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rr0u cnuAN co so TCCS 04:2020/TIIACO

LOI NOI DAU

Ti6u chuAn ch6t lugng san ph6m sO TCCS
04:2020/THACO do Phdng Quin ly ch6t
lusng, CO\G TY TNHH OEr UaY XUAT
KHAU THANH CONG xdy dpg vd giii ban

l,quy€n s0 hiru c6ng nghiQp t10i v6i ban ti6u
chu6n. cONc rY TNHH DET MAY xuAT
KHAU THANH CONC tuyOn c6ng b6'$an
hdnh vd rip dgng trong sin xu6t, kinh doanh san
ph6m: KHAU TRANG Y TE theo Quy6t'dinh
s6 300/qD-THACO/TCCS nsay CBl0612020
cria Gidm d6c c6ng ty. -..
Bin Ti6u chudn ndy c6 th€ dugc xem x6t, sria
d6i, b6"sung OC Oam b6o tfnh thUc ti6n st dpng
vd phi hq'p vdi c6c quy tlfnh cria phdp luflt hiQn -

hanh./.

t.i.'
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i ''j
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TITU CHUAN CO SO TCCS 04:2020/TIIACO

1. Phpm vi 6p dgng
.tTi€u chuAn ndy quy dinh c5c y6u c6u vC chdt luqng, vQ sinh an todn, bao g6i,

ghi nhdn, ki6m nghiQm, b6o qudn, vfln chuy6n dugc 6p dpng cho sin phdm: KHAU
TRANG Y TE. Chring logi: VI[9500. MA s6n ph6m: 4 LAYER 5 LAYER, Miu
sic: Xanh, trilng, xim, hiog, den vi miu khic, ldm ty vii khdng dQt, sri dSng I lan.
Do CONG TY TNHH DET MAY XUAT KHAU THANH CONG sin xudt vd phdn

. i,
pnor.

2. Tni liQu viQn dfin
- Lu4t Ti6u chu6n vd Quy chu6n k! thuflt ngity 291612006;

- Luflt ChAt luo. ng s6n phAm hdng h6a ngity 2lllll2007
Nghi dinh sd I2712O07INE-CP ngdy 01/812007.cria Chinh pht quy itinh chi

ti6t thi hdnh mQt sO OiCu cira Luflt Ti6u chudn vd Quy chuAn k! thuQt;

- Nghi dinh I32I2008AID-CP ngdy 3lll2l2}08 cria Chinh phri quy ttinh chi tii5t

thi hdnh mQt sd di6u cira Luflt Ch6t lugng sin ph6m hdng h6a;

- Nghi tlinh sO 89/2006ND-CP ngdy 30/812006 cria Chiirh phri v€ nh6n hdng
hoa:

- Nghi dinh sd 36l20l6lND-CP ngdy 15 th6ng 5 nim 2016 clira Chinh phri vA
i;,quan ly trang thi6t bi y t6. 

,:

- Th6ng tu 2112007/TT-BKHCN ngdy 28lgl2007iieta Bb trueng B0 Khoa hsc
vd COng nghQ vC viQc Hu6ng d5n x6y dpg vit6p dung ti6ii ctrugli 

.',

- Th6ng tu sd })I2}}7ITT-BKHCN, ngey 06l4l2007cria BQ khoa hgc vd c6ng
nghe, hu6ng d6n thi hdnh mQt sO AiA., cria Nghf tlinh sd 89/20064{D-CP, ngiy
301812006 c0a Chinh phu v€ nhdn h?ng hori;

- TC\rN l: 1995 mdu trinh bdy Ti€u chu6n ViQt Nam; ,l,

- TC\rN 8389-1 :2010 KhAu trang y te - Phan 1: Kh6u trang y tti th6ng thucrng.

- TC\rN $89-2:2010 KhAu trang y t6 - PhAn 2: KhAu trangy 6 phdng nhi6m
khuAn;

I/ - TC\rN 7312:2A$ Phuong tiQn ci nhdn b6o vQ ccr quan hO hdp - Khdu trang
/,4

co tdm loc bui:

- TCVN 3154:1979 Phuong tiQn b6o vQ c6 nh6n - phuqng ph6p xdc dinh thi
trucrng (trudng nhin).

