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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 1n cadrul unei proceduri de achizitie publica anterioara
poate fi reutilizat, cu conditia ca informatiile cuprinse in formular si fie corecte si valabile la data depunerii
acestuia.
4. Ofertantul care prezinta in DUAE informatii false sau documentele justificative prezentate nu confirma
informatia indicatd in documentul prezentat este exclus din procedura de achizitie publicd 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 V. 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 autoritatealentitatea contractanta.

Cod pozitie Continutul cerintei Raspuns

1 2 3

A. Informatii despre publicare

Numarul anuntului/invitatiei publicate in Buletinul achizitiilor
publice, si dup?; caz numrul anuntului publicat in Jurnalul Oficial ocds-b3wdp1-MD-
1A.1 -5 3 ; 1627463137866
al Uniunii Europene

B. Identitatea autorititii/entitatii contractante

.M. "Parcul urban de

1B.1 Denumirea autoritatii/entitatii contractante "
’ ’ autobuze
1B.2 Numar unic de identificare (IDNO) a autoritatii/entitatii 1004600054327
contractante
Capitolul Il. Informatii referitoare la operatorul economic
Compartimentul se completeaza doar de cdatre operatorii economici.
Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Informatii privind operatorul economic
2A.1 Denumirea operatorul economic «TRIUMF-MOTIV» SRL
2A.2 Tara Moldova
2A.3 Cod postal 2043
2A4 Orag/Localitate mun. Chisinau
2A.5 Adresa juridica str. Grenoble 193 of. 1301
2A.6 Pagina web



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866
https://achizitii.md/ru/organization/idno/1004600054327
https://achizitii.md/ru/organization/idno/1004600054327
https://achizitii.md/ru/organization/idno/1004600054327

2A7 Persoana sau persoanele de contact Jighili Tatiana
2A.7.1 Telefon +373 22 768841
2A.7.2 Adresa de e-mail triumf.motiv@mail.ru
2A.8 Numér unic de identificare (IDNO/IDNP) 1012600021180
2A.9 Numaérul cod TVA 0308703
2A.10 Forma organizatorico-juridica a activitatii de antreprenoriat SOC'etatﬁ?nﬁiLg; spundere
2A.11 Informatia cu privire la numele actionarilor/asociatilor/beneficiarului efectiv
2A.11.1 Numele actionarilor / asociatilor Jighili Tatiana
2A.11.2 Numele beneficiarului efectiv
[beneficiar efectiv— persoana fizicd ce detine sau
controleaza in ultima instanta o persoand fizica sau juridica
ori beneficiar al unei societdti de investitii sau administrator
al societatii de investitii, ori persoand in al cdrei nume se Jighili Tatiana
desfasoara o activitate sau se realizeazd o tranzactie si/sau Jighili Tatiana
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 fiduciaral
2A.11.3 Cetatenia beneficiarului efectiv (legatura juridico-politica MDA
permanentd a persoanei fizice definite conform pozitiei MDA
2A.11.2)
Operatorul economic este:
2A.12 * 1ntrepr%ndere miea intreprindere mica
¢ intreprindere mijlocie
o sialtele
In cazul in care achizitia este rezervata: operatorul economic
OA 13 este un atelier protejat sau o -intreprindere sociald, sau va Da
' asigura executarea contractului in contextul programelor de
angajare protejata?
2A13.1 D.acd .d.a,v ;are este progen'gul corespunzator de lucratori cu 0%
dizabilitati sau defavorizati?
2A13.2 Specificati carei sau caror categorii de lucrdtori cu N
Lo, . e, . . LA o u
dizabilitati sau defavorizati le apartin angajatii in cauza?
2A 14 Opergtorul economic pa-rticipé la procedura} (.1e achizitii NU
publice Tmpreuna cu alti operatori economici?
Daca Da, precizati rolul operatorului economic in cadrul
2A.14.1 grupului (lider, responsabil cu indeplinirea unor sarcini
specifice, etc). i
OA14.2 Numiti operatorii economici care participa la procedura i
respectivd de achizitie publica.
2A.14.3 Specificati denumirea grupului participant. -

Nota. Dacd ati raspuns Da la intrebarea 2A4.14, asigurati-va ca operatorii economici mentionati sd prezinte
un formular DUAE separat.

B. Informatii privind reprezentantii operatorului economic

Indicati numele persoanei (persoanelor) imputernicita (imputernicite) sa il reprezinte pe operatorul
economic 1n scopurile prezentei proceduri de achizitie publica.

2B.1 Nume si prenume Jighili Tatiana
2B.2 Pozitie/actionand in calitate de.. administrator
2B.3 Tara Republica Moldova
2B.4 Telefon +373 22 768841
2B.5 Adresa de e-mail triumf.motiv@mail.ru

C. Informatii privind utilizarea capacititilor altor entitati

2C.1

Operatorul economic utilizeaza capacitétile altor entitati
pentru a satisface criteriile de selectie prevazute in capitolul
IV, precum si (dacd este cazul) criteriile si regulile

CJNu




| 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 Ill pentru fiecare dintre
entitdtile in cauzd, completat si semnat in mod corespunzdtor de entitdtile in cauzd. Atragem atentia asupra
faptului ca trebuie inclusi, de asemenea, tehnicienii sau organismele teinice 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 lucrarilor. 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 ciror capacititi operatorul economic se bazeazi

2D 1 Operatprul economic iptengionegzé sd sqbfzontracteze vreo INU
parte din contract cu alti operatori economici?
2D.1.1 Daca Da, enumerati subcontractantii propusi. -
Capitolul I111. Motive de excludere din cadrul procedurii de achizitie publica
Compartimentul se completeaza de cdtre operatorii economici.
Cod pozitie | Continutul cerintelor | Réispuns
A. Motive referitoare la condamnari prin hotirirea definitiva a unei instante judecitoresti
1 2 3
Participare la o organizatie criminala.
Operatorul economic 1insusi sau orice persoand care este
membru al organismului de administrare, de conducere sau de
supraveghere al acestuia sau care are putere de reprezentare, de
3A1 decizie sau de control in ca.drul acestuia a facut qbiectul unei INU
condamndri pronuntate printr-o hotdrare definitivd pentru
participare la o organizatie criminala, 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?
Coruptie. [JNu

Operatorul economic 1nsusi sau orice persoand care este
membru al organismului de administrare, de conducere sau de
supraveghere al acestuia sau care are putere de reprezentare, de
3A.2 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
in urma sau In care continud sia se aplice o perioadd de
excludere prevazuta in mod direct in condamnare?

Fraude. T'Nu
Operatorul economic 1nsusi sau orice persoand care este
membru al organismului de administrare, de conducere sau de
supraveghere al acestuia sau care are putere de reprezentare, de
3A.3 decizie sau de control in cadrul acestuia a facut obiectul unei
condamnari pentru frauda pronuntate printr-0 hotarare
definitiva, printr-o condamnare pronuntatd cu cel mult cinci ani
in urma sau in care continud si se aplice o perioadd de
excludere prevazuta in mod direct in condamnare?

Infractiuni teroriste sau infractiuni legate de activitatile "INu
teroriste.

Operatorul economic 1insusi sau orice persoand 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

3A4




condamnari pentru infractiuni teroriste sau infractiuni legate de
activitati teroriste, pronuntate printr-o hotarare definitiva, printr-
o condamnare pronuntatd cu cel mult cinci ani in urma sau in
care continud sa se aplice o perioada de excludere prevazuta in
mod direct in condamnare?

3A5

Spélare de bani sau finantarea terorismului.

Operatorul economic 1insusi sau orice persoand 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
activitati teroriste, pronuntate printr-o hotarare definitiva, printr-
0 condamnare pronuntata cu cel mult cinci ani in urma sau in
care continud sa se aplice o perioada de excludere prevazuta in
mod direct in condamnare?

[INu

3A.6

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

Operatorul economic 1insusi sau orice persoand 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 pronuntatd cu cel mult cinci ani
in urma sau In care continud sia se aplice o perioadd de
excludere prevadzutd in mod direct in condamnare?

LJNu

3A.7

In cazul ca raspunsul este Da pentru cel putin una din intrebarile
3A.1 — 3A.6, puteti furniza dovezi care sd arate cad masurile
luate sunt suficiente pentru a demonstra fiabilitatea, in pofida
existentei unui motiv de excludere?

3A7.1

Daca Da, descrieti aceste masuri.

B. Motive privind plata impozitelor sau/si a contributiilor de asiguriri sociale

Plata impozitelor

3B.1

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

Da

3B.1.1

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

3B.1.2

In cazul in care, incdlcarea cu referire la obligatiile privind
plata impozitelor, taxelor si contributiilor sociale a fost stabilita
printr-o hotardre judecdtoreasca sau administrativd, aceastd
decizie este definitiva?

Da

3B.1.3

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

3B.2

Operatorul economic beneficiaza, in conditiile legii, de
esalonarea obligatillor de platd a impozitelor, taxelor si
contributiilor de asigurdri sociale ori de alte facilitati In vederea
platii acestora, inclusiv a majorarilor de intarziere (penalitatilor)
si/sau a amenzilor?

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




3B.2.1

Daca Da, operatorul economic este in mdsurd sd furnizeze actul
privind esalonarea obligatiilor de plata a impozitelor, taxelor si
contributiilor de asigurari sociale ori de alte facilitati in vederea
platii acestora?

3B.3

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

3B.4

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

C. Includerea in lista de interdictie a operatorilor economici

3C.1

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

3C.11

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

3C.1.2

Daca Da, descrieti aceste masuri.

