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Certificate of Export
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PEOPLE’S REPUBLIC OF CHINA
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

S WAk 20200064 5
Certificate NO.: HNMPA 20200064

FRefR : ERSHPE
Product (s): Medical Surgical Face Mask

DS LEHE (H4R, HFR), FTHES 1Tem=9cm, 72 5%
Model: Flat form Cear loop and lexpert-up} Size, 17em X 9em, deviation 5%

AR AR RIS MR 20202140333
Registration certificate(s): HNMPA Certified 20202140333

bl MPRAETRRAMLE
Manufacturer: Hunan Wondo Medical Supplies Co ., Ltd.

EFPVER: EVEFHAFERARRR B 169 5 ottt Yt B 7k
ki 12 B 502
Address of manufacturer: Building 12th, Advanced Energy Storage and Encrgy
Saving of Creative Industrial Park, No. 169, 2nd, Area Bast Renmin Road,
Changsha Economic and Technological Development Zone, Hunan,
Province, China.

EFEFRERTIES: A5 ENAS# 20190009 §
Menufacturing License (s): Hunan CFDA Production Permit No. 20190009 &

BiEA LR R LR EPEAESHE.
This is to certify that the above products have been registered
to be manufactured and sold in China,

EHAHEME: 20244128
This certification valid until: Apr.12, 2022

Eljé E
Y+
2040 4 1015 ¢

“apr. 13, 2020°

i
HUNAN MEDI STRATION

-16-



wondo GEET FRI - Bk K
CE iAE R ZiR R

CE Certificate Procedure
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Zone, Hunan, Province, China

EU Authorised Representative:

DIMDI code: DE/0000047267

Device: Medical surgical face mask

the manufacturer.

et W)
MR

General applicable directives:

Standard Applied:

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

q3

European
Commission

Declaration of Conformity

Manufacturer: Hunan Wondo Medical Supplies Co., Ltd.

Model: Flat form (ear loop and lexpert-up); Folded form
Classification (MDR, Annex VIII): Class [
Conformity assessment route: ANNEX [[+ANNEX II1

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

We herewith declare that the above mentioned product meet the provisions of the following

regulation (EU) MDR 2017/745. All supporting documentations are retained under the premises of

Medical Device Directive: REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 5 April 2017 on medical devices.
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EN ISO 13485:2016

EN ISO 14971:2012

EN  14683:2019
+AC: 2019

BS EN
15223-1:2016

ISO

EN ISO
10993-1:2009/AC:2010

EN ISO 10993-5:2009

1SO
10993-10:2010

EN 1041:2008

Place, Date of Issue:

Changsha, 30" March 2020
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TUV WG
TUV Test Report

Test Report No.: T21653785-11
Report Date: 23 April 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TUV sUD China

TUW 20D Products Testing (Shanghal) Co., Ltd.

B-3/4, No.199% Du Hui Road, Minhang District
Shanghai 201108, PR, China

CLIENT NAME Hunan Wondo Medical Supplies Co., Ltd

CLIENT ADDRESS Building 12th, Advanced Energy Storage and Energy Saving of Creative
Industrial Park, Mo. 169, 2nd, Area East Renmin Road, Changsha Economic
and Technological Development Zane, Hunan, Province, China.

TEST PERIOD 08-Apr-2020~16-Apr-2020

Prepared By

Be lla X,

(Bella Xu)
Report Drafter

Mota: (1) Genaral Terms & Conditions as mantionad ovarkeal. (2) The rasults relate anty to the fems tasted (3) Tha test repaort shall not
b reproduced excegpt in full without the witten approval of the iboralory.{4) Without the agreement of the laboratory | the client s nod
authorized to use the best resulls for unagprowed progaganda.

ChemicaliMicrabiology Labaratary: Fhone : 485 (21) 007 B35 Regional Head Dffice:

TV 50D Products Testing [Shanghai) Co.,  Fax: 486 (21) 6067 6345 TUV 300 Centification and Testing

Lid Emait food chemiu-sud.cn {China) Ca, Lid.

