APROBAT

prin Ordinul
Ministrului Finantelor
Digitally signed by Dubalari Pavel nr. d | n 2020

Date: 2021.05.10 15:21:51 EEST
Reason: MoldSign Signature
Location: Moldova

FORMULARUL STANDARD AL DOCUMENTULUI UNIC
DE ACHIZITII EUROPEAN

1. Documentul unic de achizitii european, (in continuare, DUAE) este o declaratie pe
proprie raspundere, prin care operatorul economic confirma indeplinirea criteriilor de
calificare si selectie necesare in cadrul procedurilor de achizitie publica in Republica
Moldova.
2. Formularul este completat, semnat electronic si transmis autoritatii contractante la
depunerea ofertei.
3. Un DUAE depus de catre operatorul economic in cadrul unei proceduri de achizitie
publica anterioara poate fi reutilizat, cu conditia ca informatiile cuprinse in formular sa fie
corecte si valabile la data depunerii acestuia.
4. Ofertantul care prezinta in DUAE informatii false sau documentele justificative
prezentate nu confirmd informatia indicatd in documentul prezentat este exclus din
procedura de achizitie publica si/sau poate raspunde conform legislatiei.
5. Formularul DUAE este constituit din 7 capitole, si anume:

1) Capitolul I. Informatii privind procedura de achizitie publica si autoritatea/entitatea
contractanta;

2) Capitolul II. Informatii referitoare la operatorul economic;

3) Capitolul I11. Motive de excludere din cadrul procedurii de achizitie publica;

4) Capitolul IV. Criteriile de calificare si selectie a operatorilor economici;

5) Capitolul V. Indicatii generale pentru criteriile de selectie a operatorilor economici;

6) Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a contractului de
achizitie publica;

7) Capitolul VII. Declaratii finale.
6. Prezentarea formularului DUAE la depunerea ofertei care nu este conform cu cerintele

stabilite in Documentatia de atribuire duce la respingerea ofertei.
Capitolul I. Informatii privind procedura de achizitie publica si autoritatea/entitatea
contractanta

Compartimentul se completeaza doar de catre autoritatea/entitatea contractantd.
Cod

pozitie

1 2 3

A. Informatii despre publicare

Numirul anuntului/invitatiei publicate in Buletinul | 9cds-b3wdp1l-MD-1
1A.1 achizitiilor publice, si dupad caz numarul anuntului 618573619241

publicat Tn Jurnalul Oficial al Uniunii Europene

B. Identitatea autoritatii/entititii contractante

Continutul cerintei Raspuns

Institutia Medico-
Sanitara Publica

1B.1 Denumirea autoritatii/entitatii contractante



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1618573619241
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1618573619241

Spitalul Clinic de
Traumatologie si
Ortopedie.

1B.2

Numar unic de identificare
autoritatii/entitatii contractante

(IDNO)

a | 1003600150598

Capitolul II. Informatii referitoare la operatorul economic

Compartimentul se completeaza doar de catre operatorii economici.

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Informatii privind operatorul economic
2A1 Denumirea operatorul economic ”Endo'scr\l,l Il_r“rgle”
2A.2 Tara Republica Moldova
2A.3 Cod postal MD-2021
2A 4 Oras/Localitate mun. Chisinau
2A.5 Adresa juridica str. Drumul Viilor,
nr. 30/2, ap. (of.) 54.
2A.6 Pagina web www.akson.md
2A.7 Persoana sau persoanele de contact Victor GHEREG
2A.7.1 Telefon 022 66-72-86
2A.7.2 Adresa de e-mail info@akson.md
2A.8 Numar unic de identificare (IDNO/IDNP) 1009600033242
2A.9 Numarul cod TVA 0207790
2A.10 , P e Societate cu
Forma organizatorico-juridica a activitatii de <
antreprenoriat Ras.p".nde,re
Limitata
2A.11 Informatia cu privire la numele actionarilor/asociatilor/beneficiarului
efectiv
2A.11.1 | Numele actionarilor / asociatilor Victor GHEREG
2A.11.2 | Numele beneficiarului efectiv
[beneficiar efectiv— persoana fizica ce detine
sau controleaza in ultima instanta o persoand
fizica sau juridica ori beneficiar al unei societati
de investitii sau administrator al societatii de
investitii, Vori pergoqnd in al carei nume Se |yt GHEREG |
desfasoara o activitate sau se realizeaza o
tranzactie si/sau care detine, direct sau indirect,
dreptul de proprietate sau controlul asupra a cel
putin 25% din actiuni sau din dreptul de vot al
persoanei juridice ori asupra bunurilor aflate in
administrare fiduciara]
2A.11.3 | Cetatenia beneficiarului efectiv (legatura
juridico-politica permanenta a persoanei fizice RM/MDA
definite conform pozitiei 2A.11.2)




Operatorul economic este:
¢ intreprindere mica

2A.12 - . . intreprindere mica
e intreprindere mijlocie
o i altele
In cazul in care achizitia este rezervati:
operatorul economic este un atelier protejat sau
2A.13 o Iintreprindere sociald, sau va asigura| [IDa XINu
executarea  contractului  in contextul
programelor de angajare protejata?
2A13.1 Daca da, care este procentul corespunzator de 0%

lucratori cu dizabilitati sau defavorizati?

Specificati carei sau caror categorii de
2A.13.2 lucratori cu dizabilitati sau defavorizati le [text|
apartin angajatii in cauza?

Operatorul economic participa la procedura de

2A.14 achizitii publice impreuna cu alti operatori "1Da XINu
economici?
Daca Da, precizati rolul operatorului economic

2A.14.1 in cadrul grupului (lider, responsabil cu Itext]
indeplinirea unor sarcini specifice, etc).

oA 14.9 Numiti operatorii economici care participa la Itext|

procedura respectiva de achizitie publica.

2A.14.3 Specificati denumirea grupului participant. [text]|

Nota. Daca ati raspuns Da la intrebarea 2A.14, asigurati-va ca operatorii economici
mentionati sa prezinte un formular DUAE separat.

B. Informatii privind reprezentantii operatorului economic

Indicati numele persoanei (persoanelor) imputernicita (imputernicite) sa il reprezinte
pe operatorul economic in scopurile prezentei proceduri de achizitie publica.

2B.1 Nume si prenume Victor GHEREG
2B.2 Pozitie/actionand in calitate de.. Director

2B.3 Tara Republica Moldova
2B.4 Telefon 022 66-72-86
2B.5 Adresa de e-mail info@akson.md

C. Informatii privind utilizarea capacititilor altor entitati

Operatorul economic utilizeaza capacitatile altor
entitdfi pentru a satisface criteriile de selectie "1Da XINu
2C.1 prevazute in capitolul IV, precum si (daca este
cazul) criteriile si regulile mentionate in
capitolul V de mai jos?

Nota. Daca ati raspuns Da la intrebarea 2C. 1, prezentati un formular DUAE separat
care sa cuprinda informatiile solicitate in sectiunile A si B din capitolul respectiv si
din capitolul Il pentru fiecare dintre entitdatile in cauza, completat si semnat in mod
corespunzdtor de entitatile in cauza. Atragem atentia asupra faptului ca trebuie
inclusi, de asemenea, tehnicienii sau organismele tehnice implicate, indiferent daca
fac sau nu parte din intreprinderea operatorului economic, in special cei care raspund
de controlul calitatii si, in cazul contractelor de achizitii publice de lucrari, tehnicienii




sau organismele tehnice la care poate face apel operatorul economic in vederea
executdrii lucrdrilor. In mdsura in care este relevant pentru capacitatea (capacitdtile)
specifica (specifice) utilizata (utilizate) de operatorul economic, includeti informatiile
prevazute in capitolele 1V si V pentru fiecare dintre entitatile in cauza.

D.Informatii privind subcontractantii pe ale caror capacitati operatorul economic

se bazeaza

2D.1

Operatorul ~ economic  intentioneaza  sd
subcontracteze vreo parte din contract cu alti
operatori economici?

1Da XINu

2D.1.1

Daca Da, enumerati subcontractantii propusi.

[text]|

Capitolul 111. Motive de excludere din cadrul procedurii de achizitie publica

Compartimentul se completeaza de catre operatorii economici.

Cod pozitie \ Continutul cerintelor

\ Raspuns

A.Motive referitoare la condamnari prin hotirirea definitivd a unei instante
judecatoresti

1

2

3

3A.1

Participare la o organizatie criminala.

Operatorul economic Tnsusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control
n cadrul acestuia a facut obiectul unei condamnari
pronuntate printr-o hotdrare definitivd pentru
participare la o organizatie criminald, printr-0
condamnare pronuntatd cu cel mult cinci ani in
urma sau in care continua sa se aplice o perioada de
excludere prevazuta in mod direct in condamnare?

1Da XINu

3A.2

Coruptie.

Operatorul economic insusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control
in cadrul acestuia a facut obiectul unei condamnari
pentru coruptie pronuntate printr-o hotarare
definitiva, printr-o condamnare pronuntata cu cel
mult cinci ani Tn urma sau in care continud sa se
aplice o perioada de excludere prevazuta in mod
direct in condamnare?

1Da XINu

3A.3

Fraude.

Operatorul economic insusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control

1Da XINu




in cadrul acestuia a facut obiectul unei condamnari
pentru frauda pronuntate printr-o hotarare
definitiva, printr-o condamnare pronuntata cu cel
mult cinci ani Tn urma sau in care continud sa se
aplice o perioada de excludere prevazutd in mod
direct in condamnare?

3A.4

Infractiuni teroriste sau infractiuni legate de
activitatile teroriste.

Operatorul economic insusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control
in cadrul acestuia a facut obiectul unei condamnari
pentru infractiuni teroriste sau infractiuni legate de
activitdti teroriste, pronuntate printr-o hotarare
definitiva, printr-0 condamnare pronuntatd cu cel
mult cinci ani Tn urma sau in care continud sd se
aplice o perioadda de excludere prevazutd in mod
direct in condamnare?

