Formularul ofertei (F3.1)

Data depunerii ofertei: 28.03.2019
Procedura de achizitie Nr.: ocds-b3wdp1-MD-1551710320343
Anunt/Invitatia de participare: 05.03.2019

Catre:

Centrul pentru Achizitii Publice Centralizate in Sandtate

FPC “SOGNO” S.R.L. declari ca:

a)

b)

c)

d)

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

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

“SOGNO” S.R.L. se angajeaza sa presteze, in conformitate cu documentele de atribuire i
conditiile stipulate in specificatiile tehnice §i pret, urmatoarele bunuri/servicii

Achizitionarea instrumentelor chirurgicale conform necesitatilor
IMSP SCR ,,T.Mosneaga” pentru anul 2019

Suma totala a ofertei fard TVA constituie:
624.785,00 ( Sase sute douiizeci si patu mii sapte sute optzeci si cinci lei, 00 bani) MDL.
Suma totala a ofertei cu TVA constituie:

749.742,00 (Sapte sute patruzeci si noui mii sapte sute patruzeci si doi lei, 00 bani) MDL.

e)

g

Prezenta oferta va ramine valabila pentru perioada de timp specificatd in FDA3.8., incepind
cu data-limitd pentru depunerea ofertei, in conformitate cu FDA4.2., va ramine obligatorie §i
va putea fi acceptatd in orice moment pind la expirarea acestei perioade;

In cazul acceptirii prezentei oferte, “SOGNO” S.R.L. se angajeazd sd ob{ind o Garantie de
buna executie in conformitate cu FDAG6, pentru executarea corespunzitoare a contractului de
achizitie publica.

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 semnatara, afiliatii sau sucursalele sale, inclusiv fiecare partener sau

Semnat:

Nume: Petru IAROVOI

subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei in vigoare sau a regulamentelor cu incidentd in domeniul achizitiilor publice.

N = ¢ W £ Digitally signed by larovoi Petru
N WL G Date: 2019.03.27 17:07:51 EET
X o RS o Reason: MoldSign Signature

Location: Moldova

In calitate de: Director
Ofertantul: “SOGNO” S.R.L.




E MOLDINDCONBANK

=

BC ,MOLDINDCONBANK" S.A.

Sucursala ,Stefan cel Mare”

Republica Moldova ' Pecnyénuka Mongosa
MD-2012 mun. Chiginu Data 0‘(4/‘ . M y MD-2012, MyH. KnwmHay
bd. Stefan cel Mare si Sfint, 132 6yn. WredaH yen Mape, 132

Tel.: (373 22) 24-59-05, 22-70-11

Ten.: (373 22) 24-59-05, 22-70-11

ax: (373 22) 24-58-79 Nr. / OJ)(JTI/jO /? = / é,(? dakce: (373 22) 24-58-79

1.

2.

5

6.

Beneficiar: Centrul pentru Achizitii Publice Centralizate in Sanatate
Garantie bancari

BC ,,Moldindconbank” S.A., Sucursala “Stefan cel Mare”, cu adresa juridicd in Mun. Chigindu, bd. $tefan
cel Mare si Sfant nr. 132, a fost informaté ca F.P.C. “SOGNO” S.R.L. cu adresa juridicd in mun. Chigindu str.
Academiei nr. 2, ¢/f. 1004600013854 (numit in continuare ,,Ofertant”) urmeaza si fnainteze oferta citre Dvs. la
data de 28.03.2019 (numitd in continuare ,ofertd”) pentru livrarea instrumentelor chirurgicale conform
necesitatilor IMSP Spitalul Clinic Republican ,, Timofei Mogneaga™ pentru anul 2019, conform invitatiei la
licitatia publica nr. ocds-b3wdp1-MD-1551710320343 din 28.03.2019.

