
Formularul ofertei (F3.1)

Data depunerii ofertei: "24'o decembrie 2020
Procedura de achizilie Nr.: ocds-b3wdp1-MD-16058758J2715/21031116
Denumirea obiectului de achizilii: "Consumabile mgdicale 2021".
Cdtre: IMQP Instittutul Neuroloeie $i Neurochirureie ..DIOMID GHERMAN"
"Eqdo-Chirursie" SRL declard c5:

a) Au fost examinate gi nu existd rezervdri fatd de documentele de atribuire, inclusiv modificdrile nr.

nu se aplic6.

b) "Endo-Chirurgie" SRL se angajeazd sd furnizeze in conformitate cu documentele de atribLrire gi

condiliile stipulate in specificaJiile tehnice gi pre!, urmitoarele bunuri: "Consumabile medicale
2021'.

c) Suma totald a ofertei fdr6 TVA constituie: 2 455 870.00 (doui milioane patru sute cincizeci si
cinci mii opt sute saptezeci lei.00 bani) Iei MD.
d) Suma total6 a ofertei cu TVA constituie: 2 947 Q44.00 (doui milioane noul. sute patruzeci si

$apte mii patruzeci $i patru lei. 00 bani) lqi MD.
e) Prezenta oferti va rdmine valabil[ pentru perioada de timp specificatd in FDA3.8., incepind cr.r

data-limitd pentru depunerea ofertei, in conformitate cu FDA4.2., va rdmine obligatorie gi va putea fi
acceptatd in orice moment pind la expirarea acestei perioade;

f) in cazul acceptdrii prezentei oferte, "Endo-Chirgrsie" SRL se angajeazd sd oblind o Garanlie de

buni execu{ie in conformitate cu FDA6, pentru executarea corespunzdtoare a contractului de achizitrie

publicS.

g) Nu sintem in nici un conflict de interese, in conformitate cu art. 74 din Legea nr. l3l din

03.07 .201 5 privind achiziliile publice.

h) Compania semnatard, afiliafii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce

fac parte din contract, nu au fost declarate neeligibileinbaza prevederilor legislaliei in vigoare sau a

regulamentelor cu inciden!5 in domeniul achiziliilor publice.

Semnat: U
Nume: Vi
in calitate de: Director
Ofertantul: "
Adresa poEtalS: rul M
DaIa: "24" rJecembrie 2020
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APROBAT
prin OrdinLrl

MinistrLrlui Finanfelor
nr. 72 din 30.06.2020

FORMULARUL STANDARD AL DOCUMENTULUI UNIC
DE ACHIZITII EUROPEAN

1. Documentul unic de achizilii european, (in continuare, DUAE) este o cleclarafie pe proprie
rdspundere, prin care operatorul economic confirmd indeplinirea criteriilor de calificare ;i seleclie
rlecesare in cadrul procedurilor de achizilie publicd in Republica Moldova.
2, Formularul este completat, semnat electronic gi transmis autoritdtii contractante la depunerea
ofertei.
3. Un DUAE depus de cdtre operatorul economic in cadrul unei proceduri de achizilie publica
anterioard poate fi relutilizat, cu condilia ca informafiile cuprinse in formular s6 fie corecte qi
valab i le la data depLrneri i acestuia.
4. OfeftantLrl care prezintd in DUAE informalii false sau documentele justificative prezentate nu
confirmd inforrnafia indicatd in documentul prezentat este exclus din procedura de achizilie publica
gi/sau poate rdspr.rnde conform legislafiei.
5. Formularul DUAE este constituit din 7 capitole, gi anume:

l) CapitolLrl I. Infonna{ii privind procedura de achizilie publicd si autoritatea/entitatea
contractanta;

2) CapitolLrl II. Informafii referitoare la operatorul economic;
3) Capitolul III. Motive de excludere din cadrLrl procedLrrii de achizilie publicd;
4) Capitolul IV. Criteriile de calificare si seleclie a operatorilor economici;
5) Capitolul V. Indicalii generale pentrlr criteriile de selecfie a operatorilor economici;
6) Capitolul VI. Preselecfia candidafilor pentru procedura de atribuire a contractului de

achizilie publicd;
7) Capitolul VII. Declarafii finale.

6. Prezentarea forrnularului DUAE la depunerea ofertei care nu este conforrn cu cerin{ele stabilite
in Documentalia de atribuire duce la respingerea ofertei.

Capitolul I. Informa{ii privind procedura de achizi{ie publici qi autoritatea/entitatea
contractanti

Compartimentul se completeazd doar de cdtre autoritatea/entitatea contractanl
Cod nozitie Continutul cerintei Risnuns

2 J

A. Informatii desore nublicare

1A.1

Nurndrul anunprlu i/inv italiei publ icate in Bu letin Lr I ach izili i lor
publice, qi dupd caz numirul anunlului publicat in Jurnahll
Oficial al Uniunii Europene

Conform SIA

RSAP

B. Identitatea autoritdtii/entitdtii contractante

I B.l Denumirea autoritdtii/entitdti i contractante

IMSP Institutul
Neurologie ;i
Neurochirurgie
,,DIOMID
GHERMAN''

lB.2 Numdr unic de identificare (IDNO) a autoritdfii/entitdlii
contractante

10036001 s0602

-)u



Capitolul II. Informa{ii referitoare la operatorul economic

C imentul se doar de cdtre ra[oru economtct
Cod pozitie Continutul cerintelor Rispuns

2
A. Informatii nrivind operatorul economic

21..1
Denumirea operatorul econom ic "Endo-Chirurgie"

SRL
21'.2 fara Republica Moldova
24.3 Cod oostal v{D-2021
21..4 Oras/Localitate mun. Chisindu
21^.5

Adresa juridicd str. Drumul Viilor,
nr.30/2. an. (of.) 54.

24.6 Pasina web www.akson.md
21'.7 Persoana sau persoanele de contact Victor GHEREG

2A.7.1 Telefon 022 66-72-86
24.7.2 Adresa de e-mail info@akson.md
24.8 Numir unic de identificare ODNO/IDNP) 1009600033242
2A.9 Numdrul cod TVA 0207790
21..10 Forma organizatorico-juridicd a activit6lii de

antreprenoriat
Societate cu

Risnundere Limitati
21..11 Numele actionarilor / asociatilor I (unu)

24.12

Operatorul economic este:
o intreprindere micd
o irrtreprindere mijlocie
r si altele

mrca

24.13

ln cazul in care achizilia este rezervatd: operatorul
economic este un atelier protejat sau o intreprindere
socia16, sau va asigura executarea contractului in
contextul programelor de angaiare proteiatd?

Da ENLr

2A.13.1
Dacd da, care este procentul corespunzdtor de

lucrdtori cu dizabilitdti sau defavorizati?
00

2A.13.2
Specificali cdrei sau cdror categorii de lucrdtori cu
dizabilitd;i sau defavorizali le aparlin angajalii in
cauzd?

Itextl

21^.14
Operatorul economic participd la procedura de achizilii
oublice impreund cu alti operatori economici?

Da 8Nu

24.14.I
Dacd Da, precizali rolul operatorului economic tn
cadrul grupului (lider, responsabil cu tndeplinirea
unor sarcini specifice, etc). Itextl

2A.14.2
Numili operatorii economici care participd la
orocedura resnectivd de achizitie oublicd. Itextl

24.I4.3 Soecificati denumirea sruoului oarticipant. textl
Notd. Dacd ali rdspuns Da la tntrebarea 2A.14, asigurafi-vd ca operatorii economici mentionati sd

nrezinte un formular DUAE seqarat.
B. Informatii privind reDrezentantii operatorului economic
Indicali numele persoanei (persoanelor) imputernicite (imputernicite) sd il reprezinte pe operatorul
economic in scopurile prezentei proceduri de achizitie publicd.

28.1 Nume si prenume Victor GHEREG
28.2 Pozitie/actiondnd in calitate de.. Director
28.3 Tard Republica Moldova
28.4 Telefon 022 66-72-86
28.5 Adresa de e-mail info@.akson.md

'L^1 u



C. Informatii privind utilizarea capacitltilor altor entititi

2C.1

Operatorul economic fiilizeazd capacitdlile altor entitdli
pentru a satisface criteriile de selec{ie prevdzute in
capitolul IV, precum gi (dacd este cazul) criteriile qi

reeulile mentionate in capitolul V de mai ios?

