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Micomme Medical Technology

Dmlupmam Co., Lid.
Floar ard Roam 301

Manufacturer:

Cenil
I I. 'ing nu H h-'lld‘|Znnu
FEDHE 5 REPUE C CIF CHINA

Product Category(ies): sieep Apnoea Therapy Devices , Heated Humidified
High Flow Nasal Cannula Dxygen Tharapy
Device(HFNG)

The Chrtlostir: Body ot of TOW 0 D Product Senvcs GrabH declares that the aforemantioned
uality system for design, manulaciure and final
mmdhmnmuﬂﬁvmma@munmm arce willh MDD Anves 1, This quality
erurasioy systonn ke 3 o ekt of s Dby ace s aibjec b perinica
devices

surveiiance, For markaling of class 1l an adatonal Annex H (4) certificale is mandatary. See
also notes
eport Now: GZ1E20901

Valid from: 020-02-1

Vallid until: 2021-02-1

Duate, F020-02-

mbH is Motfied Body with identicaton ne. 0123

500 Product Servics GmbH - Carification Body - Ridierssabie §8 - 80339 Munich + Germany

AP 2FR

Company

Micome Medical Technology
fRE] Development Co.,Ltd

EERRHAE ERHNENS

2 v

HrERPRETRIARE

IR27B ¥, BEZEEARFETIERFA
ATERUROEREERIPENFEDIAR
SRAMMRBERITHE. XREFAR
RELEREFR. FEENCE CEE
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ZEBFR Product

_‘IE.'I_; - ia:@_] [H: Heated Humidified

High FI N |
IRSBALSAFFY  Cannula Oxyge
CE FDA
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Therapy Device(HFNC)
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SEPRAY  ST-30H

Non-invasive Ventilator

Letter of thanks from
national government

for contribution
during the epidemic

R M A A AL

During the epidemic,
SEPRAY provided devices

LLATE Y

q'—-—-—-_‘: more than
|
i
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D
ee __
H' CroA | |
1B FR  Company FEERAFR Product ace=
HFEERPERET R, Micome Medical Fo Bl IR A, Non-invasive ST-30H
REBRAHE Technology ventilator
Development Co.,Ltd
EREEEM Eri e CE FDA Eifth

= HE 20192080049 — IEIRATIZR 51 24
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EC Certificate TOVRneintand | TUVAheinland
Directive 93/42/EEC Annex V.

Medical Devices LGA Products GmbH

|

| |

| Production Quality Assurance TOV Rheinland Poai LI Bt
| Tillystrale 2, 90431 Mimberg

|

-
Registration No.: DD 60136362 0001 ya n gyu a n @CZItc cn
L}
Report No.: 15054746 010 Attachment to
| Cortificate
Registration No.: DD 60136362 0001
Manufacturer: Zhejiang Yuantong Medicat Report No.: 15054746 010

Applisnces Co.. Ltd

East Side of Xingiao, Shuangxin Highway

Xinshi Town. Daging County

Huzhou |
313201 Zhajiang |
China

Manufacturer: Zhejiang JYum sntong Medical
Appliances Co., Ltd, -
Exst Side of Xingiac. Shuangain Highway .
sunty —

Xi sh Town, Deging C

|

|

I UUUUUU
513301 Zhejiang

| China

| Products:

Expiry Date: a032-10-17

v |l|seﬂm¢twe9.!41Ekcn
mnu nd o ppﬁe uullnc
bvﬂmex\d actian 4 of the
rad

TOV Rheinland LGA Products GmbH - TillystraBe 2 - Bdm%mbsru
TOV Rivéinland Lcn Products GmbH i @ Notifisd Body according to Oirsctive 93/42/EEC
| concerning medical dovices with the igentification number 0197,

Notified

|
|
| Date: 2019-09-18
|

edk=2FR  Company FeEREFR Product RIS

imLRBET=WBMRAE  Zhejiang Yuantong Medical S5H= simple oxygen mask A0106
Appliances Co., Ltd

=EEaERBRE ER#ENS CE FDA Hith
- S 20162560069 v v

Zhejiang Yuantong Medical Appliances Co., Ltd. is located in the famous ancient town- Xinshi Town, Deqing County, owning advanced equipment for management,production
and monitor, and strictly carries out management in light of GB/T19001-2000,idtISO9001-2000 and YY/T0287-2003.Company has got CE0197,FDA certificate, also the
certificate approved by Chinese medical Bureau.The company specialized in manufacturing production for medical consumables with strong product development team and
technology like oxygen mask,medical nebulizer, nasal oxygen cannula, suction catheter etc. Yuantong will serve broad customers with reliable quality, reasonable price and
excellent service and credit.
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| . A 3
EC Certificate TUVRneinland | TUVAhginland
| Directive 93/42/EEC Annex V |
| Production Quality Assurance TOV Rheinland Poai LI Bt
Medical Devices LGA Products GmbH
| Tillystraie 2, 90431 Nimberg
-

| Registration No.: DD 60136362 0001 yangyuan@cz‘tc cn
| L}

Report No.: 16054746 010 | Attachment to

| Cortificate
Registration No.: DD 60136362 0001
Manufacturer: Zhojiang Yuantong Medical | Report No.: 15054746 010

Applisnces Co.. Ltd.

East Side of Xingiao, Shuangxin Highway | Manufacturer: Znofang Yuantong Medicsl |

Xinshi Town, Daging County | Appliances Co., Ltd.

Huzhou | Exst Side of Xingiac. Shuangain Hghway . =

313201 Zhejlang | | Xinzhi Town. Deding County _— =

China | 813201 zh wejiang
| Products: | "
| |

{
|
I Expiry Date: a032-10-17
fied Body haraby decleres that the \‘ of llre direc l\me B342EEC han
[ tabdished pp!e 2 ual IIr\l
ﬂmex V. r.1 n 4 of the
nas 1l and cl az NI dwl:H red by this

x Wl s raguired.

Effective Dete: 2029-08-18

Data: 3018-03-18

TOV Rheinland LGA Products GmbH - Tillystrae 2 - QOHTWN%mbsm
| TOV Reinland Lcn Products GmbH is & Notified Bady nccnrd ng to Dirsctive 93/42/EEC

concerning medical dovices with the identificatio mno a7, Notified
otifie

|
|
| Date: 2019-09-18
|

edk=2FR  Company FeEREFR Product RIS

A LRBETEEMABRAT  Zhejiang Yuantong Medical ERZEtas Medical nebulizer
Appliances Co., Ltd

=EEaERBRE ER#ENS CE FDA Hith
- St EE20162540070 v v

Zhejiang Yuantong Medical Appliances Co., Ltd. is located in the famous ancient town- Xinshi Town, Deqing County, owning advanced equipment for management,production
and monitor, and strictly carries out management in light of GB/T19001-2000,idtISO9001-2000 and YY/T0287-2003.Company has got CE0197,FDA certificate, also the
certificate approved by Chinese medical Bureau.The company specialized in manufacturing production for medical consumables with strong product development team and
technology like oxygen mask,medical nebulizer, nasal oxygen cannula, suction catheter etc. Yuantong will serve broad customers with reliable quality, reasonable price and
excellent service and credit.



