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L&i néi dau

TCVN 6591-3:2008 hoan toan twong dwong véi ISO 8536-3:1999.

TCVN 6591-3:2008 do Tidu ban ky thuat tiéu chudn quéc gia TCVN/TC210/SC2

Trang thiét bj y té bién soan, Téng cuc Tiéu chuan Do lwdng Chéat lwong dé nghi,

B6 Khoa hoc va Céng nghé céng bé.

Bo6 tiéu chuadn TCVN 6591 (ISO 8536) Thiét bj truyén dich dung trong y té,

gbém cac tiéu chuan sau:

TCVN 6591-1:2008 (ISO 8536-1:2006) Phan 1: Chai thdy tinh chra dich

truyén
TCVN 6591-2:2008 (ISO 8536-2:2001) Phan 2: Nut chai chira dich truyén

TCVN 6591-3:2008 (ISO 8536-3:1999) Phan 3: Nap nhom diing cho chai chira
dich truyén

TCVN 6591-4:2008 (ISO 8536-4:2007) Phan 4: Bo day truydn dich ding mot Ian,
dan truyén bang trong luc

TCVN 6591-5:2008 (ISO 8536-5:2004) Phan 5: Bo buret truyén dich ding mot

lan, dan truyén bang trong luc

Bo6 tieu chuan 1SO 8536 Infusion equipment for medical use, con cac phan sau:

Part 6: Freeze drying closures for infusion bottles

Part 7: Caps made of aluminium-plastics combinations for infusion bottles
Part 8: Infusion equipment for use with pressure infusion apparatus

Part 9: Fluid lines for use with pressure infusion equipment

Part 10: Accessories for fluid lines for use with pressure infusion equipment
Part 11: Infusion filters for use with pressure infusion equipment

Part 12: Check valves
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L&i gioi thidu

Vat lieu dwoc st dung |am chai thay tinh chira dich truyén (bao gdm ca nap dan hdi) phu hop voi
vat lieu bao goi chi yéu d& bao quan dich truyén dén khi dwoc st dung. Tuy nhién, trong
tiéu chuan nay, ndp nhdm khong dwoc xem xét nhw vat liéu bao géi chi yéu tiép xuc truc tiép voi

dich truyén.
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Xuat ban lan 1

Thiét bi truyén dich dung trong y té —
Phan 3: Nap nhém dung cho chai chira dich truyén

Infusion equipment for medical use —
Part 3: Aluminium caps for infusion bottles

1 Pham vi ap dung

Tiéu chuan nay quy dinh ndp nhdm dung cho chai thay tinh chira dich truyén, loai phu hop véi
TCVN 6591-1 (ISO 8536-1).

2 Tailidu vién dan

Céc tai liéu vién dan sau day Ia can thiét khi ap dung tiéu chuén nay. Dbi véi cac tai liéu vién dan
ghi ndm céng bd thi ap dung ban dwoc néu. Bbi véi cac tai liéu vién dan khéng ghi ndm céng bd
thi 4p dung ban mé&i nhat, bao gdm ca ban stra ddi (néu co).

TCVN 6591-1 (ISO 8536-1), Thiét bj truyén dich dung trong y t& — Phan 1: Chai thly tinh cha
dich truyén.

TCVN 7294-1:2003 (ISO 2768-1:1989), Dung sai chung — Phan 1: Dung sai ciia cac kich thuéc
dai va kich thwdc goc khéng cé chi dan dung sai riéng.

TCVN 7294-2:2003 (ISO 2768-2:1989), Dung sai chung — Phan 2: Dung sai hinh hoc cua cac
chi tiét khéng c6 chi dan dung sai riéng.

ISO 8872:1988, Aluminium caps for transfusion, infusion and injection bottles — General
requirements and test methods [Nap nhém dung cho chai cha dich truyén va tiém truyén — Yéu

cau chung va phwong phap thi].

3 Kich thwéc va dung sai

3.1 Kich thwéc

Kich thwéc nap dwoc chi ra trong Hinh 1 dén Hinh 3 va nhuw néu trong Bang 1.
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Hinh dang cta ndp dwoc chi ra chi la vi du dién hinh.

Cac thanh phan cta nap giat hai manh gém:

— nép nhdm c6 16 & tam, kiéu A;

— nép nhdom bao vé cé miéng bit dé giat ra hoan toan, kiéu F;

Cac thanh phan cta nap giat ba manh goém:

— ndp nhdm c6 16 & tam, kiéu A;

— dia bao vé E;

— nép nhdm bao vé cé miéng bit dé giat ra hoan toan, kiéu F;

CHU THICH Chiéu rong va s6 cau nbi doi v&i kiéu C va kiéu F dé dam bao do bén du kién.
3.2 Dung sai

Dung sai theo TCVN 7294-1 (ISO 2768-1) va TCVN 7294-2 (ISO 2768-2).

