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CONG BO
TEN TIEU CHUAN:
TCCS 00049:2020/USM

(Xuét ban lan 1)

Tiéu chuin co sé Khiu trang y té sir dung mét lan

Ap dung cho hang hoa:
Nhin hiéu hang héa Tén hang héa
UCHIKO Khau trang y té sir dung mot lan

Doanh nghiép cam két san xut kinh doanh hang héa theo dung tiéu chuén céng bé.

TP. Ho Chi Minh, ngay 08 thang 04 nam 2020
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CONG TY CO PHAN NHA MAY CONG HOA XA HOI CHU NGHIA VIET NAM
TRANG THIET BI Y TE USM HEATHCARE Péc lap — Tu do — Hanh phiic

§6: 20006/QP-TCCS/NMUSM TP. Ho Chi Minh, ngay 08 thang 04 nam 2020

QUYET PINH

Vé viéc ban hanh Tiéu chuin co sé

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM HEALTHCARE

- Can cir Ludgt Tiéu chudn va Quy chuan ky thudt s6 68/2006/QH1 1 ngay 29 thang 6 nam 2006;

- Can ctr Ludt Chat lwong san pham, hang héa sé 30/VBHN-VPQH ngay 10 thang 12 nam 2018;

- Can cit Nghi dinh s6 78/2018/ND-CP ngay 16 thang 5 nam 2018 Sira déi, bo sung mot so diéu cia Nghi dinh
6 127/2007/NP-CP ngay 01 thang 8 ndm 2007 ctia Chinh phi quy dinh chi tiét thi hanh mét so diéu cua Ludt
Tiéu chudn va Quy chudn ky thudt;

- Can cir Théng tw 08/VBHN-BKHCN ngay 27 thang 02 nam 2015 cua Bé truong Bé Khoa hoc va Céng nghé
vé viéc Huong dan xdy dung va ap dung tiéu chuan;

_ Can cie Nghi dinh 74/2018/ND-CP ngay 15 thang 5 nim 2018 Siza doi, b6 sung mét s6 diéu cua Nghi dinh s6
132/2008/NP-CP ngay 31 thang 12 niim 2008 ciia Chinh phii quy dinh chi tiét thi hanh mét s6 diéu cua Ludt
Chat hwong san pham, hang hoa;

- Can cir vao nhiém vu va quyén han cua Giam doc Cong ty CP Nha may trang thiét bi y té USM Healthcare;

QUYET PINH

Piéu 1: Ban hanh tiéu chun co sé cho dong san pham:

Nhin hiéu hang hoa Tén hang hoa S6 TCCS

TCCS 00049:2020/USM
(Xuat ban lan 1)

UCHIKO Khéu trang y té sir dung mét lian

Pidu 2: Pon vi san xuét va cac b phan lién quan ciia Cong ty chiu trach nhiém thi hanh quyét dinh nay.

Diéu 3: Quyét dinh nay co hiéu luc ké tir ngay ky.

Noi nhén TONG GIAM POC
- Nhu diéu2; CONG TY CO PHAN NHA MAY
- Luu VT. TRANG "Bl Y TE USM HEALTHCARE q’f

CONG TY

CO PHAN

VO XUAN BOI LAM




USM HEALTHCARE

CONG TY CO PHAN NHA MAY
TRANG THIET Bl Y TE USM HEALTHCARE

M3 sb:

TCCS 00049:2020/USM

Lan xuét ban:
01

Ngay xuéat ban:
08/04/2020

Title

TIEU CHUAN CO SO’ KHAU TRANG Y TE SU DUNG MOT LAN

Tén hang hoéa:

Nhan hiéu hang héa:

TIEU CHUAN CO SO

(Xuat ban 1an 01)

TCCS 00049:2020/USM

Khau trang y té str dung mét lan

(Disposable medical mask)

UCHIKO
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M3 s
TCCS 00049:2020/USM

