
ýмо
Ес cERTlFlCATE
certificote No 7З6lмDD

tull Quolity Assuronce System Approvol Certlficote

Оп the bosis of our eХominoiion corried oul occording io Аппех ll, excluding seciion 4, of ihe D]reciive
9Зl42lЕЕС ond its revised verýion, we hеrеЬу cerlily 1h01:

vlILA slsTEMl MEDlcAtl sPA
20090 BucclNAsco {Ml) - VlA DELIE AZALEE З (lТА) - lioly

monoges in ihе toctory of:

20090 BUcclNASсo (Ml) - vlА DELLE AzALEE З (lTA) - lioly

о qUolily ossuronce ýyslem ensuring lhe conformiiy of ihe following рrоduсЪ:
ГПroIorcophlc/rodloglophlc tоЫе5

x-loy lmoge systems

x-Ioy syslems

Moblle llUoIoscophlc/lodlogIophlc Unl13

Moblle rodlogIophlc Unlls

Туре lef, Дs lo document "7З6lМDD ЕС ceгtificoJe Дппех - Devices List' rеч, l doled 2020/0] / l5; volid
only if provided with lМQ slomp,

wiih lhe relevonl essenliol requiremenls of the oforemeniioned direclive (from deýign io fino] inspeciion
ond iesling) ond ii Ь sut],]ecl lo surveillonce os specified in seciion 5 of Аппех ll, Fоr closs lll devices, thb

cerlificole i5 vo ld only wiih lhe relevonl ЕС Design-Exorninoiion ceri]ficote of Аппех l1,4,

Reference io lмо files Nos:

]0AEOcl02l;l0AE00]24; l0АF0007l;]0Аt00l95i ]ОАН00030; l0Al000l2j l0Al000l3j ]0A100222; l0AJ0004l:
]0AK00074j l0AK002]0; ]cAM00l ] ]; ]0AN0008-4j l0Ао0с002 l0AN00] 25j Dмl5А05з62] 6-0l;
DMl5д0524865-0];l0дo00l7ЗjDMl6-00044]9-0l;DM]6-0002l8];DMl7-00l0457-0l;DM]9-0037201-0li
DM2D004868$0].

Thl. Applovol Сеrtrlсоiё Ь l3зUеd Ьу lМQ s,p.A. о5 Nolffled Body 
'ol 

lhe Direclive 9Зl42lЕЕС ond lt3

revlsed velslon. 1,1olilied Body notified to EUropeon commission Under nUmbel:005l,

2004-04-0l
2о2о-02-а4
20l9 04,05
2a22-o9-2l

Thl!Jý о tlоп!lоllол ol iЬё llоliолlехi, whl.h Drevoil9]h со5ё ol dоUЬЬ

lMa 5.р.А. l |-20]З8 Milon{)

lVio Qujn]iliono 4З 1

irvw.imo,it .
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Allegato а|

";;;.l vllla slstёml Medl.ali
Trade mark: 

_

i

L

cale8oria di Prodono: Iavoll 1luoror(op(|/radioBlafici

certificato сЕ 736/MDD _ Еlепсо

7З6lМDD ЕС certificate Аппех - Devices List

Dispositivi

.ev. 1 del 15/01/2020
,ev,1dated 2020/01/15

l

]
APoLto; APoLLo DRF;APoLLo Ez;APotLoEz DRF

sirtemiper radioloBi. con lnl.nslrlcatore di immаgiпi e..t.n. tё!ev]r|va

lBsYsTEMs

_l

cate8orid diprodotto: s,rleml per.adiolo8la

plodUct cateBoryl Х rау lystefrs

M.a.lIn:
MovlPtAN ic

тчре rel

cateвorla dlprodono: Apparec.hlature mobill per radlologla.on i.tеп5lllсэtоrе dI lmmа8lпl е фtе.а tel.vlriv.

PIodUct саlеаоry MobLle fl!oroзcopic/rad ographic !niG

ARcov|s З000 Rj Ancovls З000 s

дрраrессhi.tU.е fr oblll per rad|olotla

Mobile radio8raphic Uп ts

-l
l

vlslтoR Т4; vlslтoR Т30 С; vlslТОRТЗ0 c-DRivlslтoR ТЗ0 М; vlModello:

IYpe re|
.

vlslтоRт3OR;vlslтоRiз()R-DR;vlslтоRт4OмjvlslтоRт4Oм-DR

г
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lмQ s,!А,-vцoUlNnLlANo, a3 - 20]з3 MltANo ITALY
м.пtсmяS'.m'оtrФ-.Ь!Ф(h9о

- l,:;iNet -

9E_llLl|9Al9I 9124.vlszсЕRтFrсдтЕ N.
slcERTlFlcAcHE lL ýlsTEMA QUAIITA, Dl

wE нЕRЕвY сЕRтIFY тнлт IнЕ QUALITY ýуýтЕм орЕмтЕD ау

vlLLA SISTEMl MEDlcALl SPA
vIA oELLE дzАLЕЕ 3_ 20090 BUcclNASco (MD

UNrгА, oPERАTlvE / орЕя^пчЕ UNlTs

vlADELLEAZALEE з- 20090 8ucclNASco (м0

Е, coNEoRME л[л NoRM^ / /ý /n соирalАlvбЕ штн тнЕ srА/чодлD

lso 13485:2016
PER LE ýEGUENT|ATTlvlTд | FоR тнЁ FoLLawNa дстчlтlЕs

Ргоgеtьz]оп€, ргоdчzlопе immissiолб in соmrпегсiо, conmerciali2zazioлe, installazione о asýislenua
post-vendlta diprodotlinel зеttоr€ della diagnoýlica per immaginl nel саmро dolla Ёdiologia