L A

EC Certificate TUVRheinland TUVAheinland |
Directive 93/42/EEC Annex V = |

Medical Devices LGA Products GmbH |
| Tillystrae 2, 90431 Nimberg

Registration No.: DD 60136362 0001 l yangyuan@CZitC.Cn

|
Production Quality Assurance TUV Bheinland Pos. 141, BeV. 0

Report No.: 15054746 010 Attachmant ta |
Cortificate
I} MNo.: DD 60136362 0001
Manufacturer: Zhejiang Yuantong Medical Report No.: 15054746 010
Applisnces Co.. Ltd
East Side of Xingiao, Shuangxin Highway Manufacturer: Zhejiang Yuaniong Medical
Xinshi Town, Daging County | Appliances Co.. Ltd N H -
Huzhou | East Side of Xingiao, Shuangxin Highway O 2
313201 Zhajiang Xinshi Town, Deqging County —
China Huznou
313201 Zhejiang
Products: Westical Devices i
4
ation ¥o.: OO 60134093 0901 Frodusts;

Expiry Date: 032-20-17

lm Notified Bocy haraby declanss that the quu-umnu of Annex ¥ of the directive B3/42EEC have

hn omMunou anel By ppu o guality
nctian 4 of the |
red by this

Effective Dete: 2029-08-18

Data: 301%-03-18

=) |

|
TUV Rheinland LGA Products GmbH - TillystraBe 2 - QOMhsrg | e |
TOV Riwinisnd LGA Products GmbH & 8 Netified Body according to Disective 93(42/EEC - -

concerning medical devices with the identification number 0197,

Notified

Date:  2019-09-18

edl=FR - Company FeEe ¥R Product RIS

imLRBET=WBMRAE  Zhejiang Yuantong Medical E9E nasal oxygen cannula
Appliances Co., Ltd

=EEaERBRE ER#ENS CE FDA Hith
- St EEE20162560068 v v

Zhejiang Yuantong Medical Appliances Co., Ltd. is located in the famous ancient town- Xinshi Town, Deqing County, owning advanced equipment for management,production
and monitor, and strictly carries out management in light of GB/T19001-2000,idtISO9001-2000 and YY/T0287-2003.Company has got CE0197,FDA certificate, also the
certificate approved by Chinese medical Bureau.The company specialized in manufacturing production for medical consumables with strong product development team and
technology like oxygen mask,medical nebulizer, nasal oxygen cannula, suction catheter etc. Yuantong will serve broad customers with reliable quality, reasonable price and
excellent service and credit.
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EC Certificate TUVRReinland | TOVRheinland |
Directive 93/42/EEC Annex V | = |

Medical Devices LGA Products GmbH |

|
| Production Quality Assurance TUV Bheinland Pos. 141, BeV. 0
| Tillystrae 2, 90431 Nimberg

n
Registration No.: DD 60136362 0001 | t
Il yangyuan@czitc.cn
Report No.: 15054746 010 Attachment to |
Cortificate
i No.: DD 60136362 0001
Manufacturer: Zhejiang Yuantong Medical Report No.: 15054746 010

Applisnces Co.. Ltd

East Side of Xingiao, Shuangxin Highway Manufacturer: Zhejiang Yua: wng Medics!

Xinshi Town, Daging County | Appliances Co., -
Huzhou | East Side of Xin. q n Highway O
313201 Zhejiang -

Xiruhi Fov, Dacig Counr
China Huzhou

3 3201 Zhejiang
China

Products: Metieal Devices

Froducts;

Expiry Date: 032-20-17

The Notified Bady haraby decierss that the qukumnu
baan met for the listed products, The sbave r

¥ of the directive 8342EEC have
estabiin pies 1 oual

a0 mns
uuuuu ned directiva, For placing on the ma 2 i d
mmlm- n EC |vm—mum| ation certificats sccording to Annex Ul is reguired.

Effective Dete: 2029-08-18

Data: 3013-03-18

=) |

|
TUV Rheinland LGA Products GmbH - TillystraBe 2 - QOMhsrg | e |
TOV Riwinisnd LGA Products GmbH & 8 Netified Body according to Disective 93(42/EEC o -

concerning medical devices with the identification number 0197, i

Notified

Date:  2019-09-18

edl=FR - Company FeEe ¥R Product RIS

AmLRBETSEMAIR.AE] Zhejiang Yuantong Medical VB[S adjustable mask
Appliances Co., Ltd

=EEaERBRE ER#ENS CE FDA Hith
- S 20162560069 v v

Zhejiang Yuantong Medical Appliances Co., Ltd. is located in the famous ancient town- Xinshi Town, Deqing County, owning advanced equipment for management,production
and monitor, and strictly carries out management in light of GB/T19001-2000,idtISO9001-2000 and YY/T0287-2003.Company has got CE0197,FDA certificate, also the
certificate approved by Chinese medical Bureau.The company specialized in manufacturing production for medical consumables with strong product development team and
technology like oxygen mask,medical nebulizer, nasal oxygen cannula, suction catheter etc. Yuantong will serve broad customers with reliable quality, reasonable price and
excellent service and credit.
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Certificate of Compliance

With European Directives

Applicant Manufacture: Taizhou City Jixing Safety Protection Products Co.,Lid.
Add.: Banyang Village , Dugiao Town , Linhai City , Zhejiang Province , China
Product Name: Safety Goggles

Model/type: KS315 , KS501 , KS502 , KS503 , KS504 , KS505 , KS506 , KS615 ,
KS3048 , KSET504

The submitted sample of the sbove product has been tested for CE marking according to the
following European Directives:

(EU ) 2016/425 PPE Directive

Standard(s) used for showing compliance with the essential requirements in the specified
directive(s):

EN166:2002  Personal eye protection - Specifications
EN167:2002  Personal eye protection - Optical Test Methods

EN168:2002  Personal eye protection - Non - Optical Test Methods

EN 1938:2010 Personal eye protection - Goggles for motorcycle and moped users

The referred report(s) show that the product complies with standard(s) recognized as giving
presumption of compliance with the essential requirements in the specified EU Directive(s).
The CE marking as shown below can be affixed on the product.

Certificate No.: AV-TZIX20200326030

Module B EU Type-Examination Certificate

Cortticate
Rorder

Product

=

> *
* o x

- >

For the requi

B ko Town.Linhal iy,

o
Erna ¥ mrore
Protective oyowear

rements of PPE Regulation 2016/425

Jiing Satoty Protection Products Co. L1d.
o 8

Module B EU Type-Examination Certificate

* o x

Annex

For the requirements of PPE Regulation 2016/425

Cntfcate No.: PP-GB-20190103-01-98

ey

Date: Mar 26,2020

for amtre veritas:

General Manager

amtre veritas:No.96 holcrofthouse ingrave streetiondon
Tel:004402078010996 Fax:004402075014189
Hitp://www.amire-veritas.com PC:SW1125Q
E-mail:amtreveritas@gmail.com

21 20026.12.0 O Ciasa 1 |
pa and nowe pece. Low energy mpact () . Optics Clasa 1
Gorticato Aeviaion ‘ Fovision date

ccas

AP =ZFR

Company
eNmEEREEIFrERE
fRAE]
ra = ekl

Taizhou Jixing Safety
Protection Products Co., Ltd

REN S

- HTEeE20200005

L0006 OSI

Certificate of Approval

Certificate No.: 10116Q15449R0S
Awarded to

Linhai City Raul Machinery Co.,Ltd.

Organization Cade Certificate No. / Unified Social Credit Code:913310826912959863
Add:Rangang Village, Dugiao Town Linhai City.Zbcjiang,China PC 317016

Beijing ZhonglLian TianRun Certification Center (ZLTR) certify that the
Quality Management Sysiem of the above organization has been assessed and found to be
in accordance with the requirements of the standard:
@B/T19001-2016 / 1S09001:2015
SCOPE OF CERTIFICATLON/REGISTRATION
Glasses production machinery and equipmentoptical mold
regulations mandatory requirements)

This certificate is made valid when used with certification scopes and the requirements of applicable
lnws and regulations. These requirements include, but are not limited to, administrative permits,
scopes of qualifications, and CCC requirements
Subject to operation conditions in requirements conformity with Quality Management System,
This Certificnte is valid for a period of three years only,

Date from: Jul 14th,2016 To: Jul 13th,2019
Renewal Date:Jun 27th,2018
The effectiveness of this Certificate shall be Validated by periodic surceillance audit
of ZLTR for maintenance.