La cererea Ofertantului, noi, BC ,Moldindconbank” S.A., sucursala “Stefan cel Mare”, cu adresa juridica in
mun. Chisindu, bd. Stefan cel Mare si Sfant nr.132, IDNO 1002600028096 in persoana Directorului interimar,
dl Serghei Nigara, care activeazd in baza procurii, denumita in continuare ,GARANT?”, prin prezenta, ne
angajam fn mod irevocabil sa vd platim orice sumd sau sume ce nu depasesc in total suma de 12 496 MDL
(doisprezece mii patru sute noudizeci i sase lei), la primirea de cétre noi a primei solicitdri din partea Dvs. in
scris, insotite de o declaratie in care se specificd faptul ca Ofertantul incalcd una sau mai multe dintre obligatiile
sale referitor la conditiile ofertei, $i anume: ;
a) si-a retras oferta in timpul perioadei valabilitafii 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 refuzi sd semneze formularul contractului; sau (ii) esueaza sau refuzi si
prezinte garantia de buna execufie, daca se cere conform conditiilor licitatiei, ori nu a executat vreo
conditie specificatd in documentele de atribuire, inainte de semnarea contractului de achizitie.
Aceastd garantie va expira in cazul in care Ofertantul devine castigator, la primirea de catre noi a copiei
instiingarii privind adjudecarea contractului si in urma emiterii garantiei de buna executie eliberati cétre Dyvs. la
solicitarea Ofertantului. :
Prezenta garantie este valabild pand la data de 26.07.2019 (doudizeci si yase iunie anul douii mii noufisprezece)
inclusiv.
Prin urmare, orice cerere sau plata in conformitate cu aceastd garantie trebuie receptionatd de citre noi la oficiu
pani la data respectiva inclusiv. -
Prezenta garantie se elibereazi in original Ordonatorului spre a-i fi transmisa in original Beneficiarului.

interimar Serghei Nigara

pad
R

LS

. Chisi

Ecaterina Mazarenco

Confidential - MICB

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

autorizat!
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CERTIFICATE

This is to certify that the company

REDA Instrumente GmbH

Géansacker 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 ID 170704009

Effective date 2018-05-17 « . DAk%(S

eutsche
Expiry date 2021-05-16 ouiprciy oy
Frankfurt am Main 2018-05-08
DQS Medizinprodukte GmbH

.

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

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

410.22 Version 3.0
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INSTRUMENTE GMBH

Declaration of Conformity

Konformitatserklarung
Declaration of Conformity

REDA INSTRUMENTE GMBH
Géansacker 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 + IIb
gemaR unseren Katalogen Standard Chirurgische Instrumente, Titan Instrumente, HF Monopolar und Bipolar,
Neuro Chirurgie Instrumente, Dental Instrumente,
Steril Container, Endoskope und Zubehdr 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 geméR RL 93/42/EWG (M5), Anhang IX, Regel 1, 8, 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 |, 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 Konformitdtsbewertungsverfahren nach Richtlinie 93/42/EWG (MS5), Anhang Il.

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

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

Das Konformitdtsbewertungsverfahren der Klassen lla und |Ib wurde durch unsere Benannte Stelle DQS GmbH,
Frankfurt, Notified Body Code 0297 durchgefihrt.

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 ( €orwith ( €“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
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INSTRUMENTE GMBH

Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1
Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1
Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1

