
CERTIFICATO СЕ
Certificato п. 1916/MDD

Dichiarazione di approvazione del Sistema qualita
(SЫеmа completo di garanzia qualitd)

\/isto l'esito delle verifiche condotte in сопfогmitа all'Allegato ll. соп lescluSione del рчпtоа, della direttiva 93/42lсЕЕ е S,m,l ' Sl dichiara che ra оiйа: 
' """ ''

тЕснNlх SPA
24050 GRASSoBB|o (BG) - VlA Е. FЕRмl 45 (lTA) - ltaly

mantiene negIi Stabilimenti di:

24050 GRASSoBBlo (BG) _ VlA Е, FERMI 45 (lTA) - ltaly

uп Sistema qualita che assicura lа conformita dei seguenti prodotti:

Apparecchiature mobili реr radiologia
Modd, PROSUDE з2 в: PлOSL|DE 32 SR

ai requisiti essenziali della direttiva suddetta ad essi appllcabrli (lп tutte lе fasi dallapгogettazlone al сопtго||о f|na|e) ed е Sottoposta arra sо-е9Папrа рЪчrsrа dal punto 5dell'Alleqato ll,

R ferimento pratiche lМQ:
D\4,16-0004422_o1

Questa Dichiarazione di approvazione ё rilaSciata dall'lMQ S.p.A. quale organiSmo
__ notificato per la direttiva 93/42lсЕе е s.m.i.
ll пчmеrо identificativo dell'lMQ S.p.A. quale organismo notificato ё: 0051.

Елеssо /,

Data scadenza:

2016-11-25

2021-04-27 lMQ

€<:>
-_<__-tlъ

ФllulQý
l3llllJlo пlalлхо ml llкlllo в оедlrл,

|MQ s.p.A. - 1_201З8 Mi|ano
via Quiпtiliапо4з
tel + 390250731
wvyw.iпч,it

Чт9_9рIчз!Чт.9i approvszion€ ё sogg9tta sltý condizioлi р,sчЫо da||.lмQ nel .Regol8m€nto 
рэ. 

'sс9пmсаzюпб сЕ dбi(ligpoýitiй medicl in base alla diretliva 9з/42,сЕЕ.



ЕС CERTIFICATE
certificate No 1 91 6/MDD

Full Quality Assurance system Approval certificate

оп the basis of our examination carried oul according to Аплех ll, excluding section 4, of
the Directive 9Зl42lЕЕС and its revised чегSiоп, We ЁеrеЬу certify that:

TEcHNlx SPA
24050 GRASSoBBlo (BG) - VlA Е. FERM| 45 (lTA) - ltaly

mапаgеS in the factories of:

24050 GRASSOBB|O (BG) - VlA Е, FERl\rl 45 (lTA) - ltaly

а quality asSurance System enSUring the conformity of the following products:

Mobile radiographic units
Туре rеf, PRoSLlDE 32 В; PRoSL|DE З2 SR

Trade mark PRoTEc

Wlth the relevant eSsential reqUirements of the aforementioned directive (from desi9n to
final inspection and testing) апd it is subject to survejllance as specified in section 5 ofАlпех ll.

Reference to lMQ files Nos:
DM,16-0004422_01 ,

ThiS Approval certificate is issued Ьу lMQ S.p.A. as Notified Body forthe Directive
93/42lЕЕс апd its revised version.

Notified Body notified to European commission under пчmЬеr: 0051,

Dale:

Expirying Dale:

2016-11-25

2о21-04-27

-ж=-с)__-<-t==
lMQ

Е

This.Approval c€rtificato iý subjeclod to tho рrоиýiопý laid down in thё "Rules fог man9gjng th. ЕС
cedification of M€dical Devices оп the baýiý of the Dirýctive 93/42lЕЕс'.

ФlшQý
lrtirl.lo nll,alto йl |aiqa' i cýýnt

iMQ ý.р,Д" - |-201З8 Milano
\ла Quintii'ano 4з
tel. + 39 025о7з ,
www.iгlq.it



cERTlFlGATE

ThjS iS to certify that the соmрапу

PR@TEG
1,1]л]чl SPlRI.]. лlJlL1,1}

has implemented апd maintains а Quality Мапаgеmепt System,

Scope]

?":,9n gn9 developmenl, production, Sales, lnstallalion and servlce ofлulоmаtеd x-ray fllm рrосеssоrs апd accessor,e5
Appljcation SоftWаге for picture archiving, pjctUre commUnication and ima9e proCeSSing SyStemSin diagnostic radiology and for ima9ing Йеtr,оОs,
conversion systems for digital ima9ing iп diaqnostic radioloov

i:*rлi: _1Т 9i9ital, 
stationary and mobrte Баsiс Оiаgпоrri'r-,"у .yrt".r.Lomponents and accessorieS for baSic dia9nostlc х-rф systems,'

Through ап audit, documented in а rероrt, регfоrmеd Ьу oQS Medizrnprodukte GmЬН, it WaSverified that the management system iulfilis the ,"qчir"й"йоi йъttоwiп9 standard]

DlN EN lSO 13485 : 2016 + Веr. 1:2017-07
EN |SO 13485 : 2016 + дС : 2016

PROTEC GmbH & Со. KG
ln den Dorfwiesen 14
71720 oberStenfeld
Germany

lSO 13485:20,1б

certificate regiStration по.