The time limit of the certificate is to Jun 13th,2019, please conducting the
. or

LO0O6 OSIi

before Jun 13th,2019. If the assessment is
overdue , the certificate is inoalid.
Information of this certificate can be found on the nf’ﬂ:ml website of Beijing Zhonglian ‘lianrun
B)

Certification center (hitp:/ /v 2t com.c

Beijing Zhongliantianrun Certification Center
'Room2603, 22nd Floor, 2nd Unit, Block 1, No.4 Yard, Qiyang Road, Chaoyang District, Beijing. P.R. China 100102

FR Product

Medical isolation goggles 501#, 502#

FDA Elfth



yangyuan@czitc.cn

fedkZFR  Company F=EREFR Product i)
ol ETMEIRAT ANJI ZHENGBANG fEEE= Face Shield
MEDICAL INSTRUMENT
CO.,LTD.
ey = e == ol | ERHENS CE FDA =]
= \ \ \

“—IRMERMGIFIR T mErTT R, BRBR, 20202141035
A& RmS225#
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Review Report -

C € Documentation Review

Mo, 34200312.HPUOTT

Holder: Hunan PLUCAM medical supplies Co.,
Ltd.
4th fioor, building 6, Tianxin Venture Park, Xianfeng
street, Tianxin District, Changsha City, Hunan Province,

Flat strap 17 .5x%.5cm
Flat headband 17.5x9.5cm

Classification: Class| (no sterile)

{ciccerdingly fo the Manutocturer's declaration)

i - We aftest that o Technical File in reference to the Directive
Revichy OUtpr. 93/42/EEC s In place for the CE Marking process. This
document hias been issued on voluntary basis and not as
NB. Whereas the Manufaciurer is responsible and not
exempled fo camy out ol the necessary activities, os
required by the Directive, before placing ‘fhe €€ Mark on

the proguct.

Date of issue 12 March 2020 Expiry date 11 March 2025

Service Monager Deputy Manager
Luca Bedonni

Ente Cerfificazione Macchine
Via €4 Belio, 243 - 40053 Valsamoggia Loc. Castello di Serovalie (B8] Italy
B 3505167051 41 & +39.0514705156 I InfoSentecermalk & www.eniecermait

H—

CERTIFICATION OF REGISTRATION

This certifies that:

Hunan PULCAN Medieal Supplies Co., Ltd

4th floor, building 6, Tianxin Venture Park, Xianfeng street, Tianxin District,
Changsha, Hunan, 410000, CHINA

Model(s) : 1758 5CM
Date Of Registration Status: 2020

Registrar Carp will confirm that such registration remains effective upon regquest and presentation
of this certificate until the end of the year stated above, unless said registration 13 termmated afier
issuance of this certificate Registrar Corp makes no other representations or warmanties, nor does.
this certificate make any representations or WarTanbes to any person of entity other than the named
centificate holder, for whose sole benefit it 15 1ssued. This certificate does not denote endorsement
or approval of the certificate-holderd’s device or establishment by the US. Food and Drug
Administration. Registrar Corp assumes no hability to any person or entity in connection with the
foregoing.

uant to 21 CFR 807,39, *Registration of a device establishment o assignment of a registration
number does not m any way denote approval of the establishment or its pr y
representation that creates an impression of official approval because of registration or posses
ofa registration number is misleading and constitutes misbranding
The US Food and Drug Admimistration does not 1ssue a L!mmuw of registration, nor does the
U, Food and Drug Administration recognize & certificate of registration. Registrar Corp is not

affiliated wnhwd Drug Administration
o,
e Y

Chief Eng}%ﬁ(zaw ljé

Issued: Apr 012020+
Validity Period:2020-12-31

on

Web repwww. fda.gov  Tel 1-868-INFO-FDA(1-888-0332)  E-mal verp@fda.gov

yangyuan@czitc.cn

M China
Gdlcal surglcal MaSk Review goal: Verfficafion of the presence of the Technical Xéfnhl':fff,f.f.::d s fisted the following medical device with the U.S. Food and Drug
FMOF s2mn, (Non- sterile) gg?;;,ﬁ%“fjﬂ;{iﬁ e Sl Diechia Owner/Operator Number : 10066161 N O K O 1
Listing Number: D383334 -
Product: Medical surgical mask (no sterile) ondfa Code : LYU e
Model(s): Plane type ear hook type 17.5x9.5cm Protuct ; Dieposable medial mask

FEEREZFR Product pice=1

ERSMIOE

AEZFR  Company

Medical surgical mask (non
sterile)

Y EmAEMERIEAIR.  Hunan PLUCAN medical
= supplies Co., Ltd.

REEERD Pttt S CE FDA Hith
2 v v y

REERIIMMIORE ™REST RARRREI S inRETRRERAT’
A& RmS370#




Certificate

ICR Polska/CE/V/01RE482

-
v sk kb f i S o o1 anavuan@czitc.cn
long 1st street, Linjiang Industrial Park,National High_tech [ ]

certificate owner: g City,Guangdong Province,P.R China
Name and add 1 | Coetd

manufacturer:

ndustrial Park, National High_tach
g City.Guangdeng Province,P.R China
dical Mask

Product name:

Product types: JA-301, JA-302, JA-303, JA-304, JA-305, JA-306, 3-301, 3-302, 1-303,
3-304, 3-305, 3-306
Product trademark: JIANXIN 42§

+ This certificate confirms that the product mests the requirements of the following standard
+ The conformity was demonstrated based on following standard(s) list=d by European Commission
as harmonized with Directive 93/42/EEC
EN 14683:2019
The certification has been carried out in accord
the applicant. Evaluation has been caried out

h individual rules and conditions agreed with
withs

Test report(s) No.: MNK202003:

Test conducted by: Shenzhen MONLKA Technology Co. Ltd
Certificate issue date: 01.04.2020

Expiration data: 31.03.2025

NOTE:

« This certficate refers to the above mentioned product and its conformity in regards of above
mentioned standard(s) was proven on test sample

« This certificate does not imply meeting all essential requirements, assessment of the
series-production or any other restricted Notified Bodies conformity assessment procedure
appropriate for the product

« This certificate holder shall use this certificate in connection to declaration of conformity and
technical data relevant for the product the certificate was issued

Certificate medifications: nfa

Director: Rafat Kalinowski =, o]

‘Warsaw, 01. 04, 2020. joR

IEZFR  Company FEEREFR Product

MMNIRIBERERZERAE HANGZHOU REMAGY —RMEFEREROS DISPOSABLE MASK
TRADING CO.

EERZHAE ERAUENS CE FDA Hitt

v J

RIE—RMEEROS T=REF] KAERHERWERAT"
g N 214620200027 5




Certificate of Compliance

13.HWSLO7TZ

,.":-ri — a..'._,:,...n

wiucon Fie na, GFAE0031100FPE

g0
. . . Ko Cerlificate’s Hangzhou Wanshili Sik Sciences
Technical Construction File 0 Holder: aTechniques Co., Ltd
| Mo.2. Xingdu Rocd [South), Kasha, Hangrhow,
= Ihajiang Provinca, Chin
o _—
File No. : UF2020031101PPE o Manutacturer: g:;n.{rjunou Wanshill Sk Digital Printing
= Me.2, ¥ingéu Rood [South), Miasha, Hangzhou,
According to 6 Zhejiang Pravince, Ching
Regulation (EU) 2016/425 Personal protective equipment (PPE) f-) Certification ECM N O . K- O 3
| Mark: —
o
related1othe ?‘5 PFroduct: Disposable Protective Mosk
ol modells): WSL2DNP0, WSLZONTS

Product Name: Disposable Protective Mask
Model(s): WSL20N90, WSL20N95

Verification fo: Standard:
EN 149:2001+A1.2009

redated fo CF Girectivefs)
R 2016/425 |Personal Protectve Equipmant)

presented by

O about s o
mgaTton cor whw nfecarme k. This Corthome of Componce £on ba chactsd ior ok,

2 v b
g

----- 2 < HANGZHOU WANSHILI SILK SCIENCES &TECHNIQUES CO..LTD
g " Ve NO.2 XINGFU ROAD(SOUTH), XIASHA, HANGZHOU, ZHEJIANG
PROVINCE, CHINA.

e syt ey EBLMEN] 5 P DADOUCRen of he Sroduct(s)

q3

ol e poviom o
1 ccepied by i Notfied Body, &

Manufacturer :
HANG ZHOU WANSHILI SILK DIGITAL PRINTING CO.,.LTD.
NO.2 XINGFU ROAD(SOUTH) XIASHA, HANGZHOU, ZHETIANG
PROVINCE, CHINA.

ate — Ceptmdomkar —

N

Certific

EIVEFR  Company F=EAEFR Product mI=

oS ERNY IR AT Hangzhou Penya SEE—IRERFOZE Flat disposable mask WSL- 20N95
Technology Co.,ltd

EREEAM Sl e CE FDA Efh
v v J

Hangzhou Penya technical Co.,Ltd was founded in 2009. mainly dealing with electronic products and dehumidifiers for worldwide market.

