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

Registration No.: DD 60145760 0001

Report No.: 16806100 007

Manufacturer: XINLE HUABAO MEDICAL
PRODUCTS CO., LTD.
Dongguan, Cheng'an Town
050701 Xinie City, Hebei Province
P.R. China

Products: For the Following Medical Devices the Scope Covers only
the Aspects of Manufacture Concerned with Securing and
Maintaining Sterile Conditions
(See Attachment for Products included)
Replaces Approval, Registration No.: DD 60110792 0001
Expiry Date: 2024-05-26
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 llb and class Il devices covered by this

Effective Date: 2020-01-19

Date: 2020-01-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 04.08 @ TUY, TUEV and TUV are registared trademarks. Utilization and application requires prior approval
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TUVRheinland

TUV Rheinland e s
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60145760 0001

Report No.: 16806100 007

Manufacturer: XINLE HUABAO MEDICAL
PRODUCTS CO., LTD.
Dongguan, Cheng'an Town
050701 Xinle City, Hebei Province
P.R. China

Products:

- Sterile Non-woven Products (Surgical Gowns, Surgical
Drapes, Isoclation Gowns, Coveralls, Face Masks)

- Sterile Non-woven and PE Composited Products (Surgical
Gowns, Surgical Drapes, Isolation Gowns, Coveralls)

Date: 2020-01-19




TUVRheinland®

LGARY

Business Stream Products Precisely Right.
Certification Department

TOV Rheinland LGA Products GmbH - 90431 Nirnberg

Contact
XINLE HUABAO MEDICAL Tel. +49 911 655-5225
PRODUCTS CO., LTD. Mail service@de.tuv.com
Dongguan, Cheng'an Town Date January 19, 2020
050701 XINLE CITY, HEBEI PROVINCE
P.R. CHINA
Application for : QMS Produktion, Anhang V MDD
Certificate No. : DD 60145760 Sheet 0001
Device - Only for QM-System audit
Test requirement : Richtlinie 93/42/EWG
Dear Madame or Sir,
Enclosed please find the new certificate No. DD 60145760 0001 replacing
the previous certificate.
With effective date of the new certificate, the previous certificate
(number see new certificate) becomes invalid.
Kind regards
Certification body
z £ TUV Rheinland
LGA Products GmbH
Jing Zhan Tilystrage 2

90431 Nirnberg

Test sample: no, documentation available Tel. +49 911 655.5295

Fax +49 911 655-5226
Mail service@de.tuv.com

Web www.tuv.com/safety

Board of Management

Dipl.-ing.
Jérg Mahler, Spokesman

Dipl.-Kfm.
Dr. J6rg Schigsser

Chairman of the
Supervisory Board

Dipl.-Ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835490



DICHIARAZIONE DI CONFORMITA

(ALLEGATO VIl DIRETTIVA 93/42/CEE)

C¢
Identificativo di registrazione Repertorio BD/RDM: 2027953

Fabbricante:
Xinle Huabao Medical Products Co., Ltd.
Dongguan, Cheng, an Town, Xinle City, Hebei Province, 050701, China

Mandatario Europeo:

Wellkang Ltd. Suite B, 29 Harley Street, London W1G 9QR, UK

Del prodotto:

Denominazione CAMICE MEDICO monouso

Tipologia / Classe dispositivo Classe | - Non sterile

Marca XINLE HUABAO MEDICAL PRODUCTS
Categoria B [B0O04] S-M-L-XL-XXL

Anno di Costruzione 2020

Lotto

Il prodotto sopraindicato & conforme alle disposizioni delle seguenti direttive e successivi
emendamenti:
93/42/CEE Direttiva Dispositivi Medici e modificata dalla Direttiva 2007/47/EC.

Dichiara inoltre che il prodotto & conforme ai seguenti standard:

EN 13795:2019 Camici monouso Classe | ad uso medico — Requisiti e metodi di prova.

Procedur a divalutazione

della conformita: Modulo A (CE Dichiarazione di conformita (allegato VII) + fascicoli tecnici)
Roma, 28/10/2020
Firma
. ’ﬁ(’ il i
Fabbricante: X" @ “‘)

v PR ARARAT
KIMLERAEAOEED | CALPROUICTSCS. LTD
x| B F

Lit i Ql
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Test Report SL52025269537001TX Date:July 07,2020 Page 1 of 11
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XINLE HUABAO PLASTIC PRODUCTS CO., LTD.
NO.210, NANHUAN ROAD, XINLE CITY, HEBEL PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description :  (A) The Disposable Isolation Gown is made from nonwoven and PE composited
material, and consists of a front and back cut piece(including two sleeves, two
collar bindings and two belts).The product is suitable for general isolation in out-
patient, sickroom and inspection room of medical institution.