B-1M, Mo, 1565 Du Hui Road, Minhang Distics  ‘Wsbpager v iv-gud.on Ha 151 Heng Torg Road Shanghai

Shanghai ICII]?O@F‘.R.E'ina

2M108

PR China 'Iw Page1af 11
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Test Report No.: 72165378511
Report Date: 23 April 2020

TEST REPORT
Sample Description : Medical Surgical Face Mask
Sample Quantity : 50 pleces
Let Mumbes/Baleh Code  : 20200324
Specification : Flat farm ear loap
Size B 1fem8cm
Type of Mask : Type IR
Brand Mame 4 !

Remarnk: The abowe Informabon was provided by applicant.

Summary of Test Results
Mo Test ltem Test Standard Judgement
1 Bacterial Filiration Efficiency (BFE) Test | EM 14683:2019+AC:2019(E) Annex B Pass
2 Differential Pressure Test EN 14683 2019+AC 2019(E) Annex & Pass
3 Synithetic Biood Panetration Test 150 226092004 Pass
4 Microbial Cleanliness Tast EN 14683:2019+AC2019(E) Annex D Pass
MNote: Pass = Meel cusiomer requiremeants;
Fail = Fail customer requirements;
# = Mo comment;
M.D. = Nel detected.
Photo of Samples

Chamicil Micrabiclogy Labaralony: Phons | +36 (21) 5057 G375 Rugianal Head Office:

TV 500 Products Testing {Shanghafl o, Fax:  -+00 (2] G047 4348 Tilv 500 Certification and Tasting

Led Email: loodchemte-sud on {Chira] o, Lid.

B34, Mo 1997 D Hyl Road, Mchang Disiel WWebpag: wwiw. lv-sud.on Mo 151 Hang Tong Road Shangsal

Sranghal 21]?01‘0'9 R.thim

2102

PR China TV Page2 ot 11
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Test Report Mo.: T21653785-11
Report Date: 23 April 2020

Results

Ho. Tast ltem Test Result

Spaciman 1#: 99.5%
Specimen 2% 00.4%
1 Bacterial Fillration Efficiency (BFE) Test Specimen 3#: §0.4%
Specimen 44, B0.5%
Spaciman 5#: 88.5%

E: ulﬁérent-ﬂl.ﬁ-rassure Test ZEEPa':m"

3. S]rntha.ljﬂ E-Imﬂ“Panalr.al:inn Test Specimen 18- EIH: N:;:m.- Foo ]
Specamen 1# § CFUg
Specemen 20 37 CFUG

4 Microbial Cleanliness Test Spaciman 3#: 13 CFUg
Specimen 45 10 CFLUG
Spacimen 5#: 8 CFU/g

Bacterial Filtration Efficiency (BFE) Test

1. Purpose
For evaluating the bacteral filtration efficiency (BFE) of mask,

2. Sample description was given by client

Sample description : Medical Surgical Face Mask
Specilication . Flal form ear loop
Lot Mumber L 20200324

Sample Receiving Date : 2020-04-08

3. Test Method
EN 14683:2019+AC2019(E) Annex B

4, Apparatus and materials

4.1 Staphylococous aureus ATCC 6538,

4.2 Peptons water.

4.3 Tryptic Soy Brath{TSEB).

4.4 Tryplic Soy Agar[TSA).

4.5 Bacterial filtration efficiency lest apparatus.
4.6 Six-stage viable particle Anderson sampler.
4.7 Flow melers.

5. Testspecimen

5.1 As reqguestad by client. take a total of 5 lest specimens.
5.2 Prior to testing, condition all test specimens far a minimum of 4 b at (2125)°C and (85+£5)%
redative humidity.

ChamizalWictabicl ogy Labsralony: Phone | #36 (21) 6037 G375 Rugionl Hisd Office:

TUV 500 Products Testing {Shanghal) Co..  Fac:  +85 () 607 £348 Tiw 500 Certication and Testing

Led Ermai: kood chemfbm-sud on {China| Co., Lid.

18-34, ko 1903 Du Hel Road, Michang Disiic Wiehpam: waw ovsudon Mo 451 Hang Tong Road Shanghal

Shanghal M6 PR.China

20102

A v Page 3ot 1
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Test Report Mo.: T21653785-11
Report Date: 23 April 2020

TR - BIKRE

6. Procedure

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

concentration of approximately 5=105 CFU/mL.
6.2 Adjust the flow rate through the Anderson sampler ta 28.3 Limin,
§.3 Deliver the challenge to the nebulizer using a syringa pump. Purge tubing and nebulizer of air

bubbles.

