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Loi gigi thigu

Gang tay y té 1a mdt trong nhitng san pham dugc st dung phd bién trong y té cling nhu trong nhidu
nganh nghé sdn xuét khac. Gang tay y té hién nay da trd thanh mdt vat dung bao hd phé bién trong
cdng ddng, gitp phong chdng tiép xiic trwe tidp vdi cac héa chét ddc hai, chdng nhiém khudn,... bdo vé
cho strc khde con ngudi. Béi véi nganh y té thi ging tay 1a vat dung cin thiét va bit budc clia céc v,
bac sT khi tiép xtc véi banh nhan, cac dung cu v té trong khi Iam viéc d& tranh 1ay nhiém bénh.

Gang tay duwgc san xuét tir nhidu ngudn nguyén liéu khac nhau, c6 thé tir latex cao su, cao su téng hop
hoéc tir chat déo. Do cac dac tinh khang nwére, tinh cAch dién, tinh déo, tinh dan hdi va than thign voi
méai trwérng nén gang tay dugc lam tir latex caa su thién nhién dwoc st dung véi sb lwong 16n.

Tuy nhién, gang tay san xuét ti latex cao su do ¢6 ham Iwgng protein cao ndn tén tai nhitng nhwoc didm
nhuw:

—  gay dj (rng da khi str dung tiép x(ic véi ngudi ¢ co dja dj ting protein;
— protein bj phan huy cling gay nén mui khd chiu trong qua trinh bdo quan va st dung san phim;
- gang tay dé bj ndm méc do protein trong latex cao su cé kha nang hap thy nwéc cao.

Pé khéc phuc nhing tdn tai trén, hién nay, cdc nha sén xuét ging tay cao su dang huéng téi san xubt
gang tay tir latex cao su chira mét lwgng rat nhd protein con goi 14 “géing tay lam tir latex cao su c6
ham lrgng protein thap”.
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Ging tay kham bénh sir dung mét 1an 1am tiv latex cao su
c6 ham lwgng protein thdp — Quy dinh ki thuat

Single-use medical examination gloves from low protein rubber latex - Specifications

CANH BAO: Nhitng ngwdi siv dung tiéu chudn nay phal ¢6 kinh nghigm 1am vigc trong phodng
thiz nghiém théng thirdrng. Tidu chudn ndy khéng d& cap dén tit ca cac vin a& an toan lién quan khi
stv dung. Ngwdl str dung tiéu chudn phal ¢é tréch lnhl@m thiét 13p cac bién phap an toan va bio v
sirc khoe phi hgp véi cac quy djnh phap ly hién hanh,

1 Pham vi ap dung

Tiéu chudn ndy quy dinh cac yéu cAu ddi véi gang tay latex cao su c6 ham lugng protein thap, dugc
bao géi tiét khudn hodc bao géi khdng tiét khudn, s dung mét 1An ding trong kham bénh va trong
c4c quy trinh chln doan hodc didu trj nhdm bdo vé bénh nhan va ngudi si dung tranh bj
nhiém khudn chéo.

Tiéu chudn ndy cng 4p dung cho gang tay cao su ding & x( Iy cac vt liéu y té nhiém bén va
adng tay c6 bé mat nhdn hodc nham trén toan b hodc mét phan ging tay.

Tiéu chun nay c6 thé dugc siv dung lam tham chiéu di véi cac tinh nang va a4 an toan cla gang tay
¢ao su kham bénh. Tiéu chudn ndy khéng quy dinh céc van dé s dung an toan thich hep cla gang
tay kham bénh va quy trinh tigt khudn véi cac quy trinh xi ly, bao géi va bdo quan tiép theo.

2 Tailigu vién din

Céc tai liéu vién din sau 1a rAt cAn thiét cho viéc dp dung tiéu chudn. Déi véi cac tai lidu vién dan
ghi n&m céng bd thi dp dung ban dugc néu. DS véi céc tai liéu vién ddn khdng ghi ndm cdng bd thi
4p dung phién ban ma&i nhét, bao gdm ca cac stra dbi (néu cb).

