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Documente negociere nr. 16115
1 mesaj

Raluca CHIRIC (MLM) <raluca.chiric@medicalmall.ro> 30 aprilie 2020, 10:26

Catre: scjuarad.bap@gmail.com
Cc: licitati@medicalmall.ro, cristian.bitu@medicalmall.ro, romeo.manolea@medicalmall.ro

Buna ziua,

Regasiti atagate documentele aferente lotului 2 (ventilator de transport) din invitatia de negociere fara
publicarea unui anunt de participare nr. 16115 avand ca obiect achizitionare echipamente medicale (3 loturi).

De asemenea, va rugam sa confirmati primirea mail-ului.

Multumim frumos.

O zi bun3,

Raluca CHIRIC

Responsabil Licitatii

Mobil: +4 0723 393 133

E-mail: raluca.chiric@medicalmall.ro
www.medicalmall.ro

MEDICAL LOGISTIC MALL S.R.L.
E-mail: office@medicalmall.ro

Tel.: +4 021 311 91 61 /62

Tel./Fax: +4 021 311 91 63

Str. Valeriu Braniste nr. 60A,

et. 3. Ap.10, Bucuresti

ROMANIA
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MEDICAL LOGISTIC MALL s.1.L.
Str. Giuseppe Garibaldi nr. 810, mezanin, camerele 3 5i 4
cod 020223, sector 2, Bucuresti
office@medicalmall.ro www.medicalmall.ro

DECLARATIE
privind neincadrarea in situatiile de conflict de interese
conform prevederilor art. 60 din Legea 98/2016

Subsemnatul, BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu
sediul n str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti, in calitate
ofertant la INVITATIE PARTICIPARE — Negociere fara publicarea unui anunt de participare nr.
16115/28.04.2020, pentru achizitia de ,Achizitionare echipamente medicale (3loturi)” lot 2
Ventilator de transport, la data de 30.04.2020, organizata de Spital Clinic Judetean de Urgentd Arad,
declar pe proprie raspundere, ca:

Nu am drept membrii in cadrul consiliului de administratie/organ de conducere sau de
supervizare si/sau nu am actionari ori asociati persoane care sunt sot/sotie, ruda sau afin pana la
gradul al patrulea inclusiv, sau nu mad aflu in relatii comerciale, astfel cum sunt acestea prevazute in
Legea 98/2016 cu persoanele care detin functii de decizie in cadrul Spitalului Clinic Judetean de
Urgenta Arad dupa cum urmeaza:

Nr. . . . oy
- Nume si prenume Functia detinuta in cadrul Comisiei de evaluare
1 Duna Flaviu Inginer/Presedinte cu drept de vot
2 Crisan Adrian Medic/Membru sau membru de rezerva
3 Pilat Luminita Biochimist/Membru sau membru de rezerva
4 Vidican Cosmina Consilierjuridic/Membru sau membru de rezerva
5 Voinitchi Alina Inginer/Membru sau membru de rezerva
6 Anita Rista Economist/Membru sau membru de rezerva
/ Carmen Alina Lucuta Manager
. Director medical/Membru sau membru de
8 Mircea Onel /
rezerva
S Florina lonescu Director Financiar Contabil
- - Director ingrijiri medicale/Membru sau membru
10 Emilia Otilia Popa I Erl /
de rezerva
; ; Director Directia Patrimoniu si Achizitii Publice
1 Daniel Kurunczi ! ! /
Membru sau membru de rezerva
12 Simona Virciu Consilier Juridic/Membru sau membru de rezerva

RO 22672401: J40 / 20518 / 2007; Cont RO%0 BACX 0000 0001

1

9557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucuresti



+\ MEDICAL

V LOGISTIC MALL

MEDICAL LOGISTIC MALL s.r.l.
Str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3si 4
cod 020223, sector 2, Bucuresti
office@medicalimall.ro www.medicalmall.ro

Subsemnatul, BITU Cristian-Florin, declar ca informatiile furnizate sunt complete si corecte in
fiecare detaliu si inteleg ca autoritatea contractantd are dreptul de a solicita, in scopul verificarii si
confirmérii declaratiilor, orice documente doveditoare de care dispun.

