Digitally signed by
CONG TY TNHH THIET B
Y TE TERUMO VIET NAM
N DN: c=VN, st=THANH
: PHO HA NOI, cn=CONG
v W TY TNHH THIET BI Y TE
Thu Ha TERUMO VIET NAM,

phong dang ky

e e 0.0.2342.19200300.100.
] © 1.1-MST:0105881933 2024-01-09 (Ver.2)
Date: 2024.06.13
16:52:25 +0700

~

Occlusafe

Vi ong thong kém bong thuyén tic nat mach
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TEN GOI TUNG BQ PHAN

Céc diém danh diu Béng Céng din bong C8ng bom béng

Lép phu di nude

Ong théng boéng Céng vao
nong Occlusafe

/
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Dung cu ludn ong thong, dugc gan vao phia xa cua vi ong thong

 iiiiizics, ] C

Ong tiém Khoa ba chac Stylet



BAN DICH TU TIENG ANH

Vui 10ng doc tat ca cac hudng dan trude khi st dung. Dé tranh cac bién chimg, tuan thu tat ca cac
canh bao va bién phap phong ngira trong sudt cac huéng dan nay.

<MO TA THANH PHAN>

Occlusafe 1a mot vi dng thong kém bong dong truc cé 1ong trong ding dé tao thudn 16i cho viée di
day dan duong va 10ng ngoai dé bom/ 1am xep bong. Occlusafe c6 mot doan dau gan cling va mot
doan dau xa linh hoat phu polymer ai nudc tao ra sy tron truot khi bi uot. Trén dau xa co hai diém

danh dau can quang tach roi.

<THONG SO>

Puwong kinh ngoai
ong thong (diu xa)

Puwong kinh ngoai
ong thong (diu gén)

Puwong kinh trong
nhé nhat

Chiéu dai ong thong

0.90 mm (2.7 Fr)

0.94 mm (2.8 Fr)

0.43 mm (0.017 inch)

110 cm (1,100 mm)
130 cm (1,300 mm)
150 cm (1,500 mm)

Puong kinh 16m nhit | Chiéu dai bong Thé tich bom béng | Thé tich bom béng
ciia bong 16m nhit khuyén nghi
4.0 mm 10 mm 0.20 mL 0.10 mL

<MUC PICH SU DUNG>

Vi 6ng thong kém bong thuyén tic nit mach Occlusafe dugc chi dinh str dung nhu sau:

Str dung cho mach ngoai vi can thuyén tac tam thoi. Giup tam thoi lam tac mach, ngan chan hodc
kiém soat dong mau mdt cach c6 chon loc.

Str dung cho mach ngoai vi dé bom chét can quang, thudc va céc vat lidu thuyén téc.

<CHI PINH>

Chi dinh cta vi ng thong kém bong thuyén tic nut mach Occlusafe bao gdm nhung gém gidi han
véi cac dong mach nudi khéi w/ tang sinh, xuét huyét, phinh mach, gian tinh mach, di dang dong
tinh mach, ro dong tinh mach.

<CHONG CHI PINH>

Chéng chi dinh sir dung trong:
e Hé théng tudn hoan trung tim
e Thu thuat phau thuat 1ay vat nghén mach va thu thuat phau thuat tao hinh mach
e Nhi khoa va tré so sinh

<NHOM POI TUQNG BENH NHAN>
Bénh nhan can chup mach mau, truyén thudc, 1am tic mach méau tam thoi trong li€u phép noi mach
va truyén cac vat liéu thuyén tac dé diéu tri.



<NGUOI SU DUNG PUQC CHI PINH>
Vi 6ng thong kém bong thuyén tic nat mach Occlusafe phai duoc sir dung boi bac si d quen thudce

vO6i cac tha thuat duogc chi dinh.

<LOQI iCH LAM SANG>
C6 thé chan doan va can thi¢p nd1 mach vdi cac mach mau ngoai vi bﬁng viéc thuyén tic mach

mau tam thoi va bom cac chat can quang, thudce, vat liéu thuyén tac da chon.