CONG TY CO PHAN NHA MAY Lan xuét ban:
TRANG THIET Bl Y TE USM HEALTHCARE 01

USM HEALTHCARE

Ngay xuét ban:

08/04/2020
Title TIEU CHUAN CO SO KHAU TRANG Y TE S’ DUNG MOT LAN
Khung phé duyét tai liéu
Trach nhiém Chir ky Ho va tén Chire vu Ngay
Bién soan / Cap ¥ ‘h/’ ' Nhan vién phong Dy an
v ; [ / Nguyén L& Nhat Minh b e 08/04/2020
S g P Trwéng phong Dy an
V6 Xuan Anh Tuan phat trién san phim 08/04/2020
Treong phong Dam bao
Xem xét Lé Minh Thanh chat lwgng va Phap ly 08/04/2020
san pham
- . Nhén vién phong
Pé Manh Tung Kidm so4t chit Iwong 08/04/2020
Phé duyét fv‘% | V6 Xuan Béi Lam Téng Giam déc 08/04/2020
/
Ghi chu: i
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CONG TY CO PHAN NHA MAY

TCCS

Ma sb:
00049:2020/USM

Lan xuét ban:

TRANG THIET Bl Y TE USM HEALTHCARE 01
... A Ngay xuét ban:
USM HEALTHCARE
08/04/2020
Title TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MOT LAN
Bang lich sir thay dbi
Ngay Nguwoi bién Lan xuét Néu nguyén nhan va mé ta cac thay ddi Sé phiéu kiém soat Ngu&i yéu cau
soan / cap nhat ban thay déi tai liéu
08/04/2020 | Nguy&n L& Nhat 01 Xuét ban lan dau tién. Khéng V6 Xuan Boi Lam
Minh (Nhan vién (Téng giam déc)
phong
Du an phat trién
san pham)

n




Ma sb:
TCCS 00049:2020/USM
CONG TY CO PHAN NHA MAY LAn xuét ban:
TRANG THIET Bl Y TE USM HEALTHCARE 01
Ngay xuét ban:
08/04/2020
Title TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MOT LAN
] MUC LUC
PHAM VI AP DUNG ... oo 3
TR L VR TN oo e g i i AT A A B 3
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3.2, CAUIUC KNAU ITANG Y 1 o oo 3
3.2.1.  Thanh phan cAu ta0 KNAU trang 3 I0P ...oeveeeeeececrereieeceeteressssessse s sessseseseseasesessassensasssssssssssssssnios 3
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T v BTV i g R S O —————————— . 4
3.5.  Gidi han cho phép cac nguyén té kim loai nang trong vai Khdng dét ..o 5
CAC PHUONG PHAP THU VA KE HOACH KIEM TRA .......ooooii oo 6
TN 1R T g N ————— S ST U 6
PIEU KIEN SU’ DUNG, BAO GOI, GHI NHAN, BAO QUAN, VAN CHUYEN ..o, 6
ST O T R T U P —— 6
8.2, YEU CAU DO GO ..o 7
6.2.1.  San pham c6 thé duoc dong goi theo 1 trong 2 CACH SAU: .........oiiiiiiieeeeeeeeeeee 7
6.22. KICHENIEGT DAG GOl cvnneriomunmsmmmms smmammmsnessmnssmnnsesansnssimsimsisssi s oo 5 5SRO R TR s st e ee 7
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i M3 sb:
T TN TCCS 00049:2020/USM
% x
% % CONG TY CO PHAN NHA MAY Lan xuét ban:
TRANG THIET B| Y TE USM HEALTHCARE 01
ISM H vly%lh'll(‘ARF Ngéy XUét ban:
SR 08/04/2020
Title TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MQT LAN
LO1 NOI PAU

TCCS 00049:2020/USM do Phong Nghién ctru va Phat trién sé&n phdm Coéng ty C6 phan Nha may Trang
thiét bi Y t& USM Healthcare bién soan.

