4-1-1 Disposable medical mask Registration Notification

4-1-1 —IRMEHER D2 CEEH

o:':'o
0" Medical

Registration Notification

Reference Number: JH-ERA-20795V00

Issued Date: August 20, 2020

This notification will be automatically void if the Notification is rejected by the EU Authorities or upon
termination of the EAR.

This is notice that, According to Medical Device 93/42/EEC(MDD), we accepted the
appointment to be the Authorized European Representative for products which listed in the
attached agreement between below manufacturer and Luxus Lebenswelt GmbH.

Manufacturer: Fujian Tianen Pharmaceutical Technology Co., Ltd
Address: Building 9, No.1 Tengfei 6th Road, Changting County, Fujian
Province,China

The Manufacturer declared that the Medical Device complies with the all essential
requirements of Medical Device Directive 93/42/EEC(MDD).

According to Medical Device Directive 93/42/EEC(MDD), the European Databank on Medical
Devices (EUDAMED) is established as of May 1, 2011, the German Competent Authority is
notified of the Manufacturer's Medical Devices shown as:

Disposable medical mask

UMDN code: 15-230
Registriernummer / Registration number: DE/CA20/01-Luxuslebenswelt-684/20

Where the manufacturer affixes the CE marking to the product listed they must ensure that all
the requirements of the appropriate EU directive(s) and standards have and continue to be
met.

For and on beheif of
LUXUS LEBENSWELT GMBH
Kochstr.1, 47877 Willich, Germany
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Luxus Lebenswelt GmbH

Kochstr. 1, 47877, Willich, Germany
info.m@luxuslw.de



4-2-1 EU Representative Agreement

4-2-1 BRAREMNY

0" L
'.‘O:' uxus Luxus Lebenswelt GmbH
#,® Medical Kochstr. 1, 47877, Willich, Germany

EU Representative Agreement

Document Number: JH-ERA-20795V00
This agreement will be valid for from 2020.5.28 to 2024.5.26 . Part A could choose to renew the
agreement by then, otherwise this agreement will be terminated automatically. i 75 [ {1 210} (12020
ESH28H £20244E5 H26H . FIWIAS th W 7 SR A 08 4 (] 11 2 K

Part A (1 77) ]
Name(# #5): Fujian Tian’en Pharmaceutical Technology Co., Ltd SN
Add(Hfit): Building 9, No.1 Tengfei 6th Road, Changting County, Fujian Province
Zip Code(#B4): 366300
Contact Person(&A): | /M3t ‘
TelFax(Bk R EEMEI): | 13302209756 il
562791560@qq.com
Luxus Lebenswelt GmbH
Kochstr. 1, 47877, Willich, Germany
DE/0000047791
DE305829099
Lin Sun |
0049-1715605732 |
E-mail: Info.m@luxuslw.de
| Competent authority(E T4 /5 1 &)
Name Bezirksregierung Dusseldorf, Dezernat 24
Federal state Nordrhein-Westfalen
City Dusseldorf
Postal code 40474
Street, house no. Cecilienallee 2 sl
Phone/Fax +49-211-4750 / +49-211-4752671
E-mail dez24 mpg@brd.nrw.de REe L

Party A hereby appoints Party B as the authorized European Representative for their Medical Device
with CE mark, Party B accepts the appointment to be the authorized European Representative for
Party A in the market of European Union (E.U) , EEA and Switzerland, Turkey, Both parties enter this
agreement as follow, the appointed product categories set out in below form
ARG 2. 1 HCEBLAT ™ Sh i M bR 26, Z 42 Wy iTdn W A ERKEE. EEA. St IR H
IIJMJ:’!’JCE['JJJ i I‘lllrlr;;ul? *1“\. \J_ V] ¥ (VI b "HU I:J.. jA,‘”_:l‘]'-‘ A 1: ";*zlrr‘.‘, b éi:
Product Name/;™ & % s Models/ ! &} Classification/

' i %
Disposable Medical Mask | 14.5%9 5¢cm |4
2 | Disposable Medical Mask | 17.5%9.5¢cm |
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Medical Kochstr. 1, 47877, Willich, Germany
L l = I | = A R
I. Obligations and Liabilities of Party A
R L %