Da ENLI

Notd. Dacd a{i rdspuns Da la tntrebarea 2C.1, prezentali un formular DUAE separat care sd

cuprindd informaliile solicitate in secliunile A .Si B din capitolul respectiv ;i din capitolul III pentru

fiecare dintre entitdlile in cauzd, completat Si semnat tn mod corespunzdtor de entitdlile in cauzd.

Atragem aten{ia asupra faptului cd trebuie incluSi, de asemenea, tehnicienii sau organismele

tehnice implicate, indiferent dacd fac sau nu parte din tntreprinderea operatorului economic, in
special cei care rdspund de controlul calitd1ii ;i, tn cazul contractelor de achizilii publice de

lucrdri, tehnicienii sau organismele tehnice la care poate face apel operatorul economic in vederea

executdrii lucriirilor. in mdsura in care este relevant pentru capacitatea (capacitd{ile) specificd
(specffice) utilizatd (utilizate) de operatorul economic, includeli informa{iile prevdzute tn capitolele
IV si V oentru fiecare dintre entitittile in cauzd.

D. Informatii privind subcontractantii pe ale ciror capacitdti operatorul economic se bazeazd

2D.1
Operatorul economic inten{ioneazd sd subcontraaleze
vreo Darte din contract cu alti operatori economici?

Da ENu

2D.1.1 Dacd Da, enumerati subcontractantii propusi. Itextl

Capitolul III. Motive de excludere din cadrul procedurii de achizifie publicd

C imentul se c eteazd de ciitre ratorrr econon|tcl

Cod nozitie Continutul cerintelor Risnuns
A. Motive referitoare la condamniri prin hotirf,rea definitivl a unei instan fe judeq4lqtqEli

I ) 3

3A'.1

Participare la o organizafie criminald.
Operatorr.rl econolnic insugi sau orice persoand care este

rnembru al organisrnului de adrninistrare, de condttcere sart

de supraveghere al acestuia sau care are plttere de

reprezentare, de decizie sau de control in cadrr,rl acestuia a
ftcut obiectul unei condamndri pronunfate printr-o
hotdrdre definitivd pentru participare la o organizalie
criminald, printr-o condalnnare pronunlatd cu cel rnult

cinci arri in urmd sau in care continud sd se aplice o

perioadd de excludere prevdzutd in mod direct in
condamnare?

Da EINu

34.2

Corup{ie.
Operatorul economic insugi sau orice persoand care este

membru al organismului de administrare, de condltcere salt

de supraveghere al acestuia sau care are putere de

reprezentare, de decizie sau de control in cadrul acestuia a

lbcut obiectul unei condamndri pentru corupfie pronunfate
printr-o hotdrAre definitiv6, printr-o condamtrare

pronLrnfatd cu cel mult cinci ani itr urmd satt in care

continud sd se aplice o perioadd de excludere prevdzutd in
mod direct in condamnare?

Da ENu

3A.3

Fraude.
Operatorul economic itrsuqi sau orice persoand care este

membru al organismului de adrninistrare, de conducere sau

de supraveghere al acestuia sau care are putere de

reprezentare, de decizie sau de control in cadrul acestuia a

fbcr-rt obiectul unei condamndri pentru fraudd pronunfate
printr-o hotdrdre definitivd, printr-o condamnare

pronunlati cu cel mult cinci ani in urmd sau in care

continud sd se aplice o perioadd de excludere prevdztttd in
mod direct in condamnare?

Da ENu

Infractiuni teroriste sau infrac{iuni legate de .1-1111 
.



Capitolul IV. Criteriile de calificare;i selec{ie a operatorilor economici

Compartimentul se completeazd de cdtre autoritatea/entitatea (coloana nr.2) contractantd ;i
orii economici (coloana nr

Cod pozitie Continutul cerintelor Risnuns
1

., J

A. Canacitatea de exercitare a activititii profesionale

44.1
Operatorul economic este in mdsurd sd furnizeze
documentul/documentele prin care se va demonstra
inresistrarea acestu ia?

EPa Nu

44.1.1

Dacd Da, indicali actele de tnregistrare a activitdlii
antreprenoriale ;i genul (genurile) de activitate determinate

de legislafie, aferent obiectului procedurii de atrtbuire a
contractului, in baza cdreia tntreprinderea are dreptul sii
execute viitorul contract de achizitie publicd.

1. Certificat de
inregistrare.
2. Extras din
Registrul de stat al
persoanelor
juridice.
3. Altele.

4A.1.2

Actele de tnregistrare a activitdlii antreprenoriale, sunt

disponibile gratuit pentru autoritdli dintr-o bazd de date

na{ionaldT Dacd da, specificali informayia care ar permite
verificarea.

Adresa de internet:
Itextl
Autoritatea saLt

organismul
emitent(d):
Itextl

Referin;a exactd a
documenta{iei:
Itextl

41'.2
Activitatea antreprenorialS def ine o cefiificare gi/sau o

attorizare echivalentd aferent obiectului procedurii de

atribuire a contractului. in cadrul unui sistem national?
NuDa

4A.2.I
Dacd Da, operatorul economic este tn mdsurd sd furnizeze
documentul/documentele prin care se va demonstra

c er tific ar e a s i/s au aut ortz are a ac t iv itd{ii ac e s tui a?

NuDa

4A.2.3
Actele privind certificarea sau autorizarea sunt disponibile
gratuit pentru autoritdl| dintr-o bazd de date nalionald?
Dacd da, specificali informalia care ar permite verificarea.

Adresa de inlernet:
Itextl

Autoritatea satt
organismul
emitent(d):
Itextl
Referinsa exactd a
documentaliei:
Itextl

4A.3

Genurile de activitate, gi/sau certificarea, qi/sau autorizarea
privind activitatea de intreprinzdtor, acoperd criteriile de

seleclie impuse de autoritatea/entitatea contractant[ in
anuntul/invitatia de participare?

Eoa Nu

B. Canacitatea economicl si financiard
Declaratii bancare

48.1

Operatorul economic este in mdsurd sd furnizeze declara{ii
barrcare sau, dupd caz, dovezi privind asigurarea riscului
profesional in conformitate cu cerinlele din documentalia de

atribuire?

8oa Nr.r

48.1.I Informalia menlionatd la punctul 48.I este disponibild
sratuit pentru autoritdti, dintr-o bazd de date nalionald?

Adresa de internet:
Itextl

"L,,?t),



Dacd da, specificali informalia care ar permite verificarea
ei.

Autoritatea sau
xganismul emitent(d):
Itextl
Referin{a exact;t ct

documentaliei:
Itextl

Cifra de afaceri anuali (volumul vAnzdrilor) Nu se cere

48.2

Operatorul economic este in mdsurd sd demonstreze o cifrd
de afaceri anuald, dupd cum ttmeazd:

Valoare Perioada

Notd. Se completeazii de cdtre autoritatea contractant;t
valoarea si oerioada

NuDa

48.2.1
Specfficali care este cifra de afaceri anuald, con/brnt
datelor din raportul financiar.

Valoarea frutmdr/
Anul ltextl

Cifra de afaceri medie anuali Nu se cere

48.3

Operatorul economic este in mdsurd sd demonstreze o cifrd
rnedie anuald de afaceri. duod cum urtneazd:

Valoare Perioada

Notd. Se completeazd de cdtre autoritatea contractantd
valoarea si oerioada

NuDa

48.3.1
Specifica;i cifra de afaceri, conform datelor din raportul
financiar.

Valoarea Inumat'l
Anul ltextl
Valoarea fnumdrl
Anulltextl
Valoarea fnumdr/
Anul ltextl
Valoarea medie totala
fnumdrl

Ranort financiar

48.4
OperatorLrl economic este in mdsurd sd furnizeze raporlul
financiar inregistrat. extrase din raportul finarrciar?

8na Nr,r

48.5

Informafiile privind situalia economicd si financiard sunt
disponibile gratuit pentru autoritdli, dintr-o bazd de date
rra{ionald? Dacd da, specificali informafia care ar permite
verificarea.