D. Motive le

ate de insolvabilitate, conflicte de interese sau abateri profesionale

Obligatiile aplicabile in domeniul mediului,
asigurdrilor sociale

muncii i

3D.1

Operatorul economic a Incalcat obligatiile in domeniul mediului
in ultimii 3 ani?

Nu

3D.1.1

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

3D.1.2

Daca Da, descrieti aceste masuri.

3D.2

Operatorul economic a incalcat obligatiile In domeniul social in
ultimii 3 ani?

Nu

3D.2.1

In cazul cd raspunsul 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?

3D.2.2

Daca Da, descrieti aceste mdsuri.

3D.3

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

Nu

3D.3.1

In cazul cd raspunsul 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?

3D.3.2

Daca Da, descrieti aceste masuri.

Insolvabilitatea

3D.4

Operatorul economic este in situatie de insolvabilitate sau de
lichidare a activitdtii antreprenoriale ca urmare a unei hotérarii
judecatoresti?

Nu

3D.4.1

In cazul ca raspunsul 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?

3D.4.2

Daca Da, descrieti aCeste masuri.

Active administrate de lichidator

3D.5

Activele operatorului economic sunt administrate de un lichidator

Nu




sau de o instanta?

In cazul ca raspunsul este Da pentru intrebarea 3D.5, puteti
furniza dovezi care sda arate ca masurile luate sunt suficiente

3D.5.1 e . ) : ; ) -
pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.5.2 Daca Da, descrieti aceste masuri.
Activititile economice sunt suspendate
3D.6 Activitdtile economice ale operatorului economic sunt NU
' suspendate?
In cazul ca raspunsul este Da pentru intrebarea 3D.6, puteti
3D6.1 furniza dovezi care sa arate ca masurile luate sunt suficiente i
o pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.6.2 Daca Da, descrieti aceste masuri.
Acorduri cu alti operatori economici care vizeaza
denaturarea concurentei
Operatorul economic, in ultimii 3 ani, a incheiat acorduri cu alti
3D.7 operatori economici care au ca obiect denaturarea concurentei, Nu
fapt constatat prin decizie a organului abilitat in acest sens?
In cazul ca raspunsul este Da pentru intrebarea 3D.7, puteti
3D.7.1 furniza dovezi care sa arate ca masurile luate sunt suficiente i
o pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.7.2 Daca Da, descrieti aceste masuri.
Conflict de interese
3D.8 Operatorul economic se afla intr-o situatie de conflict de interese NU
) care nu poate fi remediata?
In cazul ca raspunsul este Da pentru intrebarea 3D.8, putefi
P P ]
3D.8.1 furniza dovezi care sa arate cd masurile luate sunt suficiente i
e pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.8.2 Daca Da, descrieti aceste masuri.
Etica profesionala
Operatorul economic a fost condamnat, in ultimii 3 ani, prin
3D.9 hotdrare definitivd a unei instante judecdtoresti, pentru o fapta NU
' care a adus atingere eticii profesionale sau pentru comiterea unei
greseli in materie profesionala?
In cazul ca raspunsul este Da pentru intrebarea 3D.9, puteti
3D.9.1 furniza dovezi care sa arate ca masurile luate sunt suficiente i
- pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.9.2 Daca Da, descrieti aceste masuri.
Integritatea
3D.10 Operatorul economic, in ultimii 3 ani, se face vinovat de o NU
' abatere profesionald, care 1i pune la indoiala integritatea?
In cazul ca raspunsul este Da pentru intrebarea 3D.10, putefi
3D.10 1 furniza dovezi care sa arate ca masurile luate sunt suficiente i
o pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?
3D.10.2 Daca Da, descrieti aceste masuri.

Capitolul 1V. 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).

Cod pozitie Continutul cerintelor Raspuns

1 2 3

A. Capacitatea de exercitare a activititii profesionale

Operatorul  economic este 1n masurd sa furnizeze

4A.1 documentul/documentele prin care se va demonstra inregistrarea | Da
acestuia?
Daca Da, indicati actele de inregistrare a activitdtii e Licentade
antreprenoriale si genul (genurile) de activitate determinate de activitate
4A.11 legislatie, aferent obiectului procedurii de atribuire a e Autorizatia
contractului, in baza careia intreprinderea are dreptul sa execute Certificat de
viitorul contract de achizitie publica. inregistare

Actele de inregistrare a activitatii antreprenoriale, sunt -

disponibile gratuit pentru autoritati dintr-o baza de date

4AL12 nationald? Dacd da, specificati informatia care ar permite
verificarea. _
Activitatea antreprenoriald detine o certificare si/sau o autorizare

4A.2 echivalentd aferent obiectului procedurii de atribuire a Da

contractului, In cadrul unui sistem national?

Daca Da, operatorul economic este in mdsurd sd furnizeze
4A.2.1 documentul/documentele prin care se va demonstra certificarea Da
si/sau autorizarea activitatii acestuia?

Actele privind certificarea sau autorizarea sunt disponibile gratuit -

4A.2.3 pentru autoritati, dintr-0 baza de date nationala? Daca da, -

specificati informatia care ar permite verificarea. -

Genurile de activitate, si/sau certificarea, si/sau autorizarea
privind activitatea de Intreprinzator, acopera criteriile de selectie
impuse de autoritatea/entitatea contractantd in anuntul/invitatia de
participare?

4A.3 Da

B. Capacitatea economici si financiara

Declaratii bancare

Operatorul economic este in masurd sd furnizeze declaratii
bancare sau, dupa caz, dovezi privind asigurarea riscului
profesional in conformitate cu cerintele din documentatia de
atribuire?

4B.1 Da

Informatia mentionata la punctul 4B.1 este disponibila gratuit -

4B.1.1 pentru autoritati, dintr-o baza de date nationala? Daca da, -

specificati informatia care ar permite Vverificarea ei. -

Cifra de afaceri anuala (volumul vanzarilor) Nu se aplica

Operatorul economic este in masurd sd demonstreze o cifra de
afaceri anuald, dupa cum urmeaza:

4B.2 Valoare Perioada

Nota. Se completeaza de catre autoritatea contractanta valoarea
si perioada

Specificati care este cifra de afaceri anuald, conform datelor din -

4B.2.1 X .
raportul financiar. -

Cifra de afaceri medie anuala Nu se aplica

Operatorul economic este in masura sa demonstreze o cifra medie
anuala de afaceri, dupd cum urmeaza:

4B.3 Valoare Perioada

Nota. Se completeaza de catre autoritatea contractantd valoarea




si perioada

4B.3.1

Specificati cifra de afaceri, conform datelor din raportul
financiar.

Raport financiar

Nu se aplica

4B.4

Operatorul economic este in masura sa furnizeze raportul
financiar Tnregistrat, extrase din raportul financiar?

[1Da [INu

4B.5

Informatiile privind situatia economica si financiard sunt
disponibile gratuit pentru autorititi, dintr-o bazd de date
nationala? Dacd da, specificati informatia care ar permite
verificarea.

C. Capacitatea tehnica si/sau profesionala

4C.1

Operatorul economic este in masurd sa furnizeze documentele
solicitate de cdtre autoritatea/entitatea contractanta in anuntul de
participare, care demonstreazd capacitatea tehnicd si/sau
profesionald pentru executarea viitorului contract.

Da

4C.11

Informatiile privind capacitatea tehnica si/sau profesionala sunt
disponibile gratuit pentru autoritati, dintr-o baza de date
nationala? Daca da, specificati informatia care ar permite
verificarea.

Instalatii tehnice si masuri de asigurare a calitatii

Nu se aplica

4C.2

Operatorul economic este in masura sa furnizeze detalii
referitoare la tehnicieni sau organismele tehnice, specificate in
anuntul de participare/documentatia de atribuire, pe care
autoritatea/entitatea contractanta le poate solicita, in special cele
responsabile de controlul calitatii in legatura cu acest exercitiu de
achizitie publica?

Da

4C.3

Operatorul economic este in masura sa furnizeze o informatie cu
privire la sistemele de management si de trasabilitate utilizate n
cadrul lantului de aprovizionare?

4C.3.1

Informatiile sunt diSponibile gratuit pentru autoritdti, dintr-0
baza de date nationala? Daca da, specificati informatia care ar
permite verificarea.

Utilaje, instalatii si echipament tehnic

Nu se aplica

4C.4

Operatorul economic dispune de utilaje si echipament necesar
pentru indeplinirea corespunzitoare a contractului de achizitie
publica?

[1Da [JNu

4C.5

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

[1Da [INu

Pregitirea profesionala si calificarea personalului

4C.6

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

[1Da [INu

4C.7

Operatorul economic este In masurd 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 2018

Angajati [5]




Anul 2019

Angajati [5]

Anul 2020

Angajati [5]

Numaérul membrilor personalului de conducere

4C.9

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

Anul 2018

Persoane [1]

Anul 2019

Persoane [1]

Anul 2020

Persoane [1]

Mostre, descrieri, fotografii

4C.10

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

Da

Pentru contractele de achizitie publica de lucrari

Nu se aplica

4C.11

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

[1Da CJNu

4C.111

Daca Da, enumerati-le specificind 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

4C.12

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

[1Da CJNu

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 referintd, 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 ca rispunsul 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?

[1Da [JNu

D. Standarde de asigurare a calititii

4D.1

Operatorul economic este In masura sa furnizeze certificate emise
de organisme independente prin care se atesta faptul ca operatorul
economic respectd standardele de asigurare a calitatii conform
cerintelor stabilite in anuntul de participare si In documentatia
atribuire?