1. Party A assures to provide the updated technical files of each product category with CE mark to
Party B. If Party A can not provide the required technical file to Party B within 30 days after
approval of CE certification or before using CE mark for “self declaration” products, this agreement
will be terminated automatically, Party A should take on any aftereffect by itself. The technical files
should be the electronic copy (PDF/WORD/JPG/ vision), the written copy would be submitted if
required by the competent authority. Detail of the requirements of the submitted files as following:
BB RLEVAESS S5 17 20 HE G5 — O MFCE bR Shit) . WA dL A b L op 25 26 a2t

BB 152 030 KA, (3 FRA "7 8 E MEMICENG i 2 il (3R AT 0% 2, 1 P 6 B ion bel

MICERARLEN, APLAZIKRE, PHABATIROFAIGI. B L Bien ¢, £ ‘st

FFBTELRPDF/WORD/JIPG/HH M EE T —Fb . A1 S S A7 (6 R4 00 5 0 b A2 2y s i

TR R A BRI T C

(i) Declaration of conformity, 7 %8]]

(ii) Copy of the label, packaging and instructions for use (in all languages requested by the \'
countries where the device is marketed), ##% . 2% . WM PEIA (Bl EiliHEER A 5 Autl
Nﬁ*) ad forl

(iii) Notified Body certification (where relevant), 2 i HLEE TS GEHIN) o

(iv) Post market surveillance process and data, vigilance reports and complaints, processes and
data, Eii/ER B BRAOEE . SR LR UR . A E R

o (v) Technical documentation relevant to market surveillance investigation being undertaken by the
Member State, 5 RKHBLAL 51 [F_E il L B 8 75 A7 X MEE A S
(vi) Relevant clinical data / notification, 3% 4% lis H Edis /it 5
(vii) Details of any distributors / suppliers putting the CE marked devices on the market,
P K CEbR BT B 42 TR/t Hr Ay
(viii) Incident reports and corrective actions taken. ¥t i SR LT 4 (3K i <
2. Before each product listed in this agreement is placed into the EU market, Party A must notify t‘:

Party B and provide Party B with product labeling updated and details of any distributors /suppliers ‘;

in EU, otherwise this agreement will be terminated automatically, Party A should take on any 5"

aftereffect by itself. &

AR B B 1 e FL R R B S 0, WO Al ey L5, i) 13 &1l ) b

7= SRR SO A AR A R A 0945 S T A PR AR R M R it o] 2 A fl f

3. If there are any changes of products and update of technical file, Party A shall notify Party B with
change notification in electronic copy as soon as possible. Party A shall send relevant information
to Party B's email listed as below within one week upon changing information: info m@luxusiw.de
ST g, 1k /‘I‘ /R EID LY TR L B L R PR N SR P Y R O e SR TR
RIS L L P I info.m@luxusiw.de

4. If any accndenb’near accident of products(including any senous adverse event during clinical
investigation in premarket stage)(see clause A15 e of “Guideline for Authorized
Representatives(MEDDEV 2 5/10)(January 2012)") happens within boundary of E U EEA and
Switzerland, Turkey, Party A shall help Party B to investigate the reason in ime, and complete the
initial report together with Party B. Party A shall present the investigation result and final report to
Party B according to MDD 93/42/EEC (MDD products) ,IVDD 98/79/EC (IVDD products) and the

Page 2/8 C01/v6-20190424
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Lu x.u S Luxus Lebenswelt GmbH
Medical Kochstr 1, 47877, Willich, Germany

Guidance of vigilance system. If the accident of the produict happens out of £ U, Party A shall
notify Party B as soon as possible, and Part B should make decision whether to report to
competent authority or not.

If the above mentioned accident/near accident of products was known by Party A at first. Party A
must send notification to the email of Party B as stipulated in Article 2 hereof in two calendar days
and provide the complete report of the investigation, analysis and disposal result of the
accident/near accident to Party B by E-mail or other effective means in writing within one week
after relevant accident happened.