G.4 Perform a positive control run without a test specima to determine the number of viable asrosol
particles being generated, The mean particle size (MPS) of the aerosol will also be calculated
from the results of these positive control plates.
6.4.1 Initiate the aerosal challenge by turning on the air pressure and pump connected (o the

nebulizer. Immediaterly begin sampling the aerosol using the Anderson sampler.
6.4.2 Time the challenge suspension to be delivered to the nebulizer for 1 min.,
6.4.3 Time the air pressure and Anderson sampler to run for 2 min.
6.4.4 Af the conclusion of the positive controd ran, remove plates from the Anderson sampler,

6.5 Place new agar platas inlo Anderson sampler and clamp the fest specimen info the top of the
Anderson samples, with the inside of the specimen facing towards the bacterial challenge (test

area: TTome).

6.6 Repeat the challenge procedure for each test specimen.

6.7 Repeat a positive control after completion of the sample set.

6.8 Perform a negative controd run by collecting & 2 min sample of air from the aemcsal chamber, No
bactanal challenga should be pumped into the nebulizer during the collection of the negative

comtrod,

6.9 Incubate agar plates at (37£2)°C for {20 to 52) h.

6.10 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 spacimens and positive controls, as specified
by the manufactura of Anderson sampler. The filtration efficiency percentages are calculated as

fallows:

BFE=(C-T}/ € = 100

T = the total plate count for the lesl specimen.

C s the mean of the total plate counts for the two positive controls.

ChmicslMicrobiclogy Laboralony:

10V 500 Prodects Testing {Shanghal) Co.,
Led

8-34, Wi 895 Dui Hal Rcad, Menhaneg Diainel
Seangha

201108

P.R China

Phong | +26 (21) 6057 A37S
Fae: o+ () G007 6348
Email: food chemFtov-sud.cn
Wikipag waww esuid on
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Test Report Mo.: 7T21653785-11

Report Date: 23 April 2020

8. Testresults®

PWalue Positive Posithve Hogative | By Spaci peo Speci
Siage Coniral (&) = Control (B} | Control 1l I W 4 5
Musmibsar
1 an 6 ] 0 il ] a a
2 120 246 o 2 2 z 2 2
4 1z 204 o 1 0 1 1 1
4 11a 288 ] ] i o ] 0
5 1341 12148 ] 4 4 3 4 4
& 347 480 ] 4 7 7 5 4
Tolal {T). CFU mre 2RE2 =1 1 13 13 12 11
e <L 23 RI= (PutF) |2 S ==
BFE % ______—f—"f_'_ 995 994 354 s 5.5
_
Raquiremanis —
F is the value of cormesponding comectad parliche counts ag specified by the manufaciurer of the
cascade impactor.
Rermarks T s the total of P value for the test specimen.
G is the: mean of the lotal of Pyalue of the twa posilive controls,
ChamicalMicrobislogy Latsrsiony: Fhhoie | +36 (21} 6037 5375 Foginnal Head OMica:
TV 500 Products Testing (Shanghafy Co.,  Fa:  +00 (2] G007 €348 Tilw 500 Certifcation and Testing
L Email. feod chemt-sudon {Chira] Co., Lid.
8-304, ko YB9S [u Hal Road, Mrhang Tzl Wikpage: wswiluv-sud on Nn.451 Hang Targ Road Shanghal
ui rm-:'m'mmm
201108
R cona Tov PogaSati
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Test Report No.: T21653785-11
Report Date: 23 April 2020

Differential pressure Test

1.Purpose

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

2.5ample description was given by client

Sample descriplion . Medical Surgical Face Mask
Specification : Flat form ear loop
Lot Mumber - 20200324

Sample Receiving Date ;| 2020-04-08

3 Test Method
EM 14683:2019+AC:2019(E) Annex C

4. Apparatus and materials
Differential pressure testing instrument

5.Test specimen

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

5.2 Prior 1o testing, condilion all test specimens for a minimum af 4 h al (21 £5)°C and (85 £5)% relative
humidity

6. Procedure

6.1 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 pretrealed spedimen 15 placed across the ofifice (lolal area 4.9em?, test area diamater 25mim )
and clamped info place 50 as ta minimize air leaks.