[1Da [INu

4D.2

Informatiile privind standardele de asigurare a calitatii, sunt
disponibile gratuit pentru autorititi, dintr-o bazd de date
nationala? Dacd da, specificati informatia care ar permite

Adresa de internet:
|text]

Autoritatea sau




verificarea.

organismul emitent(3):
|text]

Referinta exacta a
documentatiei:
[text]

E. Standarde de protectie a mediului

Operatorul economic este in masura sa furnizeze certificate emise
de organisme independente prin care se atesta faptul ca operatorul

4E.1 economic respecta standardele de protectiec a mediului, conform [Da ONu
cerintelor stabilite Tn anuntul de participare si in documentatia de
atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de protectia mediului, sunt | Autoritatea sau
AE 2 disponibile gratuit pentru autoritati, dintr-o bazd de date | organismul emitent(a):

nationala? Daca da, specificati informatia care ar permite

[text]

verificarea.

Referinta exacta a

documentatiei:
|text]
F. Permiterea controalelor
Operatorul economic permite efectuarea verificarilor de catre
AF 1 autoritatea/entitatea  contractantd referitor la  capacitatile Da BINT

economice si financiare, de productic sau tehnice privind
executarea viitorului contract de achizitie publica?

Capitolul V. Indicatii generale pentru criteriile de calificare si selectie

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

Cod pozitie

Continutul cerintelor

Réspuns

1

2

3

A. Indeplinirea tuturor criteriilor de selectie impuse

5A.1

Operatorul economic este in masurd sia furnizeze in Sistemul
informational automatizat ,,Registrul de stat al achizitiilor publice”
sau prin mijloace electronice, sau daca e cazul, pe suport de hartie
autoritatii contractante: formularele, certificatele, avizele si alte
documente indicate de catre autoritatea/entitatea contractantd in
anuntul de participare si in documentatia de atribuire?

Termen 5 zile de la solicitare.

Nota. Numarul de zile se indica de catre autoritatea contractantd
tindnd cont de cantitatea §i caracterul documentelor solicitate.

Da

5A.2

Informatiile care sd 1i permitd autoritatii/entitdtii contractante sa
obtina documentele indicate in anuntul de participare si in
documentatia de atribuire, sunt disponibile gratuit si direct prin
accesarea unei baze de date nationale in orice stat? Daca da,
specificati informatia care ar permite verificarea.

Adresa de internet:
|text|

Autoritatea sau
organismul emitent(a):
|text]

Referinta exacta a
documentatiei:
|text]

Capitolul V1. Preselectia candidatilor pentru procedura de atribuire a contractului de achizitie publica

Compartimentul se solicitd de cdatre autoritatea contractantd doar in cadrul procedurilor de achizitie
publica: licitatia restransd, negociere, dialog competitiv si parteneriatul pentru inovare.




Cod pozitie Continutul cerintelor Raspuns

1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic/candidatul indeplineste criteriile de selectie
6A.1 stabilite de cétre autoritatea contractanta in anuntul de participare si in Da

documentatia de atribuire.

Operatorul economic/candidatul dispune si este in masura sa furnizeze
in Sistemul informational automatizat ,,Registrul de stat al achizitiilor
publice” sau prin mijloace electronice, sau daca e cazul, pe suport de Da
hartie autoritatii contractante certificate sau alte forme de documente
justificative, dupa cum este cerut in anuntul de participare si in
documentatia de atribuire.

6A.2

Capitolul V1. Declaratii finale

Operatorul economic declara ca informatiile prezentate in capitolele Il — 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, cd poate sa furnizeze la solicitarea autoritatii/entitatii
contractante fara intarziere, certificatele si documentele justificative solicitate, cu exceptia cazului in care
autoritatea/entitatea contractanta are posibilitatea de a obtine documentele justificative in cauza direct prin
accesarea unei baze de date relevante, care este disponibild gratuit, cu conditia ca operatorul economic sa fi
furnizat informatiile necesare (adresa de internet, autoritatea sau organismul emitent(a), referinta exacta a
documentatiei) care s 1i permita autoritatii contractante sau entitatii contractante sd faca acest lucru si se
consimte accesul la informatiile mentionate, in cazul in care acest lucru este necesar.

Operatorul economic declard in mod oficial ca este de acord ca I.M. "Parcul urban de autobuze”, astfel cum
este descrisa in capitolul | sectiunea A sa obtind acces la documentele justificative privind informatiile pe
care le-a furnizat in acest DUAE 1in scopul desfasurarii procedurii de achizitie ocds-b3wdpl-MD-
1627463137866

(Se va completa si semna de catre operatorul economic)

Nume: Jighili Tatiana
Functia: Administrator

Data: 20.08.2021 : g
Adresa: mun. Chisinau, str. GreﬁQ%le 1301

Semnatura 0000000 Mmeawe?



https://achizitii.md/ru/organization/idno/1004600054327
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866

FORMULARUL OFERTEI (F3.1)
Data depunerii ofertei: ,,20” august 2021
Procedura de achizitie Nr.:  ocds-b3wdpl-MD-1627463137866
Anunt de participare Nr.: 21042453
Catre: I.M. "Parcul urban de autobuze"

declara ca: «TRIUMF-MOTIV» SRL

a) Au fost examinate si nu exista rezervari fatd de documentele de atribuire, inclusiv
modificarile nr.

b) «TRIUMF-MOTIV» SRL se angajeaza sa presteze, in conformitate cu documentele de
atribuire si conditiile stipulate in specificatiile tehnice si pret, urmatoarele servicii Manusi
de unica folosinta, pentru prevenirea infectiei COVID-19

¢) Suma totala a ofertei fara TVA constituie:
66 000,00 (saizeci si sase mii,00) MDL

d) Suma totala a ofertei cu TVA constituie:
79 200,00 (saptezeci si noua mii doua sute,00) MDL

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

f) In cazul acceptirii prezentei oferte, K<TRIUMF-MOTIV» SRL se angajeazi si obtind o
Garantie de buna executie in conformitate cu FDAG6, pentru executarea corespunzatoare a
contractului de achizitie publica.

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

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

Semnat:_

Nume: Jighili Tatiana
In calitate de: administrator
Ofertantul: SRL Triumf-MotiV =, _
Adresa: str. Grenoble 193 of 1302,
Data: ,,20” august 2021 / z,



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866

Specificatii de pret (F4.2)

Numarul licitatiei: ocds-b3wdp1-MD-1627463137866 Data: ,,20” august 2021 Alternativa nr.: nu
l?enumlrea licitatiei: Manusi de unica folosinta, pentru prevenirea infectiei COVID-19 Lot: 1, 2 pagina: 1 din 1_
I.M. "Parcul urban de autobuze"
Pret
] ) ] . e Unitatea . unitar Pret unitar Suma fara Suma cu Termenul de
Cod CPV N/no| Denumirea bunurilor si/sau a serviciilor de masuri Cantitate (firi (cu TVA), lei TVA. lei TVA. lei livrare/prestare
TVA) lei
1 2 3 4 5 6 7 8 9 10
33100000-1 | 1 |Manusi medicale, Nesterile, M buc 20000 1,65 1,98 33000,00 39600,00 | ™ te““gg fﬁep"ma la
33100000-1 | 2 |Manusi medicale, Nesterile, XL buc 20000 1,65 1,98 33000,00 39600,00 | ™ te““gg fﬁep"ma la
Total 66000,00 79200,00
Semnat: ; K\“&ﬂ Y
Numele, Prenumele Jighili Tatiana A*‘\T’@W /,x'\\
in calitate de: administrator ‘
Ofertantul: SRL Triumf-Motiv Adresa: str. Grenoble 193 of 1301




Specificatii tehnice (F4.

D

Numarul licitatiei:

ocds-b3wdpl-MD-1627463137866

Data: ,,20” august 2021

Alternativa nr.:
nu

Denumirea 1Y[51nusi de unica folosinta, pentru prevenirea infectiei COVID-19 Lot 1.2 Pagina: _1 din
licitatiei: I.M. "Parcul urban de autobuze" T 1
Cod CPV N/no| Denumirea bunurilor si/sau a serviciilor al;{[li?gflljl::“ 'g:il;i:: Producatorul Speci?;Z_Ze:l:te;:;ti:?e:ecpol:ii:cotg:t?tﬁ de Specificarea tel;:’:::iaﬁzopusi de citre Standarde de referinta
1 2 3 4 5 6 7 8 9
Manusi nesterile confectionate din | Manusi nesterile confectionate din
letex sau nitril fara talc/pudra. letex sau nitril fara talc/pudra.
Mairimea: M Ambalaj: maxim 100 | Marimea: M Ambalaj: maxim 100
bucati bucati
Cu proprietdti de protectie Cu proprietati de protectie
33100000-1 | 1 |Minusi medicale, Nesterile, M disponsable China Hefei impotriva microorganisme?or; . i@potriva microorganigme?or; . CE, IS0
’ gloves Mlush |rezistente la penetrarea virusilor si | rezistente la penetrarea virusilor si
a substantelor chimice. Rezistenta | a substantelor chimice. Rezistenta
la rupere. la rupere.
EU standard directive 93/42/EEC | EU standard directive 93/42/EEC
clas I, clas I,
EN455 sau echivalent EN455 sau echivalent
Manusi nesterile confectionate din | Manusi nesterile confectionate din
letex sau nitril fara talc/pudra. letex sau nitril fara talc/pudra.
Marimea: XL Ambalaj: maxim Marimea: XL Ambalaj: maxim
100 bucati 100 bucati
Cu proprietiti de protectie Cu proprietati de protectie
33100000-1 | 2 |[Minusi medicale, Nesterile, XL disponsable China Hefei ﬁnpotriva microorganisme?or; . i@potriva microorganisme?or; . CE, 1SO
’ gloves Mlush |rezistente la penetrarea virusilor si | rezistente la penetrarea virusilor si
a substantelor chimice. Rezistenta | a substantelor chimice. Rezistenta
la rupere. la rupere.
EU standard directive 93/42/EEC | EU standard directive 93/42/EEC
clas I, clas I,
EN455 sau echivalent EN455 sau echivalent