STRUMENTI MATERIALE DIN DUREZZA
Instruments Material EN 10088-1 | Hardness Rockwell
Pinza emostatica X15Crl3 1.4024 40-48 HRC
Forceps X20Cr13 1.4021 42-50 HRC
X5CrN 189 1.4301 >=185 HV10
XSCrNMO 1810 1.4401 >=185HV10
Forbici X38CrMO V 15 1.4117 50-58 HRC
Scissors X45CMo V 15 1.4116 50-58 HRC
X20Cri3 1.4021 42-50 HRC
X5CrNMO 1810 1.4401 >=250HV 10
Portaghi XI5Crl3 1.4024 40-48 HRC
Needle holders X20Cr13 1.4021 42-50 HRC
X5CINMO 1810 1.4401 >=250 HV10
Pinze/forbici per ossa X40Cr 13 1.4034 50-58 HRC
Bone forceps and bone scissors | X35 CrMoV 15 14117 50-58 HRC
X45 CrMoV 15 14116 50-58 HRC
Bisturi Inox steel S 50-58 HRC
Scalpel handles
Divaricatori X5CINMO 1810 1.4401 >=185 HV10
Retractos X15Cri3 1.4024 40-48 HRC
X15Cr 13 1.4021 42-50 HRC
Pinze per dissezione X 12CINS 18 8 1.4305 >=185HV10
Ligature Condactors X15Cr 13 1.4024 40-48 NRC
X20Cr 13 1.4021 42-50 HRC
Curette/Curette per ossa G-X35 CrMo 17 1.4122 50-58 HRC
tagliente X40Crl13 1.4034 50-58 HRC
Curettes / bone curettes cutting | X38 CrMoV 15 14117 50-58 HRC
X45 CrMoV 15 14116 50-58 HRC
Pinze per estrazione X20Cr13 1.4021 42-50 HRC
Extraction forceps
Leva per ossa X40Cri3 1.4034 50-58 HRC
Bone levers X38 CrMoV 15 1.4117 50-58 HRC
X45 CrMoV 15 14116 50-58 HRC
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INSTRUMENTE GMBH

Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1
Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1
Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1

fiir Tabelle 4

Referenzbuchstabe

Referenzbuchstabe
nach
1SO 7153-1:1991
(zurdckgezogen)

Dentalinstrumente

Zahndrztliche Extraktionszangen
Laborzangen und KFO-Zangen
Zahnirztliche Sonden
Wurzelheber
Filllinstrumente

Zahnarztliche Pi

Zahndrztliche Pinzetten

o=

Fillinstrumente

DIN 7153-1 contents the handling and characteristic with information of minimum and maximum
proportionale chemical parts in stainless steel for medical surgical instruments.
DIN 96298-1 and -2 Medical instruments — contents the finish and testing for medical surgical instruments.
We declare herwith, that our raw material is inspected under DIN 7153.

REDA Instrumente GmbH

Thomas Benas
Quality Manager

Valid until 2020-05-16

F_50 Materialspezifikationen-rev04

Rev.04 ersetzt: 03

Freigabe 01.02.2017
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INSTRUMENTE GMBH

Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1
Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1
Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1

Grades

The standard gives each steel grade a Reference Lefter, with only cross references 1o ISO 4957 and ISO 683-13 standard grades. There are 11 martensitic
steels, 1 feritic steel and 4 austenitic steels in Table 2 of the standard. Mos! instrument manufaciurers regard these stainless steel grades as generic and
tend to also refer to European or national standards

The compositions are summarized below

Long service lives should be expected from martensilic stainless steel dental and surgical instruments, properly manufactured and subjected to
appropriate cleaning procedures. For example, dental extraclion forceps usually have an average senvice life of 15 years. There are some examples where
such Instruments have given 30 years senvice life. Other more delicate instruments and those with cutting edges may be expected to have a much shorter
senvice lives, but they should not be expected to suffer corrosion damage.

Corrosion resistance

Corrosion problems associated with martensitic stainless steels tend 1o be reiated to either process deficiencies or substances encountered in clinical
practice. Process deficencies include incorrect heat treatment (usually apparent from the distribution of carbides in the microstructure), iron contamination
from grindingMinishing operations, over-heating during grinding operalions or selection of an inappropriate grade

Corrosion testing

Most of the ISO product standards for dental and surgical instruments refer to ISO 13402, which specifies comrosion tests based on the methods of
sterilisation commonly encountered by these products. Martensilic stainless steels should meet the requirement of ISO produd standards with ease (ie
resistance to autodaving, corrosion and thermal exposure)

Sterilization practice

Corrosion problems associated with clinical praciice tend to be associaled with contact with aggressive substances (eg chioride-containing disinfectants)
andior inappropriate exposure times 10 such substances. For example, steam sterilisers (autociaves) should use distilled, de-ionised or sterile water and
not tap water for sterilisation or there is a risk of corrosion.

