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L&i néi dau

TCVN 7609-4 : 2007 hoan toan tuong duong ISO 10555-4 : 1996 va
Pinh chinh k§ thuat 1 : 2002.

TCVN 7609-4 : 2007 do Tiéu ban Ky thuat Tiéu chudn TCVN/TC210/SC2
Trang thiét bj y té bién soan, trén co sé du thdo dé nghi clia Vién Trang
thiét bi va Cong trinh y t& — Bd Y t&, Téng cuc Tiéu chudn Do ludng Chat
lugng dé nghi, B& Khoa hoc va Céng nghé cong bé.

TCVN 7609-4 : 2007 |a mdt phan cGa bd TCVN 7609 (ISO 10555).

B6 TCVN 7609 (ISO 10555) c6 tén chung la “6ng thong mach vo trung s

AL

dung mét 1an”, gém 5 phan:

Phan 1: Yéu cau chung;

— Phéan 2: Ong théng chup mach:;
— Phéan 3: 6ng théng tinh mach trung tam;
— Phéan 4: Ong théng c6 béng nong;

Phéan 5: 6ng théng ngoai bién bao kim.
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Xuat ban lan 1

6ng thong mach vé triung ding mét lan -
Phan 4: Ong thdng c6 béng nong

Sterile, single-use intravascular catheters —
Part 4: Balloon dilatation catheters

1 Pham vi ap dung
Tiéu chudn nay qui dinh cac yéu cau ddi véi 6ng thong c6 bédng nong dudc cung cap trong diéu
kién vo trung va dé s dung mot lan.

CHU THICH 1 1SO 11070 quy dinh yéu cau clia cac phu kién st dung ciing v8i 6ng théng mach.

2 Tailiéu vién dan

Cac tai liéu vién dan sau I rat can thiét cho viéc ap dung tiéu chuan. D6i véi cac tai liéu vién dan
ghi ndm ban hanh thi ap dung ban dudc néu. Déi véi cac tai liéu vién dan khéng ghi nam ban
hanh thi 4p dung phién ban méi nhat, bao gém ca cac stra ddi (néu cob).

TCVN 7609-1 : 2007 (ISO 10555-1 : 1995) 6ng théng mach vé truing dung mét Ian — Phan 1:
Yéu cau chung.

ISO 594-1:1986 Conical fittings with a 6 % (Luer) taper for syringers, needles and certain other

medical equipment — Part 1: General requirements (P4u néi hinh cén c6 dé con 6 % cho bom

tiém, kim tiém va cac dung cu y té c6 dinh khac — Phan 1: Yéu cau chung).

3 Dinh nghia

Tiéu chudn nay ap dung cac dinh nghia néu trong TCVN 7609-1 : 2007 (ISO 10555-1) va dinh

nghia sau:

3.1
6ng thong c6 béng nong (balloon dilatation catheter)
Ong théng mach 13p v6i mdt doan hinh cdu gan dau I6ng vao bénh nhan, dau nay dudc dua vao

ddéng mach hodc tinh mach dé nong mét phan hoac nhiéu phan cta hé théng mach.
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4 Yéucau

4.1 Yéu cau chung

Ngoai cac qui dinh trong tiéu chudn nay, 6ng théng phai phu hop véi TCVN 7609-1 : 2007
(1ISO 10555-1).

4.2 Tinh phan quang

Vi tri doan 6ng théng c6 béng nong phai cé kha nang phan quang khi da 16ng vao co thé ngudi.

4.3 Chon kich thuéc danh nghia
Kich thuGc danh nghia cGa 6ng théng phai dudc chon phu hop véi cac théng so sau:

a) dudng kinh clGa béng nong da dudc phéng |&én, hodc dudng kinh méi doan clia bédng nong
nhiéu kich thuéc;

b) chiéu dai hiéu dung clGa doan béng nong;
c) chiéu dai hiéu dung clia 6ng théng;

d) dudng kinh clia day dan dudng I6n nhat c6 thé dudc s dung véi 6ng thong, néu cé (ng dung.
4.4 Yéucauvatly

4.41 Cau hinh dau mat

DPé giam tén thuong cho mach trong qua trinh s dung, dau muat cla dau 16ng vao bénh nhan phai
nhan, tron, thon déu hoac tuong tu nhau.

4.4.2 Khong ro ri va hu hong khi bom phéng

Khi th(r theo Phu luc A, phai khéng c6 rd ri hodc khéng cé ddu hiéu hu hdng, nhu phinh ra hoac
bat l1én cla than 6ng hoac doan bong nong.

