Formularul ofertei (F3.1)

Data depunerii ofertei: 28.03.2019
Procedura de achizitie Nr.: ocds-b3wdp1-MD-1553069242167
Anunt/Invitatia de participare: 20.03.2019

Catre: Centrul pentru Achizitii Publice Centralizate in Sdandtate

FPC “SOGNO” S.R.L. declari ca:

a) Au fost examinate §i nu existd rezervari fatd de documentele de atribuire, inclusiv
modificarile nr.

[introduceti numarul si data fiecarei modificari, daci au avut loc]

b) “SOGNO” S.R.L. se angajeazd sa presteze, in conformitate cu documentele de atribuire si
conditiile stipulate in specificatiile tehnice si pret, urmatoarele bunuri/servicii

Achizitionarea instrumentelor pentru Sectia de Oftalmologie conform necesitdtilor IMSP
Spitalul Clinic Republican ,, Timofei Mosneaga” pentru anul 2019 Repetat

¢) Suma totala a ofertei fara TVA constituie:
377.145,00 ( Trei sute saptezeci si sapte mii una suti patruzeci si cinci lei, 00 bani) MDL.
d) Suma totald a ofertei cu TVA constituie:
452.574,00 (Patru sute cincizeci si doua mii cinci sute saptezeci si patru lei, 00 bani) MDL.

e) Prezenta ofertd va rimine valabila pentru perioada de timp specificatd in FDA3.8., incepind
cu data-limitd pentru depunerea ofertei, in conformitate cu FDA4.2., va rimine obligatorie si
va putea fi acceptatd in orice moment pina la expirarea acestei perioade;

f) In cazul acceptirii prezentei oferte, “SOGNO” S.R.L. se angajeazd sd obtind o Garantie de
bund executie in conformitate cu FDAG6, pentru executarea corespunzitoare a contractului de
achizitie publica.

g) Nu sintem in nici un conflict de interese, in conformitate cu art. 74 din Legea nr. 131 din
03.07.2015 privind achizitiile publice.

h) Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei in vigoare saiia-regulamentelor cu incidenta in domeniul achizitiilor publice.

Semnat: Digitally signed by Iarovoi Petru
X <G Date: 2019.03.27 12:44:41 EET
R CE e Reason: MoldSign Signature
Nume: Petru IAROVOI Location: Moldova

In calitate de: Director
Ofertantul: “SOGNO” S.R.L.
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Sucursala ,Stefan cel Mare”

Republica Moldova

MD-2012 mun. Chisinau Data d’# ﬁj .:270/_? Pecnyénuka Mongoga

bd. Stefan cel Mare si Sfint, 132

MD-2012, myH. KuwuHay

Tel.: (373 22) 24-59-05, 22-70-11 Gyn. Liirehai sien Mape, 132

ax: (373 22) 24-58-79 Nr. j 0{? W/f, /é’ / : Ten.: (373 22) 24-59-05, 22-70-11

1.

2.

4.

5.

6.

Make: (373 22) 24-58-79

Beneficiar: Centrul pentru Achizitii Publice Centralizate in Sinitate
Garantie bancari

BC ,,Moldindconbank” S.A., Sucursala “Stefan cel Mare”, cu adresa juridicd in Mun. Chisindu, bd. Stefan
cel Mare si Sfant nr. 132, a fost informata ¢ F.P.C. «§OGNO” S.R.L. cu adresa juridicd in mun. Chisindu str.
Academiei nr. 2, ¢/f. 1004600013854 (numit in continuare ,.Ofertant™) urmeaza sa inainteze oferta citre Dvs. la
data de 28.03.2019 (numitd in continuare oferta™) pentru livrarca instrumentelor chirurgicale conform
necesitatilor IMSP Spitalul Clinic Republican ,, Timofei Mogneaga” pentru anul 2019 repetat, conform invitatiei
la licitatia publicd nr. ocds-b3wdp1-MD-1553069242167 din 28.03.2019.

