TUVRheinland

Certificate

X The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Xiantao Tongda Non-woven
Products Co., Ltd.

Ne, 28, Pengchang Road

i 4433018 Xiantao

2l China

Digitally signed by Iurcu Nicolae
Date: 2020.10.30 12:33:52 EET
Reason: MoldSign Signature
Location: Moldova

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

Manufacture and Distribution of Face Masks,
Surgical Gowns, Coveralls and Caps

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date: 2018-07-16
Certificate Registration No. SX 60135423 0001

An audit was performed. Report Mo.: 15083140 006

This Certificate is valid until: 2022-01-18
Certification Body
(( pAKKS P
Beutsche i NS
- Akkreditierungsstelie =

D-ZM-14109-01-02

Date 2013-D7-16

“M.Sc, M. Aihara

TUV Rheinland LGA Products GmbH - Tillystrake 2 - 90431 Niimberg

Tel; +40 221 806-1371 Fapr +40 221 8063935 e-malcer-validity @de tuv com hitg:wew. tuyv.camisafely




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

Medical Devices

Registration No.: DD 60135422 0001

Report No.: 15083140 006

Manufacturer: Xiantao Tongda Non-woven
Products Co., Ltd.
No. 28, Pengchang Road
433018 Xiantao
China

Products: Aspects of manufacture cotcerned with decuring and
maintaining sterile conditions:
Face Masks, Surgical Gowns, Coveralls, Caps

Beplaces Approval, Registration Mo, : DD 60102531 9001

Expiry Date: 2024-01-18

The Notified Body hereby daclares 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 clasa Il devices cowvered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2019%-07-16

Date: 2019=-07-18

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 83/42/EEC
concerning medical devices with the identification number 0197,
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

Xiantao Tongda Non-Woven Products Co., Ltd.
South Of Xiansha Road, Pengchang Town, Xiantao, Hubei, China

has completed the FDA Establishment Registration (as manufacturer) and Device
Listing with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com

Registration Number:3011511692
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
terminated after issuance of this certificate. SUNGO Technical Service Inc. 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. SUNGO Technical Service Inc. assumes no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation
that creates an impression of official approval because of registration or possession of a registration
number is misleading and constitutes misbranding.”” The U.S. Food and Drug Administration does not
issue a certificate of registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration, SUNGO Technical Service Inc. is not affiliated with the U.S. Food and Drug
Administration.

Executive Director
Sun Issued: Dec. 23 2019
r Cert. No.: 2006US464538

global serv Expiration Date: Dec. 31 2020

SUNGO CHINA OFFICE TeI 021-68828052 Email:Shage2008@126.com Website: www.sungoglobal.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China



Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 2006US464538

Listing No | Code | Device Name

COVER, SHOE, OPERATING-ROOM

(Boot Cover; Disposable Slipper; Shoe Cover; Sleeve Cover)
HOOD, OXYGEN, INFANT

(Diposable Hood)

CAP, SURGICAL

D306062 FYF | (Cap/Disposable Cap/Surgical Cap/Non Woven Cap; Nurse Cap;
Worker Cap; Doctor Cap)

BEDDING, DISPOSABLE, MEDICAL

(Disposable Bed Sheet; Disposable Pillow Cover)
ACCESSORY, SURGICAL APPAREL

(Beard Cover)

GOWN, EXAMINATION

D306060 FXP

D306061 FOG

D306063 KME

D306064 LYU

D306065 FME

(Patient Gown)

APRON, PROTECTIVE
D306066 IWO (Apron)

SUIT, SURGICAL
D306067 FXO (Coverall)

NON-SURGICAL ISOLATION GOWN

(Cpe Gown; Isolation Gown; Pe Rain Coat)

DRESS, SURGICAL

D306069 FYE | (DRESSING/Visitor Gown/Clothing; Visitor Gown; Surgical
Gown)

SHOE AND SHOE COVER, CONDUCTIVE

(Shoe Cover)

MASK,SCAVENGING

(Face Mask)

END OF THE ANNEX

D306068 OEA

D306070 BWP

D307072 KHA

SUNGO CHINA OFFICE Tel: 021-68828052 Email:Shage2008@126.com Website: www.sungoglobal.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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Pony Testing International Group
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(Test Report)
No. BOYBXQSR817757L1
: — PR A
A i 5 Disposable Medical Face Mask
(Sample Description) |

4 fly Ak T 38 T A ol o A R A )
BRI Xiantao Tongda Non-woven Products Co.,Ltd.
(Applicant)




m B W

Pony Testing International Group

B

" Statement

1. KIRE L+ R F A AL T LK.

This report is invalid without the approver’s signatures and special seal of inspection.

