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1. Thu Ha
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BAN DICH TU TIENG ANH - HUONG DAN SU DUNG

Dung cu dong dong mach Angio-Seal™ VIP

NHAM BAO PAM TRIEN KHAI VA SU DUNG PUNG CACH THIET BI NAY,
TRANH GAY THUONG TiCH TOI BENH NHAN, HAY PQC KY THONG TIN
TRONG BAN HUONG DAN SU DUNG NAY.

MO TA THIET BI

Dung cu déng dong mach Angio-Seal VIP bao gom thiét bi Angio-Seal, 6ng mé duong, que
nong va day dan duong dau chit J. Thiét bi Angio-Seal gdm mot miéng nut chin collagen ty
tiéu co nguén géc tr bo va neo polymer tu tiéu co thiét ké dac biét, dugc ndi béng chi khau tu
xiét, tu tiéu (STS). Thiét bi s& bit va va kep 16 mé dong mach giira hai thanh phan chinh 14
neo va nut chan collagen. Tac dung cAm mau dat duoc nho hiéu tng co hoc giita neo - 16 md
dong mach - nut chén collagen. Thiét bi duge tich hop trong mot hé théng dan, véi chirc ning
giit va dua thanh phan tu tiéu qua 16 mé dong mach. Cac thanh phan ciy ghép cua Dung cu
dong dong mach Angio-Seal an toan khi chup cong hudng tir. San pham khong 1am tir cao su
tu nhién. Dung cu dong dong mach Angio-Seal VIP ¢6 chirc nang nhu mot hé thong va khong
can phuy kién bo sung ngoai day dan duong dau chit J, dugc dong goi cung thiét bi dé dat dugc
cong nang nhu chi dinh.
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THANH PHAN DUNG CU PONG PONG MACH ANGIO-SEAL VIP
Dung cu dong dong mach Angio-Seal VIP dugc cung cip trong thi poly vo tring. Ttai c6 mot
thé ciy ghép va mot khay chira cac thanh phan sau:

Thanh phan Tén thanh phan Vit liéu
Bo phan tu tiéu” | Neo 50:50 poly D, L lactide glycolide copolymer
Chi khau Polyglycolic acid
Polycaprolate/  phu  polyglycolic  acid
copolymer
Nut chan collagen Da bo
Hé thong dan™ | Ong dan Nylon hodc Polyethylene mat d cao (HDPE)
Ong ép Polyurethane (6F)
Polyethylene (8F)
Ong mé duong Ong  mé | Polyether Block Amine (PE-
dudng BAX)
MDX/Dich Hexane




Phan duc Acrylonitrile Butadience
Styrene (ABS)

Ong tay Polyurethane (chi véi 8F)

Bit cam | Silicone/ chat boi tron Silicone
mau

Nip  6ng | Acrylonitrile Butadience
mo dudng | Styrene (ABS)

Que nong Que nong Polyethylene mét d6 cao (HDPE)
Chat boi tron Silicone

Phu kién Day dan duong dau chit J | Day dan duong: Thép khong gi 304
Loai 6Fr: 0.035” dudng Pau chit J: Polypropylene

kinh ngoai, dai 70cm
Loai 8Fr: 0.038” duong
kinh ngoai, dai 70cm

" Phan cay ghép cua thiét b

** Hé thong dan dung cu déng dong mach Angio-Seal VIP gom 1 thiét bi din c6 phan ty tiéu
va dng mo dudng

Dung cu dong dong mach Angio-Seal VIP dugc tiét tring bang tia gamma va 14 thiét bi ding
mot 1an. Thiét bi dugc san xuit theo phuong phap khong thé tai st dung.

CACH THUC VAN HANH

CAm mau dat dugc béng cach bit 16 md dong mach béng neo va nut chin collagene tu tiéu.
Phan neo va niit chan collagene dugc giit cung nhau (kep lai) & vi tri 16 m¢ dong mach boi chi
tur tiéu. Co ché dé trién khai nat chin collagene/neo/chi 1a st dung nut nha tu siét dé bit va
kep neo, ntt chan collagen lai véi nhau. Viéc cAm mau dat duoc nhd hiéu ung co hoc gilra
neo - 16 mé dong mach - nit chin collagen. Kha ning cac thanh phan dong mach cay ghép
duogc nén lai 6 16 mo dong mach da dugc kiém tra 1a 1én tGi 8 gio.

CAC VAT LIEU CAY GHEP

Dung cu dong mach Angio-Seal VIP bao gém 1 neo ty tiéu, 1 nat chan collagen ty tiéu va chi
ty tiéu. Cam mau theo co ché "kep sandwich" vdi neo nim trong 1ong mach két ndi véi nit
chan collagen bén ngoai thong qua chi khau. Neo va chi sé phan huy thong qua thiy phan
chirc ning ester, va niit chin collagen s& phan huy thong qua collagenase. San pham phan hity
dugc chuyén héa va bai tiét qua nudc tiéu hodc thai ra ngoai dudi dang carbon dioxide qua
phéi. Khong c6 hiéu ung tich lity duge quan sat thdy & cac nghién ciru trén dong vat. Thanh
phan hoa hoc, san pham phéan huy va toc do hap thu duge mé ta cho timg thanh phan & phan
sau.

Chi

Thanh phan héa hoc ciia chi, polyglycolic acid bénh véi 16p phit copolymer poly (glycolide-
co-e-caprolactone) 93:7, chi khau s& phan hily thong qua thuy phan ngau nhién cia cac lién
két este tao thanh céac thuc thé hoa hoc duoc liét ké trong Bang 1.