certificate uniqUe lD

Effective date

Expiry date

Frапkfчrt аm Main

з7550з мр20,] 6

170704464

2018- 1 0-,12

?021-10-11

2018-10_12

l{ DAkkS
Akkled ne.!.8ssle е
D zM 160210].оо

DQS Medizinprodukte GmbH

/.аоо"-
Slgг d UhIеmапл
Managing Dlrесtоr

AUgUsl Schanz-Ska8e 21 бО4ЗЗ

,/аL
Dr Thomas Fеldmапп
Head of cerl ficatlon Body

Tel. +49 (0) бg 95427 зOо.



cERTlFlCATE

This iS to certify that

о
- i(o)l г

lSO 9001 r 2015

certificate registratlon по.

certificate unique lD

Effeclive date

Expiry date

Frапkfчrt am Main

,I,tjлN{ 
SPlR1,I,,\BII_I,гY

has implemented апd maintains а QualitY Management System,

Scope:
lп the Sесtогs of human medicine, veterinary medicine and non-destгuctlve testin9 / NDT fог lhe
Design and development, production, sales, installation and service of:
Automated х-rау film proceýsors and accessories,
Application SoftWare for picture archiving, picture commUnication and image procesSin9 SystemS
in diagnostic гаdiоlоgу and fоr imaging methods,
СопчеrsiоП systemS for digital imaging iп djagnostjc radiology,
Analogue and digital, stationary and mobile, Баsiс dia9nostii'x-ray systems,
components and accesSories for basic diagnostic x-rjy systems,'

Through аП audit, documented in а rероrt, it WaS Verified that the management System
fUlfills the requirements of the following Standard:

з75503 QM 1 5

170704463

2018-10-12

2021-10-11

2018-10-12

PROTEC GmbH & Со. KG
lп den Dorfwiesen'14
71720 oberstenfeld
Gеrmапу

г-э/')Llý

( пдккs
Akkled,nalLnзss!ell€
D zM 16021 02 0с

DQS Medizinprodukte

/Иоr,.-.
s grid Uhlеmапп
Managlng Director

A!qusЪSchanl-SlraBe 2] 604ЗЗ
теl, +49 (0)69 95427 300,



((02 ЕG-Копfоrm itёtsеrklё ru пg
ЕС Dесlаrаtiоп of Сопfоrrпitу PR@TEG

Der Неrstеllеr GmbH & Со, Кб erk art, da55 dle PrOdUkte
The mопчfасtчrеr GmЬН & Са. KG declares, thot the prodUct5

н а ndelsna me
Trode Nome

Gепеrisсhе
Gепепс product

RAPlXX DR-System

UmwandlungSsystem f[]r die di9itale Bildgebung in der
diagnostischen Radiologie
Diagnosllc л roy dцiIal mаg;пq ( опче|\юп sy\rem

lйоdе lе
Б=lг,-,

l

lt4odeIle

RAPlxX 4ззбм] t Es Witi set
RАРlхХ 4з]6М2F ES WiIl sel
RAPlXx 4]4зд/ ] F tS WiF l jet
RАРlхх 1за 3|,1:Г [s'"|,/ltl iel
RAPlxX 4з]бNl ]Г L! (с ScI
RAPIxX 4з.]6[42t t5 сс Sel
вдрlхх .1]4 Jjи lг г\ ( ( \.t
RAPlxX 4за]М.]Е Ё5 с(, SiT

8ЕF

RAP]Xx 4ззбi\,1] i WiFi
RAP|XX 4з4зм]iWiFi
RAP хх 4]43M]ix сс
RAP|XX 4з4зм ]V сс
RАрlхх4з4зм2Vсс
fiАр хх4ззбмlчV4
Rдрlхх 4з]6м2ч V4

Sel

Klassifizie ru пg ,/

den Апfоrdеruпgеп
5ind (ein5ch]ieBlich al]er

mее( the рrочБiопs
аmепdmепls ю |he dore

D]e Konform
Conformity
obove.

Агп Konform
Notified Body

D е5е Erklarung r5t bis:
Ехрirу dote of this

ln аl]еiпigеr
under sole п

PROTEC GmbH &
lп den Dorfwiesen ]

7r 720 oberstenFe]d
Germany

DQ5

Klasse llЬ (nach RL 9Зl42lЕWG Апhапg ]Х; Rе9е 1О)
Closs llb (occording to Dilective 9З/42/ЕЕС Дппiх lX; Rule 10)

Richtlinie 93/42IEWG iiber Medizinprodukte entsprechen, die апWепсih.]г
AU55te Un9sdatUm gOltigen дndeIun9sIIcht]inien]

Device Directive 93/42/EEcwhich opply ta thеп) ilo.1rd 1,1aii .)|||

пuпg еrfоlgt nach dem Verfahren gеmЭВ Апhапg ll der о,9 Richtlin]e
is corried out iп ассоrdопсе wlth lhe prorcdure set aul iп дпйх ll ol the Dlrecrtve

sverfahren beteiligte Вепаппtе Ste е|
l he сопfоr m i ty as sessmenl pr ас ed u r е :

GmbH, August Scnanz Str.21,6О4Зз Frankfurt am Main, Nr.0297

202 ] ]0 ]l

Ung ft]r die AU5Stellung dieser Еrklёruпg:
fol issuIng this dесlаrоtiоп:

obeыenfeld, 20l9-0З 29
Unterschrift / Sig natr.]re:

йьЁхl
t rank Baisch

Mana9inq Dile(tor Те( h!roloqy

Do(_HAPlXX_vl 7_20l9.0]-
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