We have rich experiences in long-term working with European customers, like Legrand in France and Bticino in Italy. We clearly understand the European laws and business regulations, and familiar with the product certifications, like CE/TUV/ROHS etc. The
professional team in our company can support you with prompt and excellent service on purchasing, quality control, logistic etc.

Our mask factory is a big factory, listed as the government designated medical devices registration provider. The factory has 10 automatic production lines, which can provide disposable medical masks and KN95 (FFP2) 3D masks. In addition to CE / FDA certificate,
the product is also applying for DEKRA test report of EU and NIOSH test report of US.

We have enough professional testing machine inside the factory and can provide testing report with each shipment. At this critical moment, we firmly believe that quality first is the most important point, and we are willing to stand together with European to fight the
virus.
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(&) Certificate

N
s ot €
Mame and address of wmﬁﬂmmcﬂkm
certificate owner: Roah 701 75, fuiding 1, NOLLL] Hongaing road, Qaoranblock,
i

economic and technological development xone,

Xiacrshan SLriet, Hangou , 71 Py
Name and address of b

manufacturer:
Product name: Disposable medical mask
Product types: Type A fsterile), type B fnon sterile) , ear hook type 175 =< 95

This certificate confirms that the product meets the requirements of the following standards.
and within limits of its standards gives bon ol tial i
of Regulation 2016/425

EN 1422001-A1:2009

The certification process has been caried out in accor dance with the program PC-P-07-07.
Evaluation has been carmied out in accordance with test reports made by Shanghai MICEZ Egui pment
Testing & Technical Co, LTD Laboratory.

Certificate issue date: 20032020
Expiration date: 19.03.2025

ions and rights of th ifi are regulated by the contract Neu ICR

The mutual obii
Polska/2020-0118.

DISPOSABLE MASK
amﬁgﬁuﬁ ;

Director: Rafal Kalinowski Bl
Warsaw, 20.03 2020 [=0 0%

1ER Polska Co. Lid.
il Ploc Paymierza 6, 03948 Warszawa

EIVEFR  Company F=EAEFR Product mI=

\|

fru

SEEEF M EIRAT] Hangzhou Runheng —REEROZ (GEREE)  Disposable medical mask
Medical Equipment Co., Ltd

SEEERR EPE S CE FDA it
2 y y y

‘—XMEEROSE FREr-T x, BRERE, #iiFE20202141112,
B ERYRS705#
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DECLARATION OF CONFORMITY

According to Medical Device Regulation (MDR) 2017/745 Annex Il and Annex Ill.

Manufacturer: Whose Authorized Representative: =
Name:Zhejiang Longde Pharmaceutica Name:: Lotus NL B.V. ya n gyu a n czl c - c n
| Co. Ltd. Address: Koningin Julianaplein 10,1e Verd, 259

Address: No.510 Shunfeng Road, Qianji 5AA, The Hague, Netherlands.
ang Economic Development Zone, 31 E-mail: peter@lotusnl.com
1106, Hangzhou, Zhejiang, PR.China

E-mail:411754486@qq.com

NO.K-05

We, the manufacturer, herewith declare that the products

“ 5 UMDN S
Product Name Medtcal D | Device Clas Model s Basic UDI
evice s o -DI
Flat Type ear belt type .
Disposable me |, Rulel (A | Folded Type earbelttyp
dical face mas | Masks nnex e. 12458
K VILof MDR) | - Eiqt Type tradition style

meet the provisions of the Medical Device Regulation ( MDR) 2017/745 which apply to them.
Conformity Assessment Route: Annex Il and Annex Il according to MDR 2017/745
Applicable Standards:

S0 13485:2016 180 14971:2019 1S0 10993-1: 2018
ENISO 10993-5: 2009 ENISO 10993-10: 2013 EN 74683.2019+AC
EN 1041:2008 EN 29073-1:1992 EN IS0 9073-15-2008

EN 15223-1:2016

’{Fﬁ’» € We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned
TLEﬁ% iﬁtﬁﬁxﬁhﬁi?‘ﬁzomom? above meet/s the provisions of the Medical Device Regulation (MDR) 2017/745.We agree to
nn&ﬁﬁﬁﬁg < { bl #E20202141079 develop, implement and maintain a documented post-production monitoring process.

AR/

rACEMASK
Disposable Medical Face Mask . Ritgs M 02009 Signed: Name of authorized signatory:

Position held in the company: General Manager
Place: Hangzhou, China Seal/Stamp:

Zhejiang Longde Pharmaceutical Co.,Ltd

EIVEFR  Company F=EAGFR Product mI=

Hm L ASELSBIRAE

=y =F=al

=
=

— IR MEEREROZE =
El%%ﬁava%?#

Zhejiang Longde —REEROZE Disposable medical face
Pharmaceutical Co, , Ltd mas

EPit S CE FDA Hith
y y -
FREFTR, BRERN, WE20202141079,



|
|
by 7 8 . \ A
EC-Registration Certificate MedPath <z
Dirsctiva $W4NEEC on Medical Devices (MDD, Article 14 | Appendix A: Product Category(ies) MedPath
Ho. R ADGY 58 Rev. . 01 ‘
‘ T " Mame | Classification uunns Form No. | Registration Ne,
[Medcaracs | 77F ﬂtucmwzu"‘ lobaissued 1
: ; Mask:
Manufacturer: Sunkiss Healthcare(Zhejiang) Co., Ltd L Mawa | |_ O [, R SR J
No.6 Panlongshan Road, Changkou New Zone, ‘
Fuyang District. 311400 Hangzhou Clty,
Zhejiang Province, China |
Product See Appendix A ‘ € ‘
Category(ies): ‘
This is 1o certify that, in sccordance of the Medical Device Directive 3V4ZEEC (amended by ‘
200747/EC), MedPath GmbH agrees io parform el duties and responsibiliies as the Autharized
for e stpulsted and demanded by th |
aoremantonsd Drectve. The German Competent Authority is notifeed of the manuiackunes s
medcal deviceis) and has allocated registaion numbers shown In Appendix A The
manufachires has provided MedPalh GmbH wilh the appropriate Declaration(s) of Caonfarmity
corfirming thal the medical deviess) TIMSAUINY e appiicatie requiremants of e
aforemantioned Drectre.
MedPath GmbH
Srasse §-D-40807 Wrchen
188174474 -Fax 0095458804

Stase §-0-3807 Munchen
Tl 029 183174474 -Fax 085 54858884

|
|
Madﬁinth GmbH ( " i
|
1/2 ‘ Ml - Givasae 1 - BOBIT Munich - Saneary o

IEZFR  Company FEERBFR Product

I EFERRERAT Sunkiss —REERAZE Disposable medical face
Healthcare(zhejiang) Co., mas
Ltd

vy == 1ol | ERiENS CE FDA
= v v \

—IXEEREROE ™REST R, BRHEEW, HiiEE20202141042,
A& RRmS674#

yangyuan@czitc.cn

NO.K-06




yangyuan@czitc.cn

edl=ZFR - Company FEE&FR Product AU

HNIE T YR ARAT Zhejiang Ruiding ERSMEIOE Medical surgical mask KN95
Biotechnology Co., Ltd.
e ==k | ERHENS CE FDA Hity
= y -

‘ERMRIOE AT x, BREE, HiF/E20202141068,
B YRS 357#



EC Certificate

Medical Devices

Dats:

TUV Rheinland LGA Products G
TUV Rheinlsnd LGA Products GmbH is a

ARZFR

FREREBERAT

e == bl

=
=

R

Company

Ningbo GreatCare Trading
Co., Ltd.