Bang 1: Thanh phan héa hoc cia cdc san pham polymer va hydrolysis

Thanh Thanh phin héa [ San phidm  thiy | Phan trim | Phan ing

phan hoc phéan

Chi Chi bén polyglycolic | Glycolic Acid 100% Monomer
acid




Lop phu chi | Glycolic acid Glycolic Acid 93% Monomer
e-caprolactone 6-hydroxycaproic 7% Monomer
acid

Neo

Neo duoc tao khuén tir poly-(DL-lactide-co-glycolide) va s& phan hily bang thiy phéan ciia cac

lién két este dé hinh thanh glycolic acid va lactic acid (Bang 2)

Thanh phin héa hoc San pham thiy phan Phin trim | Phan ing
Lactide, copolymer Lactic acid 45-55% Monomer
Glycolide, copolymer Glycolic acid 45-55% Monomer
Lactide, monomer ton du Lactic acid 0-1.5% Khong 4p dung
Monomer ton du, Glycolide Glycolic acid <0.2% Khong &p dung
Tin ton du Khoéng ap dung <100 ppm | Catalyst

Collagen loai 1, tir bo

Nt chin collagen 1a collagen loai 1 c¢6 ngudn gbc tir da bo. Vit liéu collagen s& dugc chuyén
hoa thanh cic amino acid cau thanh ciia nd (Bang 3).

Bang 3: Thanh phan va diém chuyén héa

Thanh phin héa hoc Phan hity chuyén héa Phin trim | Phan éng

Collagen loai 1, da bo Céc amino acid 100% Khéng ap dung

Mirc d§ phan hiy

Trong vong 90 ngdy, neo va chi s& phan hily hoan toan qua thity phéan va collagen dugc gin
v6i matrix té bao tai d6, réi chuyén héa thanh cac amino acid cdu thanh ciia né. Céc san phim
phan hity s& hap thu boi cac md xung quanh va bai tiét ra khoi co thé qua nudc tiéu va duong
thé qua phoi.

Lwong hip thu: Cac thanh phan tu tiéu s& hap thy hoan toan véo co thé, 100%.

PAC PIEM HIEU SUAT

e Dung cu dong dong mach Angio-Seal VIP cho phép dong dong mach dui chung co
duong kinh long mach >4mm, sau khi tao 16 can thi€p dong mach béng dung cu mé
duong

e Dung cu dong dong mach Angio-Seal VIP tao mot diém bit bang nit chin collagen tw
tiéu va neo ty ti€u dugc gilta béng chi tu tiéu & vi tri bén trén va bén dudi 16 mo dong
mach. Moi thanh phan c6 thé ciy ghép tu tiéu trong vong 90 ngay.

e Cim méu dat dugc nho c6 ché trén

e Nut chan collagen c¢6 ngudn gdc tir bo chira pattern gap Weave V-Twist 9 16 dé bit 15
dong mach.

CAC LOI iCH LAM SANG
Dung cu dong dong mach Angio-Seal VIP mang lai cac loi ich 1am sang lién quan dén dong
dong mach sau khi mé& 16 can thiép dong mach dui chung.
e  Giam thoi gian cAm mau'
e Giam thoi gian hoi phuc!
1. Thir nghiém ngéu nhién Martin JL, Pratsos A, Magargee E, Mayhew K, Pensyl C, Nunn M, Day F, Shapiro T. A so v&i viéc nén,

Perclose Proglide va Angio-Seal VIP déng déng mach theo can thiép mach vanh qua da: thir nghiém CAP. Catheter Cardiovasc Interv
2008 Jan 1,71(1):1-5.




MUC PICH SU DUNG
Dung cu dong dong mach Angio-Seal 1a thiét bi y té ciy ghép tu tiéu duoc chi dinh st dung
dé dong mach va lam giam thoi gian cAm méu 15 can thiép dong mach dui chung bang cac thu
tuc can thi¢p dong mach.

POI TUQNG SU DUNG PUQC CHI PINH

Nguoi st dung duge chi dinh 1a cac bac si duge dao tao dé thuc hién can thiép dong mach va
dong dong mach trong céc thu tuc can thi¢p qua dong mach dui chung va da tham gia cac
chuong trinh huéng dan sir dung Angio-Seal cia Terumo Medical Corporation.

CHI PINH SU DUNG

Dung cu dong dong mach Angio-Seal duogc chi dinh sir dung dé dong mach va giam thoi gian
cAm mau tai 16 md can thiép dong mach dui chung ¢ bénh nhan da dugc chup mach chan
doan hodc can thiép mach bang dung cu mé dudng 8Fr hodc nho hon cho Angio-Seal ¢ 8Fr
va dung cu m¢ dudong 6Fr hodac nhé hon cho Angio-Seal c& 6Fr.

Dung cu dong dong mach Angio-Seal con duoc chi dinh st dung dé hd trg bénh nhan da duoc
chup mach chin doan va/ hodc can thi€p mach mau di lai an toan nhét c6 thé sau khi rat 6ng
mo duong va dit thiét bi.

CHONG CHI PINH
Khong c¢6 chng chi dinh dé sir dung thiét bi
Can chua y cac canh bao va bién phap phong ngira

POI TUQNG BENH NHAN MUC TIEU
Tinh an toan va hiéu qua cua Angio-Seal VIP da dugc cong bd & bénh nhan 18 tudi hodc 16n
hon, ma da tung trai qua thu tuc can thi€p qua dong mach dui chung.

POI TUQONG BENH NHAN PAC BIET
Tinh an toan va hiéu qua cua Angio-Seal VIP chua dugc cong bd ¢ cac ddi tugng bénh nhan
duéi day:

e Bénh nhan c6 di ung véi cac san pham tir bo, collagen, polyglycolic hodc polylactic
acid polymer, va/ hoac caprolactone.

e Bénh nhan c¢6 tién st mic bénh tu mién

e Bénh nhan dang diéu tri huyét khbi

e Bénh nhan c6 céy ghép hodc dat stent mach mau tai vi tri choc

e Bénh nhan ting huyét ap khong kiém soat (tam thu >180 mmHg)

e Bénh nhén c6 nguy co chay mau cao nhu rdi loan chay mau, ké ca giam tiéu cau
(<100,000 s luong tiéu cau), nhuoc tiéu cau, bénh von Willebrand’s, thiéu mau
(Hgb<10 mg/dl, Hct<30) hodc diéu tri dong mau.

e Bénh nhan dudi 18 tudi hodc bénh nhan c6 c& dong mach dui chung nhé ( duong kinh
< 4mm). C& dong mach dui chung nhé co thé can tro dat neo Angio-Seal dung vi tri &
nhitng bénh nhan nay.

e Bénh nhan c6 thai hodc dang cho con bu



Bénh nhén c6 chi s6 huyét ap ¢ chan (ABI) < 0.9

Bénh nhén bj tiéu dudng khong kiém soat

Bénh nhan c6 bang chimg huyét khdi, rd dong tinh mach hogc giai phinh mach tai vi
tri can thiép trudc khi bat dau thu tuc dong dong mach dui chung.