4 Ky hiéu quy wéc
Nap dwoc ky hiéu quy wéc theo mdt, hai hodc ba manh twong ¢ng véi kiéu.

Ky hiéu quy wéc dwoc biéu thi bang tr “ndp”, sé hiéu cla tiéu chuan nay, tiép theo Ia ky tw kiéu

cung v&i s& manh néu nhiéu hon mdét manh, va kich thwéc danh nghia cta nap.

CHU THICH M6t ndp nhom kiéu A cé hai manh, kich thuwéc danh nghia 32 phu hop véi yéu cau ky thuat
cla tiéu chuan nay cé ky hiéu quy wéc nhu sau:

N&p TCVN 6591-3 (ISO 8536-3) - A2 - 32

5 Yéu cau

5.1 Yéu cau chung

5.1.1 Trong diéu kién st dung va déng géi thong thwdng, nap da Iap rap phai dwoc coi la con

nguyén ven cho dén khi dwoc st dung.
5.1.2 Nap phai dap (rng cac yéu ciu cla ISO 8872.

5.2 Lwc yéu cau dé lay miéng bit

5.2.1 Miéng bit ba cau néi (kiéu C)
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Lwc can thiét d& 14y miéng bit ra phai dwoc xac dinh nhw quy dinh trong ISO 8872 va phai trong
pham vi dwa ra & Bang 2.
5.2.2 Miéng bit giat ra hoan toan (kiéu F)
Lwc can thiét d& 14y miéng bit ra hoan toan phai dwoc xac dinh nhw quy dinh trong 1ISO 8872 va phai
trong pham vi dwa ra & Bang 2.
5.2.3 Nap giat ba manh

Lwc ti thiéu can dé& day nap bado vé co miéng bit giat ra dwoc hoan toan (kiéu F) ra khdi ndp co 16
dinh tam (kiéu A) phai 1a 5 N.

6 Bao goéi

Bao goi ndp nhém phai theo yéu cau cua ISO 8872.

7 Ghi nhan

Nap nhém phai dwoc ghi nhan phu hop véi ISO 8872 va cé ky hiéu quy wéc nhw xac dinh trong
Diéu 4.

Bang 1 — Kich thwéc cia nap nhém

Kich thwéc tinh bang milimét

Kich thwéc Kidy ds d, d, h e r
danh nghia +0,1 +0,2 min. +0,3 +0,2
- 0,05
A, C 28,1 12 dén 21 8,6 1
28 Dia E 27,3
F 15 dén 21 1
‘ <e<
A C 32,6 15 dén 21 11,9 0.168 < 6 < 0,242 1
32
bia E 30
F 15 dén 21 1
a Po day phai dugc thda thuan gitra nha san xuét va ngwdi st dung trong pham vi da cho. Chénh léch vé do day
so v&i gia tri danh nghia khéng I&n hon 0,022 mm. Nhirng gi¢i han cwc dai da cho khéng co6 dung sai.
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Kich thwdc tinh bang milimét

0,5 max.

a) Kiéu A — Nap nhém c6 16 & tam b) Kiéu C — Nap nhém c6 miéng bit ba cau néi
Hinh 1 — Nap giat mét manh

Kich thwéc tinh bang milimét

0,5 max.

\
3,105

b) Kiéu F — Nap nhém bao vé c6 miéng bit

a) Kiéu A — Nap nhéom c6 16 & tam
giat ra dwoc hoan toan

CHU DAN
1 L6 xuyén qua dé giat

10
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Hinh 2 — Nap giat hai manh

Kich thwéc tinh bang milimét
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a) Kiéu A — Nap nhém c6 16 & tam b) Kiéu F — Nap nhém bao vé c6 miéng bit

giat ra dwoc hoan toan
CHU DAN
1 L6 xuyén qua dé giat
Hinh 3 — Nap giat ba manh

Bang 2 — Lwc t6i da va téi thiéu dé 1ay miéng bit giat ra dwoc hoan toan (kiéu F)
hodc miéng bit cé ba cau néi (kiéu C)

Lwc tinh bang niuton

Kich thuwée Lwc lam gay cau néi Lwc giat miéng bit ra hoan toan
danh nghia . .
min. max. min. max.
28 10 40 5 25
32 30 60 20 40

CHU THICH Trong trwéng hop cé nhiéu cau néi, sé& du do bén chiu ap lwc, nhwng gidm dwoc lwc lam gay

cho phu hop.
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