"1Da

XINu

3A.5

Spalare de bani sau finantarea terorismului.
Operatorul economic Tnsusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control
in cadrul acestuia a facut obiectul unei condamnari
pentru infractiuni teroriste sau infractiuni legate de
activititi teroriste, pronuntate printr-o hotarare
definitiva, printr-o condamnare pronuntata cu cel
mult cinci ani Tn urma sau in care continud sd se
aplice o perioadd de excludere prevazutd in mod
direct in condamnare?

1Da

XINu

3A.6

Exploatarea prin munca a copiilor si alte forme
de trafic de persoane.

Operatorul economic insusi sau orice persoana care
este membru al organismului de administrare, de
conducere sau de supraveghere al acestuia sau care
are putere de reprezentare, de decizie sau de control
in cadrul acestuia a facut obiectul unei condamnari
pronuntate printr-o hotarare definitivd pentru
exploatare prin munca a copiilor si alte forme de
trafic de persoane, printr-o condamnare pronuntata
cu cel mult cinci ani in urma sau in care continud
sd se aplice o perioadd de excludere prevazuta in
mod direct in condamnare?

1Da

XINu

3A.7

In cazul ca raspunsul este Da pentru cel putin una
din intrebarile 3A.1 — 3A.6, puteti furniza dovezi
care s arate cad masurile luate sunt suficiente

"1Da

XINu




pentru a demonstra fiabilitatea, in pofida existentei
unui motiv de excludere?

3A.7.1

Daca Da, descrieti aceste masuri.

|text]|

B. Motive

rivind plata impozitelor sau/si a contributiilor de

asigurari sociale

Plata impozitelor

3B.1

Operatorul economic si-a onorat obligatiile cu
privire la plata impozitelor, taxelor si contributiilor
sociale Tn conformitate cu prevederile legale n
vigoare in Republica Moldova sau in tara in care
este stabilit?

XIDa

“INu

3B.1.1

Daca Nu, in ce mod a fost stabilita obligatia cu
privire la plata impozitelor, taxelor  si
contributiilor sociale?

|text]|

3B.1.2

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor gsi
contributiilor sociale a fost stabilita printr-0
hotardre judecatoreasca sau administrativa,
aceasta decizie este definitiva?

1Da

“INu

3B.1.3

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor si
contributiilor sociale a fost stabilita printr-0
hotardre judecatoreasca sau administrativa,
precizati data si numarul deciziei.

|text]|

3B.2

Operatorul economic beneficiaza, in conditiile legii,
de esalonarea obligatiilor de platd a impozitelor,
taxelor si contributiilor de asigurdri sociale ori de
majordrilor de intarziere (penalitatilor) si/sau a
amenzilor?

Nota: Se completeaza doar in cazul in care ati
raspuns Nu, la intrebarea din 3B.1.

1Da

“INu

3B.2.1

Daca Da, operatorul economic este in masurd sd
furnizeze actul privind esalonarea obligatiilor de
plata a impozitelor, taxelor si contributiilor de

e, e

platii acestora?

"1Da

INu

3B.3

Operatorul economic este in masura sa furnizeze un
certificat cu privire la plata impozitelor sau sa
furnizeze informatii privind onorarea obligatiilor
fiscale?

XIDa

INu

3B.4

Informatiile privind lipsa/existenta restantelor fata
de bugetul public national sunt disponibile gratuit
pentru autoritati, prin accesarea unei baze de date
nationale? Daca da, specificati informatia care ar
permite verificarea.

Adresa de internet:

|text]|

Autoritatea sau
organismul
emitent(a):

|text]|




Referinta exacta a
documentatiei:
|text]|

C.Includerea in lista de interdictie a operatorilor economici

3C.1

Operatorul economic este Tnscris in lista de
interdictie a operatorilor economici?

1Da XINu

3C.11

In cazul ca raspunsul este Da pentru intrebarea
3C.1, puteti furniza dovezi care sa arate cd
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, Tn pofida existentei unui motiv de
excludere?

"1Da “INu

3C.1.2

Daca Da, descrieti aceste masuri.

|text]|

D. Motive

legate de insolvabilitate, conflicte de interese sau abateri profesionale

Obligatiile aplicabile in domeniul mediului,
muncii si asigurarilor sociale

3D.1

Operatorul economic a incdlcat obligatiille in
domeniul mediului Tn ultimii 3 ani?

1Da XINu

3D.11

In cazul cd rdspunsul este Da pentru intrebarea
3D.1, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

"1Da “INu

3D.1.2

Daca Da, descrieti aceste masuri.

|text]|

3D.2

Operatorul economic a incdlcat obligatiile 1in
domeniul social in ultimii 3 ani?

1Da XINu

3D.2.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.2, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

"1Da “INu

3D.2.2

Daca Da, descrieti aceste masuri.

|text]|

3D.3

Operatorul economic a incalcat obligatiile in
domeniul muncii in ultimii 3 ani?

1Da XINu

3D.3.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.3, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

"Da “'Nu

3D.3.2

Daca Da, descrieti aceste masuri.

|[text|

Insolvabilitatea

3D.4

Operatorul economic este 1n situatie de
insolvabilitate sau de lichidare a activitatii
antreprenoriale  ca urmare a unei hotararii
judecdtoresti?

1Da XINu

3D4.1

In cazul cd rdaspunsul este Da pentru intrebarea
3D.4, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

"1Da “'Nu

3D.4.2

Daca Da, descrieti aceste masuri.

|[text]|




Active administrate de lichidator

3D.5

Activele operatorului economic sunt administrate de
un lichidator sau de o instanta?

1Da

XINu

3D.5.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.5, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

1Da

“INu

3D.5.2

Daca Da, descrieti aceste masuri.

|[text]|

Activitatile economice sunt suspendate

3D.6

Activitdtile economice ale operatorului economic
sunt suspendate?

1Da

XINu

3D.6.1

In cazul ca raspunsul este Da pentru intrebarea
3D.6, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

"1Da

“INu

3D.6.2

Daca Da, descrieti aceste masuri.

|text]|

Acorduri cu alti operatori economici care vizeaza
denaturarea concurentei

3D.7

Operatorul economic, in ultimii 3 ani, a Tncheiat
acorduri cu alti operatori economici care au ca
obiect denaturarea concurentei, fapt constatat prin
decizie a organului abilitat in acest sens?

"1Da

XINu

3D.7.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.7, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

1Da

“INu

3D.7.2

Daca Da, descrieti aceste masuri.

|text]|

Conflict de interese

3D.8

Operatorul economic se afla intr-o situatie de
conflict de interese care nu poate fi remediata?

"1Da

XINu

3D.8.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.8, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

1Da

INu

3D.8.2

Daca Da, descrieti aceste masuri.

|[text|

Etica profesionala

3D.9

Operatorul economic a fost condamnat, in ultimii 3
ani, prin hotarare definitivd a unei instante
judecatoresti, pentru o fapta care a adus atingere
eticii profesionale sau pentru comiterea unei greseli
in materie profesionala?

1Da

XINu

3D.9.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.9, puteti furniza dovezi care sa arate ca masurile
luate sunt suficiente pentru a demonstra fiabilitatea,
in pofida existentei unui motiv de excludere?

1Da

INu

3D.9.2

Daca Da, descrieti aceste masuri.

|[text]|




Integritatea
Operatorul economic, in ultimii 3 ani, se face
3D.10 vinovat de o abatere profesionala, care ii pune la | [1Da XINu
indoiald integritatea?
In cazul ca rdaspunsul este Da pentru intrebarea
3D.10, puteti furniza dovezi care sa arate ca
3D.10.1 masurile luate sunt suficiente pentru a demonstra | [1Da INu
fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.10.2 Daca Da, descrieti aceste mdsuri. |text]|

Capitolul IV. Criteriile de calificare si selectie a operatorilor economici

Compartimentul se completeaza de catre autoritatea/entitatea (coloana nr.2) contractanta
si operatorii economici (coloana nr.3).

disponibile gratuit pentru autoritati, dintr-o baza de

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Capacitatea de exercitare a activitatii profesionale
Operatorul economic este in masurd sa furnizeze
4A.1 documentul/documentele prin care se va demonstra | [XIDa INu
Tnregistrarea acestuia?
Daca Da, indicati actele de inregistrare a activitatii | 1.  Certificat de
antreprenoriale si genul (genurile) de activitate | Tnregistrare.
determinate de legislatie, aferent obiectului | 2. Extras din
4A.1.1 . LS o :
procedurii de atribuire a contractului, in baza | Registrul de stat
careia intreprinderea are dreptul sa execute viitorul | al  persoanelor
contract de achizitie publica. juridice.
Adresa de internet:
[text]|
Actele de inregistrare a activitatii antreprenoriale, éﬁéggit;ﬁ sal
sunt disponibile gratuit pentru autoritati dintr-0 : .
4A.1.2 9 . c 9 . . | emitent(a):
baza de date nationala? Daca da, specificati Itext]
informatia care ar permite verificarea. Referinta exactd a
documentatiei.:
[text]|
Activitatea antreprenoriald detine o certificare si/sau
4AD 0 autor-iza_re echivalenta afe.rerAlt obiectului pr_occ—::durii “Da “INU
de atribuire a contractului, in cadrul unui sistem
national?
Daca Da, operatorul economic este in masura sd
AA2 1 furnizeze documentul/dopumentele 'prin care se va | NG
demonstra certificarea si/sau autorizarea activitatii
acestuia?
AA2 3 Actele privind certificarea sau autorizarea sunt | Adresa de internet:

