VI ONG THONG MACH VANH MOGUL

CANH BAO

1. San pham chi nén dwoc st dung & nhirng co
s& c6 kha nang thuwre hién ghép ndi ddng mach
vanh khan cap (CABG) vi dw phong cac bién
chlrng cé thé gay thuong tich va cac bién
chng nghiém trong cé thé de doa dén tinh
mang.

2. San pham I thiét bi y té va chi dworc st
dung b®i cac bac sT dwoc dao tao vé quy trinh
nong mach vanh qua da (PTCA).

3. Thao tac ndi mach clia san phadm nén dworc
thwe hién can than dwdi sw soi chiéu tia X, xac
nhan ca chuyén dong va dinh vi clia dau.
Chuyén ddng clia dau 6ng thong hodc thao tac
ma khong xac nhan vi tri c6 thé dan dén hw
hdng binh hodc san pham.

4. Dam bao rang 6ng théng dan hudng duoc
gan chat vao hé thdng mach mau (cé thé dan
dén hw hdng san phadm néu bng théng dan
hwéng bi bung ra trong qua trinh dwa san
pham vao).

5. Khong van hanh van gén vdi 6ng thong dan
hwdng trong khi dwa san pham vao (c6 thé lam
hdng sdn pham hodc day dan huwéng).

6. Néu c6 bat ky lwc cdn nao clia san pham
hodc s bat thwdng trong chuyén ddng cla
d4u 6ng thong trong qud trinh van hanh, hay
ngtrng st? dung ngay lap tlrc va xac nhan
nguyén nhan dwdi soi chiéu tia X. Viéc tiép tuc
st dung c6 thé dan dén hw hdng binh hodc san
pham.

7. Viéc ngleng st dung s@n pham ngay 13p tlrc
phai dwoc xac nhan trong qua trinh st? dung cé
gap khic hodc hw hdng ddi v&i sdn pham
(Lumen bén trong gidm c6 thé anh huwéng dén
thiét bi va / hodc hwdng dan thao tac trén day).

8. Khong thao tac day dan huwdng néu xac nhan
c6 glp khuc hodc hw hdng dng thong.

9. Khéng di chuyén dng théng qué nhanh (cé
thé lam tdn thwong mach mau).

10. Khong xoay &ng thong.

11. Khéng mé hodc déng van dau ndi Y trong
khi thao tac v&i thiét bi (c6 thé xay ra hw hdng
thiét bj hodc day dan hwéng).

12. Khi st dung cac thiét bi y té hodc dwoc
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pham khac cung v&i san pham, hady str dung
chiing mot cach cAn than va hiéu biét day du
vé cac dac tinh cla ching dé tranh 1am hdng
san pham.

13. Trwdre khi chén bt ky sén phdm duoc
pham nao, hdy xac nhan rang khéng cé hw
hdng hodc tac nghén trong sdn pham.

14. Xac nhan dong chay cla bat ky sdn pham
dwoc phdm nao tlr d4u bng thong va ngay 1ap
tlrc nglrng s dung va san pham thay thé sé bi
can trd.

15. Néu cdm thay c6 lwc cdn trong khi dwa cac
san phAm dwo'c vao, hiy ngirng st dung ngay
lap tirc.

16. Khdng ép qua mirc bat ky vat liéu tc mach
nao néu xay ra hién twong tang stec can (cé
thé dan dén hdng &ng thong).

17. Can than thao tac 6ng thong khi bang qua
cac mat cdo cla stent va trong qud trinh thao
qua stent va ngay |ap tlrc nglrng st dung va
thao san phadm bang day dan hwdng néu xuat
hién strc can.

18. Khdng dung lwc quéd manh khi thdo sén
phém.

19. Néu c6 bat ky van dé nao phat sinh do st
dung chung v&i thiét bi hodc san phdm dworc
pham khac, hdy nglrng st dung ngay 1ap tlec.



20. T& hwdng dan st dung gdi tham chiéu cho
tleng thiét biy té va dwoc phadm dworc st dung
cung v&i sdn pham nay.

21. Viéc Iwa chon bénh nhan can dworc thuc
hién c6 can nhac dén kha nang xdy ra cac bién
chirng lién quan dén viéc st dung san pham
nay

(ttrc 13 huyét khéi, xuat huyét, v.v.).

