SATCOM srl

Sede Legale: Viale San Marco nr. 58/A — 34074 MONFALCONE (GO) — ITALIA

Uffici e Magazzino: Via san Giorgio nr. 94 — 34079 STARANZANO (GO)

Telefono +39.0481.1995500 / +39.0481.486065 Fax +39.0481.1990440

P.IVA 01084800315 e mail info@sat-com.eu pec sat-com@pec.it home page www.sat-com.eu

Articolo XL-001

MASCHERINA CHIRURGICA Tipo IIR monouso tre strati TNT colore celeste con stringinaso, elastici auricolari
CE EN 14683:2019
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Classificazione CND: T020601
Identificativo di registrazione BD/RDM 1989275

Box da 50 pezzi

NATO CAGE code : AM055
UNGM Number 241981

Azienda certificata UNI EN 1SO 9001:2008 Reg. No. 11368-A
Codice Univoco Fattura Elettronica KRRH6B9
Codice Univoco Ordini Elettronici KHNLG6PIM
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Area tematica Dispositivi medici | Archivio banche dati
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Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante:

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante: XL-001

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:11/10/2020

DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DATA FINE
NOME PARTITA
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL CLASSE DATAPRIMA  IMMISSIONE RUOLO CODICE
COMMERCIALEE ~ CND DENOMINAZIONE IVA/VAT NAZIONE
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE CE PUBBLICAZIONE IN AZIENDA CALE
MODELLO NUMBER
BD/RDM COMMERCIO
I- HUBEI XIANLU
Classe | MEDICAL &
T020601 - non
MASCHERINA FABBRICANTE HEALTH N
MASCHERINE  sterile
Dispositivo 1989275 S XL-001 CHIRURGICA XL- 01/09/2020 PRODUCTS
CHIRURGICHE e senza €O..LTD
001-MEDICALCOSMA e
STANDARD  funzioni
di SUNGO EUROPE
MANDATARIO 857821659801  NL
misura B.V.
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CE Notification Confirmation

This is to confirm that, according to the council directive 93/42/EEC (MDD), SUNGO
Europe B.V. performed the notification duties and responsibilities as the European
authorized representative of:

Hubei Xianlu Medical & Health Products Co., Ltd.
2-218, Building 2, No. 35, Development Avenue, Jinping Industrial
Park, Xiulin Office, Shishou City

The Manufacturer has provided SUNGO Europe B.V. with the EC Declaration of
Conformity confirming that the medical device, as stipulated here below, is fulfilling the
applicable requirements of the European Council Directive 93/42/EEC.

According to 93/42/EEC (MDD), the European Databank on Medical Devices (EUDAMED)
is established as of May 1 2011. The Netherlands Competent Authority is notified of the
manufacturer's medical devices and has allocated registration number.

Face Mask

Class | according to Annex IX of 93/42/EEC
GMDN: 35177

CIBG Number: NL-CA002-2020-50178

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

This document should be used together with the competence authority notification letter and the
Declaration of Conformity issued by the Manufacturer. This document will become to be invalid once the
notification status is changed or the EAR agreement is terminated.

For and on behalf of

+ SUNGO Europe B.V..
Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Reference Number: EUCANO0O57

Issue date: Apr.14, 2020 7 i
e

Authorized Signature
SUNGO Europe B.V. Only used for the EU Representative Signature
Olympisch Stadion 24,1076DE
Amsterdam, Netherlands
ec.rep@sungogroup.com
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(Test Report)
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(Sample Description) Face mask
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Statement
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This report is invalid without the approver’s signatures and special seal of inspection.

2. AR R AR “PONY™ | 11‘“” 'h*-F?fJ*f\‘f’h ﬁ‘i;zﬁ?r‘ﬁ*r LR (P R AR A B 45D fi':%f‘ AT RLZA
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The pattern and characters of "PONY™ and "if{ J&" used in lhis report are protected by the tmdunark law of the People's chubllc of
China. Any unauthorized usage, counterfeit, forgery and alteration of trademarks of "PONY" and "i{5 J2" are the violations of the law.
The PONY has the right to pursucall legal liabilities of the subject of the delict.

3. ’Eiﬁ‘ﬁhﬂ-ﬂi AR AT S0 T AR A Bt A B R (A BRI TR IR B A R R ) AR ES R

R P i, BB ARt R A S

If the applicant has any questions about the results, shall provide a written retest application with the original report, and prepay the retest
fees to PONY within fifteen days since the approval date (as an exception, it shall be within five days since the date received for the
primary agriculture products report).

4 RICPLEARAIEA LTRSS, KRPERRRRHER, RIS RS Full TN, KL RELIePaeInf.
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible. [f the retest result
accords with the applicant dissent, PONY shall refund the retest fees.
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IO T A A AR AT 6 288, RIBATHN, HAELAFHIULA.
Tests that can not be repeated and lu.lcd shall not be carried out again.

6. APl rHE SRR R T AT L 500 T, T 0] RS AR AR T4 X 15,
The appltt..ltlt should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities,
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This report is only responsible for the provided sample. The test results only represent the evaluation of the tested sample. PONY will
not be responsible for any economical or legal liability gencrated from direct or indirect usage of the test report.

