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Importer:
PREWA

An der Alten Rheinbrucke 7-9
53424 Remagen

Germany

Tel: 02642 9939930

TIEU CHUAN/NORME:
1SO 13485:2016

QCVN 01:2017/BC

TTCVN 7421-1:2013

EN 14362-1:2012

EN 14362-1:2013

MDD 93/42/CEE

$6 céng bé: 200000035/PCBA-BN

WeN 38IA Ul spely

, Freistaat [KIEFR Ministerium

¥
"% L= flr Arbeit, Soziales,
Thurl ngen -_"“ | Gesundheit, Frauen und Familie

KCTVIETNAM

HO SO NANG LUC

CONG TY CO PHAN KCT VIET NAM
KCT JOIN STOCK COMPANY

Dia chi: 556 Nguyén Trdi, Phuong V5 Cuong, TP. Béc Ninh, Tinh Bic Ninh
Tong giam doc: Luong B4 Linh
S6 dién thoai lién hé: 0942.522.226

Bdc Ninh, ngay 01 thing 06 ndm 2020
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Ngi dung

1. Hé so phdp 1y cong ty

1.1. Gidy phép dang ky kinh doanh

2. CAc giay ching nhdn vé thiong mai san pham

2.1. Chung nhgn CE

2.2. Ching nhan luu hanh ty do

2.3. Chutng nhdn 1SO (Bdn Tiéng Viét)

2.4. Ching nhdn 1SO (Ban Tiéng Anh)

3. Phiéu két qud thir nghiém san pham Ao choang
phong dich

4. Phiéu két qua giam dinh pham chdt

4.1. Phiéu két qua gidm dinh pham chdt (Bdn Tiéng
Viét)

4.2. Phiéu két qua gidm dinh pham chdt (Bdn Tiéng
Anh)
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GIAY CHUNG NHAN PANG KY KINH DOANH (1
SO KE HOACH VA PAU TU CONG HOA XA HQI CHU NGHIA VIET NAM
TINH BAC NINH Pijc lip — Ty do — Hanh phic

PHONG PANG KY KINH DOANH

GIAY CHUNG NHAN PANG KY DOANH NGHIEP
CONG TY CO PHAN

Mi sé doanh nghigp: 2300942051
Pdng ky ldn dau: ngay 05 thang 07 nam 2016
Ddng ky thay déi ldn thie: 4, ngay 03 thdng 03 nam 2020

1. Tén cong ty

Tén cong ty viét bang tiéng Viét: CONG TY CO PHAN KCT VIET NAM

Tén cong ty viét biing tiéng nudc ngoai: KCT VIETNAM JOINT STOCK COMPANY
Tén cong ty viét tit: KCT VIETNAM.,JSC

2.' Dia chi try s¢ chinh R, ;

S6 nha 556, dwong Nguyén Trai, Phwong V6 Cuong, Thanh phé Bac Ninh, Tinh Bdc
Ninh, Viét Nam

Dién thoai: 0904.186.939 Fax:
Email: Website:
3. Vén diéu 1§

Vén diéu 1¢: 5.000.000.000 ddng.

Bdng chit: Nam ty dong

Ménh gid c6 phdn: 10.000 déng

Téng sb cd phin:  500.000

4. Ngudi dai dién theo phdp ludt cia céng ty

* Ho va tén: LUONG BA LINH Gi6i tinh:  Nam
Chirc danh: Tdng gidm déc
Sinh ngay: /11/11/1985 Dén toc: Kinh Qu6c tich: Viét Nam

Loai gidy t& chimg thyc cé nhdn:  Chirng minh nhén dén

S6 gidy ching thuc ca nhan: 125219516

Ngay cdp:  17/06/2013 Noi cdp: Cdng an tinh Béc Ninh

Noi dang ky hd khéu thudng tra: S6 70 Xém Tay, Po Xa, Phuong Ninh X4, Thanh
phé Bac Ninh, Tinh Bdc Ninh, Viét Nam

Chd & hién tai: S6 70 Xém Tay, Do Xa, Phuomg Ninh Xé, Thanh phé Béc Ninh, Tinh
Bac Ninh, Viét Nam
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Certificate of Compliance

Application for
Medical Device Directive (MDD) 93/42/EEC
This is to Certify that the product Group:

Medical Protective Clothing

Defined by the manufacturer as per the MDD

A Product of
KCT VIETNAM JOINT STOCK COMPANY

556 Nguyen Trai Street, Vo Cuong Ward,
Bac Ninh City, Bac Ninh Province, Vietnam

Complies with the requirement of the
“MDD"