TCVN 1592 (ISO 23528), Cao su - Quy trinh chung dé chudn bj va én dinh méu tht cho
phuong phép thir vat ly

TCVN 2229 (IS0 188), Cao su lwu hod hodc nhiét déo - Phép thir gia hda ting tbc va db chiv nhigt

TCVN 4509 (ISO 37), Cao su liru hod hodc nhiét déo — X4éc djnh céc tinh chét gidn dai khi kéo
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TCVN 7391 (ISO 10993) (t4t cé cc phan), Danh gié sinh hoc dbi véi trang thiét b y té

TCVN 7790-1 (ISO 2859-1), Quy trinh Iy mau dé kiém tra djnh tinh — Phén 1: Chuong trinh lay méu
dwgc xéc dinh theo gidi han chét luong chap nhan (AQL) dé kiém tra timg 16

TCVN 10529:2014 (ISO 12243:2003), Gang fay y t& lam tc latex cao su thién nhién - X4c djnh
protein chiét xudt dugc véi nwdc bang phuong phép Lowry céi bién

ASTM D 412 Test method for vulcanized rubber and thermoplastic elastormers — Tension
(Phuong phap thir déi véi cao su luu héa va chét dan hdi nhiét déo - Tinh chét kéo)

ASTM D 5712, Standard test method for analysis of aqueous extractable protein in latex, natural
rubber, and elastometric products using the Modified Lowry method (Phuong phép x4c dfnh protein
chiét xuét dugc voi nwbe trong latex, cao su thién nhién va céc sdn phdm dan hdi st dung
phurong phép Lowry ci bién)

ASTM D 6124 Test method for residual powdsr on medical gloves (Phuong phdp xéc dinh lugng bt
duw trén géing tay y té)

3 Phan loai

Theo dang hoan thién, géng tay dugc phan thanh bdn loai nhw sau:
a) bé mit nham trén mot phan hoic toan bd gang tay.

b) bé mat tron nhan.

¢) b& mit cé phli bét.

CHU THICH 1: Gang tay cé phU bot Ia géng dugc phi bét trong qua trinh san xudt, thudng a dé dé deo
géng hon. Gang tay c6 phi bét c6 gi¢i han bét tdi da I1a 10 mg/dm? gang tay.

d) b mat khdng phi bét.

CHU THICH 2: Gang tay khéng ph bt 12 gang duwec san xuit ma khong dugc phii vat lidu bst. Gang tay
khéng phd bdt cé giéi han dv lwgng bt Ién nhét 14 2,0 mg trén mat gang tay.

CHU THICH 3: Budng bao cb tay cla giing c6 thé duwgc cit hosic c6 dang vanh cudn.

4 Vatligu

Gang tay duwgc ché tao tir bat ky hdn hop latex cao su thién nhién nao cé thé dap (ng cac
yéu clu cla tiéu chudn nay. P& thuan tién cho viéc deo giing, c6 thé st dung bat ky phurong phép
x? Iy bé mét, chét bdi trom, bt hodc Iép pha polyme nao néu phi hop véi bd TCVN 7391 (ISO 10993).
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B4t ky chat mau ndo dugc sl dung phai ddm bao khdng djc hai theo quy dinh hién hanh. Diéu
quan trong 12 cAc hop chét dwge sl dung dé xt Iy bd mat cé thé chuydn hod phai 1a cac hop chét
c6 kha nang hip thy sinh hoc.

Ging tay cung cdp cho ngudi str dung phai dap (ing c4c yéu clu cla cac phan lién quan cla
TCVN 7391 (ISO 10993). Khi ¢6 yéu cAu, nha san xuit phdi cung cdp cho nguéi mua nhitng
di liéu co sdn phi hgp véi céc yéu cdu dé.

5 Liy miu va lwa chon miu thi

5.1 Liy miu

Vé&i muc dich trong tai, gang tay dwoc 14y mAu va dwoc kiém tra theo TCVN 7790-1 (1ISO 2859-1).
Cac mirc kiém tra v cac mivc chét lvgng chdp nhan (AQL) phai phiy, hep véi danh myc céc
chi tidu dwge quy dinh & Bang 1.