SRURPSSRTERCIIN I A EEA R Lo 1 0F 00290 0 Ml 45 00 00 L0050 | ob 0 o o) 7
REMMMERPF Y 1"Guideline for Authorized Representatives | MEDDEV 2 5/10 1 (2012
1 l)‘)- A RO 2 U, i Py R R R L) S W RR U FIEES
MERES) & MDD 93/42/EEC (MDD ™ ) & IVDD 98/79/EC (IVDD 4+ f (%W 574
R RSO )14 1) 2 27 9058 0 S MRS IR . Il CE by L sk, B, AEAR Y
FERMNA, WOARUSRGRZ Ay, b 2y i b 0T

SRS RO, R M D KA O Ay D L R R
AREE IR Rl TSRy R N AN P AR M e
PERRASH A A X WG N2 Dy

5. Party A shall be responsible for any business dispute related to their product problems. such as

medical accidents or claims for compensation concerning quality that arise after sale Party B shall
assist Party A to handle the dispute in accordance with the authorization of Party A All the
expenses occurred outside the china mainland during Party B's handling of the accident shall be
bome by Party A, Party A should pay all of the cost of the traffic and other allowance for PART B's
employee or advisor in the china mainland for the need of investigation, analysis and disposal of
the accident. Party B is entitled to require Party A to pay in advance. Before Party B receives such
payment Party B is entitled to refuse to pay on behalf of Party A or take relevant measures

P05 TR 08 1 A 00 5 0™ A X AR DA R NI Ak A4 T il 2 f L kL
PrED R AT A E . FERMC IR 2 RN A XL A i

MR FNTE. HGERRAREVE. RSORS00, 225 W SO ) (e Lk A M S T e
2 SRR O T, e P RN, 2 T BRI AY B AL A R B
LHREW S 200, £ AT R %A o & KM X

6. Party A should keep the complete sales list of all of the products exporting to any area of £ U EEA

and Switzerland (including the OEM products) by electrical documents in English at least 5 years
in order to be provided by Party B for the using to be transferred or inspected to the relevant
competent authorities of E U, EEA and Switzerland, Turkey Party A assures the accuracy and the
validity of the data

W5 CHOCR I SR EEARIN |- L FEILZ £ SO (s 0 COUOEMMI I s ey L =
F IS A AW, I PO U R AR, CL& 2 BRI TR R EEA
LSS G ) 1 I R L VT T < o T S I 1

. Party A must notice Party B the complaint record and the result of disposal on the accident of

products immediately, and Party A should save, transfer, check-up any of the record according to
the 5" article on the above

PRV i S R L WA (G (0 0 A [ AR R O (VRS TR 1 R, BN B LS, Ay el ek,
Bedric ke (. Ui, Kodfr, JEIE T k8" R Rk

Party A should appoint one persons as the primacy linkman who connect with Party B and deal
with the normal daily grind according to this agreement Information of both Parties’ inkman should
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| ——
-alf of

ZBEI
17871

) i

careen
inize
Jime

Rep
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% ..' Luxus Luxus Lebenswelt GmbH
Medical Kochstr. 1, 47877, Willich, Germany

be wrlihn in Page one. The information delivered to the primacy linkman who connect with Party A
by Party B shall be deemed as delivery to Party A and the instruction provided by the primacy
linkman who connect with Pany A shall be deemed as the instruction from Party A

FARME =N, (ERH, WM, ¥R 52 0 08 . 250 A b il R
R ARIEW IR, T XS A B 77 3R i st A ML 09 01, 2 S5k iy I A0
EERAEREREER Ay, I ALK 00 W 1 0 .

9. Party A shall fully realize the risk of selling its products to EU, EEA and Swiss, Turkey market
without product registration to relevant competent authority of E.C. If it caused by Party A. such as
delay, admittance or conceal of files submission, Party A should take the aftereffects such as
warmning, penaity or even the results that the CE certificate will be withdrawn, and the distribution of
its products in EU, EEA, and Swiss, Turkey market will be prohibited.
MBI RBUAR DAL= G el TABHE . SER . o RN 1 0 A8 041 05 10 7
RIS R EEA Rt . I D WA . Rk T 0I5 5 A G
HEABREI R EEA MIR L2 3500, WO RITII,. ©%, W44 01 CE i Sﬁi!:f,’.‘gf.r"'.a:‘
HAKRNHE EEA MR+, HHILZ 5.

