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EC Declaration of Conformity

Manufacturer: Hunan Wondo Medical Supplies Co., Ltd

Address: Building 12th, Advanced Energy Storage and Energy Saving of Creative Industrial Park, No. 169,
2nd, Area East Renmin Road, Changsha Economic and Technologlcal Development Zane, Hunan, Province,
China

EU Authorised Representative:

Company: Osmunda Medical Technology Service GmbH
Address: Von Oppen-Weg 15, 14476 Potsdam, Germany
DINMDI code: DESOOODO4T267

Product name: Medical protective mask  Model: Foldable type

UMDN code: 12-458

Classification: Class |

Rule: According to Rule 1, Annex Vill, Chapter Ill of (EU) MDR 2017/745

Conformity assessment route: ANNEX Il + ANNEX [Il + Article 19 of (EU) MDR 2017/745

Intended use: The medical protective mask is suitable for the protection of the healthcare personnel and
related personnel against airborne respiratory infections. It should not be used for isolation of intensive
care unit (rooms) and ather places with strict control of micrabial indicators.

We hereby declare that the above mentioned product meets the provision of the Medical Device Regulation
{EU) MDR 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices. The|
EU declaration of conformity is issued under the sole responsibility of the manufacturer.

C€

EM IS0 13485:2016 EN IS0 14971:2012 EN 14683:2019 +AC: 2019 | BSEN 150 15223-
1:2016
EN 150 10993-1:2009/AC:2010 | EN |SO 10993-5:2009 | |SO 10993-10:2010 EN 1041:2008

Standard Applied:

Place, Date of Issue: Represented by Management Representative:

Changsha, 24" April 2020
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TUVAL IR &
TUV Test Report

Test Report No.: 721654638-3
Report Date: 18 May 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TOV s0D China

TUW SUD Products Testing {Shanghai) Co., Ltd.

B-3/4, Mo.1988 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLIENT NAME Hunan Weondo Medical Supplies Co., Ltd

CLIENT ADDRESS Building 12th, advanced energy storage and energy saving of creative industrial
park, No. 169, 2nd Area East Renmin Road, Changsha economic and
technological development zone, Hunan Province, China

TEST PERIOD 30-Apr-2020-10-May-2020

Prepared By Authorized By

Pelle. X,

{Bella Xu)
Report Drafter

Mote: (1) General Teems & Condifions &5 manionad cverdasd. [2) Tha resuls ralete ondy to the items tested.(3) The test report shel not
e mproduced axcept in ful without the wittan apgroval of the laboradony. (4 ) Without the agresmant of the labaratory . the cliend is nat
authorized o use the lest resalls for unappreved propaganda

ChamazalMizreialogy Laboratery: Ehong - +86 (21} 6037 6175 Regienal Head Orffice;

TUV 30D Products Testing [Shanghal) Co.  Fax: 86 (21) 6007 6345 TV SUD Cestification and Testing
ud Emal oo, chemi@iin-sud en [China] Ca, Ltd.

B-3/4, Ho.1954 Du Hu Road. Minhang Dislict Webpage: waw lus-sud.cn o151 Heng Tong Road Shanghs
Shangtai 200070 PR.Chira
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Test Report No.: 721654638-3
Report Date: 18 May 2020

Sample Description

Sample Cuantity
Lot Mumber/Batch Code
Specification

Size

Brand Nams :
Remark: The above information was provided by applicant.

TEST REPORT

Medical protective mask

90 pieces
20200312
Foldable type
/

/

Summary of Test Results

Test Standard
Mo, Test Item Test Standard Judgement
Type [IR
4 Bacterial Filtration Efficiancy Test EM 14583:2019+AC:2019(E) P
GELS
(BFE), % Annex B =98
2 Differential Pressure Test EMN 14683 2019+AC:2019(E) Pass
{Palcm2) Annax C < 60
Synthatic Blood Panetration Test
3 150 226022004 . Pass
{kPa) = 16.0
4 Microblal Cleanliness Test EM 14583201 9+AC: 2019(E) -
353
{CFLUIg) Annex O = 30
Maote: Pass = Meet customer requirements;
Fail = Fail customer requirements;
# = No comment;
M.D. = Mot detected.
Photo of Samples
ChemécaliMicrobialogy Laberatory: Phona - +8 (21} BOIT 6375 Ragicnal Haad Orffice:
TV 50D Products Testing [Shanghai) Co.,  Fax: =36 (21) 6007 6345 Tl 50D Cestication and Testing
Lid Emal: food. chemSlus-sud 2n [CHiina] Co., Lbd.
B-34, Mo.1954 Du Hui Road. Minhang Distict  Wbipage: wes, krv-5ud.on No.151 Heng Tong Road Srangha
Shangrai 2 070 P R.Chira
PA Crina Tw Page 201 1
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Test Report No.; T21654638-3
Report Date: 18 May 2020