Adresa de internet:
Itextl
Autoritatea sau

orgarr isrnLr I ern itent(a) :

Itextl

Referin{a exactd a
documenta{iei:
Itextl

C' Capacitatea tehnici ;i/sau profesionali

4C.1

Operatorr"rl economic este in mdsurd sd furnizeze
documentele solicitate de cdtre autoritatea/entitatea
contractantd irr anun{ul de participare, care demonstreazd
capacitatea tehnicd gi/sau profesional6 pentru execntarea
viitorului contract.

Eoa Nr.r

4C.I.I I nfor m al i i I e pr iv ind c ap ac i t at e a t e hni c d E i/ s au pr ofe s i ona I d
sunt disponibile sratuit pentru autoritdti, dintr-o bazd de

Adresa de internet:
Itextl

Y,r1u



date nafionald? Dacd da, specificali informalia care ar
permite verificarea.

4utoritatea sau
rganismul emitent(a).
Itextl
Referinla exactd a
documentaliei:
Itextl

Instalatii tehnice si mdsuri de asigurare a calititii

4C.2

Operatorr"rl economic este in mdsurd sd furnizeze detalii
referitoare la tehnicieni sau organismele tehnice, specificate
in anunful de participare/documentalia de atribuire, pe care

autoritatea/entitatea contractantd le poate solicita, in special
cele responsabile de controlul calitdlii in legdturd cu acest

exercitir"r de achizitie publicS?

NuDa

4C.3
Operatoml economic este in mdsurd sd furnizeze o

informa{ie cu privire la sistemele de managetnent ;i de

trasabilitate utilizate in cadrr.rl lantLrlui de aprovizionare?
NuDa

1C.3.1
Informaliile sunt disponibile gratuit pentru autoritirfi, dintr-
o bazd de date nalionald? Dacd da, specificayi informa{ia
care ar permite verificarea.

Adresa de internet.
Itextl

4utoritatea sau
vganismul emitenth);
Itextl
Referinla exactd a
documenta{iei:
Itextl

Utilaie. instalatii si echipament tehnic

4C.4
Operatorul economic dispune de Lrtilaje gi echipament
necesar pentru indeplirrirea corespunzdtoare a contractului
de achizitie publicd?

NuDa

4C.s

Operatorul ecouornic este in mdsurd sd furnizeze o

informa{ie cu privire la dotdrile specifice, Lrtilajul gi

echipamentul necesar pentru indeplinirea contractului,
conform cerinlelor stabilite in anunful de participare gi

documentatia de atribuire?

NuDa

Presitirea nrofesionali si calificarea personalului

4C.6
Operatorr,rl economic are in cadrul intreprinderii personal

calificat conform cerinlelor stabilite in anunlul de

narticioare sau in documentatia de atribuire?
EPa Nu

4C.1

Operatorul economic este in mdsur6 sI furnizeze o
informafie privind personalul de specialitate propus pentru
executarea contractului, conform cerinlelor stabilite in
anuntul de participare si documentatia de atribr"rire?

Ena Nu

4C.8
lndica{i efectivele medii anuale de personal arrgajat diri
ultimii trei ani de activitate.

Anul 201 8

Angajati - l5
Anul 20l7
Ansaiati - 16

AnLrl20l6
Aneaiati- 12

Numlrul membrilor personalului de conducere
4C.9 lndicafi numdrul membrilor personalului de conducere ale

operatorului economic pe parcursul ultimilor trei ani.
Anul2019
Persoane 2 tdouSl
Anul2018
Persoane 2 ldou5l
Anul2017

4Yu,



Persoane 2 [douIl
Mostre, descrieri, fotografii

4C.10

Operatorul economic este in mdsurd sd furnizeze eqantioane

(rnostre), descrieri gi/sau fotografii ale produselor/serviciilor

care urmeazd sd fre fumizatelprestate, conform cerin{elor

stabilite in documentatia de atribuire?

Eoa Nu

Pentru contractele de achizitie publicd de lucrlri

4C.11

in perioada de referin(d, operatorul economic a indeplinit
lucrdri specifice sau similare obiectului de achizilie indicat

in anuntul de participare si in documentafia de atribuire?

NuDa

4C.1 1.I

Dacd Da, enumerayi-le specificdnd descrierea lucrdrilor,
valoarea lor, data de incepere, data procesului verbal de

receplie la terminarea lucrdrilor, beneficiarul ,si altir

informatie relevantd.

Itextl

Pentru contractele de achizitie publici de bunuri

4C.12
in perioada de referinld, operatorul economic a efectuat

livrdri specifice obiectuh.ri de achizilie indicat in anunlLrl de

participare $i in documentatia de atribr"rire?

EDa Nr.r

4C.12.1
Dacd Da, enumerafi-le specificdnd descrierea livrdrilor,
valoarea lor, data de tncepere, data furnizdrii, beneficiarul

Si altd informaYie relevantd.

text

Pentru contractele de achizitie publici de servicii

4C.13
in perioada de referin[[, operatorul ecorrotnic a prestat

servicii similare cu obiectul de achizilie indicat in anun{ul

de narticioare si in documentatia de atribuire?
ElDa Nu

4C. I

Dacd Da, enumerafi-le specificdnd descrierea serviciilor,
valoarea lor, durata de execulie, data tnceperii, beneficiarttl

Si altd informalie relevantd.

Itex t

4C.14

in cazul cd rdspunsul este Da pentru una din intrebdrile
4C.11 - 4C.13, pr,rtefi furniza dovezi prin care se va

demonstra indeplinirea lucrdrilor, livrarea bunurilor,
prestarea serviciilor similare conform cerinlelor
documentatiei de atribuire?

Ena Nu

D. Standarde de asiqurare a calititii

4D.1

Operatorul economic este in mdsurd si furnizeze certificate
emise de organisme independente prin care se atestd faptul
ci operatorul economic respectd standardele de asigurare a

calit6lii conform cerinlelor stabilite in anunful de participare

Si in documentatia atribuire?

NuDa

4D.2

lnformaliile privind standardele de asigurare a calitS{ii, sunt
disponibile gratr.rit pentru autoritAli, dintr-o bazd de date
na{ionald? Dacd da, specificali inforrnalia care ar permite
verificarea.

Adresa de interrret:

Itextl
Autoritatea sau

orgarr isrnul ern itertt(a) :

Itextl
Referinfa exactd a

docurnentafiei:
Itextl

E. Standarde de protectie a mediului
4E.1 Operatorul economic este in mdsurd sd furnizeze certificate Da Nu

1",->(),



emise de organisme independente prin care se atestl faptul

cd operatorul economic respectd standardele de proteclie a

mediului, conform cerinfelor stabilite in anunlul de

participare Si in documentalia de atL

4E.2

Informafiile privind standardele de proteclia mediului, sunt

disponibile gratuit pentru autorit6fl, dintr-o bazd de date

nalionall? Dacd da, specificafi informafia care ar permite

verificarea.

Adresa de internet:
Itextl

Autoritatea sau

organismul em itent(d):
Itextl

Referinla exactd a

documenta{iei:
Itextl

F. Permiterea controalelor

4F.1

Operatorul economic permite efectuarea verificdrilor de

cltre autoritatea/entitatea contractantd referitor la

capacitilile economice gi financiare, de producfie sau

tehnice privind executarea viitorului contract de achizilie

oublicd?

Da Nu

*'\ct.



capitolul v. Indicafii generale pentru criteriile de calificare ;i selecfie

Compartimentul se completeazd de cdtre autoritatea/entitatea contractantd (coloana nr.2) ;i
'coloana nr.3

Capitolul VI. Preselecfia candida{ilor pentru procedura de atribuire a contractului de

achizi{ie publicl

Compartimentul se solicitd de cdtre autoritatea contractantd doar in cadrul procedurilor de

achizitie oublicit; licitatia restrdnsd, negociere, dialog competitiv Si parteneriatul pentru inovare.

ratorii economici nr
Cod pozitie Confinutul cerinfelor Rlsnuns

I ) J

A. incleplinirea tuturor criteriilor de selecfie imlqlg

5A..1

Operatorul economic este in mdsurd sd furnizeze in Sistemul

informational automatizat ,,Registrul de stat al achiziliilor
publice" sau prin mijloace electronice, sau dacd e cazttl, pe

suport de hdrtie alrtoritdf ii contractante: formularele,

certificatele, avizele gi alte documente indicate de cdtre

autoritatea/entitatea contractantd in anunful de participare 9i in
documentaf ia de atribuire?