RHLENS
\/

HERRS52# (EpHE/HE20152642206)

Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System

Registration No.: HD 60146172 0001

icerming medical duvices with the Idantification mumbar 0197

A A

CERTIFICATE OF

o = T
TOVRheinland EC Certificate TOVAheintand FDA REGISTRATION
Directive 93/42/EEC Annex V
Production Quality Assurance HEREEY CERTHFY THAT

NINGBO GREATCARE TRADING CO., LTD.

Registration No.: DD 60146173 0001

Report No.: 15094479 012 Report No.: 15094479 012 FOR
Manufacturer: Ningbo Greatcare Trading Co., Ltd. Manufacturer: Ningba Greatcare Trading Co., Ltd.
Unit 93, Building 12, No, 818, Unit 93, Bullding 12, No. 818,
Qiming Road, Yinzhou Qiming Road. Yinzhou
315105 Ningbo, Zhejiang 315105 Ningba, Zhejiang
P.R. China P.R. China
Products: Urethral Cathaters, All Silicooe Foley Catheter: Product: Medical Devices
enodialyzess, Gas t ramy Tub
see attachm neluded:
eplaces Appra ez an o, 22606
Rep Rgprom .1 0

TUV Rheinland LGA Products GmbH - Tillystr:
TOV Rheinland LGA Products GebH is a Noiified Body accordi
concaming medical devices with the identficatio

HAS SUCESSFULLY COMPLETED/UPDATED
THE FOA REGISTRATION

MEGACAL DEVHCE LISTING RUMBER ML
e o the Appunis sEest pege

e
i b EOA ESn

LT

SERN Py E

é;ii! ilii 5
& T
tj ‘.i‘-ii ili:!
i g;!z |
I T
L
iffg;
e

il 1

il

1 I

11 [RIC

FOA LS RGENT

eI e

ancr

NOLLVHLSIOAN vad
40 3LVIIHILEID

EIEINE #9

FEERBFR Product
—XMEERAOZE

CE
o

—REEROE P mErT AR BBk R E RERAE"

face mask

FDA

CE&TC

yangyuan@czitc.cn

NO.K-08

pie=
3-ply
non-woven material
blue color

earloop
non-sterile

Hte



yangyuan@czitc.cn

ve

fedkZFR  Company F=EREFR Product i)

ZEIFFEST AR AT ANJI ZHENGBANG —IRIEERRREIFIR disposable medical
MEDICAL INSTRUMENT protective clothing
CO.,LTD.
EAEBRE EREXS CE FDA Hith
= V \ \

“—IRMERMGIFIR T mErTT R, BRBR, 20202141035
A& RmS225#
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O i

MEDICAL DEVICES-QUALITY
MANAGEMENT SYSTEM CERTIFICATE

Certificate No.. B61S12M01018

yangyuan@czitc.cn

‘We hereby certify
Ningbo Little Rain Garments Manufacture Co. Ltd.

Registered Address: No.19West Ningchang R Ninghal Ningbo Zhejlang China
Audit Bcdress: No.19West Ningehang R4, Ninghai Ningha Zhofiang China

Madical Dovicos- Quality

Systam isin
1SO13485: 2016

Certified range i = follows:

Production of Class | end Production of

for mecical personnel {Class | and Il medicsl devices!. Produciion of sanitary snd
disposable medics supplies

W o vahsty of s conie i bacad a0 1o 1ess of hetve Sxmencons S0
P —— -
B e e e o b i ricinion by ek, s sk o gy

T M R B K g ST

TNV Testing Certification Services Co.,Ltd.

o = . s = '
G D D D e e e R e D RS

IEZFR  Company FEEREFR Product ne

MMNIRIERBR ZERAE HANGZHOU REMAGY — R4 B FERARAR DISPOSABLE
TRADING CO. PROTECTING CLOTH

EAERBEE ER#HENS CE FDA Hitb
= y y

RIEB—XEERBIFIR =RE=T KA TR/ N NRaERERAT"
HEZBRRS232#



I FR  Company FEEREFR Product
TUNF R SRR AR A HANGZHOU GREAT ER—XERFR (AEEE) disposable medical
=1 TAKLEY INTELLIGENCE protective clothing
TECHNOLOGY COMPANY
LIMITED
EARRBEE ERitES CE FDA
£ y v Y

“—REERGIPIR TR R, BREBEN, #iEE20202141072, BIMAMBERREUNRFREASH9TRE; EN14126: 2003
HEBRJRS231#

Hitt
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CEMTENBEL « TEXTELE COMPETENCE CENTRE

mmm
Xz

} has i the oliawing
EU TYPE EXAMINATION CERTIFICATE

Mr. 0B6/201E/0204
This £ Tywe snaminatian cerificase i valid usidl 33 Spe 2030

Tivku cartificats is wabid from 21 Ape 2008

Fiscal Year 020
W CERTIFICATION OF FDA REGISTRATION
() This conifies tnar
,-_3" ,', SHAOXING GOLD SUN TEXTILE CO.,LTD Mo
(=) Tongjitianfan, Yanggiao Village, Pingshui Town, Keqiao District, o)
(_-'-b Shaoxing, Zhejiang, 312050, CHINA o

ion and Device Listing with the US Food & Drug

A

b gy’ i the FDA
i 4 Shenzhen CCT Testing Technology Co., Ltd.

Y
" Owner/Operator Number: 10063046

LAY

Potnd T T

b 44 Device Listing#:

(25 | Listing No Code Device Name Proprietary Name

C: Nom-sursicel isolation | MEDICAL DISPOSABLE
(# Da731462 OEA Bic PROTECTIVE CLOTHING
: gown Py

( 100,250,255,310

@

3 .
B e Issued: 03152020

"
peetinp————— Expiration Date: 1213 1/202 7 St
.., T, 3) o mem) i fis

IEFR  Company

BMEIRBERBIRAE SHAOXING GOLD SUN
TEXTILE CO.,LTD.

EERZHAE ERHENS

2 y

“—RMEERPFIR T REFET K, BB, HiEEREEE20202141022,

HEBRRS215#

TZERBFR Product

ER—RIERIFAR

Medical protective clothing
(Non -Sterile, Sterile)

CE FDA
y y

yangyuan@czitc.cn

NO.F-04-1

Bs

M. L. XL, XXL

Hitt

European Standard
EN14126

BIMANIBEEBRRE N R SHTNECE, EN14126
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SEF

T
i

?Fi

b Servis es) hai ued the followng

| ( EU TYPE EXAMINATION CERTIFICATE
Mr. 0B6,/2018/0204

This EU Type snaminatian serifscane is valid usll £1 Spe 3035

:{l‘ This cartificats is valid from 21 Apr 2008,

W Chambufsnd Co Ltd, Shaijang

CERTIFICATION OF FDA REGISTRATION
C) T costies s
', SHAOXING GOLD SUN TEXTILE CO.,LTD

< Tongjitianfan, Yangqiao Village, Pingshui Town, Kegiao District, G
.. Shaoxing, Zhejiang, 312050, CHINA )

yangyuan@czitc.cn

——~— T— | for  Chembelands 730 !
g I..I.--_ ?mﬁhmmmmﬂmmmmﬁwrm&m NO F 04 2
‘ | ] Shenrhen CCT Teating Technology Co., Ltd. . = =

@ (- I
“S"  Owner/Operstor Number: 10063045 m b
1 y { ]

[t "'_'. Listing No | Code Device Name Propei Hame
e i . . | MEDICAL DISPOSABLE
Ay | parsisz cEa  |Mowmwgical isclation VE CLOTHING
100.230,255,310

" Tuming Tasmnciagy 2. a.