TR - BIKRE

Results
HNo. Test Item Test Result
Specimen 14: 99 9%
Specimen 24 99.9%
1 Bacterial Fillration Efficiency (BFE) Test Specimen 3#: 99.9%
Specimen 44 99.9%
Speciman 54 99.9%
2 Differential Prassure Tast 50.5 Palcm?
3 Synthatic Blood Panatration Tesl Spacimen 1#=324: Nona sean
Specimen 1#: 2 CFU/g
Specimen 2& 1 CFUg
4 Microbial Cleanliness Tast Specimen 3#: 3 CFLUg
Specimen 4% 1 CFUg
Spacimen 54#: 1 CFUIg
Bacterial Filtration Efficiency (BFE) Test
1. Purpose
For evaluating the bacterial filtration efficiency (BFE) of mask.
2. Sample description was given by client
Sample description Medical protective mask
Specification Faldable type
Lot Mumber 20200312
Sample Recaiving Date :  2020-04-30
3, Test Method
EM 14683:2019+AC2019(E) Annex B
4., Apparatus and materials
4.1 Staphylococcus aureus ATCC 6538
4.2 Peptone water.
4.3 Tryptic Soy Broth(TSEB).
4.4 Tryptic Soy Agan(TSA).
4.5 Bacterial filfration efficiency test apparatus.
4 6 Six-stage viable particle Anderson sampler.
4.7 Flow meters.
5. Test specimen
5.1 As requested by client, take a total of 5 test specimens.
5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21+5)°C and (855)%
relative humidity.
ChamécaliMicrosiology Laboratorny: Phane - +85 (21} B03T E275 Ragicnal Head Office;
'I'I,l'll'SI:ID Products Testing (Shanghad) Co.,  Fax: <86 [21) 8007 G345 UV 3D Certification and Testing
Ld Emai: tood. chem Gfur-aud 0 {CHina] Co., Lbd.
B-34, Ho.19%4 Du Hui Road. Misnang District Wabpage: ww fuv-sud.cn Ni.151 Heng Tong Road Shanghai
Shangtai 200 070 _PR.Chira

201108

PR. China Tw
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Test Report No.: 721654638-3
Report Date: 18 May 2020

6. Procedure

6.1

6.2
6.3

&.4

6.5

6.6
6.7
6.3

6.9

Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achieve a

concentration of approximately S=10° CFU/mL.

Adjust the flow rate through the Anderson sampler to 28.3 Limin.

Deliver the challenge to the nebulizer using a syringe pump. Purge tubing and nebulizer of air

bubbles,

Perorm a positive control run without a test spacime to determine the number of viable asrosal

particles baing genarated. The mean particle size (MPS) of the asrosal will also be caloulated

from the results of these positive control plates,

6.4.1 Initiale the asrosol challange by turning on the air pressure and pump connectad to the
nebulizer. Immediatery begin sampling the aerosol using the Anderson sampler.

6.4.2 Time the challenge suspension o ba delivered to the nebulizer for 1 min.

6.4.3 Time the air pressure and Anderson sampler to run for 2 min,

G.4.4 Al the conclusion of the positive control ran, remove plates from the Anderson sampler.

Place new agar plates into Anderson sampler and clamp the test specimean into the top of the

Anderson sampler, with the inside of the specimen facing towards the bacterial challenge (test

area: 77cmi).

Repeat the challenge procedure for each test specimen.

Repeat a positive control after completion of the sample set.

Perform a negative control run by collecting a 2 min sample of air from the aeresol chamber. No

hacterial challenge should be pumped into the nebulizer during the collection of the negative

control.

