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Health

medizinische FFP2 Atemschutzmaske

MODEL.: KINGFA KF-A

Klasse FFP2 NR, ohne Ventil, EN 149 Faltmaske

Schutzklasse FFP2 (Schutz vor gesundheitsschadlichen Stof- Filtrationseffizienz > 95%

fen wie festen und flUssigen Stauben, Rauch und Aerosolen)
Partikelfiltrierende Halbmaske

Gepruft und CE-zertifiziert gemald der Norm EN 149:2001 +
A1:2009; Verordnung (EU) 2016/425 fur personliche Schutza-
usrustung
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EMISSIMO-

Tools

TECHNISCHES DATENBLATT

bekannt aus ZDF WISO
(CE 0598) KINGFA KF-A
F10(SC) FFP2 NR

Artikelnummer: 3629563
EAN Code: 6973163400328
Model: KINGFA

Technische Daten

Details Bez.
Filtrationseffizienz >95%
Notifizierte Stelle Universal 2163 / SKS
Modul B / Modul B 0598 Finnland

EN 149:2001 +
Normen

A1:2009

. 2163-PPE-1577 /

Zertifikats ID

CN20/42082

Anwendungsgebiete (z.B.)

B zur Bedeckung von Mund und Nase
Schutz vor Partikeln, Tropfchen und Aerosole

Lieferumfang

B 6 x FFP2 Masken pro Box
B 1 x Gebrauchsanweisung deutsch/englisch

Besonderheit
B ENISO 13485:2016 gepruft durch - TUV Rheinland LGA Products GmbH vom 13.07.2020
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DEKRA Testing and Certification GmbH
Standort Essen
Personliche Schutzausriistungen

AdlerstraBBe 29
45307 Essen, Germany

Tel +49.201.52319-0
Fax +49.201.52319-401
E-Mail DTC-Support-Essen@dekra.com

Prifbericht Nr. Test report no.
3421085.10/20 PSA

Prifgegenstand Testsubject Filtrierende Halomasken zum Schutz gegen feste und fliissige Aerosole
Filtering half masks to protect against solid and liquid aerosols

Modell Type KF-A F10(SC)

Hersteller Manufacturer Guangdong Kingfa SCI.&Tech. Co., Ltd.

No.28, Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City,
Guangdong Province, China

Prifzeitraum Test period 11/2020 — 12/2020
Grundlage Basis EN 149:2001+A1:2009 Abschnitte sections 7.9 und and 7.16
Berichtsdatum Date of report 09/12/2020

Dieser Bericht besteht aus 6 Seiten. This report consists of 6 pages.

Eine auszugsweise Verdffentlichung dieses Berichtes bedarf der Zustimmung der DEKRA Testing and Certification
GmbH. Juristisch bindend ist ausschlieBlich die deutsche Fassung dieses Berichtes.

Publication of extracts from this report requires the consent of DEKRA Testing and Certification GmbH. Only the German

version of this report is legally binding.

DEKRA Testing and Certification GmbH, HandwerkstraBe 15, 70565 Stuttgart
Zertifizierungsstelle: DinnendahlstraBBe 9, 44809 Bochum
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certification-body@dekra.com
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Veranlassung Reason

Auftragseingang Date of order 19/11/2020

Auftraggeber Client Guangdong Kingfa SCI.&Tech. Co., Ltd.
No.28, Delong Ave., Shijiao Town, Qingcheng District, Qingyuan City,
Guangdong Province, China

Eingang der Prufmuster 30/11/2020

Test sample delivery date

Prifstandort Test site DEKRA Testing and Certification GmbH
Persénliche Schutzausriistungen
AdlerstraBBe 29

45307 Essen, Germany

Essen, 09/12/2020
DEKRA Testing and Certification GmbH

(Braune, M. Sc.)
Prifingenieur

Test engineer
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1 Bezug der Prufergebnisse Reference of the test results

Die in diesem Bericht aufgefihrten Ergebnisse beziehen sich ausschlieBlich auf die untersuchten Prifmuster.
Alle Prifungen wurden ohne eine vorangegangene Konditionierung der Prifmuster durchgefihrt. Die
erzielten Ergebnisse kénnen nicht als Grundlage fiir eine EU-Baumusterprifung gemaB Modul B der PSA
Verordnung (EU) 2016/425 verwendet werden.