SGS Internal Ref No. : SL120012511014TX

Roll/ Lot No. : 20200520DDR

Sample Receiving Date : Jun 04, 2020

Testing Period : Jun 04, 2020 — Jul 07, 2020

Test Result(s) . Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Test Performed . Selected test(s) as requested by applicant

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at :Ilwww.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification ané Jurisdiction issues defined therein. Any holder of fhis aocumen{ s
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any unauthorized alteration, for?ery or falsification of the content or
appearance of this document is unlawful and offenders may bedprosecutad to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us attelephone: (86-755) 8307 1443,
or, email: CN.Doccheck@sgs.com

3“Building, No.889, Yishan Road Xuhui District Shanghai.China 200233 1 (86-21)61402666  f (86-21) 64958763 WWW.Sgsgroup.com.cn
HE - LiE - LK E L8923 84#  BE4: 200233 1 (86-21)61402666  f (86-21) 64958763 e sgs.china@sgs.com
|

Member of the SGS Group (SGS SA)




Test Report SL52025269537001TX Date:July 07,2020 Page 2 of 11

Comment:

Surgical Clothing and Drapes - Requirements and Test Methods - Part
1: Surgical Drapes and Gowns(EN 13795-1:2019)

z

Clause 4 Bursting strength-Dry

Clause 4 Bursting strength-Wet

Clause 4 Tensile strength-Dry

Clause 4 Tensile strength-Wet

Clause 4 Liquid penetration-Water Resistance

Clause 4 Cleanliness microbial/Bioburden

Clause 4 Microbial Penetration-Dry

Clause 4 Microbial penetration-Wet

<NEENENEEEEE

Clause 4 Particle release

Remark: M=Meet EN 13795-1:2019 standard performance requirement

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

!

-~

f ""fwf ,.y] e
c I‘ra g i

Sara Guo (Account Executive) Dongjing Liu (Authorized Signatory)

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at Twww.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues de erein. Any holder of this document is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may badpmsacuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
or email: CN.Doccheck@sgs.com

3"Building No.889), Yishan Road,Xuhui District Shanghai China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.SgSgroup.com.cn
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Test Report

Test Result

SL52025269537001TX

Date:July 07,2020

Page 3 of 11

Surgical Clothing and Drapes - Requirements and Test Methods - Part 1: Surgical Drapes and Gowns

(EN 13795-1:2019)

Clause 4 Bursting strength-Dry*

(EN ISO 13938-1: 1999; Dry state; Test area: 10cm?)

Material
Measured
Sample value (kPa) Requirement Conclusion
(kPa)

Face
1 117 240
2 97.0 (Surgical gown: standard Pass
3 104 performance critical product area)
4 112
5 108 EN 13795-1:2019

Sleeve seam
Measured
Sample value (kPa) Requirement Conclusion
(kPa)

Face
1 134 240
2 128 (Surgical gown: standard Pass
3 132 performance critical product area)
4 131
5 130 EN 13795-1:2019

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed

overleaf, available on request or accessible at httj
subject to Terms and Conditions for Electronic Documents at
Attention is drawn to the limitation of liability, indemnification an G} Y is s
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Test Report

SL52025269537001TX Date:July 07,2020

Clause 4 Bursting strength-Wet*

(EN ISO 13938-1: 1999; Dry state; Test area: 10cm?)

Page 4 of 11

Material
Measured
Sample value (kPa) Requirement Conclusion
(kPa)

Face
1 69.4 240
2 99.4 (Surgical gown: standard Pass
3 87.3 performance critical product area)
4 74.9
5 923 EN 13795-1:2019

Sleeve seam
Measured
Sample value (kPa) Requirement Conclusion
(kPa)

Face
1 134 240
2 126 (Surgical gown: standard Pass
3 128 performance critical product area)
4 133
5 131 EN 13795-1:2019

"%Q.-.lutj Lid

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
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Test Report SL52025269537001TX Date:July 07,2020 Page 5 of 11

Clause 4 Tensile strength-Dry
(EN 29073-3:1992; Dry state; The distance between the clamps: 200mm; Rate: 100mm/min)
(EN 29073-3:1992 eqv ISO 9073-3:1989)

Material

Length Width Requirement
Sample Conclusion

(N) (N) (N)