Tnteleg ca In cazul Tn care aceasta declaratie nu este conforma cu realitatea sunt pasibil de
incilcarea prevederilor legislatiei penale privind falsul in declaratii.

Pentru orice abatere de la prevederile legislative prezentate mai sus, imi asum rdspunderea
exclusivd.

Data completdrii: 29.04.2020 SC MEDIQAL LOGISTIC MALL SRL

S N‘ED‘ECAL"’

2 LOGISTIC «
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Text suplimentar: 4669-in principal echipamente si aparaturd medicald
Data certificatului constatater: 07.05.2019

CONCORDAT PREVENTIV
Nu existd inregistrari.

FAPTE AFLATE SUB INCIDENTA ART 21. LIT. e-h) din L.26/1930
- Urmdrire penala:
Nu exista Inregistrari.

- Dosar penal - trimitere In judecaté:
Nu existd Inregistrari.

- Condamnare penala a firmei:
Nu existd Inregistrari.

- Dizolvare firma:
.Nu existd Inregistrari.
- Lichidare firma:
Nu existd Tnregistrari.

- Insolventa:
Nu existd Inregistrdri.

tga e in registrul comergului {inut de catre
de 15.04.2020

1) sialin. (2) din Lég,’z’ﬁam:,}.’é/lf).‘)o privind registrul comergului, republicatd, cu modificdrile si
completdrile ulterioare, profesionistit obligatia sd solicite inregistrarea In registrul comer{ului a mentiunilor prevdzute de lege, in

! mult 15 zile de la data actelor si faptelor supuse obligatiei de inregistrare. Inregistrarea mentiunilor se poate face si la cererea
oanelor interesate, in termen de celmult 30 de zile de la dara cénd au cunoscut actul sau faptul supus inregistrdrii.

atzul persoanelor imputernicite al - mandat a expirat, Insd profesionistul nu a pracedat la inregistrarea in registrul comerjului a
n ilor corespunzdtoare, conform e de mai sus, acesta va figura in continuare fnregistrat in registrul comer{ului computerizat,

7 spectivd si cu durata mandatului expiratd.

e
% : S 7
Prezentuﬁ@camrwnﬁne date cu. ".!%cter personal a cdror prelucrare intrd sub incidenta prevederilor Regulamentului (UE) nr.

o, s e g . 3 B vk . . ’
679/2016 privind pro @(gﬁe{mﬁgﬁr fizice in ceea ce priveste prelucrarea datelor cu caracter personal §i privind libera circulatie a

acestor date si de abrogare g Directivei 95/46/CE. _
Informatiile cu privire la datele cu caracter personal furnizate prin prezentul document pot fi utilizate exclusiv in scofjul pentru care au

fost solicitate.

Contrafacerea prezentului document constituie infractiune si se pedepseste conform legii.

Raport generat In data de 15.04.2020 ; 15:55:15

CONFORM ¢
ORIGINALUL
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Cenzori/ Auditori PERSOANE FIZICFE,
Nu exista Tnregistrari.

Activitatea principala
Domeniul de activitate principal: conform codificarii (Ordin 337/2007) Rev. Caen (2)
4669 - Comert cu ridicata al altor masini si echipamente

Text suplimentar activitate principala: Tn principal echipamente si aparatur, e
FILIALE / SUCURSALE / SUBUNITATI £
Nu existd Inregistrari.

SEDII SECUNDARE / PUNCTE DE LUCRU

Denumire: Punct de lucru

Adresa: Municipiul Timisoara, Strada CORIOLAN BREDECEANU 1
Act sediu: Act aditional nr. 3 din data 25.06.2018 la contract de mchmé
Data de Inceput a valabilititii pentru dovada de sediu: 04 07.2016.
Data expirdrii dovezii de sediu: 04.07.2020. :
Durata sediului: 4 ani.

