Data;

FORMULARUL OFERTEI (F3.1)

21.12.2018

Licitajie publicd Deschisa

Catre:

.M.S.P. Institutul de Cardiologie

SRL/Sanmedico declari ci:

a)

b)

c)

d)

f)

h)

Yr? /
Semnat: MQ'&"WM-H? L.§

Au fost examinate $i nu existd rezervari faja de documentele de licitaie, inclusiv
modificirile nr. (n/a);

SRL Sanmedico se angajeazi sa furnizeze, in conformitate cu documentele de licitatic
§1 condifiile stipulate in specificatiile tehnice si de formare a preturilor, urmitoarele
bunuri si/sau servicii: ,,Echipamente medicale, Reagenti pentru laborator 11 2019

Pretul total al ofertei constituie: Suma totald farda TVA: 370 830,00 lei (Trei sute
saptezeci mii opt sute treizeci lei, 00 bani);

Suma totald cu TVA: 403 952,40 lei (Patru sute trei mii noud sute cincizeci si doi lei,
40 bani);

Prezenta ofertd va ramine valabild pentru pericada de timp specificatd in FDA4.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2.. va
ramine obligatorie $i va putea fi acceptatd in orice moment pini la expirarea acestei
perioade:

In cazul acceptirii prezentei oferte, SRL Sanmedico se angajeazi si objina o Garantie
de buni executie in conformitate cu FDA7, pentru executarea corespunzitoare a
contractului de achizifie publici;

Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS5.4:

Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza
prevederilor legislagiei in vigoare sau a regulamentelor cu incidentd in domeniul
achizitiilor publice, in conformitate cu punctul IPOSA.5;

Nume: Vitalie Goreacii

In calitate de: Administrator

Ofertantul: SRL Sanmedico

Adresa: mun. Chisinau, str. Petricani 88/1 of.10,
Data: 13 Decembric 2018




STEINS 30IEIALDS eSS
IO[UNUNG TR TATIAL U] UL

e /| [ ® poupeds glupuadya ap i ap pugwInN 1T
HISEALSS 15 LINUNG 2P LITIAL U INJRUELINO
e G| 2 gepuad plusuadza ap e ap nupmng T
T g PINES0INOD BT aps ap e 1 od npmap 18 2junsad sy moy | SR FD I E.nﬂ.._.a.u:_ T
fraupred oy ipuad spunl pow SAALMAG
il nuogEdqo e wund ea anea) ie0sy susmd 101 3001 WS [piece dinauy | fp WO wuajuod JOPEOIEIUN ANT0D EIA A JORALAIC &l
o E0sY (s mjuepago nausd) s od mrzedun
AWMU UL 0 |8 Wrzuone mmnuss 2081y anusd wansiwsmduyemaosd texauy | 2 = nguad ERILEL0 (I ELIPE AP [Eny £l
£ Apuduns
up “sns B ap rueniso) ul genanes eleueo)n geog sundap es widesosy g ouaued amsag | me_H__E VAL B JRFIN 3 i s Ll
L XIPUAEA FEOM PR -5
DUIDOSY 18 [[ENPIPT] UL H TE-DE-Z9 (ZZ0) B fuagala ),
- S - 0T 0 "T/88 Wweanay s ‘Reuhiyd unw TSIy
SIRY pARD PRIEIINO D DTN 300 o mpodngee i jod nerap gk Al MR Oy = _ RIIALND 15 U 3D nao]
- -- ajatuny |
o B IR ELIAI0 [ IEZLIOInE
Injrsaaosd @ plusind edenng In[nidm| wne - imnenazaadas aadsap silrwaoguy 6 |
S [edsty o nsanoned sd Smuean asasol i = v
= &= . rzodanue 3p swmdwoy
) = TP
gzt giins 1§ ehumuas nes [uegnzay IS E2ne o o
Aue o iwnn namnaed 2 sasoud U i - inpruogganposd [ 0pngLIsLIEo) ueaEy
TS fipy i 150) € NES 2159 JMUELag0 29 ug 2@ puiad BTV P " i IHEANPOL]
EAOPOY BN ARY ENEND i iy By apenuos
YR MNHQELIDIN A O EMNCEICIILOD ENOUOINE QO 3P TR0 [fERS Ul AR 35d5ap _ MU LD 3P GETg od BIRIPL 0D rlswo’y INIJUERLI JB LISIREIE 2 [nIN1R)S N
IHSIREIED 11230 10d 250 JO[IUEG AR NE] 15 X321 ‘TOJA|A 9P AN TSAUPE ‘BanuNUAC T 2661 [MUE AL U20] OF InIUELEYe pnsiEam jnuy e
. TIILINE | & 2y
¥ don irxoue i sol m deswnueg aEnanse ap we g o Jojuonpn apapmode pEnw aspundsyy no AR0E BN PUNT DRI UETI0 P puuo
nes ‘eapad ¢ yrposd ap pliere|39p nas mpumay UG Up SSEND nes aEpuRul auEediy K3 FIRALL] . o . anepatadon
- uEpuvoy pivwso) g | EIRII 22PUNSEY 1 IR0 INIUELIC JE 2PN s .
spaitodsp psuredigos 6 dn "y nupadqoi0 )y NS IRUEID) s
N i fronpoud op eawsedes putaud mmag Fi ‘U 7MW TADPI Baqnday el uompuepago B ogmpunl esapy Tl
maesiignl LOpawES™ g impniuELape @ apunl ajpwnyg ‘15
dopumunaop dudos dexaue 8 drswneg HELauaE nivuiogng 1
(o1 JEOUEQ 0D ULIp SENX3  CAmMpar :
EMEAL P NS Qemann Erdes nes g HEnpiaipo) uwaa oy
., B & Ay, IUEQ) AMEIIUEUY 50531 PP M| qruodsic) £ R
() ._....H i .L“.u_m_ uip pwEn SIS BN AriEmT]
U argaaad prouad smamd ad aneps TTIrTE
o Bl 25 mpy . | Lnung ap J0JURIAI B ORIRIAUOW B3O TE v e
| (EEA INY LU0 THISAA ALLYINHOANT HY TWHOA