Bénh nhéan da timg bi soc tim (huyét dong khong on dinh can tiém thube tinh mach
hoic hd trg co hoc khac) trong va ngay sau khi dat dng thong.

Bénh nhén suy thén hodc suy gan

Bénh nhan c6 cac bénh déng méc.

Bénh nhan c6 ngudn gdc chung tc va/ hod dan toc dic biét

Bénh nhan nhdi mau co tim trong vong 72 gio

CANH BAO

Khong sir dung thiét bi néu chim chi bao nhiét do trén bao bi chuyén tir xam séng
sang xam dam hodc den.

Khong str dung néu bao bi bi hong hodc bat ky phan nao ciia bao bi da bi mé trude do.
Khoéng st dung néu cac vat dung trong bd kit c6 vé bi hong hodc bi 161 dudi bat ky
hinh thtrc nao.

Khong str dung thiét bi Angio-Seal trong trudng hop nhiém khuan & éng mo duong
hodc cic mo xung quanh vi c6 thé ddn dén nhiém trung.

Khong sir dung thiét bi Angio-Seal néu dng mé duong da duoc dat qua cac dong mach
dui phia ngoai va di vao dong mach dui sau vi diéu nay co thé dan dén sy ling dong
collagen & dong mach dui phia ngoai. Diéu nay c¢6 thé lam giam luu lugng mau qua
mach mau dan dén cac triéu chung thiéu nang dong mach doan xa

Khoéng st dung thiét bi Angio-Seal néu vi tri vi tri choc mach & ngay hodc & doan xa
doan phén nhanh cia dong mach dui ngoai va dong mach dui sau, vi diéu nay co thé
dan dén 1) phﬁn neo bam vao doan phan nhanh hoéc & vi tri khong ding, va/ hoac 2)
su tich tu collagen trong mach mau. Cac van dé nay co6 thé déu lam giam luu luong
mau qua mach mau, dan dén cac bién ching thiéu niang dong mach phia xa.

Khong str dung thiét bi Angio-Seal néu vi tri choc 16 dong mach gan véi dy ching
ben vi ¢6 thé dan dén tu mau/ chady mau sau mang bung.

Khong sir dung thiét bi Angio-Seal néu c6 hién tuong hep va/ hodc mang bam dang ké
0 vung lan can vi tri can thi¢p dong mach dui chung.

Tranh str dung & bénh nhan bi nhiém tring toan than hodc ¢ bang chimg lay nhiém vi
tri can thiép duy kién.

Khoéng st dung thiét bi Angio-Seal néu bénh nhan di ung voi cac vat liéu cua thiét bi
(duoc néu & phan mb ta thiét bi ¢ trén) vi diéu nay s& dan dén phan tng di Gmg.

Pé thiét bi tranh xa anh mat troi va anh sang qua muc trude khi sir dung.

CAC BIEN PHAP PHONG NGUA

Dung cu dong ddng mach Angio-Seal VIP chi dugc phép sir dung ¢ bénh nhan da
duoc chup mach chan doéan hodc can thi€p mach béng Angio-Seal cd 6Fr co 6ng mé
dudng 6Fr hodc nho hon va Angio-Seal ¢& 8Fr c6 dng mé dudng 8Fr hodc nho hon.



Str dung k¥ thuat choc don thanh. Khong choc thanh mach phia sau cua dong mach.
Néu bénh nhan d3 choc mach va luu 6ng mo duong hon 8 tiéng déng hd, can can nhic
sir dung khang sinh dy phong trudc khi dua vao thiét bi dong dong mach Angio-Seal.
Thiét bi Angio-Seal nén dugc sir dung trong vong mot gio sau khi md bao goi nhom.
Céc thanh phan phan huy sinh hoc s& bat dau qua trinh phan hay ngay khi tiép xtc véi
moi truong xung quanh.

Luon ludn tuan thu k¥ thuat vo tring khi sir dung thiét bi Angio-Seal.

Thiét bi Angio-Seal chi dugc st dung mot lan va khong dugc tai sir dung dudi bat ky
hinh thirc nao. Thiét bi dugc thiét theo cach ma khong thé tai sir dung.

Phai dua thiét bi Angio-Seal qua dng thong md duong dugc cung cap trong b thiét bi.
Khong dung thay thé bat ky dng thong m¢ dudng nao khac.

Chi st dung que nong dugc cung cép trong bd thiét bi dé xéac dinh vi tri choc mach
trong thanh dong mach.

Day dan duong cung cap cung thiét bi trong bao bi chi dugc sir dung trong thi thuat
dong dong mach bang Angio-Seal VIP.

Chap hanh chi dinh cua y bac si lién quan dén hdi phuc va cho bénh nhan xuét vién.
Néu thiét bi Angio-Seal khong neo vao dong mach do dinh vi neo khong chinh xac
hodc do giai phdu mach mau ciia bénh nhan, phai rit hé théng dan va cac thanh phan
tur tiéu ra khoi bénh nhan. Sau d6 c¢6 thé cAm mau bang tay.

Trong vong 90 ngay, néu can choc dong mach & dung vi tri trude d6 di ting can thiép
dé dat thiét bi Angio-Seal, co thé choc mach lai tai diém cach vi tri truéc d6 lem. Néu
bat ky thiét bi dong dong mach nao khac da dugce st dung & dong mach dich, thi hdy
tham khao thé cdy ghép cta bénh nhan dé biét dugc cac bién phap phong ngira. Trude
khi can nhic viéc sir dung thiét bi Angio-Seal, phai chi dinh chyp dong mach dui
chung tai vi tri can thiép.

Néu bénh nhan duogc chin doan 1am sang méc bénh mach mau ngoai bién & cép do
nang, co thé dat an toan thiét bi Angio-Seal trong dong mach bénh nhan c6 duong
kinh mach mau > 5 mm khi khong c6 hién tugng hep long mach 40% hoac 16n hon &
pham vi Smm cta vi tri choc dong mach.!

