Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

b CC04 AE
CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr. | A1947807 din | 09.12.2019

1. Destinatia / Hasnauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Mngopmariius o HajoroniaTensumke

Denumirea Codul fiscal / Numirul de identificare
HaumenoBaHue Duckanbhbiii Kox / Mnentndukaumonssiii Homep
[BIOSISTEM MLD S.R L. [ 1010600028048 |
Adresa sediului de bazi (strada, numarul) Codul - Denumirea localititii

AHPCC OCHOBHOI'O MECTOPACIIO/I0)KEHUS (yﬂl/llla, Homep) KO,‘J - Haumenosanue HAaCeJICHHOr 0 ITyHKTa

|Albisoara nr.16 bl.1 of.7 [0150-SEC.RISCANI . |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[Moarsep:kaeHUE OTCYTCTBUS MM HAJTMYMS HEJIOMMKH COTIACHO TaHHBIX MH(POPMaLIMOHHOM aBTOMATH3UPOBAHHOMN
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BbIJIaUM JTAHHOM CMpaBKM HEJIOMMKA Mepesl HallMOHATIBHBIM Ty OJIMYHBIM OFO/IKETOM COCTABIISET:

0,00 lei/nei.

4. Valabil pini la / [lefictBurenen no 24.12.2019

5. Autentificarea Serviciului Fiscal de Stat / [Tontsepsaenug I'ocynapcTBeHHO# HANOrOBO CIIy kGBI

Sef DDF Riscani

Functia/[omkHocTs Semnitura/Tloafies 5\ ¢ Numele si prenumele/®amums u ums

L.S/ MIL.

Executor: g;lapdia (;*) JAN
umele §1 prenumel E/ AMMITHS H UM

Digitally signed by Poiata Vitalie
Date: 2019.12.11 16:46:24 EET
Reason: MoldSign Signature
Location: Moldova




ORDIN DE PLATA NR.: 482 TIP.DOC. 1
DATA EMITERII:10 decembrie 2019

PLATITI: 100-00 LEI: Una Suta lei 00 bani
PLATITOR: (R) 'BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" SRL MDO5ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) IMSP AMT Bo CONTUL DE PLATI/CODUL IBAN
tanica MD63VI000002251030103MDL

CODUL FISCAL :1003600153360 /

PRESTATORUL BENEFICIAR CODUL BANCITI:

B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI

oferta la licitatia publica nr. ocds-b3: NORMAL/URGENT :N:
wdpl-MD-1574326051466 din 12.12.2019 :

CODUL TRANZACTIEI:001:
DATA PRIMIRII:10/12/2019 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGQQYJKoZIhveNAQcCoIIGMiCCBi4CAQEXCzAIBgUrDgMCGgUAMASGCSGGSIb:

DQEHAaCCBEowggRGMIIDLgADAGECAhRNHAABcVycdZVmKkP2 SAAAAAFXXMAOGCSq:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTESMDEyODEWMTYyOFoXDTIxMDEyODEWM] YyOFowfjELMAKGAIUEBhMCTUQXGA:
gNVBAOTEUJpb3Npc3R1bSBNTEQgU1IJMMRIWEAYDVQQLEWkwNj kyMDAZMTQOXFzA

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGUgYJKoZIhvcNAQcCoIIGQzCCB)8CAQExCZzAIBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBFswggRXMIIDP6ADAGECAhRNHAABCcVpWe /gMeSmneARAAAFXWMAOGCSG::
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFULQxLUNBLUIVDOGRpbmRjb251YW5rMB4X :
DTES5MDEyODEWMTQWNFoOXDTIXMDEyODEWM]QwNFowgY4xCzAJBgNVBAYTAk1EMScw @
YDVQQKEX5NZWR1Y29yIFNSTCwgQOmlvc21zdGVtIEIMRCBTUkwXEJAQBgNVBAST

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.
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MOLDOVA

ERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitatd "BIOSISTEM MLD"
- ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numadrul de identificare de stat - codul fiscal
1010600028048

12.08.2010
Data inregistrérii I e ).
12.08.2010

Data eliberarii

* Functia, numele, prenumele persoanei "semnatura
care a eliberat cerificatul

Svirepova Ludmila, registrator M %

MD 0101250




Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completi: Societatea cu Raspundere Limitata «BIOSISTEM MLD».
Denumirea prescurtatd: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitata.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
S intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOYV DMITRII , IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind

inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirmd datele din
Registrul de stat la data de: 11.07.2016.

(.

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinditor: i.S. .Camera Inregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



SONY

Sony Belgium, bijkantoor

EU DECLARATION OF CONFORMITY

Model Name: UPP-110S

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874



EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110S

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

6. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of. Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874

Reference Number: 20171389



EU DECLARATION OF CONFORMITY

Model Name: UPP-110HG

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales
Registered Address: The Heights, Brookiands, Weybridge. Surrey. KT13 OXW, United Kingdom. — Registered company number: 2422874



SONY

Sony Belgium, bikantoor van & Europe Limited

EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110HG

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

6. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of. Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW. United Kingdom. - Registered company number: 2422874

Reference Number: 20171388



EU DECLARATION OF CONFORMITY

Model Name: UPP-110HD

93/42/EEC, 2007/47/EC, MDD

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklands, Weybridge, Surrey. KT13 OXW, United Kingdom. - Registered company number: 2422874



EU DECLARATION OF CONFORMITY

1. Model No.:
UPP-110HD

2. Name and address of the manufacturer's authorised representative:
Sony Belgium, bijkantoor van Sony Europe Limited, Da Vincilaan 7-D1, 1935 Zaventem, Belgium

3. This declaration of conformity is issued under the sole responsibility of the manufacturer:
Sony Corporation,1-7-1 Konan Minato-ku Tokyo, 108-0075 Japan

4. Object of the declaration:
Thermal Print Media

5. The object of the declaration described above is in conformity with:
93/42/EEC, 2007/47/EC, MDD

8. Where applicable, references to the relevant harmonised standards used or references to the technical
specifications in relation to which conformity is declared:
EN 60601-1:2006 + A1:2013

7. Additional information:
Following the provisions for Class | devices

Signed for and on behalf of: Sony Belgium, bijkantoor van Sony Europe Limited

Zaventem, 2017-08-19

Kris De Pauw
Director
Branch Manager

Sony Europe Limited. A company registered in England and Wales

Registered Address: The Heights, Brooklamds, Weybridge, Surrey. KT13 OXW, United Kingdom, — Registered company number: 2422874

Reference Number; 20171378



CISQ is a member of

==

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.img.it

CERTIFICATO N.
CERTIFICATE N. 9190.CRC3

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

1ISO 9001:2008
PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi
per ECG. Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche
per video stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of
electrods for ECG. Production management and placing on the market of electrods for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2008 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization
IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 9001:2015 entro il 2018/09/14;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 9001:2015 within 2018/09/14;
otherwise the validity of this certificate will expire

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Data di scadenza del precedente ciclo di certificazione: 2017-10-07 FEDERAZIONE

Data di conclusione dell'audit di rinnovo: 2017-10-11

Data della decisione di rinnovo: 2017-10-13

CisQ

WWW.cisg.com

ACCREDIA ;
LENTE ITALIANO DI ACCREDITAMENTO S IAF _(E, 09’ 19' 29

CISQ é la Federazione Italiana di Organismi di

Organismo di Certiﬁcglziong Federato CISQ
Certificazione dei sistemi di gestione aziendale.