Termen 3 zile de la solicitare.

Notd. Numdrul de zile se indicd de cdtre autoritatea

contractantd lindnd cont de cantitatea ;i caracterul

documente lor s ol ic itat e.

Eoa Nu

sA.2

Informafiile care sd ii permitd autoritdtii/entitAtii contractante

sd oblinh docurnentele indicate in anunful de participare 9i irr

documentafia de atribuire, sunt disponibile gratuit 9i direct
prin accesarea unei baze de date nalionale in orice stat? Daca

da, specificali informalia care ar permite verificarea.

Adresa de internet:
Itextl

Autoritatea sau

organismul ernitent(d
Itextl

Referinla exactd a
documentaliei:
Itextl

ac h i z i I ie p u b l i c a : l i c i ta ! r a r es lr ans a. n e goc te re. dt a t pE te /npe]L!l!-[! ru lnovare.

Cod nozitie Continutul cerintelor Risnuns
I 2 3

A. indenlinirea tuturor criteriilor de selectie impuse

64.l
OperatorLr I econom iclcand idatLrl indepline;te criteri i le de se Ieclie

stabilite de cdtre autoritatea contractantd in anunlul de participare

si in documentatia de atribuire.

Da Nr"t

64.2

Operatorul economic/candidatul dispune ;i este in mdsurd sd

firnizeze in Sistemul informalional automatizat ,,Registrul de

stat al achiziliilor publice" sall prin rnijloace electronice, sau dacd

e cazul, pe suport de hArtie autoritdlii contractante ceftificate sau

alte forme de documente justificative, dupd cum este cerut in
anuntul de oarticipare si in documentatia de atribuire.

NuDa

Y'*1U,



Capitolul VII. Declara{ii finale

Operatorul economic declard cd informafiile prezentate in capitolele II - V (dupd caz II-VI) sunt

exacte gi corect ftmizate,cunoscdnd pe deplin consecinfele cazurilor grave de declaralii false.

operatorul economic declara in modoficial, cd poate sdfvrnizeze la solicitarea autoritatii/entitatii

contractante ftrdintdrziere, certificatele Ei documentele justificative solicitate, cu exceplia cazului

in care autoritatea/entitatea contractantd are posibilitatea de a obline documentele justificative in

canz6 direct prin accesarea unei baze de date relevante, care este disponibild gratuit, cu condilia cI

operatorul etonomic s6 fi furnizat informafiile necesare (adresa de internet, autoritatea sau

oiganismul emitent(6), referinfa exactd a documentaliei) care sd ii permitA autorit6lii contractante

sau entit6lii contractante sd facd acest lucru ;i se consimte accesul la informaliile men{ionate, in

cazul in care acest lucru este necesar.

Operatorr.rl economic declari in mod oficial cd este de acord ca [IMSP Institutul Neurologie 9i

Nlurochirurgie ,,DIOMID GHERMAN"], astfel cum este descrisd in capitolul I seclir'rnea A s6

ob1in6 u"..rlu documentele justificative privind informaliile pe care le-a furnizat in acest DUAE in

scopul desfdgur6rii proceduiii de achizilie [procedurii de achizilie, numdr unic de identificare 9i

referilfa de publicare in Jurnalul Oficial al Uniunii Europene (numdrul de referin{6), dacd este

cazull. SIA RSA P [ocds-b3wdp 1-MD- I 6058758327 I 5/2 I 03 I I I 6]

(Se va completa gi semna de cdtre operatorul economic)

Nume: Victor GHEREG

Pozilia: Director

Data:24.12.2020

Locul: Chi

Semndtura

Chiginiu, Repu

i.\/ 'oa
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AGENTTA SSRVICn TUBLICE
Departamentul inregistrare qi licentiere a unitililor de drept

din Registro, u"Kffiioaneloriuridice :

Nr. 450896 data 25.09.2020

Denumirea completfl: $ocietatea cu Rispundere Limitatl "ENDO-CHIRURGIE| '
Denumirea prsscurtatE: " ENDO-CHIRURGIE" S.R.L.
Forma juridic6 de organizare: Societafe cu rtrspundere limitattrn
Num6rul de identificare de stat gi codul fiscal (IDNO): f009600033242
Dxa inregistrflrii de stat: 24.09.2009
Sediul: MD-202t", str. Drumul Viilorr 30/2, ap.54, mun. Chiqindu, Republica Moldova.
Obiectul principal de activitate:
1. Acordarea nsisten{ei medicnle de citre institutiile medico-sanit*re private
2. Activitatea farmsceutic5
3, Irnportul, f,abricnreao comercializtrearasistenfa tehnicX Ei (sau) reparnlia dispozitivelor
medicnle gi (sau) a opticii
4. Comerful cu aminuntul al articolelor medicale qi ortopedice
5. Comor{ul cu amf,nunful al produselor cosmetice qi de parfumerie, articolelor de toaleti
6. Alte activitlti de asistenf* medicall
7. Activit{fi de intrefinere eorporali
8. Activitfrti de consultare pentru afaceri qi management
L Activitii{i de cercetare a pie{ei gi de sondaj al opiniei publice
10. Importul tri (sau) fabricnrea, depozitarea, comercializ&re& angro a rubstmfelor pi

mnterialelor chimiee, toxicen articolelor gi produselor chimice de mennj
11. Importut gi (sau) depozitarea, *o**r.iuli"area produselor de uz fitos*nitar pi (sau) a
fertilizanfilor

Capitalul social: 1132300 lei,

Administrator: GHEREG WCTOR, IDNP 2003001030201.

Asociatii:
l. GHEREG VTCTO& IDNP 2003001030201, cota 1132300 lei, ce constituie 100%
Beneficiar efectiv: GHEREG VICTOR, IDNP 2003001030201.

Prezentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2AA7
privind ipmgklrsrea de stat a persoanelor jwidice qi a intreprinzdtorilor individuali 6i confirm[

de stat la data de: 25.09.2020.

.l
;..:.l

:i

ffi
ou$&t*';c

Qo,oonsot9Zqj"\
'' i Date cu.cgractir personal Operstor: I.P. ,,Agengia Servicii Publice", l0 00000j9



N MOBIAS
I BANCA

J
,, r i., t: i 'j. r'*

Nr., {,t -.'t ..}- - .;*".31 
" 
r i

2.

a

oata. ,{: (..o ii'

CERTIFICAT
PRIVIND EXISTENTA GONTURILOR CURENTE

Prin prezentul, BC ..Mobiasbanci - Groupe Soclete Genefale" S.A.. codul bencii (BlC): MOBEIVID22'

confirma ce eompania ENDO-CHIRURGIE SRL cod fiscal (IDNO) 1009600033242, detine urmetoarele conturi

curente la BC Mobiasbanca"Groupe Societe Generale SA, Filiala. 09 Centru:

1. MDL - MD53MO2224ASV56624407100

Certificatul este emis in baza cererii

Diana Pladlchi L"$"
Numele, Prenurnele si Semnefura
Director filiala ,,09 Centru"

Exeiutor r V-Mor@v
r#* 22 812 562

Fdiata f.L: g."gantrr"
Bd. Qlelar! cel itar4 ?i Sf?ln't B1a
hlt]-t$12. Chislnau, Maldals
CEd MOBBM0t?
C@t ite ccspa$Canlai 3$2i 3gg?
la Cdiirul de oeasrldit fl EilM

CR{}U$>E SOCI€Tf, C€NSRAL.E

BC ,t*obiesbaffi:- Group€ Soalit6 G6xb€ie" SA

Capitd Sochl 100 000 0S0 lltDl
Num{r de ln€gi.{Fre de 3tal " 1d026!!0t{t08t
'll€drul Cenital
b4- gtstan c4l. gar€ ti Stgnt ai a
MI)401?. Ctisil.{, telakie€

Te!. +3732281.21 10
Sax. +37322;il S?.67
w"nobitrtiarrrg nld
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F/COM/TF/o1/01

Beneficiar: IMSP Institutul Neurologie si Neurochirurgie ,,Diomid Gherman"
Adresa: MD - 2028, mun.Chiginiu, Korolenko 2

Oficiul bdncii: Mobiasbanca - OTP Group S.A.
Adresa: MD -2012, mun. Chisindu, bd. $tefan cel Mare siSf6nt, nr. 81A

Data: 24 decembrie 2020

GARANTTE DE OFERTA Nr. LG/70426167100

Mobiasbanca - OTP Group S.A., adresa juridicd MD - 2012, bd. $tefan cel Mare, 81A, mun. Chigindu,
Republica Moldova a fost informat6 cd " Endo - Chirurgie" S.R.L. (numit in continuare ,,Ofertant") urmeazd
sd inainteze oferta cdtre Dvs. la data de 27 decembrie 2020 (numitd in continuare ,,ofertd") pentru
achizitionarea de Consumabile medicale pentru anul2021, conform invitaliei la licitalia nr. ocds-b3wdp1-MD-
1605875832715 din 20 noiembrie 2020.