48.1 70.9 220
54.0 78.6
55.7 72.5
52.8 68.6
49.7 75.5

5 EN 13795-
1:2019

(Surgical gown: standard
performance critical product
area) Pass

AIWIN|F

Sleeve seam

Requirement
Sample (N) Conclusion

(N)

38.0 220

34.2 .
340 (Surgical gown: standard

368 performance critical product
38'3 area) Pass

AIWIN|F

5 EN 13795-
1:2019

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
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Test Report SL52025269537001TX Date:July 07,2020 Page 6 of 11

Clause 4 Tensile strength-Wet
(EN 29073-3: 1992; Wet state. The distance between the clamps: 200mm; Rate: 100mm/min)
(EN 29073-3:1992 eqv ISO 9073-3:1989)

Material

Length Width Requirement
Sample Conclusion

(N) (N) (N)

47.3 75.7 220
48.8 69.0
46.8 79.1
45.1 73.8
47.2 73.2

5 EN 13795-
1:2019

(Surgical gown: standard
performance critical product
area) Pass

AIWIN|F

Sleeve seam

Requirement
Sample (N) Conclusion

(N)

41.2 220

38.4 )
372 (Surgical gown: standard

379 performance critical product
Y area) Pass

AIWIN]|F

5 EN 13795-
1:2019
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Test Report

SL52025269537001TX

Clause 4 Liquid penetration-Water Resistance

Date:July 07,2020 Page 7 of 11

(EN I1SO 811: 2018; Rate of increase of water pressure:10cm/min; temp. of distilled water:20.0C; Face side to

water)
Material
Sample M?/%_SIH(E:ed Requirement Conclusion
(cmH3 O) (cmH; O)
cmi o
1 >20 220
2 ~20 (Surgical gown: standard Pass
j i;g performance critical product area)
5 >20 EN 13795-1:2019
Sleeve seam
Sample Mf/%slﬂéed Requirement Conclusion
(cmH3 O) (cmH; O)
cmi o
1 >20 220
2 ~20 (Surgical gown: standard Pass
j i;g performance critical product area)
5 >20 EN 13795-1:2019
Clause 4 Cleanliness microbial/Bioburden
(EN I1SO 11737-1: 2018; Membrane Filtration Method)
Sample é?;?é Requirement Conclusion
count (CFU/100cm? )
(CFU/100cm 2 )
1 30 <300
urgical gown: standar
3 66 performance critical product area)
4 33
5 270 EN 13795-1:2019
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Test Report SL52025269537001TX Date:July 07,2020 Page 8 of 11

Clause 4 Microbial Penetration-Dry*
(EN 1SO 22612:2005,The fourth generation of spores of bacillus subtilis ATCC 9372, The concentration of the
spores:1.8 X 108 CFU/g talcum powder,Sample:12,Vibration frequency:20800 times/min,Vibration time:30min)

Material
Sample Measured Requirement Conclusion
value (CFU)
(CFU)
1 0
2 0 <300
3 0
4 0 : .
(Surgical gown: standard Pass
> 0 performance less critical product
3 8 area)
8 0 EN 13795-1:2019
9 0
10 0

Sleeve seam

Sample Measured Requirement Conclusion
value (CFU)
(CRU)
1 0
2 0 <300
3 0
4 0 ; .
(Surgical gown: standard Pass
> 0 performance less critical product
3 8 area)
8 0 EN 13795-1:2019
9 0
10 0
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Clause 4 Microbial penetration-Wet*

(EN ISO 22610:2006,Temp:24.5C,RH:56.0% ,The distance of agar to plates brim:3mm, Carrier material:30um

polyurethane (PU))

Material
Sample Ba(rjrier Requweizwde:): Barrier Conclusion
index
1 6.0 22.8
2 6.0 (Surgical gown: standard Pass
j 28 performance critical product area)
5 6.0 EN 13795-1:2019
Sleeve seam
Sample Ba&rier Requwei:qde:): Barrier Conclusion
index
1 6.0 22.8
2 6.0 (Surgical gown: standard Pass
j 28 performance critical product area)
5 6.0 EN 13795-1:2019

Bt % H &
Inspentmn & Testing Services r\j

il Co.Lio
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Clause 4 Particle release*
(EN 1SO 9073-10: 2004, Size of particles counted: 3um-25um)
(EN 1SO 9073-10:2004 idt ISO 9073-10:2003)

