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Declaration of quarity standard of products and goods

s6: 05.l8/CBTC-Phamle

Doanh nghiQp (Manufacturer): C6ng ty TNHH TH[.roNG MAt xuAT NHAp KHAg pHAM LE

Dia chi (Address):3sglL4Trbn Binh Trgng, phudng L, eu6n 10, TpHcM

DiQn thoqi (Tel No): (84-28) 39382968 Fax: (84-28) 393829G8

E-mail :phalimex@gmail.com

cOrve ed
(We hereby declare)

Ti6u chudn (The stondard No):TcvN 6j43-L:2017 (tso 11193-L:2002)

Ap dgng cho sin phdm, hing h6a (For the articles):

TGn sin phdm
(Name of product)

- cAruc TAY cAo sU NITRILE Y Tf
(Gdng toy cdo su Nitrile khdm b€nh sir

dung mlt tdn)

Chilng tdi cam kdt s6n phdm cria Phqm LO phU hgp vdi cdc tieu chudn tr6n vd chiu
tr6ch nhiem trudc phdp luqt vi kh6ch hdng vb cam k6t niy.

(we commit that our products are in conformity with the above standards, and will
be responsible to the law and customers for decloration)

Tp.Hb Chi Minh, ngiy 3 th6ng 05 ndm 2018
Dqi diQn doanh nghiQp (t6n, chr?c vg)

Kri md hiQu sin phdm
(Model and Serial number)
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Single-use medical examination gloves -
Part'l: Specification for gloves made from rubber latex or rubber solution
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Ldi noi ddu

:VN 6343-1'Zoe7 (tSO 11193-1 :2002) vA TCVN 6343-2:2007 (lSO 11139-2:2006)

thay thd TcvN 6343:1998 (lSO 11193:1994).

TCVN 6343-1 :2007 hoin toan tudng dr.rctng v6i lso 11193-1 :2002, S(?a ddi 1 : 2007 vir

BAn ttinh chinh kV thu?t 1 : 2005.

TCVN 6343-1 :2OQ7 do Tidu Ban k! thuQt Ti6u chudn TCVN/TC4s/SC4 Gdng tay y t6

bi6n soan, Tdng Cuc Ti6u chudn Do lddng Chdt lugng dd nghi, BQ Khoa hoc vA C6ng

nghg c6ng bd.

BQ ti6u chudn TCVN 6343 (lSO 11193) v6i t6n chung ld"Gdng kh1m bQnh s(rdqng

rn6t ldn", gdm c6c Phdn sau:

phdn 1: y€u cdu k'! thuat ddi v6i ging lirm tit latex cao su hoSc cao su hoA tan;

Phdn 2: Y6u cdu k! thuQt deii v6i gdng lirm tit poly(vinyl clorua).
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Xudt bAn ldn 1

Ging kh6m bQnh sr? Agng mQt liin -
Phdn 1: YOu cau ki thuft ddi v6i ging lim ttr latex cao su hofc
cao su hoi tan

Sing/e-use medical examination gloves -
Paft 1: Specification for gloves made from rubber latex or rubber solution

1 Phqm vi 5p dt1ng

Ti6u chudn ndy quy dinh c6c ydu cdu k! thuQt cho gSng tay cao su vO khudn bao g6i kin ho6c

gdng lo?i rdi chua v6 khudn dugc sfi dung trong c6c qu6 trinh kh6m vir chdn do6n hodc didu tri

b€nh, nhim bAo vQ tr6nh liy truydn b6nh giila b6nh nhin vi nguoi s(r dr,rng. Ti6u chudn niy cOng

bao gdm cA loai ging cao su dDng tld cdm nim c6c m5u v6t y td dE nhiSm bdn vi ging c6 bd m{t

tron nhSn ho{c c6 bd mdt nh6m tr€n m6t phdn hodc toirn b6 g5ng.

