TAP CHIi NGHIEN CPU Y HOC

MO TA TiNH AN TOAN VA HIEU QUA
CUA DUNG CU DONG MACH MAU (MANTA) TRONG
DONG MACH DBUI SAU CAN THIEP SU’ DUNG
DUONG VAO MACH MAU LON TAI BENH VIEN TIM HA NOI

Hoang Vin, Nguyén Pang Dwong
Tran Pinh Tién va Tran Van Déng™
Bénh vién Tim Ha Noi

Thiét bj ddng mach MANTA duwoc danh gia trong nghién ctwu tién ctru tai Bénh vién Tim Ha Noi tir 3/2025 dén
9/2025trén 13 bénh nhan thuc hién 20 thi thuat gébm 2 TAVI, 4 TEVAR va 7 EVAR qua duong déng mach dui chung,
thu thép day dd dac diém Iam sang, théng sé thu thuat, ty 16 thanh céng, bién ching tire thi va siéu 4m sau 6 théng.
T4t cé céc trrong hop dung sheath 16— 18F va déng mach bang MANTA 18F, véi duong kinh déng mach dui chung
trung binh 6,5 + 0,3mm. Két qua cho théy ty Ié thanh céng ky thuét dat 95% (19/20), chi mét ca phai chuyén phéu
thuat va mot ca chdy mau nhe xirtri bang bang ép, khéng ghi nhan tic mach, gia phinh hay théng déng—tinh mach.
Thoi gian déng mach trung binh 60 + 4 gidy, siéu &m sau 6 thang ctia toan bé 13 bénh nhén khéng phat hién bién
chirng mudn, khdng dinh tinh an toan va hiéu qué cia MANTA trong déng mach sau can thiép dung sheath Ion.

Tir khéa: MANTA, dong mach qua da, sheath c& 1&n, TAVI, EVAR, TEVAR.

. DAT VAN BE

Trong nhirng ndm gan day, cung vé&i sy bung
nd clia cac ky thuat can thiép tim mach va mach
mau it xam |&n, cac tha thuat qua dwong déng
mach dui v&i sheath c& I6n (> 8F) nhw thay van
doéng mach chl qua da (TAVI), dat stent graft
déng mach cha hay trién khai thiét bi ho tro
tuan hoan co hoc ngay cang phd bién. Sw phat
trién nay dét ra yéu ciu khét khe hon vé chién
lwoc kiém soat dwdng vao mach mau, vén la
yéu t6 quyét dinh sy thanh cong va dd an toan
cla tha thuat.” Bién chivng tai vi tri choc mach
bao gdbm chdy mau, tu mau, gid phinh, théng
dong — tinh mach hay tc mach cap van la yéu
t6 then chét anh hwéng dén két qua 1am sang.
Nhirng bién chirng nay khéng chi lam téng ty 1&
t&r vong va bién ¢ ndng sau tha thuat, ma con
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kéo dai thdi gian nam vién, ting chi phi diéu tri
va lam gidm chét lwgng séng clia ngudi bénh.2

Trong giai doan dau, phwong phap mé
mach phau thuat duoc coi la tiéu chuan vang
cho céc th thuat sheath 16n, bac si phau thuat
sé& kiém soat tryc tiép long mach va khau déng
ngay sau can thiép. Tuy nhién, nhiéu nghién
clu da cho thay ky thuat nay di kém véi ty lé
bién ching tai vét mé dang ké, nguy co nhiém
tring, dau sau tha thuat kéo dai va thoi gian
phuc hdi cham, déng thoi doi hdi thém ngudn
lwe phau thuat chuyén biét cho nhirng thi thuat
nay.>* Chinh vi vay, sy ra doi cla cac thiét bi
déng mach qua da da gép phan thay ddi thuc
hanh lam sang, gitip gidm nhu cau phau thuat
va hwéng téi tiép can it xam lan hon.5

Trong sb cac thiét bj dong mach, ProGlide
(Abbott Vascular) — dwa trén co ché “pre-close”
— hién dwoc st dung phd bién va tré thanh kj
thuat chuén tai nhiéu trung tam. Tuy nhién, khi
can déng sheath c& Ion, kj thuat nay thuwong
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doi héi phai str dung hai ProGlide dat vuéng
géc (thwdng theo hwéng 10 gio va 2 gidy), khién
thao tac tré nén phirc tap hon va lam tang nguy
co thét bai, dic biét trong nhirng truéng hop
thanh mach véi héa ho&c bién dang.t Mét sb
trung tdm ap dung chién lwvoc phdi hop ProGlide
va Angio-Seal nham khac phuc han ché, song
thwe t& cho thay Angio-Seal vén chi dwoc thiét
ké cho sheath c¢& trung binh, khi dung trong
sheath 16n c6 thé lam tang nguy co' tdc mach,
huyét khdi hodc tao gia phinh do plug khéng
bam tot.”