Incubate agar plates at (37+2)°C for (20 to 52) b,

.10 Count each of the six-stage plates of the Anderson sampler,

7. Calculation

Total the count from each of the six plates for the test specimens and positive controls, as specified

by the manufacture of Anderson sampler. The filtration efficiency percentages are calculated as

follows:

BFE={C-T)/ C = 100
T is the tolal plate count for the test specimen.
C is the mean of the total plate counts for the two positive controls.

ChamicaliMicrobiology Labomatony: Phona - +8 (21} 03T E175 Ragicnal Head Cfice;

T SUD Products Testing [Shanghad) Co,  Fax: +88 (21) 6007 BMS TiV 00 Cartfication and Testing
Lid Emal. lood. chemiu-2ud cn (China) Co., Lbd.

B-34, Mo. 1999 Du Hul Road. Minfnang Disirict  Wabpage: wew. lus-gud cn No.151 Heng Tong Road Shanghe
Shangrai 1070 _ PR China

0110
PR, China
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Test Report No.; 7T21654638-3
Report Date: 18 May 2020
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8. Testresults®

PValue | Positive Positive | Megative | Specimen | Specimen | Specimen | Specimen | Specimen
Stage Control (A) | Control (B) | Contral 1 g 3 a 54
Number
1 150 122 0 0 0 0 o 0
2 153 147 0 il 0 0 0 (]
3 156 05 0 0 ] 0 0 0
4 177 232 o ] 0 o o 0
5 1619 1681 L] 0 0 0 0 4]
& 300 s 0 il 0 i i ]
Tatal {T), CFU 2645 2603 =1 =1 <1 =1 <1 <1
"""‘"E%‘-‘um’- 27104 (PutPa) i 2 /
BFE % 299 29,9 899 89,9 909
Reguiraments =08
| Pls the value of corresponding corrected particle counts as specified by the manufacturer of the
cascade impactor.
Ramarks Tis the total of 2 value for the tast specimen.
C is the mean of the total of F value of the two positive controls.
ChamizaliMicrohiology Laboratory: Phana - +86 (21 B037 E175 Regicnal Head Crfice;
TUV SUD Presfucts Testing [Shanghad) Co.,  Fax; <88 (21) G007 £S5 TUW 50D Certification and Testing
d Emai; food. chemgine-sud & [China] Co., Ltd,
B-3/4, Mo.193% Du Hu Road. Minhang Distict  Wabpage: wwe fus-sud.cn Ni.151 Heng Tong Road Shangha
Shangtei 200070 PR China
201108

PR, China
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Test Report No.: T21654638-2
Report Date: 18 May 2020

Differential pressure Test

1.Purpose

The purpose of the test was to measure the differential pressure of masks.

2.Sample description was given by client

Sample description o Medical profective mask
Spacification ;. Foldable type
Lot Number o 20200312

Sample Receiving Date :  2020-04-30

3.Test Method
EM 145683:20194+AC20189(E) Annex C
4. Apparatus and materials

Differential pressure testing instrumeant

5.Test specimen

5.1 Test specimen are complete masks or shall be cut from masks. Each specimen shall be able to
provide 5 different circular test areas of 2.5 cm in diameter.

5.2 Prior to testing, condition all test specimens for 8 minimum of 4 h at (21 =5)°C and (85+ 5)% relative
humidity.

6. Procedure

.1 Without a specimen in place, the holder is closed and the differential manometer is zeroed. The
pump is started and the flow of air adjusted to 8 Limin.

6.2 The pretreated specimen is placed across the orifice (total area 4.9cm?, test area diameter 25mm)
and clamped into place 50 as o minimize air leaks,

6.3 Due 1o the presence of an alignment system the testad area of the specimen should be perfectly in
ling and across the flow of air,

6.4 The differential pressure is read directly.

6.5 The procedure described in steps 6.1-6.4 s carried out on 5 different areas of the mask and readings

avaeraged.
Results:
, Test Results® Average )
Speacimen (Palem?) ¢ Palem2) Requirements Judgement

_1# 80.9
2% 51.5
3 47.9 50.5 = B0 Pass
43 a0.1
53 523

ChamicaliMicrobialogy Laboratory: Phone - +86 (29 G03T E378 Ragional Head Office:

Tl SUD Products Testing (Shanghad) o, Fax;  +86 (21) 6037 6345 TU U0 Certfication and Testing

Ld. Email food. chemgiiu-aud cn {China] Co., Lid.