.;,w‘

Tip activitate autorizata: terti r’«
Conform declaratiei - tip model gx‘ﬁr 573828 din02.04.2012
Activita{i desfasurate in afar%ﬁaﬁ;ﬂxn social si a sediilor sec
4690 - Comert cu ridicata nespecx@uat
4669 - Comert cu ridicata al altor magini si echipamente
4399 - Alte lucréri speciale de constru?i‘ﬁ To

4339 - Alte lucrari de flI‘llS&l‘F_‘

u pentru societate
ute In actul constitutiv sau modificator
6.2016

ard activitai propru de
esfasoard activitdile pr

ﬁieiucru
M?ﬁp‘iul Timigoara, Strada CORIOLAN BREDICEANU, Nr. 31B, Ap. 1, Judet Timis
Tip sediu: sechu secundar
Tip model declaratie: model 3 nr. 186774 din 02.04.2019
Activitafi la sediu:
4669 - Comert cu ridicata al altor masini si echipamente

Raport generat in data de 15.04.2020 : 15:55:15
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Calitate: asociat

Cetatenie; romana

Stare civild: nedeclarat

Data si locul nasterii: 17.04.1975, BRASOV

Sex: feminin

Aport la capital: 1000 LEI

Aport varsat total: 1000 LEI

Aport varsat in LEI : 1000 LEI

Numar parti sociale: 100

Cota de participare la beneficii si pierderi: 50% / 50%

BITU CRISTIAN FLORIN

Calitate: asociat

Cetdfenie: romani

Data i locul nagterii: 11.10.1979, Loc. Timigoara, Timis, Romania
Sex: masculin

Aport la capital: 1000 LEI
Aport varsat total: 1000 LEI
Aport varsat in LEI : 1000 LEI
Numar parti sociale: 100

REPREZENTANT actionar/asociat
Nu existd inregistrari. gﬂ

BITU CRISTIAN
Calitate: adlmm
Cetdfenie: roména
Sex mascuhn

i istrawn ]UdlClal‘l 4 L!chidatorl judiciari/ Lichidatori (PERSOANE JURIDICE)

Cenzori / Auditori PERSOANE JURIDICE
Nu existd inregistrari.

Raport generat in data de 15.04.2020 : 15:55:15 . C ON FORM cU
ORIGINALUL




e MINISTERUL JUSTITIEIL

L OFICIUL NATIONAL AL REGISTRULUI COMERTULUI

~ Info 7 A -
. Cert « ; I ; < Adresa: Bucuresti, Bd. Unirii nr. 74, BL J3B, sector 3; Telefon: (+40-21) 3160804, Fax: (+40-21) 3160803; Cod postal: 030837

Website: www.onrc.ro; E-mail: onrc@onrc.ro; Cod de Identificare Fiscala: 14942091;

NT 214296/15.04.2020

Oficiul D]gg?_lly Tlgned i3
by Oficiu AT
National aI gatlontallal CERTIFICAT CONSTATA OR
egistrului :
Regﬁtcrlﬂ mmﬂ evederxle Legii nr. 26/1990 privind reg trul comerfului, republicatd, cu
rmare si ca urmare a cererii dumneaveastra inregistrata sub nr. 214296
din 15. 04 2 ional al Reglstrulm nmer;ulul ceruﬁm mformagule referitoarela

Locatxon :
Bucuresti

Identificator Unic la Nivel Euro ean (EUID) R€
Cod unic de Tnregistrare: 226’};2’4(}
Certificat de Tnregistrare: B32042 %mls pe data de
Adres3 sediu social: Bucuregti Sectorﬁf'
CAMERELE 3 SI4

Contacte sediu social: telefon: 0722423727
Contacte firma: telefo
Actul de mmamcxﬂare
Stare firma: fuanune. e

Data expirarii dovezii de sediu‘ 04 07.2022.
‘Durata sediului: 6 ani 1 luni 4 zﬂe

CONFORM CU
ORIGINALUL

ASOCIATI PERSOANE JURIDICE
Nu existd inregistréri.

