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Pengarah Hospital Taiping
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34000 Taiping Perak

(u.p :Dr Hajahnarimah Binti Yusof)

Tuan/Puan. 14/6/2021

Pendermaan Topeng Muka, N95 kepada Hospital Taiping

Merujuk kepada perkara di atas, kilang kami, CE Technology Berhad ialah sebuah kilang sarung
tangan yang terletak di Kamunting Perak. Rakan perniagaan dan pemegang saham kilang kami, En.
Alvin Neo Seok Liang selaku pemilik kepada OSS Care Manufacturing Sdn Bhd ingin menderma
topeng muka, N95 berjumlah 7200 keping yang dihasilkan oleh kilang dia di China kepada Hospital
Taiping. Oleh yang demikian, kilang kami akan mewakili pihak En. Alvin Neo dalam menguruskan
perkara ini. Sumbangan ini sebagai satu inisiatif tanggungjawab social (CSR) kepada pertugas barisan
harapan serta prihatin terhadap peningkatan kes Covid-19 di kawasan Larut Matang dan Selama.

2. Topeng muka tersebut dijangka tiba di kilang kami pada pertengahan bulan Jun. Bersama-sama
dengan surat ini, kami lampirkan laporan ujian dan sijil topeng muka untuk rujukan pihak Hospital.

3. Pihak kami ingin menzahirkan rasa terhutang budi dan terima kasih yang tidak terhingga atas
sumbangan dan pengorbanan yang dilakukan oleh semua pertugas barisan harapan yang terus
melaksanakan tanggungjawab mereka tanpa mengira kesulitan dan risiko terhadap kesihatan mereka.
Diharapkan sumbangan kami yang kecil ini dapat membantu pertugas barisan harapan yang sedang
memerangi wabak Covid-19.

4. Jikalau pihak Tuan/Puan sudi menerima sumbangan kami, diharapkan pihak Hospita; boleh
menurunkan cop pengesahan di surat ini.Kami akan memaklumkan kepada pihak PKD tentang tarikh
penghantaran topeng muka tersebut dalam masa terdekat.

Sekian terima kasih

Yang benat, £

Lee Ec Leng
Pegawai Keselamatan & Kesihatan (SHO)
No telefon : 012-5236707

s.k. Encik Alvin Neo Seok Liang, OSS Care Manufacturing Sdn Bhd

Innovating Through New Technologies
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C APPROVAL LABEL
Shanghai Gangkai Purifying Products Co., Ltd
5885 Bei Song Road, Song Jiang District
201600 Shanghai, PR China
0086-21-57775401

www. Disposable~mask. com

THIS RESPIRATOR IS APPROVED ONLY IN THE FOLLOWING CONFIGURATION:
RESPIRATOR COMPONENTS

CAUTIONS AND
1
TC- PROTECTION FACEPIECE LIMITATIONS?
GIKO 1200H
84A-4653 N95 X ABCJMNOP

1. PROTECTION

Na5-Particulate Filter (95% filter efficiency level) effective against
particulate aerosols free of oil; time use restrictions may apply.

2. CAUTIONS AND LIMITATIONS:

. Not for use in atmospheres containing less than 19.5 percent oxygen.
. Not for use in atmospheres immediately dangerous to life or health.
. Do not exceed maximum use concentrations established by regulatory standards.
Failure to properly use and maintain this product could result in injury or death.
. All approved respirators shall be selected, fitted, used, and maintained in accordance with MSHA,
OSHA and other applicable regulations.
N. Never substitute, modify, add, or omit parts. Use only exact replacement parts in the configuration as
specified by the manufacturer.
O. Refer to user's instructions and/or maintenance manuals for information on use and maintenance of
these respirators.
P. NIOSH does not evaluate respirators for use as surgical masks.

-0 m @




BEPARTMENT OF HEALTH & HUMANSERVICES

NIOSH Reterence: TN-16021
Mir. Reference: SGPOO3

Faz 417 38641““'1

December 9. 2008

Mr. Waika Chan

Manager Quality Control Department
Shanghai Gangkai Purifving Products Co., Ltd.
3885 Beisong Road, Song Jinag District
Shanghai. 201611

P.R. CHINA

Dear Mr. Chan:

The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request

dated November 1. 2008. This request was for an approval of the N935 filtering facepiece model
GIKO 1200H as described on assembly matrix 12001001aAMa.xls.

This request is granted. Approvals ar
language. It is the manufacturer’ D
languages other than English. Appro
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No changes may be made to any respirators and accompanying documentation without prior
written approval of NIOSH. Requests for changes must be submitted to NIOSH and a
modification of this approval must be granted before changes are made.