Prior to sterilisation, contaminated instruments may be soaked in a disinfectant. On one occasion, neat Milton solution (approx. 16% sodium chioride) was
used and the instruments were soaked over a weekend. Extensive comosion occurred in this case.
Tabelle 4 — Nichtrostender Stahl

Harte in
L buchstak Mmm Werkstoffkurzbezeichnung|Rockwell hm
nach nach (HRC) Stahlsorte
vach Tabelle 1 | oy 10088-1:2014 EN 10088-1:2014 mo [/
6508 1 07-1
b 1.4006 X12Cr13 35 360 martensitisch
. 1.4016 X6Cr17 NA NA. ferritisch
a 1.4021 X20Cr13 42-50 | 420-530 marteasitisch
b 1.4024 X15Cr13 40-48 | 400-500 martensitisch
Py 1.4028 X30Cr13 49-55 | 510-620 martensitisch
c 14034 X46Cr13 S50-58 | 530-675 martensitisch
m 1.4037 X65Cr13 57-61 | 650-750 marteasitisch
d 1.4057 X20CrNi16-2 40-48 | 400-500 martensitisch
o 1.4104 X14CrMoS17 30 310 martensitisch
e 1.4105 X6CrMoS17 NA NA. ferritisch
q (14108)° X30CrMoN15-1 54-59 | 590-700 martensitisch
P 1.4109 X70CrMo15 55-60 | 610-720 martensitisch
i 4 14112 X90CrMoV18 52 - 60 545 -720 martensitisch
P 1.4116 XS0CrMoV1S 50-58 | 530-675 martensitisch
h 14117° X38CrMoV15 50-58 | 530-675 martensitisch
/4 (1.4121)° X22CrMoNIS13-1 48-54 | 500-600 martensitisch
< 14122 X39CrMo17-1 50-58 | 530-675 martensitisch
Ji 1.4123 X40CrMoVN16-2 52-57 | 560-660 martensitisch
— 1.4125 X105CrMo17 54-60 | 590-720 martensitisch
s/ 1.4197¢ X22CrMoNiS13-1 48-54 | 500-600 martensitisch
[] 1.4301 XSCrNi18-10 NA. NA mitisch
yi 1.4305 XBCrNiS18-9 NA. NA. austenitisch
K 1.4310 X10CrNi18-8 NA. N.A. aus
] 1.4401 XSCrNiMo17-12-2 NA NA. austenitisch
m 14441 X2CrNiMo18-15-3 NA. NA. ch
° 1.4542 XSCrNiCuNb 16-4 wihlbar | wahlbar heidungshirten
2 L4543 XSCrNTING 129 | wibiber | wihiber jsusscheidungshirtend]
.
Die Umwandiung ven wuwwpwum:mrﬁu b Zum berech
nvsmxo-wm-ux HRC (Wert beruht auf Erfahrungen mit Seahl)
b Micht in EN 10088 1 cnthalten. Wean die M ! n Kl 1gegeben ist. war das Material nur in der Stahl Eisen
Liste enthalten.
€ HE che M it die in hied: A dungsbereichen als 14121 ver d de sich aber auf das|
gleiche Material beziehen (als 1.4121). 1.4197 wird fir de In ver cie
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INSTRUMENTE GMBH

Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1
Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1
Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1

