HUONG DAN SU DUNG

Ong thong chin doin mach vanh Goodtec
Goodtec angiographic diagnostic catheter

CANH BAO

° Nén cén nhic Iya chon bénh nhén vi sir
dung san pham nay co thé dan dén huyét khéi
ban cép, gay bién chirng ndi mach hoic bién
chtng xuit huyét.

) Trong qua trinh thu thut, thuc hién cac
liéu phap chéng dong mau va chong két tap
tiéu cau thich hop, theo chi di cua bac si
chinh.

° San pham 13 mot thiét bi y té va chi nén
dugc st dung bdi cac bac si duge dao tao vé
chup dong mach vanh qua da (CAG) va nong
mach vanh qua da (PTCA). San pham chi nén
dugc st dung ¢ nhiing co s¢ c6 kha nang thuc
hién cép ctru md bic cau dong mach vanh
(CABS) dé phong ngira cac bién ching c6 thé
giy thuong tich va cac bién chung nghiém
trong co thé de doa dén tinh mang.

Két hop giira cac thiét biy té

° Huéng din st dung tham chiéu cho
ting thiét bi y té va duoc pham duoc sir dung
cung voi san pham nay dugc dé trong san
pham va st dung ching véi su hiéu biét day
du vé dic tinh cia chung dé tranh lam hong
san pham.

° Ngung su dung ngay lap tic bat ky
thiét bi hoac san pham dugc pham nio néu co
bat ky bién chimg nao phat sinh.

Cach thirc sir dung

° Chon kich thudc va hinh dang thich
hop trong tung truong hop ap dung.

° Tat ca viéc dua thiét bi vao vi tri myc
tieu va dua thiét bi ra phai dugc thuc hién
bang mot day din c6 kich thudc thich hop
(diéu nay giam thiéu sy gip khic va hu hong
cho san pham).

° Viéc dua san phdm qua bd sheath dan
duong phai dugc thuc hién voi day dan dugc
chén 1én trude dau cua 6ng thong. Poi véi san
pham 6ng thong Pigtail, hinh dang phai duoc
kéo dai qua day dan sau khi di qua bd cam ung
(diéu nay giup loai bo hu hong ddi véi hinh
dang san pham hodc than dng thong).

° Cac chu y dam bao dau ong thong
khong gay t6n thwong mach trong qué trinh sir
dung trong long mach mau.

° Thao tac bén trong mach méu cia san
phém nén duoc thuc hién cin than két hop véi
soi chiéu tia X, xac nhén ca chuyén dong va vi
tri cua dau dng thong (gap khiic hodc hu hong
c¢6 thé do ing suat tap trung & sy chénh léch
do cung gitra ong meém déc biét ¢ gitta va ong
lién ké dbi v&i mot sb loai nhu YUMIKO).

° Néu x4c dinh dugc bat ky su can trd
nao trong qua trinh st dung san phém hoac su
giam sy linh hoat khi xoay cia Ong thong
trong qua trinh van hanh, hdy ngung st dung
ngay tdp toc va xac nhdn nguyén nhan (tiép
tuc st dung c6 thé din dén t6n thuong mach
mau hodc hu hong san pham).

° Viée ngimg str dung va doi san pham
ngay lap tuc s€ dugc xac nhan trong qua trinh
su dung.

° Khong duoc thao tic voi ddy din néu
da xac nhan duoc hién tuong gép khuc hoac
lam hong 6ng thong hoic day dan khong thé di
chuyén 1én phia trude (thao tic qua manh co
thé din dén ton thwong dau éng thong, than
hoac mach mau).

° Trude khi dua bat ky san pham dugc
phim ndo, hdy xac nhin ring khéng c6 hu
hong hoic tic nghén trong san pham (co thé bi
hong do ap luc qua 16n).



° Khi rut ra khoi mach mau, dam bao
rang luén c6 kém day din bén trong ong
thong. Néu khong thé dit day dan vao trong
san pham do bi gip khuc hodc hu hong trudce
khi thao, hiy thdo dong thoi ca bd san pham
kém sheath ra khoi mot cach can than .

CHONG CHI PINH
° San pham da duogc tiét trung, khong tai
su dung va cling khong tai tiét trung.

Cac bénh nhan khong phu hgp

° Bénh nhéan bi ton thuong mach mau
ngoai bién di¢én rong, ngan can viéc chen
sheath c6 kich thuéc thich hop (c6 thé dan dén
t6n thuong mach mau).