Khi khdng xac dinh dwec c& 16 s& coi 16 hang la tir 35 001 dén 150 000 chiéc géng tay.

Bang 1 - Mirc kiém tra va AQL

Chi tidu Mwc kigmtra | AQL
1. Kich thuwée vat ly (rfng, dai, dj day) S-2 40
2. By kin nwéc G-1 2.5
3. Tinh chAt kéo (trwdc va sau khi gid ho4 ting téc) S-2 4,0
4. Ham lrgng protein chiét xuét N=3 _
5. Ham lvgng bt
- Gang tay khdng phd bt N=5 _
- Géng tay ¢6 phi bét N=2 -

5.2 Lwa chon phan mau thoy

Phan miu thir dwoc lAy dé thir nghiém | phan trong 1ng ban tay hodc mu ban tay clia gang.

6 Yéu cdu ky thuat

6.1 Yéu cdu vd ham lwong protein

Géng tay kham bénh st dung mét lan lam t& latex cao su ¢é ham lugng protein thdp phai cé
ham leong protein quy dinh trong Bang 2.
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Bang 2 - Ham lwgng protein

Chi tiéu Mirc Phwong phéap thir
1 2
Ham Iwgng chiét xuét protein, tinh bing pg/dm2, TCVN 10529:2014
khéng Ién hon 100 200 (1SO 12243:2003);
ASTM D 5712

6.2 Kich thwéc

Khi tién hanh do tal cac diém theo Hinh 1, gang phai phil hop véi kich thudc vé chidu réng va
chidu dai clia [dng ban tay theo Bang 3, st dung mirc kiém tra va AQL theo Bang 1.

Sé @o chidu dai ctha gang phai 4 khodng cach ngén nhét gitra ddu ngdh gitra va duong bao cb tay
clia gang.

Sé do chidu dai c6 thé dwgc do bang cach treo ging tay trén mét truc gé thich hop cé ban kinh
d3u mat1a 5 mm.

Chiéu rong phai duoc do tai trung diém gitra géc ngén trd va gdc ngdn céi. Do chidu rong bang céch
dat gang trén mot mat phéng.

D¢ day cla hai I&p ging con nguyén ven dwoc do theo TCVN 1592 (1SO 23528), véi lwc ép
tac ddng 1én chan dé |a 22 kPa + 5 kPa, tai ting vj trf duoc thé hién trén Hinh 1: mot diém do tor
d4u mat ngén tay the hai xubng khodng 13 mm + 3 mm va mét didm ndm & khodng gira long
ban tay. D9 day cla Iép gang don tai tirng didm dwgc ghi nhan bing mét nira sé do d6 day cla hal
I&p gang va phdi phil hep véi kich thude & Bang 3, str dung mrc kidm tra va AQL theo Bang 1.

Néu kiém tra bing méat thwong thly cé cic d6m mdng thl phai thire hién do d6 day I6p don tai
vung d6. Khi do nhu mé ta trong didu nay, dd day tai ving tron nhdn va ving nhdm cla lép don
twong tng khéng dwoc nhé hon 0,08 mm va 0,11 mm.

6.3 D9 kin nwéc

Khi géng dwec kiém tra vé do kin nwérc nhw mé ta trong Phu luc A, c& mau va sb lvong giing khong
phi hep (rd ) cha phép trong méu thir dwge xac dinh theo mire kiém tra va AQL trong Bang 1.
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Bang 3 - Kich thwée va sal sé cho phép

