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DECLARATION CONFORMITY LETTER
THU CONG BO SAN PHAM PHU HQP

DISTRIBUTION (Nha phan phéi): MERUFA JOINTSTOCK COMPANY LTD.
PRODUCT NAME (Tén San Pham): MERUFA TOP LATEX EXAMINATION GLOVES
DATE (Ngay): 18 May 2020

AS A DISTRIBUTITION, WE DECLARE THAT:
La nha phan phéi, ching tbi cong bé ring:

THE PRODUCT CONCERNED HAS BEEN DESIGNED AND MANUFACTURED UNDER A QUALITY
MANAGERMENT SYSTEM IN COMPLIANCE WITH DIRECTIVE 93/42/EEC 2019

San phdm duoec thiét k& va sdn xudt theo hé théng qudn Iy chat lrgng tudn thi huéng din quy dinh
93/42/EEC:2019

FOLLOWING THE PROCEDURE RELATING TO THE CE DECLATATION OF CONFORMITY SET OUT IN
COMPLIANCE WITH DIRECTIVE 93/42/EEC: 2019

Theo thil tuc lién quan dén cang b san phdm phis hop véi CE hudng din quy dinh 93/42/EEC:2019

AND OUR PRODUCT MEET TECHNICAL REQUIREMENT OF FOLLOWING DIRECTIVES AND STANDARDS:
EN455-2:201 METHOD EN420:2003 + A1:2009, ASTM D6319-19, 1509001:2015, 1SO 13485:2016 WITH
CERTIFICATE NUMBER 1SO 086/8.19.14 and SO 024/1.19.TA1

Va san phim chiing tai dat tiéu chudn k§ thuat theo quy dinh va tiéu chudn EN455-2:201 phirang phap
EN420:2003 + A1:2009, tiéu chufin clia M§ ASTM D6319-19, 1509001:2015, IS0 13485:2016 véi s& chirng
nhdn ISO 086/8.19.14 va ISO 024/1.19.TAL

THIS DECLARATION OF CONFORMITY IS VALID IN CONNECTION THE RELEASE DOCUMENT FOR THE
RESPECTIVE BATCH OF THE PRODUCED DEVICES

Céng bé san phdm phii hop nay c6 gia tri lién quan dén cic gidy tor phat hanh cho cic 16 hang thiét bj
tuong ing.
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GUANTES DE EXAMEN LATEX
LATEX EXAMINATION GLOVES

B racud o e ; 100 UNIDADES
100 UNITS

CERTIFICATE

This is to certify that the Quality Management System of

MERUFA JOINT STOCK COMPANY

Head Office: No. 38 Truong Quoc Dung Street, Ward 8, Phu Nhuan District, He Chi Minh City, Vietnam
Factory: C64/1l, Road No. 8, Vinh Loc Industrial Park, Binh Chanh District, Ho Chi Minh City, Vietnam

has been assessed and found to conform with the requirements of

TCVN ISO 13485:2017/150 13485:2016

Certification Scope:

Certificate Number:
The validity of this Certificate:

Original Certification:

Manufacture and Supply of Medical Devices: Condoms, Medical devices

made from gloves, Medical gloves,
Medical Gloves, Penrose drain, Medical catheters, Tourniquet buckles,...),
Male external Catheter, Medical Gel (Ultrasound transmission and
Lubricating Gel)

150 024/1.19.TA1

from 04 November 2019 to 03 November 2022

04 November 2016


http://available-frame.surge.sh/assets/210/210_doc.pdf

CONG TY €O PHAN MERUFA

MERUFA JOINTSTOCK CO., LTD.
38 TRUONG QUOC DUNG STREET, WARD 8, PHU NHUAN DISTRICT, HOCHIMINH CITY, VIETNAM

DECLARATION CONFORMITY LETTER
THU CONG BO SAN PHAM PHU HOP

DISTRIBUTION (Nha phan phéi): MERUFA JOINTSTOCK COMPANY LTD.
PRODUCT NAME (Tén San Pham): MERUFA TOP LATEX EXAMINATION GLOVES
DATE (Ngay): 18 May 2020

AS A DISTRIBUTITION, WE DECLARE THAT:
La nha phan phdi, chiing tdi cong b6 rang:

THE PRODUCT CONCERNED HAS BEEN DESIGNED AND MANUFACTURED UNDER A QUALITY
MANAGERMENT SYSTEM IN COMPLIANCE WITH DIRECTIVE 93/42/EEC 2019

San pham duoc thiét k& va san xuat theo hé théng quan ly chat lwgng tuan thd hudng dan quy dinh
93/42/EEC:2019

FOLLOWING THE PROCEDURE RELATING TO THE CE DECLATATION OF CONFORMITY SET OUT IN
COMPLIANCE WITH DIRECTIVE 93/42/EEC: 2019

Theo tht tuc lién quan dén cong bd san phdm phu hop véi CE huwdng dan quy dinh 93/42/EEC:2019

AND OUR PRODUCT MEET TECHNICAL REQUIREMENT OF FOLLOWING DIRECTIVES AND STANDARDS:
EN455-2:201 METHOD EN420:2003 + A1:2009, ASTM D6319-19, ISO9001:2015, 1SO 13485:2016 WITH
CERTIFICATE NUMBER ISO 086/8.19.14 and 1SO 024/1.19.TA1

Va san phadm chung tbi dat tiéu chun kj thuat theo quy dinh va tiéu chudn EN455-2:201 phuwong phap
EN420:2003 + A1:2009, tiéu chudn cia My ASTM D6319-19, 1ISO9001:2015, ISO 13485:2016 vdi s chirng
nhan 1SO 086/8.19.14 va I1SO 024/1.19.TA1

THIS DECLARATION OF CONFORMITY IS VALID IN CONNECTION THE RELEASE DOCUMENT FOR THE
RESPECTIVE BATCH OF THE PRODUCED DEVICES

Céng b sdn pham phu hop nay cé gid tri lién quan dén céc gidy to phat hanh cho cac 16 hang thiét bi
tuong ang.