Dé khéc phuc nhirtng han ché nay, dung cu
dong mach mau MANTA (Teleflex) la mot loai
thiét bi chuyén biét cho sheath 14 — 22F véi co
ché collagen plug — da dwoc phat trién. Khac
v6&i co ché khau mach cia ProGlide, MANTA
hoat dong dwa trén co ché neo trong 16ng mach
va nut chan collagen bén ngoai, cho phép dat
cam mau gan nhu tire thi, thuwdng trong vong
mot phat. Biéu nay mang lai nhiéu loi ich thuc
tién: gidm bién ching nhe, rut ngan thoi gian
nam vién, cai thién sw thodi mai ctia bénh nhan
va gidm ganh nang thao tac cho bac si. Cac
nghién ctru quéc té da khng dinh tinh an toan
va hiéu qua cula thiét bi nay, coi day la moét lva
chon tiém n&ng thay thé cho cac phuwong phap
truyén thdng.58 Tai Viét Nam, hién chwa c6
nghién cru ndo dugc cong bd trong linh vwe
nay. Do d6, chadng t6i tién hanh nghién ciru
nhdm danh gia tinh kha thi va két qua buéc dau
ctia phwong phap déng mach bang MANTA,
ddng thdi cung cap nhitng dir liéu ban dau
phuc vu thwe hanh |am sang trong bdi canh dac
thu cdia bénh nhan Viét Nam.

Il. DOl TWVONG VA PHPONG PHAP

1. Déi twong

Bénh nhan dwoc tién hanh trén cac bénh
nhan cé chi dinh can thiép tim mach can st
dung sheath c& I&n (> 8F), bao gém thay van
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dong mach chu qua da (TAVI), dat stent graft
déng mach chi. Tat ca bénh nhan dwoc lwa
chon dwdng vao qua ddng mach dui chung va
tién hanh dong mach bang dung cu MANTA
ngay sau khi két thac tha thuat. Nghién ctru
dwoc thwe hién trong khoang thoi gian tir thang
3/2025 dén thang 9/2025 tai Bénh vién Tim Ha
Noi.

Tiéu chuén Iwa chon

-Bénh nhan c6 chi dinh dung sheath Ion
qua dwong ddng mach dui nhir TAVI, TEVAR
hodc EVAR.

-DPBuwdng kinh débng mach dui chung trén
CTA = 6mm, khdng véi héa nang toan bd chu vi.

- Vi tri choc tai ddng mach dui chung, trén
chd phan nhanh, dwoc xac dinh dwéi man tang
sang.

-Dong y tham gia nghién ctru.

Tiéu chuan loai tror

-Bé day t6 chirc duwoi da tvr ddong mach
dui chung dén bé méat da khéng phu hop véi
khuyén céo cla nha san xuét, cu thé Ién hon
9cm hoac nhd hon 1cm.

- Vi tri choc khéng phu hop cho dat neo
trong ciia MANTA.

-Rbi loan déng mau nang, gidm tiéu cau
nang.

- Khéng ddng y tham gia nghién ciru.

2. Phwong phap

Thiét ké nghién ctru: tién ctru.

