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lmроrtаtоr iп REPUBLICA MOLDOVA;
S.A. "M-INTER_FARMA", Мчп. Сhi;iпёu, str. GrепоЬl е 23,2L

Те l. (022 ) 904-о06, 904-оо5, Fах: (022 ) 904-оо7. www. m interfa rmа. md
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Жs*ý lпptr{trшt*Bý
}tlft*ýJ*rrý{

ý.q d b&d$[il,ýsшfiýsn
* oipwk}r,*dl

{ý шr4

Саrасtrэ risticile pro,dusului:

r Testat ?n confornritate cu standardele noi

; Spectru larg de antimicrobiian5 inc|.
bacterii, fungi, чirчsuri.

Vе[охФ Wipeý
ýеrче}фIе ре Ьаzё de alcoo! репtrч счrаtаrеа 9i dezinfectaiea

suprafetelor echipamentulu i medical
Spectru larg rmicrobiocid deja Tn 30
sec.

, Рrорriеtёli e;Kcelente de счrё!аrе

Delicat, parfum рrоаsрёt de
grapefruit saru mапdаriпё

Presaturat сч fоrmчlЙ ре ЬаzЁ de alcool, Velox Wipes
este concomitent репtrч счrЁ!аrе 9i ctezinfectant.
Indicat репtrч dezinfectarea rapid5 а suprafelelor
mici, suprafelelor echipamentului medicat 9rеч
accesibile, fotoliilor, paturitor, pieselor stomatologice
inainte de sterilizare, роftаmрrепtеlоr protetice 9i
amprentelor din silicon. Аsеmепеа 9i pentru
suprafelele се чiп in соп,Еасt cu produsete аtimепtаrе.

MetodoIoяie,in,co{rfdrmitate cu EN,16615

' } 
ltll+J lu1.ltr

}

. Propriet6|i nale de curb}are

] iifi

l,
l
jj

BeIeficii,

]

Eficientё gаrапtаtЁ 9i siguranlЁ
Reducerea tпа]tё а riscului
Efect rapid ре suprafelele
Abilitatea de а fiaplicat ре
materiale.

Efect de imрrоsрбtаrе.
Есопоm.

:
t

W



, *' 
,*], VeloxPWipes - ýervelele Ре Ьаzё de,atcool pentru счrёtаrеа 9i dezinfectarea

Aplicarea:
Tmbibat cu fоrmulё Рр ЬаzЁ de alcool, velox wipes este cpncomitent 9i pentru сurё!аrе ýi pentru dezinfectare. Destinatpentru dezinfectarea rарidd а suprafe|elor mici ýi grеu acoesibile al echipamentului medical, fotoliilor, paturilor, pieselor
Stomatologice inaintea steri|izёrii, роrtаmрrепtеlоr 5i аmрrепtеlоr din silicon. Deasemeni este recomandat gi pentru
SUPrafete Саrе vin iП contact cu Produsele alimentare. Fаrё aldehidё 9i fenoli, пu dесоlоrеаzё suprafe}ele dezinfectate.Роsеdё miros рlёсut de grареfruit-mапdаriпё. Testat gi recqmandat de Famed - рrоdчсёtоr lider European de echipament

Eficacitatea:

Вg gtgriп {iпс{шdiп g lirRýA}

E[,J 1.t8E5

El.-l 127Е. Еr,{ 1збs7

El,.l :!з727

El.,l 1Ё6l_q

=r.i 
1Б5с

Е l.,l i зЕf 4
ЕN 1ЁБ,l:.

curat

.30 еес.

зс;й.
3Р вес,
30 аес,
зriiеl.

'0 
gbi.

30 gв,с"

30 в*с.

30 вес.

1шiп

l Condilii

nrurdar

,iii п,llп.

t п-rllп

Jц giJb.

tr п:liп.

]}З slэс.