<BIEN CHUNG>
Céc bién ching lién quan dén viéc str dung vi dng thong kém boéng thuyén tic mach Occlusafe

tuong tu nhu cac bién chimg lién quan dén thu thuat can thiép qua da tiéu chuan. Cac bién ching

c6 thé co thé bao gém, nhung khong gi6i han:

Hinh thanh 16 ro dong mach

Phinh mach gia hodc bién chimg chay mau tai diém can thiép
Loc tach dong mach, thung, vo hoac chan thuong

Tic doan xa do cac cuc mau dong va mang bam

Chimg loan nhip tim, bao gdm rung tim thét de doa tinh mang
Nhiém triung cuc bo hoic toan than

Tu mau cuc bo

Thing ndé1 mac mach

Huyét khéi dong mach

Co that dong mach

Xuéat huyét

Giam huyét ap

Tu vong

<CANH BAO>

Néu éng thong tro giup can thiép dugc sir dung voi khoa ba chac, khong duoc st dung
khoa ba chac nay trong khi Occlusafe van nim trong 6ng thong tro giup can thiép. Pidu
nay co thé dan dén v& hodc giy vi dng thong kém bong thuyén tic nut mach Occlusafe.
Kiém tra kich thuéc mach mau du6i hinh anh chup mach can quang. Luén hinh dung duéi
hinh 4nh can quang dé dam bao an toan cho bénh nhan trong khi bom va xa xep bong.
Khong ludn Occlusafe trong khi bong dd duoc thoi phong. Didu nay co thé giy v& mach
va 16¢ tach noi mac mach.

Khoéng bom bong qua thé tich bom bong ti da dugce khuyén nghi vi ¢ thé lam v& bong.
Khéng tao lic xodn vin dng thong Occlusafe néu no bi uén cong dé tranh bi tach hoic giy
6ng thong Occlusafe.

Khong tao ap lyc truyén cao 1én 1ong dan dng thong tro gitip can thiép cta vi éng thong
khi dua vi ng thong vao éng thong tro gitp can thiép. Diéu nay co thé ép phan éng thong
ctia Occlusafe, dan dén lam bong phong 1én khong mong mudn.



Thuc hién chdng dong mau hodc chéng ngung tap tiéu cau phu hop theo tinh trang cua
bénh nhan dé tranh huyét khdi gay tic nghén.

Khi ludn vi dng théng vao dng thong trg gitip can thiép, hiy lién tuc xa rira 1ong ciia dng
thong tro gitp can thiép bang nudc mudi sinh 1y c¢6 heparin. Néu khong, c6 thé xay ra tic
mach mau.

Khéng cb ludn vi dng thong Occlusafe hodc day dan duong khi ¢ tré khang. Néu co tro
khéang, hay xac dinh nguyén nhan dudi hinh danh chup mach can quang.

Vi 6ng théng Occlusafe chwa duge thir nghiém vé tinh tuong dong hodc sir dung véi cac
chat thuyén tic dang long.

Vi bng théng Occlusafe ¢ chtra vat liéu kim loai. Can luu y khi chup cong hudng tir.
Khéng sir dung bom dién dé truyén cac tic nhan khong phai 1a chét can quang vi c6 thé
lam tac 6ng thong.

Viéc dit ap luc bom phai khong qua ap luc bom t6i da dd néu o trén. Qua ap lyc bom tdi
da co thé 1am v& 6ng thong.

Du6i hinh anh can quang do phéan giai cao va thiét bi theo ddi DSA, bom mot lwong nho
chit can quang bang dng tiém va chic chin co dong chay cua chat can quang ra khoi dau
dng thong trude khi sir dung bom.

Khi sir dung bom dién dé thuyén tic bang bong, can than theo doi luu lwong mau & phia
xa vi c6 thé lam gy dng thong.

<THAN TRONG>

Vi 6ng thong Occlusafe chi dugc sir dung bdi bac si da dugc dao tao vé céc ky thuat dudi
da va ndi mach cling nhu str dung thiét bi thuan thuc.

Vi ong thong Occlusafe dugc tiét tring bang khi EO. Chi str dung mét 1an. Khong tai sir
dung. Khong tiét trung lai. Khong xtr 1y lai. Viéc xtr 1y lai c6 thé pha hong tinh vo trung,
tuong thich sinh hoc va chirc ning cua thiét bi.

Thiét b 13 v6 trang va khong c6 chat gay sét trong bao bi chwa mo, khong bi hong. Khong
su dung néu bao vi hodc thiét bi bi héng hodc ban.

Vi dng thong Occlusafe phai dugc sir dung ngay sau khi mé bao bi va dugc thai bo an toan,
duing cach ngay sau khi stir dung theo quy dinh ctia b¢nh vién va chinh phu dia phuong. San
pham 1a nguy hiém sinh hoc vi c6 nhiém méu.