2. KARE R @ATAEA “PONY” | “GER” FHARELGEMEAR, HL (FREAREREFRE) Ry, EAREA
PRI HEAFFE. thig, Ti& PONY” . “HR” AFHAHABIRBITH, K HREERLEHTIE.
The pattern and characters of "PONY" and "#{ J&" used in this report are protected by the trademark law of the People's Republic of
China. Any unauthorized usage, counterfeit, forgery and alteration of trademarks of "PONY" and "if JE" are the violations of the law.

The PONY has the right to pursueall legal liabilities of the subject of the delict.

B ARPLEANREKE A T, A TREZIAZLART LA (MARFSRREFTREKIIAREZAA) ARFLEHE
R Z AW, R ERERSFIMAERT. -
If the applicant has any questions about the results, shall provide a written retest application with the original report, and prepay the retest
fees to PONY within fifteen days since the approval date (as an exception, it shall be within five days since the date received for the

primary agriculture products report).

b ERFLEHBZEALFEE, ARELORREHIN, WwRINEREFNAZAF, KREEHRERCELGIRRT.
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible. If the retest result
accords with the applicant dissent, PONY shall refund the retest fees.

5. R & A HRAEAITE NG EE, RFITEN, FTHRELLRFARF.

Tests that can not be repeated and tested shall not be carried out again.

6. it Agat At ey KA M A A KM A 5T, TR, RAREETAX TIE.
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities.

7. ABREAT RS R R, RS SR AUR BT AT RIAE Su 693740, T TIREBRPTE A BGGEA . AR P> A6 AR A EBRA
— R R, REALTAREAETEFFEETAE,
This report is only responsible for the provided sample. The test results only represent the evaluation of the tested sample. PONY will
not be responsible for any economical or legal liability generated from direct or indirect usage of the test report.

8. REALH A T ARIRE E LB FT R
PONY has the right to dispose the tested sample after approval of the test report.

9, AESRIETAEGEN N EM, HEREEHHLELE. BRAIHFHLREBRITRELS.
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant's commercial information,
and techniquesdocument. ' "

10. KREALASEE, BA. §A. AR REAZLEIAGIH (AL HR) IRELCEMTH NG RE)BAK, AP
Wxt LA AT A R IARR 6 EAETAE.
The report is invalid in case of illegal transfer, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and affix the applicant’s legal liability accordingly.
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A 5 3090 (Anti-counterfeiting Description) :

(1) RE%RTEE—;
The test report has exclusive report code.

(2) 4 KA S5 G AKIKEPH), KIKER & T A "PONY"Br AL | B A3 R A5 P, BP A IR 7 "PONY"
RS |
The test report is printed by anti-copying paper whose surface shows "PONY" security print with specific anticounterfeiting

technique. Security print will disappear after copying. Duplicates are not expected to give "PONY" security print under any
circumstances.
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2[R 55 gk
400-819-5688

WWW.PONYTEST.COM PONY4008195688

E®ER T (010) 83055000 XX EBT: (027) 83997127 v R g £ B F : (0451)58627755

FiEEB T (021) 64851999 ¥ AT T (0431)85150908 & K & % B % : (0311)85376660 & /| £ 1% ; (0577)88271060
£ BT IhF - (0532)88706866 K iE T T (0411)87336618 L& XKF LT (0991) 6684186° A feih % (0551)63843474
R EIF: (0755)26050909 M FIE: (0371)69350670 FFeik4F kI E: (0471) 3450025 o xieE: (020) 89224310
RAEFHF: (022) 23607888 ®ZFIE: (029) 89608785 #u M % I 7 :(0571)87219096 ~ B 7% % : (0592)5568048
FM EIF: (0512)62997900 KB FEB,F: (0351) 7555762 T K % B £ : (0574)87736499 . mARE I E: (028) 87702708
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Pony Testing International Group
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(Test Results)
e Yhes
B 7 42 9 | OREEEIRETN B A
o Disposable Medical Face Haive
(Sample Description) Maak (Sample Specification)