22. Trong khi thire hién thu thuat, thwe hién
viéc st dung thubc chdng ddng mau va thube
gian mach thich ho'p, theo chi dan ctia bac si
chinh.

23. TAt ca viéc st dung sdn pham phai dwoc
thwc hién trong moi trwd'ng vo trung.

CHONG CHi PINH
1. Chéng chi dinh str dung

(1) S&n pham d3 dworc tiét trung, khng thé tai
st dung va khéng dworc tiét trung lai. Viéc khip
trung va / hodc tai st dung cé thé dan dén
nhi@m trung hodc suy gidm cac dac tinh cla
san phAm nhw dd bén hodc dd bsi tron clia
truc va cé thé dan dén héng héc sdn pham
trong qua trinh st dung.

(2) S&n pham nay chi st dung trong ldng mach.
2. Bénh nhan khéng phu hop

(1) Dj tng v&i bat ky san phadm dwoc phdm
nao dwoc st dung trong quy trinh PTCA hodc
khong thé gay té cuc bo.

(2) Dj tng nghiém trong v&i thube can thiét
trong qua trinh phau thuat (thubc can quang,
V.V.).

(3) Chirc nang that trai thap.
(4) C6 thai hodc c6 kha ndng mang thai.
(5) Suy da tang.

3. Cam stp dung

(1) Khéng st dung bat ky sdn phdm nao chira
dung méi hiru co, nhii twong gbc chat béo
ho&c diu dé tranh 1am hdng sén pham va /
hodc lam hw hdng I&p phl wa nwdc.

(2) Khéng thuc hién bat ky stra dbi nao ddi voi
san phAm (cé thé dan dén hw hdng sdn pham).

(3) Khdng vurot qud &p suat bom tdi da (nhw d3
ghi trén nhan) khi gi®i thiéu dwo'c phdm qua
san pham.

HINH DANG / CAuU TRUC
1. Cau tric

San pham nay 13 mot Vi &ng thong v&i sw
chuyén déi vé do clrng ttr dau dén trung tam.
Ong théng dwoc phtl mot dic tinh wa nwde va
c6 mot diém danh dAu chat can quang & dau
ong.

2. So’ d6 san pham

Catheter tubing

Hydrophilic coating |

T S

Radiopaque marker

MUc PicH, HIEU QUA

1. D& bom chat cdn quang trong ldong mach
trong qua trinh chan doan ndi mach, cling nhw
viéc tiém thudc dwoc phdm trong qua trinh
diéu tri ndi mach.

2. Dé dwa céc thiét bj dwoc st dung trong quy
trinh PTCA dén nhing vi tri can thiét.

THONG SO KY THUAT

1. D6 bén kéo clia dng thong:
* Tryuc gan va truc xa:> 5N

e Trung tdm va Tryc gan:> 5N

e Diém danh ddu mang bam phoéng xa & dau:>
IN

PHU'ONG PHAP SU’ DUNG



Sau day a gidi thich vé cach st dung chung. Cac
bwdrc tiép theo c6 thé dwoc yéu ciu hodc thay
dbi theo kinh nghiém cla béc si diéu tri.

1. Chudn bj trwéc khi st dung

(1) LAy san pham ra khdi bao bi (vAn con trong
vong bdo vé).

(2) Bom rira san pham bang nwd'c mudi c6 pha
heparine qua mot 6ng tiém gan vao dau vong,
trong khi gilk sdn pham trong vong bao vé
(borm rtra trong khodng thoi gian hon 30 gidy
dé dam bao san pham b3o hoa hoan toan do
I&p phl wa nwdrc).

(3) CAn than thao sé&n pham ra khdi vong bdo
vé. Kiém tra va xac nhan tlrng thiét bj vé chirc
nang chinh xac, d@m bao sdn pham khéng bi
bién dang.

(4) SC dung mot 6ng tiém cé chlra nwdc mudi
gan hoa dé rtra sach long trong clia 6ng thong.