Thai bo thiét bi, thanh phan va vat liéu bao bi bi nhidm ban theo dung quy trinh tiéu
chuan cta bénh vién va 4p dung cac bién phap phong ngira phd bién voi chat thai
nguy hai sinh hoc.

! Abando, A., Hood D., Weaver, F., va S. Katz. 2004. "Si dung thiét bi Angio-Seal de dong dong
mach dui". J. Vasc Surg 40: 287-90.

CAC BIEN PHAP PHONG NGU'A KHI XUAT VIEN
Trudce khi can nhic cho bénh nhan xuit vién theo protocol cua co s, danh gia bénh nhéan véi

cac dicu kién 1am sang sau:

Co chay mau va/ hodc tu mau tai vi tri can thi¢p khong.
C6 dau khi di chuyén khong.
C6 dau hiéu nhiém trung tai vi tri can thi€p khong.



PHAN UNG BAT LQI, MOI NGUY HIEM VA PHAN UNG PHU
Céc phan tng bit loi, diéu kién sau day ciing co thé lién quan dén mot hodc nhiéu thanh phan
ctia thiét bi Angio-Seal (nhu collagen, chi tong hop tu tiéu, 16p phu silicon va/hodc polymer
tong hop tu tidu):

e Phén tng di ing

e Phinh dong mach

e Thoéng ro dong tinh mach

e Mit maw/ Chay mau

e Bénh bo dién (BSE)/ Bénh nhiin ndo do truyén nhiém (TSE) va cac bénh truyén nhiém

tor dong vat

e Tuvong

e Hong thiét bi

e Vétbam mau

e Tic mach

e Phan ing véi cac vit thé la

e Tumau

e Xuit huyét

e Nhiém tring

e Phén tng viém

e Té
e Dau
e Kho chiu

e Tri hoan thu tuc

e Gia phinh mach

¢ Chay mau sau phiic mac

e Nhiém triung huyét

e Huyét khéi tinh mach

e Huyét khéi tinh mach sau

e Tic mach/ Thiéu mau chi dudi
e Thung mach

e Loc tach/ rach mach mau

QUY TRINH LUON THIET BI ANGIO-SEAL™
Céc k¥ thuat va quy trinh dugc mé ta trong Huéng dan st dung nay khong dai dién cho TAT
CA céc quy trinh dugc chap nhan vé mit y khoa, va ciing khong c6 gia tri thay thé cho viéc
kham xét va chan doan 1am sang ctia bac si dbi voi bat ky bénh nhan cuy thé nao.
Quy trinh ludn thiét bi Angio-Seal gdm ba cong doan:

A.Can thi€p mach

B.Dat neo

C.Bit 156 dong mach



A. Can thiép mach
1. Can thiép vi tri choc mach va danh gia cac dic diém cia dong mach dui chung trude khi
dit thiét bi Angio-Seal bang cach bom thudc can quang thong qua dng mé dudng, sau do
tién hanh chup can quang dong mach.

2. Sir dung k¥ thuat vo tring dé théo thiét bi Angio-Seal khoi bao goi vo tring bang cach
m& bao bi & chi bao mili tén, can than kéo md hoan toan bao goi v trung rdi lay ra thiét
bi Angio-Seal™.

LUU Y: Thiét bi Angio-Seal phai duoc sir dung trong vong mét gid sau khi mg bao goi
vO trung, vi thiét bi nhay cam véi do am moi truong.

3. Ludn que nong vao 6ng md dudng Angio-Seal (Hinh 1), chic chan hai phan duoc gin
chit vao nhau. Pé dan hudng chinh xac que nong trong dng mé dudng, cong hub ciia que
nong va nip ong théng md duong phai khit v6i nhau ¢ dung vi tri. Chi bio hudng tai
cong hub que nong phai thang vdi chi bio hudng trén nap 6ng mé duong.

L3 nho giot /f

Hinh 1

Chi bao hudng
y L6 dén mau
Néo & ~ vao
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4. Ludn day dan Angio-Seal vao dng mé dudng di duoc dit vao co thé bénh nhan. Néu ong
mé duong dong mach nhé hon éng mé duong ciia Angio-Seal, can dam bao vét rach da
du 16n dé éng mo duong Angio-Seal di qua.

5. Rat dng mo duong dong mach ra, dé lai day dan duong dé duy tri viéc can thiép mach
mau.

6. Ludn t6 hop que nong/ dng md duong Angio-Seal qua diy dan duong; 16 nho giot (ndm
phia trén cong hub que nong) s& duoc hudng chiic xudng ra ngoai dé c6 thé quan sat dong
mau. Thao tac sao cho chi bao dan huéng chi 1én trén, dwa t6 hop que nong/ dng mo



dudng Angio-Seal vao 15 choc mach. Khi dau 6ng mé duong cach dong mach khoang 1,5
cm, méau bat ddu chay ra tir 15 nho giot trén que nong (Hinh 2).

Hinh 2
Day din duong —k‘r
Ld nho giot — &
A b
& Mau
]
b
que nong m&
dong mach
Ong mo dudng
L6 dan mau vao
ﬂ/ Mo
— 2/ bong mach

LUU Y: Néu gip trd khang & thanh ngoai mach méu khi day t6 hop que nong/ éng mo
duong Angio-Seal qua ddy dan, xoay chi bao huéng 90 do xa khéi ngudi thao tac. Nhu vay
dau vat ciia que nong s& vudng goc voi thanh ngoai mach mau.
7. Tir tir rat td hop que nong/ 6ng md dudng Angio-Seal cho dén khi mau chay chiam lai
hodc ngimg chay tir 16 nho giot. Didu nay nghia la cac 16 cta que nong Angio-Seal & dau
xa vua di ra khdi dong mach (Hinh 3).