6.3 Due o tha prasence of an alignmeant system the tested area of the specimean should be parfactly in
line and @cross the flow of air,

6.4 The differential pressure is read diractly.

6.5 The procedure described in sieps 6.1-6.4 is carmied out on 5 different areas of the mask and readings

averaged.
Results:
: Test Results® [ Average :
Speciman (Palem?) [ Patem? Requiraments Judgement

1# 271
28 26.6
I 243 : 65 < &0 Pass
4k 250
G 285

Chemical Micmbiclogy Laberalony: Phons : +86 (21) 6157 G375 Risgio nal Head Oica:

TOV 500 Products Testing (Shanghal) Co..  Fac:  +886 (2] 6007 8348 TiW 500 Certfication and Testing

ILed Emai: lood chemhv-sud cn {Chira| Co., Lid.

-3, Mo 1905 Du Hai Foad, Mrhang Dewnel WWebpage: weew lav-sud on Bin 151 Hang Tong Road Shangnal

Seanghal .!I}Z'l:"fﬂﬂf'.ﬂﬂim
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Test Report Mo.: 7216583785-11
Report Date; 23 April 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 Surgical Face Mask
Specification . Flat farm ear loop
Lot Mumber o 20200324

Sample Recelving Date : 2020-04-08
3. Test Method

150 226092004
4.Apparatus and materials

4.1 Synthetic blood,

4.2 Tenswometer,

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 chambesr

5.Test specimen

5.1 As requested by chent, lake a otal of 13 test specimens.
5.2 Priar to testing, condition all test specimans for a minimum of 4h at (21£5)°C and (85+5) % relative
husmnidity.

6.Procedure

6.1 Prepare the synthetic blocd (4044 mM/m) for the test.

6.2 Determine the density of the synthetic blood,

6.3 Fill the: reservoir with new synihetic bleod.

.4 Position the test specimen 30.5 cm (12 in.) from the exit of the canula.

6.5 Set the reservoir pressure to the approximate pressure,

6.6 Place the largeling plate approximately 1 em away from the mask.

6.7 Set tha valve timear to 0.5 5. Caollect and weigh the amount of fluid delivered (before the targeting

hode),

6.8 Set the valve timer to 1.5 5, Collect and weigh the amount of fluid delivered (before the targeting
ChamicalMicrobislogy Laboraiony: Fhons : 26 (21} 6037 6375 Regional Head Office:
TUV 500 Products Testing |Shanghal) Go..  Fame:  +B5 {21) 6047 8348 Tiv 500 Gertfication and Testing
e Ermai. food chem fiov-sudon {Chira| Cu., Lid.
B-34, Mo 1999 Du Hul Road, Mirhang Disiicl  Wiebpage: www hav-sud on Nn.151 Hang Tong Road Shangral
Sranpghal 20007 P R.China
201108
PR China o PageT ol 11
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Test Report No.: T21653785-11
Report Date: 23 April 2020

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

tangel.
Table 1 Targel weighl differencs
Fluid Pressure Weight difference for 15 difference in spurt duration (g)
{mmHag) i, Target | Ma.
120 3002 3063 3124

6.10 Adjust the reservoir pressure and repeat steps 6.7 to 6.9 until the weight difference is within the

target range,

§.11 Record the waeight differance for the spurts exiting the nozzla.

6.12 Record the pressure in the reservair.

6.13 Set the valve time 1o 0.5 5. Collect and weaigh the amount of fluid passing through the targeting hole

6.14 Sel the valve tme 1o 1.5 5. Collect and walgh the amounl of luld passing thiough the targeting hole.

6.15 The difference in waight batwean the 0.5 s and 1.5 & spurts through tha targeting plate shall be

within +2 % ~ -5 % of the difference in weight from the nozzle.

615 If the diferential weight is less than 95 % of the weight difference exiling the nozzle, check the aim

of the stream o make sure it is passing cleanly through the targeting hole.

6.17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the 2

weight measurements exiting the nozzle (steps 6.7 0 6.11).

B.18 For standard synthetic blood, the timer duration can be estimated using the formula:
{p is the density of the test fluid. ) t=05+(2=p-gat 0.5s)/(gat1.5s-gat0.5s)

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

6.20 Mount a test specimen an the specimen holding fixture, If the mask containg pleats, spread the
pleats out when mounting the mask onfo the fixture to present a single layer of material as the targat
area.