Chief, Technology Evaluation Branch
National Personal Protective Technology Laboratory

Enclosures
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MASK-GIKO1200H-N95

(Particulate Respirator)

Rev.0

a] el 14 1(e) Bl Mask-GIKO1200H-N95 is a NIOSH approved N95 mask for your use. It meets the requirements of NIOSH Title 42,
i Code of Federal Regulations, Part 84 (42 CFR 84) .

The mask has an arch-shape design providing increased intemal space of the mask for better breathability and comfort
during use. This is done with a 3D pressure-free production process. The Aluminum nose clip can be shaped according
to the shape of 1he bridge of the nose to ensure tightness of mask and nose. It has an elastic braided headband design
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INNER Side

OUTER Side OUTER Slde

FEATURES ® Can filter out more than 95% of exhaust, dust, chemicals, particles, smoke and fumes and others
® Has an arch design for better breathability and comfortability

" Has an Aluminum nose clip which can easily be shaped for a snug and tight fit

® Has a high-density sponge stiip which relieves nasal pressure and provides more comfort o wear
" Has an elastic braided headband design which can be used even for long periods

i ef N [e] /LW = Protection against various type of dust and non-oily substances generated in construction, mining, foundry.,
wood, cotton, electronics, pharmaceutical and others where concentration values of filtered particles
do not exceed occupational exposure limit range

TECHNICAL Color: White
DATA Material: Non-woven fabric

Filtering Rate: 295%
NIOSH Approval No: TC-84A-4653
Manufacturer; Shanghai Gangkai Purifying Products Company Limited

NIOSH Approval Label
e T S A

s 4

Cammor

ORDERING Packaging: 20 pcs/box, 24 boxes/carton
[[[e]:1TV\(ls]'M Box Details: Weight : 7.5 kg/carton
Carton Dimension : 52cm x 41cm x 47cm

v OSS TECH

.0ss-tech.com
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EC TYPE-EXAMINATION CERTIFICATE: 1392
Product description: - Respiratory Protective Devices — Particles
Filtering Half Masks
Product identification: - See schedule
Manufacturer: - Shanghai Gangkai Purifying Products Co.. Ltd

No. 382, XiangTing Road. Chedun,
Songliang, Shanghai 20161 [,
P.R. China
When assessed~"and examined against
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\ Ag~Ya obi-China Service _
Stettiner Strasse 4. D-71229 Leonberg.
~Germany . :
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Andrew Diamond, Technical Director

For and on behalf of INSPEC International Ltd.
56 Leslie Hough Way, Salford, Gt Manchester M6 6AJ, England (Notified Body No: 0194)
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Certification remains valid until 20" August 2022, providing compliance
with INSPEC’s terms and conditions is maintained.

Original date of issue: 3" QOctober 2005

For terms and conditions of 1ssue, see page 2
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EC Certificate: 1392 Revision: 170820

S

I —— =

st B .

B ———



. o)
TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Shanghai Masco Nonwoven
Products Co., Ltd.
Building 6
No. 683, Wenbing Road, Xinbang Town
Songjiang District
201605 Shanghai
P.R. China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Non-woven Products

(see attachment for scope included)

Proof has been fumished that the requirements specified in
EN ISO 13485:2016

are fulfilled, The quality management system is subject to yearly surveillance.

Effective Date: 2020-06-15
Centificate Registration No.: SX 60149231 0001

An audit was performed. Report No.: 15045176 009

This Certificate is valid until; 2022-11-17
Certification Body
{{ DAKKS
Deutsche ?
Akkrediti rel GLBA P
Adredterungsicle T

Date 2020-06-15

o
Fuxiu Sheng ek
S

TOV Rheinland LGA Products GmbH - Tillystrae 2 - 30431 Niirnberg

Tel; +49 221 806-1371 Fax: +40 221 806-3935 e-mail:cen-validity@de tuv.com hitp:iwww. tuv.com/safety
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TUVRheinland

TUV Rheinland poc- 1/1. Rev..
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

DAKKS

Deutsche

$X 60149231 0001
15045176 009

Shanghai Masco Nonwoven

Products Co.. Ltd.

Building 6

No, 683, Wenbing Road, Xinbang Town
Songjiang District

201605 Shanghai

P.R. China

Site included:

Shanghai Masco Nonwoven Products Co., Ltd.

Building 6, No. 683, Wenbing Reoad, Xinbang Town, Songjiang
Shanghai 201605, China

Distribution of Medical Non-woven Products

Shanghai Masco Nonwoven Products Co., Ltd.

No. 382 Xiangting Road, Chedun Towr, Songjiang District,

Shanghai 201611, China

Manufacture of Medical Non-woven Products

Certification Body
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