The results presented in this report refer exclusively to the test samples examined. All tests were performed
without prior conditioning of the test samples. The results obtained cannot be used as a basis for an EU type

examination according to module B of the PPE regulation (EU) 2016/425.

Die folgende partikelfiltrierende Halbmaske wurde gepruft:
The following patrticle filtering half-mask was tested:

Frontansicht / frontal view Innenansicht / inner view
Seitenansicht / side view Seitenansicht / side view
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2 Prifergebnisse Test results

A EN 149:2001+A1:2009

Die nachfolgenden Ziffern entsprechen den Abschnitten der EN 149:2001+A1:2009.
The following numbers correspond to the paragraphs of the EN 149:2001+A1:2009.

7 Anforderungen Requirements
7.9 Leckage Leakage
7.9.2 Durchlass des Filtermediums Penetration of the filter medium

Der Durchlass des Filters der partikelfiltrierenden Halbmaske muss die Anforderungen in Anforderungstabelle 1 erfillen.
The penetration of the filter of the particulate filter half-mask shall meet the requirements of Table of requirements 1.

Anforderungstabelle 1 - Durchlass des Filtermediums
Table of requirements 1 - Penetration of the filter medium

Klasse Maximaler Durchlass des Priifaerosols
Class Maximum penetration of the test aerosol
Natriumchloridpriifung 95 I/min Paraffinélpriifung 95 I/min
Sodium chloride test 95 I/min paraffin oil test 95 I/min
% %
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1

Ergebnisse results siehe see Tabelle Table I, Fehler! Verweisquelle konnte nicht gefunden werden.

Tabelle Table | Ergebnisse beim Kurztest (3 min) Results during short test (3 min)

Probe Konditionierung Durchlassgrad bei 95 I/min
sample Conditioning Penetration at 95 I/min
Paraffinol
Paraffine oil
[%]
01 AR. 0,07
02 AR. 0,08
A.R.: Fabrikfrisch As received
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7.16 Atemwiderstand Breathing resistance

Die Grenzwerte fiir den Atemwiderstand gelten flr partikelfiltrierende Halbmasken mit und ohne Ventil. Sie missen die
Anforderungen in Tabelle 2 erfillen.
The critical values of the breathing resistance are valid for filtering half masks with and without valve. They shall meet the

requirements set out in Table 2.

Tabelle 2 - Maximaler Atemwiderstand
Table 2 - Maximum breathing resistance

Klasse Max. Einatemwiderstand Max. Ausatemwiderstand
Class Max. inhalation resistance Max. exhalation resistance
[mbar] [mbar]
30 I/min 95 I/min 160 I/min
FFP1 0,6 2.1 3,0
FFP2 0,7 2,4 3.0
FFP3 1,0 3,0 3.0
Ergebnisse: siehe see Tabelle Table Il, Tabelle Table Il

Tabelle Table Il Ergebnisse der Einatemwiderstandsmessungen Results of inhalation resistance measurements

Probe Konditionierung Einatemwiderstand
Sample Conditioning Inhalation resistance
[mbar]
30 I/min 95 I/min
03 A.R. 0,6 1,7
04 A.R. 0,6 1,8
A.R.: Fabrikfrisch As received

Tabelle Table Il Ergebnisse der Ausatemwiderstandsmessungen Results of exhalation resistance measurements

Probe Konditionierung Ausatemwiderstand bei 160 I/min
Sample Conditioning Exhalation resistance at 160 I/min
[mbar]
a b c d e
03 AR. 2,7 2,7 2,7 2,7 2,7
04 AR. 29 29 29 29 29

Gemessen in den finf definierten Lagen des Priifkopfes Measured in the five defined positions of the test head:
a) geradeaussehend facing directly ahead

