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Lo néi diu
TCVN 13415-1:2021 hoan todn twong duwong véi BS EN 455-1:2020;

TCVN 13415-1:2021 do Vién Trang thiét bj va Céng trinh y té bién
soan, B Y t& @& nghi, Téng cyc Tiéu chudn Do lwéng Chat luvong
thdm djnh, Bo Khoa hoc va Céng nghé cong bb.

Bd tiéu chudn TCVN 13415 (BS EN 455) Gang tay y té st dung mét

fan, gdm cac tiéu chudn sau:

- TCVN 13415-1:2021 (BS EN 455-1:2020), Phén 1: Yéu cdu va
thir nghiém khéng c6 16 thing;

~ TCVN 13415-2:2021 (BS EN 455-2:2015), Phén 2: Yéu céu va
the nghiém tinh chét vat ly;

- TCVN 13415-3:2021 (BS EN 455-3:2015), Phén 3: Yéu céu va
thtr nghiém dénh gid sinh hoc;

— TCVN 13415-4:2021 (BS EN 455-4:2009), Phédn 4: Yéu cau va
thi» nghiém xdc djnh han sty dyung.
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Ging tay y té str dung mét 1an -
Phén 1: Yéu ciu va thir nghiém khong c6 16 thiing

Medical gloves for single use -

Part 1: Requirements and testing for freedom from holes

1 Pham vi ap dung

Tiéu chudn ndy quy dinh cac yéu clu va phuong phap thir nghiém ging tay y t& s& dung mét 1An
nhdm xéc dinh khéng ¢6 I8 thiing.

2 Tailiéu vién dan

Khéng c6 tai liéu tham khdo trong tiéu chuin nay.

3 Thuét ngir va dinh nghia

Trong tiéu chun nay, ap dung céc thuat ngr va dinh nghia sau:

31

Gang tay y té sir dyng mét lan (medical gloves for single use)

Gang tay st dung trong Iinh virc y té dé bao vé bénh nhan va nguwei diing khdi 1ay nhiém chéo, dwgc
thiét ké st dung cho mdt c& nhan trong mét can thiép duy nhat

CHU THICH: Gang tay y t& ghi nhan s& dung mét 14n 14 thiét bi y té st dung mot 14n theo quy dinh thiét bj y t&
(MDR). Thiét bj y té s dung mot Ian c6 nghia Ia thiét bj dy dinh s dung cho mdt ngudi trong mot can thigp
duy nhét.

3.2
L& thang (hole)

L&i clia g&ng tay cho phép lot nuée

4 Yéuchu

Giang tay y té st dyng mét 1&n phai khéng bj thling khi thr nghiém theo Pidu 5.
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5 Thir nghiém d¢ kin nwéc dé phat hién 16 thing

5.1 Thir nghi¢m trong tai

Dit thang dirng mét &ng rét c6 kich thwére phit hyp @& vira véi géng tay 1am sao cho 6ng va géng tay
¢6 thé chira duge 1000 ml nwée. Néu do sy gidn dai cla ging tay, 1000 ml khéng l4p ddy hoan toan
gang tay thi phai thye hién cac bién phap dam bdo ring tat ca cac bd phan cla géng tay déu dwoc
ther nghiém. Moi quy trinh diéu chinh-phai khong anh hudng dén kha nang phat hién 16 thiing.

CHU THICH 1: VI dy, co thé kep gang tay d& han ché déng nwéc chdy mét cach tudn ty cho dén khi tat ca cac
bd phan clia gang tay d4 dwoc thir nghiém trong khodng theri gian yéu cAu.

CHU THICH 2: Kich thwéc d& xuht clia éng rét nuwée dugc thé hién trong Hinh 1.

Gén gang tay vao éng rét bng cach chum vang bit gang tay qua du éng ti da 40 mm va cb dinh né

biing cac phwong tién thich hgp @& cé dwoc sy bit kin nwéc ma khéng lam hong gédng tay (xem
Hinh 1).

Thém (1000 £ 50) mi nwéc & nhiét d (15 dén 35) °C vao dau hé clia éng rét va cho nudc di ty do
vao ging tay d& dam bao phan phéi déu vao tirng ngén tay. Mat phin Iwgng nuwéc cé thé van cén lai
trong éng rét tly thudc vao gang tay thir nghiém.

Ngay Iap tirc kiém tra ngay géng tay bing mét thwong dé phat hién ré ri nwdc. Lap lai viéc kiém tra
sau khodng thdi gian tir 2 min d@én 3 min. R i trong pham vi 40 mm ctia vong bit la khéng lién quan.

5.2 Thir nghiém thwéng quy

Thir nghiém thuéng quy cb thé 1a thir nghiém d6 kin nwéc d mé ta trong 5.1 hodc 1a mét thir nghiém
khéc dugc xéc thyre dyra trén thl nghiém nay.

