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Sunsmed Protective Products Ltd
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Company Brief Introduction
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Sunsmed Protective Products Ltd was established in 2010 with
registered capital of 5 million RMB. The area of our factory is about
15,000 m’. And we acquired China Medical Device License, CE,ISO13485,
FDA certificate.

We mainly manufactures Disposable coveralls,face masks, Surgical
Drapes, Surgical Packs, Surgical Gowns and other non-woven disposable
products such as caps, isolation gowns, shoe covers etc.And exported
above products worldwide,such as, Europe,South America,Southeast
Asia and etc.

Our quality philosophy is to achieve product perfection and
customer satisfaction through implementation and maintenance of an
effective rigorous quality assurance system ,and will value its

commitment to high quality of our products.
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The introduction of Face masks as following:

PR AR — MR R B

MG : 17*9.5cm, 3 2, HH:

WIEIETS: CE, 15013485, BT 8 WA 72 ¥ vl iiE
Hr=&: 1500000 /&
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50 F/£5, 2000 Fr/4E

Product name: Disposable Medical Face Mask
Specification: 17*9.5cm,3 ply,elastic ear loop
Certificate: CE, 1SO13485,

Medical Device Manufacturing License of China
Daily Capacity: 1500000 pcs

Package: 50pcs/bag, 2500pcs/CTN or

50pcs/box, 2000pcs/CTN
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2. %5 K F Package photo :
1).NEEEE B Inner Package Photo:

*PE 3f13E PE bag packing:
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*IN A% Box packing: Box size -18*%10*7cm
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3.7MEE - Outer carton photo:

HFER~F (CTNSIZE) = 52*38*30cm;
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Sunsmed Protective Products Ltd
4.T.) 4K (Factory View)
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Sunsmed Protective Products Ltd
5. L) 7], 23 =’ KA (Workshop &Lab photo)

*[E 756 (Face Mask Workshop) :




ik BBR THARAF

Sunsmed Protective Products Ltd

*1AbZE [A] & 525G = (Purification Workshop&Lab)
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*E RS (Raw Material)
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Sunsmed Protective Products Ltd
6.9 BH 3 <Instruction for use>

[ Product Name] Disposable Face Mask
[F= iR Y — A B =

[ Model] Elastic Earloop
[#5] Bk

[ Specification] Large
[#iks] K5

[ Material] The face mask is composed of 3 ply fabric. Outer layer is waterproof nonwoven
fabric,inner layer is common nonwoven fabric,the middle layer is filter paper.
CS5 R ALY A i =2 1 = EAP R G, =AM E KA, WE N E i,
JE RN IE T AT -

[ Application Range] Protection for Medical Organization in the general medical environment

& AV R 1 BT B A M (R e A S P AR B 7 A

[ Performance] BFE, Delta P conform to the standard of {YY/T 0969-2013)
(P25 PERE ] B IR . BB IFF S (YY/T 0969-2013 — IR Efd FHEE F D E8) AR

[ Instructions] 1.Wear the inner layer in light-color covering on the mouth and with the nose clip
up, then hang the elastic ties behind the ears.
2.Press the nose clip to let it fit the nose and under the eyes tightly, then adjust
the mask under the chin.
LS A B T A P 11 BRI 3 CEu TR ) 100, A S RS IR — a0 ) b, SR J g o i ) 1 2
wHEETHE.
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[ Notes] 1.Please check the packing before use. And use it within the validity period
2.This product is single used. Do not reuse it.
3.The person who is non woven fabric allergy should use with caution.
(A=) LA ATE a5 eer. A RN e
2.7 i oy — PR, 2R E S AR
30 TE G i B T

[storage] Storage in a dry, ventilated environment with no corrosive gases.
[E 17500 ] BB AE T4 SR TEJE e S SR B e
[ validity Period] 2 years
[ER00] 2 48
BITH#: 202043 A 10 H
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7.5 kT
Certificate
7.1 BV
Business License
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7.2.Medical Device Manufacturing License:
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7.3. 57 S E HIE-— R M R e A 1D BB

China Medical Device Registration certificate for disposable face mask

A A R A0 [ E ST B R VEAE

EAE YR 5 bR HE20182142581

EM AL |bkEEE TRERAR
gk EMEEH T [ 185

EM AERT

BT e L 185
T o o

REALH |[MEH

REAEH |[FEH

R4 | TEREERERAOR

S-17X9.5/X/W/III. S-17X9.5/X/B/1L
7K 1 32 e e s T .
(L2 8 A )

