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TCVN 6343-1 : 2007

Lai néi dau
TCVN 6343-1:2007 (ISO 11193-1:2002) va TCVN £343-2:2007 (1SO 11139-2:2006)

thay the TCVN 6343:1998 (ISO 11193:1994).

TCVN §343-1:2007 hoan toan tuong ducng voi ISO 11 103-1:2002, Stra ddi 1 : 2007 va
Ban dinh chinh k7 thuat 1 : 2005.

TCVN 6343-1:2007 do Tiéu Ban kj thuat Tiéu chuan TCVN/TC45/SC4 Géng tay y &
bién soan, Téng Cuc Tiéu chudn Do Iudng Chat lugng dé nghi, BS Khoa hoc va Cong
nghé céng bd.

B tigu chudn TCVN 6343 (ISO 11193) vdi tén chung la "Gang kham bénh s dung
mél Ian", gém cac phan sau:
~ Phan 1- Yau ciu ki thuat d6i v&i gang lam tir latex cao su hogic cao su hoa tan;

~ Phan 2: Yéu cau ky thuat déi vai gang lam tu poly(vinyl clorua).



ml\i QUGG GIA TCVN 6343-1 : 2007
|
1/ Xuat ban 1an 1

n gkham bénh s(f dung mét 1an -
?115"1 Yéu cau ky thuat déi véi gang Iam tir latex cao su hoac

o su hoa tan

use medical examination gloves -
ocification for gloves made from rubber latex or rubber solution

w‘e.
witt: SP

{ Pham vi ap dung

y dinh cac yéu cau ky thuat cho gang tay cac su vo khudn bao goi kin hoac

juchudn nay qu
s(r dung trong cac qua trinh kham va chan doan hoac diéu tri

4ng loai 18t chua vo khudn dudc
tranh lay truyén bénh gilfa bénh nhan va ngudi i sif dung. Tiéu ¢hudn nay clng

W, nham bao vé
{& da nhiém ban va gang cé bé mat

w0 gom ¢ loai gang cac su dung d& cam nadm cac mau vat y

ghnhin hodc cb bé mat nham trén mot phan hodc toan bd gang.

Buchuan nay quy dinh tinh nang va dé an toan cho gang cao su knam bénh. Cac van dé vé

didung an toan thich hop clia gang kham bénh va qui trinh khif khudn vdi cac quy trinh xU ly, bao

¢lvabdo quan tiép theo d&u khang thudc pham vi cda tiéu chudn nay.

? Tai ligu vién dan
B tai ligu vién dan sau la rat can thigt cho viéc ap dung tiéu chuan. B&i véi cac tai lidu vién dan
findm cong b thi ap dung ban dugc néu. Dai vdi céc tai liéu vién dan khdng ghi nam cbng bd

lisp dung phién ban méi nhat, bao gém ca cac sira déi (néu co).

IGYN 1592 - 2007 (ISO 23529 : 2004) Cao su ~ Qui trinh chung d& chudn bi va didu hoa mau thir
ho phuong phap thir vat 1y,

ICVN 2229 : 2007 (ISO 188 ; 1998) Cao su luu hod hogc nhiét déo — Phép thif gia hoa nhanh va
% chiu nhigt.

YN 4509 (ISO 37) Cao su Iuu hoa hodc nhigt déo — Xac dinh cac tinh chat gian dai khi kéo.

I e - 2
VN 5516:2001 (1SO 15223 :2000) Thiét bi y t& — Ky hiéu s dung trén nhan va y nghfa ky hiéu,



TCVN 7391 (ISO 10993) (tat ca cac phan) Danh gia sinh hoc ddi vdi trang thigt biy tg

ISO 2859-1:1999 Sampling procedures for inspection by attributes — Pary 1- Sampli
indexed by acceptance quality limit (AQL) for lot-by-lot inspection [Qui trinh lay mgun;
thuge tinh — Phan 1: K& hoach 18y méu bidu thi bing gidi han chat lugng chdp nhay

Kiém tra timg 18).

3 Phan loai
3.1 Quy dinh chung

Gang tay dugc phan loai theo loai vat liéu va dang hoan thién nhu trong 3.2 va 3.3:

3.2 Theo loai vat liéu
Bugc chia thanh hai loai:
- loai 1: gang tay dugc lam chi yéu tir latex cao su thién nhién;

- loai 2: gang tay dugc lam chl yéu tif latex cao su nitril, latex cao su polycloropren,
cao su styren-butadien, nhi tuong cao su styren-butadien hodc dung dich nhya
dan héi.

3.3 Theo dang hoan thién

Bugc chia thanh bén dang hoan thién:

a) bé mat nham trén maét phan hoic toan bd ging:

b) bé mat tran nhan:

c) bé mat ¢cd bot,

d) bé mat khéng cd bét.