Nghién cu st dung phwong phap chon
mau thuan tién cé chad dich, trong do tat ca cac
bénh nhan du tiéu chuan thwe hién tha thuat st
dung sheath c& I&n tai Bénh vién Tim Ha Noi
trong thoi gian nghién cru dwoc tuyén chon
lién tiép cho dén khi st dung hét 20 dung cu
MANTA dwoc phan bd theo danh muc béo hiém
y t&. Cach chon mau nay bao dam tinh lién tuc
cla qua trinh tuyén bénh va giadm thiéu sai léch
chon méau trong bdi canh sé lwong dung cu bi
gidi han.
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Quy trinh nghién ctru

Quy trinh nghién ctu duoc thuc hién: tat
ca bénh nhan chi dinh can thiép déu duwoc thu
thap théng sé 1am sang, can 1am sang va chup
MSCT déng mach chii — chau dé danh gia giai
phdu dwdng vao mach mau, nhirng truwdng
hop dap rng tiéu chuan dwoc dwa vao nghién
ctru va tién hanh can thiép, sau d6 déng mach
béng dung cu MANTA. Bénh nhan duwoc tién
hanh choc déng mach dui dwgc thye hién dwdi
hwéng dan siéu am va/hoac chup can quang tai
mat trwdc dong mach. DY sdu ddng mach dui
dwoc xac dinh béng dung cu do chuyén dung
dé xac dinh chinh xac vi tri thd neo. Sau khi
hoan tat tha thuat s& dung dung cu c& I6n, tién
hanh thay sheath va déng mach bdng MANTA
theo dung quy trinh ky thuat. Bénh nhan dwoc
theo ddi cac bién cb tie thi va trong thdi gian
nam vién, bao gédm chay mau, tdc mach va siéu
am mach dé kiém tra vj tri d6ng mach. Néu xay
ra bién chirng chay mau Ién do sai sét ky thuat,
tién hanh b&ng ép tai chdé va hdi chan ngoai
khoa d@é xt tri khau mach khi can thiét. Bénh
nhan dwoc danh gia bién cd muédn sau 6 thang
béng siéu am doppler mach mau.

Cédc bién sé6 nghién cteu

DPdc diém chung: tudi, gi¢i, bénh Iy nén
(tang huyét ap, dai thdo dwong, bénh mach
vanh), diéu tri ndi khoa trwéc can thiép (Aspirin,
Duoplavin).

P&c diém thu thuét: loai tha thuat (TAVI,
TEVAR, EVAR), dwdng vao (dui phai, dui trai),
dwdng kinh déng mach dui chung, kich thuwéc
sheath, thoi gian cdm mau sau dong mach.

Két qua va bién ching: ty & thanh cong k§
thuat, chdy mau, ri mau, tdc mach, gid phinh,
théng déng — tinh mach.

Theo dbi sau can thiép: si€u am mach tai
chd ngay sau tha thuat va sau 6 thang dé phat
hién bién chirng muén (hep, tdc mach, gia
phinh, théng déng — tinh mach).

X ly sé liéu

Sé lieu sé dwoc thu thap tlr hd so bénh an
va duoc ghi chép vao mot mau bénh an théng
nhat. Xt ly sé liéu bang phan mém SPSS 20.
Bién lién tuc dwoc trinh bay dang trung binh +
do léch chuén. Bién dinh tinh dwoc trinh bay
du6i dang ty 1& phan tr&m hoéc gia tri tAn sb
tuyét dbi.

3. bao dirc nghién ctru

T4t ca cac bénh nhan va ngudi nha dai dién
duwoc théng bao va déng y béng van ban tham
gia vao nghién cru. Théng tin vé bénh tat cta
bénh nhan dwoc bado mat va chi dwgc sir dung
cho muyc dich nghién ctru.

San pham da dwoc Bo Y té cap phép lwu
hanh theo sb 2300113DKLH/BYT-TB-CT ngay
07 thang 3 nam 2023.

ll. KET QUA

Trong thoi gian nghién clu, chdng t6i da
tién hanh tha thuat déng mach bang dung
cu MANTA trén téng cong 13 bénh nhan véi 20
tha thuat. Trong do6 co 2 trwong hop thay van
déng mach chd qua da (TAVI), 07 trwdng hop
dat stent graft ddng mach chd bung (EVAR) va
04 trwong hop dat stent graft déng mach cha
ngwc (TEVAR).