DECLARATIA PRIVIND CONDUITA ETICA SINEIMPLICAREA iN
PRACTICI FRAUDULOASE $1 DE CORUPERE (F3.4)

Data 21.12.2018
Licitatie publicd Deschisa
Catre: LML.S.P. Institutul de Cardiologie

SRL Sanmedico confirma prin prezenta ci:

I. - Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii,
partenerii nostri sab rudele sau asociati ai lor nu este in relatii care ar fi putut
considerate ca un conflict de interese, conform prevederilor din documentele de
atribuire,

2. In cazul in care vom afla despre faptul unui conflict potential, vom raporta
imediat informatia respectivi citre autoritatea contractanti.

3. Nici unul dintre angajafii, companionii, agentii, actionarii, consultantii,
partenerii nostri sau rudele sau asociatii ai lor nu a fost angajat in practici de corupere,
escrocherie, complotare, constringere sau alte practici anticoncurentiale in procesul
pregatirii ofertei din cadrul prezentei licitatii, conform prevederilor din documentele de
atribuire, punctul 1PO10,

4, In legaturd cu procedura respectiva de licitatie §1 cu orice contract care,
eventual, ne va fi adjudecat ca rezultat al acesteia, nu au fost, nici nu vor fi efectuate
nici un fel de plaji catre angajatii, companionii, agentii, actionarii, consultantii,
partenerii nostri sau rudele lor, care sint implicai in achizitia publica, implementarea
contractului i aprobarea platilor contractuale in numele autoritatii contractante.

-. _ /
Semnat: | Ay
Nume: Vitalie Goreacii
Functia n cadrul firmei: Administrator

Denumirea firmei i sigiliu: ~ SRL .Sanmedico”




ORDIN DE| PLATA MR, :| 666 TIP.DOC, 1 :
DATA EMITERII:20 decembrie 2018 :
PLATITI:| 3709-00 LEI: Trei Mii Sapte Sute Noua lei 0 ;
0 bani
PLATITCOR{ (R) SRL SANMEDICOD CODUL IBAN:MD34VIN22241400000157MDL
' CODUL FISCAL :1003602008154 / ;
| : ;
_EeEs=meme= =l=lu_====qhl£====l-ﬂ=l==_—wﬁ====l‘lﬁ::====qh‘====l=-::=l===ﬂ-l====FI“:

PRESTATORUL PLATITOR
TABANK SA qil 14 Chisinau

BC VICTORH

CODUL BANCII:
VICBMD2Xd46;