La cererea Ofertantului, noi, Mobiasbanca - OTP Group S.A., prin prezenta, ne angajdm in mod irevocabil sd
vd plitim orice sumd sau sume ce nu depdgesc in total suma de: 25 000 (doudzeci 9i cinci mii) MDL, la
primirea de cdtre noi a primei solicitdri din partea Dvs. in scris, insotite de o declara[ie in care se specificd
faptul cd Ofertantul incalcd una sau mai multe dintre obliga[iile sale referitor la condi[iile ofertei, 9i anume:
a) gi-a retras oferta in timpul perioadei valabilitdtii ofertei sau a modificat oferta dupd expirarea termenului-

limitd de depunere a ofertelor; sau
b) fiind anunlat de cdtre autoritatea contractantd, in perioada de valabilitate a ofertei, despre adjudecarea

contractului: (i) egueazd sau refuzd si semneze formularul contractului; sau (ii) egueazd sau refuzd sd
prezinte garan[ia de bund execulie, dacd se cere conform conditiilor licitatiei, ori nu a executat vreo
conditie specificatd in documentele de atribuire, inainte de semnarea contractului de achizitie.

Aceastd garanlie va expira in cazul in care ofertantul devine ofertant cigtigdtor, la primirea de cdtre noi a
copiei ingtiinl6rii privind adjudecarea contractului gi in urma emiterii Garan[iei de bun6 executie eliberatd
cdtre Dvs. la solicitarea Ofertantului.

Prezenta garantie este valabilS pind la data de 28 februarie 2021 (inclusiv).

Cu respect,
$ef Seclie Suport lMM,
DepartamentullntreprinderiMicigiMijlocii. ..
Mobiasbanca - orP Group s.A. tsi%l'j'd;:i):io'lrlllriiff

l:ffi,:;tfi 'i,:i 
g' S i gnature

Executor :

Liliana Cherdivara
ret.. (022\ 812-346

l''lobi€sbanca - oTP Group 5.A. " Capilal Sociat: 1 00 00U 000 !lnL ' Nurnif de inreqistrare {1e slilt -
bd. Stetan cel f,lare si Sfirrt 81A. MU-201 2 ChisinAu, Moldova. telelon: +373 "L2')?6 456. e-maii.

W 
Ninastihii

I 00?6U000i:08?

info@mobiasbanca.md ..aww.tnobiasbanca. md

fr.tR
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" Endo-Chirurgie" S. R.L.
Codul fiscal : 1 009600033242
Adresa postale: mun.Chiginiu, str. Mesterul Manole, nr. 9.

Telefon/Fax: (0221 23-21 -33, (0221 66-72-86

fqENDOq'CHIRURGIE

Nr. de ieqire: 69/12 din24.12.2020

Cdtre: IMSP Instittutul Neurologie gi Neurochirurgie,,DIOMID GHERMAN',

Numdrul unic de identificare al procedurii de achizilie:

ocds--b3wdpl-MP:l60587583271 5/2 I 03 I I I 6,

" Consumabile medicale 202 1 ".

DECLARATIE

' Prin prezenta, SRL "Endo-Chirurgie" declar[ urmdtoarele:

l. La solicitarea autoritdfi contractante/beneficiarului/organizatorului licitaliei, va

prezinta mostre in decurs de 3 (trei) zile de la solicitare.

2. Va respecta toate cerinfele specifice indicate la descrierea loturilor.

Cu respect,

Director Victor GHEREG

"ENDO.
.CHIRURGIE'

'fu,ooruoodw

Ex. P. Dubalari

l'el./fca. : 022-2 3-2 I -3 3



bsi.

This is to certifY that:

Holds Certiflcate No:

For and on behalf of BSI:

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

and operates a euality Management System which complies with the requirements of ISO 134E5:2015 for the

following scope: , '

BV RoVal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

O&MHalyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23r16
USA

FM 697013

The design and development, manufacture and distribution of surgical go*1ll?f.oj:.t]Y:,
garmenti, face masks, surgical drapes,_orthopedic soft goods, patient care products, col6

i|,"ripy products, C-sectioi packs, OB Packs, orthopedic packs, sterile and non-sterile

exam'inalion gloves, Temperature management systems for the areas of general surgery and

general medilal use and sterilization wrap and non-woven materials for medical devices.

a
Gary E Slack, Senior Vice President - Medical Devices

Effeetlve Date: 2020-01-09

Expiry Date: 2023-01-08

Page: 1 of 3

...making excellence a habit"
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Certificate No:

Location

FM 697013

Registered Activities

O&MHalyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Headquarter management activities'

O&MHalyard, Inc.
5405 Windward ParkwaY
Alpharetta
Georgia
30004
USA

The design and development of surgical gowns, protective

garmenti, face masks, surgical drapes, orthope.dic soft
goods, patient care products, cold therapy products, C-

SecUon packs, OB Packs, orthopedic packs, sterile and non-

sterile examination gloves, Temperature management

systems for the areJs of general surgery and general medical

use and sterilization wrap and non-woven materials for

medical devices,

Halyard North Carolina, LLC

389 Clyde Fitzgerald Rd.

Linwood
Nofth Carolina
27299
USA

The manufacture of nonwoven materials for medical devices,

Sterilization wrap, and infec,tion control products including

disposable gowns and linens,

La Ada de Acuna
14 Finegan Road
Del Rio
Texas
78840
USA

Receiving and Incoming Inspection, Warehouse and

Distribution.

O&M Halyard Honduras S.A. de C.V.

Carretera Tegucigalpa Villanueva
Cortes
Honduras

The manufacture and distribution of disposable sterile and

non-sterile surgical gowns,

La Ada de Acuna
Avenida Hidalgo #16
Parque Industrial San Carlos
Nogales
Sonora
84092
Mexico

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

l'*:s f*fii:i:lii: f::tlleij il lilil irr':;i:rii ::i ljli ,lrii'!i'!tii 11: rii.;:::'.'il: 'iilti;:t::i!'|ai.:
i|] t:lri{.i}ti:rt l:rjtllij{i;til it;ti: i.:t :}i.i:titt::lf.ti}r:i::l:. g-nli.n-q. lfii:ii::::l ::r;,.)ii:ii i.:l:ri: 1-1t' L';:11

ir ** L<:i;,j ill {:+lllrif'}i."1:li:rl rijjil "":r i, iii' l i:il}i? :: ij:i i'::: r+': riilra::lil:t'

Receiving and incoming inspection, Manufacturer/Conversion
of nonwoven materials.

Effective Date: 2020-01-09

Expiry Date: 2023-01-08

Page: 2 of 3
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Ceftificate No: FM 697013

Location Registered Activities

La Ada de Acuna
Kim. 4.5 Carreterra Presa La Amistad
Ciudad De Acuna
Coahuila
26220
Mexico

The manufacture of non-sterile face masks (surgical isolation,
industrial and respirator), non-surgical gowns, cold therapy
products, and sterilization wrap.

La Ada de Acuna S.De. R.L. De C.V The manufacture of disposable products including sterile and

AV. Hidalgo #6 Esq., Blvd., non sterile surgical packs, gowns and components. The

Luis Donildo colosio, col. Educativa manufacture of temperature management systems for areas

Nogales Sonora of general surgery'

84093
Mexico

Safeskin Medical & Scientific The design and development, production and distribution of
(Thailand) Ltd. industrial gloves, sterile and non-sterile examinauon gloves.

200 Moo 8, Kanchanavanich Road,
Tambol Prik, Amphur Sadao,
Songkhla
90120
Thailand

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

Effective Date: 2020-01-09

Expiry Date: 2023-01-08

Page: 3 of 3
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bsi.