8. AIALAT LA 50 ARAR A A AL BT AR S
PONY has the right to dispose the tested sample after approval of the test report.

9. APALIRIE TAF AL B, PR 5 ) AT . AT LA F R L F
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant’s commercial information,
and technique document.
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The report is invalid in case of lllq,dl transter, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and affix the applicant’s legal liability accordingly.
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A 5 1LY (Anti-counterfeiting Deseription) :
(1) HE 85 e —ad;
The test report has exclusive report code.
(2) »fli AR B HGRED B, SRR R0 AT "PONY "B 43 | AR PSS R AR AL Er. Br B 14 R & A7 TPONY "

A L 5E

The test report is printed by anti-copying paper whose surface shows "PONY" security print with specific anticounterfeiting
technique. Security print will disappear after copying. Duplicates are not expected to give "PONY" security print under any
circumstances.
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(Main Instruments)

(Test Results)
No. BOYQMQJIR869707L1 51 01, 352 U (page | of 2)
[ Hk% Specification:
PS4 FR - BE A% 17.5%9.5cm
_ |1 ¥ Face mask Wl - o
(Sample Description) (Sample Specification) 42 Model: ~F-1fil iyl
Plane
WAL B2 T A
AL AL LN i b7
] HUBEI Xianlu Re i
(Applicant Medical&Health (Trade Mark)
Products Co.,Ltd.
—p 4= 7% H ] Manufacturing
A T 15k
I H 020040 £ EA ki Date: 2020.04.01
(Received Date) {Manufallf:tu;ng il A St | = Manufacturing
otha) Lot No.: 20200401
o | "+ T -\- "2 7
R E Y 2020-04-09~2020-04-22 LR —
(Test Date) (Sample Grade)
P i RS F LRI
(Sample Quantity) P (Test Type) (Commissioning Test)
\'D.,'j‘:‘ S 4 ;\I : {"A'-.'.‘:T"'
Rk £, 3% 52 1F Packing Intact ﬁ@‘l?{'iﬂ , e E,k
(Sample Status) (Test Environment) (To meet the requirements)
A I 151
RANE LR 71 See the next page
(Test Items)
R
ik it
(Test Methods) L R 5L See the next page
T R B AR £ AV I 3% 9748 Electric Heating Constant Temperature Incubator

N e e R X Bacterial filtration efficiency detector 45 etc.

TR FRAE Limit on: EN 14683: 2019 -
H: 72 54y Production: WIALAlEREST I 4 ) 5h 45 B A W) HUBEI Xianlu
Medical&Health Products Co..Ltd.

ik Ky .4 Inspection: LALAlEEEE 7 T4 i &4 AR HUBEIL Xianlu
(Note) Medical&Health Products Co.,Ltd.
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The information of above sample was provided by the applicant.
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(Edited by) ]&Jk
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(Checked by) a_B g
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(Approved by) )@
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% H 2020-04-22
(Issued Date)
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(Test Results)
No. BOYQMQIR869707L1 952 01, 32 U (page2o0f2)
PRAT
Y L A e Er dp 1L i . N \
(;L‘,'”f."f;{fc';f“’l;on Ho st H (Limit Hoizh e B 44 BRI
Gy P% eSSl (Test Items) i | Eit IR 7 (Test Results) (Sample Description and Number)
and Number)
Typel | Typell | Type lIR
No.1 99.2
No.2 99.4
o FEaR Uy ¢~ I (N I SEPPPEE! PESSEEee
(BLEy %8 =95 | =98 =98 | No3 | 994 EN 14683: 2019
Bacterial filtration
efficlgies(BEEY. | - <ol | pEEsseepuedsas-
No.4 99.3
1 ) SRR I e S O T Rl (P TR ) =i R e [ (N =
151 Face mask
No.5 99.3
!_E}J;’?:., e <40 <40 <60 355 EN 14683: 2019
Differential pressure
W e dey R SRRUeRY K SR (CRRRCSSITPT et sl ORI R Y R R
Splash resistance / / =16.0 >16.0 EN 14683
....... 1455200 N (IS e >l S e S S e LR € SO =8 | [ ol 5" D S B
WAEDREL, /e | <30 | <39 | <30 2 EN 14683:
Microbial cleanliness

FE G4 4 AT (Sample Number and Photo ):

{50041 35 SR o AR i A

Pony authenticate the photo on original report o

UFEH—
(End of Report)
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Hubei Xianlu Medical and Health Products CO.,LTD.

2-218 Building 2,No 35.Development Avenue Jinping Industrial Park,Xiulin Office,Shishou City, Hubei,China

3 PLY MEDICAL FACE MASK WITH EARLOOP

CODE NO.: 17.5cmx9.5cm-XL001

Material: Polypropylene (PP Non Woven)

3 layer, 25GSM non woven + 25GSM melt blown+ 25GSM non woven
Size: Length: 17.5cm Width: 9.5cm

Colour: Blue

BFE: 298%

DESCRIPTION:

Filtration efficiency BFE= 98% (Certified with EN14683:2019)

Inner cover is well sweat-absorbed while outer cover is water resistant
Polypropylene cloth, low breathing resistance and high filtration efficiency
Tear resistance / non irritating

SPECIFICATIONS:
Single use, non-woven face mask, wit
Latex Free

Lint free

Glass fibre free.
Odorless
High-quality Elastic Ear-loop, st
Pressed edge style.

‘agonically welded.

Packing: 50pcs/box or bag, 2000pcs

Hubei Xianlu Medical and Health Products CO.,LTD.
2-218 Building 2 No.35 Development Avenue Jinping Industrial Park Xiulin Office, Shishou City, Hubei, China
http://www.xianlumedical.com
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