Cong ty Co phan Nha may Trang thiét bj Y t&¢ USM Healthcare ban hanh TCCS 00049:2020/USM (lan
xuat ban 01) kém theo Quyét dinh sb 20006 /QD-TCCS/NMUSM ngay 08 thang 04 n&m 2020.
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USM HEALTHCARE

CONG TY CO PHAN NHA MAY
TRANG THIET Bl Y TE USM HEALTHCARE

Ma sob:
TCCS 00049:2020/USM

Lan xuét ban:
01

Ngay xuét ban:
08/04/2020

Title

TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MOT LAN

1. PHAM VI AP DUNG

Tiéu chuan nay ap dung cho san phdm Khau trang y t& st dung mét 1an (khong tiét tring), dwoc st

dung trong bénh vién, phong kham, co s& y té, cac linh virc cong nghiép, dién ti, thwe phdm,... va nhiéu linh

vuc khac. San phdm Khéu trang y té gitp bdo vé ngudi deo tranh khoi cac tac nhan lay nhiém bénh qua dwong

hé hép gay ra bdi cac giot bén hodc do diéu kién mai tredng xung quanh.

2. TAILIEU VIEN DAN

Céc tai liéu vién dan sau la rat can thiét cho viéc xay dwng va ap dung tiéu chuan co sé nay. Doi voi

cac tai liéu vién dan ghi nam ban hanh thi ap dung ban dwoc néu. Déi véi cac tai liéu vien dan khong ghi nam

ban hanh thi &p dung phién ban mai nhét, bao gém ca cac stra ddi (néu co).

TCVN 8389-1:2010 vé khau trang y té thong thwdng.

TCVN 3154:1979 Phuwong tién bao vé ca nhan - Phwong phap xac dinh thi trwdng (trwedng nhin).

TCVN 7312:2003 Phuwong tién ca nhan béo vé co quan hé hdp — Khau trang co tdm loc bui.

TCVN/ISO 13485:2016 vé Dung cu y té - Hé théng quan ly chat lwong -Yéu cau ddi voi cac muc dich

ché dinh do Bo khoa hoc va céng nghé ban hanh.

TCVN/ISO 9001:2015 Hé théng quan ly chét lwong - Cac yéu cau (Quality management systems -

Requirements).

Nghi dinh 43/2017/ND-CP ngay 14/04/2017 vé nhan hang héa.

3. YEU CAU KY THUAT

3.1.  Quy dinh chung

- Bé& mét khau trang phai sach s&, khong con dau chi xo vai va khong co 16i ngoai quan.

- Day deo dwoc may chéc chén tai bdn goc clia khau trang.

- Cac mép khau trang phai 6m khit khuén mat nguwdi deo.

3.2. CAu tric khédu trang y té

3.2.1. Thanh phan ciu tao khau trang 3 1&p

mau khac.

Thanh phan Chét lieu Yéu cau
Khong thdm nuwéc, dinh lwong 14
Lé&p ngoai Vai khéng dét g/m? + 40 g/m2, mau s&c: xanh hodc
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CONG TY CcO PHAN NHA MAY

Ma sb:
TCCS 00049:2020/USM

Lan xuét ban:

TRANG THIET Bl Y TE USM HEALTHCARE 01

Ngay xuét ban:
08/04/2020

Title

TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MOT LAN

Vai khéng dét SMS / Vai loc Melt-

Lop gitra . ) . | Khong tham nuérc, thdu khi
blown / Vai khéng dét PP khang khuan

Lép trong Vai khoéng dét Dang phéng, c6 nép gap

Day deo Thun Co tinh dan hoi

Nep mii Nhwa hoac kim loai Nep khit khau trang trén séng mi

3.2.2. Thanh phan ciu tao khau trang 4 1&p

L&ép ngoai

Vai khoéng dét

Khéng thdm nuwéc, dinh lwong 14
g/m?2 = 40 g/m2, mau séc: xanh ho&c

mau khac.