1"-
Fшпgi:

l,*.-
Hlrcobacteria {М- tепае}
Ёпчеlореп viirlвbB i:Ёýr, НСr, ' ;'

Hl!/i Výeýjniв, Р\10\/, ýbgle} . l
Rgtа ъпirшs

Аdвпо чirtls
l :....Ll..]]]!in],,,,,)

folosili protectie mёпчgi/hаiпе/а ochilor ýi protecTia relei. гзоs+|з5l+рзз8 - соNтдст CU OCHll:
cu grijё ochii timp de citev|a minute. iпdерёrtа}i dчрё posibilitate llntilele dасё sunt prezente. coffi&
с|ёtirеа. Р337+Р313 - DасЁ irita}ia осhilоr persist solicitali сопsчltрпlё/аsistеп}ё medical. р4в+ДЫý
Pёstra}i iп lосuri bine ventlilate. Рёstrа!i containerul Ьiпе Tnchis. п{оr - Con}inutul/ambalajul ,!l!ý/t ,
conformitate cu rеglеmепtёrilе locale/regionale/nalionale/internфlionate. [tit9{r'

Reyligiап;, Ез"?S17
htя! д гr,fl,

httdi-$Bpt 5р. r о.о., FлlýЁпi&r ]5]i (
Jt-fiЗ8 }$*tp:l. ltllk*, tвl.: q,.t8 ý'l !}ý j|] i}
iп;+t}тцdr.sгFt.гвm r|. rtнлъ,mсdiз :p.pl

ЕN 14и]е

RK]lB\,r\}'

EN 1447ý i
Eviden|a dосчmепtаrё а еliсасitёIii biocide а produsului este disропiЬi|ё la рrоdчсёtоr
lnstruc;iuni de utilizare: Extrage!i un ýerve}el din container 9i gtergeti suprafala песеsаrё de счrёlаt 9i dezinfectat. Tnchideli
capacul. DuрЁ deschiderea ambalajului, folosi}i 9erve|elele iп maxim 2L zile. Nu folosi|i gervetelul dасЁ este uscat.Nu folosi}i
ре suprafele sensibile la alcooli(ex. sticla асriliсЁ). Produsuleste destinat pentru uz profesional.

Compozi}ie: 100 gr. contin:
40 gr - рrорап-2-оl (CAS:67-63-0),

20 gr - etanol,
0,39 gr - amine, n-C10,16-alkilotrimetilenodi-, produse al reac}iei cu acidul cloracetic,
0,25 gr. - dideci|odimetiloamoniu clorid.
Ambalai: рuпяЁ rеzеrvё cu 100 servetele, сопtаiпеr din plastic cu 100 servetele

PrecauIii:

ФФреriсоl
Frаzе de pericol:
Н226 - licid 9i vapori infla]nabili, н319 - Рrочоасё iritare grачё la фсhi, н336 - Poate рrочоса ameleal5
sau sоmпоlепtЁ

Fraze pentru conditii de utilizare sigurё:
р210 _ feri}i de сЁldurё, sфRrаfеlе fierbinli, scintei, foc deschis 9i ltte surse de incёlzire. Nu fuma|i. р280 -

а
ц_цý
б-O0Е;
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CERTYFIKAT WE l Ес с FlсАтЕ

zgodny z 93/42lЕWG Zalqcznik lhb.p.c1/ асс. Аппех llр.а, л)

Niniejszym aaýwiadcza siq, 2в firma / ThiB certifiBs, that

Medi-Sept ýр. z.o,o
чl. Копорпiса 159с, PL i 21-030 Motycz

dla kаtеgоriiwуrоЬбw klasy lla i llb / for tha product са
(Lista wуrоЬбw patи Balqcznik 1 / Lisl ofproducls see

сlаss lla illb
1)

Wyroby mеdусzпе do dezynfekcji.

м edical deyices for d i si пfесti оп.

