phuong phép twong (mg, quy trinh c¢6 thé khac véi cac mo
ta ¢ trén.

Bao quan

Khéng dé san pham dudi anh sang mit troi truc tiép. Néu bao quan dung cach,
san pham co thé duoc str dung dén ngay hét han ghi trén bao bi. Khong nén dé
bao bi san pham tiép tic voi nhiét do dudi +10° C va trén +40°C.

Huéng din xi 1y

Sau khi stir dung, xur ly san phém va bao bi theo chinh sach cua bénh vién, chinh
quyén nha nudc va dia phuong.

C6 thé tiy thudc vao su thay doi ky thuat