B-34, No 1886 Du Hui Roed, Minhang Distict Wabpage: wwi fuv-sud.cn No.151 Heng Tong Road Shangha

Shangtai 200070 P R.Chisa

®
PR crin Tov Page ot 11

-

T—
L

I+ IllEd



wondo GEET FRI - Bk K

Test Report No.: T21654638-3
Report Date: 18 May 2020

Synthetic Blood Penetration Test
1.Purpose

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high
valocity,

2.Sample description was given by client

Sample description . Medical protective mask
Specification . Foldable type
Lot Number L20200312

Sample Receiving Date : 2020-04-30

3.Test Method
IS0 226052004
4. Apparatus and materials

4.1 Synthetic blood.

4.2 Tensiomater,

4.3 Synthetic blood penetration test apparatus;
4.4 Targeting plate.

4.5 Air pressure source,

4.6 Ruler.

4.7 Balance,

4.8 Controlled temperature and humidity chamber,

5.Test specimen

5.1 As requested by client, take a total of 32 test specimens.
5.2 Prior to testing, condition all test specimens for a minimum of 4h at (21£5)°C and (85+5) % relative
humidity.

6.Procedure

6.1 Prapare the synthetic blood (40-44 mMm) for the test,

6.2 Determine the density of the synthetic blood.

6.3 Fill the reservoir with new synthetic blood.

6.4 Position the test specimen 30.5 cm (12 in,) from the exil of the canula,

6.5 Set the reservoir pressure to the approximate pressura,

6.6 Place the targeting plate approximately 1 cm away from the mask,

6.7 Set the valve timer to 0.5 5. Collect and weigh the amount of fluid delivered (before the targeting

hala).
ChamicaliMicroblology Laboratory: Phone - +86 (21} G037 G178 Ragional Head Office;
Tl SUD Products Testing [Shanghad) Co.,  Fan: =86 (21) 6007 6345 TV SUD Cortfication and Testing
Lid Emai: food. chemGi-sud en (CHina] Co, Lbd.
B-34, Mo 199 Du Hui Rosd. Minhang Disinit Wiabpage: wew. uv-5ud cn Ni.151 Heny Tong Road Shangha
Shangtai 2 ﬂ?ﬁ@F‘ R.China
S 7 6f 11
P.R. China m G b
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Test Report No.: T21654638-3
Report Date: 18 May 2020

6.8 Set the valve timer to 1.5 5. Collect and weigh the amount of fluid delivered {before the targeting
hole).

6.8 Calculate the difference in weight of the two spurts. For a test fluid with a density of 1.003, Table 1
gives the target differance in weight plus lower and upper limits for a velocity range within 2% of the
target,

Table 1 Target weight difference

Weight difference for 1s difference in spurt duration {g)
Fluid Pressure
{mmHa) hlim. Target Mas.
120 3.002 3.063 3124

6.10 Adjust the reservoir pressure and repeat steps 6.7 to 6.9 until the weight differance is within the
target range.

6.11 Record the weight difference for the spurts exiting the nozzle.

6.12 Record the pressura in the reservair,

6,13 Set the valve time to 0.5 5. Collect and weigh the amaunt of fluid passing through the targeting hale,

6.14 Set the valve time to 1.5 5. Collect and weigh the amount of fluid passing through the targeting hole.

.18 The difference in weight between the 0.5 s and 1.5 s spurts through the targeting plate shall be
within +2 % = -5 % of the difference in weight from the nozzle,

6.16 If the differential weight is less than 95 % of the weight difference exiting the nozzle, check the aim
of tha stream to make sure it is passing cleanly through the targeting hale.

6,17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the
weight measuremeants exiting the nozzle (steps 6.7 to 6.11).

6,18 For standard synthatic bleod, the timer duration can be estimated using the formula:
ip is the density of the test fluid. ) =05+ (2xp-gat0.5s)/(gat1.55-gat0.5s).

6.19 Record the timer setting to use as the starting point for subsequent testing.

6.20 Mount a test spacimen on the specimen holding fixture. If the mask contains pleats, spread the
pleats oul when mounting the mask onto the fixlure to present & single layer of material as the target
area.

6.21 Squint the synthetic blood onto the test spacimen for the calculated time. Ensure that the synthatic
blood hits the target area of mask.

6.22 Inspect the inside surface for synthetic blood penetration within 10 s of squirting the synthetic blood
against the target area.