10. Party A shall notify of the intention to Party B to carry out a clinical investigation for MDD or
AIMDD, and the intention to carry out a performance evaluation for VDD performed in EU, EEA
and Swiss, Turkey.

FHBLEMEITERRE . EEA AT+ K+ H-ICABEST 28 Mook # 17 I HOAYE D97 28 Wit 17 it 2 )
iRl ELRRHESMAIT R 71 R i R
11. Party B is released by Party A of any liability relating to the medical devices manufactured by
Party A.
AR, LJ5ARE 57 i BT 88 W R AR AT (o] i (F
12. Party A will be fully responsible for the performance of its products and will hold Party B harmless
against any liability claim arising from the use of the products manufactured by Party A
BRI IR RID M IIE, AT Z 5 A £ TR A 0P 4 A 0 i 4 0 1 i b o ey i
8T 9 452 Wi i AR $ 48 0%
i 13. Any liabilities for damage to any third party attributed to service stipulated herein provided by
! Party B, Party A shall bear all liabilities for damage and undertake to exempt any responsibilities
of Party B to any third party. If it is required for Party B to employ any expert and counsel,
especially to employ legal counsel to provide consultation and legal agency, Party A shall bear all
relevant fees caused by the employment and pay such fees in advance upon request of Party B
S S 2.7 PR A A bl DO ST (¥ BB 9% % A X AT TR B (T, WA BRI R S AT
BB L IR AT, U Y 27 chabany 2 0 5 RO o), o S, TR R0 05 6 B % (R
BR 5 IRE A4 . 7 DR A (A Ll D 20 A0 LRV 4 TG e

Il. Obligations and Liabilities of Party B

LI IB A L %

1. About the register for Party A's products with CE mark to relevant competent authority of E C
Party A shall apply it in written to Party B and supply all the files and forms needed Party B shall
review it within 7 working days, and submit to competent authority of the country in which Party B is
located (Germany) within 5 days. If Party A's application is returned/rejected by Party B or the
competent authority for the contents of the submitted files, the above schedule will be pd;usted
accordingly
If it needs any expenditure by the competent authonity, only after getting Party A's approval, then
Party A can take on the payment. If Party A's products register fails by Party B's reason, according
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Kochstr 1, 47877, Willich, Germany

to Germany/EU relevant laws Party B will be given a warning, penalty and even the qualification of
the European Representative will be revoked
SRS CLNWS CE AR b5 il 10 WU 05 4 40 05 05 300 GE o AW 20 i) % 0 et
SRR, IERROUR T O MU0 PG e, s B Ul 2l R T A
AEESERRAIN . 5 10 E A M % 20 05 97 00 D000 10 500 b ool €5 10 2 %00y 7 0 e £
I!Iﬁmsxmmmwnabmr|hmwmmmmm.tmuwwuwfw
O SO OTLI 0 1 9 05 SO K OV, 022000 o g o 2 J 0 A
TR IORRIR, O 25 0 o 0 0 06 0 AW B0 b7 i 00 2000 0 S, A 8
BREIOGTRTA I, 2 2 BN . YAk, AT I A Qe eyt T

2. Party B shall reserve technical files of each category of party A's products with CE mark The
technical files shall be reserved for at least ten years after manufacturing of the last batch of