Chidu Elits Chidu dai | D8 day téi
rong rong u dai ;
teong twong | tdithidu | thidu 5‘3{:‘;‘:’;‘;’:‘““‘
Cysb | ngvéi | Cymota | tngvéi (kich | (taivjtritheo | .\ 2ng gitra
co sb cométa | thwéc/, Hinh 1) long ban tay)
(kich {kich Hinh 1)
thwére w, thwéce w,
Hinh 1) Hinh 1) mm mm mm
mm mm
6va Siéu nhd
i <82 (X-S) <80 220
6 % 8315 Nhd(S) | 8010 220
Ving tron Viing tron
7 8945 | Trungbinh | g54 10 230 nhan: 0,08 nhan: 2,00
7% | 95:5 M) ' 230 Ving nh&m: | Ving nhém
8 102+6 230 0,11 2,03
Lon(L) | 110%10
8 % 109+ 6 230
gva Siéu Ién
énhon | 2110 (%-L) > 110 230
Kich thudc tinh bing milimét
[ :
/ )
] —
| 3345 N
Q
____J) ;:ﬂ,‘/-“”
% X
b
—
CHU DAN:
! chidu dai
w  chidu rong

Hinh 1 - Céc vj tri do chidu réng, chidu dai, dd day cia ging

CHU THICH; Béi vé&i cac kich ¢& géng khac nhau, khodng cach 48 mm + 9 rm xac djnh vj trl khodng gitra

long ban tay.
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6.4 Cac tinh chét kéo
6.4.1 Quy djnh chung

Céc tinh chét kéo dwgc xéac dinh theo TCVN 4509 (ISO 37) ho%c ASTM D 412 theo sy théa thuan
gilra cac bén lién quan.

L4y 3 miéng mAu thir hinh qua ta tir mi chiéc gang va l4y gia tr trung binh lam két qua the nghiém.
Miéng mau thir dwgrc lay tir Idng ban tay hodic mu ban tay cia gang.

6.4.2 Tinh chit kéo trwéc khi thir gia héa ting tdc

6.4.2.1 Xac dinh theo phwong phap quy dinh trong TCVN 4509 (ISO 37), dung miéng mau thir
hinh qua ta kiéu 2, lwc kéo dit va d gian dai khi dirt phai phil hop véi cac yéu cau trong Bang 4
hodc do bé&n kéo va do gian dai khi 4t phai phi hep véi cac yéu cu trong Bang 5. St dung mire
kiém tra va AQL theo Béng 1.

6.4.2.2 X4c dinh theo phwong phap quy dinh trong ASTM D 412, khuyén nghj sir dung khuén C,
dd bén kéo va dd gian dai khi dit phai phu hop véi cac yéu clu trong Bang 5. S dyng mirc
kiém tra va AQL theo Bang 1.

Bang 4 - Lic kéo dibt va dd glan dai khi diet clia gang tay

Chi tiéu Yéu ciu
1. Lre kéo drt téi thiéu trwedre khi gia héa tang tée, N 7.0
2. D$ gian dai téi thiéu khi dit trwée khi gia hod tang tée, % 650
3. Lyre kéo dit téi thidu sau khi gia héa ting tée, N 6,0
4. D9 gian dai téi thidu khi dit sau khi gia hda tang téc, % 500

Bang 5 - Do bén kéo va do gidn dai khi dirt cia ging tay

Chi tiéu Yéu ciu
1. D9 bén kéo téi thidu truéc khi gia héa ting téc, MPa 18
2. B§ gian dai tbi thidu khi d@t trwde khi gia hoa ting tée, % 650
3. D6 bdn kéo téi thiéu sau khi gia héa ting téc, MPa 14
4. D9 gian dai tdi thidu khi At sau khi gia hoa tang téc, % 500

6.4.3 Tinh chit kéo sau khi gia héa ting téc

Tién hanh phép thlr gia hoa ting téc theo TCVN 2229 (ISO 188). Mau thir c6 thé dwgc chudn bi
bang cach ct miéng thi tir géng tay da dugc gia héa tai nhiét 44 70 °C + 2 °C trong 168 h + 2 h,
hodc cit miéng thir tir gang tay chwa gia héa va gia hda tai nhiét dd 70 °C + 2 °C trong 168 h + 2 h.

10
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Sau d6 thire hién phép thir kéo theo 6.4.2, Cac két qua phai phi hep véi cac yéu céu trong Bang 4
hofic Bang 5, tly theo yéu cAu cla khach hang, st dung mirc kiém tra va AQL theo Bang 1.