4.4.3 L6 bén

Kiéu loai, s6 luong va vi tri clia 16 bén canh phai gidm thiéu dudc nhitng tac déng c6 hai lén éng
théng va tén thuong té chiic.

4.5 Théng tin do nha san xuat cung cap

Théng tin do nha san xuat cung cdp phai phtu hop véi TCVN 7609-1 : 2007 (ISO 10555-1) va gém

nhu sau:
a) kich thuéc danh nghia ctia 6ng thdng, nhu da chon trong 4.3;

b) vi tri clia doan 6ng da danh dau dé co6 thé phat hién bang tia X;
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c) ap luc cang phdéng I6n nhét, tinh bang kilopascal;

d) éap luc cang phong yéu cau dat dudc déi vGi doan béng nong c6 dudng kinh danh nghia, tinh

bang kilopascal.

CHU THICH 2 C6 thé sl dung b8 sung cac don vi hé théng do ludng khac véi nhiing don vi da quy dinh trong

tiéu chuén nay.
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Phu luc A

(quy dinh)

Thi khdng ro ri va hu hong khi bom phéng

A.1 Nguyén tac

Ong théng dugc bom phdng réi xa hoi ra mot s6 1an d& st dung méd phdng in vivo. Ong théng
trong diéu kién cang phéng dudc kiém tra vé ro ri, rach thiing hoic phinh ra.

A.2 Thiét bi, dung cu

A.2.1 Chau nudc, kiém soat nhiét d6 6 (37 + 2) °C.

A.2.2 6ng tiem dé bom hoidc dung cu tuong duang, 1ap v6i mdt phuong tién do ap luc c6 dd
chinh xac 1a 5 % va duy tri 4p luc bom phéng va lap v6i dau néi 16 hinh con ¢c6 dd cén 6 % phu
hop véi ISO 594-1 dé néi véi 6ng thong.

A.3 Cach tién hanh

A.3.1 D& day nudéc vao dung cu bom phéng (A.2.2).

A.3.2 N6i dung cu bom phdéng véi 6ng thong dé th{ réi nhing it nhat toan bd phan béng nong
trong chau nudc (A.2.1) 6 nhiét d6 (37 = 2) °C.

A.3.3 Dé cho 6ng thdng can bang trong 2 phut. Bom cang 6ng thong dén ap luc phéng 16n nhat
[xem 4.5.c)], gilr 4p luc cang phéng trong 20 gidy trudc khi xa hoi. Sau d6 x4 hoi bong nong. Lap

lai quy trinh nay tam lan.

A.3.4 Bom cang béng nong dén ap luc cang phong 16n nhat  1an th(t mudi va chuyén 6ng thong
khdi chau nuédc, duy tri bdng nong & trang thai cang phéng.

A.3.5 Kiém tra toan bd 6ng thdng vé su rd ri, rach thiing, chd phinh ra, chiéu huéng cta vét rach

thang trén bong nong, va néu cd rach thing thi c6 cac manh vad khéng.
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Cha giai

d - dudng kinh bong nong cang phong
l, - chiéu dai hiéu dung clia béng nong
l, - chiéu dai hiéu dung ctia 6ng théng
1 - doan 6ng gia c6

2 - moi noi

3 - can 6ng thong

CHU THICH Hinh vé nay c6 néu ra cac chi dinh kich thudc, nhung su mé ta cac thanh phan chi la so dé.

Hinh A.1 — Tén hiéu cac kich thuéc cla 6ng thong cé6 béng nong

A.4 Bao cao thir nghiém
Bao céo thr nghiém bao gém cac théng tin sau:

a) nhan dang 6ng thong;
b) &p luc cang phéng da s dung, tinh bang kilopascal;
c) 6ng théng c6 xay ra ro ri hay khong;

d) than éng théng hodc phan bong nong cb rach thiing hodc phinh ra, chiéu huéng ctia vét rach

thang trén bong nong hay khong, va néu cé rach thiing thi c6 cac manh vad khéng.
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Phu luc B

(tham kh3o)

Huéng dan chon chat liéu béng nong

Phan bong nong, néu bi hdng trong qua trinh s dung, sé bi rach theo chiéu doc va khéng vd ra
ti'ng manh. Can phai xem xét d& huéng dan trong lua chon chat liéu béng nong va bién phap gil

an toan bong vGi 6ng.
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Phu luc C

(tham kh&o)

Thu muc tai liéu tham khao

[1] 1SO 11070 : 1998 Sterile, single-use intravascular catheter introducers (Gidi thiéu 6ng théng

mach voé tring dung mot 1an).
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