° Bénh nhan chéng chi dinh diéu tri
chéng két tap tiéu cau va / hodc chdng dong
mau vi nhiing 1y do nhu kéo dai thoi gian dong
mau qua muc (co thé dén cac bién chimg lién

HINH DANG CAU TRUC

San pham nay bao gdm nhiéu dng thong khac
nhau duoc gan vao mot dau c6 hinh dang dé
tao thanh mot ong thong dong mach dung mot
lan. Pau cua san phdm nay duoc dua dén vi tri
muc tiéu dudi su soi chiéu tia X d€ lam noi bat
ciu trac cia mach mau thong qua viéc bom
chat can quang qua thiét bi. La mot thiét bi
xoang vanh, viéc 14y miu mau ciing dugc thuc
hién.

1. Phan dng thong

Ong théng bao gom mot dau mem éng gitta
va truc, va khi can thiét, dau mém, 6ng giita va
inducer. Hon nita, ddu mém duoc phu 16p
cantr quang, va truc dugc lam béng chét liéu
mém déo, khong bén va bén.

2. Poan gan

Pau gin bao gém bd giam cing va dau ndi.

phan éng théng . Poan gan
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quan dén xuit huyét). ’ ’4
° Bénh nhan bi di tng véi bat ky san

pham duoc phdm nao duoc st dung trong quy
trinh PTCA (cac bién chimg lién quan dén sbc
c6 thé tién trién).

° Bénh nhan dang mang thai hodc nghi
ngd c6 thai (c6 thé xay ra hién trong nhidm xa
cho thai nhi).

° Bénh nhan c6 chic nang thét trai cuc
thap (hudng dng thong bén ngoai vé PTCA).
° Bénh nhan bi xuit huyét tiéu hoa co thé

phat sinh thém céc bién chung khac.
Cam sir dung voi cac thiét biy té

° Khong str dung bat ky san phim nao ¢
chtra dung méi hiru co nhu etanol, nhi tuong
goc chét béo hodc chat can quang goc dau (co
thé gdy hong san pham hoic dau ndi).

Cém sir dung

° Khong duoc vuot qua ap suat toi da
dugc ghi trén nhan khi st dung may tiém tu
dong dé tiém chit can quang hodc dugc pham
(c6 thé gay hu hong san pham).

° Khoéng ap dung nhiét, uon cong hodc
tao thém bat ky 156 nao trén dau éng thong(cd
thé 1am hong san pham).

Khang ap suét t6i da: 7240kPa (1050 psi)
Chat liéu 6ng thong: nylon
Cic loai Ong thong chinh
Judkins Right Judkins Left
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MUC PiCH, HIEU QUA

Ba tng dung sau cua thiét bi duoc thuc hién
dwa trén loai dng thong duoc chon:

1. Thong dong mach vanh dugc thuc hi¢n
bang cach dua dng thong vao trong long mach
va tiém chat can quang dé tién hanh chyp dong
mach vanh (CAG), chup tdm that trai, chup
dong mach chu bung, ap lyc dong mach chu
tam truong (OAP), ap luc that trai (LVP) va
chup mach nao.

2. Thong dong mach vanh co6 thé duogc
thue hién qua mot dng thong v6i muc dich lay
mau dong mach vanh, chup that trai va ap luc
tht trai.

3. L4y mAu mau tir cac vi tri khac nhau trong
dong mach vanh va mach lon dé tién hanh
phan tich mau dé hd trg chan doan.

Pigtail
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THONG SO KY THUAT

1. Duy tri do bén kéo ctia 6ng catheter & 9.8N
(1kgf) ma khong bi tach hodc nut.

2. Khong 6 phan tach dau ndi 0 9.8N (1kgf)
3. Két nbi gitta ddu mém va dng gitra duy tri
tinh toan ven ¢ 2.9N (0.3kgf).

4. Pudng day kinh day din duong dugc dé
xudt cho 1.40mm dén 2.00mm (4Fr dén 6Fr) 1a
0.97mm (0.038 ") hodc tuy thudc vao loai co
thé 12 0,89mm (0,035") va cho 1.13mm (3.4Fr)
14 0.64mm (0.025 ").

CACH THUC SU DUNG

Sau day 1a giai thich vé cach st dung chung.
Céc budc tiép theo c6 thé duoc yéu cau hoic
thay d6i theo kinh nghiém cuia bac si diéu tri.
1. Chuén bi truée khi sir dung

° Can than ldy san pham ra khoi bao bi.