|text]|




date nationala? Daca da, specificati informatia care

Autoritatea sau

ar permite verificarea. organismul
emitent(a):
[text]|
Referinta exacta a
documentatiei:
[text|
Genurile de activitate, si/sau certificarea, si/sau
autorizarea privind activitatea de intreprinzator,
4A.3 acopera criteriile de seclectie impuse de| XIDa INu
autoritatea/entitatea contractantd in anuntul/invitatia
de participare?
B. Capacitatea economica si financiara
Declaratii bancare
Operatorul economic este in masurd sda furnizeze
4B.1 de_clara‘gii be_tncare_ sau, dppé caz, dovezi _privind XIDa “INU
asigurarea riscului profesional Tn conformitate cu
cerintele din documentatia de atribuire?
Adresa de internet:
[text]|
Informatia mentionata la punctul 4B.1 este AUtor.Itatea >al
i s : e . organismul
AB.11 disponibila .gratbizt penti:u autorth;l, dz?afr-o bazq emitent(d)-
de date nationala? Daca da, specificati informatia Itext]
care ar permite verificarea ei. . -
Referinta exacta a
documentatiei:
[text|
Cifra de afaceri anuala (volumul vanzarilor) Nu se aplica
Operatorul economic este in masura sa demonstreze
o cifra de afaceri anuala, dupa cum urmeaza:
4B.2 Valoare Perioada -ba N
Nota. Se completeaza de catre autoritatea
contractantd valoarea si perioada
Specificati care este cifra de afaceri anuala, | Valoarea [numar]
4B.2.1 . i :
conform datelor din raportul financiar. Anul |text]|
Cifra de afaceri medie anuala Nu se aplica
Operatorul economic este in masura sa demonstreze
o cifrd medie anuala de afaceri, dupa cum urmeaza:
4B.3 Valoare Perioada - Da ~Nu
Nota. Se completeaza de catre autoritatea
contractantd valoarea si perioada
4B.3.1 Valoarea [numar]




Specificati cifra de afaceri, conform datelor din
raportul financiar.

Anul |text|

Valoarea [numar]

Anul |text|

Valoarea [numar]

Anul |text]

Valoarea medie
totala [numar]

Raport financiar

Operatorul economic este in masurd sa furnizeze

4B.4 rgportl_JI financiar inregistrat, extrase din raportul | XIDa INu
' financiar?
Adresa de internet:
|text]
. e o . | Autoritatea sau
Informatiile privind situatia economica si financiara :
R . e - | organismul
sunt disponibile gratuit pentru autoritati, dintr-o baza . o
4B.5 ) > 5 : . . | emitent(a):
de date na‘glf)nala?_ I_Daca da, specificati informatia text]
care ar permite verificarea. Referinta exactd a
documentatiei:
|text]|
C. Capacitatea tehnica si/sau profesionala Nu se aplica
Operatorul economic este in masura sa furnizeze
documentele solicitate de catre autoritatea/entitatea
AC .1 contractantd in anuntul de participare, care | XIDa INu
' demonstreaza capacitatea tehnica si/sau profesionala
pentru executarea viitorului contract.
Adresa de internet:
[text]|
Informatiile privind capacitatea tehnica si/sau Qggg;‘itsar;ﬁ >al
AC11 profesionala sunt disponibile gratuit pentru emitent(d)-
autoritati, dintr-o baza de date nationala? Daca da, Itext]
specificati informatia care ar permite verificarea. Referinta exacid a
documentatiei.:
|text|
Instalatii tehnice si masuri de asigurare a calititii Nu se aplica
Operatorul economic este Tn masurd sa furnizeze
detalii referitoare la tehnicieni sau organismele
tehnice, specificate in anuntul de
4C.2 participare/documentatia de atribuire, pe care| [/Da INu
autoritatea/entitatea contractanta le poate solicita, Tn
special cele responsabile de controlul calitatii in
legatura cu acest exercitiu de achizitie publica?
AC.3 Operatorul economic este Tn masura sa furnizeze o “Da “INU

informatie cu privire la sistemele de management si




de trasabilitate utilizate in cadrul lantului de
aprovizionare?

4C3.1

Informatiile sunt disponibile gratuit pentru
autoritati, dintr-o baza de date nationala? Daca da,
specificati informatia care ar permite verificarea.

Adresa de internet:
[text]|

Autoritatea sau

organismul

emitent(a):
[text|

Referinta exacta a
documentatiei.:
[text]|

Utilaje, instalatii si echipament tehnic

Nu se aplica

4C.4

Operatorul economic dispune de utilaje si
echipament necesar pentru ndeplinirea
corespunzdtoare a contractului de achizitie publica?

"1Da “INu

4C.5

Operatorul economic este In masura sa furnizeze o
informatie cu privire la dotarile specifice, utilajul si
echipamentul  necesar  pentru  Tndeplinirea
contractului, conform cerintelor stabilite in anuntul
de participare si documentatia de atribuire?

"1Da “INu

Pregatirea profesionala si calificarea
personalului

Nu se aplica

4C.6

Operatorul economic are Tn cadrul Tntreprinderii
personal calificat conform cerintelor stabilite in
anuntul de participare sau in documentatia de
atribuire?

"1Da “INu

4C.7

Operatorul economic este in masura sa furnizeze o
informatie privind personalul de specialitate propus
pentru executarea contractului, conform cerintelor
stabilite in anuntul de participare si documentatia de
atribuire?

"1Da “INu

4C.8

Indicati efectivele medii anuale de personal angajat
din ultimii trei ani de activitate.

Anul |text]

Angajati [numar]

Anul [text]

Angajati [numar]

Anul |text]

Angajati [numadr]

Numaérul membrilor personalului de conducere

4C.9

Indicati numarul membrilor personalului de
conducere ale operatorului economic pe parcursul
ultimilor trei ani.

Anul |text]|

Persoane [numar]

Anul [text]

Persoane [numar]

Anul |text]|

Persoane [numar]

Mostre, descrieri, fotografii




4C.10

Operatorul economic este in masura sa furnizeze
esantioane (mostre), descrieri si/sau fotografii ale
produselor/serviciillor care urmeaza sa fie
furnizate/prestate, conform cerintelor stabilite n
documentatia de atribuire?

XIDa TNu

Pentru contractele de achizitie publica de lucrari

Nu se aplica

4C.11

In perioada de referinti, operatorul economic a
indeplinit lucrari specifice sau similare obiectului de
achizitie indicat in anuntul de participare si In
documentatia de atribuire?

1Da “INu

4C.11.1

Daca Da, enumerati-le specificAnd descrierea
lucrarilor, valoarea lor, data de incepere, data
procesului  verbal de receptie la terminarea
lucrarilor, beneficiarul si alta informatie relevanta.

|text]|

Pentru contractele de achizitie publica de bunuri

Nu se aplica

4C.12

In perioada de referinti, operatorul economic a
efectuat livrari specifice obiectului de achizitie
indicat Tn anuntul de participare si in documentatia
de atribuire?

"1Da “INu

4C.12.1

Daca Da, enumerati-le specificand descrierea
livrarilor, valoarea lor, data de incepere, data
furnizarii, beneficiarul si alta informatie relevanta.

|text]|

Pentru contractele de achizitie publica de
servicii

Nu se aplica

4C.13

In perioada de referinti, operatorul economic a
prestat servicii similare cu obiectul de achizitie
indicat in anuntul de participare si in documentatia
de atribuire?

"1Da “INu

4C.13.1

Daca Da, enumerati-le specificand descrierea
serviciilor, valoarea lor, durata de executie, data
inceperii, beneficiarul si alta informatie relevanta.

[text|

4C.14

In cazul ci raspunsul este Da pentru una din
intrebarile 4C.11 — 4C.13, puteti furniza dovezi prin
care se va demonstra indeplinirea lucrarilor, livrarea
bunurilor, prestarea serviciilor similare conform
cerintelor documentatiei de atribuire?

"Da “'Nu

D. Standard

e de asigurare a calitatii

4D.1

Operatorul economic este Tn masurd sa furnizeze
certificate emise de organisme independente prin
care se atesta faptul cd operatorul economic respecta

standardele de asigurare a calitatii conform

XIDa INu
(pentru producator)




cerintelor stabilite in anuntul de participare si in
documentatia atribuire?

Adresa de internet:

financiare, de productie sau tehnice privind

executarea viitorului contract de achizitie publica?

|text]
Informatiile privind standardele de asigurare a AUtor.Itatea >ad
e ) o : ..... |organismul
4D.2 ca_lhta;u, sunt dlspombl!e gratuit pentru auto.rltap3 emitent(d):
dintr-o baza de date nationala? Daca da, specificati |te>;t|
informatia care ar permite verificarea. . v
’ Referinta exacta a
documentatiei:
|text]
E. Standarde de protectie a mediului
Operatorul economic este in masurd sa furnizeze
certificate emise de organisme independente prin
AE1 care se atesta faptul ca operatorul ecqnorpic respecta “Da “INU
standardele de protectie a mediului, conform
cerintelor stabilite in anuntul de participare si in
documentatia de atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de protectia AUtor.Itatea >au
A ; o ) ... |organismul
AE 2 medIUIUI, sunt dlspomb?le gratuit pentru autoritati, emitent(3):
dintr-o baza de date nationala? Daca da, specificati text] '
informatia care ar permite verificarea. . .

’ Referinta exacta a
documentatiei:
|text]

F. Permiterea controalelor
Operatorul economic permite efectuarea
verificarilor  de catre autoritatea/entitatea
4F.1 contractantd referitor la capacitatile economice si| [Da INu

Capitolul V. Indicatii generale pentru criteriile de calificare si selectie

Compartimentul se completeaza de catre autoritatea/entitatea contractanta (coloana nr.2)
si operatorii economici (coloana nr.3).