IEZFR  Company FEEREFR Product ne
BN EIRABIRBIRAE] SHAOXING GOLD SUN ER—rREA Medical disposable isolation Model No: M, L. XL. XXL
TEXTILE CO.,LTD. clothing
g = e ==h ERIENS CE FDA Hith

s \ \ V European Standard
EN14126

R ERIFIR TTREST 5k, BREA, MG EENIEE20202141022, BIMABIERRBRE N TREASHIFRECE, EN14126
HEBRRS215#



Al FR
M EEET S MEIRAT

Company

Hangzhou Runheng
Medical Equipment Co., Ltd (FEREE)

ERHENS

(&) Certificate

&

ce
Hame and address of %Iﬂl

certific TALT, M 4 Nuggiw i, Qi Block,
AWOWNEE acshansconamicand Zon, K
dhstict, Hangzhou, Zhefiang Ay

Product name: Dipomble Meced protecive Covesll

Produdt types: Type A iserke) , type & fnon Sarke) , conjoined 365 170 /175 /120 155
ik hat mepirements of the lollowing standards

and wathen Bmits af mﬂ;ﬂaﬂs'&' mmuyw‘m B

of Reguason J016/435

The centification process has been camied ot in & comdance with the program PCP07-07.
‘Eualuathon has been caTied out In accondance with Test repors mad el y Shanghal MICEZ Equipment
Tasng & Technkcd Ca, LTD Labamaary.

Corntificate issue date: 003,700
Espiration date: 1902.30%
The metusl o g ations and sghts of the cartificaton ane mguisted by the conract N ICR

10 pds e 3 hunes jpaametes), imended woe, Tat have
1 the sundards

R Pokifa Ca. Lad.
wl. ac Prrepminers 6, 03944 Wariawa

Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION

This certifies that:
HANGZHOU RUNHENG MEDICAL CO.,LTD

| Room 701 7F, Building 1, NO.111 ana NI
zone. Zhejiang, 311215 CHINA |\

e FOA Listing Food & Drug
Adminisiration, through UCL-REG SERVICE INC.
OwnerOperator Number: 10063321
Listing No.  Product Code: Device Name:
Ly ACCESSORY, SURGICAL APPAREL

- Disposable Medial Mask Type A (stedle) type B {non

OEA steriie) ear hook lype 175°8

Non-surgical isotation gown
-Disposatie Medical prolective Covemll Type A fsledis)

type B (non sterike) eanjoined 165/ 170/ 175/ 180/ 18 ||

e UELEES

=R
3 lJ -y e AT EE AU (T
L—

VCL-REGSERVICE [NC.
A1 ROCIKWOR N ROAL, W MING TON

TZERBFR Product

CE
N

“—IRMEERFIR T RAEFT %, BREMe, HiEE20202141097,

A& RmS241#

ER—RIERIFAR

Disposable medical
protective coverall

FDA
J

yangyuan@czitc.cn

NO.F-05-1

Bs

XS (160) . S ( 165)
M (170) . L (175)
XL (180) . XXL (185)

Hitt



[l 71 50

/

‘Mame and address of o M ackcal

Trithcam o~ oo 701 75 Dukng 3, WSS mad, Qaonaniock,
 OOnOETEC 3nd

Hame and address of ]

i e e

Prod uct name mmw&amcmﬂ

Frodud types: Type istarkie) , type B dnon sarbe) | conjoined 365/ 170 /175 /150 15

Thiz camticate continms that the product meets the mquiremens of the tollowing standards
and vathin Bmits of it standasds g ty vt B
161425

The cenifcation process has been camied out in 3 comtance with the program PO 07«07,
Evabuathon has been carried out In accondance with test reports mad ey Shanghal MICEZ Equipment
Tastng & Technicd Ca, LTD Labainey.

Cartificate sue date: 2003200
Expiration date: 1303205

The mutual ob igations and sghts of the cantificaton ane mguisted by te conract Mo ICR
Pl FOI0.0115

appiies 1o prod. e came andbues paamenrs), imended use, a1 have
o and maat 1 the aforemensoned sandirds.
Dinacior: Radad Kalnowsil 0]
Warsaw, L0300 [Ea

MR Pekia Ca Ll
il e Perpmiza 6, 03544 W itdnd
x il g,

CERTIFICATE OF FDA REGISTRATION

Adminisiration, through UCL-REG SERVICE INC.
OwnerfOperator Number: 10063321

ACCESSORY, SURGICAL APPAREL
- Disposabie Medial Mask Type Afstedie] bpe 8 foon |4
sterile) ear hook bype 175°3
Non-surgical isolation gown
-Disposabie Medical protective Covemall Type A {stedia)
type B (non steri) conjoned 155/ 170/ 175/ 180/ 18 |

Al FR
M EEET S MEIRAT

EERZHAE

=
=

Company

Hangzhou Runheng
Medical Equipment Co., Ltd

ERHENS

CE

‘—IRMERGIFIR T REFT K, BREE, #iEE20202141097,

A& RmS241#

TZERBFR Product

ER—XMEREX

Medical disposable isolation

yangyuan@czitc.cn

NO.F-05-2

Bs

XS (160) . S ( 165)
M (170) . L (175)
XL (180) . XXL (185)

Hitt



ERAZ X (X&)

WUERE: KA _—RIPER (5CM)
WiF: 65gB Fil MIBESI 15
B /XL

Certificate

X - 1
- "y v
1 RS i
ST T RS \f

No. ICR Polska/P7700217 C €

Name and address of  Chongqing Litai Clothing Group Co., Ltd.

Textile City D7-1 #, Maliu Yanjiang Development Zone, Banan
District, Chongaing, China

PROTECTIVE CLOTHING

Product types: LT XXXKL, LT M, LT- L, LT- XL, LT- XKL, LT- XXXL

Product trademaric  N/A

This certificate confirms that the product meets the requirements of the following standards
and within limits of ts standards gives presumption of conformity with essential requirements
of Regulation 2016/425

EN14126:2003+AC:2004

R AR
B AT T

The certification process has been carried out in accordance with the program PC-P-07-
07

Evaluation has been caried out in accordance with test reports made by UAC Quality Te
chnology Service (UK) Ltd

[ERAsmMEm 4
mﬁﬂ&iﬁm&ﬁﬁ/@

No. of test reports: TCF-UAC-20200323697PPE
Certificate Issue date: 25.03. 2020
Expiration date: 24.03. 2025

The mutual obligations and rights of the certification are regulated by the contract

No. ICR Polska/2020-3109.

This certificate applies to products having the same attributes (parameters), intended use,
that have been evaluated and meet the requirements of the aforementioned standard.

Dirsctor: Rafa Kalinowski

Warsaw, 25. 03. 2020

ICR Poiska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa

_
e
=,
o
—
e
e
-
-

CERTIFICATE OF COMPLIANCE

NO: BSI1449276-EC

Applicant:
CHONGQING LITAI CLOTHING GROUP €O, LTD, CHONGQING LITAI CLOTHING GROUP CO., LTD
TEXTILE CITY D7-1 8, MALIU YANJIANG DEVELOPMENT  TEXTILE CITY D7-1 , MALIU YANJANG

ZONE, BANAN DISTRICT, CHONGGING CHINA

Manufacturer:

DEVELOPMENT ZONE, BANAN DISTRICT,
CHONGQING CHINA

Product:

PROTECTIVE CLOTHING Model:

LT—XXXXL, LT-M, LT-L, LT-XL. LT-X0L.
LT-XXXL

Reference to EC Directive:
Roguiation (EU) 2016/425

Personal protective equipment (PPE)
Tef(s) orTest Report(s) No.:
TR-003-049-2682EN

Relevant standard (s):
EN 943-1-2015

REMARKS:

Assessment of he productls) w70 e pFOBLCTON DroCEss 15 MOl Coverad by TG werfication, which has been caried out on &
voRuntary bass. 1. i duly and fuly responsiilty of the manufscturer 1o carry out al necessary safely assessment of the
‘prouzts) acconting 1 i reisted £C Difectve and Standar(s) before URing into market/service, affing CE mark and fssue
U Dictaraton of Conformity. The manufscturer shal afix CE mark o the produci(s) aecondeg 10 2006/42/EC Aricie 16 3nd
Acvsex W, ordy ¥ e rOGUCHS) T T Feeva alth and the deawn-up E

Conformey. Techvical il shoukd be @awn for Bach typa/mad of relaled BrodUEt(s) by the manufacturer and/or s Bumorzsd
Fepresantatie in D15 15 557 €ONOMIYY WHR the G5sential heath a1l safely reQUIFEMENtS Which demonsiate that the

the manufacurer or s aulhorized representative shal
‘ensure that ha Techvica Fle 1 BCcoraance with related diectives/standarcs s avallabie

The manutactses of s SUROATO0 16presontaING shall k6sp Toehnical Fle any EU Dol allon of Conformty avaiae for &
pariod of ten years from the st date of manufacture of the machinery.
The centficats conssts of 1 (one) page.

