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‘ FULL COLOM MEDICAL MASBKS
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Serix portocaliu/mov/negru/rosu/albastru/verde
Producator: Hubei Ingenuity
EC REP: MedPath GmbH
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1. DESCRIERE

Set 50 Masti Medicale 4 Straturi Tip IIR SERIX
Editie Premium | Protectie Ridicata | Full Color |

Caracteristici si avantaje:

*Masca medicala premium full colour (exterior, interior si bretele elastice)

Clasificare: Tip IIR

«Eficienta Filtrare Bacteriana (BFE) 298%
*4 Straturi (PP + PP + Filtru + PP)

*Tija metalica nazala ajustabila

*Produs non-steril si de unica folosinta
«Conforma cu EN 14683 - 2019

Comparatie Tip IIR
Filtrare Bacteriana (BFE) =98%
Respirabilitate (Pa/cm?2) <60
Rezistenta la Stropire DA

Date tehnice:

*Culoare: rosu (red)

Ambalare: 50 buc / cutie, 40 cutii / bax
Dimensiune masca: 175 x 95 mm
*Dimensiune cutie: 192 x 100 x 80 mm
*Greutate masca: 3,64 g

Precautii:

Alte Masti
>95%

<40

NU

Inainte de utilizarea mastii, spalati-va pe maini cu dezinfectant pe baza de alcool,

* sau apa si sapun
Evitati atingerea mastii in timpul purtarii

*Nu folositi masca daca cutia este grav deteriorata

Conditii de depozitare:

*Produsul trebuie depozitat intr-un spatiu inchis cu o umiditate relativa de sub 80%
Evitati expunerea directa in soare a produsului
*Nu depozitati produsul langa substante toxice
*Pastrati produsul departe de substante inflamabile
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Declaratie de conformitate (EN)
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Manufactures:

Trademark:

Product Name:

Product code | Catalogue number:
Basic VDI
Classification acc. 1o MDR Ax, VIIl:
Applied  Standard & Common

Conformily assessiment procedurs:

- EU DECLARATION OF CONFORMITY

Accoging 1o At 19 of Regeiation (EV) 2017/748 on Mecical Davices

Hubes Ingenuity Medical Products Co., Ltd.

No. 1 West of Industrial Park Rosd. Yanglinwe: Town,
433000 Xiarsao City. Hubei Province, China

:':::" InMed

~ HealtheareAPPE

Not avalable yet
MedPath GmbH
Mizzy,
80807 Munich, Germrasny

Not avslable yet

Medical face mask

Disposatie medical face mask
INMA-3PMI4PM 17 508 Scm 14 568 5am
697442330

Class L rule |

EN 14883:2018

Annex Il + Anrex 1 of MDR
DECASI00167638

Wi, the manifachunr, heswith doclies Unde: our sda s ity 1At thee above

products
meet the mmunmmmommcsmmmmmw thﬁmdh
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MaaPam MedPatt
EU- Compliance Review Certificate
Rogutation (EU) 2017/745 on Medical Devices (MDR), Article 19
Class | non- starde and without maskuring function
No. AD476K001 Appendix A: Product Category(ies)
Manufacturer: Hubei Ingenuity Medical Products Co., Ltd ‘ ‘Name ]
No. 1, West of Industrial Park Road, SUWW face mask
Yanglinwei Town, Xiantao City, t sm: :m'm
Hubei Province, China [ ‘Sleeve covers
| Cops
= Scrubsut
Product See Appendix A _Bed sheet |
Category(ies).
Thin s to condy that. Mec®ath GebH has verfied the sforsmentioned manufnciee: decnnm
10 conform with il i vl in the Mocicsl Devics Reguiation (FU)
20177745 for the product category(ies) fsed in A A The i has p
MadPath Genbi with the sppeopniates Daclarmtion] ) of Conformity conflemng that ths medos
Oovica(s) LA tw o of Ihe afceamentoned Regiseton
Whan ihe mandactum: sfixes CE mark % e praduct calegory(ies) sad above, Il remas
the marufacturer s rosponsbiity to ansure continuows compliance wih af applcatie
of the
MedPath GmbH "
Mes-r- Bt Eae §-0-00857 Muntee
Tt 000 19174474 e (80 34550800 MedPath GmbH
Mes vandar Rore Siagse
losupd Date: 204912 MedPnth GembH v-mmn«nw-.m
Expeaton Date. 20050810