Bang 1. Dac diém chung va cac yéu té lién quan

DPic diém Gia tri Ti 1é (%)
Tudi trung binh (ndm) 73,4+12,6
Gi¢i Nam 7 53,8
Gidi Ny 6 46,2
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Dic diém Gia tri Ti 1é (%)

Tang huyét ap 5 38,5
bai thao dwdng 2 15,4
Bé&nh mach vanh 2 15,4
Diéu tri Aspirin trwéc can thiép 13 100
Diéu tri Duoplavin truwdc can thiép 2 15,4
BPuwong kinh ddng mach dui chung 6,5+0,3

Dung cu manta 18F 20 100

S6 thu thuat theo dwong vao (n = 20)

Bui Phai bui trai

Biéu do 1. Sé thu thuat theo dwong vao

Phan b loai thii thuat (n = 13)
15, 15%

‘ TAVI
! B EVAR
= TEVAR

54, 54%

Biéu dd 2. Phan bé loai tha thuat

Bang 2. Két qua tha thuat va bién chirng

Bién sé Gia tri Ti lé (%)

Thanh cong k¥ thuat 19/20 95
Thét bai, phai khau mach phau thuat 1/20 5
Chay mau nhe 1/20 5
Thoi gian cAm mau trung binh 60 + 4 giay

Téc mach cép 0/20 0
Gia phinh 0/20 0
Théng déng — tinh mach 0/20 0
Siéu am 6 thang: bién chirng muén 0/20 0

IV. BAN LUAN

DPbi twong nghién clru cha chung toi la
nhém bénh nhan 16n tudi, véi tudi trung binh
73,4 + 12,6, phan bd gi¢i tinh twong dbi can
bang (53,8% nam va 46,2% nir). Dac diém nay
phu hop véi quan thé bénh nhan dwoc chi dinh
cac tha thuat TAVI, EVAR va TEVAR, vén tap

trung & nhém tudi cao, cé nhiéu bénh ly di kém.
Trong nghién ctvu PARTNER, tudi trung binh
ctia bénh nhan TAVI la 83,6 cao hon so voi
nhém clia chung t6i, song déu phan anh day
la nhém bénh nhan cé nguy co tim mach cao.?

Tang huyét ap 1a yéu t6 nguy co thuong
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gép nhéat (38,5%), tiép theo la dai thao duwong
(15,4%) va bénh mach vanh (15,4%), trong do
c6 hai trwdng hop cé ca ba yéu t6. Ty 1& nay
thdp hon so v&i cac nghién ciru 16N tai chau
Au, noi tdng huyét ap ghi nhan & trén 70% bénh
nhan va bénh mach vanh & mrc 40 — 60%.2°1°
Sw khéac biét nay co thé lién quan dén c& mau
nghién ctru nhd, khac biét vé dich t& tim mach
tai Viét Nam.

Toan bd bénh nhan trong nghién ciru déu
duwoc diéu tri khang tiéu cau trwdc can thiép
(aspirin don tri hodc phéi hop clopidogrel trong
cac ca TAVI). Viéc nay phu hop véi khuyén cao
quéc té vé dy phong huyét khdi, ddng thoi céd
thé gop phan gidm nguy co bién cb huyét khdi
tai vi tri choc mach." Bang chu y, trong nghién
ctru cla chung t6i, viec st dung khang tiéu
cau khéng lam gia tdng nguy co chdy mau hay
bién chirng tai chd, goi y rang MANTA duy tri
hiéu qua an toan ngay ca trén nén dang diéu tri
khang tiéu cau.

DPuwéng kinh ddng mach dui chung trung
binh trong nghién cu la 6,5 + 0,3mm, ndm
trong gi¢i han tbi thiéu dé str dung MANTA 18F
theo khuyén cao clia nha san xuét. Diéu nay
nh&n manh tdm quan trong cuta viéc danh gia
hinh thai mach mau béng CTA trudc thu thuat
nham dam bao Iwa chon bénh nhan phu hop.
Thuc té, mac du mét sb6 bénh nhan cé dwong
kinh ddng mach can ngudng, két qua tha thuat
van dat ty 1& thanh cdng cao va khéng ghi nhan
bién chirng tdc mach hay hep muén khi siéu am
theo ddi sau 6 thang.