CHU THICH 1 Thang thuang dé thuan tién cho viéc deo gang, giing tay cd pha bot la gang de
nhu mét cong doan clia qua trinh sdn xuat. Gang tay khong dugc phii bot la gang dugc san xudt

duge phi vat liéu bét. Khdng cd bét cing duge xem nhu "khdng bot" hodc "khéng phi bol™ hod
khac ¢é ham y nhuf vay.

CHU THICH 2 K&t thie ¢ tay clia gang cb thé bi cal hoac cé dang vanh cudn.
4 Vatliéu

Gang dugc ché lao tif hdn hgp cao su thién nhién hodc cao su nitril hoac late
polycloropren, hodc hén hgp cao su styren-butadien, hodc dung dich nhua nhiét déo dan



aht tueng cao su styren-butadien Dé thuan tién cho viéc deo gang, ¢o thé phi bat ky
4

,a}l)" pé mat, bai tran, bot hodc polyme phi hdp vai TCVN 7391 (1SO 10993).
o mau dugc olf dung déu phai ddm bao khong dge. Dac bigt luu ¥ 1a cac hop chat sif dung
4 0
pwbé mat 1a chat cd kha nang chuy8n hoa & dang hap thu sinh hoc.
f :
tay Cung cap cho n
10993)- Khi co y&u cau, nha s

gudi st dung phai phu hgp véi cac phan lien quan cia TCVN 7391
An xuit phai cung cap cho ngudi mua nhimg du ligu c6 san phu
44 cAc y&u clu do.

ﬂﬂTHICH 1 Nhimg vét liéu polyme thich hgp khac ¢6 thé co trong cac phan sau cia TCVN 6343 (1ISO 11 193).

qTHicH 2 Sau mét thai gian st dung, néu cd mot s8 ngudi bi
oai gang cé cong thire khac.

di ing ddi vai mot oai hén hop cao su

alidinh thi cén

WTH{CH 3 Gidi han protein chiét dugc, prolein gay di ing, du lugng hoa chat, ngi doc & va bat con du
ging ¢ thé dugc quy dinh trong cac phan sau ciia TCVN 6343 (ISO 11193), tuy thudc vao cac phuong

\nif cha cac tigu chudn lién quan

i
§ Liy miu va lya chon mau thit

§f Liy mau

fimuc dich tham khao, gang dugc 18y mau va dugc kiém tra theo ISO 2859-1. Cac mitc kiém tra
4dhc mifc chat lugng chap nhan (AQL) phai phd hop v&i danh muc cac chi tiéu dugc quy dinh d
Eing 1.

fikhang xac dinh dugc cd 16 s& coi 18 hang 1a tir 35 001 dén 150 000.

Bang 1 - Mirc kiém tra va AQL

Chi tiéu Murc kigm tra AQL
fhthuae vat ly {rong, dai, dé day) S-2 4,0
Y kin nugc G-1 2.5

llc kéo dut va do gian dai khi dint (trudc va
# khi gia hoa nhanh)

s-2 4,0

i2 Chon mau thir

i l&y mau thir, thudng |y trong 1dng ban tay hodc mu ban tay cda gang.



TCVN 6343-1 : 2007
6 Yéu cau k¥ thuat

6.1 Kich thudc

Khi tién hanh do tai cac diém theo Hinh 1, gdng phai phi hgp voi kich thutc vé chigy g
chidu dai clia Iong-ban tay theo Bang 2, st dung miec kiém tra va AQL theo Bang 1. ’

CHU DAN
I chiéu dai
w  chiéu rong

Hinh 1 - Céc vi tri do chidu réng va chiéu dai



Bang 2 - Kich thudc va sai s& cho phép

= ki B | | Chiéuréng | Chisu dai | DG day t3i thidu 1 g day t6i da
(kich thudc pha hop. t8i thigu (tai vj tri theo | (tai vi tri

& | wHinh1) | C8métd | véicdmd | (kich thudc Hinh 2) khoang gia

[+ L ta (kich 1, Hinh 1) long ban tay)
thuwdc w,
Hinh 1)
mm P mm mm mm

/—.— . g s
gV <82 Sisuhio <80 220
gdhan (X-8)
e | 835 Nho(S) | 80%10 220
,?_t— 89+5 Trung binh 95 + 10 230 Ving tron nhan: | Vung tron nhan
/—*’—'_“'95 e (M) 530 0,08 2,00
i = = ~—1 Viing nham: 0,11 | Ving nham: 2,03

3 102 +6 3
[ B VT Y -
w2 109 + 6
i i THS‘" 1én
v igu
ficn > 110 I (%-L) > 110 230

§ do chiéu dai clia gang la khodng cach ngén nhét gilfa dau ngon gilfa va phan két thuc cla
@ gang.