Nr rеj. / Eeg..IVo, ТNР/МОО/O1З1/4125/2015

Rароrt пr / Rероrt No.; PL4.|25/2018-10

wуmiепiопусh wуrоЬбw zgоdпу z
zоýtаё папiеýiопу пчmеr
j zgodnego z wymaganiami c'yrektywy jjego
Ьуё рrzепоszопу pod lаdпуm WаrUпkiеmл

lha requirяmёnls ol дппах l! {exctudrng sесltЬл 4) ol the
Body has lo Ьё affixBd, Тhв validity of thiý oerf,.fica'a ls Ь оп thё

rl,-|зtl,
;[owita Julwiak

/Pednostka Ceгtyfikujqca Wyroby Меdчсzпв /
UOeftification body for mаdiial dbvicei

j:91os!E пэtуf ikowan а N чmэt ldB ntyfl *аву!пу 22? 4
Notlfled Bady lD. No.2271

TOV NoRD Polska ýр, е о,о,
ul. Mickiewicza 29 40-08ý Katowice

and its suryеlllапсё Ьу lhg NotifiЙd fudy ассоrdiпg ll

Wа2пу od t Valid from 02.02.201S

Wа2пу do l Valid uпlil 01-02.2021

Kalowice, 07-0,1

8 +48 32

ýtoýuje ýyýlem zapewnienia jakoýci w ргоjеktоwапiч, produkcji i kontroli kofi
{z.wytqczeniem ýekcji 4) dугеktуwу 93/42iBwB. oooaiKowo, pray znaku СЕ
Wа2поýС lego cerlyfikatu zale2na JeSt od utrrymania syýiemu zареwпiепiа J
.iednoýtkg пOtуrikоwапq zgodnle z zalqcznikiem ll, i.ozd-zial 5. Certyfikat пiе i

DорUýzсzа siq kopiowania ceЁyfikatu tylko w nieamienionej l Copies af this cefti{icalё апlу without сfiалgеs,

; W



zАtдсZNlк л.l,rtrоп.,", l АNN
do certyfikatu пчmеr rфеstrасуjпу tta cedificate
Raport пrl RBpo( No.: PL4125/2018-10

Тур / Туре

WуrоЬу mеdусzпе do deaynfekcji /

medical devicas for disinlection

WуrоЬу / Рrоduсts

Velox Тор АF neutral

volox Тор АF gвp€fмt
MBdi ýpray neutral

Dlroct ýpray ýL

Medi ýрву tBa tonic

Volox Spгаy nвutrs|

Dr, Маувr Grоеп Neutral

volox ýрЁу tёа tonlc

Ог. MayBr Grевп Топiс

Vеlох Fоаm Ехtrа

Dirёсt Fоаm Extra

Dr MayBr ýonic ýвлtitiче

vвlох Fоаm Рrirп

Vglо)( Fоаrп

Vеlох Rapid

volodeý ýlk
voloxWipoý

Vеlох Wiроs }й
DiBctWips NA

Dr, Маувг Enвrgy Sensitive

Quatrodss ýtrong

Qчаt оd6з ЕпrЁ

QuatrodBs Forta i
Quatrodeý unit

"Quatrodss Unit NF

Dlrбct unit NF

No. 1, page 1 ol 3

Katowicё, 07-0,1-2019

8 +48 32 78ff 46 46, Fах +48 32 78ý 4rб 01
wlM,v,tuv-nord.pl, biul

, / CopiBs о/ lhlЪ coltilicate опlу wilhout chargos,

Nо.., TNP/MDD/O.| 31t4125t2015
Wа2пу od l Vatid frоm 02-02.2018
Wа2пу do l Valid uпti! Оl-О2-2О21

Klasa./C/ass

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

tla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

lla

Ila

lla

'l*,{hd{Д"r
("':;;*Z:;:Yri:r,fr уJjоьуJr4ефсzпа/

{9c|loslKa notyfikowana N umвr identyfi kacyJn у 2274Notified Body !D, No. 2274

TUV NORD Polska Sp. z о.о
ul. Mickiewicza 29 40_085 Katowice

DopuýIcza ýiq kopiowania certyfikatu tylko W niezmienionej
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таlt#jш ,

,',Llu{i

U vlDl,,

l]oz+B

1р748

1р748

1р748
,|ё74s

.'{rо,

1т748
.l1748

1вт4s
.'tro.