° Kiém tra va xac nhan éng thong va dau
ndi trung tdm dé dam bao san pham khong bi
bién dang (san pham d6i néu xac dinh duoc
bat thudng nao).

° St dung mot 6ng tiém co chira nude
mudi heparin héa rira sach 1ong trong cuia ong
thong.

2. Chén san pham

(1) Str dung tia X chup mach

° Gitt chit sheath dan duong, chén mot
day ong thong chup mach c6 kich thudc thich
hop.

° Dit ddy din qua san pham, ludn dng
thong qua sheath va vao mach mau.

° Di chuyen ong thong vé phia trudc dudi

su soi chiéu tia X dén mach mau muc tiu.

° Thao day din khi ong thong di dén vi
tri myc tiéu (luén dam bao day dan duoc lap
vao san pham khi cung cap ong thong Pigtail)
(diéu nay giam thiéu ty té gip khic va hu
hong).

o Pua thudc cin quang hoic sin pham
dugc pham vao.

° Khi thuc hién k¥ thuat d@)ng truc, thao
day dan va can than dua vi 6ng thong qua san

pham (Kich thuéc vi éng thong khong dugc
16n hon kich thudc diy dan twong thich véi
san pham).

(2) St dung xoang vanh

° DPua day dan cé kich thudc thich hop
qua san pham, luén vao mach mau thong qua
sheath dan duong.

° Pua san phdm vao tdm nhi phai bing
day dan.
° bam bdo khong c6 sy chun trong hinh

dang cia sin pham, xoay Ong thong theo
huéng ding cho dén khi ddu 6ng thong duoc
dat nhe nhang vao thanh sau tam nhi phai.

e  Vo¢i dau dit dua vao thanh mach, tir tir
ha thip than cta ong thong, dat dau nay ap vao
dudng vao cua xoang vanh.

° Véi dau dat trong xoang vanh tir tir ha
thap than dng thong, kéo dai hinh dang va dua
dau vao trong xoang vanh.

3. Thao b6 ong thong

° Pam bao viéc thao day dan duoc dua
qua 6ng thong dén vi tri dau.

CAC BIEN PHAP PHONG NGUA
Phong ngira truwéc khi sir dung

° Str dung san pham trudc ngay hét han
nhu da ghi trén nhan.
° Xac nhén tinh trang cua san pham trudce

khi sur dung. Néu c6 bat ky hu hong hoic
nhiém ban nao dugc ghi nhin trén san pham,
hay ngimng sir dung va d6i san pham ngay lap
tuc.

° Khi 14y san pham ra khoi bao bi, hiy
dung bia ctig loai bo néu khong c6 thé xay ra
hu hong d6i véi san pham hodc hinh dang
dau).

° Str dung ngay san pham sau khi 13y ra
khoi goi.

° Tat ca viée str dung phai dugc thuc hién
trong mot moi trudng vo trung.

° DPam bao sy chic chin giita san phdm
va trung tim két ndi trude khi sir dung (c6 thé
bi o ri thude can quang)



° Khong dung lyc qua manh khi loai bo
khong khi con sét lai qua dau ndi (c6 thé lam
hong dau nbi).

Phong ngira trong qua trinh sir dung

) Pam bao san pham khong tiép xtc truc
tiép voi kéo, ludi dao phau thuat hoic kim
tiém trong qué trinh st dung. Ngoai ra, néu
xac dinh duoc bat ky sy ro ri hodc bat thuong
nao trong qua trinh sir dung, hay doi san pham
ngay lap tuec.

o Khi sir dung bd cam mg dé dat thiét bi
qua sheath din duong, hdy c6 dinh bd cam
mg bang tay khi dua vao (khong gitt chit bo
cam ung c6 thé din dén viéc bd cam tng bi
chén vao mach mau).

° Khong duoc vuot qua ap suat toi da
trong khi két nbi 6ng thong véi may bom chat
can quang, v.v... Chat can quang phai dugc
duy tri ¢ 37°C.

° Pam bao rang dau ndi dugc két ndi
thich hop.

° Can tién hanh thao tic san phim cin
than khi c6 kha ning c6 ton thuong trong tham
thau ctia mach mau.