ASOCIATI PERSOANE FIZICE

TUBI ELENA RAMONA
Raport generat in data de 15.04.2020 : 15:55:15
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MEDICAL LOGISTIC MALL s.1.l.
Str. Giuseppe Garibaldi nr. 810, mezanin, camerele 3 5i 4
cod 020223, sector 2, Bucuresti
office@medicalmall.ro www.medicalmall.ro

DECLARATIE
PRIVIND RESPECTAREA OBLIGATIILOR
REFERITOARE LA CONDITIILE DE MUNCA $I DE PROTECTIA MUNCII

Subsemnatul, BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu
sediul in str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti, declar pe
propria raspundere, sub sanctiunile aplicate faptei de fals in acte publice, ci la elaborarea ofertei am
tinut cont de obligatiile referitoare la conditiile de munci si protectia muncii si ne angajam sa
respectam aceste conditii pe parcursul indeplinirii contractului, in conformitate cu regulile obligatorii
referitoare la conditiile de munca si protectia muncii, respectiv din domeniile mediului, social si al
relatiilor de muncd, care sunt in vigoare in Romania.

Data completdrii: 29.04.2020 SC MEDICAL LOGISTIC MALL SRL
ITU Cristian-Florin
Administrator

RO 22672401; J40 / 20518 / 2007; Cont ROS0 BACX 0000 0001 9557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucuresti
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MEDICAL LOGISTIC MALL s.r.l.
Str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 5i 4
cod 020223, sector 2, Bucuresti
office@medicalmall.ro www.medicalmall.ro

DECLARATIE
privind neincadrarea in situatiile previzute la art. 164 din
Legea nr. 98/2016

Subsemnatul, BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu
sediul in str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti, in calitate de
ofertant declar pe propria rdspundere, sub sanctiunea excluderii din proceduri si a sanctiunilor
aplicate faptei de fals in acte publice, cd nu mé aflu in situatiile previzute la art. 164 din Legea
98/2016 privind atribuirea contractelor de achizitie publica, respectiv nu am fost condamnat prin
hotdrdre definitivd a unei instante judecdtoresti, pentru comiterea uneia dintre urmitoarele
infractiuni:

a) constituirea unui grup infractional organizat, previzuts de art. 367 din Legea nr. 286/2009
privind Codul penal, cu modificdrile si completrile ulterioare, sau de dispozitiile corespunzitoare ale
legislatiei penale a statului in care respectivul operator economic a fost condamnat;

b) infractiuni de coruptie, previzute de art. 289-294 din Legea nr. 286/2009, cu modificirile
si completdrile ulterioare, si infractiuni asimilate infractiunilor de coruptie previzute de art. 10-13 din
Legea nr. 78/2000 pentru prevenirea, descoperirea si sanctionarea faptelor de coruptie, cu
modificdrile si completdrile ulterioare, sau de dispozitiile corespunzitoare ale legislatiei penale a
statului in care respectivul operator economic a fost condamnat;

c) infractiuni impotriva intereselor financiare ale Uniunii Europene, prevazute de art. 181 -
185 din Legea nr. 78/2000, cu modificirile si completirile ulterioare, sau de dispozitiile
corespunzdtoare ale legislatiei penale a statului in care respectivul operator economic a fost
condamnat;

d) acte de terorism, prevdzute de art. 32-35 si art. 37-38 din Legea nr. 535/2004 privind
prevenirea si combaterea terorismului, cu modificirile si completirile ulterioare, sau de dispozitiile
corespunzdtoare ale legislatiei penale a statului in care respectivul operator economic a fost
condamnat;