Toan bd quy trinh can thi€p phai thyc hién vo trung.

Kiém tra vi 6ng thong trude khi sir dung xem c6 bét ky chd udn cong hodc gip giy nao
khong. Khéng st dung dng thong bi hong.

Dé tranh kha niang 1am hong 6ng thong, thuc hanh cin than trong khi thao tac. Tranh udng
cong hodc 1am xodn vin éng thong.

Bét ky su can thi€p nao sau khi da dua vi 6ng thong vao mach mau phai dugc thyc hién
dudi hinh anh chup mach can quang. Néu c6 tré khang trong qua trinh thao tac, xac dinh
nguyén nhan trudc khi tiép tuc.



Viéc vin chit qua mic van cAm mau trén than vi dng théng ¢ thé 1am hong ong thong
hodc c6 thé lam viéc phéng/xep bong bi cham lai.

Xéc minh tinh twong thich cua vi éng thong Occlusafe khi str dung céc vat tu phu trg khac
thuong dugc st dung trong can thi¢p mach. Bac si phai quen thudc voi cac ky thuat can
thiép qua da, can thiép ndi mach va cac bién chimg c6 thé xay ra lién quan dén tha thuat.
Khéng tao hinh lai vi dng thong Occlusafe bang bat ky phuong tién nao. Viée c¢b gang tao
hinh lai ¢ thé gay hong 6ng thong, din dén viéc dua cac manh v& éng thong vao mach
mau.

Luon theo doi tinh trang bom cang cua bong trong khi bom dudi hinh anh chup mach can
quang.

St dung dng tiém duoc cung cip cung véi san pham nay dé thoi phong / 1am xep bong.
Viéc sir dung 6ng tiém khéac véi 6ng tiém dugc cung cip véi Occlusafe c6 thé gy ra su
thay dbi vé thé tich str dung dé bom bong, hodc tao ap luc 4m qua mirc, din dén hong vi
ong thong.

Dung dich hdn hop chira cing ty 1é chit can quang (chtra 300 mg / mL i6t) va dung dich
mudi sinh 1y c6 heparin s& duoc sir dung nhu mot dung dich dé bom phong bong (sau day
goi 1a “dich bom bong™). Néu khong, khong thé bom/ 1am xep bong dang cach.

Luodn giit cong hub nhu hinh duéi khi gin hodc rat éng tiém.
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Giir dau hub khi gan hodc thao 6ng tiém.

Néu cam thay bét ky trd khang qua mtc nio trong qua trinh bom dung dich, hiy ngimg
thao tac.

Khéng ngdm hodc 1am sach vi dng thong Occlusafe trong cac chit ¢ chira dung moéi hitu
co, chang han nhu ruou dé khtr tring. Viée tiép xuc voi cac tac nhan nay co thé din dén
hong hoidc giy Occlusafe va méat do boi tron.

Khi dua day din duong tro lai sau khi dd hoan tit chup mach, x6i long dng thong bang
dung dich muéi sinh ly heparin.



<HUONG DAN SU DUNG>

1.

Trude khi 14y Occlusafe ra khoi éng giir, hiy ai nudc hoan toan doan 4i nude cua thiét bi bang
cach xa dung dich mudi sinh 1y ¢6 heparin qua dng giit bang mot éng tiém gin vao dau luer
Xa.

Dé 1dy Occlusafe ra khoi 6ng giir, nhe nhang kéo cong hub ra khoi éng gitr. Ly Occlusafe ra
bang cach kéo no ra khoi ong gitr. Néu thay co tro khang, 13p lai quy trinh x4 rira cho dén khi
Occlusafe duoc ngam nudc dé co thé dé dang iy ra khoi dng giir. Kiém tra ky ludng Occlusafe
dé dam bao no6 khong bi hong. Khong duoc dé vi dng thong Occlusafe bi khé trude khi dua
vao ong thong tro gitip can thiép. Khong lip lai vi ong thong kém bong thuyén tic niit mach
d3 ngam nudc vao ong giit.

Pua que nong vio 1dng trong tir dau xa ciia Occlusafe dé tranh 1am hong Occlusafe trong khi
chuén bi bong.

Gan khoa ba chac va dng tiém 20mL (c6 sin tai bénh vién) vao cong bom bong

Dé dudi khi khoi bong, tao ap luc am 1én long dan bong bang cach st dung 6ng tiém va lam
xep bong hoan toan (hinh dudi bén tréi), va dong khoa ba chac (hinh dudi bén phai).