Lép gitra thr 1

Vai khong dét SMS / Vai loc Melt-blown
/ Vai khéng dét PP khang khuan

Khong thdm nwéc, thau khi

Vai khéng dét SMS / Vai than hoat tinh

L&p gitra thr 2 / Vai khéng dét PP khang khuén / Vai | Loc bui, khong thdm nuwéc, thdu khi
khong dét

L&p trong Vai khéng dét Dang phéng, cé nép gap

Day deo Thun Co6 tinh dan héi

Nep mdii Nhwa hoac kim loai Nep khit khau trang trén song mi

3.3. Kiéudang

Kiéu dang cla khau trang y té phi hop véi khuén mat, dm kin ving miéng, mi, chat liéu vai min, mém mai.

3.4. Chitiéu ky thuat cua khau trang
Khau trang y té phai dap &ng cac chi tiéu k¥ thuat quy dinh trong Bang 1 va Bang 2.
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Ma sb:
TCCS 00049:2020/USM

CONG TY CO PHAN NHA MAY Lan xuat ban:
TRANG THIET Bl Y TE USM HEALTHCARE 01
. LA Ngay xuét ban:
USM HEALTHCARE 08/04/2020
Title TIEU CHUAN CO SO’ KHAU TRANG Y TE SU DUNG MOT LAN

Bang 1 - Céac théng sé ky thuat co ban

Chi tiéu Kich thwéc
Khau trang y t si¥ dung mot Chiéu dai 17.5cm £ 0.2cm
lan Chiéu rong 9.5cm + 0.2cm
Chiéu dai 9.5cm £ 0.2cm
Thanh nep miii ‘
Chiéu réng 0.5cm£0.1cm
Kiéu dang Tai trong
Day deo Chiéu dai 14.5cm + 0.2cm
DBuwong kinh 0.75cm = 0.1cm
Bang 2 - Cac chi tiéu ky thuat cua khau trang
Tén chi tiéu Murc
1. Tr& Iwc ho hap (AP), & ché d6 théi khi 30 L/min, mmH20, khéng I&n hon 9
2. Gi¢i han trvong nhin, %, khong Ién hon 6
3. Khéi lvong, g, khéng Ién hon 10

3.5. Gi&i han cho phép cac nguyén té kim loai nang trong vai khong dét
Gigi han cho phép cac nguyén té kim loai ndng c6 trong vai khéng dét quy dinh trong Bang 3.

Béng 3 - Giéi han

cho phép céc nguyén té kim loai ndng c6 trong vai khéng dét

Nguyén té Gi&i han cho phép, khéng I&n hon mg/kg san pham
Asen (As) 0,17
Chi (Pb) 1,0
Thuy ngan (Hg) 0,12
Antimon (Sb) 0,1
Cadimi (Cd) 0,1