i,^,tTi6uchudnniyquycIinht[nhn5ngvid6antoinchog6ngcaosukh6mb€nh'C6cvdnddvd
s& dung an toin thich hop c0a ging kh6m bQnh vir qui trinh kh& khudn v6i c6c quy trinh xfi ly, bao
_Z|-.:L2.-..1_l:{ptheoddukh6ngthuQcph?mvic0ati6uchudnndy.gor va Dao quan u€

t Tii ligu viQn din

C6c tdi liQu viQn d5n sau li rdt cdn thidt cho vi6c 6p dr,rng ti€u chudn. Ddi v6i c6rc tii ligu viQn d6n

ghi ndm cOng bd thi Ap dqrng b6n duoc n€u. Ddi v6i c6c tdi lieu vien d5n kh6ng ghi nim c6ng bd

thi 5p dr.rng phi6n bAn m6i nhdt, bao gdm ci c6c s&a Adi lndu c6;.

TCVN 1592:2007 (lSO 23529.: ZAAQ Cao su - Qui trinh chung dd chudn bi vir didu hoi m5u tht?

cho phudng phep th0 vqt lf .

TCVN 2229:2007 (lSO 188: 1998) Cao su ltru ho6 hodc nhi6t d6o - Ph6p th(rgiir ho6 nhanh vi
d0 chiu nhiQt.

TCVN 4509 (lSO 37) Cao su luu ho6 hoic nhiQt d6o - X6c dinh c6c tfnh chdt giSn dii khi k6o.

TCVN 6916:2001 (lSO 15223 :2OOO) Thi6t b! y td - Kf hieu s0 dung tr€n nhdn vir f nghTa kV hieu.
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TCVN 7391 (tSO 10993) (tdt ce c5c phdn) O6nh gi6 sinh hgc ttdi v6itrang thiSt biv t€.

ISO 2g5g-1:199g Sampling procedures for inspection by attributes - Part 1: Sampling schemes

indexed by acceptance quality limit (AQL) for lot-by-lot inspection [Qui trinh ldy m5u cld ki6m tra

thugc tinh - 
phdn 1: Kd hoach ta'y mdu bidu thi bing gi6i han cha't lugng chdp nhAn (AoL) dd

kidm tra trrng 16l.

3 Phin loqi

3.1 Quy dinh chung

Ging tay dUoc ph6n loqi theo loai vqt li6u vA dang hoin thiQn nhrt trong 3.2 vA 3.3:

I Theo loqi vit liQu

Drlgc chia thinh hai loqi:

loqi 1: g6ng tay drJQc lim chfi ydu tu latex cao su thi6n nhi6n;

loai 2: gdng tay duoc ldm ch0 ydu trj latex cao su nitril, latex cao su polycloropren, dung dich

cao su styren-butadien, nhfi tddng cao su styren-butadien hoic dung dich nh{a nhi6t d6o

din hdi.

3.i Theo d?ng hoin thiQn

Drlgc chia thinh bdn dang hoin thi6n:

a) bd m6t nhdrm tr6n mot phdn hofc toin b6 ging;

bC m{t tron nhSn;

c) bd mdt c6 b6t;

d) bd mlt kh6ns c6 bQt.

CHU TH|CH 1 Th6ng thudng Od thuan ti€n cho vi6c deo glng, glng tay c6 phfr bQt li gdng tluqc ph& bQt

nhu mQt c6ng doqn cfia quA trinh sln xudt. Gang tay kh6ng dUdc phrl b6t li gtng drlgc sin xudt mi kh0ng

dugc phg vft liQu b6t. Kh6ng c6 bQt cung dLtgc xem nhu "kh6ng bQt" ho{c 'kh6ng phrl bqt" ho{c nhthg tU

kh6c c6 hdm f nhu vQY.

CHtl TH|CH 2 Kdt thgc cd tay cga g6ng c6 thd bi c{t hofc c6 dqng vinh cuQn.

4 Vit liQu

Ging dUqc: chd t?o trr h6n hgp cao su thi€n nhi6n hoic cao su nitril hodc latex cao su

polycloropren, hoSc h6n hgp cao su styren-butadien, hoic dung dich nhua nhi6t d6o dAn hdi, ho?c
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h6n hqp nh0 tudng cao su styren-butadien. Od tnugn ti6n cho vi€c deo geng, c6 thd ph1 bdt k9
chdt xr? lf bd mdt, b6i tron, b6t hodc potyme ph0 hgp v6i rcVN 7391 (tso 10993).