Hinh 3
Day din duong

10



Guidewire j

J

x . 7
Lo nho giot ————
4

' ft hodc khong ¢6
mau chay

Que nong mé
duong

Ong m¢ duong

L4 din mau
vao

Mo

—— Dong mach

8. Luc nay, diy t6 hop que nong/ dng mé dudng cho dén khi mau bit dau chay ra tir 16 nho
giot trén que nong.
LUU Y: Viéc ludn t6 hop que nong/ dng md dudng vao mach mau qua 2 cm c6 thé 1am
tang nguy co moc neo bam sém hodc danh hudong dén hiéu qua cAm mau ciia phan neo.
Néu méu khong chay lai, 1ap lai cic budc A-7 va A-8 cho dén khi mau chay ra tir 16 nho
giot sau khi ludn t6 hop vao trong dong mach.

9. Giit ong md duong cb dinh, khong di chuyén vao hodc ra khoi dong mach:
a) Rut que nong va diy dan duong ra khoi dng md dudng bang cach udén que nong 1én

phia trén tai cong hub ng md dudng (hinh 4);

Hinh 4

Day dan duong

Que nong

Ong m&
duong

11



b) Néu can thiét, xoay 6ng m& duong sao cho chi bao hudng (miii tén) trén nap dng mo
duong huodng 1én trén (Hinh 5).

Hinh 5
e Iln, . = )
" -".-' i I'. - .\'-
Ong mo duong ./ 5 LY i\ il |
i it Al | . .
.-__.-" ¥ ‘\.\_:(('::- B "-‘H".
T - '..5-;"""; |
E e -
) s ".I
. AN
At A
e N N
.l i o J Bénh nhan
| A == =t
,.._.-'" e &= oy
i i,

CANH BAO: Trong diéu kién binh thuong, khong nén di chuyén dng mé duong Angio-Seal

vao hodc ra khoi dong mach trong subt thoi gian dat thiét bi Angio-Seal. Tuan tha cac dau

hiéu huéng dan trén 6ng mé dudng dé dam bao vi tri ong md duong ludn cb dinh. Néu can

1udn lai, phai dua ddy din dudng va que nong vao trudc khi ludn ng mo duong Angio-Seal.

B. Dat neo

1.

DPam bao kep nha neo & vi tri diing (Hinh 6). Can than cam nim thiét bi Angio-Seal
ngay sau ong bypass sao cho chi bao hudng trén tay cim hudng 1én trén. Tir tir dua dng
bypass vao van cAm mau 6ng mé dudng (Hinh 7).

Hinh 6
<
(=]
N
=l
bam bao kep nha neo ¢
dang vi tri trude khi gan vao
ong mo duong

Hinh 7
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Chi bao dan
hudng

Pam bao kep nha neo & dang vi tri
trude khi gan vao ong mo duong

Ong bypass

Van cam mau

2. Pam bao chi bdo dan hudng trén dng md duong hudng 1én trén. Dé dan hudng chinh
xac thiét bi Angio-Seal trong 6ng md dudng, nip dng mé dudng va kep nha neo phai
khdp voi nhau ding vi tri. Chi bao hudng trén tay cam thiét bi phai thang véi chi bao
huéng trén nap 6ng mé duong (Hinh 8). Giit dng mé dudng ¢ dinh, can than day thiét
bi Angio-Seal tirng nac nhé cho dén khi n6 hoan toan ludn hét vao éng mo duong. Nép
6ng mo duong va kep ngoai thiét bi phai gan chat voi nhau.

&+

~

Hinh 8

.

CHU Y: Néu c6 tro khang déng ké khi day dng dén khi sip ludn xong dng thong, neo
c6 thé va cham vao thanh sau dong mach. KHONG DUQC TIEP TUC CO GANG
DAY. Trong truong hop nay, dat lai dng mé dudng bang cach giam goc giita dng mo
duong véi bé mit da hodc kéo dng thong md duong 1ui lai 1-2 mm, dé c6 thé tiép tuc
dit thiét bi binh thuong.
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3. Dung mét tay tiép tuc giit ndp dng mo duong cd dinh, khong dé dng mo duong di
chuyén vao hodc ra khoéi dong mach. Tay kia nim 1§y thiét bi va tir tir kéo lai mot cach
can than. S& cam thiy co tré khang nhe khi kep nha neo dugc kéo ra khoi vi tri gii.
Tiép tuc kéo tay cam thiét bi 1én cho dén khi cam thiy c6 tré khang tir neo tac dong 1én
dau xa ciia dng mé dudng.

4. Pé dam bao vi tri neo chinh xac, phai kiém tra xem canh cua na"lp thiét bi c6 nam trong
cac danh dau mau trang trén kep nha neo hay khong.

Hinh 9 (Thao tdic diung)
Cam thay c6 trd khang khi rat dng dan ra.

5. Giir kep trén dng mo duong va kéo tay cam thiét bi thang tro lai vi tri chét phia sau
(Hinh 10). S& cam thay c6 trd khang vi khéa tay cim thiét bi va kep nha neo. Cac dénh
dau mau trang & kep nha neo s& hoan toan 16 ra.

LUU Y: Néu kep nha neo tudt ra khoi ong mé duong khi ¢ kéo toan bd khoa phia sau
vé vi tri, khong day thiét bi Angio-Seal ™ vé phia trudc dé gin lai vao nip éng mo
duong . Hoan tat viée bit 16 choc mach theo chi dan phﬁn C-1.

Hinh 10

C. Bit 16 choc mach

14



1.

Khi neo di trién khai dang vi tri va nép thiét bi da bi khoa vao vj tri chdt phia sau, tur tir
va c4n than rat to hop thiét bi/éng mo duong doc theo goc 15 choc mach dé dinh vi neo
vao thanh dong mach (Hinh 11).

LUU Y: Khong c6 ludn lai thiét bi. Viéc ludn lai thiét bi sau khi da dat mot phan co thé
lam collagen tich tu trong dong mach.

Hinh 11

2.

-~ Dong mach

Khi dng thong md duong da di qua da, dng ép s& 16 ra (Hinh 12).
Hinh 12

Tiép tuc kéo. Col}agen C
s€ duoc }6 ra va ong
chén xuat hién.

Ong ép
" Collagen

[ ZF™v

— Dong mach

CANH BAO: Khong duy tri duoc sic cing cia chi khi day collagen co thé lam
collagen di vao dong mach.
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3. Tiép tuc rat dng md dudng va thiét bi cho tdi khi diém dirng trong sudt trén chi khau 16
ra (Hinh 14). Tiép tuc kéo ti khi tat ca chi da dugc 16 ra. Chi khau sau d6 duoc khoa

trong nap thiét bi. Duy tri d6 cing ctia chi khau.