5.23 Report the results (none / penefration) for each test specimen at the test pressure.

ChamicaliMicrobkilogy Labomateny: Phana -+ (21} 60T 6175 Ragicnal Head Office;

TV 30D Preducts Testing [Shanghad) Co,  Fax:  #&G (21) 6007 6345 TV U0 Certfication and Testing
Lid Emai! tood. chemin-aud i {China) Co., Lbd.

B-34, Mo.1985 Du Hu Rosd. Minhang Dislict  Wisbpage: ww fuv-sud.cn No.151 Heng Teng Road Shangha
Shangtai 200070 PR China

My ov® Page Bl 1
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Report Date: 18 May 2020
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Results:

% MNone Sean Pass
24 MNone Seen Pass
a# Mone Seen Pass
dz Mone Seen Pass
S# Mone Seen Pass
i) Mone Sean Pass
T# None Seen Pass
a# Mone Seen Pass
9# Mone Seen Pass
108 Mone Sean Pass
11# MNone Seen Pass
124 Mone Seen Pass
13# Mone Seen Pass
14 Mone Seen Pass
15# MNone Seen Pass
164 Mone Seean Pass
e Plons Saed Pass Pressure at 16.0 kPa Pass
18 None Seen (120mmHg) Pass
19% Mone Seen Pass
20 MNone Sean Pass
21# MNone Seen Pass
224 Mone Seen Fass
23% Mone Seen Pass
248 MNone Seen Pass
254 Mone Seen Pass
268 Mone Seen Pass
27 Mone Seen Pass
28% Mone Seen Pass
204 MNone Sean Paszs
a0 None Seen Pass
# Mone Seen Pass
324 Mone Seen Pass

TUV SUD Products Tosing Shangha Co. Fo 44821607545 TUN S0 Gerbcatin snd Totng

Lid Emal: b chemn Eitu-sud 2n {Ching] Ce., LEd.

B-34, Ho. 1288 Du Hu Road, Minfang Disinct Wisbpags: www:luv-sud.cn Wo.151 Heng Tong Resd Shanghal

Shangtai 300070 PR.Chia

201138 W Page 9.0 11
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Test Report No.: T21654638-3
Report Date: 18 May 2020

Microbial Cleanliness Test

1. Purpose
The purpose of the test was o measura microbial cleanliness of mask.
2. Sample description was given by client
Sample description . Medical protective mask
Specification . Foldable type
Lot Mumber ;20200312
Sample Receiving Date © 2020-04-30
3. Test Method
According to EM 150 11737-1:2018 to determine the microbial cleanliness of mask material, and
refer to the procedure as described in EN 14683:2019+AC:20194E) Annex D
4. Apparatus and materials
4.1 Orbital shaker.
4.2 0.45 um filter.
4.3 Tryptic Soy Agar (TSA).
4.4 Sabouraud Dextrose Ager (SDA) with chloramphenicol.
4.5 Formula of Extraction Liquid: 1g/L peptone, 5g/L NaCl and 2g/L Tween 20,
4.6 Extraction apparatus.
5. Testspecimen
5.1 As requested by client, take a total of & mask samples,
5.2 Mask samples for testing are provided in the original primary packaging.
5.3 Condition at (18 to 26)C and (45 to 85)% relative humidity during testing.
6. Procedure
6.1 Five test specimens are selected from the top, bottom and 3 randomly chosen marks.
6.2 The mask is aseptically removed from the packaging and placed in a sterle 500 mL botlle
containing 300 mbL of extracton liquid,
6.3 The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm
6.4 After extracting, 100mL of the extraction liquid is filtered through a 0,45 um filter and laid down
an a TSA plate for the tatal viable aercbic microbial count. Another 100 mL aliquot of the same
extraction liguid is filtered in the same way and the filter plated on SDA for fungi enumeration.
6.5 The plates are incubated for 3 days at 30°C and 7 days at (20 to 25)°C for T5A and SDA plates
raspactively,
6.6 Calculate the colonies of each agar plate.
7. Caleulation
For each test specimen calculate the microbial cleanliness as follows by counting the total colonies
of the TSA and SDA plates.
Resulis*:
ChamicaliMicroniology Laboratory: Phana - +3 [21) GOAT 6175 Ragional Head Cifice:
'I'WSI:.IE Products Testing (Shanghad) Co,  Fax; <86 (21) 8007 B33 TWElh Certification and Testing
Lid Emai; food. chemiGiuv-sud.en {China) Ce., Lbd.
B-34, Ho.199% Du Hu Roed. Minhang Disiict  Webpage: www: fuv-sud.cn Mi.151 Hengg Tong Road Shanghes
Shanghai 200070 PR China
211