Mot diém dang lwu y |a toan bd 20/20 tha
thuat trong nghién ctru déu dwoc thye hién voi
MANTA 18F, do tat ca cac ca can thiép st dung
sheath c& I6n tlr 16F dén 18F (bao gébm TAVI,
EVAR va TEVAR). Trong khi cac bao céo quéc
té ghi nhan ty 1& s dung MANTA 14F va 18F
khac nhau tuy theo loai thu thuat, két qué cla
chung t6i phan anh dac diém thwc hanh tai Viét
Nam, noi cac can thiép mach mau chu va TAVI

van chil yéu can sheath 16n.892 Diéu nay déng
thoi ly gidi vi sao ty & bién chirng thap va ty
|é thanh coéng k¥ thuat trong nghién clru cla
chung téi twong déng vai cac doan hé québc té,
du chi st dung duy nhét loai MANTA 18F.

Ty I& thanh cong ky thuadt trong nghién
ctu clia chung t6i dat 95% (19/20 tha thuat).
Trwong hop that bai duy nhét xay ra & giai doan
dau trién khai, khi thao tac danh dau do sau
chwa chinh xac dan dén dat thiét bj khong tdi
wu, budc phai chuyén phau thuat khau mach.
Ngoai ra, ghi nhan mét ca chdy mau nhe tai
vi tri choc mach ngay sau thu thuat; trwdng
hop nay dugc x( tri don gidn bang béng ép cb
dinh tai chdé, khéng can can thiép bd sung va
khéng gay bién chirng thir phéat trong qua trinh
theo doi. Thoi gian ddng mach trung binh trong
nghién ctu 1a 60 + 4 giay, phan anh wu diém
ndi bat ciia MANTA trong viéc dat cAm mau
nhanh chéng. Két qua nay phu hop véi cac
nghién ctru khac trén thé gidi. Van Mieghem va
cong s bao cao ty Ié thanh cong > 97% va
thoi gian cAm mau trung binh 50 giay.' Nghién
clru pivotal da trung tdm cuia Wood ghi nhan
ty 1& thanh cong thiét bi 98% va thdi gian cdm
méau < 1 phat." Moriyama va cong sy cho thay
MANTA rat ngén dang ké thdi gian déng mach
va gidm bién chirng nhe so vé&i ProGlide, trong
khi bién chirng mach mau I&n khéng khac biét
c6 y nghia thdng ké.'?

Nguwoc lai, thir nghiém ng&u nhién CHOICE-
CLOSURE do Abdel-Wahab va cbng sy thyc
hién cho thay khi st dung MANTA, ty 1& bién
chirng tai vi tri choc mach cao hon so voi
ProGlide. Tuy nhién MANTA lai ¢c6 wu diém nbi
bat 1a thoi gian dat cdm mau ngan hon va thao
tac don gian hon."™ Bén canh do, mét phan tich
so sanh gan day ciing chi ra ring MANTA gitp
rat ngén thoi gian tha thuat va gidm nhu cau
st dung thém bién phap hé tro' so véi cac thiét
bi khau mach. Du vay, ty 1é bién chirng mach
mau lén van chwa déng nhéat gitra cac trung

446

TCNCYH 199 (02) - 2026



TAP CHi NGHIEN CU’U Y HOC

tam, cho thay két qua cé thé phu thudc vao déc
diém bénh nhan va kinh nghiém cta é-kip can
thiép." Trong nghién clru clia chung téi, mac
du ty 1é thanh cong k§ thuat thAp hon dbi chat
so v&i cac bao cao qubc té, nhung khong ghi
nhan bién chirng mach mau I&n nao trong theo
ddi ngan han va 6 thang, goi y ring MANTA van
la Iya chon an toan khi dwgc st dung dung chi
dinh va thao tac chinh xac.

Xét trén khia canh trién khai thwc hanh, qua
trinh tich Idy kinh nghiém cla é-kip can thiép
dong vai trd then chét. Cac bién cb va théat bai
ky thuat thwong tap trung trong giai doan dau,
sau dé gidm dan khi thao tac dwoc chuan hoa.
Nhirng bao cdo tr cac chudi ca I&n ciing khdng
dinh diéu nay, dong thoi nhdn manh tdm quan
trong cla viéc tdi wu héa quy trinh — bao gém
do chinh xac dé sau, Iwa chon vi tri choc tai
déng mach dui chung, va can nhac st dung
siéu am hd tro — nham nang cao ty 1& thanh
cbng va gidm bién chirng.'51