Hinh 13

Tiép tuc rit.
biém dung trong suot sé€ hién ra.

Kéo

— Pong mach

4. Tiép tuc duy tri stic cing cua chi trong khi van tiép tuc kéo 1am 19 ra nut chan collagen,

theo goc 16 choc mach (Hinh 14). Bong mach dugc bit hoan khi thiy c6 tré khang va

dd cAm dugc mau. Nhu mot huéng dan, trong hau hét cac truong hop, diém danh dau

mau den sé€ hién ra. Cac dau hi€u nhén bi€t can thiét dé biét mach mau da duoc bit hoan

toan la co tré khang, cam mau, va trong hau hét cac truong hop, diém danh dau mau

den s€ 10 ra.
Hinh 14
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~Pong mach

Hinh 15

Xem chi tiét

Piém danh ddu mau den hién
Mo Chi tiét ra khi bit xong
bong mach

LUU Y: Piém danh diu mau den thuong s€ 10 ra. Néu khong, 1ap lai budc C-4. Khi dat
dugc di muc tro khang thi cé nghia 1a dong mach da dugc bit kin hoan toan va diém danh
dau mau den sé& 16 ra (Hinh 15).

LUU Y: Trong mot s trudng hop, diém danh dau mau den s& 16 ra khi du do tro khang.
Trong trudng hop nay, bac si lam sang nén kiém tra tinh trang cAm mau trudc khi hoan tat

quy trinh.
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LUU Y: Khi di cAm duoc mau, khong duoc nén vuot qua dau xa cia diém danh diu mau
den (nhu trong Hinh 16) dé tranh lam bién dang neo va/hodc tan collagen.

Hinh 16

Chi khau Qué Cang

DPiém dung trong sudt

Diém danh diu

Ong ép
\

Xem chi tiét

Chi tiét

A Mo

—Dong mach

5. Cat chi khau & bén dudi diém dimg trong sudt (Hinh17). Thao 6ng ép bang cach xoadn
nhe theo hudng 1€n trén.

Hinh 17

+— Mo

—— Doéng mach

6. Nhe nhang kéo chi khau 1én. An da xudng bang dung cu vo tring. Cit chi khau sao cho
chi khau & dudi da, dam bao cit dudi diém danh dau mau den (Hinh 18).

Hinh 18

18



Cit dudi diém danh diu mau den

Bé mit da

£
A

——Dong mach

Piém dinh diu mau den khéng tw tiéu, nén phii dwoc liy ra

LUU Y: Pam béo chi dugc cat ngin, khong 16 ra ngoai 16p da, dé tranh nhiém tring.

LUU Y: Néu bénh nhan bi ri mau sau khi dat thiét bi Angio-Seal, hodc sau khi rut 6ng ép,
ép cAm mau béng may that nhe (mdt hodc hai ngon tay) tai vi tri choc mach. Néu ép cam

méu bang tay, phai theo ddi nhip mach.

7. Lam sach vi tri choc dong mach bﬁng dung dich sat tn‘mg/thuéc mo.

8. Bing vo tring 1én vi tri choc mach sao cho dé dang quan sat qué trinh phuc hoi.

9. Trong khi hudng din thi tyc xuét vién, cung cap thé ciy ghép va huéng din cho bénh
nhan.

LUU TRU VA PONG GOI

e Vo0 tring va khong c6 chét gy sét trong bao bi chua md hay bi hong

e Thiét bi dugc tiét tring bang tia Gamma va dugc cip & dang vo tring

e Thiét bji khong cho phép tiét trung lai

e Dung cu dong dong mach Angio-Seal VIP phai dugc bao quan & nhiét do tor 15 dén
25°C

e Bao quan san pham tranh 4nh ning mat troi va anh sang nhan tao cho t6i khi c6 ké
hoach str dung.

THAI BO THIET BI

Thai bo thiét bi theo quy trinh tiéu chudn ciia bénh vién va cic bién phap phong ngira phd
bién vdi rac thai nguy hiém sinh hoc. Phai tuén thu tat ca cac luat va quy dinh lién quan dén
viéc thai bé.
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TOM TAT AN TOAN VA HIEU SUAT LAM SANG

Tom tit an toan va hiéu suat 1am sang (SSCP) duoc chi dinh dé ting tinh minh bach bang
cach cung cap viéc truy cip tu do vao tom tit cap nhat cac dir lidu 1am sang hay cac thong tin
khac n6i vé san toan va hiéu suat 1am sang ctia thiét bi y t&. SSCP ¢6 hai phién ban, mét phién
ban danh cho chuyén gia cham soc suc khoe va mot phién ban danh cho bénh nhan. SSCP cua

Dung

cu

dong  dong

mach

https://www.terumomedical.com/ifu.

Angio-Seal

VIP  ¢6 thé

XU LY SU CO DUNG CU PONG PONG MACH ANGIO-SEAL VIP

tim

thdy  tai

Sw ¢b Tinh hudng Kha néang Hanh dong khic phuc | Hanh dong ngiin
nguyén nhin 6 thé chin

Lo collagen | Collagen bi 10 | K§ thuat dong | Gitt d0 cang nhe trén Ddi voi bénh nhan

(mdt phan hodc | ra trén da sau | mach chua ding | duong chi. Lam uét | gdy hodc bénh

toan bg) / Bénh
nhén gay

khi ép

DPuong mo hep
hodc xo

Dong mach dui
chung nong

collagen bing nudc
mudi sinh ly. C6 day
collagen dudi da bing
6ng ép hoac dung cu
cam mau (kep)

Lam cidng da

Tao banh xe lidocaine
tai vi tri choc mach.
Vi collagen uot, cb
day no dudi da bang
ong ¢ép hoic dung cu
cam mau (kep)

KHONG ép manh vi c6
thé gy neo. i
KHONG cat phan

collagen du thua, vi co
thé cat vao chi xuyén
qua collagen va tinh
toan ven cua sandwich
neo/collagen c6 thé bi
anh hudng.