Semnat:

Numele, Prenumele Jighili Tatiana

in calitate de: administrator
Ofertantul:

SRL Triumf-Motiv Adresa: str. Grenoble 193 of 1301




== ENERGBANK

Banca Comerclald ,ENERGBANK™ Socletate pe Acflun!
Republica Moldova, MD-2001, mun. Chisindu, str. Tighina 23/3

/ tol.: +(373 22) 544-377, 858-000; fax: +(373 22) askeoea
www.energbank.com; e-moall: offlce@energbank.com

N g WL / IDNO 1003600008150, cod TVA 0202040
; 4 codul bancll: ENEGMD22

' ©0d IBAN: MD10NBOO0000000035215845 la CD BNM

ain« /Z\(» %)OWW £ 202_7 Capital soclal - 100 000 000 lel MD

SRL TRIUMF-MOTIV
Mun. Chisinau,
bd.Traian,18/1,ap.80

Prin prezenta, B.C.”Energbank” S.A., sucursala Botanica (codul bancii
ENEGMD22858), confirma ca SRL TRIUMF-MOTIV, cod fiscal 1012600021180

detine codului IBAN nr. MD90EN000000222446621858 in Lei MD, Dolari SUA,
Euro,Rubla Rusa.

\> Abramihin A.

2

Contabil-sé‘ SIS S Dubolari 1.

L TP T

Exc.Haricev A.
Tel. 022-56-83-39

Digitally signed by Jighili Tatiana
Date: 2021.03.17 15:16:12 EET
Reason: MoldSign Signature
Location: Moldova




MDR MANDATE

RIOMAVIX S.L.

MANUFACTURER:

Hefei Medicon Plastic Products Co.,Ltd

Add.: Building I, Luyang Industrial Zone, Luyang District, Hefei , Anhui
Province

Tel.: 0551-65561723
E-mail: sales02@hfxpmc.com

Agreement No.: MDR210801

EUROPEAN AUTHORIZED REPRESENTATIVE:

Riomavix S.L. (ES-AR-000001202)
Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain %
Tel.: +34 658 396 230 N
E-mail: leis@riomavix.com L
Competent Authority: Ministerio Sanidad y Consun’f"ﬁ’}ﬂ%’?n}:ia Espanola
de Medicamentos y Productos Sanitarios 6:%{@

s’

Hefei Medicon Plastic Products Co.,Ltd \ »

(hereinafter referred to as umanufacujgg% égy appoints Riomavix S.L. as
the European authorized representative*for their medical device with CE mark
to provide authorized representative services as required per Regulation (EU)

2017/745 where applicable, H\é ointed product categories are set out in
Appendix A.

Hereafter when referéncéyis made to the EU, this is meant to include the EEA,
Switzerland and Tarkey.

Riomavix S.L@%révide the relevant service as stipulated herein as the
- ized representative of the manufacturer.

X B.L%accepts the appointment to be the European authorized
ie for the manufacturer in EU.

Both partie enter this agreement as below:

A.Obligations and Liabilities

.  Riomavix S.L.

1. Riomavix S.L. shall apply requirements with competent authority in
accordance with Article 11, Article 12, Article 15, Article 30, Article 31,
Article 60 of Regulation (EU) 2017/745.

2. Riomavix S.L. shall comply with the registration obligations laid down in
Article 31 and verify that the manufacturer has complied with the
registration obligations laid down in Article 27 and 29. Additional charges

Page 1 of 12




MDR MANDATE

RIOMAVIX S.L.

may apply for product registration.

3. Riomavix S.L. shall reserve the technical documentation of each category
of manufacturer's products with CE mark, and take up the responsibilities
of keeping custody and confidentiality and submission upon the request of
the competent authority. The technical documentation shall be reserved at
least 10 years after the phase-out production, in case of implantable
devices, the period shall be at least 15 years after the phase-out
production. Once the technical documentation (including new version of
the technical documentation which has already been filed) of each
category of manufacturer’'s products with CE mark is requested by the
compelent authority, Riomavix shall submit within ten workin ¥S upon
the receipt of relevant documents. N

4. Riomavix S.L. shall forward to the manufacturer anys. gaquest by Agencia
Espanola de Medicamentos y Productos Samtanos fo,r samples or access
to a device and verify that the competent authw Seeive s the samples
or is given access to the device.

5. Riomavix S.L. shall cooperate with the competent authorities on any
preventive or corrective action taken to elimin&te or, if that is not possible,
mitigate the risk posed by devices. @

6. Riomavix S.L. shall immediately informsthe manufacturer about complaints
and reports from healthcar aq,iessionals, patients and users about
suspected incidents rela Nga device for which Riomavix has been
designated.

7. Riomavix will termj % mandate if the manufacturer acts contrary to its
obligations u de WM Regulation, and immediately inform Agencia
Espanola de, ‘Me licamentos y Productos Sanitarios in which it is
establrshe_ an; Where applicable, the notified body that was involved in
the mity” assessment for the device of the termination of the

ma the reasons therefor.

8. Riomavix S.L. shall be responsible for submitting the documents provided
by manufacturer for review by relevant EU institutions and keeping them
custody and confidential.

9. After the end of the mandate, Riomavix S.L. shall forward to the
manufacturer any complaints or reports from healthcare professionals,
patients or users about suspected incidents related to a device for which
Riomavix S.L. had been designated as European authorized
representative.

10.Riomavix S.L. shall appoint one person as the primary contact who
cooperates with manufacturer and deal with the daily work according to
this agreement. Riomavix S.L. shall notify manufacturer with ten working

Agreement No.: MDR210801
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MDR MANDATE

RIOMAVIX S'L' Agreement No.: MDR210801

days if there is any change in the contact person of Riomavix SL
Riomavix S L. shall bear full responsibility for all the consequences arising
from the failure to update the contact information promptly. The contact
Information of the contacts shall be written in Appendix C.

11.Riomavix S.L. shall appoint one person responsible for regulatory
compliance who possesses the requisite expertise regarding the
regulatory requirements for medical devices.

Il.  Manufacturer

1. Manufacturer shall ensure to provide the latest technical doctunentation,
EU declaration of conformity, EC certificate (if applicable) ssment
report of the notified bodies (if any) of each product cat NI CE mark
to Riomavix S.L. The contents of the technical docume %oﬁ' shall comply
with the requirements of the MDR, and the | g e 'of the technical
documentation shall be the official Ianguageiic%ﬁized in Europe. If
manufacturer fails to provide Riomavix S.L. with the”qualified CE technical
documentation within 30 days after the gertification is completed or before
the self-declaration product is m emﬁ' CE, this agreement shall
automatically lapse. Manufacturer g:?e?ar all the consequences arising
therefrom. Please refer to Appéendi for the detail requirements of the
technical documentation, If ry, the relevant technical data shall be
provided to Riomavix S.Lﬁl&i ten working days when required by the

European competent alitherities for inspection.
2. If there are any. c of the products, updated of the technical

documentatio e 2A0II0Nal of product models or phase-out production,
manufactu Minform Riomavix S.L. with the change notification in
electronf% py,Jin particular, information which is required for products that
mai{e? 't%gistrations with competent authorities. Manufacturer shall
sendweelevant information to leis@riomavix.com within one week upon the
chang} The updated technical documentation shall be provided in the
meantime. If manufacturer fails to provide Riomavix S.L. with the
information, this agreement shall automaticall
bear all the consequences arising therefrom.
3. In the vigilance system, manufacturer is obliged to inform Riomavix S.L. to
ensure that Riomavix S.L. is aware of the information about its products in
the EU market. Manufacturer shall immediately inform about the reportable
events such as product incident, recalls and the Field Safety Corrective
Action (FSCA) to the competent authority. If manufacturer fails to provide
Riomavix S.L. with the information, this agreement shall automatically

lapse. Manufacturer shall bear all the consequences arising therefrom_

y lapse. Manufacturer shall
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RIOMAVIX S.L.

Agreement No.: MDR210801
4.

In the vigilance system, manufacturer shall provide Riomavix S.L. with the
necessary information including information on the incident that has
occurred, the investigation of the cause, the corrective actions taken, the
implementation and closure of the incident, and deliver to Riomavix S.L.
Manufacturer shall assist Riomavix S.L. in assessing the need for
reporting, if necessary.

Manufacturer shall be fully responsible for any business dispute related to
their product problems, such as medical accidents or claims for
compensation concerning quality that arise after sales. Riomavix S.L. shall
assist manufacturer to handle the dispute in accordance, with the
authorization of manufacturer. All the expenses occurred qutside China
mainland during Riomavix S.L.’s handling of the accident s e borne by

manufacturer. Manufacturer shall pay all the cost o iraffic and other
allowance for Riomavix's employee or consultant | r*mainland for the

need of investigation, analysis and handling of @ag ident. Riomavix S.L.
is entitled to require manufacturer to pay in advanee. Riomavix S.L. shall
have the right to refuse payment on Qhalfeof Riomavix S.L. or take
relevant measures before the advance W'nent reaches the account
designated by Riomavix S.L. B
Manufacturer shall keep the om;:ﬁ% sales list of all of the products
exporting to an EU (includingn%.oEM products) until at least 10 years

after the phase-out prod:ﬁt , In case of implantable devices, the period

shall be at least 15 fter the phase-out production. The sales list
shall remain comple ‘w'! English and electronic copy for the retrieval and
inspection of EU. Wanufacturer shall be responsible for the accuracy and
authenticity of fie~tiata provided. If manufacturer fails to meet with the
information, this dgreement shall automatically lapse. Manufacturer shall

bear al %}e sequences arising therefrom.