P China mm Page 100 11
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Test Report No.: T21654638-3
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Report Date: 18 May 2020
Colonies of | Colonies of Microbial
Specimen the TSA the SDA Cleanliness, Requirements Judgement
Plate Plate {CFW/g)
1# o 2 2
EN14683:2019+AC: 2019(E)
2# 0 1 1 Annex D
i 3 0 3 EN IS0 11737-1:2018 Fae
AH 0 1 1 = 30 CFU/g
s 0 1 1
MNote:

1.*denotes this test was carried out by external laboratory assessed as competent.
2.This report is for internal use only such as internal scientific research education, quality control, product

R&D.

ChamécaliMicrotiology Laboratery:
TV 300 Products Testing [Shanghai) Co,  Fan:  +88 (21) 607 6345
Emai: food. chem gluv-aud n
\Watipage: W luv-gud

Lid

B-34, No.19%4 Du Hu Rosd. Minniang Diainct

Shangfai
108
PR, China

-END OF THE TEST REPORT-

Phane -+ (21) G037 6178

Ragional Head Offica:
TUV U0 Certification and Testing
[CHina Co., Lbd.

Ni.151 Heng Tong Road Shanghes
2070 _PR.China
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CE & FREiE
CE Filing Certificate

Anlage 1
fzu § 4 Abs. 1 Nr. 1 DIMDN)
Formularnuenmear (0305835

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinpredukte, auller In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DEICATE

Bezeichnung ! Mame

Landesamt fir Arbeitsschutz, Verbraucherschutz und Gesundheit, Abteilung Gesundheit, Dezernat G4

Staat / State
Deutschland

Ort { City
Zossen

Land / Federal state
Brandenburg

Postleitzahl { Postal code
15806

Stralke, Haus-Nr, / Street, house no,
Wiinsdorfer Platz 3

Telefon / Phone
+49-331-8683852

Telefax / Fax
+49-331-8683865

E=Mail ! E-mail
medizinprodukte@lavg.brandenburg.de

Anzeige | Notification

Registnerdatum bei der zustandigen Beharde
Registration date at competent authority

Registriernummer | Ragistration number

Typ der Anzeige ! Notification type

+ Erstanzeige ! Initial notification

+ Anderungsanzeige ! Notification of change

+« Widerrufsanzeige / Motification of withdrawal

Frilhere Registriernummer bei Anderungs- und Widaerrufsanzeige
Previous registration number if notification has been changed or withdrawn

» Hersteller  Manufacturer

* Einfiihrer /| Importer

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
+ Bevollmachtigter / Authonsed Representative

= Verantwortlicher fur das Zusammensetzen von Systemen oder Behandlungseinheiten nach & 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
+ Betrieb oder Einrichtung {aufbereiten) nach § 25 Abs. 1 MPG i, V. m. § 4 Abs. 2 MPBetreibV

Institution (processing) pursuant to § 25 (1) Medical Devices Act. MPG in connection with § 4 (2) MPBetraib
* Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2. V. m. § 10 Abs. 3 MPG

Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG
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Anlage 1
{zu § 4 Abs 1 Mr. 1 DIMDL
Formularmurmimssr 00305838

Anzeigender ! Reporting organisation (person)

Code
DEMO00047267

Bezeichnung ! Name
Osmunda Madical Technology Service GmbH

Slaat | State Land / Federal state
Deutschland Brandenburg

Ort/ City Postleitzahl / Postal code
Potsdam 14476

Strale, Haus-Nr. / Street, house no.
Von Oppen-Weg, 15

Telefon / Phone
030 50530627

Telefax /| Fax

E-Mail / E-mail
eu@osmundacn.com

Hersteller / Manufacturer

Bezeichnung / Name
Hunan Wondo Medical Supplies Co., Ltd

Staat / State
CHN

OrtJ City
Changsha, Hunan

Postleitzahl / Postal code
410000

Stralie, Haus-Nr. / Street, house no.