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic este in masurda sa furnizeze in
Sistemul informational automatizat ,,Registrul de stat
5A.1 al achizitiilor publice” sau prin mijloace electronice, | XIDa “INu
sau daca e cazul, pe suport de hartie autoritdtii
contractante: formularele, certificatele, avizele si alte




documente indicate de catre autoritatea/entitatea
contractanta 1n anuntul de participare si in
documentatia de atribuire?

Termen 3 zile de la solicitare.
Nota. Numarul de zile se indica de catre autoritatea

contractanta tindnd cont de cantitatea si caracterul
documentelor solicitate.

Adresa de
internet:
Informatiile care sia 1i permitd autoritatii/entitatii | |text|
contractante sa obtind documentele indicate in anuntul |Autoritatea sau
de participare si in documentatia de atribuire, sunt |organismul
disponibile gratuit si direct prin accesarea unei baze de [emitent(a):

date nationale in orice stat? Daca da, specificati | [text]|
informatia care ar permite verificarea. Referinta exacta
a documentatiei:
|text]|

5A.2

Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a contractului
de achizitie publica

Compartimentul se solicita de catre autoritatea contractanta doar in cadrul procedurilor
de achizitie publica: licitatia restransd, negociere, dialog competitiv si parteneriatul
pentru inovare.

qu. Continutul cerintelor Raspuns
pozitie ’ ’
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse

Operatorul economic/candidatul indeplineste criteriile
6A.1 de selectie stabilite de catre autoritatea contractanta in | [1Da "JNu
anuntul de participare si in documentatia de atribuire.
Operatorul economic/candidatul dispune si este in
madsurd sd furnizeze in Sistemul informational
automatizat ,,Registrul de stat al achizitiilor publice” sau
6A.2 prin mijloace electronice, sau daca e cazul, pe suport de | [ /Da INu
hartie autoritdtii contractante certificate sau alte forme de
documente justificative, dupa cum este cerut in anuntul
de participare si in documentatia de atribuire.

Capitolul VII. Declaratii finale

Operatorul economic declara ca informatiile prezentate in capitolele II — V (dupa caz II-
VI) sunt exacte si corect furnizate, cunoscand pe deplin consecintele cazurilor grave de
declaratii false.



Operatorul economic declara in mod oficial, ca poate sa furnizeze la solicitarea
autoritatii/entitatii contractante fara intarziere, certificatele si documentele justificative
solicitate, cu exceptia cazului in care autoritatea/entitatea contractantd are posibilitatea de
a obtine documentele justificative in cauza direct prin accesarea unei baze de date
relevante, care este disponibila gratuit, cu conditia cd operatorul economic sa fi furnizat
informatiile necesare (adresa de internet, autoritatea sau organismul emitent(a), referinta
exacta a documentatiei) care sa 11 permitd autoritatii contractante sau entitatii contractante
sa faca acest lucru si se consimte accesul la informatiile mentionate, in cazul in care acest
lucru este necesar.

Operatorul economic declara in mod oficial ca este de acord ca [numele autoritatii
contractante], astfel cum este descrisa in capitolul I sectiunea A sda obtind acces la
documentele justificative privind informatiile pe care le-a furnizat in acest DUAE Tn scopul
desfasurarii procedurii de achizitie [procedurii de achizitie, numar unic de identificare si
referinta de publicare in Jurnalul Oficial al Uniunii Europene (numarul de referintd), daca
este cazul]. [ocds-b3wdp1-MD-1618573619241/21038628]

(Se va completa si semna de catre operatorul economic)

Semnatura

Nume: Pavel DUBALARI

Pozitia: Specialist achizitii publice, Jurisconsult
Data: 10.05.2021

Locul: Chisinidu, Republica Moldova



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1618573619241

LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licen{iere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8758 din 04.05.2021

NDO-CHIRURGIE».

Denumirea completa: Societatea cu Réspundere Limitata «E
Denumirea prescurtata: «ENDO-CHIRURGIE» S.R.L.

Forma juridica de organizare: Societate cu Rispundere Limitata.
Numirul de identificare de stat si codul fiscal: 1009600033242

Data inregistrarii de stat: 24.09.2009.

Sediul: MD-2021, str. Drumul Viilor, 30/2, ap.(of.) 54, mun. Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1 Acordarea asistentei medicale de catre institutiile medic
2 Activitatea farmaceutica;

3 Importul, fabricarea, comercializarea, asisten
medicale si (sau) a opticii;

4 Comertul cu amanuntul al articolel
5 Comertul cu amanuntul al produse
6 Alte activitati de asistenta medicala;

7 Activititi de intretinere corporala;

8 Activititi de consultare pentru afaceri si management;

9 Activitati de cercetare a pietei si de sondaj al opiniei publice;

10 Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor si

materialelor chimice, toxice, articolelor si produselor chimice de menaj;
duselor de uz fitosanitar si (sau) a

11 Importul si (sau) depozitarea, comercializarea pro
fertilizantilor. '
Capitalul social: 1132300 lei.
Administrator: GHEREG VICTOR,
Asociati:

1. GHEREG VICTOR 100 %.

o-sanitare private;
ta tehnica si (sau) reparatia dispozitivelor

or medicale si ortopedice;
lor cosmetice si de parfumerie, articolelor de toaleta;

gii nr. 220-XVI din 19 octombrie 2007 privind

Prezentul extras este eliberat in temeiul art. 34 al Le
opfirma datele din

inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si ¢
Registrul de stat la data de: 04.05.2021.

Specialist coordonator azari Aliona

tel. 022-207-840

blice” 10 0000059
N R R S,

Date cu caracter personal, Operator: LP. “Agentia Servicii Pu
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CERTIFICAT
DE IWBEGISTRARE

: Spc_ietatea cu Raspundere Limitati
"ENDO-CHIRURGIE'"

ESTE N&GIQTMTA LA CAMERA I \'REGI RARII DE STAT

Numarul de identificare de stat - codul fiscal

1009600033242
Data inregistrarii 24'02:2_(_)92“ I
Data elibersrii 24.09.2009

Jimbei Mihai, registrator

L Funct/a ja, numele, préhdmele persoanei
care a eliberat certificatul

MD 0097512

AL
@AD

'V'V
U




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

CC 04 AE

o CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Ne | A2107387 din | 04.05.2021

1. Destinatia / Haznauenue

AGENTIA ACHIZITII PUBLICE J

2. Date despre contribuabil / Mndopmauus o nanoronnatensimke

Denumirea Codul fiscal / Numirul de identificare
Haumenosanne MuckanpHblii ko1 / U1eHTHOHKaUHOHHEBI HOMEP
,ENDO-CHIRURGIE S.R.L. |1009600033242 J
Adresa sediului de baza (strada, numirul) Codul - Denumirea localitatii

AZIpec OCHOBHOTO MECTOPACIONOKeHHs (YanLa, Homep) Ko - HaumeHoBaHNE HaCeIEHHOTO Ty HKTa

[Drumul Viilor nr.30 bl.2 of.54 i [0130-SEC.CENTRU ) |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
TToATBepsKIEHHE OTCYTCTBHS WM HAJIM4HMA HEOMMKH COIVIaCHO AaHHbIX MH(OpMAUMOHHOI aBTOMATH3HPOBAHHOH

CHUCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBLIIaYM JJaHHOM CIIPABKM HEJ0MMKa Mepe/l HallMOHAIbHBIM [y O/INYHBIM OI0/UKETOM COCTABIIACT:

0,00 lei/neii.

4. Valabil pini la / Jleficteutenen o 19.05.2021

5. Autentificarea Serviciului Fiscal de Stat / [ToxTBepxaeHue ['0Cy1apCcTBEHHOI HANOrOBO# CITYKObI

Ao Albina ISCOVA

Vsell'!ﬁl,ﬂ/mmﬂﬂﬂ Numele gi prenumele/@asuinis u s

| curent al contribuabilului”// 04.05.2021 ora 12:40:04
)3.2014 (Monitorul Oficial 72-77/399, 28.03.2014)




“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242
Adresa postald: mun.Chisiniau, str. Mesterul Manole, nr. 9.
Telefon/Fax: (022) 23-21-33, (022) 66-72-86 CHlRURGIE

Nr. de iesire: 53/05 din 10.05.2021

Catre: IMSP Spitalul Clinic de Traumatologie si Ortopedie,

Numarul unic de identificare al procedurii de achizitie:
ocds-b3wdpl-MD-1618573619241/21038628,

“Articolelor Parafarmaceutice si Consumabile conform necesitatilor IMSP Spitalul

Clinic de Traumatologie si Ortopedie pentru anul 2021

DECLARATIE

Prin prezenta, SRL ”Endo-Chirurgie” declara urmatoarele:

1. Tn decurs de 3 (trei) zile de la solicitarea  autorititii

contractante/beneficiarului/organizatorului licitatiei, va prezinta mostre.

2. In cazul in care oferta companiei va fi declarati cistigitoare, in conformitate cu
prevederile legale in vigoare, va prezenta declaratia privind confirmarea identitatii
beneficiarilor efectivi si neincadrarea acestora in situatia condamnarii pentru
participarea la activitdti ale unei organizatii sau grupari criminale, pentru coruptie,

frauda si/sau spalare de bani.

Cu respect,

Specialist achizitii publice, Juristconsult Pavel DUBALARI


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1618573619241
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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 698961

Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

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

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/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 BSI, a Notified Body for the above Directive (Notified Body Number 2797):

2

Albert Ro'ossien, Regulatory Lead

First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 698961

Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Number Device Name Intended Purpose per IFU
Class I1a
MD 0101 Transurethral Resection (T.U.R.) Drapes & | N/A
Packs
Class Is
MDS7006 Surgical Gowns N/A
MDS7006 Surgical Drapes N/A
MDS7006 Surgical Packs N/A
MDS7006 Examination Gloves N/A
First Issued: 2019-02-18 Date: 2019-02-25 Expiry Date: 2024-02-17

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

Arc Royal EU Representative
Virginia Road Kells

Co Meath

Ireland

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

Jiaxing

Zhejiang

314031

China

Isomedix Operations, Inc. ETO Sterilization
1441 Don Haskins Drive

El Paso

Texas

79936

USA

..making excellence a habit”

Page 1 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
La Ada de Acuna S. De. R.L. De C.V. Manufacture

Av. Hidalgo No. 6 Esq., Blvd.