) senkrecht nach oben sehend facing vertically upwards

) senkrecht nach unten sehend facing vertically downwards

)

)

Q O T

auf der linken Seite liegend lying on the left side
auf der rechten Seite liegend lying on the right side

D

A.R.: Fabrikfrisch As received
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PARTICLE FILTERING
. HALF MASK
EN149:2001+A1:2009
FFP2

KF-A F10(SC)

More
protective

MORE
COMFORTABLE



KINGFA INTRODUCTION = A i

Established in 1993

Research, production and sales of

advanced polymer materials

Listed on Shanghai Stock Exchange
in 2004

Over 6500 employees

Annual production capacity exceeds

2 million tons

WITHIN 27 YEARS OF DEVELOPMENT
KINGFA REALIZED:

over6500 Employees )

Billion Total
29.1 Assets(CNY) )

AR WA TR T R

Subsidiary
Companies

A Company \

Founders )

20 Thousand \
CNY Capital )

1 Small Workshop 8

5,

0 CNY Sales \

Volume )

(RN TINEERTRONY /775 I
N
~

Billion Sales
23.2 Volume(CNY) )




KF-A F10(SC)
FFP2

Color Box
(30 pcs/box)

Size:1407120"121mm
Gross Weight:290+10g

Master Box
(36 color boxes/

Master box)
SIZEES 85 575 385mim
Gross Weight:144461500¢

Mask

Size:230"120mm
Weight:6.80.3g

The actual product you receive may be (slightly) different from this photo,
the packing may update,please make the object as the standard



Verify the validity with the QR code

NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-884

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Kingfa Sci.&Tech. Co., Ltd.

28 Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City, Guangdong Province,
China
are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Product Definition

Brand Name: KINGFA Model: KF-A F10(SC)
Filtering half mask
Classification: FFP2 NR

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category I1I product models given above, with;

e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

e  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 29/06/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION

Director

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Dudulls Umraniye - ISTANBUL - TURKEY  T:4+90 216455 80 80

UNIVERSALCERT.COM












| IGINGFA
' FDA EUA T AR R

| https://www.fda.gov/medical-devices/coronavirus-dis-
ease-2019-covid-19-emergency-use-authorizations-medical-devices/persona
|-protective-equipment-euas#imported



June 16, 2020

GUANGDONG KINGFA SCI. & TECH. CO. LTD.
28 DELONG AVENUE, SHIJIAO TOWN
QINGCHENG DISTRICT

QINGYUAN CITY CN - CHINA

EUA201196
Re: FFRs Made in China
Dear David Wu:

This letter is in response to your request that the Food and Drug Administration (FDA) add your respirator model KF-
A-FO1 as an authorized respirator to the May 7, 2020 Emergency Use Authorization (EUA)?, which was issued under
Section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3). We have reviewed your
email and determined that the models included meet the eligibility criteria in the May 7, 2020 EUA for non-NIOSH
approved respirators made in China. As such, your respirator(s) is hereby added to Appendix A? as an authorized
respirator.

Having concluded that the eligibility criteria are met, | am adding your respirators to Appendix A, as described in the
Scope of Authorization (Section Il). As such, the respirator is authorized for use by healthcare personnel in

healthcare settings in accordance with CDC recommendations and subject to the Conditions of Authorization (Section
IV) of the attached letter. We remind you that, among other things, you are required to meet the following labeling
requirements:

Manufacturers

A. Manufacturers of authorized respirators are required to publish the intended use and other
instructions (such as fit testing, etc.) about all authorized models that are imported and authorized
under this EUA on their website in English. Additionally, manufacturers must notify FDA by emailing
FDA at CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov of the website address (URL) that meets
this condition. The subject line of this email should read “URL for FFR Made in China.” FDA will make
this information available to the public on its EUA website at https://www.fda.gov/medical-
devices/emergency-situations-medical-devices/emergency-use-authorizationsttcovid19ppe.
Manufacturers must notify FDA of any changes to this page.