B, Ak

A AU AT AR, CSEHRLIR OB AR RS
Lot R TSR B S P B AT R

A S — T, 38 T ORI 7 A A A ATInBE e e 1
& R E Ll BRIT AR T ) A P

M [TRERER

Ktz |&
B« HF PG 6864

4

FHRAT: WA ERAREETER




ik BBR THARAF

Sunsmed Protective Products Ltd
7.4. 6853 CE I\IE

CE certificate:

EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60111758 0001

Report No.: 15095978 001

Manufacturer: Sunsmed Protective Products Ltd.
No. 18, Industrial Park, Maozui Town
Xiantao City
433000 Hubei
China

Products: Aspects of manufacture concerned with securing and
maintaining sterile conditions:
Sterile Surgical Caps, Sterile Surgical Face Masks,
Sterile Surgical Gowns, Sterile Bed Protections,
Sterile Surgical Drapes, Sterile Surgical Packs

Expiry Date: 2021-08-11

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2016-08-12

Date: 2016-08-12

TUV Rheinland LGA Products GmbH - Tillystra

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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7.5.1SO 13485 1A R iUF 1

ISO 13485 certificate

TOVRheinland

; TUV Rheinland REE Ay
} LGA Products GmbH
‘ TillystraBe 2, 90431 Niirnberg

Attachment to

| Certificate
Registration No.: SX 60111759 0001
Report No.: 15095978 001

Organization: Sunsmed Protective Products Ltd.
No. 18, Industrial Park, Maozui Town
Xiantao City
433000 Hubei
China

Scope: Products:

- Surgical Caps

- Non Woven Face Masks
- surgical Gowns

- Isolation Gowns

Coveralls

- Sleeve Protectors
- Shoe Covers

Bed Protections
PE Plastic Aprons
- Surgical Drapes
Surgical Packs

Certification Body

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2016-08-12

. ®
TUVRheinland

Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

hereby certifies that the organization

Sunsmed Protective Products Ltd.
No. 18, Industrial Park, Maozui Town
Xiantao City
433000 Hubei
China

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

Manufacture and Distribution of Medical Devices
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN 1SO 13485:2012
EN 1SO 13485:2012/AC:2012

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

Effective Date: 2016-08-12
Certificate Registration No. SX 60111759 0001
An audit was performed. Report No.: 15095978 001

This Certificate is valid until 2019-08-11

Certification Body

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2016-08-12 (

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90437 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-valdity@de tuv.com hitp:/mww.tuv.com/safety
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Sunsmed Protective Products Ltd
7.6 FDA

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

Name: Sunsmed Protective Products Ltd

Add: No 18,Industrial Park, Maozui Town, XiantaoCity,
433000, Hubei Province, China

has completed the FDA Establishment Registration (as manufacturer and foreign
exporter) and Device Listing with the US Food & Drug Administration, through
The Owner/ Operator Number for this Registration is : 10062872

Listing No Code | Premarket Device Name

Submission NO.

D374618 OEA Isolation gown

D374619 KHA Mask, Face Mask

D374620 Coverall
D374621 FYF Cap

ABmed will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or warranties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, for
whose sole benefit it is issued. This certificate does not denote endorsement or
approval of the certificate - holder’ s device or establishment by the U.S Food and
Drug Administration.

ABmed assumes no liability to any person or entity in connection with foregoing.

Date of verification:Mar. 12, 2020
Date of expiration:Dec. 31, 2020

SH OFFICE

TEL:0086-21-50313932 Boyle Wang Phone:0086-18930777676 info@truthful.com.cn
ABMED SERVICE INC.

36 Soyth 18th Avenue, Suite A Brighton,CO USA 80601

TEL:213-375-3998  FAX:213-375-3998 info@abmed.com.cn
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Listing No Premarket Device Name
Submission NO.

D374623 Dressing Surgical

D374625 Shoe cover

D374628

ABmed will confirm that such registration remains eﬂgctive upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or warranties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, for

‘whose sole benefit it is issued. This certificate does not denote endorsement or

approval of the certificate - holder’ s device or establishment by the U.S Food and
Drug Administration.
ABmed assumes no liability to any person or entity in connection with foregoing.

Date of verification:Mar. 12, 2020
Date of expiration:Dec. 31, 2020

SH OFFICE

TEL:0086-21-50313932 Boyle Wang Phone:0086-18930777676 info@truthful.com.cn
ABMED SERVICE INC.

36 Soyth 18th Avenue, Suite A Brighton,CO USA 80601

TEL:213-375-3998 FAX:213-375-3998 info@abmed.com.cn

(]

S N 0. N e ) NN

e O..\“-’!" - SR A M . o 2
ﬁ@w NG /WD) %m




ik BBR THARAF

Sunsmed Protective Products Ltd
7.7 IR

Test Report

20155714508
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7.7. FEARFEMHIE

Trademark Registration Certificate
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