Luis Donaldo Colosio Col. Educativa,
Nogales

Sonora

84093

Mexico

Lianyungang Aiyeh Non-Woven Manufacture
Products Co., Ltd

No. 9 YunYang Rd.

Huangjiuni Export Processing Zone

Lianyungang, Jiangsu

222047

China

Master & Frank (Pinghu) Ent. Co., Ltd. Manufacture
No. 2000, Xingping II Rd.

Pinghu Economic Develompment Zone

Zhejiang

P.R. China

..making excellence a habit”

Page 2 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

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

Villanueva Cortes

Honduras

O&M Halyard, Inc. Regulatory Compliance
5405 Windward PKWY

Alpharetta

Georgia

3004

USA

SAFESKIN MEDICAL & SCIENTIFIC Manufacture
(THAILAND), LTD.

200 moo 8 Kanchanavanich Road

Tambol Prik,

Amphur Sadao Songkhla,

90120

Thailand

..making excellence a habit”

Page 3 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
Sterigenics S. de R. L. de C. V. ETO Sterilization

James Watt No. 22

Parque Industrial Cuamatla
Cuautitlan Izcalli

Estado de México

C.P. 54730

Mexico

Sterigenics US, LLC Gamma Irradiation
10821 Withers Cove Park Drive

Charlotte

North Carolina

28278

USA

Sterigenics US, LLC ETO Sterilization
1302 Avenue T

Grand Prairie

Texas

75050

USA

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Subcontractor: Service(s) supplied

Sterigenics US, LLC ETO Sterilization
687 S. Wanamaker Avenue

Ontario

California

91761

USA

Sterigenics US, LLC ETO Sterilization
2971 Olympic Industrial Drive SE

Suite 116

Atlanta

Georgia

30339

USA

Sterigenics US, LLC ETO Sterilization
2400 Airport Road

Santa Teresa

New Mexico

88008

USA
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.

9120 Lockwood Blvd
Mechanicsville

Virginia

23116

USA
Subcontractor: Service(s) supplied
Synergy Health (Thailand) Ltd Gamma Sterilization

700/465 Amata Nakorn Industrial Estate
Moo 7, Tambol Donhuaroh

Amphur Muang

Chonburi 20000

Thailand

Synergy Sterilisation (M) Sdn Bhd Gamma Sterilization
Plot 203

Kuala Ketil Industrial Estate
Kuala Ketil

Kedah

09300

Malaysia
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 698961
Date: 2019-02-25
Issued To: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA
Reference ¢
Date Number Action
18 February 2019 9643055 First Issue.
Current 9643448 Traceable to NB 0086.

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Holds Certificate No: FM 697013

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and development, manufacture and distribution of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft goods, patient care products, cold
therapy products, C-Section packs, OB Packs, orthopedic packs, sterile and non-sterile
examination gloves, Temperature management systems for the areas of general surgery and
general medical use and sterilization wrap and non-woven materials for medical devices.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2014-12-09 Effective Date: 2020-01-09
Latest Revision Date: 2020-01-08 Expiry Date: 2023-01-08

SCC Accredited Page: 1of 3
cB-MS

9

el ..making excellence a habit”

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc

Certificate No: FM 697013

Location

Registered Activities

O & M Halyard, Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia

23116

USA

Headquarter management activities.

O & M Halyard, Inc.
5405 Windward Parkway
Alpharetta

Georgia

30004

USA

The design and development of surgical gowns, protective
garments, face masks, surgical drapes, orthopedic soft
goods, patient care products, cold therapy products, C-
Section packs, OB Packs, orthopedic packs, sterile and non-
sterile examination gloves, Temperature management
systems for the areas 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

North Carolina

27299

USA

The manufacture of nonwoven materials for medical devices,
Sterilization wrap, and infection 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

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

Effective Date: 2020-01-09
Expiry Date: 2023-01-08

Page: 2 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+697013&ReIssueDate=08%2f01%2f2020&Template=inc

Certificate 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
AV. Hidalgo #6 Esq., Blvd.,

Luis Donaldo Colosio, Col. Educativa
Nogales Sonora

84093

Mexico

The manufacture of disposable products including sterile and
non sterile surgical packs, gowns and components. The
manufacture of temperature management systems for areas
of general surgery.

Safeskin Medical & Scientific
(Thailand) Ltd.

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

90120

Thailand

Original Registration Date: 2014-12-09

Latest Revision Date: 2020-01-08

The design and development, production and distribution of
industrial gloves, sterile and non-sterile examination gloves.

Effective Date: 2020-01-09
Expiry Date: 2023-01-08

Page: 3 of 3

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.
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(D HALYARD

EC Declaration of Conformity

Name of Products:
Product Codes:
UNMDNS Code:

GMDN Code:

Legal Manufacturer (Place of Issue):

EU Authorized Representative:

Product Standards:

Start of CE:

Conformity Assessment Route:
Device Classification, Rules:
CE certificate number:

Notified Body:

Quality System Certificate:

Surgical Gowns

See Attachment A

11901 (Gowns, Operating Room, Disposable)
35091 (Operating Room Gown, Single-use)
O&M Halyard, Inc.

9120 Lockwood Blvd.

Mechanicsville, Virginia (VA) 23116, USA
Arc Royal

Virginia Road Kells, Co

Meath, Ireland

BS EN 13795:2011

See Attachment A

Annex V

Class | (Sterile), as per Rule 1 of Annex IX
CE 698961

BSI (0086)

FM 697013 (BSI)

I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(s) is retained
under the premises of O&M Halyard, Inc. This declaration applies to all devices on the attached product list

from the signature date forward.

Authorized Signature:

G lo LA

Name: AdgelaL. Bunn, RAC 2 )ai)aold
Title:  Director, Regulatory Affairs Global Products Division
O&M Halyard, Inc.

| EU-001-R0O (Sterile)

Page 1 of 6




(D HALYARD
Attachment A (Product List)

This attachment specifies the products included in the above referenced Declaration of Conformity.

Pgood duect Product Description » Sterilization Sta“rntaorLCE
10550 Cvﬂii&r%%cg)ll—’,‘r\?g:ﬁst;liHigh Performance Specialty Gown with Towel, Sterile - EO 23-Mar-2015
10558 Vl\ciitc;]r%(écgljgé_e??:bﬂe High Performance Specialty Gown with Towel, Sterile - EO 23-Mar-2015
10566 g/liizcgbCRog;ﬁLelza;&ible High Performance Specialty Gown with Towel, Sterile - EO 23-Mar-2015
11783 HALYARD BASICS* Surgical Gown, L, with Towels Sterile - EO 23-Mar-2015
11784 HALYARD BASICS* Surgical Gown, XL, with Towels Sterile - EO 23-Mar-2015
13337 HALYARD BASICS* Surgical Gown, X-Large, XX-Long with Towels Sterile - EO 23-Mar-2015
13359 wiiﬁ]r%%%)lljlféia;t?:bsle High Performance Gown with Blue Huck Towel, Sterile - EO 23-Mar-2015
13815 EﬁnléY’f\Nl'I\’tE_??“?;IC;S* Fabric-Reinforced Surgical Gown, X-Large, XX- Sterile - EO 23-Mar-2015
40989 MicroCool* Breathable High Performance Gown with Towels, Large Sterile - EO 23-Mar-2015
40998 MicroCool* Breathable High Performance Gown with Towels, XL Sterile - EO 23-Mar-2015
41000 MicroCool* Breathable High Performance Gown with Towels, L, X-Long Sterile - EO 23-Mar-2015
41004 MicroCool* Breathable High Performance Gown with Towels, XL, X-Long Sterile - EO 23-Mar-2015
41928 Aero Blue* Performance Surgical Gown with Towels, L Sterile - EO 19-Jul-2016
41929 Aero Blue* Performance Surgical Gown with Towels, XL Sterile - EO 19-Jul-2016
41930 Aero Blue* Performance Surgical Gown with Towels, L, X-Long Sterile - EO 19-Jul-2016
41931 Aero Blue* Performance Surgical Gown with Towels, XL, X-Long Sterile - EO 19-Jul-2016
41935 Aero Blue* Performance Surgical Gown with Mask and Towel, S Sterile - EO 19-Jul-2016
41936 Aero Blue* Performance Surgical Gown with Mask and Towel, L Sterile - EO 19-Jul-2016
41937 Aero Blue* Performance Surgical Gown with Mask and Towel, XL Sterile - EO 19-Jul-2016
41938 Aero Blue* Performance Surgical Gown with Mask and Towel, XXL Sterile - EO 19-Jul-2016
76240 Surgical Gown Pack Sterile - EO 23-Mar-2015
41870 Aero Blue* Performance Surgical Gown with Blue Huck Towel, S Sterile - EO 19-Jul-2016
41871 Aero Blue* Performance Surgical Gown with Blue Huck Towel, L Sterile - EO 19-Jul-2016
41872 Aero Blue* Performance Surgical Gown with Blue Huck Towel, XL Sterile - EO 19-Jul-2016
41873 Aero Blue* Performance Surgical Gown with Blue Huck Towel, XXL Sterile - EO 19-Jul-2016
41874 Aero Blue* Performance Surgical Gown with Blue Huck Towel, XXXL Sterile - EO 19-Jul-2016
42620 Aero Blue* Performance Surgical Gown with Blue Huck Towel, L, X-Long Sterile - EO 19-Jul-2016
42621 /Cs:; Blue* Performance Surgical Gown with Blue Huck Towel, XL, X- Sterile - EO 19-Jul-2016
43939 Aero Blue* Performance Surgical Gown with Towels, XXL, X-Long Sterile - EO 19-Jul-2016