products. Once competent authority needs the technical files (including new edition of the technical —
files which had already registered) of each category of part A's products with CE mark Party B TGM
should send them to competent authority within ten workdays. e
CHMRE T LG KAKG CE bRk MM AR, WS A s i i ~
F, —BRBEFHRBERMG CE FRM IR LI (FOKRNBA LENFELE) . 2
e AR sy, 0
3. Upon receiving the CE technique files, Party B shall gave a electronic receipt to Party A within 3 .
working days. It's the evidence that Party B have received all the required files. Party B would not s
be responsible for the file content. All the documents, such as sales list and complain records are
deemed confidential information; Party B have the obligation to send them to competent authority if
necessary. Part B should maintain and keep them secret.
7 SITTGCRF T IR GICER ARSI TAEE A, (o By th Ll ool s e 0wl 2
= TR AW F, A SO A A AT, LA AR R . Bl s s, a0
: 32 R E AR MU o ) AT O . (R UEAE. P
4. Party B shall notify any information about the products with CE mark within the Boundary of E.C 4
including any claims of customers and the competition company that produce the same CE marked
products, to Party A. 4
LTI ¥AT 5 CE 7 dh £ R SNE A (0T (T3 S (L6 25 5 B VR 0[] 28 30 (o) Pyl vt
5. If any serious accident of products happen within boundary of E C., Party B shall notify Party A 3"

within two calendar days of complaint or feedback on Party A's products and assist Party A to
execute vigilance system of medical device products, and also make the initial report together with
Party A. Party B shall then present the initial report, investigation results and the final report to
competent authority of country in which the accidents happe-n

MP A CE b L1 fhAe W BB e Y i i, 24 0 Al Ay K A S R R el i s @
A (L, W P2 F O IR, [ A R T e e b R RIRAR
VIR M Sk G A R R ) AR TN AT e 1

6. Party B shall appoint one persons as the primacy linkman whose responsibility is to connect with
Party A and deal with the normal daily grind according to this agreement The information of both
Parties' linkman was written in first page of this contract
ZHWHE N ERW, ARGNH A, FRBII A ST c e A R K
SETEIN M H W L. A0 Es A KA t 4 Vil

7. Party B shall assist Party A to comprehending the condition of the same products within boundary

Page 5/8 C01/VB-20190424
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of E.U, and send the related information to Party A in time
ST W Ry T WRICIRE (33 00 A a5t . 0 2 Sz i
8. Party B shall keep all technical files and information of Party A's in confidentiality
75 IR B 7 AR SO 8 e
ll. SERVICE FEE Jiit% %1
Party A shall pay the service fees to Party B separately according to the agreement for the relevant
service provided by Party B.
BT AROCA B UONSE MMM . 12 BRI 5ir Y 4 2,5 i % 001
Provided that Party A requires Party B to provide the service beyond scope stipulated herein, both
parties shall agree relevant fees separately in writing.

80 98 5 08 B R I A PO Z A IR %, W 2 A 15 A g 1 ) e e
H
IV. Others ny

1. Written Form Clause 5 i/t 1,
Amendments to this Contract shall only be valid when given in writing. The requirement of form
may only be waived in writing. Verbal collateral agreements or modifications are not valid
ERADUSEAER SHADBUABEHRMT. & RGEN FARS (% Femss
BfER. Okl n ksl % . ients

2. Contract Language &' Jii% "
This agreement exists in English and Chinese language. The Chinese version is an exact
duplicate of the English version.
AU S CRTE AR IRRRA, SO AR R AN B4

3. Severability clause a] 4 i & ik
If any provision of this agreement or a provision incorporated herein at a later date is or shall
become invalid in whole or in part, or if this agreement or any madification thereof is found to
have a gap, this shall not affect the validity of the remaining provisions. It is, however, the
express intention of the parties to maintain the validity of the other provisions of the agreement
under all circumstances. In place of any invalid provision or to fill a gap, a valid and enforceable
provision shall be agreed which most closely corresponds legally and economically to that which
the parties intended or would have intended within the meaning and purpose of the agreement
and any later modifications, if they had considered this issue when concluding the agreements
If the invalidity of any provision is due to a measure of performance or time (time-limit or date) -
stated therein, a measure of performance which most closely corresponds to the original
measure in a legally admissible way must be agreed for this provision

4

¥

ST AT DL B e B A LA A T IRAE O oM R R DL 0 o A LR, 1% R ) K 0K )
Rl R Y I . O AU I b, ] 0P Fad W N 1 S0 0 B W)
5 1 By R R KR Z TR, K G R OB IS o s MU S e AR IS SR N TR IR 4