AIR



USM HEALTHCARE

CONG TY cO PHAN NHA MAY
TRANG THIET Bl Y TE USM HEALTHCARE

M3 sb:
TCCS 00049:2020/USM

Lan xuét ban:
01

Ngay xuét ban:
08/04/2020

Title

TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MQT LAN

4. CAC PHUONG PHAP THU VA KE HOACH KIEM TRA

Phwong
Chi tiéu kiém tra Tan suét S6 lwong mau Tiéu chi chdp nhan phap kiém
tra
Dat cac yéu tb co ban cla
khdu trang: Khéng rach, | |
= ) - 5 bao hoac 5 hép , Kiém tra trwc
Kiém tra ngoai quan Mai 16 < khéng nhau, khéng bien
thanh pham quan
dang, day thun co tinh dan
hoi, mau s&c déng déu
2 TCVN
. ; Kiem tra khi
Tro lwe hd hép (AP) R 3 mau Khong I&n hon 9% 7312:2003,
co yéu cau B
Dieu 6.4
Kiém tra khi ; TCVN 3154-
Gioi han trwong nhin X 3 mau Khéng I&n hon 6%
co yéu cau 1979
z TCVN
- Kiem tra khi _
Khoi lweng o, 10 mau Khéng I&én hon 10g 7312:2003,
co yéu cau .
bieu 6.6
" Khéng Ion
Nguyén to
hon
Asen (As) 0,17
Chi (Pb) 1,0 TCVN
Gi¢i han cho phép cac | Kiém tra khi .
o .p d o, 3 mau Thuy ngan 8389:1:2010,
nguyén to kim loai nang co yéu cau 0.12 N
(Hg) ! Pieu 4.6
Antimon
0,1
(Sb)
Cadimi (Cd) | 0,1

5. HAN SU’ DUNG

Han s dung: 5 nam ké tr ngay san xuat. Ngay san xudt duoc in trén bao bi clia san pham.

6. DIEU KIEN SU DUNG, BAO GOI, GHI NHAN, BAO QUAN, VAN CHUYEN

6.1.

Diéu kién st dung

RIR




Ma so:
TCCS 00049:2020/USM

CONG TY CO PHAN NHA MAY LAn xuét ban:
TRANG THIET Bl Y TE USM HEALTHCARE 01

Ngay xuét ban:
08/04/2020

USM HEALTHCARE

Title TIEU CHUAN CO SO KHAU TRANG Y TE SU’ DUNG MOQT LAN

- Khéng st dung khi san pham khéng con nguyén ven.
- Khoéng tai st dung
6.2. Yéu cau bao géi
6.2.1. San pham cé6 thé dwoc dong goi theo 1 trong 2 cach sau:
Quy cach dong goi 1: 10 san pham / bao, 250 bao/ thung

Quy cach dong goi 2: 50 san pham / hop, 50 hop/ thung

6.2.2. Kich thwéc bao goi
Kich thwdc bao nylon: 13x26cm

Kich thwédc hop gidy: 18.5x10x11cm
Kich thwde thung carton: 60x50x70cm

6.2.3. Tinh nguyén ven cua bao géi
Khéng co 16 thing, vét niet, rach, nép gap/hodc lam méng dén mirc d6 anh hudng xau dén tinh nang
cla bao goi.

6.3. Ghi nhan

Nhan san phadm khau trang y té phai phu hop theo nghi dinh 43/2017/NDCP ngay 14-04-2017 cua
Chinh pht ban hanh Nghj dinh v& nhan hang hoéa va cac van ban hién hanh khac cta nha nwoc.

Nhan s&n pham phai co day di cac théng tin sau:

- Tén san pham;

- Tén, dia chi va thong tin lién hé cla cong ty;

- Thanh phan céu tao clia san pham;

- S6 Iwu hanh;

- S616/sb sé ricla san phdm;

- Hwéng dan s dung;

- Ngay san xuét;

- Han s dung;

- Thong tin canh bao, bao quan;

- San xuét theo TCCS 00049:2020/USM
6.4. Bao quan

San pham duoc bao quan noi kho réo, sach sé, khong nhi@m bui ban va tranh xa ngudn nhiét, tranh va
cham. Khang d& gan noi chira cac hoa chat doc hai va khong chong chét vat nang Ién trén sén pham. Béo quan

& nhiét d6 binh thwong. Khong dé anh ndng mat troi chiéu truc tiép vao hop va thung khau trang.
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M3 sb:
TCCS 00049:2020/USM

CONG TY cO PHAN NHA MAY LAn xuét ban:
TRANG THIET B| Y TE USM HEALTHCARE 01
Ngay xuét ban:
08/04/2020
Title TIEU CHUAN CO SO' KHAU TRANG Y TE SU DUNG MOT LAN

6.5. Huy bo

San phadm da qua s dung phai duoc hiy bd. Viec x& ly san pham da qua st dung phai tuan theo quy
dinh s& tai hién hanh.

R/IR
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