Building 12th, Advanced Energy Storage and Energy Saving of Creative Industrial Park, No. 169, 2nd,
Area East Renmin Road, Changsha Economic and Techn

Telefon ! Phone
0086-731-86910566

|Telefax ! Fax

E-Mail / E-mail

Sicherheitsbeauftragter fur Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bazeichnung | Name

Min Yang

Staat / State Land / Federal state
Deutschland Berlin

Ort { City Postleitzahl { Postal code
Berlin 10787

Stralke, Haus-Mr. / Street, house no.

Keithstr. 2-4

Telefon § Phone
030 5059 0627

Telafax / Fax

E-Mail / E-mail
min.yang@osmundacn.com
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Anlage 1
(zuf 4 Abs 1 Wr. 1 DIMDN
Formularnurmimear Q0G15538

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone

Telefax / Fax

E-Mail ! E-mail

= Erstanzeige / Initial notification

+ Anderungsanzeige / Notification of change
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Anlage 1
{zu § 4 Abs_ 1 Nr. 1 DIMDIN
Forrulamurmrrsr 00305835

Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class

. |

o |- steril ! sterile

» | - mit Messfunktion / with measuring function

o | - steril und mit Messfunktion ( sterile and with measuring function

* lla

v |l

= Il

» Il - hergestellt unter Vervendung von Gewsbe tierischen Ursprungs im Sinne der Verordnung
(EL) Nr, 72212012
manufactured utilising tissues of animal origin in lerms of Commission Regulation (EU) Mo 7222012

» Akltives implanterbares Medizinprodukt [ Active implantable medical device

» Aklives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
Sinne der Verordnung (EU) Mr, 72202012
Active implantable medical device - manufactured ulilising tissues of animal arigin in terms of Commission
Regulation (EU) Mo 72202012

App (Software auf maobilen Endgeraten) s jalyes = nein/no

Mummer(n) der Bescheinigung(en) ! Cerificate number(s)

Handelsname des Produkles [ Trade name of the device
Medical Protective Mask (Non-Sterile)

Produktbezeichnung / Mame of device

Momenklaturcode / Momenclature code

12-447

| Momenklaturbezeichnung  Nomenciature term
Maske

Kategoriecode [ Category code
10

Kategorie | Category
Produkte zum Einmalgebrauch

| Kurzbeschreibung deutsch / German short description

Kurzbeschreibung englisch / English short description

Medical protective mask [non-sterile) is suitable for the basic protection of medical staff and related
workers under the environment with the risk of airborne respiratory infections. It can filter the particulate
matter in the air and block the droplet, the blood, the body fluid, and the secretions and so on. The
medical protective mask cannot use in the isolation intensive care unit (room) and other places with strict
control of microbial indicators.

Model: Foldable type
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anlage 1
{zu§ 4 Abs 1 Nr. 1 DIMDIV)
Formularmurmmear 00305538

Medizinprodukte (Aufbereiten) { Medical devices (Reprocessing)

» Semikritische Medizinprodukte / Semicritical medical devices
s Gruppe A/ Group &
» Gruppe B/ Group B

» Kritische Medizinprodukte [ Critical medical devices
s Gruppe A/ Group &
» Gruppe B/ Group B
» Gruppe C/ Group C
Nummer der Bescheinigung / Cerificate number

Sterilisationsverfahren { Sterilisation procedures

Dampfsterilisation { Steam sterilisation

» Gassterilisation / Gas sterlisation
Strahlensterilisation | Radiation sterilisation

+ andere / others

Angewandtes Verfahren / Applied procedure

lch wersichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given abowve is correct to the best of my knowladge.

Ort Datum
City Berlin Date 2020-05-14
MName
Min Yang
Linterschrift
Signature

Bearbeitungsvermerke / Processing notes
Mur von der zustandigen Behdrde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
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BEER
Packaging Information

. . o

medical ...

protective Mas
e

Bag:21x17cm Box:20.5x17x17.5cm
5 PCs/Bag 10 Bags/Box

Carton: 20 Boxes/Carton
Measure: 64cmx43cmx36cm
QTY/Bag:5 PCs
QTY/Box:50PCs

QTY of Boxes/Carton: 20 Boxes

QTY/Carton:1000PCs

G.W: 7.6KG N.W: 4.3KG