6. Ma@; r shall inform Riomavix S.L. of the complaint record and
resultshof the complaint handling on time. The storage, retrieval and
inspection of all the records shall follow clause 5.

7. Manufacturer shall appoint one person at least as the primary contacts

who cooperate with Riomavix S.L. and deal with the daily work according

to this agreement. The contact information of the contacts shall b
in Appendix C. Manufacturer shall noti

days if there is any change in

e written
fy Riomavix S.L. within ten working

the contact person of manufacturer.
Manufacturer shall bear full responsibility for all the consequences arising

from the failure to update the contact information promptly. The information
delivered by Riomavix S.L. to the contact person of manufacturer shall be
deemed to be delivered to manufacturer. The instructions given by the
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R'OMAVIX S.L. Agreement No.. MDR210801

contact person of manufacturer shall be deemed as instructions given by
manufacturer.

All notifications related to this agreement shall be regarded as delivered al

the following time points: y

() Upon arrival at the specified location if delivered by specified
personnel;

(b) Upon confirmation of email receipt if delivered by email;

(c) The third day after sending out the notice if delivered by the express
delivery.

below, or to an address that either party may appoint later.
8. Manufacturer shall fully understand the risks arising fro ?ﬁ& les of the
EU market without registration or filing due to |5% ' omission or

All above notices shall be delivered to the recipient’s addre;a listed as

concealment of the products. If the product are into EU market
without registration and filing due to the@iﬁ of manufacturer,
manufacturer shall bear the fines, warnings, and.even the consequences
of suspending the CE product certificatg and banning the products from
entering the EU market. Manufacturer "s“‘hg}uﬁ”bear all the consequences
arising therefrom. @ ®

9. Manufacturer shall inform Riomavix SJ¢ of the intentions of clinical trials,
which are to be performed«iniELU. Clinical trials may require additional
contracts to clarify both liabi d related costs.

10.Manufacturer shall pr e that Riomavix S.L. will not take any

responsibility for th ims manufactured by manufacturer on medical
devices.
9

- Manufactureg, will*™

Vil be Tully responsible for the performance of its products
gmavix S.L. harmless against any liability claim arising from
Rtfeproducts manufactured by manufacturer.
'S.L. is liable for third party liability for providing the services
stipulated in this agreement, manufacturer shall be solely responsible for
the relevant compensation and shall exempl Riomavix S.L. from e
liability. If Riomavix S.L. thus needs to hire experts, consultan
special legal advisors to provide consulting and legal
manufacturer shall bear the relevant contract costs in
S.L. and Riomavix S.L. shall have the right to re
prepay the related expenses.

xternal
ts and
representation,
curred by Riomavix
Quire manufacturer to

B.Service Fee

1. Manufacturer shall pay the service fees to Riomavix S,

L. Separately
according to the agreement for the relevant service

stipulated in

Page 5 of 12




MDR MANDATE

RIOMAVIX S.L.

manufacturer hereof provided by Riomavix S.L.
2. Provided that manufacturer requires Riomavix S.L. to provide the service

beyond the scope stipulated herein, both parties shall agree relevant fees
Separately in writing.

Agreement No.: MDR210801

C.Term and Termination of the Contract
1. Term of the validity
The period of validity of this agreement refers to Appendix A.

2. During the execution of the agreement, this agreement is terminated
automatically when:

2.1.The CE certificate is cancelled by manufacturer, or the cate is
Suspended or withdrawn by the notified body
(In the event of any of the above facts. man all take the

otherwise, it will bear all the liabilities from inaction or
misconduct:

Brief statement in writing about the qgasons why CE certificate being
cancelled, suspended, or withd ;

i.  Written confirmation of wh €re are products exporting to EU

market under the withdra CE certtificate. If no, a written

E es, the sales list is required. The

statement is requ
evaluation of risk & . measures and timetable to solve the
problem shallbe ided in writing.)

2.2.In the event that facturer fails to provide Riomavix S.L. with the
qualified CEtedfidal documentation within 30 days after the certificate
is obtaipes fore the self-declaration product is marked with CE.
the % IS terminated automatically. Within 60 days from the
rmination, Riomavix S.L. can continue to perform the duties of
@r&pr&s&ntaﬁv& on behalf of manufacturer in order to facilitate
manufacturer's employment of a new EU representative and change of
CE certificate. Riomavix S.L. shall inform the notified bodies of the
termination of the agreement timely.
2.3.Manufacturer doesn't pay of the service fee according to this
agreement and refuse to explain on the deadline.

initiative to cooperate with Riomavix S.L. to E; olidwing after-work,

D.Miscellaneous
1. Written Form clause

Amendments to this contract shall only be valid when given in writing. The
requirement of form may only be waived in writing. Verbal collateral
agreements or modifications are not valid.

Page 6 of 12
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RIOMAVIX S.L.

2. Contract Language
This agreement exists in En
3. Severance Clause

In the event that the terms of t
invalid

Agreement No.: MDR210801

glish language.

his agreement, or their supplements, are
NOW or in the future, the other parts are not affected, and the same
also applies to the absence of the agreement. However, both parties to the
agreement made it clear that the above severance clause is intended to
ensure that the rest of the contract will not be affected as a whole by the
ineffectiveness of the contract part. In case of invalid clause and missing
part, both parties to the agreement shall, within the scope permitted by the
law, reach the common €Xxpectation as the standard closesh& original

contract and reach an effective supplementary provisjion place the
Invalid clause or fill in the missing part of the agreem ?\

4. The rights and obligations as stipulated herein ar@e to the products

listed in one CE certificate obtained by ma% er, If manufacturer
obtains multiple CE certificates, manufacturer apd Riomavix S.L. shall

enter into an agreement separately according to the actual number of the
certificates.

5. Appendix A List of products applyin@r E mark

Appendix B Table of contents far the teehnical documentation
Appendix C Contact informatimi.‘

6. In addition to this agreem ther manufacturer nor Riomavix S.L. shall
be given any other ri?‘ﬂa% obligations.

iglions that are referenced in this agreement:
- Regulation (EU)R047/745

period of the agreement, any change involving the
of the above regulations shall be carried out in
the new version. Manufacturer and Riomavix S.L. shall
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RIOMAVIX S.L.

Agreement No.: MDR210801

Signature / Stamp

Date: 2021.8.3
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RIOMAVIX S.L.

Agreement No.: MDR210801
Appendix A

List of products applying for CE mark:

FRER osmr @mm @sfﬁm@mamm EWRR: B

| S {Ddental needla @Isn!aticm gown, .WIW bf'USh applicator; @Prophy iI
BEXER | angle; Bprophy birush; @sa_m_ups : |
MDD/IVD/MDR (B KTI4y ) MDR Class | '
S — = : R, \% |
RERAEATNR S~ - T : |
&@é—ﬁ&?& g : P BT

| (DDental nesdle is composed of uppe eclive cap, needle and
| needle hub, used for conduction and Infiltrating’anaesthesia in dental
treatment. @lsolation gown gererally is made of non-woven |

materials, used to protect rs from,blood, dusts, ete.
(@Micro brush applicator is a Single yse instrument made of small non-linting,

| non-absorbent fibers_used to p d remove medicine into and from mouth.
| @Prophy angle is ajplaslic
clean and polish testfiby
: @Prophy brusf is one &

eviee, used together with looth washing machine, I

aling prophy cup on prophy angle.
At of dental instrument with bristle brushes used to

Fﬂ%i‘?tﬂ

#E&Eﬁmﬁg"ﬁ.ﬁ% 1662}2000
X T REREHES R,
() FRRERTESS

p—_—

| GMDN%‘E%

' <<1§Q |

a new product

‘&ﬁﬁﬁﬁkiﬂﬁmm

This EU authorized representative agreement is valid until 2026.8.2
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RIOMAVIX S.L.

Agreement No.: MDR210801
Appendix B

Table of content for the technical documentation submitted to EU authorized
representative;

Device description and specification, including variants and
accessorigs

» Product description and specification

» Reference to previous and similar generations of the'device
Information to be supplied by the manufacturer

- Design and manufacturing information ?}‘
- General safety and performance requirements Q
- Benefit-risk analysis and risk management

- Product verification and validation

.. b Sl L J
® Pre-clinical and clinical data

e Additional information r dwn specific cases

- Technical documentation :}nﬁos- rket surveillance

?\

O
QR

e ol
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RIOMAVIX S.L.

Agrosment No.: MDRZ10801

Appendix C
Contact Information of Manufacturer:
Name Title ' Landline Mobile Emall
Phone
§Z3 0551-6556172 ' sales02@hfxpme.com

3

Note: Please provide the information of contacts including lanalj# e phone
and email, so that we can transfer the relevant informati  EU to your

company in a timely manner when needed. Please infor nmg;a of contact
information promptly,

Contact Information of Riomavix S.L.:

‘Name | Phone Email Mg Address
Lei SHI +34 658 396 lels@rrom glle do Almansa 55, 10D, Madrid

| 230 corm ‘ 8039 Spain

?‘

O
2N
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RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Dental Needle

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1861/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-1

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



R

EC Declaration of Conformity

This is a declaration of conformity made According to Art .19 of Regulation (EU) 2017/745 on Medical Devices

Mannfacturer: whose single Authorized EU-Representative:
Hefei Medicon Plastic Products Co. Ltd Name: Riomavix S.L.