The Certificate is valid Until: Mar 18,2025
CERTIFICATION MANAGER:

Date of Issue:Mar 19,2020

0

& Ce

BSI TEST LIMITED
Unit G25 Waterfront Studios, 1 Dock Road, London. E16 IAH

Al FR
BRI IDEERRAT

Company
Chongging Litai Clothing
Group Co., Ltd.
EAERBEE ER#ES CE
2 ! y

“—IRMEERFIR T REFTT %, BREfe, JaiEE20202140087,
B2 YRS1834#

ERALIFIR (&)

TZERBFR Product

medical protective clothing
(sterile)

FDA
J

Ca&TC

yangyuan@czitc.cn

NO.F-06

Bs

L/XL/XXL

Hitt



Infrared Thermometer

L
!
T
'.“I ¢
Iy L

CE Conformity

Ca&TC

ACH . .
&, Attestation yangyuan@czitc.cn
\{'J.g}..._-!?&’ of Conformity
S 2t
MNo. ICR Polska/M7011820 c G
Mol . Pbwplmee NO.T-01
Cwoprmans frea, Pangcu (hies 5
" Product name a0 Themonene ——
f This Al the e sormatren.
) o
| Feteann £ Dinentive o3 Devics Dyt S3ULEEC
J lll t Llaareanon Claxz | sccardhng Ruse | of Anmes (X =f Dimctive SL42/ESC
| e p———— £ 8050512008 S8
| Applied Sty Meveguenpst ysives i
n
.
f.h:u::ﬂ
A A
e i e o e

L 40/CTN, 49.4*40.8*21.2cm
4 NW 3.3KG . Gw:4kg e
EIVEFR  Company F=EAEFR Product mI=
I RRETREARAE Zhejiang Batai Medical LT HMERTT infrared thermometer BIT-1
Technology Co., Ltd.
EEEBRE ER#ENS CE FDA Hifth
= v v

THMRRITERRAEF, HiEHE20202071104
HEZBRRS220#
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TUVRheinland

EC Certificate
Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60146172 0001

Report No.: 15094479 012

Manufacturer: Ningbo Greateare Trading Co., Ltd.
Unit 93, Building 12, No, 818,
Qiming Road, Yinzhou

315105 Ningbo, Zhejiang

P.R. China

Produets: Urethral Catheters, All Silicone Foley Catheters,
Henodialyzers, Qastrostomy Tubes, Tracheostomy Tubes

Replaces Approval, Registration Ne.: HD 60126064 00DL

Expiry Date: 2024-05-26

The Notified Body hersby doclaras that tha requirements of Annox 1l, wxcluding section 4 of the directive
93/42/€EC have been met for the lstod products. Tho above nemed manufacturer has sstablished

ond applies @ quslty assurance aystem. which is subject to poriodic survsillanca, defined by Annex II,
saction § of the atorsmentioned directive. For piacing on the merket of class Il devices covered by

this. certificate an EC design-axsmination corfificsts sccording 1 Annex I, ssction 4 is required

Effactiva Dat: 20z0-01-20

Dit: 2020-01-30

'n'.‘|_v Rheinland LGA Products GmbH - Tillystralte 2 - 90431 Niirnberg
T Rhwinland LGA Products GmbH is a Notified Bady sccarding to Diractive 93/42/EEC
aongeming madical devices with the Igentilication numbser 0197,

Company

Ningbo GreatCare Trading

Co., Ltd.
RiENS
\/

EC Certificate
Directive 83/42/EEC Annex V
Production Quality Assurance

Medical Devices

i ®
TUVRheinland

Registration No.: DD 60746173 0001

Report No.: 165094479 012

Ningbo Trading Co.. Ltd
Unit 93, Bullding 12. No. 818.
Qiming Road, Yinzhou

315105 Ningbo. Zhejiang

F.R. China

Products: tedical Devices

(pze attachment Fox g

Replaces Ipproval, Rogiste + IO 60135837 0001

Expiry Date: 1034-08-26

The Motified Body horaby declares that the requirements of Aneex ¥ of te directive S3/42/EEC have
boan mat for the ated products. The sbove named manufacturer has established and spplics » quaity
assurance system. which is subject 1o pariodic surveillance, defined by Annex V, section 4 of the
lorsmantioned directive. For plecing on the market of class 1lb and class I devices coversd by this
cantificats an EC type-sxamination ceriificate according to Annex Il is reguired,

Effoctive Data: 2020-01-20

Diata: 2020-01-20

: ol
TUV Rheinland LGA Products GmbH - Tillystraie 90431 Niirnberg
V' Rheiniand LGA Products GmbH 1s o Notifisd nccarding to Directive 93/42/EEC
cancarming medical devices with the identification number 0187

CERTIFICATE OF
FDA REGISTRATION

HEREBY CERTIFY THAT

NINGBO GREATCARE TRADING CO., LTD.

¥ COMPLETED)
THE FOR REGISTRATION

(53 | [RIC]

FIOA US AGENT

IRC U5
el ez

il . IR O\fnm Mgcic

ESTABLISHMENT SERITRATION MMGRS. 606451881
WETAAL DEVICE LISTIG WURABER (DL

e b the Agpnna o st g

e
Vour Porver i Advewog A Comyieors

% i
i :
it i
d i

e b e W oy BT

ERBFR Product

ZI5MERLT
CE

\/

RIBLTONRE PR KA R RS RETR ERAT

A& RmS154#

o o b

NOILLVHLSID3H vad
40 3LYIHEHILEID

BIEIN #9

forehead thermometer

FDA

Ca&TC

yangyuan@czitc.cn

NO.T-02

Bs

BK8005

Hitt
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V/
(Devices in Class lia, Iib or lll)

No. G2 003392 0002 Rev. 00

Manufacturer:

No.768 Chengdian South Roat
322000 Yiwu City, Zhejiang Pr
PEOPLE'S REPUBLIC OF CHINA

Prolinx GmbH

EC-| re: tive:
Representative Brehmstr. 56, 40239 Duesseldorf)

Upper Arm Digital Blood Pressure Monitor,
Wrist Blood Pressure Monitor,
Digital Thermometer

Product
Category(ies):

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex Il certificate is mandatory. See also notes
overleaf,

Report No.: SH17129101

2018-10-31
2023-10-30

Valid from:
Valid until:
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TOV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE & &8

TOV SUD Product Senvice GmbH « Cerification Body « Ridlerstrafte 65 + 80338 Munich - Germany
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iwu Bailing Medical Devices
Co., LTD
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lia, IIb or Ill)

No. G2 003392 0002 Rev. 00

Facility(ies): BABYLY MEDICAL DEVICE CO., i
No. 7§8 Chengdian South Road, 342 u a n czl c c n
Province, PEOPLE'S REPUBLIC OF CHINA =
=
Page2of2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Tov®

TOV SUD Product Service GmbH « Certification Bodv « Ridlerstrae 65 + 80339 Munich + Garmany.
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Non-contact Infrared
Thermometer

FDA Hi
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=/ of Conformity

S
No. ICR Polska/M8508520 c € O
—— yangyuan@czitc.cn
of Registered Manufacturer: South Side of South Ring Raad, Le'an County, Fuzhou City, Jiangxi
Province ing No. 1, New Era Home Group, Le' an

Product name:

Product type/model:
Thi the of ormati

o
A
g normative
documents and its docu ives presumption of conformity -
requirements of Directive 93/42/EEC. L]
Medical Device Directive 93/42/EEC
£C Declar ity EEC)

o

Relevant £C Direective:
Conformity assessment procedure:
Classification:
Applied normative documents:

Applied Quality Management System  EN IS0 134852016

This Attestation ol Confoamity vl y if Quality System i and the
sunveiliance audiits are conducted. |
process has d