e) spdlarea banilor, previzutd de art. 29 din Legea nr. 656/2002 pentru prevenirea si
sanctionarea spaldrii banilor, precum si pentru instituirea unor masuri de prevenire si combatere a
finantdrii terorismului, republicata, cu modificirile ulterioare, sau finantarea terorismului, previzuta
de art. 36 din Legea nr. 535/2004, cu modificirile si completdrile ulterioare, sau de dispozitiile
corespunzdtoare ale legislatiei penale a statului in care respectivul operator economic a fost
condamnat;

f) traficul si exploatarea persoanelor vulnerabile, previzute de art. 209-217 din Legea nr.
286/2009, cu modificarile si completirile ulterioare, sau de dispozitiile corespunzatoare ale legislatiei
penale a statului in care respectivul operator economic a fost condamnat;

g) frauds, in sensul articolului 1 din Conventia privind protejarea intereselor financiare ale
Comunitatilor Europene din 27 noiembrie 1995.

De asemenea, declar pe propria raspundere, sub sanctiunea excluderii din proceduri si a
sanctiunilor aplicate faptei de fals in acte publice, ca nici un membru al organului de administrare, de
conducere sau de supraveghere al societatii sau cu putere de reprezentare, de decizie sau de control
in cadrul acesteia nu face obiectul excluderii asa cum este acesta definit la art. 164, alin (1) din Legea
98/2016.

RO 22672401; J40/ 20518 / 2007, Cont ROS0 BACX 0000 0001 8557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucuresti
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MEDICAL LOGISTIC MALL sk,
Str, Giuseppe Garibaldi nr. 8-10, mezanin, camerele 351 4
cod 020223, sector 2, Bucuresti
office@medicalmall.re www.medicalmall.ro

Subsemnatul, BITU Cristian-Florin declar cd informatiile furnizate sunt complete si corecte n
fiecare detaliu si inteleg c3 autoritatea contractantd are dreptul de a solicita, in scopul verificarii si
confirmdrii declaratiilor orice documente doveditoare de care dispunem.

Tnteleg ca in cazul in care aceastd declaratie nu este conforma cu realitatea sunt pasibil de
incdlcarea prevederilor legislatiei penale privind falsul in declaratii.

Data completdrii: 29.04.2020 SC MEDICAL LOGISTIC MALL SRL

RO 22672401; J40 / 20518 / 2007; Cont ROS0 BACX 0000 0001 9557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucuresti
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MEDICAL LOGISTIC MALL s.r.|.
Str. Giuseppe Garibaldi nr. 810, mezanin, camerele 3 5i 4
cod 020223, sector 2, Bucurest
office@medicalmall.ro  www.medicalmall.ro

DECLARATIE
privind neincadrarea in situatiile prevazute la art. 165 din
Legea nr. 98/2016

Subsemnatul, BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu
sediul in str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti in calitate de
ofertant, declar pe propria rispundere ci, sub sanctiunea excluderii din procedura si a sanctiunilor
aplicate faptei de fals in acte publice, nu ne afldm in situatia prevazuti la art. 165 din Legea 98/2016,
respectiv:

- n-am incdlcat obligatiile privind plata impozitelor, taxelor sau a contributiilor la bugetul
general consolidat, iar acest lucru s fi fost stabilit printr-o hotdrare judecdtoreascd sau decizie
administrativd avand caracter definitiv si obligatoriu, in conformitate cu legea statului in care
respectivul operator economic este infiintat.