The Technical File for these products has been assessed
according to the procedure of conformity assessment

This certificate is issued in pursuant to the assessment done,
under the provision

Medical Device Directive MDD 93/42 EEC as amended by 2007/47/EC

QCC has liabilities limited to the audit for certification of the products and in case of
alteration of the product, not agreed upon by us, this declaration will lose its validity

Certificate No. : CE/015833/0320
Original Certificate Date : 20 - April - 2020
Issue Date : 20 - April - 2020
Expiry Date 219 - April - 2021

To check this certificate status visit:
“http://uasl.uk.com/certifiedorganization. htm|”
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Authorised Signature

For Quality Control Certification

UK Office: 1929, Chynoweth House,
Trevissome Park, Truro-TR48UN, Cornwall, UK

Quality Control Centification accredited by UASL., UK
This cortificate doesn 1 provide the certified arganisation with immunity from ie legal obligations
This cortificate remains the property of QC Certification to whom It must be retumed on request.
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GIAY CHUNG NHAN LUU HANH TU DO

BO Y TE VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lip - Ty do - Hanh phuc
VIET NAM MINISTRY Ol
HEALTH SOCIALIST REPUBLIC OF VIETNAM

Independence - Freedom - Happiness

Ha Noi. date 2%month  Wear 2020

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gifty chimg nhin s6/Certificate No: 20000050CFS/BYT-TB-CT

2, San pham/Product(s): Trang phuc bao hd dung trong y 1€ / Medical Protective Clothing
3. Chung logi/Model: MPC

4. Céng ty s& hiru hgp phap: CONG TY CO PHAN KCT VIET NAM

- Product(s) Owner: KCT VIETNAM JOINT STOCK COMPANY

- Dja chi : 556 duomg Nguyén Trai, Phuémg Vd Cuémg, Bac Ninh, Tinh Bic Ninh

- Address - No 556 Nguyen Trai Street, Vo Cuong Ward, Bac Ninh City, Bac Ninh Province
5. Cong ty sin xufit: CONG TY CO PHAN KCT VIET NAM

- Manufacturer: KCT VIETNAM JOINT STOCK COMPANY

- Dia chi: Thua dit s 49 10 ban dd s6 26, Dudmg Lé Dic Tho, Phudng Kinh Bic, Thanh Phd Bic

Ninh, Tinh Bic Ninh, Phuomg Kinh Béc, Bic Ninh, Tinh Bac Ninh

- Address: Land Plot No 49, Map No 26, Le Duc Tho Street, Kinh Bac Ward, Bac Ninh City, Bac

Ninh Province

Viin ban nay la dé xac nhin ring cac san pham trén tuén theo cac tiéu chuin lién quan cua Viét
Nam hojic twong duong va dugce phép ban tai Viét Nam. Viée xuiit khiu san phim khong bi han ché

T'his is to certify that the above product(s) comply with the relevant standards of the S.R

Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the product(s) is

not restricted
Giay chimg nhin nay c6 hi¢u lyc 03 ndm ké tr ngay ky

I'his certificate is vaild for three years from the date of issuance

KT. BQ TRUONG
THU TRUONG

FOR MINISTER OF HEALTH
h INISTER OF HEALTH
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GIAY CHUNG NHAN

$6: YT 145-20

T

CONG TY CO PHAN KCT VIET NAM

S 56 nha 556, dudng Nguydn Tréi, phuréng V6 Cudng, thanh phd Bac Ninh

tinh Béc Ninh, Viét Nam

aa duoc danh gia phi hgp véi céc yéu clu cla tiéu chudn

ISO 13485:2016

Hé théng Quén Iy Chét lvong

cho linh vye

Sén xuét va kinh doanh quén 4o, boc gidy bao ho dung trong y té

Gidly chirmg nhén nay c6 gi tri tir
21/02 /2020 aén 20/ 02 / 2023

HOI DONG CHIING NHAN
CHU TICH

2k
e () vallmullwl
/ n .
«
- AND QUL
£y ")
A4 ()
5 0 00

—~KEVIEN TRUONG
0k PHO VIEN TRUONG
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T

PGS. TS. Hoang Thi Thanh Nhan

VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUONG

ng: 80 52, Ngb 46, Budng Lién Mac Phuong Lién Mac, Quéan Bac Tir Liém, Ha Noi, Viét Nam
Dién thoal: 024 2266 1111 Emall tevn@issq.org.vn
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CERTIFICATE

No.: YT 145

KCT VIET NAM JOINT STOCK COMPANY

\ No. 656, Nguyen Trai street, Vo Cuong ward, Bac Ninh city, Bac Ninh province, Vietnam

has been assessed and found to conform
with the requirements of the following standard