B. In addition to the above electronic labeling condition, manufacturers of authorized respirators are
additionally required to include a letter, in English, that can be distributed to each end user facility
(e.g., each hospital, etc.) that receives the authorized respirator model. This letter must include the

1The EUA Letter of Authorization is available at, https://www.fda.gov/media/136664/download.
2 Appendix Aisavailable at, https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-
authorizations.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
www.fda.gov


http://www.fda.gov/
mailto:CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ppe
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ppe
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ppe
https://www.fda.gov/media/136664/download
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations

authorized respirator’s manufacturer, model, intended use, manufacturer’s webpage (if applicable),
etc.

Additionally, please be advised that if your firm does not have the appropriate fluid resistance testing, the
respirator should not be labeled as “surgical.”

Import information can be found on the Information for Filing Personal Protective Equipment and Medical Devices
During COVID-19 page. If you need to resolve entry issues for shipments, please contact 301-796-0356 or
COVID19FDAIMPORTINQUIRIES@fda.hhs.gov.

Sincerely,

Suzanne Schwartz, MD, MBA

Deputy Director (& Acting Office Director)

Office of Strategic Partnerships & Technology Innovation
Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
www.fda.gov


http://www.fda.gov/
https://www.fda.gov/industry/importing-covid-19-supplies/information-filing-personal-protective-equipment-and-medical-devices-during-covid-19
https://www.fda.gov/industry/importing-covid-19-supplies/information-filing-personal-protective-equipment-and-medical-devices-during-covid-19
mailto:COVID19FDAIMPORTINQUIRIES@fda.hhs.gov
mailto:COVID19FDAIMPORTINQUIRIES@fda.hhs.gov

EU DECLARATION OF CONFORMITY

This declaration of conformity is issued under the sole responsibility of the manufacturer:

Manufacturer and
address

GUANGDONG KINGFA SCI.&TECH. CO., LTD.

NO.28 Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City,
Guangdong Province, China

Product name

Particle Filtering half mask

Model/ Serial No.

KF-A F10(SC) FFP2 NR

Applicable Regulation:

PPE Regulation 2016/425

Notified body for EU
type-examination
(Module B)

UNIVERSAL- NB 2163
Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye /

iSTANBUL / TURKIYE

Certificate number
(Module B)

2163-PPE-884

Notified body for EU
type-examination
(Module D)

SGS FIMKO OY - NB 0598

Takomotie 8, FI-00380 Helsinki, Finland

Certificate
number(Module D)

Certificate CN20/42082

We declared that given information on the above statement and attached documents/records are

true and correct to the best of our knowledge.

Signed for and on behalf of: GUANGDONG KINGFA SCI.&TECH. CO., LTD.

(date of signature):2020-6-30
(title of signatory):General Manager

(signature):

























Report No.: NKG2020050401

Supplier Creditability & Capacity Audit Report

Report:

Supplier Name Guangdong KINGFA SCI.&TECH. Co., Ltd. | HK&KRHEE R A

No. 28, Delong Avenue, Shijiao Town, Qingcheng District, Qingyuan City,

Supplier Address Guangdong Province, China

Client Information | /

Name of Assessor | James Lee Reviewed by Roger Wang

Audited Date 04 May, 2020 Expiry Date 03 May, 2021

Assessment Scope:

Section 1: Company Profile

Section 2: Personnel

Section 3: Main Market

Section 4: Manufacturing Ability
Section 5: Certificate

Section 6: Quality Control Management
Section 7: Development Plan

Section 8: Production Flow Chart
Section 9: Attachment

Comments

Guangdong KINGFA SCIL&TECH. Co., Ltd. is a trader and manufacturer combined company with 2097
employees; it was established in 2013, located in No. 28, Delong Avenue, Shijiao Town, Qingcheng
District, Qingyuan City, Guangdong Province, China. They have passed ISO9001, ISO14001,
OHSAS18001 certifications in 2017. Guangdong KINGFA SCI.&TECH. Co., Ltd. has successful foreign
trading experience in Europe, North America and East Asia.

Important Notes:

This report is issued by the SGS —CSTC under its General Terms and Conditions of Service accessible at
http://www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitation of liability,
indemnification and jurisdiction issues defined therein.