Moi ch6t mau dddc s0 dung ddu ph6i dam bio kh6ng dQc. Dac bigt tuu f ta c6c hpp chdt sr? oung
dd xfi lf bd mdt la ch6't c6 khi ning chuydn hoa 6 ogng hdp thu sinh hoc.

Gdng tay cung cdp cho nguoi sfr dung ph6i phD hop v6i c6c phdn li6n quan crla TCVN 7391
(lSO 10993). Khi c6 y6u cdu, nhA sAn xudt phii cung cdp cho ngucri mua nh0ng dir ti6u c6 s5n phr)

hgp v6i c6c ydu cdu d6.

cHU THICH 1 Nhfrng vit li€u polyme thich hop kh6c c6 thd c6 trong c6c phdn sau c0a TCVN 6343 (tso 11193).

CHtl THICH 2 Sau m6t thoi gian s0 dung, ndu c6 m6t sd ngr.tdi bi di ung ddi vdi m6t loai h6n hop cao su
nhdt dinh thi cdn loai ging c6 c6ng thrlc kh6c.

CHU THICH 3 Gi6i han protein chidt duoc, protein gay di rlng, du ludng hoa chdt, n6i d6c td vir b6t cdn du
trong gdng c6 thd dugc quy dinh trong c6c phdn sau cOa TCVN 6343 (lSO 11193), tu!,thudc vdo c6c phuong
ph6p thrl c0a cdc ti6u chudn li6n quan.

5 Liy miu va lga chgn miu thfr

5.1 Li'y miu

V6i muc dich tham kh6o, ging duoc ldy m5u vi duoc kidm tra theo ISO 2859-1. G6c mt?c kidm tra

YA c5c mrlc chdt lugng chdp nh6n (AOL) phii phir hgp v6i danh muc c6c chi ti6u dupc quy dinh 6
BAng 1.

Khi kh6ng x6c dinh duoc cd 16 s6 coi 16 hAng la tU35 001 ddn 1S0 000.

Bing 1 - Mfrc kiCm tra vir AQL

5.2 Ghgn miu thir

Khi le'y mdu th0, thudng l6'y trong tong bin tay hoic mu bdn tay ctla geng.

:i
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*:chi tieu Mri,b kidm tra AQL

Kfch thtldc vAt lf (r6ng, diri, d6 diry) s-2 4,0

O6 kin nu6c G-1 2,5

Luc k6o drlt vir dO giSn dai khi drlt (tru6c vd

sau khi gii ho6 nhanh)
s-2 4,0
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6 YOu cdu kl thu?t

6.1 Kich thu6c

Khi ti6n hirnh cto t?i c6c didm theo Hinh 1, geng phai phir hdp v6i kich thu6c vd chi6u r6ng va

chi6u dii cga ldng bin tay theo BAng 2, s& dung mfc kidm tra vd AQL theo BAng 1'

CHU DAN

I chidu dii
w chidu rQng

\
c

I

14

HI

,7

,rf
I

Hinh I - C5c v! tri do chiiu rQng vi chiiu dii



Bing 2 - Kich thu6c vi sai sd cho ph6p

cd sd

Ghiiu rQng
(kich thu6c
w, Hinh 1)

mm

Gd m6 tl
Ghiiu rQng

phfr hgp
v6i cd mO
ti (kich
thrt6c w,
Hinh 1)

mm

Ghiiu dii
tdittriCu

(kich thudc
I, Hinh 1)

mm

DQ diy tdittriCu
(tqi vi trf theo

Hinh 2)

mm

DQ diy tdi da
(tqi v! trl

kholng gitla
l6ng bin tay)

mm

6 vir
nh6 hon

<82 Si6u nh6
(x-s) <80 220

VDng tr.on nh5n:
0,08

Ving nh6m: 0,11

Ving tron nhSn:
2,OO

Vtng nhAm: 2,03

6 ttz 83+5 Nh6 (s) 80r10 220

7 89r5 Trung binh
(M)

95t10 230

7 ttz 95r5 230

I 102 t 6
Ldn (L) 110 + 10

230

8 1tz 10916 230

9vi
l6n hon

> 110
Si6u l6n

(X-L) > 110 230

l
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Sd do chidu dii c{ra gang lir kho6ng c6ch ngSn nndt giffa ddu ng6n gilta vA phdn kdt thuc c0a

cd gdng.