| EU-001-R0O0 (Sterile) Page 2 of 6




(D HALYARD

Péood duect Product Description Sterilization Sta{nta?,LCE
43940 ﬁsrr]c; Blue* Performance Surgical Gown with Blue Huck Towel, XXL, X- Sterile - EO 19-Jul-2016
43942 Aero Blue* Performance Surgical Gown with Towels, XXL Sterile - EO 19-Jul-2016
77456 Gown Pack | Sterile - EO 23-Mar-2015
78940 Surgical Gown with Set-In Sleeves, 2 Towels (Medium) Sterile - EO 23-Mar-2015
78945 Surgical Gown with Set-In Sleeves, Large Sterile - EO 23-Mar-2015
78950 Surgical Gown with Set-In Sleeves, XL Sterile - EO 23-Mar-2015
78955 Surgical Gown with Set-In Sleeves, 2 Towels (XXL) Sterile - EO 23-Mar-2015
89791 Sterile Sleeve, 6 in. x23.5in. /15 cm x 59 cm Sterile - EO 23-Mar-2015
90002 Surgical Gown, Small, Sterile - EO 23-Mar-2015
90003 Surgical Gown, Small/Medium Sterile - EO 23-Mar-2015
90012 Surgical Gown, Large Sterile - EO 23-Mar-2015
90013 Surgical Gown, Large, X-Long Sterile - EO 23-Mar-2015
90016 Surgical Gown, Large, with Towels Sterile - EO 23-Mar-2015
90018 Surgical Gown, Large Sterile - EO 23-Mar-2015
90019 Surgical Gown, Large, X-Long, with Towels Sterile - EO 23-Mar-2015
90042 Surgical Gown, X-Large Sterile - EO 23-Mar-2015
90043 Surgical Gown, X-Large, X-Long Sterile - EO 23-Mar-2015
90046 Surgical Gown, X-Large, with Towels Sterile - EO 23-Mar-2015
90048 Surgical Gown, X-Large Sterile - EO 23-Mar-2015
90049 Surgical Gown, X-Large, X-Long, with Towels Sterile - EO 23-Mar-2015
90050 Surgical Gown, XX-Large Sterile - EO 23-Mar-2015
90112 Fabric-Reinforced Surgical Gown, Large, with Towels Sterile - EO 23-Mar-2015
90113 Fabric-Reinforced Surgical Gown, Large, X-Long, with Towels Sterile - EO 23-Mar-2015
90138 Surgical Gowns with Huck Towels Twin Pack (Size L & XL) Sterile - EO 23-Mar-2015
90142 Fabric-Reinforced Surgical Gown, X-Large, with Towels Sterile - EO 23-Mar-2015
90143 Fabric-Reinforced Surgical Gown, X-Large, X-Long, with Towels Sterile - EO 23-Mar-2015
90363 ULTRA Fabric-Reinforced Surgical Gown, Large, X-Léng Sterile - EO 23-Mar-2015
90373 ULTRA Fabric-Reinforced Surgical Gown, X-Large, X-Long Sterile - EO 23-Mar-2015
92038 MicroCool* Breathable High Performance Gown with Towel, L, X-Long Sterile - EO 23-Mar-2015
92042 MicroCool* Breathable High Performance Gown with Towel, XL, X-Long Sterile - EO 23-Mar-2015
92320 wii;r%%?SRBEri?lt'p:bﬂe High Performance Gown with Blue Huck Towel, Sterile - EO 23-Mar-2015
92321 Cvﬂii&r%%%)SRBéc_aglt_rr\:t;l(iHigh Performance Gown with Blue Huck Towel, Sterile - EO 23-Mar-2015

| EU-001-R00 (Sterile) Page 3 of 6
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P'c':ooddu:t Product Description Sterilization Stalrwtac;LCE
92323 \l)vﬂiit(;‘rcns(éc)oc)llj;é—e;t;m:b)l(e;([ligh Performance Gown with Blue Huck Towel, Sterile - EO 23-Mar-2015
92330 1l\{l(l)c\;/:,‘gl()oW<l)tI:I zgzgwgké_eFﬂigyhf;tf&T;nce Specialty Gown with Blue Huck Sterile - EO 23-Mar-2015
92331 %\_Agscgl(lsv?tlr’: IgrEegﬁgté_eFI#g,th:l’fr;‘&r_rgsgce Specialty Gown with Blue Huck Sterile - EO 23-Mar-2015
02333 'I\chf/s;ZlCSv?tl; l;rEegw;téI?Fﬁgyhxieik;z_Tigge Specialty Gown with Blue Huck Sterile - EO 23-Mar-2015
92336 MicroCool* Breathable High Performance Gown with Towel, Small Sterile - EO 23-Mar-2015
02338 hsﬂlié:é%C;gj;ﬁ_ie?asthable High Performance Gown with Towel, with Sterile - EO 23-Mar-2015
92340 MicroCool* Breathable High Performance Gown with Towel, L Sterile - EO 23-Mar-2015
92342 MicroCool* Breathable High Performance Gown with Towel, XL Sterile - EO 23-Mar-2015
92344 MicroCool* Breathable High Performance Gown with Towel, XXL Sterile - EO 23-Mar-2015
92347 ggé?ﬁ;g;ﬁf??&bﬂe High Performance Gown with Towel, with Sterile - EO 23-Mar-2015
92351 MicroCool* Breathable High Performance Specialty Gown with Towel, L Sterile - EO 23-Mar-2015
92353 MicroCool* Breathable High Performance Specialty Gown with Towel, XL Sterile - EO 23-Mar-2015
92354 lg/llizc(r:oUCF\?g;‘:ll?rrsaLthable High Performance Gown with Towel, with Sterile - EO 23-Mar-2015
92355 I\Slllizc(r:(bc;g_l;‘:ﬁ_fa;tiable High Performance Gown with Towel, with Sterile - EO 23-Mar-2015
92357 ;\(/I)i(c[oCool* Breathable High Performance Specialty Gown with Towel, Sterile - EO 23-Mar-2015
92358 gﬂiizc(r;%clsg_l’;ﬁiefa)\&ible High Performance Gown with Towel, with Sterile - EO 23-Mar-2015
95101 ULTRA Surgical Gown, Small, with Polypropylene Fabric and Towel Sterile - EO 23-Mar-2015
95111 ULTRA Surgical Gown, Large, with Polypropylene Fabric and Towel Sterile - EO 23-Mar-2015
95113 ULTRA Surgical Gown, Large, with Towels Sterile - EO 23-Mar-2015
95114 ULTRA Surgical Gown, Large, X-Long, with Towels Sterile - EO 23-Mar-2015
95121 ULTRA Surgical Gown, X-Large, with Polypropylene Fabric and Towel Sterile - EO 23-Mar-2015
95123 ULTRA Surgical Gown, X-Large, with Towels Sterile - EO 23-Mar-2015
95124 ULTRA Surgical Gown, X-Large, X-Long, with Towels Sterile - EO 23-Mar-2015
95131 ULTRA Surgical, XX-Large Sterile - EO 23-Mar-2015
95201 ULTRA Fabric-Reinforced Surgical Gown, Small Sterile - EO 23-Mar-2015
95211 ULTRA Fabric-Reinforced Surgical Gown, Large Sterile - EO 23-Mar-2015
95221 ULTRA Fabric-Reinforced Surgical Gown, X-Large Sterile - EO 23-Mar-2015
95224 ULTRA Fabric-Reinforced Surgical Gown, X-Large, X-Long Sterile - EO 23-Mar-2015
95311 ULTRA Zoned-Impervious Surgical Gown, Large Sterile - EO 23-Mar-2015
95321 ULTRA Zoned-Impervious Surgical Gown, X-Large Sterile - EO 23-Mar-2015
95331 ULTRA Zoned-Impervious Surgical Gown, XX-Large Sterile - EO 23-Mar-2015
95411 ULTRA Film-Reinforced Surgical Gown, Large, with Polypropylene Fabric Sterile - EO 23-Mar-2015