Néu dit mot dng mo
duong tinh mach, hay
rit 6ng mo dudng tinh
mach dé cho phép giai
phau vé ding vi tri ban
dau cia né.

nhian c6 duong
dudi da hep, thuc
hién mét vét rach
trén bé mit da tai
chd choc mach
trude khi su dung
thiét bi.

Boéc tach mo dudi
da trudc khi ludn
thiét bi.

Bénh nhan béo
phi

Ong ¢ép cb thé
khong du dai dé
tiép xuc hodc
bét chat vao da

Pong mach dui
chung sau

bat ngén tay vao hai
bén chi rut, ép cac mo
xung quanh va ¢ dé 16
dng ép.

Néu cén, co thé su
dung dung cu cAm mau
vo trinh dé bat chit ong
ép, dé collagen co thé

Cb gang tién hanh
rat  panniculus/
pannus dé giai
phong hang bi che
khuét
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duogc ép du.

C6 thé can nhan vién
ho tro dé ép mo 1am 16
ong ép.

Khoa chi khau

Khong thé giai
phong chi khau
khoi ong cudn
trong nap thiét
bi. Can luc 16n

hon binh
thuong gitra nat
chan collagen

va ong dan

Van dé vé co ché
véi ong cudn chi
trong than chinh

Vi tri dng din
mau tréng
A. Nip thiét bj
B. Kep nha neo

C. Cong ludn dng mo
duong

Cit qua 6ng dan (ong
tring mong) va chi
khau (gitta dé cua nip
thiét bi (A) va dinh cua
kep nha neo (B) va
cong ludon bng mo
duong (C))

Théo nap thiét bi va t6
hop 6ng mo dudng

Rit ong din

Kéo ngugc chi khau
Trong khi van duy tri
sirc cang chi khau, day
6ng ép toi khi nhin
thdy chi béo da ép.
Kiém tra cdm mau

Khoéng ap dung

Kho luon ong

Viéc Iudn que

C& Fr cua thiét bi

Mo rong duong mod

bam bao ding

mo dudng va | nong va dng mo | Angio-Seal  16n | bang thiét bi cAm maéu | goc khi can thiép.
que nong duong kho hon ong mo | (néu duoc chi dinh). | Pam bao ong
duong. Xoay thiét bi 90° sao | bypass nam duoc
Puong mé hep | cho chi din hudng | dit hoan toan
hodc xo. huéng ra xa phia nguoi | trong  6ng  mo
Thanh mach day | dung. Viéc nay s& dat | duong.
hodc xo cling. dau vat cia 6ng mo | Néu bénh nhén co
Goc ludn chua | duong vudng goc véi | ton thuong mach
diang thanh mach. Nhe nhang | mau ngoai vi 1am
day dau ong mo dudng | sang dang ké, co
qua cic ciu tric mo. | thé dat thiét bi
Luén xoay que nong va | Agio-Seal ¢ bénh
dua bo ong mo duong | nhan c6  duong
1én 1an nita, sao cho cac | kinh dong mach
danh didu 6ng mo | >5mm khi hep
duong va mii tén | long mach khong
hudéng lén trén, trude | qua 40% trong
khi dat thiét bi Angio- | pham vi 18 can
Seal. St dung goc ky | thi€p Smm.
thuat  Seldinger: ~
45°C. Pidu nay gilp
dau cta 6ng mo dudng
¢ gitra long mach.
Khoéng nhin | Khong nhin | Géc ép khong | Kiém tra goc dat. Str | Kiém tra xem
thdy diém danh | thiy diém dénh | ding. dung ky thuat dat goc | thiét bi c6 bi
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dau mau den

ddu mau den
sau khi dat thiét
bi

Chua rat hét ong

m¢d duong va
thiét bi.

Bénh nhan giy.
Collagen khong
da w6t trong
duong mo. Xem
phan lam 1o
collagen phia
trén.

Bénh nhan qua
béo. Xem phan
bénh nhan béo
phi phia trén.

Seldinger: ~45°

Tiép tuc duy ti do
cang chi khau trong khi
tiép tuc ddy nat va
collagen bang 6ng ép.

gip/xodn  khéng
trude khi dua vao.
bam bao tab & vi
tri gilt phia sau
trude khi dua vao.
M6 toan bo bao
bi/gdéi nhdém trén
mat phang. Khi
lay thiét bi ra,
dam bao ong ép
van gin voi dau
thiét bj.

Khé ludn ong
dan

Gap phai luc
can 16n khi day
ong dan vao

Ong m& duong
c6 thé bi cong
Neo c6 thé cham
vao thanh sau cua
dong mach

KHONG TIEP TUC
DAY. Hay chinh lai vi
tri ciia 6ng mo duong
bang cach giam goc
ciia ong mo duong so
v6i bé mit da (it bi 1éch
hon) hoic kéo 6ng mo
duong lui lai 1-2 mm.

Néu van con luc can,
hay rat thiét bj ra va 4n
bang tay hodc luc co
hoc theo quy trinh cua
co s0.

Kiém tra
thiét bi
cong/xodn
khi  ludn
khong.
Pam bao chdt & vi
tri gilt phia sau

xem
c6 bi
trudc
vao

trudc  khi ludn
vao.
Mo hoan toan

tui/bao bi khi dat
trén mit phang.
Sau @6, lay thiét
bi ra d¢ dam bao
bng bypass van
con trén dau tip
cua thiét bi.