La cererea Ofertantului, noi, BC ,Moldindconbank” S.A., sucursala “Stefan cel Mare”, cu adresa juridica in
mun. Chisinau, bd. Stefan cel Mare si Sfant nr.132, IDNO 1002600028096 in persoana Directorului interimar,
dl Serghei Nigara, care activeazi in baza procurii, denumitd in continuare LGARANT?”, prin prezenta, ne
angajam in mod irevocabil 3 va platim orice sumd sau sume c¢ nu depagesc in total suma de 7 545 MDL (sapte
mii cinci sute patruzeci si cinci lei), la primirea de citre noi a primei solicitéri din partea Dvs. in scris, insotite
de o declaratie in care se specifica faptul ca Ofertantul incalca una sau mai multe dintre obligatiile sale referitor
la conditiile ofertei, i anume:
a) si-a retras oferta in timpul perioadei valabilitatii ofertei sau a modificat oferta dupd expirarea
termenului-limita de depunere a ofertelor; sau
b) fiind anuntat de catre autoritatea contractantd, in perioada de valabilitate a ofertei, despre adjudecarea
contractului: (i) esueaza sau refuza sd semneze formularul contractului; sau (ii) esueazd sau refuza si
prezinte garantia de bund executie, daca se cere conform conditiilor licitatiei, ori nu a executat vreo
conditie specificaté in documentele de atribuire, inainte de semnarea contractului de achizigie.
Aceastd garangie va expira in cazul in care Ofertantul devine céstigator, la primirea de catre noi a copiei
instiintarii privind adjudecarea contractului §i in urma emiterii garantiei de bund executie eliberata citre Dvs. la
solicitarea Ofertantului.
Prezenta garantie este valabila pana la data de 27.05.2019 (doudzeci si sapte mai anul doui mii noudisprezece)
inclusiv.
Prin urmare, orice cerere sau platd in conformitate cu aceastd garaniie trebuie receptionata de catre noi la oficiu
pana la data respectiva inclusiv.
Prezenta garantie se elibereazd in original Ordonatorului spre a-i fi transmisé in original Benefic iarului.

Director interimar ~ Serghei Nigara

L.S

Ecaterina Mazarenco

Confidential - MICB

Atentie! Se interzice deinerea, sustragerea, alterarea, multiplicarea, distrugerea sau folosirea acestui document fird a dispune de drept de acces

autorizat!



CERTIFICATE

This is to certify that the company

REDA Instrumente GmbH

Géansécker 34
78532 Tuttlingen
Germany

has implemented and maintains a Quality Management System.

Scope:

Manufacturing and distribution of sterile surgical instruments and manufacturing and distribution
of non-active medical devices for endoscopy, orthopedics, RF-electrodes, drills and
accessories.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

EN ISO 13485 : 2016

Certificate registration no. 070894 MP2016

Certificate unique 1D 170704009

Effective date 2018-05-17 « DAk%fﬁsche

Expiry date 2021-05-16 e
Frankfurt am Main 2018-05-08

DQS Medizinprodukte GmbH

[ it T

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

410.22 Version 3.0
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INSTRUMENTE GMBH

Declaration of Conformity

Konformitatserklarung
Declaration of Conformity

REDA INSTRUMENTE GMBH
Gansécker 34
78532 Tuttlingen / Germany
Tel.: +49 (0)74 62 / 9445-0
Fax: +49 (0)74 62 / 9445-20
e-Mail: info@reda-instrumente.de

erklart hiermit unter eigener Verantwortung, dass alle Artikel der Produktgruppe
herewith declare under our own responsibility, that all items of the product group

Instrumente und Gerite fiir die Chirurgie der Klasse |, lla + lIb
geméRB unseren Katalogen Standard Chirurgische Instrumente, Titan Instrumente, HF Monopolar und Bipolar,
Neuro Chirurgie Instrumente, Dental Instrumente,
Steril Container, Endoskope und Zubehér fiir flexible und starre Endoskopie

Instruments and Equipment for surgery of Class I, lla + lIb
in refer to our catalogues General Surgical Instruments, Titanium Instruments, Neuro Surgery Instruments, Dental
Instruments, HF Monopolar and Bipolar,
Sterilization Containers, Endoscopes and Accessories for flexible and rigid Endoscopy

klassifiziert gemaR RL 93/42/EWG (M5), Anhang IX, Regel 1, 6, 7 und 11 in Risikoklasse |, lla + lib
classified according to MDD 93/42/EEC (M5) annex IX rule 1, 6, 7 and 11 into risk class I, lla + IIb

unter Beriicksichtigung folgender Richtlinie gefertigt wurden:
have been manufactured under consideration of following Council Directive:

EG-Richtlinie 93/42/EWG (M5)
European Medical Device Directive 93/42/EEC (M5)

Angewandtes Konformitétsbewertungsverfahren nach Richtlinie 93/42/EWG (M5), Anhang |l.

Die gelisteten Produkte sind konform mit den Grundlegenden Anforderungen des Anhang | der EG-Richtlinie
93/42/EWG (M5) und werden somit

mit ( € bzw ( €°297 gekennzeichnet, von uns in Verkehr gebracht

Das Konformitétsbewertungsverfahren der Klassen lla und llb wurde durch unsere Benannte Stelle DQS GmbH,
Frankfurt, Notified Body Code 0297 durchgefiihrt.

Applied conformity assessment according Annex Il of MDD 93/42/EEC (M5).

The listed products are conform to the essential requirements of the Medical Device Directive 93/42/EEC (M5)
Annex | and are therefore placed into market

with c €orwith c €°297 by us.

The conformity assessment for class lla and Ilb has been performed by our notified body DQS GmbH, Frankfurt,
notified body code 0297.