| EU-001-R00 (Stecrile) Page 4 of 6 ]
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Pgoodduect Product Description Sterilization Sta“rntac:{(CE
95421 g:g‘rI;\’CA Film-Reinforced Surgical Gown, X-Large, with Polypropylene Sterle - EO 23-Mar-2015
95431 [L:J;;’rll?CA Film-Reinforced Surgical Gown, XX-Large, with Polypropylene Stenle - EO 23-Mar-2015
95511 g;_g'riA Film-Reinforced Specialty Gown, Large, with Polypropylene Sterile - EO 23-Mar-2015
955621 ULTRA Film-Reinforced Specialty Gown, X-Large, with Polypropylene Sterile - EO 23-Mar-2015
95531 ULTRA Specialty Gown, XX-Large Sterile - EO 23-Mar-2015
99294 HALYARD BASICS* Surgical Gown, Large, X-Long, with Towels Sterile - EO 23-Mar-2015
99295 HALYARD BASICS* Surgical Gown, X-Large, X-Long, with Towels Sterile - EO 23-Mar-2015
44672 Aero Chrome* Breathable Performance Surgical Gown with Towel, S Sterile - EO 10-Aug-2017
44673 Aero Chrome* Breathable Performance Surgical Gown with Towel, L Sterile - EO 10-Aug-2017
44674 Aero Chrome* Breathable Performance Surgical Gown with Towel, XL Sterile - EO 10-Aug-2017
44675 Aero Chrome* Breathable Performance Surgical Gown with Towel, XXL Sterile - EO 10-Aug-2017
44676 Aero Chrome* Breathable Performance Surgical Gown with Towel, XXXL Sterile - EO 10-Aug-2017
44677 i\grr% Chrome* Breathable Performance Surgical Gown with Towel, L, X- Sterile - EO 10-Aug-2017
44678 /L\(?;c; Chrome* Breathable Performance Surgical Gown with Towel, XL, X- Stenle - EO 10-Aug-2017
44679 Qirgnzhrome* Breathable Performance Surgical Gown with Towel, XXL, Sterlle - EO 10-Aug-2017
44680 ﬁi::c;(grgwg)e* Breathable High Performance Surgical Gown, S (Blue Sterfle - EO 25-Aug-2016
44681 ﬁﬁgc')((%g\rsg?)e* Breathable High Performance Surgical Gown, L (Blue Sterile - EO 25-Aug-2016
44682 ﬁi;c;((_irr;\rlsg)e* Breathable High Performance Surgical Gown, XL (Blue Stenle - EO 25-Aug-2016
44683 ﬁigc:(ggwg)e* Breathable High Performance Surgical Gown, XXL (Blue Sterile - EO 25-Aug-2016
44684 f_\’ﬁgc:(@rg\r;;nl)e* Breathable High Performance Surgical Gown, XXXL (Blue Sterile - EO 25-Aug-2016
44685 ég,;lrjoe(l)_lrl'r;:n_?gvzgathable High Performance Surgical Gown, L, X-Long Sterile - EO 25-Aug-2016
44686 ﬁ;zﬂgggﬁgﬁéﬁathable High Performance Surgical Gown, XL, X-Long Sterile - EO 25-Aug-2016
44687 ﬁ(e)arr](; %&Loem:;irﬁ‘itngle High Performance Surgical Gown, XXL, X- Sterile - EO 25-Aug-2016
44688 ¢§$eg?rome* Breathable High Performance Surgical Gown, S (with Sterle - EO 25-Aug-2016
44689 ¢§$eg?rome* Breathable High Performance Surgical Gown, L (with Sterile - EO 25-Aug-2016
44690 ?s\:\cl)eg)wrome* Breathable High Performance Surgical Gown, XL (with Sterile - EO 25-Aug-2016
44691 ?sx)e%wrome* Breathable High Performance Surgical Gown, XXL (with Sterile - EO 25-Aug-2016
44692 ?s\:séé?rome* Breathable High Performance Surgical Gown, XXXL (with Sterile - EO 25-Aug-2016
44693 é‘\NeI;g _CIEQ\IVOGTS?* Breathable High Performance Surgical Gown, L, X-Long Sterile - EO 25-Aug-2016
44694 ?Ne;g ?g\;lzrge)a* Breathable High Performance Surgical Gown, XL, X-Long Sterile - EO 25-Aug-2016
44695 ﬁ;r}cg; (?Vt\lizrrTli’\‘Nzlrse)athable High Performance Surgical Gown, ?(XL, X- Sterile - EO 25-Aug-2016

] EU-001-R0O0 (Sterile) Page 5 of 6
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Pgood dUECt Product Description Sterilization Stal\rntac:LCE
46665 ValueSelect* Standard Surgical Gown with Towels, M Sterile - EO 05-Jan-2017
46666 ValueSelect* Standard Surgical Gown with Towels, L Sterile - EO 05-Jan-2017
46667 ValueSelect* Standard Surgical Gown with Towels, XL Sterile - EO 05-Jan-2017
46668 ValueSelect* Standard Surgical Gown with Towels, XXL Sterile - EO 05-Jan-2017
46673 ValueSelect* Film-Reinforced Surgical Gown with Towels, M Sterile - EO 05-Jan-2017
46674 ValueSelect* Film-Reinforced Surgical Gown with Towels, L Sterile - EO 05-Jan-2017
46675 ValueSelect* Film-Reinforced Surgical Gown with Towels, XL Sterile - EO 05-Jan-2017
46676 ValueSelect* Film-Reinforced Surgical Gown with Towels, XXL Sterile - EO 05-Jan-2017
47285 ValueSelect* Standard Surgical Gown with Towels, L, X-Long Sterile - EO 29-Nov-2017
47286 ValueSelect* Standard Surgical Gown with Towels, XL, X-Long Sterile - EO 29-Nov-2017
47287 ValueSelect* Film-Reinforced Surgical Gown with Towels, L, X-Long Sterile - EO 29-Nov-2017
47288 ValueSelect* Film-Reinforced Surgical Gown with Towels, XL, X-Long Sterile - EO 29-Nov-2017

| EU-001-R0O0 (Sterile) Page 6 of 6
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EC Declaration of Conformity

Name of Products:
Product Codes:
UMDNS Code:

GNMDN Code:

Legal Manufacturer (Place of Issue):

EC Authorized Representative:

Product Standards:
Start of CE:

Conformity Assessment Route:

Device Classification, Rules:
CE certificate number:
Notified Body:

EC Quality System Certificate:

Surgical Packs
See Attachment A
15646 (Drapes, Surgical, Disposable)

33961 (Sterile Surgical Packs-General surgical procedure kit,
non-medicated, single-use)

O&M Halyard, Inc.

9120 Lockwood Blvd.

Mechanicsville, Virginia (VA) 23116, USA
Arc Royal

Virginia Road Kells, Co

Meath, Ireland

BS EN 13795:2011

See Attachment A

Annex V (for sterile surgical packs)
Annex VII (for non-sterile surgical packs)

Class | and Class | Sterile, Rule 1 per Annex IX
CE 698961 (for sterile surgical packs only)
BSI (0086) (for sterile surgical packs only)

FM 697013 (BSI)

I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(s) is retained
under the premises of O&M Halyard, Inc. This declaration applies to all devices on the attached product list

from the signature date forward.

Authorized Signature:

(vala X B

Name: Angela L. Bunn, RAC o‘?/;z//ld/4
Title:  Director, Regulatory Affairs Global Products Division
O&M Halyard, Inc.

| EU-006-R00

Page 1 of 6




(D HALYARD
Attachment A (Product List)

This attachment specifies the products included in the above referenced Declaration of Conformity.

P::ood duect Product Description Sterilization Sta;ac:LCE

29249 Shoulder Split Pack Sterile-EO 23-Mar-2015
29252 PICC Full Body Coverage Pack Sterile-EO 23-Mar-2015
59704 C-Section Pack Sterile-EO 23-Mar-2015
59706 Lower Extremity Pack Sterile-EO 23-Mar-2015
59707 Hand Pack Sterile-EO 23-Mar-2015
59708 Arthroscopy Pack Sterile-EO 23-Mar-2015
59709 Vein Stripping Pack Sterile-EO 23-Mar-2015
76209 ENT Pack V - Head and Neck Sterile-EO 23-Mar-2015
76216 Laparoscopy Pack Sterile-EO 23-Mar-2015
76218 Laparoscopy Pelviscopy Pack Sterile-EO 23-Mar-2015
76226 Hand Pack | Sterile-EO 23-Mar-2015
76234 Plastic Head Pack Sterile-EO 23-Mar-2015
76240 Surgical Gown Pack Sterile-EO 23-Mar-2015
76243 Small Surgical Drape Pack Sterile-EO 23-Mar-2015
76246 Lower Extremity Pack Sterile-EO 23-Mar-2015
76248 Dilatation Pack Sterile-EO 23-Mar-2015
76249 Hip Pack Sterile-EO 23-Mar-2015
76250 Neurology Pack Sterile-EO 23-Mar-2015
76251 Neurology Pack Sterile-EO 23-Mar-2015
76263 Universal Laparoscopy Pelviscopy Pack Sterile-EO 23-Mar-2015
76271 Hip Pack | Sterile-EO 23-Mar-2015
76276 Basic Pack Sterile-EO 23-Mar-2015
77454 C-Section Pack | Sterile-EO 23-Mar-2015
77455 C-Section Pack Il Sterile-EO 23-Mar-2015
77456 Gown Pack | Sterile-EO 23-Mar-2015
77458 4 Gown Pack Sterile-EO 23-Mar-2015
77491 C-Section Pack IV Sterile-EO 23-Mar-2015
77492 C-Section Pack V Sterile-EO 23-Mar-2015
77717 Small Procedure Pack Il Sterile-EO 23-Mar-2015
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Pgoodduect Product Description Sterilization Stalrwtac;I(CE