CHIJ TH|CH Sd do chidu dii c6 thd dudc cto bing c6ch ldng ging vdo khu6n do hinh trg c6 b6n kfnh tldu

m0t li 5 mm.

Chidu r6ng dugc do tgi didm giila c0a cudi ng6n tr6 va cudi ng6n c6i. Do chidu rQng bing c6ch dflt

gdng tr6n mQt mdt ph8ng.

Chidu diy c0a hai l6p gdng con nguy6n ven dudc do theo TCVN 1592 (lSO 23529), v6i lqrc 6p t6c

d6ng tr6n ch6n dd ld 22 kPa t 5 kPa, tai titng vi tri 0 tr€n Hinh 2: mgt didm do tu ddu m0t ng6n tay

thrl hai xudng khoing 13 mm t 3 mm vA mgt Ctidm nim 6 fnoAng giita long bin tay. Chidu dAy cfra

mQt l6p gdng tqi tung cfidm dugc ghi nhQn bing mQt nfra sd Cto chidu diry cOa hai l6p ging vi phAi

phir hgp v6i kich thu6c 6 BAng 2, s0 dung mfc kidm tra vi AQL theo BAng 1.

Ndu kidm tra bing m5t thudng thdy c6 c5c ddm m6ng thi sE tiSn hinh do chidu diy mQt l6p tqi

vtrng d6. Khi do nhu m6 tA trong didu nAy, chi6u dAy tgi ving tron nhSn vA virng nh6m c0a m5i l6p

ldn lugt kh6ng duoc nh6 hon 0,08 mm vi 0,11 mm.

CHU THICH Chidu diry phdn kdt thric c0a cd geng atuoc clo phtr hop v6i TCVN 1592 (lSO 23529), tdt nhdt la

kh6ng vugt qua 2,50 mm,
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Kich thudc tinh blng milim6t

CHU TH|CH Ddi v6i c6c kich cd gdng kh6c nhau, khoing c6ch 48 mm t 9 mm xAc tlinh 6 vi tri khoing giira

ldng bin tay.

Hinh 2 - Gic v! tri do chiiu diy

6.2 De kin nu6c

Khi g6ng dLrgc kidm tra vd dQ kin nu6c nhu m6 tA trong Phr,r lr,rc A, kich cd m5u vd sd ging kh6ng

phi hgp (sg rO ri; trong miu th& duoc x6c dinh theo mr?c kidm tra vA AQL trong BAng 1.

T
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6.3 D9 bin k6o

6.3.1 Quy dinh chung

DQ bdn k6o dugc x6c dinh theo TCVN 45Og (lSO 37), ldy 3 mi6ng m6u th{t hinh qui tq kidu 2 tu
i,mor cnrec gang va

bAn tay ho{c mu bAn taY c0a gdng.

6.3.2 Lgc k6o dtit vi d9 giin dai khi drit trrr6c khi th& gii ho6 nhanh

Khi x6c dinh theo phLfdng phdrp quy dinh trong TCVi.i 4509 (iSO 37), dring midng m5u'ihfi hinh

quA ta kidu 2, lgc k6o dfft vi dQ giSn dai khi clfrt ph6i phir hqp v6i c6c y6u cdu trong BAng 3, s&

dung mrSc kidm tra vir AQL theo B6ng 1.