(5) Cheén day dan hwéng thich hop vao thiét bi.

2. Chén san pham

(1) St dung cac quy trinh tiéu chuin dé dwa
6ng thong dan hudng vao két ndi voi
Y-conector va bom rtra sdn phdm théng qua
Ong thong dan hwéng dén vij tri dich doc theo
day dan hwéng.

(2) Sau khi hoan thanh qua trinh chuan bi, thao
hoan toan day dan hwdng, gan dng tiém vao
trung tam 6ng thong va tiém qua 6ng thong.

3. Loai bd san pham

(1) CAn than loai b sdn pham sau khi hoan
thanh quy trinh.

CAC BIEN PHAP PHONG NGU'A
1. Than trong trwéc khi str dung

(1) S& dung san pham trwdc ngay hét han nhw
da ghi trén nhan.

(2) Xac nhan tinh trang cla san pham. Néu ¢
bt ky hw hdng hodc nhiém ban nao duworc ghi
nhan trén san pham, h3y ngrng st dung va doi
san pham ngay lap tirc.

(3) Xac nhan thong s6 k¥ thuat clia san pham
va cac thiét bi khac dworc st dung cung v&i kha
nang twong thich v@i cach str dung va quy
trinh.

(4) SC dung ngay sdn pham sau khi 13y ra khoi
goi

(5) TAt ca viéc st dung phai dwgc thwe hién
trong moi trwdng vo trung

(6) Do I&p phll wa nwéc ddm bao réng san
pham d3 dwoc thAm hoan toan qua nwdc mudi
c6 pha heparine trwde khi str dung.

(7) Néu gap phai bat ky lwc cdn nao khi lay san
ph&m ra khoi vong béo v&, hay thuc hién lai
viéc rtra bang nwdc mudi cd pha heparine.

(8) Khi loai bé khdng khi con sét lai, khong
dwoc siét qua chat diu ndiy (c6 thé dan dén
hw héng dau ndi Y).

2. Nhirng Iwu y trong qua trinh st dung

(1) Néu phat sinh bat ky lwc cdn nao trong qua
trinh dwa vao qua dng dan hwdng, hay thao
san pham ngay 1ap tlrc va xac nhan tinh trang
cla ca sén pham va day dan huéng.

(2) Khong xoay thiét bi trong qua trinh di
chuyén hodc st dung (c6 thé gay hw hdng cho
ca tau va san pham).

(3) Néu cdm thay c6 strc can trong khi thao day
dan hwdng, hay di chuyén san pham dén vi tri
dé loai bo strc can (e qua manh c6 thé lam
hdng san pham)

(4) Dbi sdn pham ngay 1ap tirc néu xay ra bat
ky ro ri hodc tac nghén nao trong qué trinh st
dung.



(5) Chi str dung mot kim tw ddng dé xa chat
can quang va khong st dung cac san pham
dwgc phdm khac.

(6) Can phai xa lién tuc ca catheter dan duwong
va san pham trong subt quy trinh (loai bd kha
néng dong mau cla cac phan t& mau va kha
ndng gay tac mach).

3. Nhirng Iwu y sau khi str dung

VUt b sdn pham nay nhw chat thaiy té va
thwee hién cac bién phap dé ngdn nglra sy lay
lan c6 thé xay ra.

4. Sw kién bat lgii

Cac sw kién bat 10 c6 thé xay ra bao gdm,
nhwng khong gidi han, nhirng diéu sau day:

T vong, nhoi mau co tim, xuat huyét ndi tang,
tu mau, rung that bao gdm loan nhip tim, tang
huyét ap, ha huyét ap, bién chirng xuat huyét,
co that ddng mach, dot quy, thuyén tac doan
xa, tac ddng mach hodc doan bac cu, béc tach
hodc thiing ddng mach hodc tdn thwong, dau
that ngwe khéng &n dinh, phan trng thudc hodc
di trng phén ng v&i phwong tién can quang,
nhi@m trung, 16 rd ddng mach, thuyén tac khi,
béc tach ddng mach, mat mau t chd choc,
thiéu mau cuc bd, huyét khéi ndi mach, budn
nén hodc ndn, danh tréng ngwe, nhip tim
nhanh, nhip tim cham.