77729 U-BAR* Pack VIII Sterile-EO 23-Mar-2015
77744 Eye Pack Sterile-EO 23-Mar-2015
77748 Cardiovascular Pack I Sterile-EO 23-Mar-2015
77749 Cardiovascular Split Pack Sterile-EO 23-Mar-2015
77760 Ophthalmic Pack Sterile-EO 23-Mar-2015
77762 CV Drape Pack Sterile-EO 23-Mar-2015
77765 Hip Pack IV Sterile-EO 23-Mar-2015
77766 Abscess Pack Sterile-EO 23-Mar-2015
77769 U-BAR* Pack VII Sterile-EO 23-Mar-2015
77771 Cardiovascular Pack VI Sterile-EO 23-Mar-2015
77772 Universal Pack IV Sterile-EO 23-Mar-2015
77779 Lithotomy Pack IV Sterile-EO 23-Mar-2015
77780 Bilateral Vein Stripping Pack Sterile-EO 23-Mar-2015
77781 Upper Extremity Pack Sterile-EO 23-Mar-2015
77783 Hand Pack Sterile-EO 23-Mar-2015
77784 Knee Pack | Sterile-EO 23-Mar-2015
77785 Knee Pack II Sterile-EO 23-Mar-2015
77790 Lower Extremity Pack | Sterile-EO 23-Mar-2015
77792 Laparoscopy/Pelviscopy Pack V Sterile-EO 23-Mar-2015
77794 U-BAR* Pack VI Sterile-EO 23-Mar-2015
77797 Hip Pack Sterile-EO 23-Mar-2015
77798 Lower Extremity Pack Il Sterile-EO 23-Mar-2015
77823 ENT Pack IV Sterile-EO 23-Mar-2015
77853 Universal U-BAR* Pack Sterile-EO 23-Mar-2015
77865 Gynaecology Pack Sterile-EO 23-Mar-2015
77870 Pace Maker Pack Sterile-EO 23-Mar-2015
77879 Angiography Pack Sterile-EO 23-Mar-2015
77880 Universal Pack XI Sterile-EO 23-Mar-2015
77881 Arthroscopy Pack Sterile-EO 23-Mar-2015
77885 T.U.R. Pack Sterile-EO 23-Mar-2015
77888 Gynaecology/Urology Pack | Sterile-EO 23-Mar-2015
77890 Gynaecology/Urology Pack Il Sterile-EO 23-Mar-2015
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Péood duect Product Description Sterilization Sta{ntac:LCE
77892 Cardiovascular Pack Il Sterile-EO 23-Mar-2015
88088 Laparoscopy Pack | Sterile-EO 23-Mar-2015
88100 Universal Pack Sterile-EO 23-Mar-2015
88103 Universal Pack Sterile-EO 23-Mar-2015
88113 Basic Pack VIII Sterile-EO 23-Mar-2015
88151 Basic Pack V Sterile-EO 23-Mar-2015
88161 Basic Pack VI Sterile-EO 23-Mar-2015
88171 Set-Up Pack | Sterile-EO 23-Mar-2015
88178 Basic Pack XV Sterile-EO 23-Mar-2015
88183 ORTHOARTS* Hip Pack Sterile-EO 23-Mar-2015
88203 Ortho Pack VII Sterile-EO 23-Mar-2015
88213 ORTHOARTS* Arthroscopy Pack Il Sterile-EO 23-Mar-2015
88222 Laparoscopy/Pelviscopy Pack Sterile-EO 23-Mar-2015
88223 ENT Pack IlI Sterile-EO 23-Mar-2015
88231 Laparotomy Pack IlI Sterile-EO 23-Mar-2015
88233 ORTHOARTS* U-BAR* Pack Sterile-EO 23-Mar-2015
88243 ORTHOARTS* Shoulder Pack I Sterile-EO 23-Mar-2015
88253 ORTHOARTS* Hip Pack Il Sterile-EO 23-Mar-2015
88321 U-Bar* Pack Il Sterile-EO 23-Mar-2015
88331 U-BAR* Pack Il — Chest Sterile-EO 23-Mar-2015
88334 U-BAR* Pack Sterile-EO 23-Mar-2015
88354 C-Section Pack with Attached Leggings Sterile-EO 23-Mar-2015
88363 Laparoscopy Pelviscopy Pack Ill Sterile-EO 23-Mar-2015
88373 Ortho Major Pack IlI Sterile-EO 23-Mar-2015
88411 Ortho Pack | — Major Sterile-EO 23-Mar-2015
88431 Ortho Pack Il - Lower Extremity Sterile-EO 23-Mar-2015
88451 Ortho Pack V — Hip' Sterile-EO 23-Mar-2015
88452 ORTHOARTS* Hip Pack with Pockets Sterile-EO 23-Mar-2015
88453 ORTHOARTS* Hip Pack Sterile-EO 23-Mar-2015
88461 Ortho Pack VI Lower Extremity -Sterile-EO 23-Mar-2015
88471 ORTHOARTS* Lower Extremity Pack Sterile-EO 23-Mar-2015
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Péoodduect Product Description Sterilization Stanr/lt;I(CE

88511 Lithotomy Pack | Sterile-EO 23-Mar-2015
88521 Lithotomy Pack I Sterile-EO 23-Mar-2015
88551 Lithotomy Pack V Sterile-EO 23-Mar-2015
88611 Cystoscopy Pack | Sterile-EO 23-Mar-2015
88621 Cystoscopy Pack Il Sterile-EO 23-Mar-2015
88706 Ophthalmic Pack with Mayo Stand Cover Sternle-EO 23-Mar-2015
88711 EENT Pack | Sterile-EO 23-Mar-2015
88716 EENT Pack li Sterile-EO 23-Mar-2015
88719 EENT Pack IV Sterile-EO 23-Mar-2015
88726 C-Section Fluid Collection Pack | Sterile-EO 23-Mar-2015
88759 Universal Pack - Major with Long Side Drapes Sterile-EO 23-Mar-2015
88760 Universal Pack Plus Sterile-EO 23-Mar-2015
88761 Universal Pack | Sterile-EO 23-Mar-2015
88762 Universal Pack, Small Sterile-EO 23-Mar-2015
88763 Universal Pack, Small Sterile-EO 23-Mar-2015
88764 Universal Pack, Large Sterile-EO 23-Mar-2015
88765 Universal Pack, Large Sterile-EO 23-Mar-2015
88767 Universal Pack Plus Sterile-EO 23-Mar-2015
88769 Universal Pack - Minor with Short Side Drapes Sterile-EO 23-Mar-2015
88770 Universal Pack V Sterile-EO 23-Mar-2015
88772 Universal Pack ill with Gowns Sterile-EO 23-Mar-2015
88773 U-Bar* Pack IV Sterile-EO 23-Mar-2015
88774 Universal Pack [Il with Medium Side Drapes Sterile-EO 23-Mar-2015
88781 U-BAR* Pack VI Sterile-EO 23-Mar-2015
88782 Universal Pack IV Sterile-EO 23-Mar-2015
88900 HALYARD BASICS* Universal Pack | Sterile-EO 23-Mar-2015
88901 HALYARD BASICS* Universal Pack Il Sterile-EO 23-Mar-2015
88902 HALYARD BASICS* U-Bar Pack | Sterile-EO 23-Mar-2015
88904 HALYARD BASICS* U-Bar Pack lll Sterlle-EO 23-Mar-2015
88907 g:\é_}z(ARD BASICS* Arthroscopic Cruciate Ligament (ACL) Sterile-EO 23-Mar-2015
88908 HALYARD BASICS* Shoulder Arthroscopy Pack with MSC Sterile-EO 23-Mar-2015
88909 HALYARD BASICS* Hand & Foot Pack Sterile-EO 23-Mar-2015
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PEoodduect Product Description Sternilization Sta{ntai{(CE

88910 HALYARD BASICS* Hand Pack Sterile-EO 23-Mar-2015
88911 HALYARD BASICS* Delivery Pack Stenle-EO 23-Mar-2015
89681 HALYARD BASICS* Cystoscopy Pack Sterile-EO 23-Mar-2015
89682 HALYARD BASICS* Basic Pack Sterile-EO 23-Mar-2015
89684 HALYARD BASICS* Extremity Pack Sterile-EO 23-Mar-2015
89685 HALYARD BASICS* Hand & Foot Pack |l Sterlle-EO 23-Mar-2015
89686 HALYARD BASICS* Small Procedure Pack |l Sterile-EO 23-Mar-2015
89687 HALYARD BASICS* Hand Pack Il Sterile-EO 23-Mar-2015
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“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242
Adresa postald: mun.Chiginiin, str, Mesterul Manole, nr, 9,
Telefon/Fax: (022) 23-21-33, (022) 66-72-86

SRR T Ry

ORDIN nr. 25

»De imputernicire a persoanei”

Din 01 septembrie 2020

Intru desfdsurarea continud §i corectd a procesului de Intocmire a documentelor pentru

A

participarea In cadrul procedurilor de achizitii publice, organizate de citre Autorititile

Contractante din Republica Moldova, in cazul absentei mele de la locul de lucru,
ORDON:

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

jurisconsult, pentru ca in numele meu s&:

1. Semneze oferta, precum si toate actele aferente procédurilor de achizitii, inclusiv prin
aplicarea semnaturii sale electronice (digitala).

2. incazde necesitale va aplica stampila pe actele mentionte mai sus.

MU . GHEREG Victor

DUBALARI Pavel

CRXME TT




ORDIN DE PLATA Nr. | 1248 DATA EMITERII | 07 MAI 2021 TIP. DOC. 1
PLATITI | 3497-00 | LEI TREI MIl PATRU SUTE NOUAZECI SI SAPTE LEI SI 00 BANI
PLATITOR: CODUL IBAN MD53M02224ASV56624407100

(R) ENDO-CHIRURGIE SRL

CODUL FISCAL 1009600033242

PRESTATORUL PLATITOR: Mobiasbanca - OTP Group S.A.

BENEFICIAR:  (R)IMSP Spitalul Clinic de Traumatologi e si Ortopedie

CODUL IBAN MD38ML000000002251717389

CODUL FISCAL

1003600150598

PRESTATORUL BENEFICIAR: BC Moldindconbank'SA

TIPUL TRANSFERULUI
NORMAL / URGENT

Chisinau
DESTINATIA PLATII: Plata garantiei bancare, potrivit licitatiei publice nr. 21038628 din
11.05.2021, fara TVA
CODUL TRANZACTIEI DATA PRIMIRII DATA EXECUTARII
| | 07-05-2021 | | 07-05-2021 |

SEMNATURA PRESTATORULUI

& mobiasbancq

bz

SEMIJATURA HAE‘FE"N&J\L(UI‘? 021

L.S.
. Suc. Corporate
IDNO 1002600006089

MOTIVUL REFUZULUI

et ara - DA .. Hic k-l - TN - Hic bl -

Nota: Responsabilitatea privind veridicitatea si corectitudinea informatiei indicate in ordinul de plata ii revine persoanei care emite un ordin de plata

*Campuri optionale

Extras de cont in format electronic
Signed by: Mobiasbanca- OTP Group SA.
Signed Date: 08.05.2021 05:13:51
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