) THICH S6 do chidu dai c¢6 thd dudc do biing cach 16ng gang vao khuén do hinh tru c6 ban kinh dau
gitlas mm.

fidu rong duge do tai didm gilta clia cudi ngén trd va cudi ngdn cai. Do chiéu réng bang cach dat
gng trén mat mat phang.

(héu day clia hai 1dp gang con nguyén ven dugc do theo TCVN 1592 (ISC 23529), vai lyc ép tac
g trén chan dé 1a 22 kPa = 5 kPa, tai tUng vi tri & trén Hinh 2: mét diém do tir ddu mat ngén tay
hihai xusng khoang 13 mm + 3 mm va mét diém ndm & khodng giifa long ban tay. Chiéu day cla
nitlép gang lai timg diém dugc ghi nhan bing mot nira s& do chiéu day cla hai Idp gang va phai
hithgp vi kich thude & Bang 2, sif dung mitc kiém tra va AQL theo Bang 1.

€ kigm tra bang mat thudng thdy cé cac d6m mdng thi s& 1ién hanh do chidu day mét 18p tai
g d6. Khi do nhu mé ta trong @iéu nay, chidu day tai viing tron nh&n va viing nham cia méi 1gp
i hege khang dudc nho hon 0,08 mm va 0,11 mm.

HI THICH Chigu day phan két thuc cda c§ gang duge do pha hap vai TCVN 1592 (ISO 23529), 18t nhat 14
bng Vot qua 2,50 mm.



TCVN 6343-1 : 2007

Kich thuag yinp blng

CHU THICH Déi vbi cac kich cd gang khac nhau, khodng cach 48 mm + 9 mm xac dinh & vi ri khodng
long ban tay.

Hinh 2 - Cac vi tri do chiéu day

6.2 DO kin nudc

Khi gang dudc kidm tra vé do kin nudc nhy mé ta trong Phu lyc A, kich cd mau va so gang
phi hap (su ra ri) trong miu thir duge xéc dinh theo mife kiém tra va AQL trong Bang 1.



kéo

(i
quy dinh N9
duge xac dinh theo TCVN 4509 (ISO 37), ldy 3 miéng méu thif hinh qua ta kiu 2 U

gind va |8y gia tri trung binh lam két qua thix nghiém. Miéng mau thlr duge 13y tr long
’Mac mu ban tay cla gang.
Lo kéO dut va d& gian dai khi dat trude khi thir gia hoa nhanh
g dinn theo phudng phap quy dinh trong TCVN 4509 (ISO 37), ding miéng mau thit hinh
(a2, 10 kéo At v 86 gian dai khi ait phii phi hop véi cic yeu céu trong Bang 3, sif

ol kigm tra va AQL theo Bang 1.

Bang 3 - Céc chi tiéu kéo

Yéu cau
Chi tiéu
Gang loai 1 Gang loai 2
it 161 thidu trudc khi gia hoad nhanh, N 70 7.0
fndai 161 thidu khi dit truée khi gia hoa nhanh, % 650 500
foti 161 thi€u sau khi gia hoa ahanh, N 6.0 7.0
indai 81 thidu khi &t sau khi gia hoa nhanh, % 500 400

Lyc kéo dirt va dé gian dai khi dut sau khi gia hod nhanh

tnh phép thif gia hoa nhanh theo TCVN 2229 (ISO 188). Sau khi cit miéng mau thif tir g&ng
iditgc dé & nhiét do 70 °C + 2 °C trong 168 h + 2 h, gia tri clia lyc kéo dit va do gian dai khi
%iphi hap véi yéu cdu trong Bang 3, s dung mdc kiém tra va AQL theo Bang 1.

e khuan

fing tay dugc khit khudn, ban chatl cla qua trinh khir khudn phai dugc trinh bay khi ¢é
fu,

10 goi

ing tay dugc khir khudn thi chiing dugc déng bao riéng ré tiing chiéc ho#c ting déi theo don



TCVN 6343-1 : 2007
8 Ghinhan

8.1 Quy dinh chung

Vigc ghi nhan phai gém ca viéc vién dan ti tidu chudn nay. Co thé dung cac ky hiey g
g s : 3
hop theo TCVN 6916 (ISO 15223) dé ghi nhan.