EIVEFR  Company F=EAGFR Product mI=
NEMWFNAEHOBRAT  Jiangxi AICARE Medical AR Y e Non Contact Infrared AG6
Technology Co., Ltd. Thermometer

SEagEcl EPHET S CE FDA it
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PM-B1000D2 -
AEZFR  Company FEEREFR Product iR
IBTRE/RESFRISER.Y  ZHEJIANG PEIJIEER MEDICAL & FATS;E5E8 Plasma Air Sterilizer PM-B1000D2
= TECHNOLOGY CO.,LTD PM-L1200D2
eyt = == ol | ERHES CE FDA =]
\/

Man Machine Symbiosis:
It can do sterilizing and purifying all the whole day under the dynamic state, which doesn’ t do any harm to human or medical device. li is not necessary for patients and medica

| staff to leave when the plasma air sterilization purifier sterilizes the air in the room.
Spectrum Sterilization: it is highly effective to kill staphylococcus albus. In 706 cu ft closed simulation laboratory, the average killing rate of Staphylococcus albus was more than

99%.
The sterilization effect of the plasma air sterilization purifier will be improved with its working time being extended. Natural bacteria kill rate greater than 90% after a 60-

minute working time according to the sterilization test.
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Company

DONGYANG MEDICAL &
HYGIENIC ARTICLES
CO.,LTD.

ERHENS

Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION

This cerifies Mat:
DONGYANG MEDICAL & HYGIENIC ARTICLES CO., LTD
Liushi Industrial Zone Dongyang, Zhejiang, 322104, CHINA

has comgieted the FOA Establishn ent Registalion and Device Lising with fe US Food & Drug
Adminisiration, hrough UCL-REG SERVICE INC.
OwnerfOperator Number: 10063527

Listing No. Product Code: Device Name:
DaTeeE2 1RJ Disinfectant, medicdl devices
Disinfectant spray 200mi

VCL-REGSERVICE PNC.
02 ROCE OO ROAD, WITMING TOR,
NEW CASTLE TH: 19802 LS8

TZERBFR Product

Disinfectant spray

FDA

\/

Efficient to kill Staphylococcus aureus, Coliform bacteria, Pseudomonas aeruginosa and Candida albicans etc.

Bs

200ml

Hitt



Form QAT_1004, version 0, efiecive since March sth, 2020

C € Documentation Review 5

Ko, 08200319 SBUW17

Holder: Sanrace Biotechnology Co., Ltd.

g::w?;m?h:sm Lans Develbpment Zone, Ihefiang yan gyu an@czitc.cn

Review goal: verificafion of the presence of the Technical
File in regards of the Medical Devices Directive
P3ISA2/EEC Annex VI

Product:; Quick-dry wash-free Sanitzing Gel (no sterie) N O X_O3

Model(s): 250

fSotan

Classification: Cless| {nosterle)

iy 1o the fact

i We attest that a Techrical file in reference fo the Diective
Review oulpyt: $3/42/EEC b in ploce for the € € Marking coces.

The monufactuer ks resporsible for the CE Maring proces,

and not exempted to cony out dl necessary complionce

o:lwi\a This decument hos been isued on the bosk of the

fion on ECM Voluntary Mok for the cerfiication of
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Dk hry wash-free S99 Tme— [l“ /ff;’fﬁ’/
et - 100 i
] _
IEZFR  Company FEERBAFR Product Bs
EETEVREROBIRA Sanrace Biotechnology BT R E SRR Qucik-dry wash-free
=) Co,ltd Sanitizing gel
=EEBRE ERHENS CE FDA Hifth
. J J

SANRACE BIOTECHNOLOGY Co.,LTD was established in 2013 and is located in Lanxi, Zhejiang Province, which is a beautiful land of orchids. The registered capital is over 60
million yuan. The company integrates R & D, production and sales. Its main products include disinfection product ,perfume, cosmetics, skin care products and so on. It has three
registered brands: EGOLAN, SURBBY and NUJET. Products are sold all over the world through stores in Dubai. In addition, the company also provides OEM order service.

We have high-tech production equipment, high-standard quality system (successfully passed the international cosmetics industry 1ISO22716 and GMPC double certification),
high-level management team, efficient logistics distribution. We pay attention to brand building and talent management, always adhere to the quality as a guarantee, market-
oriented, technology as the strength of the policy, adhering to the service-oriented business philosophy, adhere to the indifferent, noble, grateful, virtuous orchid spirit. We look
forward to working with global customers to create a better future.
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Certificate of Compliance

Mo, OH200327 HSFDG &6
Test Report no. XMTO202001321LY/REACH
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Cerfificate’s Hangzhou Southern Fairy BioTech

Holder: gog..ﬁag;‘nw‘i e G TGS yangyuan@CZitC.cn

Cerfification ECM
Mark:

r+3
il FAIRY SHIELD /&
A

NO.X-04-1

Hand Sanitizer (Washing Free)

Product: Fairy Shield Disinfectant

Model(s): 500ml, 1000, 5000ml, 251
Product Statement -
Verification to: related to CE Drective| }

R 1907/2004
and Restiction of Chamicd :REACHp

‘temadc THs docurment hos been lsaued ona wols bz and upon reques of e mond actuner.
aur apinion that the jechricol decumeniation received fom he !N:'IIEI\.IEI 3 m h( '|e
requrements of the ECAL Ceriicalon Mark, Th ¥

e ECA

Different from the ordinary 75% alcohol disinfectant, this product

the Marking:

The nmh:ueumiaimctmt:hgnu:emmummm
reder o o olfied Bady. Tk document hos been kzued on e Cosof the reguation
@n ECM Volntary Mark for the cerlfication of procucts. SGO1_ECM rev.d ovolcble

ot whaar e

provides long time antiviral with triple protection, which compli

es with the Chinese National Standard (Technical Standard for

lssuvance date: 2§ March 2020
Expiry dote: 28 March 2025

Seviewer
Technicol exper
Py

Disinfection version 2002) and EU CE Standard.

H (‘mlicmhnlmmlhull
ViaCa' Belln, 243 — 0053 i1 [BOY - WALY
® +37 051 6705141 uagcm 4705156 =i it i

edl=ZFR - Company FEE&FR Product AU

ANELEIARBRAE  Hangzhou Southern Fairy BRI F R hand sanitizer
Bio-Tech Co., Ltd
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FamQA1_10M04, verdon 00, sffective snce

Certificate of Compliance

qd —salgd
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™ No. 0H200327 HSFDR &4
C‘|l' Test Report no. XMT020200132 1LY /REACH
KIO
| Cerfificate’s Hangzhou Southern Fairy BioTech =
Holder: Co., lid. t
5 L ——— yangyuan@czitc.cn
;'g Certification ECM gctiazoke 8
= Mark:
6 NO.X-04-2
| Product: Fairy Shield Disinfectant e =
mﬂl Model(s): 500, 1000, 5000ml, 250
Verification tao: redated to CE Drechive( }
R 1507/2004 Reg
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and Rw’ndmofchmds lREACHr

— B

emask: Ths docurment has bean kaued an a voluniary otz ond upon requed of e n\sl.iaﬂu!(ll
sur apirian that the techrical documentotion received fom he monufoctuer b sotidocion for
reaulumudmeacucgdtdm ¥ Eo

the Marking:
m mauh:u Is resporsible for the CE Marking mroces. ond if necessory, must
Hatiled Bay. In cocument s been kxucd on e boisol the weedcton
k. AG01_ECM revd ovalotle:
at: mwm\ecznmh
lssuvance date: 2§ March 2020

Enle (‘al’ncmjunlhﬂtlh-ll
0053 i1 [BOY - WALY
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Cerlificate — Ceptmdoukar

Lo Catlell
= 39CE'I&?D§'I 1 l*GQCE'I £705156 s

edl=ZFR - Company FEE&FR Product AU

N LR ATIRA T Hangzhou Southern Fairy IMRINE EER Environmental Disinfectant
Bio-Tech Co., Ltd

EEEBRE ER#tES CE FDA Hith
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