Péi v&i cac géng tay da san xult dwoc 6 thang hodic khéng biét ngay san xudt, khdng phai
tién hanh gia héa va céc tinh chét kéo chi cin phi hep véi cac gia tri “sau khi gid héa ting téc”
trong Bang 4. Giai doan 6 thang b4t ddu tlr ngay sau ngay san xuat ging tay.

6.5 Ham lwong bét

6.5.1 Gang tay khéng ph bét ¢é gi¢i han du lwgng bét I¢n nht 14 2,0 mg trén mét géng tay, dugc
xac dinh theo phuong phap quy dinh trong ASTM D 6124, st¥ dung mtrc kidm tra va AQL theo
Bang 1.

6.5.2 Ging tay c6 pht bt phai ¢6 gidi han bt téi da 1a 10 mg/dm? géng tay, dugc xac dinh theo
phuong phap quy dinh trong 'ASTM D 6124, st dyng mirc kiém tra va AQL theo géng 1.

6.6 Tiét khudn

Néu gang tay dwge tiét khudn, ban ch4t clia quy trinh tiét khudn phdi dwgc trinh bay khi ¢6
yéu chu.

7 Bao g6i

Néu gang tay dugc tiét khuén thi ching dwgc bao géi riéng ré tirng chiéc hodc tirng ddi thanh céc
goi don vi.

8 Ghinhan

8.1 Quy dinh chung

Viéc ghi nhan phai bao gdm vién dan tiéu chuin nay. Ngoai cc tir néu dwéi day, cé thé ding céc
ky higu qubc té phit hgp theo TCVN 6916 (ISO 15223) @8 ghi nhan.

Ngdn ngl sir dung @& ghi nhan phai dugc sy thda thuan gitra cac bén cé lién quan.
8.2 Bao géi don vj
8.2.1 Bao géi tigt khuin

Vé bao cho méi bao géi don vi clia mét chiéc gang riéng ré hodic clia mét ddi gang phai ghi rd cac
théng tin sau:

a) tén hodc nhan hiéu throng mai clia nha san xuét hodc nha cung cép;

b) vatliéu st dung;

11
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c) nhirng tir “NHAM” hodc “TRON NHAN", “CO PHU BOT* hodic *KHONG PHU BOT" hodc nhiing
tlr c6 ham y nhw vay dé& chi dang hoan thién thich hep clia géng tay;

d) kich c&;

e) trong treng hop ging da duge x( Iy bing vét liéu bot phil 18n bé mét thi phai ¢ canh bao ham ¥
réng bt phtl trén bé mat cAn dwoc 14y ra mt cach vo khudn trudie khi sir dung;

f) s616 nhan dang cta nha san xuét;

g) nhieng tir “NGAY SAN XUAT" hodic nhirng tir c6 ham y nhw véy, va ndm béng bdn chir sé va
thang san xuét;

h) nhi¢ng tir "VO KHUAN - TRU' KHI BAO GOI NAY DA Bl MO HOAC B] RACH HONG™;
i} nhirng tir "SU DUNG MQT LAN" hodc nhi¥ng tir c6 ham ¥ nhw vay;

) nitng tir "GANG TAY KHAM BENH";

K) ham legng protein chiét xuat ctia gang tay.

8.2.2 Bao g6l khong tiét khudn

Bao g6i phai dwgc ghi ré nhw sau:

a) tén ho3c nhan hiéu thvong mai clia nha san xu4t hodc nha cung cép;

b) vat liéu st dung;

¢) nhirng tir “NHAM” hodic “TRON NHAN", “CO PHU BOT” ho3c *KHONG PHU BQT" hodc nhirng
{tr ¢6 ham v nhw vay dé chi dang hodn thién thich hop cda gang tay;

d) kich c&;

e) s6 16 nhan dang clia nha san xuét;

f) nhing tir "SU DUNG MQT LAN" hodc nhirng tir c6 ham y nhw vay;
g) nhing tir "“KHONG TIET KHUAN";

h) nhirng tir “GANG TAY KHAM BENH";

i) nhirng tir “NGAY SAN XUAT" hodc nhirng ti cd ham y nhir vay, va nim béng bbn chl sé va

thang san xut.

i) Ham lrgng protein chiét xuat cia géng tay.