Tuttlingen, December 2018

Diese Erklarung ist gultig bis 2020-05-16 / This declaration is valid until 2020-05-16




CUCTEMA CEPTUOUKAIIMU PYCCKOT'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

This is to certify that the Quality Management System of

Titan Surgical Limited Liability Company
100, Vosstaniya Str. building 177 office 2, 420095, Kazan,
Republic of Tatarstan, Russia

has been assessed and found to be in accordance
with the requirements of

ISO 13485:2016

in respect of design, development, manufacture and sales of medical and
microsurgical instruments

No: 18.0658.026
of 26" February, 2019

Management system certified since 2018
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' This certificate is valid until 18" May, 2021
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Specification of the certification scope is provided in Annex. This certificate becomes invalid if conditions of

<

"{’ certification are not fulfilled (http://www.rusregister.ru/doc/004.60-105.pdf). This Certificate is the property of
8 Certification Association "Russian Register".
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Certification Association "Russian Register”: 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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CUCTEMA CEPTUDPUKALINN PYCCKOTI'O PEIMCTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate

N? 18.0658.026

of 26'" February, 2019
registration form N2 10-000154

Certification scope of management system of
Titan Surgical Limited Liability Company

1. Product / service: design, development, manufacture and sales of medical and
microsurgical instruments.

2. Processes of product realization in compliance with ISO 13485:2016:

7.1. Planning of product realization

7.2. Customer-related processes

7.3. Design and development

7.4. Purchasing

7.5. Production and service provision

7.6. Control of monitoring and measuring devices

3. Exclusions from the processes of product realization: 7.5.3, 7.5.5, 7.5.7, 7.5.9.2

VAT )& L/7“”\%/ladimirtsev

Director General of Certification
Association "Russian Register”




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

Certification Association "Russian Register"” has issued an IQNet recognized
certificate that the organization:

Titan Surgical Limited Liability Company
100, Vosstaniya Str. building 177 office 2, 420095, Kazan,
Republic of Tatarstan, Russia

has implemented and maintains a
Quality Management System
for the following scope:

design, development, manufacture and sales of
medical and microsurgical instruments
which fulfils the requirements of the following standard.:

1ISO 13485:2016

Issued on: 26th February, 2019
Expires on: 18t May, 2021

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as
a stand-alone document

Registration Number: RU-18.0658.026

M T
O

SN I Net = Alex Stoichitoiu Ar. ady Vladimirtsev,
=== Prosident of IQNet Director General of

Russian Register

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 Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

ANNEX 1 to IQNet Certificate
Number RU-18.0658.026

Certification scope of the management system of
Titan Surgical Limited Liability Company

1. Product / service: design, development, manufacture and sales of medical
and microsurgical instruments.
2. Processes of product realization in compliance with ISO 13485:2016:

7.1. Planning of product realization

7.2. Customer-related processes

7.3. Design and development

7.4. Purchasing

7.5. Production and service provision

7.6. Control of monitoring and measuring devices

3. Exclusions from the processes of product realization: 7.5.3, 7.5.5, 7.5.7,
7.5.9.2

M=

o INet P Alex Stoichitoiu Arkady Viadimirtsev,

L President of IQNet Director General of
Russian Register

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 Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

~* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com f




“Titan Surgical” LLC

'll: lu'l‘ QN Kazan, Russia, 420095, 100, Vosstaniya St., Bld.177, Office 2
S:?J L Phone : +7(843) 212-56-00,212-56-01,212-56-02 Fax:+7(843) 212-56-05
‘<:: email : sales@titansurgical.com www.TitanSurgical.com

EC DECLARATION OF CONFORMITY

Manufacturer’s Name “Titan Surgical” LLC

and Address Kazan, Russia, 420095, 100, Vosstaniya St., Bld.177, Office 2

Product Categori Reusable surgical instruments for Microvascular and Ophthalmic surgical
operations

Model Numbers and Type - CA,PD,PR,PT,RE,VD,VE,VF,VH,VL,VS,VZZT,0B,0C,0CT,0D,0E,OF,0G,0H,0J,
s OK,OKD,OKE,OKT,OKZ,0L,0M,ON,ONK,ONV,0P,0PT,OR,ORT,0S,0SD,0T,0Q
0V,0VB,0VC,0VN,0W,0Z and their modifications.

EC Directives “Medical Device Directive 93/42/EEC

Class The Medical Device is in Class | (Non-Steril) ,according to annex-Il of the
Medical Device Directive.

Quality Assurance System

ISO 13485:2016—- Quality System — Quality assurance model for design,
development, manufacturing, sales and associated services (Registration

number N2 RU-18.0658..026)
Signatory established within the EU who has been empowered to enter into commitments on our behalf:

EC Representative Medlane, 45 Chemin du Moulin Carron, Dardilly, 69570, France,
' Tel+33 47252 1152 ,Fax+334 78 47 5176

We , the undersigned ,hereby declare that the equipment specified above conforms to Annex-Il of the
MDD 93/42/EEC and by amended directive 2007/47/EC concerning medical devices : “Titan Surgical”LLC
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