SGQ N°005A, SGA N°006D, SCR N°005F,
SSI N°003G, FSM N°0071, SGE N°006M, ) - ) A X
EMAS N°003P, PRD N°0058, PRS N°0BOC 1 processi riconducibili a settori IAF sottolineati risultano non ancora coperti da accreditamenta WWW.imq.it
ISP N°063E. LAB N°0121, LAT N°021 Processes related to underlined IAF sectors are not yet covered by accreditation % ? i
’ 3 La validita del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale CISQ is the Italian Federation of management
system Certification Bodies.

Membro deglt Avcordi di Mutwip Ricanascimento FATAF @ ILAC The validity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ as an IQNet Partner hereby states that the organization

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Sfrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Development and manufacture of electrods for ECG. Production
management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization

has implemented and maintains a
Quality Management System
which fulfills the requirements of the following standard

ISO 9001:2008

Issued on: 2017 -10-13

First issued on: 2002 - 11 - 26
for the validity date, please refer to the original certificate* issued by IMQ

Registration Number: 1T - 112265

| {***3 .
ey | 7 -
T SO CEmTTEATONNETOR O

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners**:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE México SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Vingotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document _
#* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




ClSQ is a member of i

M€ D www.ignet-certification.com

. it IQNet, the association of the world’s first
www.imq.! class certification bodies, is the largest

C E RTI F I C ATO N . provider of management System

Certification in the world.

CER TIF/ CA TE N 9 1 24. C RC4 'I.QNet is composed of more than 30

b and ts over 150 subsidiaries

all over the globe.

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per
elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e
relativi materiali di consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and related consumable and
accessories for medical use

Ulteriori informazioni riguardanti I'applicabilita dei requisiti EN ISO 13485:2012 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of EN ISO 13485:2012 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 13485:2016 entro il 2019/02/28;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 13485:2016 within 2019/02/28;
otherwise the validity of this certifi {ll expire

CISQ é la Federazione Italiana di

IMQ S.p.A. - VIA QUINTILIANG=43 - 20138 MILANO ITALY Organismi di Certificazione dei

Management Systems Division - Flavio Ornago i i di i iendall
Data di scadenza del precedente ciclo di certificazione: 2017-10-07 CISQ is the Italian Federation
Data di conclusione dell’audit di rinnovo: 2017-10-11 of management system
Data della decisione di rinnovo: 2017-10-13 Certification Bodies.

FEDERAZIONE

ACCREDIATN C’SQ

SGQ N°005A, SGA N°006D, SCR N°00SF,
SSI N°003G, FSM N°0071, SGE N°006M,
EMAS N°003P, PRD N°005B, PRS N°080C
ISP N°063E, LAB N°0121, LAT N°021
Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC | . it del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale
Signatory of EA, IAF and ILAC Mutual Recognition Agreements  Tpe vajidity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

WWW.Cisg.com
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EC DECLARATION OF CONFORMITY

URETICi FIRMA ADI:
COMPANY NAME:

ADRES:
ADDRESS:

ELEFON:
TELEPHONE:
FAKS:

AX:

JE-MAIL:

Avrupa Yetkili Temsilcisi
8Furopean Authorized

Representative

URUN ADI:
PRODUCTS:
MARKA:
TRADE MARK:

Modeller ve Referans No.:
ODEL(S)and Ref No.:

SGMDN KODU:
8GMDN CODE:

SINIFLANDIRMA:

RCLASSIFICATION:

UYGUNLUK DEGERLENDIRME YOLU:
CONFORMITY ASSESSMENT ROUTE:
UYGULANARBILIR STANDARTLAR:
APPLICABLE STANDARDS:

VERILi$ TARIHi:

SSUE DATE:

Turkuaz Saglk Hizmetleri Medikal Temizlik
Kimyasal UrOnler Sanayi ve Ticaret A.S.