R AT G AT O 1o) L0, Al 200 ) fu ) 2o bt DO AT R R AR, DAMCIA A R
UM P UL P9 7 ()8R

This agreement is subject to the requirement specified in the <EU 93/42/EEC Directive 1998> <EU
2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV 2 12-1 REV 8
January 2013>. Should there be any conflicts between this agreement and <EU 93/42/EEC Directive
1998>, <EU 2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV

Page 6/8 C01/v6-20190424
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2.12-1 REV.8 January 2013> shall be followed as standards. If the regulation above update or
change, Party A and Party B should actively negotiate and communicate to ensure that the
requirements of the new regulation are met.

AHIRSE CRRICHRX T BT BEMRIY 93M2/EEC 1i%) . CIWCILIA X T 17 B Mf1J2007/47/EEC 15 %)

CRRIERRE T (RSN ST BE I S8 MAYO8/TOIEC 14D I (7 Je M A R A #0e. WA ML R

5 GRS B UEWD o8 B GRS B GRMD ik, W kiAW e L 2 A

PR DA FIAE, B (R R S SR

During the implementation of the agreement, this agreement will be terminated automatically when:

FERVERATRARIA, 510 02 A P £1 025 1k 1)

(a) The day upon Part A’s CE Certificate be withdrawn temporarily, be closed or be recalled by the
notified i

(When lhei above mentioned things happen, Party A is obligated to accomplish the following

processes to avoid the further consequences:

7 ) CE 1518 W S A EH LK 87 0 173 4/ LA 1o 1)

(M"’E—?.ﬂ.ﬁﬂi- B0 W EBIAC & L7 LF LA F )5 00, 75 W0 /R 40 ol T A4S0 gl & 18 A A S5

e WA B AT

- Brief statement in written about the reasons why CE Certificate being withdrawn, being closed or
being recalled by the notified body. -1 i /i % 15 0H0F -5 5 6/ AR Rl 0 SR . 40455 5 262 2 5 L
k.

- Written statement of non-sales if there are no products under the withdrawn, closed or recalled
CE Certificate exporting to EU, EEA and Swiss, Turkey market, or if there are products exporting,
a written statement of sales would be required with the sales lists, risk assessments and the
measures and timetable to cover the risk.)

4 A0 AA L I CERIE 15 A7 A7 i 4 7= i AL 27 L2847 LR Ml 3 LA R EEA RIS 1, B ML
e WAEAT, WHSLISRAT), A A, B R R R IR A e el e
17 BB A B 7 A8 A ) A 408 e R[] 42 )

(b) Party A can not provide the required technical file to Party B within 30 days after approval of the
CE certification or before using CE mark for “self declaration” products. During 60 days from the
date of this agreement terminated, Party A could transact the routine affairs as the authorized
European Representative while Party A could appoint new European Representative and change
the CE certification. Party B should report the invalid agreement to the notify body for record
B AEAGIESS WHLAHIEAS 2 G 930K 9, B8 FL IR0 G (E R THCE b Z il 38R fr iR ey
LT ERMCER AR sy, AEHLaA . AR Z HRBE0OKN, A [HESE i (Hg 4

07 B 0 Ik S A % B L CERIE 5 K AR, L nl A ket fr R IR R TR %L £ R4
655 W R A P S B R A LA o R
(c) Party A doesn't payoff the service fee according to this agreement and refuse to explain on the

deadline.
R AT A S 0 ol B UG PA (e S e ] SO AR )

No other rights or obligations are applied to Party A or Party B other than specified in this agreement
BRAEriLar, B, LA AT AR A R L

PART A: Fujian Tian'en Pharmaceutical Technology Co., Ltd PART B: Luxus Lebenswelt GmbH
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Luxus Lebenswelt GmbH
Kochstr. 1, 47877, Willich, Germany

Forand on behalf of
LUXYSILEBENSWELT GMBH
KDE'HH{)%W &t I Wilich Germany

Dateg 1))

_M

.........

.....................
........................
.....