Any holder of this document is advised that information contained hereon reflects the Company’s actual
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. Any
unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful
and offenders may be prosecuted to the fullest extent of the law.
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Report No.: NKG2020050401
Section 2: Personnel

2.1 Company Org Chart

2.2 Headcount and Key Staff

According to [ ] Atteqdance record [X] Members list
[ 1 On-site observation [ ] Others
Department Full time Part time Total

GM 1 0 1
Management 1 0 1
Represents
Production Dept. 1666 0 1666
QC Dept. 80 0 80
Technology Dept. 20 0 20

Headcount Warehouse Dept. 220 0 220
Purchase Dept. 15 0 15
HR Dept. 15 0 15
Office 48 0 48
Marketing Dept. 24 0 24
Fin. Dept. 7 0 7
Total 2097

Full Name Position Working experience in this filed

Mr. Hongtao Ning General Manager | About 20 years working experience

Key Staff
Mr. Xiaojun Deng Factory Director About 15 years working experience
Mr. Min Ding Export Manager 8 years foreign trading experience

Training Procedure and Plan | [ X ] All staff [ 1Key station
for Staff [ 1No Training records [ ]Others

Are there uniforms for all
staff in company?

There are uniforms for all workers
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Report No.: NKG2020050401

Section 3: Main Market

3.1 Foreign Trading Staff

There were_ 24

foreign trading members in the company.

Education Level Headcount Workipg Headcount English Headcount
Experience Level

Doctor 0 Over 20 Years 0 TEM-8 0
Master 19 Over 10 Years 12 CET-6 24
University 5 Over 5 Years 12 CET-4 0
Junior college 0 2-5 Years 0 CET-3 0
Technical 0 1Year 0 PETS-3 0
secondary school

Export means:

[ X ] Directly export through own export right

[ ] Export business operated by other foreign trading company

[

] Others

3.2 Export Information

Item Content
Area % of Total Business Volume (last year)
North America 235
South America 0.12
West Europe 6.5
East Europe 0
East Asia (Japanese/ Korea) 58
Main Market
Africa 0
Australia 6.9
Southeast Asia 3
Mideast 0
Others 1.98
Domestic 0
Annual volume in last year Confidential
Sales Volume Export volume in last year Confidential
Estimated export in this year Confidential
Key Client Confidential Confidential
Lead time From PO Confirmation to Ex works 7-15 days
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Report No.: NKG2020050401

Section 4: Manufacturing Ability

4.1 Main Facilities

Please list the major
machinery / utilities
on site.

Facility name

Brand/Model

Quantity

Year made

Condition

Medical Mask
Production Line

B2 HY 0 B 2

Gugji

132

2020

Good

Protective Mask
Production Line

B 0 B

Kuaiyuda

80

2020

Good

4.2 Main Test Instruments

Please list the major
test instruments on
site.

Facility name

Brand/Model

Quantity

Year made

Condition

Mask BFE Tester
1 ER 0 1 1 A R A
A

ZR-1000

2020

Good

Mask Tensile Strength
Tester

(W= At

KT22

2020

Good

Clean Bench

HHE ARG

YJ-840

2020

Good

Mildew Incubator
BRI

MJ-80

2020

Good

Constant
Temperature
Incubator

fEIR % TRAR

DHP-9082

2020

Good

4.3 Output

Output in last year

Product

Monthly output

Yearly output

N/A

N/A

N/A

Output in this year

Protective Mask/
Medical Mask
(Non-sterile)

B SR A
(K #H)

300,000,000 Pcs

N/A
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Report No.: NKG2020050401