Yakuplu Mahallesi, Birlik Caddesi, No: 32/1,
34524, Beylikdiizi / istanbul / TUrkiye

+902124286848

+902124286853

info@turkuazsaglik.com.ir

Tek +{32] 2.732.59.54 |
Fax: +(32) 2.732.60.03 |
E-Mail ;
mail@obelis.net

Obelis s.a
Bd. Général Wahis 53
1030 Brussels, BELGIUM

Ultrasonografi Jeli
Non-Sterile Ultrasound Gel

Konix

20 ml

60 ml

250 ml

500 ml

1000 ml

5000 ml

5000 ml (Gallon)

15321

101.01.01.0134
101.02.0039
106.02.0007
106.02.0111
106.02.0008
106.02.0009
106.02.0145

Annex IX of The MDD 93/42 EEC Class |, Rule 1

MDD 93/42/EEC ANNEX 7

EK I'e bakiniz
See Appendix |

6.06.18

YUKARIDA ADI GEGCEN URUNLERIN 2007/47/EC EKLENTISI DAHIL 93/42/EEC TIBBi CIHAZLAR

§YONETMELIGI GEREKSINIMLERINI KARSILADIGINI BEYAN EDERiZ. iLGili DESTEKLEYICI TUM
#DOKUMANLAR URETICi TESISINDE BULUNMAKTADIR.

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF
THE COUNCIL DIRECTIVE 93/42/EEC INCLUDING 2007/47 /EC AMENDMENT FOR MEDICAL]
DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE

ANUFACTURER.

IGNATURE: GENEL

B&IUm No. Chapter No.:

Rev. Tarihi Rev. Date: 06.06.2018 Rev. No.:

DEPUTY GENERAL MANAGER \
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SERTIFIKA

TURCERT Sertifikasyon Merkezi
is bu belge ile/TURCERT Certification Body
with this document.

TURKUAZ SAGLIK HiZMETLERi MEDIKAL TEMIZLIiK
KIMYASAL URUNLER SAN. VE TIC. A.S.

YAKUPLU MAH. BIRLIK CAD. NO:32/1 BEYLIKDUZU ISTANBUL TURKIYE

sirketinin;/ of the company

RONTGEN SOLUSYONLARI, TIBBi CIHAZ DEZENFEKTANLARI VE MEDIKAL CIHAZLAR iCiN STERIL
BUGU ONLEYIiCi SOLUSYON, STERIL VE STERIL OLMAYAN KAYGANLASTIRICI JELLER, DOGUM
JELLERI, STERIL VE STERIL OLMAYAN ULTRASON JELLERI, STERIL VE STERIL OLMAYAN BURUN
SOLUSYONLARI, BiT SAMPUANI VE SPREYi VE SMEAR DOKU SABITLEYiCi SPREYiINiN TASARIMI,
URETIMI VE SATISI
MANUFACTURING AND SALES OF MEDICAL X-RAY SOLUTIONS, MEDICAL DEVICE
DISINFECTANT, STERILE ANTIFOG SOLUTION FOR MEDICAL DEVICES, STERILE AND NON-
STERILE LUBRICANT GELS, OBSTETRIC GEL, STERILE & NON-STERILE ULTRASOUND GELS,
STERILE & NON-STERILE NASAL SOLUTIONS, ANTI-LICE AND NITS SHAMPOO AND SPRAY AND
SMEAR SPRAY
belirlenen standardin uygulanmasi konusunda bir kalite
yonetim sistemi yurirliige koydugunu ve uygulamakta
oldugunu taahhiit eder./Effective quality management system
and guarentees that you put in to apply.