BAng 3 - c5c chi tieu k6o

6.3.3 Lqrc k6o drit vi dQ gi6n dii khi drit sau khi gidr ho5 nhanh

Tidn hirnh phep thfi gid hoa nhanh theo TCVN 2229 (lSO 188). Sau khi cit midng m6u thfi tit g6ng

ay d6 dLfgc dd 6 nhi€t d0 70 oC x 2 0C trong 168 h t 2 h, gi5 tri c0a h*rc keo dft vi dQ gi6n dAi khi

ctfi phii pht hgp v6i y6u cdu trong BAng 3, sr} dung mrlc kidm tra vd AQL theo BAng 1.

6.4 Khff khudn

N6u ging tay dudc khr? khudn, bAn chdt c0a qu6 trinh khfi khudn phAi drroc trinh bAy khi c6

y6u cdu.

7 Bao goi

Ndu gdng tay duoc kh& khudn thi ch0ng dugc d6ng bao ri6ng rE trJng chidc ho?c trrng d6i theo don

vi tOi.

chi tieu
YOu cdu

Ging logi 1 Ging loqi 2

Lr,fc keo drlt tOi thidu tru6c khi gii ho6 nhanh, N 7,0 7,0

Dq gidn dai tdi thidu khi d0t trrrdc khi giA ho6 nhanh, % 650 500

Lgc k6o dfit tdi thidu sau khi gin hoA nhanh, N 6,0 7,0

D6 giSn dai tdi thidu khi dr?t sau khi gid ho6 nhanh, % 500 400

11



I Ghi nh5n

8,1 Quy dinh chung

ViQc ghi nhdn phii gdm cA vi6c vi6n d6n t6i ti6u chudn nay. C6 thd ding c5c kV hiqu qudc td phir

hop theo TCVN 6916 (lSO 15223) dd ghi nhdn.

NgOn ngt sfi dr;ng cfd ghi nhSn phii drfQc su ddng 9 giira c5c b6n c6 li6n quan'

8.2 Bao g6i don vi

8.2.1 Bao g6i kh& khudn

V6 bao cho m5i bao g6i don vi c0a m6t chidc ging ri6ng rE hoic c0a m6t d6i ging phAi ttrJQc ghi

16 nhu sau:

!. t6n hofc nhSn hiQu thuong mai c&a nhi s6n xudt hoec nhi cung cdp;

b) v?t liQu s0 dung;

c) nhirng tu "NHAM', hoic "TRoN NHAN", "cO pnO BOr" hoac "KHONG PHO B0T" ho5c nhong

trJ c6 ham f nhu vay dd chi dang hoirn thiQn thich hgp c0a gdng tay;

d) kich c6;

e) trong trudng hQp g6ng da duqc x0 ly bang vat liQu bQt phfr l€n bd mflt thi phai c6 mQt to canh

. 
b6o hirm V ring b6t phfr tr6n bd mflt cdn drrgc ldy ra mQt c6ch v6 khudn tru6c khi sfi dvng;

f) sd 16 nhen dang c[ra nhA sin xudt;

g) nh1ng tir "NGAy SAf.f XUAT" hodc nh0ng trl c6 hdm f nhu v6y, vir nim bing bdn ch0 sd vir

th6ng s6n xudt;

h) nhirng tU "VO KHUAN - TRU KHI BAO GOI NAY DA Bl rr1d gOAC RACH H6NG";

i) nhirng tU "S[t DUNG UQf lAru" hofc nhilng tit c6 him f nhU vQy;

j) nh&rrg tu "GANG TAY KHAM BeNH";

k) nhirng tu .,sAn phdm dugc sAn xudt tu tatex cao su thi€n nhi€n c6 thd g6y ph6n 6ng di (tng"

hoic nhitng tu c6 hirm I nhu'v?y ddi v6i nhitng gdng tay loai 1'

8.2.2 Bao g6i kh6ng kh& khudn

Bao g6i phAi dtJQc ghi 16 nhu sau:

a) t6n hodc nhSn hi6u thudng mgi c&a nhi s6n xudt hoec nha cung cdp;

b) vgt liQu sfi dqng;
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c) nhirng tu "NHAM" hofc "TRON NHAN", "co PHO B0T" ho{c "KHONG PHO BOT' hodc nhlrng

tu c6 hAm f nhu v?y dd chi dang hoAn thi,Qn thich hop c0a g5ng tay;

d) kich c6;

e) s6 16 nhQn dqng cOa nhd sAn xudt;