6.21 Squirt the synthetic blood onto the test specimen for the calculated tme. Ensure that the synthelic

bload 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

6.23 Report the results {none | penelration) for each test specimen at the test pressure.

L5, xﬁ'l':-'}q'/.‘l{';

\ Nk

Chamical Wicrobislogy Laberalon | Fhons | +36 (21) 81537 G375 Regionil Head (Hlice;

TOV 500 Products Testing |Shanghaf) Co.,  Fac:  +B6 (21] 6007 &8 TV 500 Certfication and Testing

Led Emai: keodchemfitav-sudon {Chira| Co.. Lid.

8-304, hin 96 [u Hl Road, Michang Dtsict  Wishpage: wanw lav-sud £n o 151 Hang Tang Road Shanghal

Snanphal i30T PR Chim

2

PR China 'IIN Papadorit
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Test Report No.: T21653785-11
Report Date: 23 April 2020

Results:
Spaciman Test Resulls® Requiremeants Judgement
1# Mane Seen Pass
&t Mone Seen Pass
a Maone Seen Pags
A4H Mone Seen Pass
s# Mone Seen Pass
B4 Mone Seen Pass
Pass Pressure at 16.0 kPa Pass

TH Mone Seen (120mmHg)
B Mone Seen Pass
o Mone Seen Pass
108 Mone Ssen Fass
11# Mone Seen Pass
128 Mane Seen Pass
138 Mone Seen Pass

ChamaalMicrobiclogy Latarsiony: Fivans | +36 i21) 6037 5375 Rganal Head Ofica:

lﬁvmmwmwtn_ Fae: -+ (2] 6007 6345 Tilv 500 Certfication and Tasting

Emai. keodchem Gtuv-sudm {Chira| Co.. Lid.

a-m hio Y953 Du Hal Road, Michang Dteficl Wehpage: wiw lsv-sut.on i U5 Heng Tang Fload Shanghal

Snanphai .!D:II:ITI]’PR.{I-NM

20108
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Test Report No.: T21653785-11
Report Date: 23 April 2020

Microbial Cleanliness Test
1. Purpose
The purpase of the lesl was 1o measure microbial cleanliness of mask,

2. Sample description was given by client

Sample description : Medical Surgical Face Mask
Spacification . Flat form ear loop
Lot Mumber 20200324

Sample Receiving Date : 2020-04-08

3. Test Method

According to EN 150 11737-1:2018 to determine the microbial cleanliness of mask matenal, and
refer to the procedure as descrbed in EN 14683:2019+A8 201 HE) Annex D

4. Apparatus and materials

4.1 Orhital shaker.

4.2 0.45 um filter.

4.3 Tryptic Soy Agar (TSA)

4.4 Sabouraud Dextrose Ager (SDA) with chloramphenical.

4.5 Formula of Extraction Liquid: 1g/L peptong, SgiL NaCl and 2g/L Tween 20.
4.6 Extraction apparalus.

5. Testspecimen

5.1 As requested by client. lake a total of 5 mask samples.
5.2 Mask samples for testing are provided in the ariginal primary packaging
5.3 Condition at (18 to 26)T and (45 to 65)% relative humidity during testing.

09 (¥

6. Procedure

6.1 Five test specimens are selected from the top, bottom and 3 randomly chosen marks.

6.2 The mask & aseptically removed from the packaging and placed in a sterle 500 mL bollle
containing 300 mL of extraction liquid,

6.3 The bottle iz 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
ona T3A plate for the total viable aerobic microbial count. Another 100 mL aliquol of the same
exiraction liquid is filterad in the same way and the fiter plated on SDA for fungi enumeration,

6.5 The plates are incubated for 3 days al 30°C and 7 days at (20 te 25/°C for TSA and S0A plates
respectively.

6.6 Calculate the colonies of each agar plate.

7. Calculation

For sach lest spacimen caleulate the microbial cleanliness as fallows by counling the lolal calonies
of the TSA and SDA plates.

ChamicalWirbiclogy Laberalnny: Fhong | +36 (21) 8037 B37E Reginonal Head Ofice:

TUV 500 Products. Testing {Shanghal) Co.,  Fac:  +08 (2] 6037 6345 Tiw 500 Certfication and Tasting

Led Emai: leod chemfihv-sud cn Chira| Lo, Lid.