S =:==uw-::=||:l==:;|u|=====l|*l====|:lﬂ|====:=|u====='B;.|:====u—————n===_—,=|g=:

BENEFICIAR (R) INSTITUTUL DE CODUL IBAN:MDY8MLOOOCOCG002251802161

CARDICOLOG

IE

CODUL FISCAL ;1003600150613

+

s mE s s T EE s o mNs s  E  ——— R AR S ST lE e o e e ————

PRESTATORUL BENEFICIAR

CODUL BANCII:

BC"Moldindconbank"S.A. suc,"Testemitanu" Chisinau :MOLDMD2X302:
DESTINATIA PLATII:PLATA PENTRU GARANTIA :

PENTRU OFERTA LA LICITATIA PUBLICA NR.21:

TIPUL TRANSFERULUI 3
: Mz

002487 DIN 21.12.201B Fara TVA, - :
o rlh|====='n==a====nh=====-—-ln1======|u1=: *
CODUL TRANZACTIEI:001: :
DATA PRIMIRII:20/12/2018 : :
DATR EXECUTARI[: : :
SEMNATURA PRESTATORULUI : :

MOTIVUL REFUZULUI T

https://client dotbank.md/BOL. WebClient/Reports/Print/F iles/b6b2cc33-¢690-4457-9

e

Page 1 of 1

12/20/2018



Declaratie privind situatia personala a operatorului economic {F3.5)

Operator economic
SRL Sanmedico

Subsemnatul, Vitalie Goreacii, Administrator SR Sanmedico, in calitate de ofertant, declar
pe propria raspundere, sub sancliunea excluderii din procedura de achizijie publica gi sub sanctiunile
aplicabile faptei de fals in acte publice, ¢i nu ma aflu in situatia prevazuti la art. 18 din Legea privind
achizifiile publice nr. 131 din 03.07.2015, respectiv in ultimii 5 ani nu am fost condamnat prin hotardre
definitivd & unei instante judecitoresti pentru participarea la activitdyi ale unei organizatii criminale,
pentru coruptie, frauda gi/sau spalare de bani.

Subsemnatul, declar ¢a informatiile furnizate sunt complete i corecte in fiecare detaliu si
infeleg cd autoritatea contractantd are dreptul de a solicita, in scopul verificirii si confirmarii
declaratiilor, orice documente doveditoare de care dispun,

Subsemnatul, Vitalie Goreacii, Administrator SRL Sanmedico, in calitate de ofertant la
procedura de Licitatie Publicd Deschisd pentru atribuirea contractului de achizifie publica, avind ca
obiect ,,Echipamente medicale, Reagenti pentru laborator I1 2019” codul CPV 331 00000-1, la data
de 21.12.2018. organizata de IMSP Institutul de Cardiologie. declar pe propria raspundere ci:

- nuam intrat in faliment ca urmare a hotiririi Judecitoresti:

- mi-am indeplinit obligatiile de platd a impozitelor, taxelor si contributiilor de asiguriri sociale:

- nu am fost condamnat, in ultimii 3 ani, prin hotdrirea definitivd a unei instanfe judecétoresti,
pentru o faptd care a adus atingere eticii profesionale sau pentru comiterea unei greseli in
materic profesionali;

- toate informatiile §i documentele prezentate pentru procedura de achizitie mentionata mai sus
sunt veridice si autentice:

- nu suntem inclusi in Lista de interdictie a operatorilor economici.

Subsemnatul, declar ¢a informatiile furnizate in scopul demonstrarii indeplinirii eriteriilor de
calificare §1 selectic sunt complete si corecte in fiecare detaliu si infeleg ca autoritatea contractantd are

dreptul de a solicita, in scopul verificarii $i confirmarii declaratiilor, orice documente doveditoare de
care dispun.

infeleg ca in cazul in care aceastd declarafie nu este conformi cu realitatea, sunt pasibil de
incilcarea prevederilor legislatiei penale privind falsul in declaratii.