ISO 13485:2016

Quality Management System

for the following activities

Production and trading of protective clothing,
shoe covers for medical fields

This certificate is valid from
21/02/2020t0 20/02/ 2023

CERTIFICATION BOARD
CHAIRMAN

ONBEHALF OF DIRECTOR
ICE DIRECTOR

t
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Assoc. Prof. Dr. Hoang Thi Thanh Nhan /"

INETITUTE FOR ETANDARD AND QUALITY FF /ELOPMENT STUDIES

Office; No. 62, lane 46, Llen Mac ( an Mac ward Tu Llem district, Ha No
Tel: 024 2266 1111 d
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BO Y TI CONG HOA XA HOI CHU NGHIA VIET NAM
VIEN TRANG THIET BJ Djc 1dp - Ty do - Hanh phuc
VA CONG TRINH Y TE - '

GIAY CHUNG NHAN
THU NGHIEM
264 d<) VTTB-DGCL

So:
Co quan yéu chu: Cong ty C6 phan KCT Viét Nam
Pia chi: $6 556 Dudmg Nguyén Trii, Phuéng Vo Cuong, Thanh Phé Béic Ninh.
Tén sian pham: B do choang phong, chéng dich
Model: MPC-02
Pon vi sin xudt: Cong ty Co phin KCT Viét Nam
Xufit xir: Viét Nam
Nguwoi thir nghi¢m: Lé Duc Ha
Phwong phap thir nghi¢m: Hudng din tam thoi vé ky thudt, phan logi va lya
chon b trang phuc phong, ch(‘mg dich Covid-19 ban hanh tai Quyél dinh sb
1616/QD-BYT ngay 8/4/2020 cua B truong Bo Y té.
Két lufin: BO do choang dat chi tiéu ky thudt ('{ip doé 2 theo Quyél dinh sb
1616/QD-BYT.

Ha Ngi, ngay 27 thang 05 nam 2020
VEEN TRUONG

VIEN
TRANG THIET B}

TS. Lé Thanh Hai

Dia chi: 40 Phuong Mai - Déng Da - HAN)E  *  Dign thogl: (024) 38523065
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KET QUA THU NGHIEM
Thong soJu‘ thuit
TT Noi dung Yéu ciu

I |B§ do choang phong, chong dich
- Dam bao viéc bao vé toan bo bé mat co thé
\ nguoi sir dung trurde nguy co lay nhiem
- Dé sir dung, mic thodang mat, khong gay
kho chju qua mire cho ngudi sir dung, phin

Pbat  K.Dat

‘ 1.1 |Yéu ciu chung e X R X
& mi bo kin duge khudn mat ‘
- Khong dj img cho ngudi mc. Be mat sach
s¢, khong con dau chi xo, vicn chic chan,
|Kin khit, khong 10i ngoai quan.
pii ) . - Theo thiét ké cua timg khung chiéu cao, ;
1.2 |Ki¢u déng, kich thudc S CLRe g g chie ! X
- can ndng.
1.3 |Yéu cdu hi¢u sudt rao can - 4 cip do theo Quyét dinh s6 1616/QD-BY'T
Khu virc A (mdt truoe) - Cﬁp 462 [ X
Khu vire B (tay d0) -Cap dé 2 1] X |
|Khu vie C (mat sau) - Cip do?2 | X |

*Két qua thie nghi¢m nay chi cé gia tri doi véi ede méu thir C ong ty C6 phan KCT Viét Nam
cung cap cho Vién Trang thiét bi va Cong trinh Yié ngay 27/05/2020.
* Két lugn: Pat cap dj 2

Ha Noi, ngay 27 thang 05 nam 2020

SOAT XET NGUOI THU NGHIEM

| 4
A ‘

Ha Quang Thanh Lé Pirc Ha

Dia chi: 40 Phwong Mai - Déng Da- HANgi  *  Di¢n thogi: (024) 38523065
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)1 Vinacontrol Hanoi
Y i6 Yat Kieu Hanoi
| h Te . (B4 24)39421343 /39
g \MH e St
¢ _@_ Yinacontrol Fax (84 20)39 42100
H ' . WWW vinacontrol cc v
Vi Branches in all main ports of Viets f
" |
) i
. ’ - n
. CHUNG THU GIAM DINH VE PHAM CHAT i

i Sé: 20A01GPT00867-01 |
v Ngay: 05/05/2020 i
N Nguéi yéu céu © CONGTY CO PHAN KCT VIET NAM [
» Tén hang (khai béo) ¢ TRANG PHUC BAO HO DUNG TRONG Y TE