Material
Size of s | Measured value Requirement conclusi
particles ampie Coefficient of linting Coefficient of onclusion
counted logw linting
(um) logio
1 2.6
2 2.3 <
. <4.0
A T3 25
Face
4 2.6
325 5 2.3 (Surgical gown: standard Pass
1 26 performance critical product
' area)
2 2.6
A |3 2.6
Back
4 2.7 EN 13795-1:2019
5 2.6
Sleeve seam
Size of s | Measured value Requirement conclusi
particles ample Coefficient of linting Coefficient of onclusion
counted logw linting
(um) loge
1 2.3
2 2.0 <
. <4.0
A3 2.2
Face
4 2.3
325 5 2.0 (Surgical gown: standard Pass
1 29 performance critical product
' area)
2 2.8
A |3 2.9
Back
4 3.0 EN 13795-1:2019
5 2.8

*This test standard is not within the accredited scope in SGS Shanghai testing centre, it is carried out by
external laboratory accredited by CNAS (China National Accreditation Service for Conformity Assessment).

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at Jlwww.sgs.com/en/Terms-an Condntzonsﬂ’erms—e Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues def erein. Any is document is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client's instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any unauthorized alteration, for%ery or falsification of the content or
appearance of this document Is unlawiul and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
or email: CN.Doccheck@sgs.com

3"Buikding,No.889, Yishan Road Xuhui District Shanghai, China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.Sgsgroup.com.cn
i - L HiICXHEILKBIE3E#  BR4: 200233 t (86-21)61402666  f (86-21) 64958763 e sgs.china@sgs.com
|

Member of the SGS Group (SGS SA)
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Sample Photo

Face Back

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

*»**End of Report***

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents a ‘Iwww.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification anx;i jurisdiction issues defined therein. Any holder of this Hocumen{ is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may badprosscuted to the fullest extent of the law. Unless otherwise stated the

R % =

4 o e S results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.
Inspection & Testing sew'cesid' Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
3 or email: CN.Doccheck@sgs.com
3"Building No.889), Yishan Road,Xuhui District Shanghai China 200233 1 (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn
hE - - $ICREL%EE0S3EH  di4%: 200233 t (86-21)61402666  f (86-21) 64956763 e sgs.china@sgs.com
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Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH - 90431 Nirnberg

XINLE HUABAO MEDICAL

PRODUCTS CO., LTD.

Dongguan, Cheng'an Town

050701 XINLE CITY, HEBEI PROVINCE
CHINA

Application for : QMS

Certificate No. 1 SX 60143175 Sheet 0001
Device . Only for QM-System audit

Test requirement : EN ISO 13485:2016
Dear Madame or Sir,

Enclosed please find the

new certificate No. SX 60143175 0001
replacing the previous certificate.

Kind regards

Certification body

’

g Zhan },7

Test sample: no, documentation available

TUVRheinland®

Precisely Right.

Contact

Tel. +49 911 655-5225
Mail service@de.tuv.com

Date October 31, 2019

TUV Rheinland
LGA Products GmbH

Tillystrale 2
90431 Narnberg

Tel. +49 911 655-5226
Fax +49 911 655-5226
Mail service@de.tuv.com
Web www.tuv.com/safety

Board of Management

Dipl.-Ing.
Jorg Mahler, Spokesman

Dipl.-Kfm.
Dr. J6rg Schlésser

Chairman of the
Supervisory Board

Dipl.-Ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835480



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date:

10/020d 04.08 ©®  TUV, TUEV and TUV are registered tredemarks. Utilisation and application requires prior approvai.

2019-10-31

Doc.

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

§X 60143175 0001
16806100 005

XINLE HUABAO MEDICAL
PRODUCTS CO., LTD.

Dongguan, Cheng'an Town
050701 Xinle City, Hebei Province
China

Products:

- Non-woven Products

- Non-woven and PE composited Products
- PE Products

- Paper Products

- PE and Paper composited Products

Certification Body
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TUVRheinland

1/1, Rev. 0




s ®
TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

XINLE HUABAO MEDICAL
PRODUCTS CO., LTD.
Dongguan, Cheng'an Town
050701 Xinle 8ﬁy Hebei Province

ina

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

Manufacture and Distribution of Disposable Medical Devices

(see attachment for products included)

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

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

Effective Date: 2019-10-31
Certificate Registration No.: SX 60143175 0001
An audit was performed. Report No.: 16806100 005

This Certificate is valid until: 2022-07-07
Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-10-31

U nosatele
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Numiber

1 L]
Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://iwww.tuv.com/safety

10/020d 04.08 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval. =
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