5. San pham bij 16i
Cac trdng ho'p sau ¢ thé xdy ra:

Kep / gdy truc

Hw hdng truc

Tach truc

Khoé kh&n khi thdo san phdm / day dan
hudng

e Kho khan trong thao tac hwéng dan
day

Hw hong dau nbi

Khé khan trong viéc tiém thudc can
quang / dwoc pham.

PHU'ONG PHAP BAO QUAN, THO'I HAN
sU’ DUNG VA CAC CACH KHAC

1. Phwong phap lwu trip

(1) Bdo quén s@n phAm & noi c6 nhiét do
phong, khdng tiép xdc v&i nhiét dd va dd am
cao hodc anh nang truc tiép va thwe hién cac
bién phap phong ngtra thich hop d& dam bao
san phAm khong tiép xuc vdi nwdrc.

(2) Tranh nghiéng, rung va va dap (k& ca trong
qua trinh van chuyén) va bdo quan trong moi
tred’ng an toan, én dinh.

(3) Khong Iwu trik gan héa chat hodc & nhivng
noi thiét bj c6 thé tiép xdc v&i khi.

2. Th&i han str dung

St dung s&n pham nay trdc “ngay hét han”
dwoc ghi trén nhan bao bi.

3. Phworng phap khtr trung

G6i sén phadm d3 dwoc khir tring bang cach
tiép xtc v&i Khi Ethylene Oxide (EtO) va khdng
cé y dinh tiét trung lai.

BAO HANH SAN PHAM VA HAN CHE
KHAC PHUC

TON TRONG DOI vO'1 BAT KY VA TAT CA (CAC)
SAN PHAM cUA GOODMAN BUQC NGHIEN
cPu HOAC PUQOC MO TA TRONG CONG BO
NAY, KHONG cO BAO PAM RO RANG HOAC
NGU Y VE BAT KY HINH THU'C NAO, BAO

GOM VA KHONG GIOT HAN BAT KY BAO BAM
NAO CUNG cO Y BINH VE KHA NANG HAY
MUC DicH. CONG TY TNHH GOODMAN VA CAC
CcONG TY cO PHAN cUA NO (“GOODMAN") SE
KHONG CHIU TRACH NHIEM PHAP LY BOI VO
BAT KY THIET HAI TRU'C TIEP,

s cO, HAU QUA HOAC KHAC LIEN QUAN
DEN VIEC SU DUNG, SUY DUNG LAI HOAC BAT
KY TRA LOI NAO KHAC CUA SAN PHAM LIEN
QUAN (S) NGOAI TRU NHU BU'Q'C CUNG CAP



RO RANG THEO LUAT AP DUNG. KHONG
NGU'O'I NAO €O QUYEN RIENG NGU' Ol GUI
HANG VO'I BAT KY SU BAI DIEN HOAC BAO
DAM NAO. BAT KY MO TA SAN PHAM HOAC
DICH VU HOAC THONG SO KY THUAT NAO €O
TRONG BAT KY VAT LIEU IN AN NAO cUA
GOODMAN, BAO GOM CONG BO NAY, LA CO Y
NGHIA LA MO TA CHUNG SAN PHAM LIEN
QUAN TAI THO'I DIEM SAN XUAT VA KHONG
SU’ DUNG BAT KY DIEU KHOAN NAO KHAC
HOAC BAO DAM NAO KHAC.

THAM KHAO

Bac sT nén tham khao tai liéu hién hanh vé viéc
nong béng, chéng han nhw tai liéu dwoc xuat
ban b&i ACC/AHA

NHA SAN XUAT
Goodman Co., Ltd. Goodman Seki Facility
501-2 Kamishirokane, Seki-shi, Gifu-ken
501-3947, Japan

NHA SAN XUAT HOP PHAP

Goodman Co., Ltd.

5F KDX Nagoya Sakae Building

4-5-3 Sakae, Naka-ku, Nagoya, Aichi 460-0008,
Japan
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