Data completarii: 21.12.2018

Operator economic, o VA
SRL Sanmedico 4?:;‘-':,?;.5 CONTRIN
- i T FhCTUg
.._E.’-EC{é}::lz“r_:_uw.ﬁ:rrr “f & i

Semnatura |
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Anexanr.7 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martic 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenfa restantelor fati de bugetul public national
Ne | Bisia1e din | 06122008

1. Destinatar / Nasywaren

J_]:H‘:nl;u participarea la proceduri de achizitii publice

2. Date despre contribuabil / Hudopsania o HATOTONTATE bIlHES

Denumiren Codul fiscul / Numiirol de identificare
Hammenonanne Qrpewanuanit wou / Hagssdmaiosid Hosep
[SR.L. SANMEDICO | 1003602008154 ]
Adresa sediului de bazd (dtradn, numdral) Codul - Denumirea localiemgii

A.:lp_n:l: UCIOREOTO M2CTOPACNOAOKEHILE | ¥ANLE, HOMEP) Koa - Haumeseosasie imncencison MyHETa

|A. Corobeeanu ne.7A of 9 |0120-5EC BUIUCANI B

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /

Hoprsepaaenie oTeyTerums wam nanim HEAOHMEN COMBACHD JANHBIX ABTOMATHIRPOBIHHAH Hudopmaumonnoi
CHeTEMBL

La data emiterii prezentului certificat restanta la bugetul public national constituie/ Ha aaTy

BBIIAYH TaHHON CnpaBky HenoMKa TIEpEn HALHOHANBHBIM MYGAHYHEIM GIOKETOM COCTARMACT:
0,00 lei/neii.

4. Valabil pind la / Jeficranrency no 21.12.2018

5. Autentificarea organului fiseal / HNoarsepracnie narorosoro opram

L%éfDDli_Buiuc.aqi_ - @ Albina [scova
-l | Semnkbtuira Tlogm

[ .Tunﬂlw']'ﬁ.‘l:imm LR Murmle g presesele®p s i i

{1 T2 | ME i |1 i ’ -

[ MALT ) | B

=L v G Cosanu’” | i

| Exeeultor: T e s =
* n:-:“llnprt_u_um.ﬂ_h.-'i'g&j;ﬂ.uuuu

'..J 4 lones '.'_:'.-_:-{.'

Este extras din Sistemul Informational al 5FS SIA ,Contul curent al contribuabilubul"y 06.12,2018 gra 11:48:25
tu aplicarea prevederilor pet., B2-83 Ordin IFFS nr.400 din 14,03.2014 (Monitorul Oficial 72-77/399, 28.03.




Filiala nr. 11 Chisiniu

Bd. Stefan col Mare, 77
MO-201 2, mun, Chisinau
Republica Maldova

Tel.: (+373 22) 57-64-60

Fam: (4373 22) 22-59-29
SWIFT: VICBMD 2X883

IDNE 1002600001 338
Capital social - 250 000 910 |
www. victoriabank.md

> VICTORIABANK

PRIMA BANCA DIN MOLDOVA

Mr___ 'yndﬂ"f din™ &4 » /#QAA’JL e
La Mr. — din -0 20
Pentru a fi prezentat
la Cerere
CERTIFICAT

Prin prezenta, BC "Victoriabank™ S.A. Filiala nr.11 Chisindu (MFO VICBMD2X883)
confirma precum cd SANMEDICO SRL (c/f 1003602008154) define urmatorul cod IBAN:

MD47V1022241100000165MDL — cod IBAN Tn lei moldovenesti (MDL).

Director
Victor Sandu

Executar
Craciun Olga
Tel |576474




Adresa: Republica Moldova, ’

MD-2059, mun. Chisinau, str, Petricani 88/1, oficiul 10 e‘%

tel/fax: (022) 62 30 32

email: sanmedico@yvandex.ru SANMEDICO
sanmedico.office/@gmail.com

web:  www.sanmedico.md

Catre grupul de lucru Achizitii Publice al
LM.S.P. Institutul de Cardiologie
Licitatia Publica nr. 21002487 din 21.12.2018

Data: 21.12.2018

DECLARATIE

Prin prezenta, compania SRL Sanmedico, pentru pozitiile castigatoare la Licitatia
Publica nr. 21002487 din 21.12.2018, confirmi ci , la solicitare, va prezenta mostre in decurs
de 3 zile.
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‘ %’ﬁ %ﬁnﬁﬁ Getein Biotech,Inc.