S4 lugng : 01 MAU
M Ngay yéu céu giém dinh : 04/05/2020
: KET QUA GIAM PINH

BAO Bi:

| 01 mau do chu hang mang dén, dyng trong 01 tui PE kin

ey )

A

Hinh dnh méu

YV Y VY VOV YV VYV VO

IMPROVE QUALITY, TOWARD SUCCESS

e W aibie W oibie Wby Vvt W ubie V' ke V'
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| . Vinmacontrol '
1 e . SINCR 1987 $6: 20A01GPT00867-01 |
Ngay: 05/05/2020 ¢
| -2-
i PHAM CHAT: >
X Theo yéu cau cda chi hang, méu trén dugc kiém tra ham luong formaldehyt va cac amin thom chuyén 4
| héa ti thubc nhudém azo trong phong thi nghiém. Két qua »
| 4
I } TT ‘ Tén chi tiéu thir nghiém A Don vi Két qui thilfnghig'm Phuong phip thir ¢
1 Ham Jugng Formaldehyt mgkg  Khdng phat hign (LOD16)  TCVN 7421-1:2013 4
2 Ham lrgog Amin thom | S Cas | [
2.1 4-aminobipheny| xenylamine o 92-67-1 J mg/kg 20 <
2.2 | Benzidine ) | mgkg 20
23 | 4-chlor-o-toluidine | mgkg ) <20
2.4 | 2-naphthylamine _ | | mgkg | B 20 4
25 linoazotoluene l_mgkg | <20 B [
26 | _99-55-8 | mgkg <20 | 1S
2.7 | 4-chl 106-47-8 | mg/kg 20
§ } _2.8 | 4-methoxy-m-phenylenediamine 615-05-4 mg/kg 20 o
{ 29 ‘r 4.4’-diaminodiphenylmethane 101-77-9 mg/kg | 20 |
| 2.10 | 3,3"-dichlorobenzidine 91-94-1 | mg\g | 20 2 ey 1
! 211 33 dimethoxybenzidine 119904 mgikg | <20 i[": ;‘:;::l‘ ::{,[: :
2.12 | 3,3"-dimethylbenzidine 119-93-7 | mgkg | <20 ’ = SRR '
| 2.13  4,4° -methylenedi-o-toluidine | _838-88-0 | mg/kg <20
1 2.14_ 6-methoxy-m-toluidine 2’20;7‘[:{4__[_‘ mgkg | <20
| 4,4"-methylene-bis-(2-chloro- _ y
| wiing ki R L Y :
| 216 J.J'~51§(\d_u_m.hnu o IOI.SO»;!_ | mg/kg - <20 "
| | 217 | 4,4"-thiodianiline _139-65-1 | mg/kg ..<20 o &
l 2.18_| o-toluidine el 95-534 | mg/kp o <20
1 ‘ 2.19 | 4-methyl-m-phenylenediamine 95-80-7 | mgkg | <20
1S} 220 | 2,4,5-trimethylaniline oo A37417-7 | mphkg | <20
! 221" | o-anisidine 90040 T Tmgkg | <0
1 _.2.22 | d-aminoazobenzene 1. 60093 | mgkg | 20
{ Ghichir: Két qué chi ¢6 gia trf irén mi3u. <
Can cur theo QCVN 01:2017/BCT thudc thdng tw 21/2017/TT-BCT ngay 23/10/2017 cla B Céng Thuong quy dinh H
vé mirc giéi han ham lugng formaldehyt va cac amin thom chuyén hoa tir thuc nhudm azo trong san phdm dét |d
may
- Ham lugng mét amin thom t5i da cho phép: 30mgkg ‘
- Ham Iurgng formaldehyt t4i da cho phép >
+ San phdm dét may cho tré em dudi 36 thang tudi: 30 mg/kg d
+ San pham dét may tiép xuc truc tiép véi da: 75 mg/kg ]
+ 8an phdm dét may khong tiép xuc tryc tiép véi da: 300mg/kg 4
Al
| Kétiun “
Mau néu trén dap Umg y8u cu v8 ham luong formaldehyt va cac amin thom chuydn hoa tir thube nhudm [k
azo trong san phdm dét may quy dinh tai QCVN 01:2017/BCT thugc thong tw 21/2017/TT-BCT ngay <
4 23/10/2017 cia B¢ Cong Thuong he
Dja diém gidm djnh : Vinacontrol Ha Noi va Phang thi nghiém
Thoi gian gidm djnh ¢ 04 + 05/05/2020 ]
GIAM D|NH VIEN, TUQ GIAM BOC
\ TRUGNG PHONG 1,
e . A
- , ) VINA 'ﬁ”})l_,f; \ e sl
a A ] —
: n;}/,/f,, 7 Con Jram 0f X
NC 0108 AR A G
IMPROVE QUALITY, TOWARD SUCCESS ',‘Mf“” '”‘N,’/ < ”"‘""f
VNC 0106
A AL A AR TR AR AR AR AKX TAK AR AE AL A A
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_@_. Vinacontrol