Section 5: Certificate

5.1 Management System Certificate

Certificate Number Expiry date Certifying Body Scope
. 01100 . . . . .
ISO 9001:2015 1430282 31 Oct., 2017 TUV Rheinland Design and production of modified plastics
. 01104 . . . . .
1ISO14001:2004 1430282 18 Jul., 2020 TUV Rheinland Design and production of modified plastics
OHSAS 01113 . . . . .
18001:2007 1430282 18 Jul., 2020 TUV Rheinland Design and production of modified plastics
5.2 Product Certificate
Certificate Number Issued date Certifying Body Product and model / type
20R000099 Disposable medical mask(non-sterile)
Test R t .
est Repor MT 23 Apr. 2020 | GTT Standard EN14693:2019+ac:2019
Jiangsu
(2020) WsZ Gu01.|an Labor Protective Mask
Test Report FHL No. | 27 Mar., 2020 | Testing Standard: GB2626-2006
2852 Technology : )
Co., Ltd.
FDA 10065634 2020 FDA Disposable Protective Mask Model: Adult;

Registration

Protective Mask Model: KF-A(Adult)
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Report No.: NKG2020050401
Section 6: Quality Control Management

Gradin )
Item Content Poor Mid 2 Good Observations /Comments
Are the environmental conditions Refer to site observation; the
6.1 sueh as tidiness and cleanliness \/ en_vironmental conditien was
being controlled and suitable for suitable for the operation performed.
the operation performed?
Are the following items /documents Refer to site observation; there were
provided at appropriate location documented work instructions,
and under control when workmanship standard provided in
necessary? the workshops.
6.2 - Work Instructions /procedures \/
- Workmanship standard
/acceptance
- Golden sample
Does the company establish and The company had established this
implement an effective suppliers/ procedure for supplier assessment,
6.3 sub-contractors assessment \/ latest record has been reviewed.
' procedure (which covers the
acceptable criteria of supplier/
sub-contractor)?
Are written instructions available Refer to on-site observation; there
;or inco’r;wing material inspections \/ were documented instructions for
6.4 testing” incoming material inspection. And
Is the relevant records inspection records were maintained
maintained? well.
Are written inspections /testing The company had established the
instructions available for finished procedure for this inspection. And
6.5 products? \/ records were maintained well.
Is the relevant records
maintained?
Is there a procedure to conduct All inspection procedures were
6.6 random product inspection after \/ implemented before packaging.
final packaging in place?
Are non-conforming units clearly Refer to site _obseryation;
6.7 mar.ked/ segregated to prevent \/ non-confo_rmlng units would be
accidental dispatch? marked with label and placed in the
non-conforming parts area
Is there a clear procedure for Refer to relevant documentation;
6.8 handling customer complaint? \/ the company had a clear procedure
for handling customer complaint.
Can the finished/packaged product Auditor noted that the company had
be traced by lot identification to the established this procedure for lot
6.9 . . . e
appropriate raw materials test identification.
reports?
Are corrective & preventive actions The company had documented
mechanism established and procedure for corrective &
implemented effectively (including preventive actions mechanism and
6.10 the suppliers/ sub-contractors’ \/ records were kept well.

control, incoming inspection,
process control, final inspection
and customer complaint)?
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Report No.: NKG2020050401

Section 7: Development Plan

7.1

Iltem

Actions

Time Frame

Enlarge the mask production capacity

2020
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Report No.: NKG2020050401

Section 8: Production Flow Chart

8.2 Product: Solar Module

1. Medical Mask (Non-sterile)
Production

EERIDE CEKED £

2. Protective Mask Production
B B A

3. Lab. Testing
S KIS

N/A

4.Packing
2k

5. Store
B AT

N/A
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Section 9: Attachment

9.1 Photos of Document and Certificate

Business License Medical Device Production License
Medical Device Registration Certificate Medical Device Registration Certificate
Export License Land Certificate
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1ISO9001 Certificate 1SO14001 Certificate

OHSAS18001 Certificate Verification of Conformity

Registration in German Safety Office for

AR REg SR Medical Devices

Page No.: 12 of 19




Report No.: NKG2020050401

Testing Report Testing Report

Testing Report Testing Report

Page No.: 13 of 19




Report No.: NKG2020050401

9.2 Photos of Company and Product Sample

Company Gate Office Building
Office Lab.
Testing Machine Testing Machine
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Workshop Building Workshop Building
Workshop Workshop
Automatic Production line Automatic Production line
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