13-24, ko 1995 Du Hal Road, Michang Disiicl Wb pager weaw lovsud on Mo 451 Hang Tong Road Sharghal

Sranghal HiG M PR.China

20 105 I

PR China v Fegetaarn)
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Test Report Mo.: T21653785-11
Report Date: 23 April 2020

Resulis*;
Colonies al | Calonies of Microbial
Specimen the TSA the SDA Cleanliness, Requirements Judgemant
Plate Plale {CFLYg)
18 4 1 5
2H 15 12 27 According to EMN 150
11737-1:2048 the
ke T B 13 microbial cleanliness of Pass
the mask shall be =30
a# 8 2 10 CFU/g testad.
5# T 1 8
MNote:

1."denctes 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,
-EMD OF THE TEST REFORT-
ChamicilMarobiclogy Labaralony: Phins | +86 (21) 6057 6375 Risghanl Hiad Office:
TV 500 Products Tosting {Shanghal) Co.  Fae:  +08 (21) G007 4348 Tiw 500 Certiication and Testing
Led Ermai: foodchem fs-sidcn {China} Co., Lid.
B-34, Wi 199 Du Hul Road, Minhang Dtswcl Wibpage: waw bav-surion Mo 851 Hang Tong Aoad Shanghal
Sranghai mmﬂnnmm
20102
R oo TV Page t1af 1
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CE & RFiIE
CE Filing Certificate

Anlage 1
{zu & 4 Abs. 1 Nr. 1 DIMDIV)
Famnularairmer DI201436

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 Medizinprodukte, auller In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

/ tindige Behdrde / Competent authority
o

-Es%ung! Mame

La dasg_mt-fﬂthrbaitsschut:, Verbraucherschutz und Gesundheit, Abteilung Gesundheit, Dezernat G4
Staat f g Land ! Faderal state

Deutsch " Brandenburg

Ort / City L % Postleitzahl / Postal code

Zossen 9{‘\ 15806

Stralie, Haus-Nr. / é{BBL h [+}
Wiinsdorfer Platz 3 -

Telefon | Phone h/\' Telefax | Fax
+49-331-8683852 v +49-331-8683865
E-Mail / E-mail NS
medizinprodukte@lavg.brandenburg.de - |

’f 4

Anzeige / Notification

s

Registrierdatum bei der zustindigen Behdrde egistrisrnummer / Registration number
Registration date at competent authority

Typ der Anzeige ! Notification type

[ Erstanzeige [ Initial notification
[0 Anderungsanzeige / Notification of change

—

Frihere Registriemummer bei Anderungs- und Widerrufsanzeige )
Pravious registration number if notification has been changed or withdrawn

[ Widerrufsanzeige / Motification of withdrawal '__(4
n

[0 Hersteller { Manufacturer
[ Bevollmachtigter { Authorised Representative ﬁ
[ Einfiihrer / Importer
[ Werantwarllicher fiir das Zusammensetzen van Systemen oder Behandiungseinheiten nach §
MPG 4 Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act,
[ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs, 1 MPG . V. m. § 4 Abs. 2 MPBetraibl ) b
Institution (processing) pursuant to § 25 (1) Madical Devices Act, MPG in connection with § 4 (2} MFBalre»&F ™
[ Betrieb cder Einnchtung (sterilisieren) nach § 25 Abs. 2 i. V. m. § 10 Abs. 3 MPG
Institution [sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG

A
S
Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, Mﬁ' 5‘
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Anlags 1
{zu & 4 Abs. 1 Nr. 1 DIMDIY)
Famularrurmes 00301438

Anzelgender | Reporting organisation (person)

Code
DE/D0DD04T 26T

N\

Bezeichnung / Mame
Osmunda Medical Technology Service GmbH

-

#*| Staat f State
Deutschiand

Land ! Federal state
Brandenburg

"-Fvla

Paostleitzahl / Postal code
14476

stte, r. | Street, house no.
Von Oppe eg, 15

Telefon ¢
b

Telefax / Fax

030 50590627
_T\

E-Mail / E-mail

Hersteller | Manufacturer

Hunan Wondo Medical Supplies

eu@osmundacn.c
Bezeichnung / Mame ; E;‘S—-‘
— A

Changsha, Hunan

Staat / State 7’
cN _
Ort/ Gity \ Postleitzahl / Postal code

10000

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

Building 12th, Advanced Energy Storage and Ene

Saving of Creative Industrial Park, No. 169, Znd,

Area East Renmin Road, Changsha Economic and '_I'ec!!n Sy
Telefon / Phone ' Tel
0086-731-86910566