Dёsigп, папulасlu.е, рlэdпg оп tле markel tаdе, iпslallalion апd after-sal9
seryice ofprcdllcls /n lhе аrеа ot фаgпоsliс Ьу Xray images

U t.@i iпloffn roni nquad..i l.ррliФЬillia dёl ..q!isl( lso 1345 2о! б роýпо .вф оtl..чъ Фtuluлdо fо.сыl,z.jоп.
Fulhф с!аffi.ruф' Бо.Elпq l4 .ррlb.ылц ol lso |зlaraоlв в1Olй.лЕ й.у Ь. оЬl. ъd Ц сопМПпý h. d9.пЬ.Поп

lL рRЕsЕNт€ cERTlFlcA,lo E,soGGETTo AL RlsPETTo DEl_

RЕGоцмЕNто P:R [^ сЕiтlFlс^zlоNЕ DЕ, slsTEMl Dl GЕsтlоNЁ

тнЕ UsЕ АNа-|нЕ чдLlоlтY аF тя€ сЕят,FlсдтЕ srиц s,qт,sFy тяЕ
RЕФUlаЕмЕrтs 9F ,нЕ RUrEs FoR сЕRпFlсдIlоN оF мплjАбЕмЕNт sYsтЕл,s

олтЕ| ?RlMAcERTlFlcAzloN€
FlRsT cERTlFlcATloN

1998_0з-27 2018_07-11 2020-05-29

fiм
оrcm lft d ф.\а!сЕ +dФ с sa
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Letter of Authorization

То |eп.ler coпrrlittee IMSP SR ВаЦi:

То l|hortl Il Ма! Сопсеrп:

We, VILLA SISTEMI MEDIсALI SPA, located iп ltaly - Buccinasco - via delle Azalee З,

herewith authorize M-INTER-FARMA, located at str, GгепоЬlе 2З, chisinau, MD2025, Republic оf
Moldova, as follows:

. As our Exclusive Authorized Rерrеsепtдtiче to participate in Public Tender No. lgЦliildIj:
N,{D-l58642892072] (ID: 21021980) оп 18 Мау 2020, and, subsequently, to negotiate and to

sign the contract, to make delivery, installation, to train the реrsоппеl of the end user for work
with the equipment, and to perform wаrrзпtу and after wагrапtу sеrчiсе f'оr tbe provided vILLA
SISTEMI MEDICALI SPA products iп the RерчЫiс of Moldova,

. Is approved in сопеsропdепсе with the conditions оf directive 9зl42lЕЕС to реrfоrm The
Notificationл.egistration ofmedical devices to the Аgепсу ofthe Medical products апd Medical
Devices and the inclusion in the Register ofthe medical devices manufactured Ьу US (medical

Х-rау equipnient), in territory оfRерчЫiс ofMoldova,

. we declare that the соmрапу mentioned above is authorized to rеgistеr, notify, rепеw оr modiry
the registгation of medical devices manufactured Ьу VILLA SISTEMI MEDIсALI SPA in the

RсрчЫiс of Moldova, and to реrfоrm Essential Duties associated With such equipment aS

required Ьу Moldovan LawNo. 102 09.06,20l7 rеgаrdiпg medicaldevices.

This Authorization letter is valid until DесеmЬеr з |, 2025 ог till conclusion of all contracts,

2020 stamp

Digitally signed by:Mauro Scilligo
Date:14/04/2020'l4:25:09

S igпDate

vlb ýsrфi Medaal fuA

20сЕ0 aocoEýrc - tбly

i]]]rt l, ,ii,t l')] ]]1 ];lir
]:, Piv,\ l(]ar)l)Ijal: l
R,! 1 ML]ril]il, R, v1 t iх * -9 oj d )tг,glОб a.Ё/..+?р..i ij,"] rп

fo,й



trýп!п
The Manufacturer's Declaration

То leпder Сопlrпilее IMSP SR Bal|i:

То |У'hоп Il Ма! Сопсеlп:

we, VILLA SISTEMI MEDIсALI sPA,located iп ltaly- Buccinasco - via delle Azalee З, declare

the follovr'ing:

r M-INTER-FAR]VIA s.A., located at str, GrепоЫе 23. mчп. Chi9inau MD2025, RерчЫiс of
Moldova, is the authorized and c€rtified servic€ сепtеr in RM for рrе-sаlе, service, and post-

sales Service and mаiпtапсе ofthe equipment Ьу VlLLA SISTEMI MEDIсALI SPA,

. As the manufacturer, we gчаrапtее очr products against defects in materials and workmanship,

and provide services based оп the standard terms and conditions ofour warranty policy,

This Declaration Letter ь valid чпtilзlth December,2025, ortillconclusionofallcontracts,

Datc 2020 stamp Signaturc

Diq(ally Signed by:MaUro scllllgo
Dale.1 4 l о4/ 202о 1 4|25|42

vilЬ 9-.tкli Medkan 5рА

2aю90 Bucci*lio - tёlч

a:npirrb { i.с €j l З15']no
tjF р]чд ]ooi2ollo15]
в,Е 

^. 
MllJ;/.]"j.R,, !]l l.x *]9 tjj a]Jllj92oб clrezlJne(rpкM Ь5п.;ф
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