Al 1738 325 257 A 1 :
RIGRAL # PR /A & Xiantao RibT
(Applicant) Tongda Non-woven (Trade Mark)

Products Co.,Ltd.
H= / =
21| R¢ H #A f_FZ H H ekt =
(Recaived Dite) 2020-03-25 (Manufacturing Date or
Ty Lot No.)
W y \l } T W
il H 2020-03-25~2020-04-08 Fran SH R
(Test Date) (Sample Grade)
R R Sl 2 731 T A K
50 >~ 50Pcs smae
(Sample Quantity) (Test Type) (Commissioning Test)

Aféﬁ‘ 50 ~» & %Eﬁ

3 E g, mmifnid
B R o+ S IO S0 B 5 GREE S5

packed in good condition,

(Sample Status) i %3 ayers of non-woven . (Test Environment) (To meet the requirements')r
cloth, fusible spray cloth b
s filter, ear hanging .
Fsr N 15 H
W
S DL F 7T See the next page
R DIRPS
W T
(Test Methods) . B 72 See the next page
Fir A 21X 28 1B 5578 Constant Temperature Incubator.
(Main Instruments) | 2 B& i € RCE KM {X Bacterial filtration efficiency detector 55 etc
#iE 28
fR{E#R#E Limit on: EN 14683: 2019
(Note)

© Hotline 400-819-5688

www.ponytest.com

2 i1 N\
(Edited by) %
Bz A M
(Checked by) F)
e A **“7§
(Approved by) )
g N
i 2020-04-08
(Issued Date)
it R ER FEAIRA A

nE bk ERHARILXCHARE 95 7 2 B

et EEHARTLX AR 99 5 5 i,
FHETHRICXHET® 680 5 35 & 2-4 £, 6 #%

B iE: 021-37895599

6lE. 71 1 Z. 73 Z
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Pony Testing International Group
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(Test Results)
No. BOYBXQSR817757L1 520, 32 7 (page2of2)
FE BRI 5 [IR % Type
(Sample R I T [IR For i 25 2R BINSE R DR
Description and (Test Items) « [RIE (Test Results) | (Evaluation) (Test Methods)
Number) (Limit)
T [
NOY 2
%giﬂ‘ﬂﬁ &k% y Yo : _1_\!(-)-._2 ..... ?.9.'.2_ e ;?%A
Bacterial filtration =98 "No.3 | 99.0 Quaﬁ‘ge 4 EN 14683: 2019
efficiency(BFE) No4 | 989
58r177;57L1 % “Neas |- om ]
IR T T UL EECEVANE: RTAN AR LN (S0 CRNT RSO EELERN LIS AT ey a2y R R T By i e e Ee
Disposable i1 Pakon <60 23.3 (it EN 14683: 2019
M 1 T N S R e RO e
MaSk ﬁm :Ejj E kPa ?—‘ﬁ‘:A
Splash resistance =16.0 >16.0 = EN 14683: 2019
Qualified
SRBERONG i b BIANSEE FOEERPEDIEIERNRDET VEID SRS EDE DN SE ARATGID NG BERER 00RO RENORETLRIN OISR 4
AR, cfu/g 4 7
= < : -
Microbial cleanliness o 1 Qualified TR e

© Hotline 400-819-5688
www.ponytest.com

- mm 25 AR (Sample Number and Photo):

(NOSECS=HiCa

1

.| =
= o BT

T 1 E
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HiE: 021-37895599

70 3 2

Pony authenticate the photo on original report only
L R4S E
(End of Report)
i B L EH EigE R AT
nEHubt: EEWRILXOGARE 99 5 70 2 =
Fr il dent: EAEETIARTLIX SO ZRE% 99 5 5 WE. 6 Wi,
EHETARICIX B 680 5 35 i 2-4 1%
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