Ngén ngit sit dung a& ghi nhan phai dugc sy déng y gilfa cac bén c6 lién quan.
8.2 Bao goi don vi

8.21 Bao goi khif khuin

V4 bao cho m&i bao géi don vi clia mot chigc gang riéng ré hodc clia mot ddi gang phii duge
rd nhu sau:

a) tén hodc nhan hiéu thudng mai clia nha san xudt hodic nha cung cap;

b

vat ligu s dung;

nhifng tif "NHAM® hoac “TRON NHAN', "CO PHU BOT" hodc "KHONG PHU BOT" hojc
tir cé ham § nhu vay d& chi dang hoan thign thich hgp clia gang tay;

c

d) kich co;

=]

trong trudng hop gang da duge xf ly bing vat liéu bot phi lén bé mat thi phai co mdt 3 cd
bao ham y rang bot phl trén bé mat can duge 1dy ra mét cach vo khuan trudc khi st dung;

e

f) 616 nhan dang cda nha san xuat;

nhitng tif “NGAY SAN XUAT" hodic nhiing tif ¢ ham ¥ nhu vay, va nam bang bon chir s

g

thang san xuat;

nhitng tit "VO KHUAN - TRU KHI BAO GOI NAY DA B| M3 HOAC RACH HONG";

Z

i) nhing tir “SU DUNG MOT LAN" hoc nhiing tir ¢6 ham ¥ nhu vay;
i) nhiing tr "GANG TAY KHAM BENH";

K

<=

nhimg tif “San pham dugc san xudt tir latex cao su thién nhién cé thé gay phan Ung d
heac nhitng tif ¢ ham y nhu vay déi véi nhiing gang tay loai 1.

8.2.2 Bao géi khaﬁg khir khuan

Bao gdi phai dugc ghi rd nhu sau:

a) 1én hodc nhan hiéu thuong mai clia nha san xudl hoic nha cung cip;

b) wvatligu sir dung;

12



ot “NHAM" hodc “TRON NHAN", "CO PHU BOT" hodc "KHONG PHU BOT" hosc nhiing

” ham ¥ nhu vay dé chi dang hoan thién thich hgp cla gang tay,

h @

gionhan dang cla nha san xuat;

~5U DUNG MOT LAN" hosc nhiing tif c6 ham ¥ nhu vay;

’jng it

ying “KHONG KHU KHUAN";
jimg 1 "GANG TAY KHAM BENH";

iing tif "NGAY SAN XUAT" hogc nhimng tif c6 ham y nhif vay, va ném béng bén chil s6 va
‘ngsén xudt;

g tir "San phdm dugc san xudt tr latex cao su thién nhién cé thé gay di dng” hodc nhimng
6 ham ¥ nhu vay déi v6i nhiing géing tay loai 1.

gao goi nhiéu don vi

i nhiéu don vi 1a mdt bao géi bao gém s lugng cac bao géi don vi xac dinh trudc clia cac
cling kich thuéc, d& thuan tién cho van chuyén va bdo quan dugc an toan. Bao goéi nhidu don
i ghi nhan theo cac diéu 8.2.1 hosc 8.2.2, vdi s& lugng géng gan chinh xac va thém hudng

%o quan.
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Phu luc A

(quy dinh)

Thir nghiém dé kin nudc

A1 Dungcu

A1 Gia d3 réng hinh try, co dudng kinh bén ngoai ti thidu 12 60 mm va chidu 4y g
gang, vdi gang cb thé chita dudc khoang 1 000 cm’ nudc. Thi du dugc néu trén Hinh A 1, ‘

CHU THICH Gia dd réng hinh tru trong sudt thi rdt thuan tién.

Kich thudc tinh bing

CHU DAN

1 Caimébc

2 Ong hinh try

3 Budng vach trén bé mat bén trong cla thanh dng

Hinh A.1 - Gia dg



gia treo, dudS thist k& d& gilr gang & vi tri thing ditng khi d8 nudc vao. Thi du dude néu
a1

)
g HOP A2.

L L
&S &

443 Ong dong hinh tru chia vach, dung tich it nhat la 1 000 cm?® hoac dung cu dong khac cé

# dong 1 000 cm® mai 1an.

A2 Céch tién hanh

Kep géing vao gia dd réng hinh tru b&ng mot dung cu thich hop: thi du mét vong hinh chu O, sao
o gang khéng bi md réng 18n hon 40 mm so vdi gia dd.

81000 cm® + 50 cm® nudc, co nhiét do t6i da 36 °C, vao dung cu dong. P& nudc dé vao trong
ging sao cho nutc khang bi ban ra ngoai. Néu nudc khang dang lén dén trong khodng 40 mm ké
U phdn ket thuc cila o8 gang, thi nang gang |én dé dm bao réing toan b gang dudc kiém tra, bao
gm ca phén 40 mm 1 phin két thic cla cd gang. Ghi lai hién tugng rd ri ngay khi no xuét hién.
Neu gang khéng bi ro i ngay, thi quan sét 1an thir hai su ro ri trong khoang 2 phat dén 4 phit sau
i 8 nudc vao gang. Khang dé ¥ dén hién tugng 1o ri trong khoang 40 mm ké tir phan két thic

tia c§ gang. Co thé diing nudc mau dé tién quan sat.