Lang dong | Ling dong | Huyét khdi nghi | A) Hep hodc voi héa | Xac dinh bang
collagen/ Huyét | collagen (mot | ngd khi  bénh | gan vi tri choc mach. hinh anh siéu am
khoi phan hay toan | nhan bi lanh chdan | B) Choc mach gan | duplex.
phan) ciia nat | vd/ hodc mat | doan phan nhanh hoic | Yéu cau phiu
chan collagen | mach chi xa. neo & doan phan | thudt vién/ bac si
trong dong nhanh. mach mau tu van
mach. C) Khong giit chi khau | diéu tri bao gdom
cang khi ép. nhung khoéng gidi
D) Méo neo sém. han 1a hat huyét
E) Trién khai & mach | khéi, cat huyét
nhd khéi qua da hoic
F) Ep qua mirc diém | can thiép phau
d4nh diu mau den | thuat.
trude do.
Dich  chuyén | A) Ong mo | Ong mé duong bi | A) Néu can day truéc, | Git  chic chan
6ng mo duong | duong dd kéo ra | xé dich trong khi | phai gin lai day dan | 6ng mo  dudng,
chwa dén 1,5cm. | rit que nong va | dudng va que nong. | khong dich

B) Ong mo |daydanduong. | Tham khao budc A-6 | chuyén nd vao
dugc da kéo ra dén A-9. trong hay ra khoi
qua 1,5cm. B) Rut thiét bi va tao | dong mach.
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C) ba day ong
mo duodng vao
mach mau.

ap luc bang tay hoic
bing may lén vi tri
choc mach theo
protocol cua co sé.

C) Kéo tro lai vi tri
tru6c d6 bang cach
dung chi ddu cua ong
mo duong.

Rat que nong va
day dan duong tir
6ng mo  duong
bang cach udng
nhe que nong
hudng 1én trén o
cong vao ong mo
duong. Khoéng
kéo thing que
nong ra khoi ong
md duong

Pt chi khau

A) Phia trén
ong ép
B) Bén trong
ong ép
C) O dusi bé
mat da

Kéo thiét bi tro
lai qua manh.

A) Tom doan chi khau
con lai ngay lap tac va
tiép tuc quy trinh tir
budc C-4.

B) Rut 6ng ép va kéo
nguoc chi khau téi khi
thdy co6 can tr¢.Quan
sat xem c6 chdy mau
tao vi tri can thiép
khong. Tiép tuc quy
trinh tir bude C-5. Néu
khong cAm mau dugc,
ép bang tay hodc co
hoc theo protocol cua
CO sO.

C) Néu khong cam mau
dugc, ép bang tay hoic
co hoc theo protocol
cia co sO0. Xac nhan
xem neo c6 dugc giai
phong hay khong bang
hinh anh siéu am. Néu
xuat hién triéu chung
thiéu mau cuc b, bién
phap xu 1y 1a quan sat,
lay neo hoic manh v&
cua n6 qua da hodc can
thiép phau thuat.

Tranh kéo nguoc
qua manh.
Tranh ép chat.

Mo duong qua
muc.

Ong mé dudng
duoc déy vuot
qua vi tri md
dong mach da
x4c dinh, c6 thé
khién neo bi
moc vao som.

Opg mo duong bi
day qua xa trong
mach mau.

Tham khao huéng dan
s dung tir budc A-6
den A-8.

Khoéng déy que
nong va Ong mo
dudng qua 2cm.

Kh@ng dat duoc
thiét bi

Thiét bi kéo ra
cing véi ong
mé duong khi
duoc rat ra.

Dit thiét bi trong
duong mo6 do vi
tri mo  duong
khong ding hoac
dudong mo bi xo.

Rt thiét bi va ép tay
hoiac co hoc theo
protocol cua co sd.

Kiém tra thiét bi dé
dam bao cac thanh

Néu trong khi can
thiép, thay kho
m¢d  duong hoac
ddy ong mo
duong do md sego
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Lo m& duong 16m
hon neo.

phan ty tiéu di duoc
rut ra.

hodc duong mo
so, thi viéc dat
thiét bi s& kho
khan.

Tudt kep nhd
neo

Trong budc
khoa phia sau,
kep nha neo bi
tudt khoi vi tri
da khoa trudc
d6 trong nip
dng mé duong.

Khi ¢b ging khoa
vi tri khoa phia
sau, nguoi van
hanh lic va lung
lay nép thiét bi.

Cam nap Ong mo
duong va rut thiét bi toi
khi thay c6 luc can.

Khong liac hay
lung lay nip thiét
bi khi kéo vao vi
tri khoa phia sau.

Khong nhin
thay mau & 1o
nho giot

Khong c6 méu
hoi vé & budc
nong mé duong

Que nong va ong
m¢d duong da
khong duogc khop
hoan toan cung
nhau.

Que nong dugc
ludn nguoc vao
6ng mo duong

Giir day dan va rat que
nong/ 6ng mé duong.
bam bdo cac thanh
phan khép voi nhau va/
hoac cac chi bao (miii
tén) thang hang theo
nhu bude A-3. Ludn lai
day dan va tiép tuc tir
budc A-6.

Khi t6 hop que
nong va ong mo
duong dam bao
cac miii tén thang
hang va que nong
khép chit voi dng
mo duong.

VQ cac thanh
phan

Cac thanh phan
c6 thé gion hodc
gay.

Tiép xtc voi anh
sang

Bido quan ngoai
pham vi nhiét do
ghi trén nhan.

Doi thiét bi khac

Xem chi bao nhiét
do trén bao bi vo
trung va dam bao
van sang xam/bac.
Khong bao quan
ngoai pham vi
nhiét d¢ cho phép.
Bao quan thiét bi
trong hop ban déu
dé tranh tiép xiic
v6i anh sang.
Khong bao quéan
trong hé thdng
pyxis.

Khoéng bao quan
trén gia tiép xitc
v6i anh sang nhan
tao hodc anh na‘ing
mat troi.

Chay méau/ Mat
mau va tu mau
sau khi dat thiét
bi.

Chay mau tai vi
tri dong mach
sau khi dinh vi
va dit thiét bi.

Chua hoan thanh
viéc €ép va han
dong mach.

Luc ép han dong
mach chua du

Tao mot luc béng tay
hodc k¥ thuat sb theo
quy trinh cta co sé tai
16 m& dong mach. Néu
can ép bang tay, theo
doi nhip ép.

Ep toi khi danh
d4u mau den 10 ra.
Néu khong nhin
thdy danh dau
mau den, du luc
can sau khi ép co
thé dam bao viéc
han dong mach.
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TRUONG HQP CO SU CO BAT LOL HAY BAO CAO VE

Bao cao cac su co bat lgi cho chu sé hitu thi€t bi y t&, dai dién tai Chau Au, co quan c¢6 tham
quyén cua thanh vién quoc gia Chau Au, noi ngudi st dung va bénh nhan sinh song.
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