. ¥ oY)
E-Mail / E-mail s

Sicherheitsbeauftragter fiir Medizinprodukte nach :-.,
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, M

30 Abs. 2 MPG 9)

Bezeichnung / Mame

min. yang@osmundacn.com

Min Ynn_g

Staat f State Land { Federal state ﬁ

Deutschland Berlin .

Oirt [/ City Postleitzahl / Postal code — t

Berlin 10787 ( .
Strale, Haus-Nr. | Street, house no. b ""\;\ »
Keithstr, 2-4 e 4
Telefon | Phone Telefax | Fax _l
030 5059 0627

E-Mail / E-mail
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Vertreter / Deputy (optional)

|Bezeichnung / Name

4 Telefon { Phone

-Tahaftax ! Fax

A E-Mail / E-mail
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Anlags 1

(zu & 4 Abs. 1 Nr. 1 DIMDIV)
Famularummes 00301438

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

Klasse / Class

I

r,,.‘.l 11 - steril ! sterile

11 - mit Messfunktion ! with measuring function

11 - steril und mit Messfunkiion { sterle and with measunng function

1 uh

Cm-h ellt unter Verwendung von Gewebe tienschen Ursprungs im Sinne der Yerordnung
(EL 1201
manufactured utj

[ Aktives implan

Medizinprodukt / Active implantable medical device

[l Aktives implantierhares
Nr. 722/2012
Active implantable med
Regulation (EL) Mo 722/2012 ¥

=y

issues of animal origin in terms of Commission Regulation (EU) No T22/2012

produkt - hergestelit unter Verwendung von Gewebe tierischen Ursprungs im

- Mmanufactured utilising tissues of animal origin in terms of Commission

App (Software auf mobilen Endgeréi\feh" 7./ Ojaiyes
F .

[ nein / no

Mummer(n} der Bescheinigung{en) § Certi ‘har{s]

Medical surgical face mask

Handelsname des Produktes ( Trade name of th W

Produktbezeichnung / Mame of device

Momenklaturcode [ Nomenclature code
12-458

Momenklaturbezeichnung / Momenclature term - -<

Maske, Chirurgie "1’

Kategoriecode / Category code \ "<\E

10

Kategorie [ Category ‘
Produkte zum Einmalgebrauch
Kurzbeschreibung deutsch ( German short description

The medical surgical face mask is suitable for medical workers basic protection and related
under environment with the risk of body fluid and spatter.

]
Kurzbeschreibung englisch ( English short description ‘—{Q
rk
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(zu & d Abs. 1 Nr 1 DIMD)
Farmularmummer 00301438

Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

[ Semikritische Medizinprodukte / Semicritical medical devices
[ Gruppe A/ Group A
[ Gruppe B/ Group B

t 7ﬂruppe A Group A

[ Kritische Medizinprodukte ! Critical medical devices

B/ Group B
uppe C/ Group C
Mu Bescheinigung ! Certificate number

! .E.tari!isatiun procedures
m sterilisation
rilization
[0 Strahlensterilisation | %&tsrilisaﬁnn
[ andera / others r?%

A

Angewandtes Verfahre p w::ad ure

M %
Ich versichere, dass die Angaben n ssan und Gewissen gemacht wurden.

I affirm that the information given above i }u‘ma best of my knowledge.

Ont Datum
City Berlin Date 2020-04-05
Min Yang
Unterschrift
Signatura
#
Bearbeitungsvermerke /| Processing notas -— —g
Mur von der zustindigen Behérde auszuifillen { To be filled in only by the competiniauthority
Bearbeiter | Person responsible Telefon / Pnon* -K
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Packaging Information

Bag: 18cmx29cm Box: 8cmx11cmx20cm
50 PCs/Bag 1 Bag/Box

QTY/Box: 50Pcs

QTY of Boxes/Carton: 40 Boxes
QTY/Carton: 2000 PCs

G.W: 8.7KG

N.W: 6.4KG

Measure: 57cmx42cmx34.cm
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