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 1D, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723
Email: sales02@hfxpmc.com

Product Name: Dental needle

Product type:

Product Classification: Class 1, Non-sterile, No measuring function (MDR,Annex Vi, Rule 1)
Basic UDI : Not apply

‘We hereby declare that above mentioned devices comply with (EU) MDR 2017 /745 and the following
harmonized standards.

Executive standard: EN ISO 10993-1:2018, EN ISO 10993-5-2009, EN ISO 10993-10:2013.

meet the provisions of Directive2017/745(EU) which apply to them.

L Cc

' ,'%vars all medical devices as specified in the product list belonging to this
&1

‘of conformity is exclusively under the responsibility of Hefei Medicon

Hefei Medicon Plastic Products Co.,Ltd
lndmtﬂal Zone, Luyang District, Hefei , Anhui Provmce

Yon & ;OCM

NN
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RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Isolation Gown

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1862/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-2

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



EC Declaration of Conformity

This is a declaration of conformity made According to Art .19 of Regulation (EU) 2017/745 on Medical Devices

Manufacturer; whose single Authorized El-Representative:

Hefei Medicon Plastic Products Co.,Ltd Name: Riomavix 5.1

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 10, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723

Email: salesO2@hfxpmc.com

Product Name: Isolation gown

Product type: SIM/L

Product Classification: Class 1, Non-sterile, No measuring function (MDR,Annex Vill, Rule 1)

Basic UDI : Not apply
We hereby declare that above mentioned devices comply with (EU) MDR 2017 /746 and the following

harmonized standards.
Executive standard: EN ISO 10993-1:2018, EN ISO 10993-6-2009, EN ISO 10993-10:2013,EN137856-1.

meet the provisions of Directive2017/745(EU) which apply to them.
It bears the mark

This Declaration of Conformity covers all medical devices as specified in the product list belonging 1o this

declaration.
The above mentioned declaration of conformity is exclusively under the responsibility of Hefel Medicon

Plastic Products Co.,Ltd,

Hefel Medicon Plastic Products Co.,Ltd
Building I, Luyang Industrial Zone, Luyang District, Hefei, Anhul Province

ra-;
/ Ve

m.;o.m . Lngdﬁf?bl‘]’ ing signature, Fuogtion
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RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Micro Brush Applicator

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1863/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-3

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



EC Declaration of Conformity

This Is a declaration of conformity made According to Art .15 of Regulation (EU) 2017/745 on Medical Devices

Manufacturer: whose single Authorized EU-Representative;
Hefei Medicon Plastic Products Co.,Ltd Name: Riomavix S.L.

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 1D, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723
Email: sales02@hfxpme.com

Product Name: Micro brush applicator

Product type: S/M/L

Product Classification: Class 1, Non-sterile, No measuring function (MDRE,Annex VI, Rule 1)
Basic UDI : Not apply

We hereby declare that above mentioned devices comply with (EU) MDR 2017 /745 and the following
harmonized standards,

Executive standard: EN ISO 10993-1:2018, EN ISO 10993-5-2009, EN ISO 10993-10:2013.

meet the provisions of Directive2017/745(EU) which apply to them.

It bears the mark

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this
declaration.
The above mentioned declaration of conformity is exclusively under the responsibility of Hefei Medicon

Plastic Products Co,,Ltd,

Hefei Medicon Plastic Products Co,,Ltd
Building I, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

_Tan Jog_, sccrid

Legal!y bl’hd[ng signature, Function




RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Prophy Angle

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1864/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-4

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



EC Declaration of Conformity

This is a declaration of conformity made According to Art .19 of Requlation (EU) 2017/745 on Medical Devices

Manufacturer: whose single Autherized EU-Representative:
Hefei Medicon Plastic Products Co.,Ltd Name: Riomavix S.L.

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 1D, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723
Email: sales02@hfxpmc.com

Product Name: Prophy angle

Product type: Hard, Soft

Product Classification: Class 1, Non-sterile, No measuring function (MDR,Annex VI, Rule 1)
Basic UDI : Not apply

We hereby declare that above mentioned devices comply with (EU) MDR 2017 /745 and the following
harmonized standards.

Executive standard: EN ISO 10993-1:2018, EN ISO 10993-6-2009, EN ISO 10993-10:2013.

meet the provisions of Directive2017/7456( EU) which apply to them.

It bears the mark

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this
declaration.
The above mentioned declaration of conformity is exclusively under the responsibility of Hefei Medicon

Plastic Products Co.,Ltd,

Hefei Medicon Plastic Products Co,,Ltd
Building I, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

Hefel, Dug lbh . amf Yo Do [ ety

Place, date Legally binding signature, Fungtior™
L ; o>
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RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Prophy Brush

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1865/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-5

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



EC Declaration of Conformity

This is a declaration of conformity made According to Art .19 of Regulation (EU) 2017/745 on Medical Devices

Manafscturer: whose single Anthorized EU-Representative:

Hefei Medicon Plastic Products Co.,Ltd Name: Riomavix 5.L.

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 1D, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723

Email: sales02@hfxpmec.com

Product Name: Prophy brush

Product type: Latch, Screw type

Product Classification: Class 1, Non-sterile, No measuring function (MDR,Annex Vi, Rule 1)
Basie UDI : Not apply

We hereby declare that above mentioned devices comply with (EU) MDR 2017 /745 and the following
harmonized standards.

Executive standard: EN ISO 10993-1:2018, EN ISO 10993-5-2009, EN ISO 10993-10:2013.

meet the provisions of Directive2017/746( EU) which apply to them.

It bears the mark

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this
declaration.
The above mentioned declaration of conformity is exclusively under the responsibility of Hefei Medicon

Plastic Products Co.,Ltd,

Hefei Medicon Plastic Products Co,,Ltd
Building I, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

\on T Secrety |

Legally birng hg signature, Funeétion

L




RIO

NOTIFICATION OF REGISTRATION

This is to certify that, according to the Regulation (EU) 2017/745, Riomavix S.L. performed all
notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Hefei Medicon Plastic Products Co., Ltd.

ADDRESS: Building 1, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Regulation (EU) 2017/745 including the EC Declaration
of Conformity confirming that its medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Regulation (EU) 2017/745.

Sani Tips

Classification: I

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Regulation (EU) 2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized

Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1866/2021

& @ Issue date: 9/AUG/2021
[\ Cert. No.: R20210801-6

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



EC Declaration of Conformity

This is a declaration of conformity made According to Art .19 of Regulation (EU) 2017/745 on Medical Devices

Manufacturer: whose single Authorized EU- Representative:

Hefei Medicon Plastic Products Co.,Ltd Name: Riomavix S.L.

Building |, Luyang Industrial Zone, Luyang District, Add:Calle de Almansa 55, 1D, Madrid 28039 Spain
Hefei , Anhui Province.

Yan Peng

Tel: +0551-65561723

Email: sales02@hfxpmc.com

Product Name: Sani tips

Product type: Plastic inner core

Product Classification: Class |, Non-sterile, No measuring fanction (MDR,Annex VI, Rule 1)
Basic UDI : Not apply

We hereby declare that above mentioned devices comply with (EU) MDR 2017 /745 and the following
harmonized standards.

Executive standard: EN ISO 10993-1:2018, EN ISO 10993-5-2009, EN ISO 10993-10:2013.

meet the provisions of Directive2017/745(EU) which apply to them.

It bears the mark

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this
declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of Hefei Medicon
Plastic Products Co.,Ltd,

Hefei Medicon Plastic Products Co.,Ltd
Buﬂﬁrlll, Luyang Industrial Zone, Luyang District, Hefei , Anhui Province

Yan Pefg Secettly
Y=
Legally binding signature, Function
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CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.

T.a.v. de heer R. Luo
Olympisch Stadion 24
1076 DE Amsterdam

Datum: 23 juni 2021
Betreft: notificatie medische hulpmiddelen klasse I

Geachte heer Luo,

Hierbij bevestig ik de ontvangst op 23 juni 2021 van de notificatie van de
medische hulpmiddelen klasse I, die bedrijf HEFEI MLUSH SANITARY PRODUCTS
CO.,LTD, met Europees gemachtigde SUNGO Europe B.V., als fabrikant
overeenkomstig Verordening (EU) 2017/745 (MDR) op de markt wenst te gaan
brengen.

De producten zijn onder volgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie over een of meer van deze producten het bijbehorende
kenmerk te vermelden en het bij telefoongesprekken bij de hand te houden.

Barrier film

(geen merknaam) (NL-CA002-2021-60743)
Bed sheet roll

(geen merknaam) (NL-CA002-2021-60745)
dental bibs

(geen merknaam) (NL-CA002-2021-60744)
saliva ejector

(geen merknaam) (NL-CA002-2021-60746)
sterilization pouch(reel)

(geen merknaam) (NL-CA002-2021-60747)

Ik wijs u erop dat medische hulpmiddelen die op de markt gebracht worden
volgens de MDR over een systeem voor hulpmiddelindicatie (UDI) moeten
beschikken! en dat fabrikanten, gemachtigden en importeurs in de Europese
databank voor Europese hulpmiddelen (Eudamed) moeten worden
geregistreerd?. Bijlage VI van de MDR bevat de bij de registratie te verstrekken
gegevens.

Op dit moment is Eudamed nog niet in gebruik, zodat het wat betreft het
bovenstaande voldoende is dat u uw producten overeenkomstig de huidige wet-
en regelgeving hebt genotificeerd.