6. Dé dudi hét khi tir khoa ba chac, hiy d6 day éng tiém 1.0mL (duoc cung cép cung Occlusafe)

bang “dich bom bong”, lap éng tiém vao khoa ba chac, va d6 day khoa ba chac bang dich bom
bong (Hinh bén dudi).

THAN TRONG

Mot dung dich hdn hop c6é cung ty 1é chit can quang (chira 300 mg / mL i6t) va dung dich

mudi c6 heparin sé dwoc sit dung nhw mét giai phap lam phdong bong. Néu khong, bong co

thé dwoc bom phong/ xa xep khong diing cach.



7.

Khi khoa ba chac duoc mé ra, dich bom bong tuong tmg véi thé tich mdi 1am ciang bong s&
chay vao dng thong nho ap suit am cua 1ong bom bong (hinh bén dudi). Khi dich chay hét, tir
tor bom thém 0,2 ml dich bom bong, st dung éng tiém.

THAN TRONG

Khéong bom qui nhanh. Piéu nay c6 thé gy héng bong hoic ong thong.

Giir ddu xa ctia ng thong hudng xudng dudi, tao ap lyc am 1én bong bang éng tiém, dé xa xep
bong hoan toan va dé dudi khi con lai khoi 1ong bom bong, rdi dong khoa ba chac.

Mo khoa ba chac va long bom bong s& ddy trd lai voi mot luong dich bom béng tuong duong
v6i thé tich moi bom bong, sau do tir tir truyén dich bom bong dugc khuyén nghi va kiém tra
bong xem c6 bit ky sy bat thudng nao khong.

Luu y: Pim bio khong con khi bén trong béng. Khi dw c6 thé znh hwéng dén viéc quan sat

hinh anh chup mach can quang

10.
1.
12.
13.

14.

Vi bong da xep hoan toan, dong khoa ba chac.

Db day dng tiém véi dich bom béng duge khuyén nghi, va 1ap dng tiém vao khoa ba chac.
Sau do, ly stylet ra khoi dau xa cua Occlusafe, xa rira long day dan duong bang dung dich
mudi sinh 1y ¢ heparin.

Nhung san pham nay vao khay chtra ddy nuwéc mubi sinh 1y ¢6 heparin va dam bao rang do boi
tron & bé mat ngoai ciia san pham nay ting 1én.

Gan van cdm mau (san pham duogc ban trén thi truong) vao 6ng thong trg gitip can thiép twong
thich (san phdm dugc ban trén thi truong), va xa rira ng thong tro gitp can thiép bang dung
dich mubi sinh 1y c6 heparin.

\CANHBAO |

Trong khi ludn vi 6ng thong vao 6ng thong tro gitp can thiép, lién tuc xa 6ng thong tro gitp

can thiép bang dung dich mudi sinh 1y c6 heparin. Néu khong, ¢é thé xiy ra tic mach mau.

15.

Sau khi dua 6ng thong tro gitup can thiép dén vi tri dich, nha van cAm mau thich hop dé cho
phép ludn diy dan dudng twong thich (san pham duoc ban trén thi trudng) vao, va sau do can
than ludn vi 6ng théng kém béng thuyén tic nat mach Occlusafe vao. Khi sir dung van cdm
mau, hiy st dung dung cu hd dé ludn day din duong vao, rdi ludn Occlusafe trén ddy dan
duong.

Luu y: Lam xep béng hoan toan. Néu khong Occlusafe sé khé virgt qua ong thong tro gitip

can thiép.

Luwu y: Lam wét bé mit bén ngoai ciia Occlusafe dé ting tron trwgt. Néu khong, sé c6 tré:

khang trong qua trinh luon Occlusafe.



Lwu y: Sir dung diy din dwong dong thoi khi ludn Occlusafe. Néu khong, sé dé giy thiét bj

nay.

16. Ludn day din duong dudi hinh anh chup anh can quang, rdi luén Occlusafe dén vi tri dich,
trén day dan duong.

17. Piéu chinh vi tri ctia bong trong khi xac dinh vi tri ctia danh ddu can quang

| CANHBAO |

Pat ap luc bom khong qua ap luc bom bong toi da. Vwot qua ap luc bom béng toi da co6 thé

1am v& dng thong.
| CANHBAO |
Du6i hinh anh can quang dd phan giai cao va thiét bi theo déi DSA, bom mdt lirgng nhé chat

can quang bang ong tiém va chic chin c6é dong chay ciia chit cin quang ra khoéi diu ong
thong trudc khi sir dung bom.