4 No.9 Bofu Road, Luhe Distriet, Nanjing, 211505, China
Tel: +86-25-B8569084 Fax; +86-25-68568500 E-mail: overseas@ geleln.com.cn

-Saies Dsrecta

[ STATEMENT

We, Getein Biotech Inc. having a registered office at No.9 Bofu Road,
4;;!1& District, Nanjing (211505) China, assign Sanmedico SRL having a
registered office at A.Corobeeanu str. apt. 9, Chigindu MD-2012,
I‘kﬁlduva . 8s authorized representative in correspondence with the
donditions of directive 98/79/EEC,

'-.r]"l.fa declare that the company mentioned above is authorized to register,
rﬂfotify, renew or modify the registration of medical devices on the territory
of the Republic of Moldova,

|
[:?ate: 2018.02.23

| %’ *’ff:’ i
:
sm(}%,/




I

c € Declaration of Conformity c E

| according to Directive 98/79/EC, on in vitro diagnostic medical devices

Maker Getein Biotech, Inz.
(Name, Address) | No. 9 Bofu Road. Luhe District, Nanjing, 211505, China
Authorized

Lotus Global Co., Ltd

Re resentaitive
o - 15 Aleéxandra Road, London UK, NW8 0DP

(Mame, Add ress)

FIABO00 Quantitative Immunoassay Analyzer
Cardiac Troponin | Fast Test Kit

One Step Test for NT-proBNFP (Colloidal Gaold)

One Step Test for NT-proBNP/cTh (Colloidal Gald)
One Step Test for CK-MB/cTnl/Myo (Collidal Gold)
One Step Test for hs-CRP+CRP (Colloidal Gold)
One Step Test for D-Dimer (Colloidal Gold)

One Step Test for PCT (Colloidal Gold)

One Step Test for B2-MG (Colloidal Gold)

One Step Test for mAlb (Colloidal Gaold)

One Step Test for NGAL (Colloidal Gold)

One Step Test for CysC (Calloidal Gold)

One Step Test for HCG+B (Colloidal Gold)

One Step Test for CK-MB/cTn! {Colloidal Gold)

One Step Test for CK-MB (Colloidal Gald)

One Step Test for HbA1¢ (Colloidal Gold)

One Step Test for TSH (Colloidal Gold)

Cne Step Test for TSH/T3/T4 (Colloidal Gold)
Classification of products according to directive : | Others

Medical dev;ice Description

Batch/serial No. type, production term (if applicable)
EN SO 14971:2012 EN I1SO 23640:2015 ENISC 13485:2016

i EN 980:2008 EN 13612:2002 EN 1S015223-1:2012

Cﬁp:;a fon | EN-ISIfZl 18113-2:2011 EN 1041:2008 ENISO 18113-1:2011
VIEk ENISO 18113-22011  ENISO 18113-3:2011

standards:

EN-IEC 61326-1:2013  EN-IEC 61010-1:2010 [EC 61010-2-101:2015

EN-IEC 61326-2-2:2013

Signatory represantatwe de:;lares herein the above mentioned device meets the basic requirements of the
European Parliament and the Council's in vitro diagnostic medical devices directive: 98/79/EC Annex |1,
This decraratinn of conformity is based on European Parliament and the Council's S8/TYEC directive Annex
IIl. The compiled technical file and quality system document according to 98/79/EC directive Annex Il are
testified and t:ha quality system certificate has issued by TUV Rheinland (Shanghai) Co., Ltd.

General Manager:  Enben Su N —_

ﬁ’v’ﬁ:«z’c&;r‘rﬁ A, Jene, zaif ' : 'YL( Jg/

g sl :
(place and date of issue) | (name #&nd signature or equiyae
| marking of authorized PSS =
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TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH
Dieselstrafe !

D-84088 Neufahrn N,B.
fon:+49-8773/707 80-0

fax: +42-8773/707 80-29

TO WHOM IT MAY CONCERN
To any governmental departments,
registration and/or trade offices

in Moldava

Distribi.lﬁnn | Service Authorisation for the year 2018 / 2019

This letter confirms that company SANMEDICO SRL
' Str. Petricani 88/1, oficiul 10
Chisinau - Rep. Moldava MD-2059
MOLDOVA
Phone: 00373-22-623032
Email: sanmedico.office@gmail.com

is an authorized representative of TECO Medical Instruments, Production + Trading GmbH,
Dieselstrasse 1, 84088 Neufahrn i.NB, Germany, for the territory of Moldava, only for all TECO
products listed below. $anmedicn may participale in public and privat tenders, providing sales to all
TECO cusmmers in Ihﬂ territory. We as manufacturer, certify that our warranty and service is duly
passed tp the purchaser through Sanmedico for the price, delivery schedules, and the specifications of
the published literature, ¢atalogues and fully covering the commodities offered

Validity: | January 1* 2018 to December 31%, 2018
Termingﬁan: Confirmabion ends automatically on Dec. 31 of 2019

and must be then renewed.