8.3 Bao gdi nhidu don vj

Bao géi nhidu don vj 1a mét bao géi bao gdm sé lwgng cdc bao géi don v x&c dinh trwde cta cac
gang cung kich thudc, dé thuan tién cho van chuyén va bdo quén dwoc an toan. Bao géi nhidu
don vj phai ghi nhan theo 8.2.1 hodc 8.2.2, véi sb lweng ging gan chinh xac va thém huéng din
bdo quan.

12
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Phu luc A

(quy dinh)

Thir nghiém d kin nwéc

A1 Thiét bj, dung cy

A.1.1 Ong gé réng hinh try, c6 dwdng kinh bén ngoa téi thidu 14 60 mm va chidu dai da dé gitr
gang, véi géing c6 thé chira dwec khoang 1 000 cm?® nwée. Vi du dwge néu trén Hinh A1

CHU THICH: Nen st dung &ng g4 rdng hinh try trong suét.

Kich thwéc tinh bing milimét

400

L U Y

e e

40

$50
|
|
|
|
360

CHU DAN:
1 Céi méc
2 Ong hinh try
3 Dudng vach trén bé mit bén trong clia thanh éng

Hinh A.1 - Ong g4 rdng hinh try

13
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A.1.2  Gia treo, dugc thiét ké dé gilr ging & vi tri thang ding khi @8 nwéc vao. Vi du duge néu
trong Hinh A.2.

Hinh A.2 - Gi4 treo

A.1.3 Ong dong hinh try chia vach, dung tich it nhét 14 1 000 cm® hodic dung cu dong khac
c6 thé dong 1 000 cm® méi Ian.

A.2 Cach tién hanh

Kep ging vao éng ga réng hinh try bing mdt dung cu thich hep, vi du mét vong hinh chir O,
sao ¢ho gang khong chém qua 40 mm trén dng ga.

D& 1 000 cm? £ 50 cm? nwdrc, c6 nhidt d¢ téi da 36 °C, vao éng g4 réng. Lau nwéc bj bin 1én mit
ngodi gang tay. Néu nwéc khong dang 1én dén trong pham vi 40 mm ké tir dwdng bao cé tay cla
g&ng, thi nang gang Ién d& dam bao ring todn bd gang durgc kiém tra, bao gdm ¢ phan 40 mm tir
dwdng bao cb tay clia gang. Ghi lai ngay hign tweng rd ri bt ky. Néu g&ng khéng bi rd ri ngay, thi
quan sat 1an thr hai sy rd ri trong khodng thoi gian tir 2 min d&n 4 min sau khi 46 nwéc vao gang.
B6 qua sy rd 1 trong pham vi 40 mm k& tir dudng bao ¢b tay clia gang. C6 thé dung nuéc mau dé
dé& quan sat.

14
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Thw muc tai ligu tham khao

[11  TCVN 6343-1:2007 (SO 11193-1:2002) Gang tay khdm bénh st dung mét 1dn - Phén 1:
Yéu cdu ky thuét déi véi gdng lam tir latex cao su hodc cao su hda tan

[2)  TCVN 11527:2016 Latex cao su thién nhién cé dic c6 ham legng protein thAp - Yéu céu
ky thudt va phuwong phép thu

[3] ISO 11193-1:2020 Single-use medical examination gloves ~ Part 1. Specification for gloves
made from rubber latex or rubber solution (Gang tay khém bénh str dung mét 1dn - Phén 1:
Yéu cau ky thuét déi véi ging Iam tir latex cao su hodc cao su hoa tan)

[4] ASTM D 3578-19 Standard Specification for Rubber Examination Gloves (Yéu cau ky thuat
ddi v6i gang tay cao su khém bénh)
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