CANH BAO
Khi dwa diy din dwong tré lai sau khi da hoan tat chup mach, x6i 10ng 6ng thong bang dung

dich muéi sinh ly heparin.

18. Tur tir bom bong dudi hinh anh chup mach can quang

| CANH BAO

Xac dinh kich thwéc mach mau dwéi hinh dnh cin quang. Ludn thwe hién bom phdng va lam

xep bong dwéi hinh dnh can quang dé dam bao an toan cho bénh nhén.
| CANH BAO
Khéng di chuyén Occlusafe trong khi bom béng. Pidu nay cé thé gy vé mach va léc tach

mach mau.
| CANH BAO
Khéng vuot thé tich bom bong toi da dwgc khuyén nghi vi ¢6 thé 1am v bong.

19. Néu str dung tac nhan thuyén tic ké ca hat ntit mach, bom tir tac nhéan thuyén tic tir cong bom
dé duy tri ap luc thap va dong chay thap.
20. Khi hoan thanh quy trinh, hay lam xep bong hoan toan va rt n6 ra mét cach cham rai.
CANH BAO
Néu str dung ong thong tro gitip can thiép véi khéa ba chac, khong thé van hanh khéa ba

chac nay trong khi Occlusafe vin nim trong ong thong trg gitp can thi¢p. Piéu nay c6 thé
din dén héng hoic giy vi 6ng thong Occlusafe.

Luu y: Pam bao bong dwoc xa xep hoan toan. Néu khéong, c6 thé khong thé rit bong khéi
ong thong tro giiip can thiép.

<THAN TRONG KHI BAO QUAN>
Tranh tiép xuc voi nude, anh néng mat troi chiéu truc tiép, nhi¢t d6 qué muc hodc do 4m cao.

<BAO CAO SU CO>

Neéu c6 sy ¢0 nghi€ém trong xay ra trong qua trinh st dung thiét bi hoac do viéc sur dung thiét bi,
vui 1ong giri bao céo ve nha san xuat hodc dai dién dugc iy quyén va tdi co quan quan 1y quoc gia.

10



<SU TUONG THiCH>

Puong kinh ngoai | Puong kinh trong nho | Ap luc bom | Cac tac nhan | Hat nat mach
16n nhat cua diy dan | nhat cua 6ng thong tro | t6i da thuyén tic
duong gitp can thiép
0.36 mm (0.014”) 1.02 mm (0.040”) 6.205  kPa | Lipiodol, <475 um
(900 PSI) Gelfoam, Lifepeaﬂ’
Ethanol Hydropearl
(£30 phut)
<pU LIEU THAM KHAO>
Thé tich bom béng va dudng kinh bong
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Thé tich bom béng (mL)
Tbc dd cho ting ap luc bom bong
Diéu kién:
1. St dung may bom MARK V ProVis (MEDRAD)
2. Diéu kién va dit may bom
Nhiét 0 chAt CAN QUANG........ouvneeien e, 37°C
Ap luc bom bong
Monitor/gidi han............... 4,137 kPa (600 psi), 6,205 kPA (900 psi)
Pham viluulugng.........cooiiii mL/gidy
SO @IAY tANG AONE. ... oo, 0.1 gidy

3. Phuong phap va két qua
Gi4 trj cua thé tich bom bong duoc chon 1a 3 lan gia tri tbc d6 da dat. Thé tich bom bong
da dat khong dat duoc do cac diéu kién khac nhau, ké ca d6 nhét cua chét can quang.

Chiéu dai éng D6 nhét: 4.4 mPa.s D6 nhét: 9.1 mPa.s
thong 600 psi 900 psi 600 psi 900 psi
110cm 0.6 mL/giay 0.8 mL/giay 0.3 mL/giay 0.6 mL/giay
130cm 0.6 mL/giay 0.8 mL/giay 0.2 mL/giay 0.4 mL/giay
150cm 0.5 mL/giay 0.7 mL/giay 0.2 mL/giay 0.3 mL/giay




Thé tich khoang chét va thé tich mdi bom béong

Chiéu dai éng théng

Thé tich khoang chét (mL)

Thé tich mdi bom bong (mL)

110cm 0.35 0.24
130cm 0.37 0.26
150cm 0.40 0.30
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