1 0.g.v. art. 29 MDR.
2 0.g.v. art. 31 MDR.

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20214280

Bijlagen

Uw aanvraag
23 juni 2021

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en het
kenmerk van deze brief.
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Zodra Eudamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde
geacht binnen achttien maanden bovenstaande hulpmiddelen te registreren in
Eudamed.3

Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw
mededeling betreffende de aflevering van de bovengenoemde producten slechts
een administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie van de desbetreffende producten als
medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in
risicoklasse I.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.]J. van de Velde

3 www.camd-europe.eu/wp-content/uploads/2018/05/FAQ MDR 180117 V1.0-1.pdf. Zie vraag en

antwoord nummer 20.
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V,
Olympisch Stadion 24, 1076DE
Amstaerdam, Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex [+ of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1; 2016
EN 1041:2008+A1:2013
1ISO 10993-1; 2018

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Remark

I'he declaration of conformity is valid in connection
with  the release  lechnical  document
CE/MDR-MED-02.

All the supporting documentation (s retained at the
premises of the manufaclurer.

The Declaration of Conformily is exclusively under

the sole rasponsibility of the manufacturer. =
/N i)

o e i T MRS o

4 #' :l']'.: ) e . i o g )

ATV T U eI e ey mwerem

Manufacturer

Name: Helel Mlush Sanitary Products Co., Ltd
Address: Room 612, Shengjing Building, 461

Huangshan Rd, Shushan District, Hefel, Anhui,
China

Product Information

Name: BARRIER FILM

Model: 4" X 6" 1200pcs/roll

GMDN: 125356

Basic UDI-DI: /

Classification: Class |, According to Rule 1, Annex
VIII, Regulation (EU) 2017/745

Declaration

__'ﬁ_

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

Signature; ﬂﬂ D;V?Dmﬁ: o] B2

Position: GM Place: Anhul/China
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE

Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex [+l of Regulation (EU) 2017/745

Applicable Standards
ENISO 14971: 2019

EN 1041:2008+A1:2013

EN ISO 15223-1: 2016
ISO 10993-1: 2018

EN ISO 10993-5: 2009
EN [SO 10893-10: 2013

Remark
The declaration of conformity is valid in connection
document

release techinical

with the
CE/MDR-SP-01.

All the supporting documenlation is retained af the
premises of the manuracturer.

The Declaration of Conformity is exclusively under

the sole respansibility of the manufacturer.

y =1 FAS ,ﬁ"j
o b B
%F%?&%%Shﬁﬁ ARY PRODU TS CO.LTD.
3 L A

Manufacturer

__________.____—-#-

Name: HEFEI MLUSH SANITARY PRODUCTS CO.,
LTD

Address: Room 612, Shengjing Building,463
Huangshan Rd, Shushan District, Hefei, Anhui,
China

Product Information

Name: Sterilization pouch (reel)

Model:
57*130mm,90*260mm,500*600mm,75mm*200m,
125mm*200m or according to requirements

GMDN: 13735

Basic UDI-DI: /

Classification: Class |, According to Rule 1, Annex
VIIl, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above,

Signature: iﬁ !?WDate: 200/ ,‘6 2l

Position: GM Place: Anhui/China
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE

Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex lI+1ll of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1: 2016
EN 1041:2008+A1:2013
1ISO 10993-1: 2018

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Remark

The declaration of conformity is valid in connection
with the  release technical  document
CE/MDR-DSSC-086.

All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufﬁ.cr?ﬁr& F—
I
|

Manufacturer

Name: HEFE|I MLUSH SANITARY PRODUCTS CO.,
LTD

Address: Room 612, Shengjing Building,463
Huangshan Rd, Shushan District, Hefei, Anhui,
China

Product Information

Name: SALIVA EJECTOR
Model: 15cm

GMDN: 37434

Basic UDI-DI: /
Classification: Class |

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable
standards above.

Signature: iﬁl@’iﬁffﬂate: Do \6 B

E b LA B2 ]

HEFE] MLUSH SANITARY PRODUCTS CO..LTD.

ﬁﬁ ﬂi &Positmnzem

Place: Anhui/China
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE

Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex |1+l of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1: 2016
EN 1041:2008+A1:2013
1ISO 10993-1: 2018

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Remark
The declaration of conformity is valid in connection
document

with the release technical

CE/MDR-ETP-04.
All the supporting documentation is retained at the

premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.
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Manufacturer

Name: Hefei Mlush Sanitary Products Co., Ltd
Address: Room 612, Shengjing Building,463
Huangshan Rd, Shushan District, Hefei, Anhui,
China

Product Information

Name: BED SHEET ROLL

Model: width 40cm to 100cm, length 30m to 200m
or customized

GMDN: 35880

Basic UDI-DI: /

Classification: Class |, According to Rule 1, Annex
VIIl, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

Signature: ?[):ﬁ I@J’"’Date 20/ B 22
\ @)

Position: GM Place: Anhui/China
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE

Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex |1+l of Regulation (EU) 2017/745

Applicable Standards
EN 1SO14971:2019

EN IS0O156223-1:2016
1ISO10993-1:2018

EN ISO10993-5:2009
EN ISO10993-10:2010
EN 1041:2008+A1:2013

Remark

The declaration of conformity is valid in connection
with the release technical  document
CE/MDR-DB-03.

All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under
the sole responsibility of the manufacturer.

E“Il;}‘:ﬁﬁﬂﬂ GANITARY PRODU

$a A

[k

Manufacturer

Name: Hefei Mlush Sanitary Products Co., Ltd
Address: Room 612, Shengjing Building,463
Huangshan Rd, Shushan District, Hefei, Anhui,
China

Product Information

Name: DENTAL BIB

Model: 33cm*45cm or customized
GMDN: 61050

Basic UDI-DI: -

Classification: Class |, According to Rule 1, Annex
VIll, Requlation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

Signature: _‘éﬁmfz";;Date: ?_O}}\é\ B
|

= AN )
g B R %ﬂ‘fm

Position: GM Place: Anhui/China
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MANAGEMENT SYSTEM CERTIFICATE

Certificate No.: 117 19 QOM 0077 ROM
This is to certify the quality management systems of

HEFEI MEDICON PLASTIC PRODUCTS CO: LID

Unified Social Credit Code 91340100853250966T

Registered Address suibinG 1, LUYANG INDUSTRIAL ZONE, HEFEL CITY, ANHUT PROVINCE, CHINA

Auditing Address rooM 612-614, SHENGIING BUILDING, 463 HUANGSHAN RD, SHUSHAN DISTRICT
HEFEI CITY, ANHUI PROVINCE, CHINA

‘has been assessed and registered as meeting the requirements of
15013485 2016 <Medical device-Quality management
systems - Requirements for regulatory purposes=>

Export Sales of Disposable Dental Products (PE Film, Dental Apron, Dental Cotton Rolls, Dental Bib, Saliva Ejector, Dental
_ mmﬂum:amh:g Block, Dental Micro Brush, Dental Plastic Nozzles, Plastic Mouth Mirrors, Dental Plastic Trays,
, Disposable Medical Plastic way Tube, Dental Instrument Box, Aspirator Tip, Surgical Blade, Dental Box,
Dental Wedge), Sterilization Products (Sterilization Flat Reel, Sterilization Pouch, Sterilization Crepe Paper, Autoclave
Indicator Tape), Plastic Products (Plastic Film Covers, Disposable Medical Plastic Tube, Cheek Retractor), Mon-woven
Products (Surgical Gown, Surgical Cap, Surgical Pack (Air Bag), Isolation Gown, Surgical Face Mask, Shoe Cowver,
Head-cover, Protective . Cotton Balls, Non-woven Sheet, Non-woven Roll, Non-woven Glove, Non-woven Balls,
Bed Sheet Roll, Underpad, Blanket Towel, Hole Towel, Treatment Towel, Face Cover, Beauty Cotton Slices), Medical
Auxiliary Materials (PE Gloves, PE Apron, Suction Tip, Stomach “Tube, Throat Tube, Medical Tape, Atomized Face Mask,
Face Mask, Alcohol Swab, Barrier Film, Sharp Container, Spatula, Bandage, Absorbent Cotton Gauze, Polish
Brus ﬁ:ﬁ%ﬁ;‘;ﬂk PWJE%M. Latex s, Nitrile Gloves, Urine Cup, Pipette Tips, Slides, Pull Up Diaper, Urine
3 3 i . ., i i y
Shid with Face M _GHW- : GBHR}SWBII, Polish Cup, Air Water Syringe Tips, Cotton Roll Dispenser, Face Shield, Face

First Certification: 23 Jul. 2019
Expiry Date: 22 Jul. 2022,

Ceriffication and Accreditation Adminisiration of PRC:CNCAR-2003-117
Tel: 400-162-5001/+86 21-51114700 :
Web: www.icas.org.cn

Audd: Room 801,HuaDing Mansion, 2368# West Znongshan Rd,
Xuhii District, Shanghal, China, 200235 :

Focuson icas WieChat plztiorm Foibeeleciun ScondSosloeddt T Seelee

The ownership of the certificals belongs to Shangh
A AR Ngs o hai Ingear Cerlification As: :
certificale can ba chacked on the vabiter N e ortiication Assessment Go., Ltd. The information
The certificate is only valid wh.n-g:a??a;:m with ,,,,;3: GAGOV.CN and ICAS *aimg'u:‘-h; m wmﬁﬁﬁﬂ"ﬁﬁ.’
above management system, ICAS has the St W permits whern by cal Iarhio L

e e Ao o e, /ganiaation ca sflscivety maintaie the

g B e e



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

CC 04 AE

CERTIFICAT
privind lipsa sau existent{a restantelor fata de bugetul public national
Ne | A2113799 din | 12082021

1. Destinatia / Hasnasenne
AGENTIA ACHIZITII PUBLICE ]

1. Date despre contribuabil / Hadopaaia o sanoronmarensmmke

Denumires Codul fiscal / Numdirul de identificars

Hawsse Honasme sl kg / Hlenrwdeecnimosnsd sosep
|TR[L’I\-I.F—L\ID'['] V5R.L. | 1012600021 180 |
Adresa sediulul de burd (strada, asminl) Codul - Denumirea localititii

ﬁ..‘.l,"htl: OC DR mwmnmu u]lul Hl'l'h:jﬂ Kﬂ:l- Hamssenonamse HaceeHBom IVHETE

| Traian bd. nr.18 bL1 of.80 Jo110-sEC. BOTANICA |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
[MogTeepacicnie OTCYTCTEHA IWIH HATHYMMA HEIOMMKH COracHo 1aHHpx Hadopsaimiontoil arTomaTHInposanioi
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha maty
BbIAA4H JaHHOMH CHPABKH HEJOMMKA NCPE ] HALHOHANBHEIM MYONHYHBIM GIOJLKETOM COCTABNACT:
0,00 lei/nei.