& Simon Qian
nly used for EU Representative agreements
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4-3-1 Disposable medical mask Declaration of Conformity

JO02  DOC iEH

Declaration of Conformity

Manufacturer: Fujian Tianen Pharmaceutical Technology Co., Ltd
Building 9, No.1 Tengfei 6th Road, Changting County, Fujian
Province,China

whose single Luxus Lebenswelt GmbH
Authorized EU- Kochstr.1, 47877, Willich, Germany
Representative: DIMDI: DE/0000047791

Lin Sun

Tel: 0049- 1715605732
E-mail: info.m@luxuslw.de

Product Name: Disposable medical mask

Model: 14.5%9.5¢m, 17.5*9.5cm

Classification: | of ANNEX IX of Directive 93/42/EEC

Conformity Assessment Route: Annex VII

We, the manufacturer, herewith declare that the above mentioned product meet the provisions of
Directive 93/42/EEC which apply to them.
The medical device has been assigned to class | according to Annex IX of the Directive 93/42/EEC.

It bears the mark C 6

following the procedure relating to the EC Declaration of Conformity set out in Annex VI of Directive
93/42/EEC. This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

General Applicable Directives:

Medical Devices DIRECTIVE

Harmonized Standards:

EN ISO 13485:2016 ENISO 10993 EN 980-2003
EN 14683 EN ISO 14971-2007

Signature:
Date:
Title:

Position:




4-4-1 Disposable medical mask SGS Test Report
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Test Report SL52025258110301TX Date:May 22,2020 Page 1 of 2
FUJIAN TIAN'EN PHARMACEUTICAL TECHNOLOGY CO.,LTD.
BUILDING 9, NO.1 TENGFEI 6TH ROAD, CHANGTING COUNTY, FUJIAN PROVINCE

THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52025246093401TX
DATE: April 28,2020 ISSUED BY SGS (SHANGHAI)
UPDATED TEST INFORMATION

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A)Disposable medical mask (type I)
SGS Internal Ref No. : SHHL2004509486MD

Style No. : 14.5cmX9.5¢cm

Sample Color :  (A)printed cartoon

Other Information . Request Age Grading: 6-12 years

Proposed Care Instruction : -

Test Performed . Selected test(s) as requested by applicant

Sample Receiving Date  :  Apr 10, 2020

Testing Period : Apr 10, 2020 - Apr 24, 2020

Test Result(s) . Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Comment:

Medical Face Masks-Requirements and Test Methods(EN 14683:2019) (A)
Clause 5.2.2 Bacterial filtration efficiency (BFE) M
Clause 5.2.3 Breathability M
Clause 5.2.5 Microbial Cleanliness M

Remark: M=Meet EN 14683:2019 Type | requirement

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

bt [

Sara Guo (Account Executive)
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Test Result

Medical Face Masks-Requirements and Test Methods
(EN 14683:2019)

Clause 5.2.2 Bacterial filtration efficiency {BFE[*
(EN 14683 :2019 Annex B)

1# 2# 3# 4# 5#
(BFE), % 99.7 99.6 99.5 99.4 99.9

Remark: Performance Requirement: Type 1295%, Type 11298%, Type IIR298%

* This test standard is not within the accredited scope in SGS Shanghai testing centre, it is carried out by external
laboratory accredited by CMA (China Metrology Accreditation).

Clause 5.2.3 Breathability
(EN 14683 :2019 Annex C, Flow rate 8 I/min)

1# 2# 3# 4% 5#

Diffesential pressure 34.4 36.2 37.2 38.2 36.9

AP (Pa/em®)
Remark: Performance Requirement: Type <40 Pa/cm®, Type 11<40 Pa/cm?, Type IIR<60 Pa/cm®

Clause 5.2.5 Microbial Cleanliness
(EN 14683: 2019 Annex D)

1# 2# 3# 44 54t
CFU/g 12 12 12 16 16

Remark: Performance Requirement: Type =30 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g

Sample Photo

920212223

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***
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Disposable Medical Mask
(14.5X9.5CM/Rabbit)
QTY:2500PCS
SIZE:52.5X35.5X42cm

GW: 9KG
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