6 Ldy miu, mirc do kiém tra va AQL

M&i 16 phai dwgc 1dy mau théng ké theo cac bang chudn hda AQL ding cho cac phwong an 14y mau
don &, ap dung kiém tra chung mirc dd | nhung s dung kich ¢& mau téi thidu va cac sé chdp nhan
Nlogi bd twong tng v6i ma kich ¢& mau L. Khi thr nghiém theo phurong phdp mé ta trong 5.1 cho
myc dich chirng nhan, mirc tuan thd yéu ciu khdng cé 18 thiing phai 3 AQL 0,65 d6i véi gang tay
phiu thuat va AQL 1,5 abi v6i gang tay tham kham.

CHU THICH 1: C6 thé tim thay vf du vé cac bang chudn héa AQL trong ISO 2859-1 va ANSI/ASQ Z1.4.

CHU THICH 2: kich c& mau téi thiéu teong dwong mé kich c& mau L ddm bao thu duge danh gia ddy dbi vé
chét lwgng clia 16 khi kich c& 16 nhd hodc chua biét.

7 Bao cao thir nghiém

Béo c4o thlr nghiém phai bao gém it nhat cac théng tin sau:

~  vién dén tiéu chuln nay;

- loai g&ng tay va ma 16 san xuat;
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- tén va dja chi clia nha sdn xuét hodc nha phan phdi va phong thir nghiém, néu khac;
~ ngay thir nghiém dwgc thyrc hién;
- két qua thir nghiém (kich c& 16, kich c& mau, sb lvgng géng tay khéng phli hop)
Kich thiréc tinh bing milimeét
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CHU DAN:
1. vodng bit clia gang tay 2, thiét bj khéa
3. du duéi clia bng rot a. gang tay chim I&n dng rét

Hinh 1 - Thir nghiém kin nwéc - éng rét
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Phu luc A

(tham khao)

Chi din vé sy lién quan gitva Tidu chuin nay va quy dinh (EU) yéu ciu chung vé
an toan va tinh nang 2017/745 [OJ L117]

Tiéu chudn nay da duoc chuln bj dé hé try cac yéu cu chung v& an toan va tinh nang tuong tng va
cung cap mét phwong tién tw nguyén tun thd quy dinh (EU) 2017/745 ngay 5 thang 4 ndm 2017 lién
quan dén thiét bj y té [OJ L 117), goi 14 quy dinh vé thiét bj y t& (MDR).

Tiéu chudn nay thich hgp cho cac myc dich danh gid sw phit hop. Céc phwong phéap khéc cling c6
thé.

CHU THICH 1: Hién tai, d6i véi tidu chuan nay, khéng c&n cé yéu cau chuén héa nao bdi Hoi ddng EU. Do d6,
cé thé khdng cn dua Phy lyc ZA cung cAp nhan dinh v& sy phi hop véi quy dinh MDR vao tiéu chudn nay.
Thay vao d6, Phy lyc nay dugc dwa vao it nhét a dé cung cip Bang A.1 tvong dwong véi Bang ZA. 1 clia Phy
luc ZA & ca céu tric va ndi dung.

CHU THICH 2: Chinh s&ch xac dinh nguy co c6 thé chdp nhan dugc clia nha san xuét phai tuan thi cac yéu
cdu chung vé an toan va tinh néng 1, 2, 3, 4,5, 8, 9, 10, 11, 14, 16, 17, 18, 19, 20, 21 va 22 clia quy dinh 6.
CHU THICH 3: Khi yéu cAu chung vé& an toan va tinh nang khong xuét hién trong Bang A.1, c6 nghfa 1a né
khéng dugc dé cap bdi tiéu chuén nay.
Bang A.1 - Sy twong (ng gita Tiéu chudn nay va Phy luc |
cta Quy dijnh (EU) 2017/745 [OJ L 117]

Quy dinh (EU) 2017/745 Didu cila Tiu Nhan xétghi chi
yéu ciu chung v& an toan chudn nay
va tinh ndng
Chuong 1, Phén 1 4,6 Thiét ké an toan v& muc @9 tinh néng cao dat

dugc béing cach xac dinh céc gidi han AQL
clia th& nghiém khéng 16 thiing

Chwong 1, Ph&n 4 (a) 46 Thiét ké va san xuét an toan théng qua cac
gi¢i han AQL cla thir nghiém khéng 16 thiing
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Thw muc tai ligu tham khao

[1] I1SO 2859-1, Sampling procedures for inspection by attributes - Part 1. Sampling schemes
indexed by acceptance quality limit (AQL) for lot-by-lot inspection (Quy trinh Iay méu dé kiém tra
theo céc thuc tinh - Phan 1: Cac ké hoach Idy mau duwge chi muc béi giéi han chét itong chdp
nhéan dugc (AQL) ding cho viéc kiém tra timg 16)

121 ANSVASQ Z1.4, Sampling procedures and tables for inspection by attributes (Quy trinh ldy mau
va céc bang kiém tra theo thudc tinh).




	13415-1_2021_001
	13415-1_2021_002
	13415-1_2021_003
	13415-1_2021_004
	13415-1_2021_005
	13415-1_2021_006
	13415-1_2021_007
	13415-1_2021_008