1ч748

1ч748

16г/48

ro[cB

lбr48

18|48

18776

lB}zB

,4*
18776

rо]ш
16748

lофв
1618

167и8
.'ur|,



ZALДCZNIK пrltзtrопа,,, / АNNЕ
do certyfikatu пumёr rеjвstrасуjпу l to certificate
Rароri пr i Rёроrt No.: PL412512018..l0

Тур / Турв

Wyroby mеdусапе do dezynfýkcji/
modicgl davice.ý for disiпfactbn

No. 1, page 2 of 3

Wyroby 
"/ 

Producfs

QuatrodBB Рrаsз

QuBtrodes Опв

Quatro Basic

ИruЬп ýtrong

viruЬп Extrа

Dr" Мауеr Ezo-ExtBme
.Иrutоп Fortв

Drcct Fоrtв ýL
иrutоп classic

vlrutоп Рчh8r

viruton Воhг

Dlreýt ВйrSL
Dr. Mapr Rой

viruton pre

Vl.Ulon Fоаm

Effeфyo Рrrlчаг

Effodiva Rotary

Efbdive ýuck

Effectivб Suck NF

Efbctivo Wipas

Effectivo Wip* Аrоmа

EfЬdfuaWipos NOALCOHOL
Effec{irв lпstru l
Effodiva lnýtru Ехtга

. Effectivв Sргау noutral

Effsclivo ýрrау tea tonic

TNPlM DD/o1 зll4.t 25120, 5
Wа2пу od l Valid from 02-02.2018
Wа*пу do t Vatid untit Оl-О2-2О21

Klasa,/C/ass

lla

l|a

lla

llb

llb

llb

tlb

llb

llb

l,b

,lb

llb

llb

ilb

lIb

llb

llb

lla

lia

lla

'la
lla

Ilb

llb

lla

l|a

Katowice, 07-01-2019

8 +4в з2 786

Certyfikujqca WугоЬу
п body fаr medica! de

Jвdпозtkа notyfi kоwапа Numsr
NoftfBdбody lD. No. 2774

TUV NORD Polska Sp. z о,rэ,
u|. Mickiewicza 29 40-085 K.atowioe

Dopus:cza SiQ kopiowania certylikatU tylko W пiечmiепiопеi l Capias о{ lhis cerlillcato оп!у

._,,.".*,-,l 
l L, l,;i{l,Цti.

uМопt

,]uro,

,l]uro.

,lр748

1р748

1р748

1р748

1р748

16748

rbz+B

lфив

1f748

11748

11748

J6748

rJTlB
rJzцв

rtzaB

1ч748

16148

18176

18г76

rB[ze

16f48

16148

16?48

lB{ca



ZАLДСZNlК пrl,зtrопа,,, / АNN

do certyfikatu пчmеr rejestracyjny t to cBrtificate
Rарогt пr i Rерогt No.: PL4125/2018-10

Тур / Туре

WуrоЬу medyczne do dezynfбkcii /

пёdlсdl dеviсQs for dislпfасtiоп

WуrоЬу / Products

Еffосtiчз ýensitivB Fоаm

Dr. Мауоr Ezo.Forte

Dr. Мsуеr КеrаSерl

0r; Мауоr Hydra Fоrtе

Dr. Мауеr ýопiс neutral

Dr, Mayer ýопiс grapgrruit

Dr. Mayor Energy

Dr, MayerAýpiclear
МЕDlSЁРТ Chusteoaki do

MED|SEPT Proszek do
ME0,1SEPT ProBzBk do
,ичklаrJеk i poduszвk

lИЕDl$ЕРТ Sргау do butбw

Podoline Espuma supeгficies

Роdоliпв ýрrау dеsiпfёсйпtе

PodolinB Toallitas ýlп Alcohol
podoline Dasinfectante

podoline Desinfectante

роdоliпs Dsýinfвctantё

ýiaiko Drill

ýiaiko SBpt

Siaiko ýBpt Extra

ýiaiko Sept Рulvеr

slaiko suck

siaiko wipes

ýaiko Zid

Nо, 1, page 3 of 3

obuwia rehabilitacyjnego

zabawёk геhаЬi|itаоу,iпусh,

listo раrа usar

Plus

Katowice, 07_01_2019

ý +48 з2 78s

тN р/м DD/0 1 31 l 41 25 l2o1 5
Wа2пу od l Valid frоm O2-02.ZO18
Wа2пу do l Valid unlil Оl-а2-20?1