MaPuin Geete? » Mws-cin-Se Rie-Sirasde § « 80837 Mumsch » Swvary W GrrisHd - Meos- sue-der Sote-Dicmman 0 « 80207 Mursch « Guerraeny
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Avage 1
G4 At 1 1 GO
fuwvdarerens U0
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1 d A | i 1 DAY
Ravnssnawes M11TTM

meine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
Gomwoulg n to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Foemblatt fir Medizinprodukie, aufier In-dtro-Diagnostie
Form for Medical Devices axcapt In Vitro Disgnostic Medical Devices

Strafle. Haus-Nr. | Steet house no
Maximilinnstrafle 30

Tekefon / Phone Telefax | Fax
+43-53-21760 +40-80.21762014

E-Mail | E-mad

Anzeige | Notification
bes der
w«buww},
Typ dw Arzeige | Nolfication type

@ Erstazeige | it notScation
B Anderungsanzege ) Netifcation of change

d .WMIWW

E-Mal  E-mad
13607225191 §126.com

@ W o ( Nonfcaton of wit

i Sicherheitsbeauftragter fur mmm!um 2 MPG 8}
FNMWMWMGW Safuty officer for madical devices pursuant 16 § 30 (2) Medical Davices Act, MPG
Previeus nuseber if nots; o

e

|Anzeigender nach § 25 MPG / Reporter pursiuant %0 § 25 Medcal Devices Act, MPG
8 Hersteder | Manufatturer

@ Bevolimachtigter ! Authorised Representative

8 Eintihrer { impocier

a fur das won oder g nach §10AD35. 1und 2

NEG Y of o packs 10§10 (1) and {2) Medical Devioes Act. MPG

8 Betned oder Einnchiung (aufbareten) nach § 2% Abs 1 MPG (V' m §4 Abs. 2 WPBetraib Telefax / Fax
Insth. Q) 20 § 25 (1) Medical Devices Act. MPG in with § 4 (2} M 0B9 5485 Bo84

B Betried oder Einmichtung (sterfisieren) nach § 25 Abs, 21 V. m. § 10 Ats. I MPG
Insttuson (steriizing) pursuant 1o § 2% (2) in conrechion with § 10 {3) Mecical Devices Act, MPG

-1-
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Fringe
Pugd A TH 1 DO
Forruswrsaews 2000TTME

Vertreter ) Deputy (optional)

Beaeichnung | Name

Tekfon / Phone

.TMI / Fax

E-bal/ E-mai

B Erstanzeige / Initial notifcation
@ Arcerungsanzege | Notification of change
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Ariage
xS AR 10 1DAMOV
Fommdernrrme 0011 19Y

Medizonprodult |Erstmaliges krverkebrbringsn) ( Medical device (First placing on the market)

Klasse | Class

L

B 1 sl ) shene

B |- mt Messtunktion ( wih measuring Auncion

B 1= shecd und st Nasafunkiion / stedde and with measaring unction

L]

L

LR

B 01 - hergentedl unie g ven Gy L Urspeungs im Sinne der Verardesng
{EU| Ne 7222012

manutactured utlising tssues of animal engn m terms of Commasion Regdason (EU) No 72212012

B Akthes implantierdares Medainprodukt / Active mplantatie medical devics

B8 Adtres ivplanberbares Medanprodukt - herpestelt unter Verwandung von Gewebe Serischen Ursprungs im
Sinne der Veroranung (EU) Nr. T22/2012
Actve mplartabie mecical device - manutactured utitsing tissues of animal cngin in terms of Commission
Regatahon (EU) No 72272012

App (Scoftware auf moblen Endgeraten) Balyes Bnsniro

Nummen(n| der Besoheingunglen) / Certficate numben(s)