No.

Issued To:

In respect of:

The manufacture of Surgical Drapes.

Those aspects of Annex V related to securing and maintaining sterility in the manufacture of
sterile surgical gowns, surgical drapes, surgical packs and examination gloves

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

cE 698961

O & M Halyard,Inc.
9!2O Lockwood Blvd
Mechanicsville
Virginia
23116
usA

Date: 2019-02-25

on the basis of our examination of the quality assurance system under the requirements of Council Ditective
93l4Z|EEC, Annex V. The quality assurance system meets the requirements of the directive; For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSL a Notified Bodv for the above Directive (Notified Bodv Number 2797\:

Albeft Roossien, Regulatory Lead

First Issued: 2019-02-18 Expiry Date: 2O24-O2-L7

..making excellence a habitl
Page 1 of 2
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bsi"
By Royal Charter

EC Certificate Production Quality Assurance

Supplementary Information to CE 598961

IssuedTo: O &M HalYard,Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Number Device Name Intended Furpose per IFU

Class IIa
MD 0101 Transurethral Resection (T.U.R.) Drapes &

Packs

N/A

Class Is

MDSTOO6 Surgical Gowns N/A

MDS7006 Surgical Drapes N/A

MDSTOO6 Surgical Packs N/A

MDSTOO6 Examination Gloves N/A

Expiry Date: 2O24-O2-I7

.".making excellence a habitl"
Page2 of 2

First Issued: 2019-02-18 Date: 2019-02-25



bsi.
BV RoVal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Ceftiflcate No:

Date:

Issued To:

Subcontractor:

cE 698961
20L9-02-25
O & M HalYard,Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23LL6
USA

Service(s) suPPlied

Arc Royal
Virginia Road Kells

Co Meath
Ireland

EU Representative

GRI Medical & Electronic
Technology Co., Ltd
1805 Honggao Road

Jiaxing
Zhejiang
314031
China

ETO Sterilization
Manufacture

Isomedix Operations, Inc.
1441 Don Haskins Drive
El Paso
Texas
79936
USA

ETO Sterilization

...makinq excellence a habit"

Page 1 of 6



bsi.

Ceftiflcate No:

Date:

Issued To:

Subcontractor:

cE 698961
2019-02-25
O&MHalyard,Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
231L6
USA

Bv Roval Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

La Ada de Acuna S. De. R.L. De C.V'

Av. Hidalgo No. 6 Esq., Blvd.
Luis Donaldo Colosio Col. Educativa,
Nogales
Sonora
84093
Mexico

Manufacture

Lianyungang Aiyeh Non-Woven
Products Co., Ltd
No. 9 YunYang Rd.

Huangjiuni Export Processing Zone

Lianyungang, Jiangsu
222047
China

Manufacture

Master & Frank (Pinghu) Ent. Co', Ltd,

No. 2000, Xingping II Rd.

Pinghu Economic Develompment Zone

Zhejiang
P.R. China

it,:!1 i:iril i i:,t.j'
r,r'il,'l*t:i,.i

Manufacture

making excellence a habit.

Page 2 of 6
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Ceftiflcate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 698961
20L9-02-25
O&MHalyardrInc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Service(s) supplied

O&M Halyard Honduras S.A. de C.V.
Carretera Tegucigalpa
Villanueva Coftes
Honduras

Manufacture

O&M Halyard, Inc.
5405 Windward PKWY
Alpharetta
Georgia
3004
USA

Regulatory Compliance

SAFESKIN MEDICAL & SCIENTIFIC
(THAII-AND), LTD,
200 moo 8 Kanchanavanich Road
Tambol Prik,
Amphur Sadao Songkhla,
90120
Thailand

Manufacture

.makinc excellence a habit"
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bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 698961
20L9-02-25
O & M Halyard,Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Service(s) supplied

Sterigenics S. de R. L. de C. V.

James Watt No. 22
Parque Industrial Cuamatla
Cuautitlan Izcalli
Estado de M6xico
c.P. 54730
Mexico

ETO Sterilization

Sterigenics US, LLC

10821 Withers Cove Park Drive
Charlotte
North Carolina
28278
USA

Gamma Irradiation

Sterigenics US, LLC

1302 Avenue T
Grand Prairie
Texas
75050
USA

ETO Sterilization

makinq excellence a habit'
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bsi.

Ceftificate No:

Date:

Issued To:

Subcontractor:

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 698961
20t9-o2-25
O&MHalyard,Inc.
9120 Lockurood Blvd
Mechanicsville
Virginia
23LL6
usA

Service(s) supplied

Sterigenics US, LLC

687 S. Wanamaker Avenue
Ontario
California
9t76L
USA

ETO Sterilization

Sterigenics US, LLC

2971 Olympic Industrial Drive SE

Suite 116
Atlanta
Georgia
30339
USA

ETO Sterilization

Sterigenics US, LLC

2400 Airport Road
Santa Teresa
New Mexico
88008
USA

ETO Sterilization

makinc excellence a habit"

Page 5 of 6
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bsi.
Bv Royal Charter

cE 698961
20L9-02-25
O & M Halyard,Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Service(s) supplied

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No:

Date:

Issued To:

Subcontractor:

Synergy Health (Thailand) Ltd
7001465 Amata Nakorn Industrial Estate
Moo 7, Tambol Donhuaroh
Amphur Muang
Chonburi 20000
Thailand

Gamma Sterilization

Synergy Sterilisation (M) Sdn Bhd
Plot 203
Kuala Ketil Industrial Estate
Kuala Ketil
Kedah
09300
Malaysia

Gamma Sterilization

making excellence a habit"
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Ceftificate No:

Date:

Issued To:

cE 698961
20L9-(J2-25
O&MHalyard'Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
usA

By Roval Charter

EC Certificate Production Quality Assurance

Certificate HistorY

Date
Reference
Number

Action

18 February 2019 9643055 First Issue,

Current 9643448 Traceable to NB 0086.

making excellence a habit."
Paoe 1 of 1
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bsi.
By Royal Charter

cE 540596

Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

EC Certificate Production Quality Assurance
Directive 93l4zlEEC on Medical Devices, Annex V

No.

Issued To:

In respect of:

Those aspects of Annex V relating to securing and maintaining sterility in the manufacture of
non-active respiratory, non-active gynaecological, non-active regional anaesthesia, non-
active surgical and non-active urology devices,
Those aspects of manufacturing relating to obtaining sterility in the assembly of procedure
packs in accordance with Article 12 of the Medical Devices Directive.
The manufacture of non-active and active surgical devices for adult and paediatric
intraosseous infusion, bone marrow aspiration, bone marrow biopsy, bone lesion biopsy and
non-active sterile urology catheters.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l4Z|EEC, Annex V. The quality assurance system meets the requirements of the directive, For the placing on the
market of class IIb and class III products an Annex III certiflcate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Aa^i4€St qcjr
Gary E Slack, Senior Vice President Medical Devices

First Issued: 2009-01-13

ri::i;:ijiit ,ri i-:::.i i.'::1i

;i r i'i,i;ilijr,ir i''f i-;'
ralrlr*ij j.\r ltij iijii
i irli r]t1ii:;iii;tii.r],6ii:

Date: 2020-06-09

t. ,;i 1:l\4'. !.i'ttlttii:..

';i:,1: i:i: .t::::,:ir,::-.J,1 rt. Tltt : l.] :,:'.:rt:it.,,
i-:11i..,1:!+

Expiry Date: 2024-05-26

making excellence a habit"
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bsi.
By Royal Charter

Issued To:

First Issued: 2009-01-13 Date: 2020-06-09

-tljtY':,i :ij
r':t)rI]tC ra: i.i:ir: !:a:r: iid;li, i.iirlt:j1, rjrjijtr!';i:fli; ii-tlij!:': i!tiir l;::..i.
'Ih:1 itif.;fii?te wa:: tsli;*ii tlili:i.t;:rrittll.t fir:i: tri ht:i.;r:* |;v !.h4) i:llf.iii.:r:f:::; .:l li:t? iililli,l,:i,

iitii.xt:,;iri:n Eiri {iifili.:r: t}1i1. i!*y ilt.i:lirtlil, .hi:r: ii. {ri'ru:l;r-rl*ir: i;. i.i;i:i l;l:.n-n::,ii.riiJ,tl
fii ljr+*ir'i'ii+ ii,;irr+llrr',1* ii,ii. aflij,.ittifirrj !r: l"ir+:1ii::i::+r'l+r-,rli t:r'r:ilr f-:l;:ajt2::4"

Expiry Date: 2024-05-26

making excellence a habiti"
Page 2 of 3

EC Certificate Production Quality Assurance

Supplementary Information to CE 540596

Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Number Device Name Intended purpose per trFU

Class IIa
MD 0102 Steri le Intraosseous Vascular

Access System

MD 1104 Non-sterile I ntraosseous
Vascular Access System

MD 0102 Sterile Powered Bone Access

MD 1104 Non-sterile Powered Bone
Access

MD 0102 Sterile Sternal I ntraosseous
Device

MD 0101 Sterile Silicone Foley Catheter

;i.i lJ.i# tillil



bsi.