Klasa / C/ass

powieachni

l|9

llb

llb
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lla
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lla

l}a

lta
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lla

llb

llb

llb

llb

llb

llb

llb
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lla

lla

X,ф,:Mr
фdnostka Cerýfikujqca WуrоЬу Medyczne /
[peпification body for medical deyjcBs

Jodnostka notyfi kоwапа Numвr identyfi kасуrпу 227 4
Notifiad Bady lO. No,2271
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. / copвs о/ #,iý cgrtlficala опlу withoйl
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11748

11748

11776

1Е748



W "*DIýE'T
of Conformity

Manufacturer:
рrоdчсепti, MED!-SEPT sp. z

21-030 Motycz,
Копорпiса 159с,

wе declare чпdеr оur sole that the medical device
Deklarujemy r,|а swojq wylqcznq odpowiedzialnoбci, 2е mеdусzпу:

Vеlох Wipes - Alcohol-based-formula
surfaces of medical equipment
Velox Wipes - Дlkоhоlоwе chusteczki do mycia i dezynfekcji powierzchni sprzQtu medycznego

of class: Ila; rч|е 15 ac,cording to Аппех lX of 93l42lEEC Directive
zostal zakwalifikowany, jako klasa lla; reguta 15
2010 w sprawiie sposobu klasyfikowania wуrоЬбw

z Rozporzqdzeniem Ministra Zdrowia z dпiа 5 listopada
пусh

соvегеd Ьу the Тесhпirэа| Documentation PW - lla, rеч.11, dated 05.02.2018
opisапу w Dоh,umепtасjiТесhпiсzпеjTD PW - lla, 11, орrасоwапеj dnia 05.02.2018 r.,

for cleaning and disinfection of

WЕЕС which apply to it.
2010 rоkч о Wyrobach Medycznych (Dz. lJ. пr 107, poz

uired Ьу the directive 93l42lEEC - {he
l
zwymaganiami Dyrektywy ж/4аЕWG - maiduie sf w

эх ll excepting section 4 of 93/42lЕГС

meefs all provisions of the directive
spetniajq wszystkie wуmаgапiа lJstawy z dпiа 20 mаjа
679).

All app|icable hаrmоrrizеd standards
detailed list in the Technical Documenta
Wszy stki е m aj,qce za sto sowa п i е поrmу
Doku mе ntacji Tech nicznej

Сопfогmitу assessment рrосеdurе:
Diгесtiче
Рrосеdurа осепу zgodnoSci: zgodnie z Zalqcznikiem 2

Certificate No. / Nиmеr ceftyfikatu И/Е; TNP/M
Expiry date / Data wa2noýci:01 ,02,2021

Konopnica, dnia 05,02.201 8

( ( 2274

sprawie wymagar1 zasadniczych oraz рrосеdur осепу wуrоЬбw medycznych.

Evaluation conducted Ьу Notified Body:
Осепq рперrоwаdzilа Jednostka Notyfikowana:

Ministra Zdrowia z dпiа 12.01 .201 1 w

TUV Nord Polska Sp. z о.о.
ul. Mickiewicza 29

40-085 KATOWlCE / Poland

31l412512015

wаldеmаг Ferschke
V-се Рrеzеs



YоUfr DlýFoýABLE EXcELLENcE

Declaration of сопfоrmiý of the product named
Ltdo to the песеssаrу requirements quoted in t|
modifications (Directiye 2007l47tCE ЪпсIоsеd), as
mentioned directive and successive modifications.