DISTRIBUTOR REPRESENTATIVE:
Dai dién nha phan phéi:

European Representative: Unique New Buil S.L.U.
Name: Javier Hernandez Aguirre
Address: Calle 6rese 19, 7D, Marid, Spain.



DIRECTORATE FOR STANDARDS, METROLOGY AND QUALITY (STAMEQ)
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VIETNAM CERTIFICATION CENTRE (QUACERT)

CERTIFICATE

This is to certify that the Quality Management System of

MERUFA JOINT STOCK COMPANY

Head Office: No. 38 Truong Quoc Dung Street, Ward 8, Phu Nhuan District, Ho Chi Minh City, Vietham
Factory: C64/li, Road No. 8, Vinh Loc Industrial Park, Binh Chanh District, Ho Chi Minh City, Vietnam

has been assessed and found to conform with the requirements of

TCVN SO 9001:2015/1SO 9001:2015

Certification Scope: Manufacture and Supply of Medical devices: Condoms, Medical devices
disposable made from rubber (Surgical gloves, Medical examination
gloves, Medical gloves, Penrose drain, Medical catheters, Tourniquet
buckles,...), Rubber stopper, Male external catheter, Medical gel
(Ultrasound transmission and Lubricating gel)

Certificate Number: HT 086/8.19.14
The validity of this Certificate: from 04 November 2019 to 03 November 2022

Original Certification: 10 June 2000

"Q JAS-ANZ The Director General of STAMEQ The Chairman of the Certification Board ‘ QUACERT

QUACERT _ G__

Y A

MSc. Tran Van Vinh Dr. Pham Hong MSc. Pham Le Cuong

TRUNG T/‘w_l
|3 CHUNGNHAN

QUACERT - 8 Hoang Quoc Viet, Cau Giay, Hanoi, Vietnam.
The validity of this certificate can be checked at website: www.quacert.gov.vn and www.jas-anz.org/register
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VIETNAM CERTIFICATION CENTRE (QUACERT)

CERTIFICATE

This is to certify that the Quality Management System of

MERUFA JOINT STOCK COMPANY

Head Office: No. 38 Truong Quoc Dung Street, Ward 8, Phu Nhuan District, Ho Chi Minh City, Vietham
Factory: C64/ll, Road No. 8, Vinh Loc Industrial Park, Binh Chanh District, Ho Chi Minh City, Vietnam

has been assessed and found to conform with the requirements of

TCVNISO 13485:2017/150 13485:2016

Certification Scope: Manufacture and Supply of Medical Devices: Condoms, Medical devices
disposable made from rubber(Surgical gloves, Medical examination gloves,
Medical Gloves, Penrose drain, Medical catheters, Tourniquet buckles,...),
Male external Catheter, Medical Gel (Ulitrasound transmission and
Lubricating Gel)

Certificate Number: 1SO 024/1.19.TA1
The validity of this Certificate:  from 04 November 2019 to 03 November 2022

Original Certification: 04 November 2016

Pt ——

The Director General of STAMEQ The Chairman of the Certification Board
W

QUACERT - 8 Hoang Quoc Viet, Cau Giay, Hanoi, Vietnam.
The validity of this certificate can be checked at website: www.quacert.gov.vn
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Certificate of Compliance

Application for
Medical Device Directive (MDD) 93/42/EEC.
This is to certify that the product(s):

Surgical Gloves: Latex Examination Gloves;: Nitrile
Examination Gloves; Contraceptive Condoms

Manufactured by

MERUFA JOINT STOCK COMPANY

Head Office: No 38 Truong Quoc Dung Street, Ward 8,
Phu Nhuan District, Ho Chi Minh City, Vietnam

Factory: C64/11, Road No.8, Vinh Loc Industrial Park, Vinh Loc Commune,
Binh Chanh District, Ho Chi Minh City, Vietnam

Complies with the requirement of the
“Test Standard: EN 455:2015; EN 1SO 4074:2014"

has been assessed & found in accordance with the requirements of
MDD 93/42/EEC as amended by 2007/47/EC Class | (Non-Sterile).
QCC is non-notified certification body, issue this
‘compliance certificate’ after audit of manufacturer product(s) & technical file(s).
This certificate applies to the tested sample only not for whole production.
It's manufacturer sole responsibility to meet all the necessary conformity
assessmenl activities according to MDD 93/42/EEC and related standards
before placing them on the market & CE mark on the product(s).

Certificate No. : CE/017180/0720
Original Certificate Date : 03 - July - 2020
Issue Date : 03 - July - 2020
Expiry Date : 02 - July - 2021

To check this certificate status visit:
“http:fluasl.uk.com/certifiedorganization. htmi™

ce

Authorised Signature
For Quality Control Certification

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