Issued To:

By Royal Charter

EC Certificate Production Quality Assurance

Supplementary Information to CE 540596

Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Number Device Name Intended purpose per IFU

Class Is
MD 0301 Intraosseous Vascu la r Access

System Stabilizer

MD 0102 Powered bone access connector

MD 0101 Tracheostomy Tube Accessories

MD 0102 Tuohy Borst Adaptor

MD 0102 Syringe

MD 0101 Urology Dilator

MD 0101 Guedel Airway

MD 0101 Intrauterine Catheter Set

MD 0101 Sterile Container

MD 0101 Neckband

Sterility aspects only

Procedure Packs under afticle 12

Expiry Date: 2024-05-26

making excellence a habit."
Page 3 of 3

First Issued: 2009-01-13 Date: 2020-06-09
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

ArcRoyal
Virginia Road
Kells, Co. Meath
Ireland

Manufacture

Arriol International Corporation
Carretera San Isidro KM 17

Zona Franca San Isidro
Santo Domingo Este
Dominican Republic

ETO Sterilization
Manufacture

Arrow International CR, a.s,
Jamska 2359147
Zdar Nad Sazavou
59101
Czech Republic

Manufacture

BBF Sterilisationsservice Gm bH

Willy-Ri.isch-StraBe 10/1
7L394 Kernen
Germany

fr;i,:ii,lir

Radiation (Gamma Sterilization)

makinq excellence a habit."
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bsi.

Ceftificate No:

Date:

Issued To:

Bv Roval Charter

EC Certificate Production Quality Assurance
Directive g3l4zlEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Subcontractor: Service(s) suPPlied

CeMed GmbH
Im Oberdof 41

72419 Neufra
Germany

Assembly
Packaging

Radiation (Gamma Sterilization)China Biotech CorPoration
No. 10, 33 rd., Road,
Taichung Industrial Park
Taichung
Taiwan

Degania Silicone Limited
Kibbutz
1513000 Degania Bet
Israel

Manufacture

Donatelle Plastics, Inc.
501 County Road E-2 Extension
New Brighton
MN 55112
USA

Manufacture

making excellence a habit."

Page 2 of 7



bsi.
Bv Roval Charter

EC Certificate Production Quality Assurance
Directive 93l42|EEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Ceftificate No:

Date:

Issued To:

Subcontractor:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Service(s) supplied

Foremount Enterprise Co,, Ltd.
No. 1Z Alley 15, Lane 5
Shenan Street
Shengang Dist
42944 Taichung City
Taiwan

Manufacture

Iotron Industries USA
4394 East Park 30 Drive
Columbia City
Indiana
46725
USA

Radiation (E Beam Ster,ilization)

Medical Service GmbH
LuisenstraBe 8
75378 Bad Liebenzell/Unterhaugstett
Germany

i.:j
ilri, 1.r

Assembly
Packaging

...makinq excellence a habitl'
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Bv Roval Charter

Ec Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

Mediplast Israel Ltd.
7 Hayarkon St.
P.O, Box 13214 Industrial Zone
Yavne
8L227tO
Israel

ETO Sterilization

Rose GmbH filr Medizintechnik
GottbillstraBe 25-30
54294Trier
Germany

ETO Sterilization

sfm medical devices GmbH
BrrickenstraBe 5
63607 Wiichtersbach
Germany

ETO Sterilization
Manufacture

...making excellence a habitl'
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

BV Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Service(s) supplied

Sparton Onp<, LLC

2920 Kelly Avenue
Watertown
South Dakota
5720L-7249
USA

Manufacture

Sterigenics Germany GmbH
Kasteler StraBe 45
Wiesbaden
65203
Germany

ETO Sterilization

Sterigenics US, LLC

2400 Airport Road
Santa Teresa
New Mexico
88008
USA

ETO Sterilization

.".making excellence a habit."
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Bv Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Service(s) supplied

Steritec, Inc.
P.O. Box 1969
1705 Enterprise Street
Athens, TX7575I
United States of America

ETO Sterilization

Synergy Health Sterilisation UK Ltd
1 Alpha Court
Capitol Park
Thorne
Doncaster
DN8 5TZ
United Kingdom

ETO Sterilization

Synergy Sterilisation (M) Sdn Bhd.
Plot 203
Kuala Ketil Industrial Estate
Kuala Ketil
Kedah
09300
Malaysia

irrli.'fr:i;i::i-rlr;:r:J {ltr;j.,;l:i: i}li1, lrti"Jr.r;Hl\i. li:r:;r I'i.
*:; tlf+*l T;:i: iili:iir+Illlr:l:i ij,'*'l r*rtrsi*tr,* ;r Jirr': lii

ETO Sterilization

. makin0 excellence a habit"
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bsi.

Certificate No:

Date:

Issued To:

Subcontractor:

BV RoVal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Service(s) supplied

Teleflex Medical Sdn. Bhd.
Lot PT 2577, )alan Perusahaan 4
34600 Kamunting Perak
Malaysia

ETO Sterilization
Manufacture

Viant San Antonio, Inc.
7 027 Fairgrounds ParkwaY
San Antonio
TX 78238
United States of America

Manufacture

Viant Upland, Inc.
a.t.a. (formerly) Lake Region Medical
2052 West 11th Street
Upland CA 91786
USA

Manufacture

Willy Rtisch GmbH
Willy-RUsch-StraBe 4- 1 0
71394 Kernen i.R.,
fermany

Manufacture

, makino excellence a habit"
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bsi.

Ceftificate No:

Date:

Issued To:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Rv Rnvrl Ch:rtor

EC Certificate Production Quality Assurance

Certificate History

Date
Reference
Number

Action

13 January 2009 7245725 First issue.

17 March 2009 7325720 Company address amended.

Extension to scope,

Addition of Willy Rtisch, Germany as subcontractor for design

and manufacture.

25 August 2009 7399908

7439096

Addition of SFM as significant subcontractor for manufacture.

Addition of 'design' services supplied by Teleflex Medical,

Malaysia, Arrow International CR, a.s. and Arrow International,
Inc., Czech Republic.

Correction of History page header.

Intrauterine catheter added to scope.

0B September 2010 7558507 Scope reworded in accordance with generic device groups'

Activity of 'Design' removed from all subcontractors and 'Control
of Sterilisation' added.

Certificate renewal.

making excellence a habit'
Page 1 of 5
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bsi.

Certificate No:

Date:

Issued To:

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

By Royal Charter

EC Certificate Production Quality Assurance

Certificate History

Date
Reference
Number

Action

23 February 2011 7635647 Scope extended to include, 'Those aspects of manufacturing

relating to securing and maintaining sterility in the assembly of
procedure packs in accordance with Article 12 of the Medical

Devices Directive.'

Addition of subcontractor, 'ArcRoyal Ltd., Virginia Road, Kells, Co.

Meath, Ireland'for Manufacture and Control of Sterilization
activities.

23 May 2072 7778468 Correction of significant subcontractor address.

04 February 2013 7932595 The addition of significant subcontractors Foremount Enterprise

Co Ltd and Bidoia SAS Di Gianfranco Didia EC'

13 July 2015 8334933 Extension to scope to include'The manufacture of non-active and

active surgical devices for adult and paediatric intraosseous

infusion, bone marrow aspiration, bone marrow biopsy and bone

lesion biopsy,'

Significant subcontractor changes: Addition of Vidacare LLC, Lake

Region Medical, Arriol International Corporation, Coastal Life

Technologies, Inc & Sparton Onp<. LLC.

making excellence a habit^
Page 2 of 5
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bsi.