The соmрапу DISPOTECH Ltd - Via Mario del G
named DISPOPACK

uпdеr its оwп responsibility that the аьоче mеп
аý recommended iп the Directive 93/42lЕЕС (М

Being that the caseo the mапufасtчrеr will Set чр ап
as rесоmmепdеd in the епсlоsuге vII-4 of the above

Technical documentation of the product is conserved
Gordona (SO)-

Technical documents will Ье available fоr
date of the manufacturing of the product,
Directive and successive modifi cations.

The mапufасturеr declares that the above mentioned
rесоmmепdеd in the Directive 9з,|42lЕЕС and successi

dispotBch.colтl

|nctosu[e

according to the Artiole 17- Directive 93l42\CEE апd,

эdчсt satisfies all the necessary requirementt; i

modifications, and that will Ье sold with СЕ пrаr.
ive modifications.

Sede produttivrэ/uffici: 23020 GORDONA (SO) Viо а| па,29 - Tel, +39 0343 367 j l - t
]2 - e-moil: info@dispotech,it -Sede lеgоlе:2302rl сн|дVЕNNД rýO) Vio М. DelGrosso,

recommended iп the Епсlоsurе VII of ihe abdve

Chiavenna (SO) - manufacturing the product

ES

The company DISРIЭТЕСН, mоrеочеr, declares and rantees:о The above mentioned product satisfies all the n requirements as recommended in the
I, Directive 93/4}1EBC and successive modificati

о The above mentioned product belongs to class Iо The аЬоче mentioned product is sold in NON STE
r The аЬоче mentioned product IS NOT А DEVICE

LE packaging

О The above mentioned product IS NOT INTENDE FОR CLINICAL INVESTIGATION
R MEASUREMENT

the com authority, fог а period оf five уеаrs frоrп the laBt
aS rесоm in the enclosure VII of the above rцепtiопdd

ISPOPACK made Ьу the соmрапу DISPOTBCH
Епсlоsurе I, Directive 93l42lEEC and $uccessiye

d рrоduсt satisfies all the песеsýаrу reqrliremerJts
l Devices) and successive modifications.

F coMPLIANс

Сор Soc. € 100,000,00 i.v. - Р. iVA ОО67217аМ9 - R.E.A, l3 C.C,I.A,A. diSO - Uff. Reg,

procedure on the ехреriепсе so fаr асquirеS,
Directive and successive modifications.

offices of Dispotech srl Via al piano, 29 -2зо24



"YсUп CIlýPOýAB LE EX0ELLENсE

Others standards о1' rеfеrепсе:
European Directive gЗ/42/СЕВ and
Directive20 07 l 47 l С|Е)
Legislative Dесrее 24.02.1997, п.46
UNI CEI EN ISO l497l:20l2 ..Application 

of the
LINI EN ISO l3485:20l2 (..МеdЙаl dispositives-S
regulation intent)''
UNI CEI EN ISO 1522з-1 ed,.2()|2..Symbols used fol
чlЕN 1041:2009 (informations accobodated frоm tMEDDEV 3/93-rеч.2 Headlines about the System of ч
LINI EN ISo 900l:2008 '.System of adminislration for uality -conditions"MEDDEV 2.7.1 Headlines abou1 the clinical valutati of medical dispositives

04/08/2015 GENERAL MANAGER
(Massimo Mortarotti)

Sede produttivo/uffici:23020 GоRDоNд (SO) Ио ol .29 - Tel, +39 0343 3671 I )
Sede legole:23022 снIАVЕNNд (So) Vio М, DelGrosso, 'I2 

- e-moil; info@dispotech,it - ww]i

diвpotech.carтl

integrative modif,rcations

inistration of the dangers of medical di

the labelling of medical dispositives''
соstцmеr of medical dispositives)

ilance of medical dispositives

Сор Soc, € l00.000,00 i.ч, - Р. lVA 0о67217о149 - R.E.A, lз C.c.l.A.A. diSo - Uff. Reg. lmр, So 00672,170l

ves"
s of administration of quality - i

%бз6000ч



dispotBch.cofn

YоUк DlýPoýABLE EXOELLENCE

Declaration of сопfоrmitу of the product na
DISPOTECH Ltd, to the песеssаrу requirements с

luation рrосеdurе on the experience so far acquired,
ntioned Directive and successive modifications,