Handeissame des Produkies | Teads name of the device
Modical tece misk

Produkibezeschnung /| Name of device

L /N code
12458

! wiaturt 9/ Nomerclatire tams
Masde, Chirurgs
Kategoriecode | Category code

10

Kategere / Category
Produkie zum Einmalgebrauch

K deutsch ) G short

~ L

Kurzbescrrwbung anglisch | Englabs shon descripton
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1
Sou g4 Al 1R Y DIVDN
Forsuderrerme: 20017282

B Gruppe A / Group A
B Gruppe 8/ Group B

l"‘ he Mediarp { Critical meds

B Gruppe A / Group A

B Gruppe 8 ( Group &

B Gruppe C (| Group C

N der B inigung / Certificate numb

|Sterlisabonsvertahren ! Sterdisation p
1@ O I { Steam

|& Stahl disation | Radistion steri

Angewandtes Vertahren / Applied procedure

Ich versichere, dass de Angaben nach b und Geal gemacht wurden.
that the information Given above & correct 1o the best of my knowledge

Oon Datum
Ciy Manchen Date 20201013

:

Name
Zneng Met

Urterscheift
Signature

| pro -

{ Pr ing notes
. Nur von der Zustandigen Behonse auszufilen / To be flad in only by the competent authornty
& I Parson k Telafon | Phore

Al
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“\ W Lol “\k AGENTIA NA mnummm

SIA MEDICALE DIN 1A SIAD
5tr. Av. Séniitescu "'"""‘"J.'."""""}m Str. Av. Sanitescu nr. o.ms.mm
Fax: +4021-316.34.97 F3 'Oa-m 11.00
MO anm.ro mm
Nume producator Tara
ANEXA din data 09
u Avmumm HUREL INGE MEDICAL PRODUCTS CO_LTD. CHimA
Nr. 7111/19.08.2020 sl MEDPLAZA HEALTH SRL
In conformitate cu ast, 926 din Legea nr. 95/2006 privind reforma in domeniul sandfil, ropublicats

uhhmmmm/wmammu T111/49,08.2020 se camphetenzi dupd .
Unitaten este distribultor al producktorilor: . ..4.
— —4
—_— — -
—

-
—
Pugira 1 de la Anexa din 09.06 2021 de |n Avizul de funciionsre ar, 7111/19,08,2020
- ——— — T ———— |
Payina 2 & Ja Anexa din 09.06.2021 de la Avizul de funcfionare ar. 7111/19.08.2020

C—— -  Teo————
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"
did P MINISTERUL SANATATII
2 o, MINISTERUL SANATATI ; D“”\
AGENTIA NATIONALA A MEDICAMENTULUI
ry N AGENTIA NATIONALA A MEDICAMENTULUI f@ S $1 A DISPOZITIVELOR MEDICALE DIN ROMANIA
; & §! A DISPOZITIVELOR MEDICALE DIN ROMANIA Str, Av, Sanktescy nr, 48, ssctor 1, 011478 Bucuresti
Str, Av, Sandtoscu ne. 48, sector 1, 011478 Bucurosti s o Tol: +4021-317.11,00
3 Tok: +4021-317,11.00 # Fax: +4021-316.34.97
% f Fax: +£021.316,34.97 Ty e
- wWww.anm.ro AR
|

Nume prod Tara
L AR . A

Caitre,
Prezentul document este valabil mumai Insofit de aviasl inigial. MEDPLAZA HEALTH SRL
PRESEDINTE Tel - 0737552756
Agentin Na}_i?\nali a Medicamentului §i 2 Prin prezenta vil inaintdm anexa avizului de functionare aferentil corerilor cu numerele: DM
Dispozitivelor Medicale din Rominia

. 1974/22.03.2021 gi DM 34757221.05.2021,
ana Stefania STROE

Cu stim#,
PRESEDINTE
Agentia Nationali a« Medicamentului gi a
Dispon‘tiﬁlor Medicale din Romiinia
{2
RW:SIehniu STROE

Pagina 3 de la Anexa din 09.06.2021 de la Avizul de functionare or, 7111/19.08.2020

— . e .
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Va multumim!

© medplaza
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