Certificate No:

Date:

Issued To:

By Royal Charter

EC Certificate Production Quality Assurance

Certificate History

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Date
Reference
Number

Action

28 August 2015 8406492 Certificate renewal.

Removal from scope of 'those aspects of Annex V relating to
securing and maintaining sterility in the manufacture of non-active

digestive tract devices'and'Those aspects of Annex V related to
m6trology in the manufacture of non-active respiratory devices'.

10 February 2016 8455693 Removal of Vidacare LLC from list of significant subcontractors.

Service(s) supplied for Arriol International Corporation, Coastal

Life Technologies Inc. and Lake Region Medical changed from

crucial suppliers to Control of Sterilization, Manufacture,

Service(s) supplied for Sparton Onyx. LLC changed from crucial

supplier to Manufacture.

Removal of repeated use of word 'devices'from scope'

28 July 20L7 8762518 Change of address for Coastal Life Technologies,

Addition of Donatelle Plastics Inc', 55112 New Brighton to list of
siq nificant subcontractors.

04 March 2019 7779566 Traceable to NB 0086.

makinn exrpllence a habit| | ru r\l
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bsi.

Certificate No:

Date:

Issued To:

By Royal Charter

EC Certificate Production Quality Assurance

Certificate History

cE 540596
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Date
Reference
Number

Action

Current 3124053 Certificate renewal.

Addition of supplementary product information table.

Update to scope to include non-active sterile urology catheters.

Name change from Coastal Life Technologies to Viant San Antonio,

Inc,, Name change from Lake Region Medical to Viant Upland, Inc

Removal of Control of Sterilization from Service(s) supplied for
ArcRoyal Ltd., Arrow International CR, a,s, (Zdar), Viant San

Antonio, Inc., Donatelle Plastics, Inc., Foremount Enterprise Co.,

Ltd., Viant Upland, Inc., sfm medical devices GmbH, Teleflex
Medical Sdn. Bhd., and Willy Rusch GmbH.

Addition of ETO Sterilization to Service(s) supplied for sfm medical

devices GmbH and Teleflex Medical Sdn, Bhd.

Administrative correction of details for ArcRoyal, Arriol
International Corporation, Arrow International CR, a.s., Donatelle
Plastics, Inc., Foremount Enterprise Co., Ltd., Sparton Onp<. LLC,

sfm medical devices GmbH, Teleflex Medical Sdn. Bhd. and Willy
Rrisch GmbH.

Removal of Arrow International CR a.s. (Hradec Kralove) and

Bidoia SAS Di Gianfranco Didoia E.C.

Addition of CeMed GmbH and Medical,,,Service GmbH for Assembly

and Packaging.

a

:rei}{:iJ a-ili irii j:*.i.iili;ii:,:, iiitlijiiI rjil:iii:rl1r:*lir,, r:.i:jr'{:..:,j -:l.r' ir::1.
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bsi.
By Roval Charter

EC Certificate Production Quality Assurance

Certificate History

Ceftificate No:

Date:

Issued To:

cE 540595
2020-06-09
Teleflex Medical
IDA Business and TechnologY Park
Dublin Road
Athlone
Co. Westmeath
Ireland

Date
Reference
Number

Action

3L24A53 Addition of Degania Silicone Limited for Manufacture

Addition of Steritec, Inc., Sterigenics US, LLC, Rose GmbH ftir
Medizintechnik, Synergy Health Sterilisation UK Ltd, Sterigenics

Germany GmbH, Mediplast Israel Ltd., and Synergy Sterilisation

(M) Sdn Bhd. for ETO Sterilization

Addition of Iotron Industries USA for E'beam Sterilization

Addition of China Biotech Corporation and BBF Sterilisationsservice

GmbH for Gamma Sterilization'

r;itili.1i::,j,

l:.i.i::t.:.-,:
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Teleflex Medical
3015 Carr,ington Mill Blvd., Monisville, NC, 27560, United States

has been asessod and certifted as mesting tho roquircrnsflb of

ISO 13485:2016

The tcope st tggl$Iration appear$ on page 2 of this cerllficate.

This certificate lq valid from 1l.&plember 2018 until 14 July 2021

and remains,vatid $[bject t0,sEtntaglorycrjriFillance adits.
,''t' : Rerceftfr0dign'iitidit'dlq'uQtorfi' 27 May 2021

lsiuli 20.'Certified :sfilce 26 September2000

Multiple certlficates have been issued for this scope

The main certiffcate is numbered US97110878,00

This is a multi-site cedification,

A0dltional site details are listed on the subsequent page,

:1 ' ' -"' sesuoieor,ngo*r,o
RossnoreBtihessPa* Elle$neePst Cheshke CH65.3Eltl UK

t +44'(0)15 1 350-6666 t {44 (0)1 51 350{600 !4ru"$g$ a9$

',1;:

.1.,,: .. ,:,; .. . , ,. . .:.t, .

'.th"ii L.r. ,; r;l ',lli :. : '::. l{i:Hilr;$ll' ',1ir:,; . ,.*Cerlifi cate W g7l 
1 0878 $!,

' '..ir,oaA ry9$$!1

,:,,
EN ISO 13485:2016

Authorised by

HC SGS 13485 2016 0118 M2

t''ti:i
:'i ! : !:!
:liai::,
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Certificate US97/1 0878.00, continued

Teleflex Medical

l$O '13485:2016

EN lS0 '134S5;?St ffi

lssue 20

Detailed scope

Design, developnent, manufacture and distribution of reusable medical

and surgical instruments lor genetal and specialty use; sterile
and non"sterils disposable surgical, urology, anaesthesia and reapiratory medioal

devices, sterile disposable electrosurgical medical devices. Design of Non-Sterile

Nasal and Or'al Mucosal Devices, Design and development of sterile single
use absorbable and non-absorbable sutures, pledgets and suture guides

and manufacturing of non'sterile absorbable and non.absorbable suture material.

Manufacturing of sterile single use absorbable and non-absorbable sulureg'

Distribution ofsterile single use absorbahle and non.absorbable sutures
and non.sterile sutnr€ material. Distributlon of medical devices for endoscopy;

fiber optic illuminators; eterile single us-e instruments for cardiovascular
and general surgical procedures.

Addltlonal facllllies

375 Forbes Blvd, Mansfield, MA, 02048-1805, United $tates

2917 Weck OriVe, Resqarch Triangle Park, NC,27709, tjnited States

liti

0005

ffiW
rutuw

Tiiodw€ntbis€d bytheCdpdlsdid loii6GsmJad Cc{liRoi
osfl Fsdiq!_$s$is ss&ls d ff{$9s.csry'tffi -ad-mdltjff s.hln.

Arlslior ie drirkft b U_s fimitalimof l;abilily;indqrincrfci ad jurbdiclisal
bes €etrblBlsd *d€lri. The adhslidly dihl6 &d,i@l mdJ b€ vsil€d d

hilplitrwi cf s.conls{gli ied dMls.ild produdE/cerdlet jdi*,!4irddt.
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ol *!i6 ds.m$l+ lnlilful:lni olqdos mal bo giissrlEd b lfis inh€t
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"Endo-Chirurgie" S.R.L.
Codul fiscal: 1009600033242
Adresa po*altr: muu.Chiginiu, str. Megterul ll{anoler nr. 9.

Telefon/Fax: (022) 23-21-33, (022) 66-72-86 ffiH{$,H#

ORDIN nr.25

,rDe imputernicire a persoanei"

Din 01 septembrie 2020

intrt-r desfdgurarea continud gi corectd a procesului de intocmire a documentelor p'entru

participarea in cadrul procedurilor de achizilii publice, organizate de cdfie Autorifitile

Contractante din Repubiica Moldova, in cazul absenfei mele de la locul de lucru,

ORDON:

A imputemici dl DUBALARI Pavel, IDNP: 2001003326049, angajat in calitate de

jurisconsult, pentru ca in numele meu sd:

1. Semneze oferta, precum gi toate actele aferente procbdurilor de achizilii, inclusiv

aplicarea semndturii sale electronice (digitald).

aplica ;tampila pe actele menfionte mai sus.

4-au GffiREG Victor

Luat la

prin

2. ln car

Director :ni$f;rsie"X

:P$3iot*"
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