Branct

Applicant ' KCT VIETNAM JOINT STOCK COMPANY
Commodity (declared) : MEDICAL PROTECTIVE CLOTHING
Quantity ;01 SAMPLE

Date of request for survey 1 04/05/2020

RESULTS OF INSPECTION

PACKING:
01 sample, brought by the Applicant, was contained in a PE bag

Image of sample

|y SURVEY REPORT ON QUALITY

5
%@@@E@E%@E@E@@@@@@@@E@E@E




oF Yo Y Yo )

SRS A A T A I A T A T A S A T S A T A IO A TR A T A N A A S A A
f ' ® 3
(1) ‘ op & o n
\
— maconiroe : No.: 20A01GPT00867-01
Date: 06/05/2020
g o]
QUALITY: ! %
At the Applicant's request, the above sample has been analyzed on contents of formaldehyde and %
aromatic amines derived from azo colourants n the laboratory. Resuits:
| _No. | - Tests o Unit Results | Test method { @
‘ | Formaldehyde mg/kg Not detected (1.OD]6) TCVN7421-1:2013 | %
2 Aromatic amines Cas No, < %
2.1 | 4-aminobipheny! xenylamine ‘ 92-67-1 mg/kg <20 3
2.2 | Benzidine ) | 92-87-5 mg/kg <20 g
2.3 | 4-chlor-o-1cluidine 95-69.2 mg/kg 20 4
.24 | 2-naphthylamine 91.59-8 mg/kg <20
' 2.5 | o-aminoazotoluene | 97-56-3 mg/kg <20 :
2.6 | S-nitro-o-toluidine |...99-55-8 mg/kg <20 %
2.7 | d-chloraniline | 106-47-8 l mg/kg <20 |
2.8 | A-methoxy-m-phenylenediamine | 615-054 | mgkg <20 ‘
2.9 | 4,4"-diaminodiphenylmethane 01-77-9 | mg/kg <20 ’ { =
2,10 f."-d?chlqmbcnzldl.m.? 91-94-1 | mgkg <20 EN 14362-1:2012 [ | E
2.11 | J.l_'dornrlhnx_vb@ndmc 119-90-4 | __mp/kg <20 N 14362-3:2012 |
2.12_13,3"dimethylbenzidine 119-93-7 mg/kg <20 ) ’ E
2.13 4,4’ -methylencdi-o-toluidine 838-88-0 | mgkg <20 \
2.14 6-methoxy-m-toluidine . 120-71-8 mg/kg <20 4 %
215 | 44 :mclh'\ lene-bis-(2-chloro- | 101-14-4 my/kg <20 {
| aniline) | I |t
16_| 4,4'-oxydianiline } 101-80-4 mg/kg <20 :
' 2.17 | 4,4 -thiodianiline | 139-65-1 mg/kg ) <20 | @
2.18 | o-oluidine _95-534 |mgkg | <20
2.19 | 4-methyl-m-phenylenediumine I 95-80-7 mghg | <20
2.20 | 2,4,5-trimethylaniline | 137-17.7 j mg/kg | <20 f
2.21 | o-anisidine 90-04-0 | mg/kg | <20 Y
2.22 | 4-aminoazobenzene B | 60-09-3 mg/kg | <20 P
Note: The results is valid only on the sample N

According to QCVN 01:2017/BCT under Circular No. 21/2017/TT-BCT dated 23/1
Industry and Trade stipulating the limit of Formaidehyde content and aromatic amines

textile products
The maximum accepted content of an aromatic amine: 30mg/kg
- The maximum accepted containt of formaidehyde
+ Textile products for children under 36 months-old: 30 mg/kg

+ Textile products in direct contact with human skin: 75 mg/kg

0/2017 issued by Ministry of
derived from azo colourants in

+ Textile products not in direct contact with human skin: 300mg/kg

Conclusion:
The above sample satisfies the requirements of formaldehyde content and aromatic amines derived from

azo colorants in textile products specified in QCVN 01:2017/BCT under Circular No. 21/2017/TT-BCT
dated 23/10/2017 of Ministry of Industry and Trade.
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