DISPOSABLE MEDICAL
PROTECTIVE SUIT

EH
—REBAIP AR

Q) mme

© ERAE

O EmRm&




Fzﬂn1cugn
RAFE] TGP

SRR

FEFRMR. HAPE

RS EHBF

= ¥ 18

TEaE: ERE-RRnEE

S FESTC V600, 1650 VP00
17EC], 18000, 18500

EFER:

Rt

EEEm:

Rt

KE&E W-60MTNE

wRENR: aREEMEE—TH

ETEREFEIES. IRER 20202140055

CREAERES: RS 20202140026

EFIHERR: IREEME™# 2020007169

AR RFEARRENALE

FAWMAER: MEAEEERHNNAREIR

il AR ERMARMNE

."i"'. =MtEfE, MERE, AN FEEm,
(il w e e nin

—@@

EE-EIEmE R —EBERR










= A—RIERGF BR 2 1R B

ST —— )

{%ﬂﬁ@%} #5%: 1600, 1650, 170, 1750, 1801, 1850
LENYLERL
ZEmRAERCHENRRELAGME, BHRFARIEBANBRITHAEIK, BEE
Ik, #BFERK, #O. FBROAREKRO, §FEBkORERKORXAEERD. 5
HESH, FEAH-60 BRXE.
[FZ1HEE
1. FREH;
2. TEMEEEIRTS GB 19082-2009 FrEHE .
[:ERsEE]
EATESAGELERNEMETSEERFUHNEENR. R, 7Y, ESFHFHNY
FIRHFERRE. BFIP1ER.
BERE. FEET. ERUEETERAT]
1. AERNBR—RMEER, BIEEEFEA.
2. ERINAREERAE WEREBRSTE.
3. %Eﬁﬁ#ﬁﬁ@%ﬁé%ﬁ, HEEirE, £, KEAWEHTHRIA, HEEXE
Ao
4, FRRERET EEVMETRYEBRMVEERHTUE, FEHEER.
5. XEEZTh-60RRANE, BRBEIR™EFER,
Giﬁﬁﬂl;éﬂi*]ﬁ?ﬁiiﬁﬂ%‘\ DIEREEAEMFRE SRR EEBEEEIES TIER.
Jz=Riz]:)=!
1. %EE’%E@%EE%E. HrE&irE, £r-aH. FERBERETRIN, HERX
2. BEE5GIPR
BRI ESEMNE, CaFBFEA#WONERN, EERRFIFRESSRIENFDOL,
SETHR, BFLE, ABBASAERE, ELERBIFRERE RERKASIE
Tim HARFIH.
3. BESER—RMERHFPR
3.1, ERBERFIFRASEAIIER, WED;
3.2 . M LNIET, EIETARELE, WEO);
3.3, MFIEERBFRAMNEBE, BHPREZEBTEUTES);
34, EREFEFGFERFESFE (FNE) MWAKEFE (E@#AN) T, HiE
Eﬂiio iﬁiﬁgiiﬁ)\E¥¥§Wﬁ, KERFERT (BEHAN) . MFMMTF
o WE@;
3.5, WFEIEERBFRNARE, HEES. ML ToikasE, BEELTRT, BE
FRIFR X B RETHNIEFESIFRAETENRN, 0EG

BESE R R MR FIRER:

-

i)

f o —t
F( I { 1
@ €) @ ®
7%, BFEFREFE]
CEMA/E Rl 2] FRABRESRAR
CERAERT] AEhRZREMERNESIS
[ Hht) FERETRZXEMER NN
[B£%B15] 0415-6136677
ZE-60RBRE MNEERIRT2ER —EGER [EEIREEA] BRAZSREGHEAT
[Tl S] T BHABEME1F 20200016 S
PR FRITE] —RIEER [EFSEMiIss] THsEE 20202140026
B ERAENAE] TECENTSR. TEMESENTES, [ ABREGS] THLEE 20202140026
EEMRUR S, SEE Ry, HAeE, (A B4R HIEA] 2020403035

[REAZE] H#-60RBERE [£rF-HE] 0~ RinE
\_ (B3 RHf] ARRAEPERTANE, B4 S0, (ERAR] BXEEME—TR )




R o o 3

A A KR KR A R X A AR A

X

A A K X

AR KR AR KR

A

R R R W

N e e S e e e e ] B e e e ey
3 i . s 3 3 3 o o A s

e N e N e
5 k - . J » h i

e e e e
5 B K o

Certificate of Conformity

Certification No: 0OCT20200318118P
Applicant: Dandong Devote Garment Co., Ltd.
Address: No. 83 Tongxing Road, Tongxing Town, Zhen’ an District, Dandong

Manufacturer: Dandong Devote Garment Co., Ltd.

No. 83 Tongxing Road, Tongxing Town, Zhen’ an District, Dandon
Address: el il g

Certification Marking: CE-PPE
Product Description: Medical Disposable Protective Suit

Model: 170/175/180/185
Sufficient samples of the product have been tested and found to be in conformity with

| Test Standards | :| EN 14126:2003+AC:2004, EN ISO 13982-1:2004+A1:2010

When tested as specified, the submitted sample complies with Personal Protective Equipment
(PPE) - Regulation (EU) 2016/425

The certificate is based on a single evaluation of one sample of above-mentioned products. It
does not imply an assessment of the whole production and does not permit the use of the test
laboratory logo.

Authorized Signer:
Manager
March 17, 2020

Oct Technology Testing Co., Ltd.
637,No. 56, zhongyun Road,Panyu District, Guangzhou,Guangdong Province,China

TEL:020-89015652,888@oucetesting.com,www.oucetesting.com
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
Dandong Devote Garment Co., Ltd.
No.83 Tongxing Road,Tongxing Town,Zhen’an District,Dandong, Liaoning, 118000, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through Shenzhen Huide Medical Device Certification Service Co., Ltd.

Owner/Operator Number: 10063478

Device Name:
Disposable Isolation Gown

Listing Number: Product Code:
D376548 OEA

D376549 LYU Disposable Protective Coverall

Shenzhen Huide Medical Device Certification Service Co., Ltd. will confirm that such registration remains effective upon request
and presentation of this certificate until end of the calendar year stated above, unless said registration is terminated after issuance
of this certificate. Shenzhen Huide Medical Device Certification Service Co., Ltd. makes no other representations or warranties, nor

does this certificate make any representation or warranties to any person or entity other than the named certificate holder, for

those 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. Shenzhen Huide Medical Device Certification Service Co., Ltd. assumes no
liability to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registratio n 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, Shenzhen Huide Medical Device Certification Service Co., Ltd. is not affiliated with the U.S.
Food and Drug Administration.

Shenzhen Huide Medical Device Issue Date: March 20, 2020

Certification Service Co., Ltd. Expiration Date: 31 December, 2020

16C, Building 1, Sunshine Green,
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