0 nhirng tU "Sl:f DUNG tvtot UAtt" ho{c nhirng tu c6 him f nhu vAy;

g) nhilng tu "KHONG xHtJ xnuAru";

h) nhflng tu "GANG TAY KHAM BENH";

i) nh0ng tU'NGAY SAnr XUAT" hoic nh0ng ttJ c6 hirm f nhu v?y, vi n6m bing bdn chir sd vd

thAng sin xudt;

j) nh0ng tU "SAn phdm duoc sAn xudt t|t latex cao su thi6n nhi€n c6 thd qiay Oi 0ng" ho6c nhftng

tu c6 hdm f nhu vey ddi v6i nh0ng g6ng tay loqi 1.

8.3 Bao g6i nhiiu don v!

Bao g6i nhidu don vi lA mQt bao g6i bao gdm sd luong c6c bao g6i ilon vi x6c dinh tru6c crlra c6c

ging ctng kich thu6c, dd thugn tiQn cho vQn chuydn vir b6o qu6n duoc an toin. Bao g6i nhidu don

vi phii ghi nhdn theo c6c didu 8.2.1 ho{c 8.2.2, v6i sd lugng g6ng gdn chinh x6c vA th€m hU6ng

ddn bAo quAn.

13



TCVN 6343-'8 : 2007

Phg lr,rc A

(quy dinh)

Thr? nghiem dQ kin nu6c

A.1 Drpng cg

A.1.1 Gi'n d6 rSng hinh trrp, c6 dudng kinh b€n ngoAi tdi tnidu lir 60 mm vA chidu dei d0 dd giir

geng, v6i gdng c6 thd chrla duoc kho6ng 1 000 cm3 nu6c. Thf dr; duoc n€u tr6n Hinh A.1.

CHU THICH Gia dd r6ng hinh tru trong sudt tni rdt thuan tien.

Kich thrJ6c tfnh bing milimEt

oo
-J

CHU DAN

1 C6i m6c
2 6ng hinh trq
3 Dudng vqch tr6n bd mdt b€n trong cOa thirnh €ing

/ \
\

<>.*

14

Hinh A.1 - cia da
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A.1.2 Gi6 treo, dugc thidt kd dd gi0 ging 6 vi tri th8ng dr?ng khi dd nudc vao. inr du duoc n€u

trong Hinh A.2.

Hinh A.2 - Gi6 treo

A.i.3 dng dong hinh trg chia v3ch, dung t(ch ft nhdt la 1 000 cm3 ho6c dung cu dong kh6c c6

thd dong 1 000 cm' m6i ldn.

A.2 C6ch tidn hirnh

Kep ging viro gi6 dd rSng hinh tru bing mQt dr;ng cu thich hqp: thi dy m6t vdng hinh ch0 O, sao

cho gdng kh6ng bi md rQng l6n hon 40 mm so v6i gi6 d6'

Od 1 OOO cmt + 50 cm3 nr/6c, c6 nhi€t dQ tdi da 36 0C, vao dr,rng cr,r dong. Dd nr.t6c d6 viro trong

g6ng sao cho nU6c kh6ng bi b5n ra ngoAi. Ndu nu6c kh6ng ding l6n ddn trong khoing 40 mm kd

tU phdn kdt th0c c0a cd gang, thi nAng ging l6n ad Oim b6o ring toAn bg gdng duoc kidm tra, bao

gdm cA phdn 40 mm tU phdn kdt th0c c0a cd gdng. Ghi lqi hien tugng rd ri ngay khi n6 xudt hign.

Ndu ging kh6ng bi ro ri ngay, thi quan s6rt ldn thrl hai sU ro ri trong kho6ng 2 ph0t ddn 4 ph0t sau

khi dd nrr6c vdo geng. KhOng dd y Odn hiQn tupng rd ri trong kho3ng 40 mm Xd tU phdn kdt thric

c0a cd gang. C6 thd dirng nu6c miu dd ti6n quan s6t.