3. Thuqt ngii, tlinh nghia

,3.1. Trang.thiist bi ytiS ld c6c lo4i.thii5t b!, dgng cU, v4t liQu, v4t tu clry ghdp,
thu6c thu vd ch6t hiQu chudn in vitro, phdn m6m (software) dugc sri dpng ri6ng 16 hay
phOi hqpwdi nhau theo chi dlnh ctra chri s& hiru trang thi6t bi y tti dC phUc vU cho con
nguoi nhdm mQt holc nhi6u mpc dich sau ddy:

a) ChAn do6n, ngdn ngira, theo d6i, di6u trf vd ldm gi6m nhe bQnh tflt hoac bir <tip

t6n thuong. ch6n thuong;

b) Ki€m tra, thay th6, dieu chinh hoic h6 trg gi6i phSu vi qu6 trinh sinh ly;

c) H5 trg hoflc duy tri sg s6ng;

d) KiCm so6t sg thu thai;



TIEU CHUAN CO SO TCCS 04:2020/THACO

d) Khft khuAn trang thiist bi y t6,,bao g6m ci h6a ch6t sri dpng trong quy trinh x6t
nghiQm;

e) Van chuy6n chuy6n dpng ho{c sti dUng phuc vU cho ho4t dQng y ti5;

. g) Cung c6p th6ng tin cho viQc chtin {o6n, theo ddi, eti6u tri th6ng qua biQn phrlp
kitim tra c6c mdu vQt c6 ngudn g6c ttr co th6 con ngudi

. 3.2..Trang thiitt bi y ttl chAn dorin in vitro (In vitro diagnostic melical device)
gdm thu6c thir, ch6t hiQu chuAn, vat HCu ki€m so5t, dpng cp, m6y, thiist bi hoac he
th6ng dugc sri dpng ri6ng rE hoflc ki5t hqp theo chi dinh cfia chri sd hiru dC phgc vp cho
viQc ki€m tra circ mdu v{t c6 ngudn g6c tir co th6 con ngudi.

3.3. Php kiQn ln mQt sin phAm dugc chri s& hiru trang thi.st bi y t6 chi ilinh dirng
cho muc dich cp thi5 cung v6i mQt thi6t bi y t6 cg th6 nhim tao di6u kiQn hoac t 5 ttq
thi6t bi d6 sri dpng dring vdi mpc dfch dU dinh cria n6.

4. YGu cAu kf thu$t
4.1. Quy tllnh chung

- Kh6u trangkh6ng dugc gay diimg cho nguoi deo;

- BC mat khAu trang ph6i sqch se, kh6ng con dAu chi xo vii vi khdng c6 l6i
ngoqi quan; 

i.

- Nguy6n liQu tir v6i m6m kh6ng dQt q6ng nghQ 2S,ho[c vii SMS;
/' ,':- ' '' " : ':

- DAy deo duoc may chlc chdn tpi b6n g6c cira kh6ir,trang; ,'

: - C5c mdp khAu trang phii 6m khit mpt nguli deo. ' ,' -.,.., .,:"'
. 4.2. Cfru firtc

- Lop 1, 16p vii kh6ng dQt thoii mrii vd tho6ng khi;

- Lop 2,16p gia cO bong tdng cudng dQ lqc bqi vd hqt,,
'- Lop 3, l6p vii lqc SMS tdng cudng tlQ lqc bUi vd hat

- Lop 4,tdngcudng h5 trq khring khudn

- l6p 5, lop vii khdng dqt tho6i m6i vd tho6ng khi

- D6y deo.

4.3. Nguydn vQt liQu

Lcrp vii:.sri dpng v6i kh6ng dQt kh6ng hrit nu6c, tlinh luqng l4{m2-40g1^''
miru s6c: xanh, tr[ng, x6m, h6ng, den ho{c mdu kh6c.

- Lop vi lgc th6u khf kh6ng th6m nufc.
- Thanh nep mti: bing nhga ho{c kim lopi d6 ui5n, rli6u chinh, tric dpng k-ep khit

-{hAu trang tr€n s6ng mfii.

- DAy deo: ding loai dfly c6 tinh ildn h6i.

4.4. YAu chu ngogi quan

C6c chi tiOu cim quan d6i v6i s6n ph6m dugc quy dinh nhu sau:

.T.&iiruhflififl6&r:#

I Thdn khAu trang y t6 Chi6u rQng 95mm
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(mdu trdng, xdm, hdng,
xanh, den) ChiAu ddi l75mm

2 Thanh ngp mfii
Chi6u rQng 90mm

Chi6u ddi 2.0-5.Omm

aJ Ddy deo
Chi6u rQng 145mm

Chi6u ddi 2.0-5.Omm

4 Dung sai cho ph6p c6c chi ti6u +10 0h

4.5. YAu cdu chfu twrytg chrt yiu

,ffi ffii
I

HiQu su6t lqc d6i v6i suong d6u 6 ctr6 etO

th6i khi 30l/min, %, kh6ng nh6 hon
90 TC\rN 8389-1:2010

2
Trd lyc ho h6p (DP), o chti dO th6i khi 30
L/min mm H20, khdng l6n hcrn

9 TCVN 8389-1:2010

3 ',6 TCVN 8389-l:2010

4 fhdi luqng, g, kh6ng l6n hon I0 -,, TC\rN 8389-l:2010

4.6. Cric chi ti\u kim togi ndng trong vdi kh6ng dQt

a!