2018101009284-01KYS Sayili rapordaki inceleme ile/
2018101009284-01QMS with the nr. examination report;

TS EN ISO 9001:2015

sartlarinin saglanmis oldugu kanitlanmistir, is bu sertifika

yillik ara denetimlerinin yapilmasi kaydiyla 08.08.2021

tarihine kadar gegerlidir./ Its proven that requirements are provided.
This certificate is valid until 08.08.2021 with the condition

of surveillance audits done

Sertifika Kayit No/ Certificate Registration Nr : 2018101009284-01

Sertifika Yayin Tarihi / Date of Issue : 10.10.2018
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 08.08.2021

0SAg

OSTERREICH

Spenaio Akkredaonng Serace

TURCERT TEKNIK KONTROL VE BELGELENDIRME ANONIM SIRKETI

Adres : Sanayi Mh. Atatiirk Cd. No 57/17 Giingéren / Istanbul - Tiirkiye
Telefon: 02129093590 - 03125000010 www.turcert.com

Bu belge mugterinin TURCERT'in kurallanna ve stzlesme sartlanna uydugu strece gegerlidir, .
This certificate is valid during the customer obeys the rules TURCERT procedures and agreements. Hetge Oaperim: Sargilama



SERTIFIKA

TURCERT Sertifikasyon Merkezi
is bu belge ile/TURCERT Certification Body
with this document.

TURKUAZ SAGLIK HiZMETLERi MEDIKAL TEMIZLiK
KIMYASAL URUNLER SAN. VE TIC. A.S.

YAKUPLU MAH. BIRLIK CAD. NO:32/1 BEYLIKDUZU iSTANBUL TURKIYE

sirketinin;/ of the company

RONTGEN SOLUSYONLARI, TIBBi CIHAZ DEZENFEKTANLARI VE MEDIKAL CiIHAZLAR iCiN STERIL
BUGU ONLEYiCi SOLUSYON, STERIL VE STERIL OLMAYAN KAYGANLASTIRICI JELLER, DOGUM
JELLERI, STERIL VE STERIL OLMAYAN ULTRASON JELLERI, STERIL VE STERIL OLMAYAN BURUN
SOLUSYONLARI, BiT SAMPUANI VE SPREYi VE SMEAR DOKU SABITLEYiCi SPREYININ TASARIMI,
URETiIMI VE SATISI
MANUFACTURING AND SALES OF MEDICAL X-RAY SOLUTIONS, MEDICAL DEVICE
DISINFECTANT, STERILE ANTIFOG SOLUTION FOR MEDICAL DEVICES, STERILE AND NON-
STERILE LUBRICANT GELS, OBSTETRIC GEL, STERILE & NON-STERILE ULTRASOUND GELS,
STERILE & NON-STERILE NASAL SOLUTIONS, ANTI-LICE AND NITS SHAMPOO AND SPRAY AND
SMEAR SPRAY
belirlenen standardin uygulanmasi konusunda tibbi cihazlar igin
yonetim sistemi yurirliige koydugunu ve uygulamakta
oldugunu taahhit eder./ Effective medical devices management
system and guarenteesthat you put in to apply

2018101013284-01MDMS Sayil rapordaki inceleme ile/
2018101013284-01MDMSwith the nr. examination report;

TS EN ISO 13485:2016

sartlarinin saglanmis oldugu kanitlanmistrr, is bu sertifika

yillik ara denetimlerinin yapilmasi kaydiyla 08.08.2021

tarihine kadar gegerlidir./ Its proven that requirements are provided.
This certificate is valid until 08.08.2021 with the condition

of surveillance audits done

Sertifika Kayit No/ Certificate Registration Nr :2018101013284-01

Sertifika Yayin Tarihi / Date of Issue :10.10.2018
Sertifika Gegerlilik Tarihi / Certificate Validity Date :08.08.2021

0SAs

OSTERREJCH

Spezele Akkredtenng Sernce

TURCERT TEKNiK KONTROL VE BELGELENDIRME ANONIM SiRKETI

Adres : Sanayi Mh. Atatiirk Cd. No 57/17 Giingéren / Istanbul - Turkiye
Telefon: 02129093590 - 031250000 10 www.turcert.com

Bu belge musterinin TURCERT'in kurallanna ve sbzlesme sartlanna uydu@u sOrece gegerlidir.
This certificate is valid during the customer obeys the rules TURCERT procedures and agreements. Bilyrs Davsritits Swpit e
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