4. Valabil pini la / [leficTaurenen no 27.08.2021

ANA ST(}I{JU}’_

Semmnbiiia ¥ o s Tmmmarde @ presmebe Ghan e e e

Este extras din Sistemul Informational al SFS SIA .Contul curent al contribuabilului®// 12.08.2021 ora 15:27:48
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (1 049,56}




APROBAT
prin Ordinul

Ministrului Finantelor
nr. 145 din 24 noiembrie 2020

o DECLARATIE _
privind confirmarea identitatii beneficiarilor efectivi si neincadrarea acestora in
situatia condamnarii pentru participarea la activitati ale unei organizatii sau grupari
criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul, Jighili Tatiana reprezentant imputernicit al SRL “TRIUMF-MOTIV”
in calitate de ofertant/ofertant asociat desemnat castigator in cadrul procedurii de achizitie
publicd nr. ocds-b3wdpl-MD-1627463137866 din 20.08.2021, declar pe propria
raspundere, sub sanctiunile aplicabile faptei de fals 1in acte publice, ca
beneficiarul/beneficiarii efectivi ai operatorului economic in ultimii 5 ani nu au fost
condamnati prin hotarare judecatoreascd definitiva pentru participarea la activitati ale unei
organizatii sau grupari criminale, pentru coruptie, frauda si/sau spalare de bani.

Numele si prenumele beneficiarului IDNP al beneficiarului efectiv
efectiv
Jighili Tatiana 2001004230536

Data completarii: 20.08.2021
Semnat:

Nume/prenume: Jighili Tatiana
Functia: Administrator e fy

Denumirea operatorului economic SRL “TRIUMF-MOTIV”

IDNO al operatorului economic: 1012600021180



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866

LP. “AGENTIA SERVICII PUBLICE”
Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr. 7462 din 14.04.2021

Denumirea completi: Societatea cu Rispundere Limitati « TRIUMF-MOTIV» .
Denumirea prescurtati: « TRIUMF-MOTIV» S.R.L..

Forma juridicéi de organizare: Societate cu Rispundere Limitata.

Numiirul de identificare de stat si codul fiscal: 1012600021180.

Data inregistrarii de stat: 03.07.2012.

Sediul: MD-2043, bd. Traian, 18/1, ap.(of.) 80, mun.Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1 Publicitate;2 Alte tipuri de comert cu ridicata;3 Alte tipuri de comert cu amidnuntul in
magazine specializate;4 Comerful cu aminuntul al cirtilor, ziarelor si rechizitelor de
birou;5 Tiparirea altor publicatii (ciirti, brosuri etc);6 Intermedieri pentru vinzarea unui
asortiment larg de miirfuri;7 Activititi de cercetare a pietei si de sondaj al opiniei
publice;8 Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor
si materialelor chimice, toxice, articolelor si produselor chimice de menaj;9 Comert cu
ridicata al produselor farmaceutice; 10 Comert cu ridicata al altor masini §i echipamente;
11 Comert cu ridicata al materialului lemnos si al materialelor de constructie si
echipamentelor sanitare;12 Comerf cu ridicata nespecializat;13 Comert cu aminuntul al
produselor farmaceutice, in magazine specializate; 14 Comert cu aminuntul al articolelor
medicale si ortopedice, in magazine specializate;15 Comert cu aminuntul al produselor
cosmetice si de parfumerie, in magazine specializate; 16 Comer{ cu aminuntul al
ceasurilor i bijuteriilor, in magazine specializate;17 Comert cu aminuntul al altor
bunuri noi, in magazine specializate;18 Constructiile de clidiri i (sau) constructii
ingineresti, instalatii si retele tehnico-edilitare, reconstructiile, consolidirile, restauririle.
Capitalul social: 5400 lei.

Administrator: JIGHILI TATIANA, IDNP 2001004230536,

Asociafi:

L. JIGHILI TATIANA , IDNP 2001004230536 cota 5400.00 lei, ce constituie 100 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a mtn:prlnzamnim individuali §i confirmd datele din
Registrul de stat la data de: 14.04.2021. —

Specialist coordonator |

% Clichici Elena
tel. 022-20-7838 =

Dale cu caracter personal. Operator; 1P, “Agentia Servicii Publice™ 10 0000059




(=Y

TRIUMF

«TRIUMF-MOTIV» SRL
C/F 1012600021180
or. Chisinau, str. Grenoble 193 of. 1301,
tel.: 022-76-88-41, 022-76-84-62

DECLARATIA

Prin prezenta, compania SRL “Triumf-Motiv” participant la procedura de achizitie publica
nr. ocds-b3wdpl-MD-1627463137866 din data de 20.08.2021, organizata de .M. "Parcul
urban de autobuze™:

>  Se obliga sa prezinte Aviz sanitar pentru bunurile solicitate la momentul livrarii acestora.

20.08.2021

Semnat:

Nume: Jighili Tatiana

Functia in cadrul firmei: administrator



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1627463137866

Digitally signed by Jighili Tatiana
Date: 2019.05.06 12:03:44 EEST
Reason: MoldSign Signature

Location: Moldova

Formular informativ despre ofertant F3.3

A. Ofertanti individuali

1. Informatii generale
1.1. | Numele juridic al ofertantului «TRIUMF-MOTIV» SRL
1.2 édresaﬂ,lr.l.dlca a ofertantului in fara Or. Chisinau, str. Grenoble 193 of. 1301
inregistrarii
1.3. | Statutul juridic al ofertantului
o Proprietate 100% proprietate privata
. . C e Societatea cu raspundere limitata
e Forma de organizare juridica P
o Altele
1.4. | Anul inregistrarii ofertantului 2012
1.5. | Statutul de afaceri al ofertantului
¢ Agent |(3C&|/DI'S'[I’IbVU'It0I‘ al Agent local/Distribuitor al producétorului strain
producatorului strain
e Intermediar Intermediar
e Companie de antrepozit
e Altele
Informatia despre reprezentantul
1.6. . .
autorizat al ofertantului
Jighili Tatiana
e Numele J
o . administrator
e Locul de munca si functia
str. Grenoble 193 of. 1301
e Adresa
+373 22 768841/ 079458122
e Telefon / Fax
. triumf.motiv@mail.ru
e E-mail @
17 Numarul de inregistrare pentru 0308703
" TVA
Numarul de identitate al
1.8. | ofertantului pentru impozitul pe
venit (pentru ofertantii straini)
Ofertantul va anexa copiile 5 :
1.9. < P In conformitate cu FDA3.
urmatoarelor documente:
2. Informatii de calificare
21 Numarul de ani de experientd 6 ani

F]

generala a ofes

antului in livrari de

00




bunuri si servicii

Numarul de ani de experienta
specifica a ofertantului in

[indicati “Nu se aplica”, daca aceasta informatie nu

2.2 livrarea/prestarea bunurilor si/sau se cere]
serviciilor similare
23 Valoarea monetara a livrarilor de [indicafi valoarea sau “Nu se aplica”, daca aceasta
" | bunuri/prestarea serviciilor similare | informatie nu se cere]
Disponibilitate de resurse financiare
(bani lichizi sau capital circulant,
54 |SAU de resurse creditare, extras din | [indicati “Nu se aplica”, dacad aceastd informatie nu
" | cont bancar etc.). Enumerati si se cere]
anexati copiile documentelor
justificative
25 Detalii privind capacitatea de [indicati “Nu se aplica”, daca aceasta informatie nu
" | producere / echipamente disponibile | se cere]
3. | Informatii financiare
31 Rapoarte financiare sau extrase din bilantul financiar, sau declaratii de profit / pierderi, sau
" | rapoartele auditorilor pentru ultimul an de activitate. Enumerati mai jos si anexati copii:
Situatiile Financiare 2017
Denumirea, adresa, numerele de telefon, telex si fax ale bancilor care pot oferi caracteristici
3.2. | despre  ofertant in  cazul contactarii de catre autoritatea  contractanta:
IBAN: MD90EN000000222446621858
Denumirea: BC Energbank f. bomanuxa, ENEGMD22858
Adresa: bd. Traian 22
Telefon: 022 930-179
Fax: 022 930-179
3.3. | Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului

Rezultatul sau sentinta si suma implicata

b) Procese curente, pe parcursul anului fiscal curent:

Cauza litigiului

Situatia curenta a procesului
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