TECO products:
+ Coatron Eco, Pro, Top new manual Coagulometers (1, 2 and 4 channel)

« Coatron A4, A6, AB Plus Fully automated Coagulometers (4 and 6 channel)
« Complete line of Hemostasis Reagents, Consumables and Spareparts

This document is signed in Neufahm, Germany, on January 28", 2018,

The legal representative of
TECD MEdICEIl !nstmments Froduction + Trading GmbH

HEUE{!&L INGSTRUMENTS

PRODUCTION+TRADING GMEBH
Chnistian rd’— td

Dleselstrafie 1
D 4088 Neufahrn N.B.
gn: +49-8773/T07E0-0




> DEKRA

CERTIFICATE

TECO

EN ISO 13485:2012 + AC:2012

DEKRA Certification GmbH hereby certifies that the company

TECO Medical Instruments,
Production + Trading GmbH

Scope of certification:

Design, development, manufacturing, storage and sales of coagulationinstruments
and inwvitro-Diagnostic reagents : ;

Certified location:

Dieselstralte 1, 84088 Neufahrn, Germany

has established and maintains a quality management system according to the above mentioned
standard. The conformily was adducad with audit report no. 50788-24-00

This certificate Is "n?@lid.fmm 2016-05-31 to 2019-05-30
Certificate registration no.- 50788-11.60

o/ B> DEKRA || (( DAKKS

\ o Ceutsche

W st Akkreditie
Ry D-ZM-160,

DEKRA CertificStion GmbH Stuttgart, 2016-05-24
DEKRA Certification GmbH * Handwerkstralle 15 * D-70585 Stuttgan * www.dekra-certification.ds




KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#001/35-2014

Wir / We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift / Address

erklaren in alleiniger Verantwortung, dass die Produkte — IVD-Blutgerinnungsmessgeréte,
declare under our own responsibility, that the products — IVD Coaguiation analvzers

Coatron X Eco, Pro, Top

Bezeichnung, Typ ader Modellname | nams, fipe or mode!

allen anwendbaren Anforderungen | der folgenden  Richtiinien
entsprechen:

1. Rlchtlinie 98/79/EG (iber In-vitro Diagnostika
klassifiziert gemaR Artikel 9 als: “alle anderen Produkte”

2. Richtlinie 2014/30/EU dber Elektromagnetische Vertrigichielt
3. Richtlinie 2011/65/EU RoHS 11

4. Richtlinie 2014/35/EU Miederspannungsrichtiinie

Das QM-System ces Herstellers ist zertifiziert nach;

EMN IS0 13485:2012+AC:2012

Diese Erklarung bescheinigt die Ubereinstimmung mit den
genannten  Harmonisierungsrechisvorschriften,  beinhaltet
jedoch keine Zusicherung von Elgenschaften.
Konformitatsbewertungsverfahren:

GemdB Anhang 111 der Richtlinie 98/79/EG

meet all aoplicable requirements of:

1. Directive 98/79%/EC an In-wiro diagnostic medical devices
classified according to artice § as: "alf other products"

2, Directive 2014/30/EU on electramagnetic Compatiiity
3. Directive 2011/65/EL/ RoHS IT

4. Directive 20140/35/EU Low Voltage

The QM-system of the manufacturer is certified for:

EN IS0 13485:20124+AC:2012

This declaration attests the accordance with the mentioned
harmonization rule but does not include a warranty of properties,

Conformity assessment procedure:

According to Annex IiT of Directive S8/79/EC

Ort und Datum der Unterzelchnung: Mewfakben, 14.03.2018

Christish

General

4, 2018 = Valld until April 1%, 2019

Place and date of lssue: Meufahm)! Marc
B i

Gaitig bis 01,04.2018