Toan bd 13/13 bénh nhan dwoc siéu am
mach sau 6 thang khéng ghi nhan thong dong—
tinh mach, gia phinh, hep ho&c tdc dong mach
dui. Két qua nay bwdc dau ciing cho thay tinh
an toan dai han ciia MANTA, phu hop véi cac
nghién clru da trung tdm cho thay ty I& bién
chirng muon thap va co thé phat hién — x{ tri
s&m khi theo ddi siéu am dinh ky.5' So v&i thiét
bi khau mach nhw ProGlide, vén cé nguy co hep
muoén do xo héa quanh miii khau, co ché plug
collagen ciia MANTA c6 thé gidm nguy co' nay,
didu nay phu hop véi bdo cdo cla De Palma
va cong sw vé ty 1& bién chirng mudn thap va
khong hep dang ké trén siéu am Doppler & theo
ddi trung han.5

Bén canh hiéu qua ky thuat va do an toan,
mot yéu té quan trong trong thwc hanh lam
sang 1a chi phi. Trong béi canh thu thuat doi
héi sheath c& I&n, ky thuat “pre-close” v&i hai
ProGlide hodc két hop mot ProGlide véi mot
Angio-Seal lam tang chi phi vat tw tiéu hao dang

ké do phai st dung nhiéu thiét bj cung luc.87
Ngwoc lai, MANTA Ia thiét bi don déc, chuyén
biét cho sheath I&n, do d6 khdng chi don gian
hoa thao tac ma con gitp gidm sé lwong dung
cu can thiét.

Mot s6 phan tich kinh té y té tai chau Au
cho thdy chi phi trwc tiép cla mot thiét bi
MANTA thap hon so véi chién lvgc siv dung hai
ProGlide, dac biét khi tinh thém chi phi phat sinh
tir bién chirng hodc phai chuyén phau thuat. "0
Thuc té 1am sang cling ghi nhan MANTA gitp
rat ngén thoi gian tha thuat, giam sé ngay nam
vién va nhu cdu can thiép bd sung, tir d6 tiép
tuc 1am gidm tdng chi phi diéu tri.

V. KET LUAN

Thiét bi déng mach MANTA cho sheath c&
Ién bwdc dau cho thdy tinh an toan va hiéu
qua cao trong nghién clru cla chung toi tai
Bénh vién Tim Ha N§i. V¢&i ty 1€ thanh cong
ky thuat 95%, thoi gian déng mach ngén, ty &
bién chirng thap va khéng ghi nhan bién chirng
mudn sau 6 thang theo ddi, MANTA Ia Iwa chon
kha thi trong dong mach dui sau cac thu thuat
TAVI, EVAR va TEVAR.

Két qua nay cung cép dir liéu budc dau tai
Viét Nam, khang dinh tiém nang &ng dung cla
thiét bi trong thwc hanh 1am sang. Tuy nhién,
nghién cu van con han ché vé c& mau va thoi
gian theo ddi; do dd, can cé cac nghién ctru da
trung tam, quy moé Ién hon dé danh gia toan
dién hiéu qua va do an toan ctia MANTA trong
bdi canh thuc té.
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Summary

EVALUATING THE SAFETY AND EFFECTIVENESS OF THE
MANTA CLOSURE DEVICE IN LARGE-BORE FEMORAL ARTERIAL
ACCESS AT HANOI HEART HOSPITAL

The MANTA vascular closure device was evaluated in a prospective study conducted at
Hanoi Heart Hospital from March 2025 to September 2025 in 13 patients who underwent 20
procedures, including 2 TAVI, 4 TEVAR, and 7 EVAR cases performed via the common femoral
artery. Clinical characteristics, procedural parameters, technical success, immediate complications,
and six-month ultrasound follow-up were collected. All procedures used 16 — 18F sheaths and
were closed with the 18F MANTA device, with a mean common femoral artery diameter of 6.5 +
0.3mm. The technical success rate was 95% (19/20), with one case requiring surgical conversion
and one minor bleeding event managed conservatively; no arterial occlusion, pseudoaneurysm,
or arteriovenous fistula was detected. The mean closure time was 60 + 4 seconds, and six-
month ultrasound follow-up in all 13 patients revealed no late complication, confirming the
safety and effectiveness of MANTA in large-bore closure following endovascular interventions.

Keywords: MANTA, large-bore access, vascular closure device, TAVI, EVAR, TEVAR.
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