San pham bi 13i

Viéc sir dung san pham c6 thé dan dén cac san
pham 15i c6 thé xay ra sau:

e Kep hodc gay truc

e Su tach roi hodc nd cua truc

e Kho khén khi rut 6ng thong

o Kho khan trong viéc thao tic va van hanh
day dan

Thiét hai cho du ndi

Sw kién bat loi

Cac su kién bat loi c6 thé xay ra bao gff)m,
nhung khong gioi han, nhimng diéu sau:

Céc bién chung lién quan dén cac san pham
thudc nhu chit can quang, nhlem trung, xuét
huyét/ tu mau, thuyen tac/ tic dong mach, boc
tach dong mach, roi loan nhip tim bao gém
rung thét, ton thuong/ thung dong mach, dot
quy, tiém thudc can quang, 16 ro dong mach,
gia phinh mach, ha huyét ap (ha huyét ap
nang). Mat mau tir chd choc thing, boc tach

dong mach vanh, bién chimg xuét huyét, nhoi
mau co tim cép, boc tach dong mach chu, dau
that nguc khong 6n dinh, tic mach xa, 6n lanh/
s6t, huyét khdi ndi mach, budn nén/ non, rdi
loan hanh wvi, chan thuong than, tac nghén,
danh tréng nguc, nhip tim nhanh va nhip tim
cham.

Phong ngira sau st dung

Vit bé san pham nay nhu chét thai y t& va
thuc hién céc bién phap dé ngin ngira su lay
lan c6 thé xay ra.

PHUONG PHAP BAO QUAN, HAN SU
DUNG DUNG

1. Phwong phap bao quan

° Bdo quan san pham & noi c6 nhiét do
phong, khong tlep xuc voi nhiét do va do am
cao hodc anh ning truc tiép va co cac bién
phap phong ngira thich hop dé dam bao san
pham khong tiép xuc v6i nude.

° Tranh nghiéng, rung va va dap (ké ca
trong qua trinh van chuyén) va bao quan trong
moi truong on dinh, an toan.

° Khong luu trir gan hoa chat hoic &
nhimg noi thiét bj c6 thé tiép xuc voi khong
khi.

2. Han str dung
Str dung san pham nay trudc "ngay hét han”
dugc ghi trén nhan bao bi.

PONG GOI

1 dén 5 cai/ hop ,

TUYEN BO TU CHOI BAO HANH SAN
PHAM VA GIOI HAN CAC BIEN PHAP
KHAC PHUC , ,
TON TRONG DPOI VOI BAT KY VA TAT
CA (CAC) SAN PHAM CUA GOODMAN
PUQC NGHIEN CUU HOAC bUGC MO
TA TRONG CONG BO NAY, KHONG CO
BAO PAM RO RANG HOAC NGU Y VE
BAT KY HINH THUC NAO, BAO

GOM VA KHONG GIOI HAN BAT KY
BAO PAM NAO CUNG CO Y PINH VE



KHA NANG HAY MUC DICH. CONG TY
TNHH GOODMAN VA CAC CONG TY CO
PHAN CUA NO (“GOODMAN") SE
KHONG CHIU TRACH NHIEM PHAP LY
DOI VOI BAT KY THIET HAI TRUC TIEP,
SU €O, HAU QUA HOAC KHAC LIEN
QUAN PEN VIEC SU DUNG, SU DUNG
LAI HOAC BAT KY TRA LOI NAO KHAC
CUA SAN PHAM LIEN QUAN (S) NGOAI
TRU NHU DUGC CUNG CAP RO RANG
THEO LUAT AP DUNG. KHONG NGUOI
NAO CO QUYEN RIENG NGUOI GUI
HANG VOI BAT KY SU PAI DIEN HOAC
BAO PAM NAO. BAT KY MO TA SAN
PHAM HOAC DICH VU HOAC THONG SO
KY THUAT NAO CO 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 THOI PIEM SAN XUAT
VA KHONG SU DUNG BAT KY PIEU

KHOAN NAO KHAC HOAC BAO PAM
NAO KHAC.

HANG/ NUOC SAN XUAT
Goodman Seki Facility
501-2 Kamishirokane,
Japan

Nipro (Thailand) Corporation Limited

10/2 Moo 8 Bangnomko, Sana, Phra Nakhon
Si Ayutthaya 13110. Thailand

Seki,Gifu 501-3947

Goodman Co. Ltd

5F KDX Nagoya Sakae Building,
4-5-3 Sakae, Naka-ku, Nagoya,
460-0008, Japan

Aichi

HANG/ NUOC CHU SO HUU

Nipro Corporation, Japan

bia chi : 3-9-3 Honjo-Nishi, Kita-Ku, Osaka
531-8510, Japan

Nguoi dai dién hep phap cuia co sé
(Ky tén, ghi ho tén day du, chirc danh)
Xac nhan bang dau hoac chir ky