T

1 HdLm luo. ng Arsen (As) mgikg 0,17 TC\rN 8389-l:2010

2 Hdm lusng Chi (Pb) mg/kg 1,00 TC\AI 8389-1:2010

1
J Hdm lu-o. ng Thty Ngdn (Hg) mg/kg 0,12 TCT N 8389-l:2010

4 Hdm luqng Antimon (Sb) mg/kg 0,10 TCVN 8389-l:2010

5 Hdm lugng Cadimi (Cd) mglkg 0,10 TCVN 8389-l:2010

5. Tinh nlng vir ftng dgng:

- Tinh ning: Kh6ng sqi thty tinh; Kh6ng eily di ung; Can lpc khi th& rat*ilp;
^ a. ,

c6ng sudt loc cao, khring khudn.

Ung dung: BQnh viQn, phdng kh6m,.trung tdm y tti, tr4m y t6; Phdng kh6m
thAm m!; M6i trudng c6ng nghiQp; phdng ch6ng dich bQnh; srl dpng ch6ng bpi, ch6ng

n6ng, chdng tia UV.

6. Cdng dgng/lVluc tlich/chi tlinh sft dgng:

gung di5 ng[n ngira bui co hgc vd trr chi5 bii5n kho6ng san bao g6m than d6,

quAng sit,uA silicaho{c b6ng bQt vd mQt s6 ch6t khric.

7. Hufng dfln sfr dUnB:

.VQ sinh tay spch se, xoay thau trang dring chiAu, khAu trang c6 hai m{t, deo

mpt trdng vdo trong mpt c6 mdu s5c kh6c ndm 0 phia ngodi. D{t pe.p mfli l6n tr6n. Deo

4
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ffiTi,'frr?,";[T;T#n#:iilfl-:i3J;l,H1s6t 
mni' miQng vd k6o kh6u trang

Sl : K** kh*u tr*ng
sang ? b$n

B?: Se* d*y quni

quatai

8. D6i tugng sfr dgng:

B6c s!, nhdn vi6n y t6, chuy€n gia ch6ng dQc, k! thuflt vi6n thAm m!, cdc cd
nh6n.

9. Cinh b6o thfln trgng:
9.l.Nguoi deo tru6c ti6n phii dugc hu6n luyQn c6ch sri dgng phir hqp vd ki6m tra sU

phu hqp tru6c khi sri dqng mflt n4 ndy.

9.2.Kh6ng sri dpng mdt n4 ndy khi n6ng t10 ch6t gdy 6 nhi6m ngay lAp tuc nguy hi6m
:.

d6n tinh m?ng hoflc stic khoe. ,i.., ... .- . , .:.,
:'

9.3.Rdi khoi khu vuc ngay lflp tric n6u: ': ',, 
.' ,,',,_ 
.

a.Hoi tho tro n6n kh6 kh[n

b.Ch6ng m{t ho{c dau kh6 khfc x6y ra.

g.4.Hnl b6 vd thay thti m{t np n6u n6 bi h6ng ho{c kh6 tt iiirinCn qu6 mric.
/Jl

9.5.MAt np ndy kh6ng cung c6p oygen. St dpng th6i trong khi quy6n chftaithcm l8%

oxy. Chi sri dpng trong khu vgc th6ng gi6 dAy dri.

9.6.Kh6ng thay d6i, rira, l4m dpng ho{c su dgng sai kh6u tlang niy.

9.7.Khdng sri dpng v6i rdu hoflc t6c tr6n khu6n mflt kh6c ho{c c6c <ti6u ki€n khric ng[n

ch{n mQt d6u tdt gifra m{t vir c4nh ni6m phong cria mflt np .

9.8.C6 th0 duoc sri dpng tt6n gi6i h4n dugc chi dinh b&i c6c quy rtinh cria chinh phri 6p

dung cho sin phAm ndy.

9.9.Khdng tudn theo tdt chcric hudng d6n vd cinh b6o v6 vi$c sri dpng m{t np ndy vi /

hoic khdng deo m{t nqniry trong tdt cir c5c lAn tiiSp xric c6 th6 ldm giim hiQu qui cria

m{t n4 vd c6 th6 d6n dt5n bQnh tflt holc thuong tflt vinh vi6n.

' 9.10. KhAu trangchi sri dUng 01 lAn.

9.1 1.Kh6ng dirng sin phdm h€t hpn sri d1rng.
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