Tabelle 3 — Anwendungsbereich — Titan

; Chirurgische Instrumente Teile
L]
AATREATARRARRAREAREFRARE
§§§§§§'§ {3;;'5“*;!-;55?5’355:%,
BN LR HBHHTHAHE SN R HML
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2 32 sl BEF|F|5|% : i 223 z
33|58 [¥8 Z F=| 2| ¢ = iF Hip z
& § Fl ES 2 E B 2 517 5
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|2 g< E 2= . < L2 5
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-~ g
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B | §
& s
ba X | X
bb X | X
be X | X
bd X| X
bf X|X|X X]X X X | X X | X X | X X
Tabelle 5 — Ko ondenztabelle zwischen EN 10088-1 und anderen Normen
rresp
Art der
Materialnummer n‘“"‘::"’""' & |m| I‘“, . m""'. Ahnlichkeita UNS-
EN 10008 12024 | 1S07153-1:1991 |1507153-1:1991 | AsTMEP | Mt | Materaliiriner
(zuriickgezogen) | (zuriickgezogen) | 899-12b 12b
1.4006 A I 410 1 $41000
1.4016 — — 430 w $43000
1.4021 B 1 420A 1 S$42000
14024 A N 410 1 $41000
1.4028 C 1 420B N $42000
1.4034 D 1 420C N 542000
1.4037 F 1 — — —
1.4057 — — 431 w 543100
1.4104 L N — - —
1.4105 L 1 430F N $43020
(1.4108) - — — — 542027
1.4109 G+S w 440A w 544002
14112 R 1 4408 w $44003
14116 I N — — —
14117 H | 420 Mod w $42000
(14121) = = 420 F Mod N =
1.4122 K N — — —
14123 — — 420 Mod w 542000
1.4125 - — 440C 1 S44004
1.4197 - — 420 F Mod N —
14301 M N 304 /304H N $30400
14305 N N 303 N $30300
$30100
14310 0 I ~301 /302 N $30200
1.4401 P N 316 N $31600
1.4441 — —_ — — $31673
1.4542 - - 630 (17-4 PH) N $17400
14543 = — XM-16 1 545500
2 | =ldentisch: N = sehr 3hnlich, aber nicht identisch: W = gréfere Unterschiede zu EN 10088-1
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Schrauben /Nieten /Fithrungsstifte

Hohlhefte

Schrauben /Nieten/Fithrungsstifte

Massive Griffe

Hohlhefte

Teile

Fedemn

Massive Griffe

Wundspreizer, -sperrer/
Brustbeinspreizer

Federn

Nadelhalter mit Verschleischutz
(Einlagen oter Beschichtung)

Wundspreizer, -sperrer/
Brustbeinspreizer

Nadelhalter

Nadelhalter mit VerschleiBschutz
(Einlagen oder Beschichtung)

Himmer

Nadelhalter

Flach- und Hohlmeiiel/
Kiiretten/Knochenloffel

Hammer

Sonden

Flach- und Hohlmeifel/Kiiretten/
Knochenlbffel

Wundhaken

Xt | xb | xb

Sonden

Skalpelle /Messer

Wundhaken

Konchotome

Skalpelle/Messer

Branchenzangen

Konchotome

Knochenstanzen

Instrumente

Branchenzangen

Knochensplitterzangen

Chirurgische Instrumente

HohlmeiBelzangen

Knochenstanzen

Tabelle 1 — Anwendungsbereich — Nichtrostender Stahl

Ringzangen mit Verschlel8schutz
(Einlagen oder Beschichtung)

Knochensplitterzangen

Tabelle 2 — Anwendungsbereich — Hartmetalle

Ringzangen

KnochenhohlmeiBel

Scheren mit VerschlelBschutz
(Einlagen oder Beschichtung)

Ringzangen mit VerschleiBschutz
(Einlagen oder Beschichtung)

Scheren

Ringzangen

Zangen/Pinzetten mit
VerschleiRschutz

(Einlagen oder Beschichtung)

Scheren mit Verschlelschutz
(Einlagen oder Beschichtung)

X3

Zangen/Pinzetten

Scheren

Elevatoren/Raspatorien

Schifte.

Zangen /Pinzetten mit Verschlel@schutz
(Einlagen oder Beschichtung)

INSTRUMENTE GMBH

Referenzbuchstabe nach

1S0O 7153-1:1991 (zuriickgezogen)

Zangen/Pinzetten

G+S

Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1

Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1
Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1

Referenzbuchstabe fir Tabelle 4

Elevatoren/Raspatorien

4 Fir Instrumente mit Verschleifschutz gelten die Hirtewerte nur fiir das Trigermaterial.

| RS

Referenzbuchstabe fiir Tabelle 6

Freigabe 01.02.2017
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