Technical documentation of the product is conserved i the offices of Dispotech srl Viа al piano, 29 -23020

successive modifications (Directive 2007 l47lCE еп ), as rесоmmепdеd in the Епсlоsчrе VtI of theаьоче mentioned directive and successive modifica

The соmрапу DISPOTECH Ltd - Viа Mario del
named DISPO COVER

Chiavenna (SO) - manufacturing the product

DECL

чпdеr its оwп responsibility that the аьоче mепt product satisfies all the песеSýаrу rеqшirеmепts
аý recommended in the Directive 93i42lEEC (Med l Devices) and successive modifications.

The соmрапу DISPOTECH, mоrеочеr, declares and
о The аьоче mentioned product satisfies all the nec requirements as rесоmmепdеd in the Enclosure

I, Directive 9з/42/ЕвС and successive modificati
a The above mentloned product belongs to class I
о The above ment.loned product is sold in NON ILE packaging
о The above ment.ioned product IS NOT А DEVICE OR MEASUREMENTо The above mentioned product IS NOT INTEN FOR CLINICAL INVESTIGATION

Being that the case, the mапufасturеr will set up an ev
aS recommended in the епсlоsurе VII-4 of the аЬоче

Gоrdопа (SO)-

Technical documents will Ье available fоr the
date of the manufacturing of the product, as
Directive and successive modifications.

The mапufасturеr declares that the аьоче mentioned
геооmmепdеd in the Directive 93l42lEEC and successi

fоr а period оf five years from thrэ last
enclosure vII of the аьоче mentioned

t authority,
nded in the

modifications, and that
according to the Article l7- Directive 9Зl42lСЕЕ апd, ive modifications.

satisfies all the песеssаrу requtrements as
;will Ье sold with CI] rпаrk,

,l.

л

Sede legole:23022 сн|дVЕNNд (So) Vio М, DelGrosso,
Сор Soc. € l00.000,00 i.v, - Р. lVА ОО672]70149 - R.E.A. 4

Sede produttivo/uffici:23020 GоRDОNд (SO) Vio о| , 29 - Tel, +39 0343 36567
'l2 - e-moil; in ,cOm

F coMPLlANc

'l3 C.C,l.A.A. di SO - Uff. Reg. tmp, SO ОО67217О149

ýil,ýlж, "ýжLffii ;i'ЖfudФa ..''жaffiffi ,i :]



dlspotech.cofir

YQIJK DI|ýPOýABLE EXOELLENCE

others standards оf rеfеrепсе:
European Directive 9З/42/СЕЕ, and
Directive2007l47lCE)
Legislative Decree 24.02.1997, п.46

ve integrative modifications

LINI CEI EN ISO 1497l:2012 "Application of the
LJNI EN ISO l3485:20l2 ("Medical dispositives-S
regulation intent)"
UNI CEI EN ISO |522З-| ed.2012 "Symbols used the labelling оf medical dispositives"
LINI EN 1041:2009 (informations accomodated frоm
MEDDEV З/93-rеr,. 2 Headlines about the system of

costumer of medical dispositives)
igilance of medical dispositives

LINI EN ISO 900l:2008 "System oГadministration quality -conditions"
of medical dispositivesMEDDEV 2.7.1 Hc:adlines about the clinical valutati

з\l03l20l5 GENERAL MANAGER
(Massimo Mortarotti)

Irа(iVа: Via Al Р[апо,
23020 Gогdопа (SO}

Sede produttivo/uffici: 23020 GОRDоNд (SO) Viо ol
Sede |egole: 23022 CH|AVENNA (SO) Vio М, Del Grosso
Сар Soc. € l00.000,00 i.v, - Р. lVA QО67217ОlД9 _ R.E.A,

,29 -Теl, +39 0343 367'l l
8/l2 - e-moil; info@dispotech,it - www,
72]3 C.C.l.A.A. di SO _ Uff. Reg. lmр, SO 00672l

of the dangers of medical di
of administration of quality -

,?6-озьOооa}{?
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