Data completarii: 29.04.2020
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MEDICAL LOGISTIC MALL s.r.l.
Str. Giuseppe Garibaldi nr. 810, mezanin, camerele 3 sid
cod 020223, sector 2, Bucuresti
office@medicalmall.ro www. medicalmall.ro

DECLARATIE
privind neincadrarea in situatiile prevazute la art. 167 din
Legea nr. 98/2016

Subsemnatul BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu
sediul in str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti, in calitate de
ofertant, la procedura INVITATIE PARTICIPARE — Negociere fara publicarea unui anunt de participare
nr. 16115/28.04.2020, pentru achizitia de ,Achizitionare echipamente medicale (3loturi)” lot 2
Ventilator de transport, la data de 30.04.2020, organizatd de Spital Clinic Judetean de Urgents Arad,
declar pe propria rispundere ci nu sunt in situatiile prevazute in art. 167 din Legea 98/2016 privind
achizitiile publice.

ART. 167

(1) Autoritatea contractanti exclude din procedura de atribuire a contractului de achizitie
publicd/acordului-cadru orice operator economic care se afl in oricare dintre urmdatoarele situatii:

a) a fincdlcat obligatiile stabilite potrivit art. 51, iar autoritatea contractant3 poate
demonstra acest lucru prin orice mijloc de probd adecvat, cum ar fi decizii ale autoritatilor
competente prin care se constata incalcarea acestor obligatii;

b) se afla in procedura insolventei sau in lichidare, in supraveghere judiciari sau in
incetarea activitatii;

¢) a comis o abatere profesionald grava care i pune in discutie integritatea, iar autoritatea
contractantd poate demonstra acest lucru prin orice mijloc de probd adecvat, cum ar fi o decizie a
unei instante judecatoresti sau a unei autoritéti administrative;

d) autoritatea contractantd are suficiente indicii rezonabile/informatii concrete pentru a
considera cd operatorul economic a incheiat cu alti operatori economici acorduri care vizeazi
denaturarea concurentei in cadrul sau in legdtura cu procedura in cauzi;

e) se afld Intr-o situatie de conflict de interese in cadrul sau in legdturd cu procedura in
cauza, iar aceastd situatie nu poate fi remediati in mod efectiv prin alte mdsuri mai putin severe;

f) participarea anterioard a operatorului economic la pregdtirea procedurii de atribuire a
condus la o distorsionare a concurentei, iar aceasts situatie nu poate fi remediatd prin alte misuri
mai putin severe;

g) operatorul economic si-a inciicat in mod grav sau repetat obligatiile principale ce-i
reveneau n cadrul unui contract de achizitii publice, al unui contract de achizitii sectoriale sau al unui
contract de concesiune incheiate anterior, iar aceste incilciri au dus la incetarea anticipatd a
respectivului contract, plata de daune-interese sau alte sanctiuni comparabile;

h) operatorul economic s-a ficut vinovat de declaratii false in continutul informatiilor
transmise la solicitarea autoritatii contractante in scopul verificdrii absentei motivelor de excludere
sau al indeplinirii criteriilor de calificare si selectie, nu a prezentat aceste informatii sau nu este in
mdsura sd prezinte documentele justificative saolicitate;

i) operatorul economic a incercat si influenteze in mod nelegal procesul decizional al
autoritatii contractante, sa obtind informatii confidentiale care i-ar putea conferi avantaje
nejustificate in cadrul procedurii de atribuire sau a furnizat din neglijenta informatii eronate care pot
avea o influentd semnificativd asupra deciziilor autoritatii contractante privind excluderea din
procedura de atribuire a respectivului operator economic, selectarea acestuia sau atribuirea
contractului de achizitie publicd/acordului-cadru citre respectivul operator economic.

RO 22672401; J40/ 20518 / 2007, Cont ROY0 BACX 0000 0001 9557 0000 - UNICREDIT TIRIAC BANK, Dorobant - Bucuresti
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MEDICAL LOGISTIC MALL s.r.L
Str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 5i 4
cod 020223, sector 2, Bucuresti
office@medicalmall.roc www.medicalmall.ro

(2) Prin exceptie de la dispozitiile alin. (1) lit. b), autoritatea contractantd nu exclude din
procedura de atribuire un operator economic impotriva cdruia s-a deschis procedura generald de
insolventd atunci cidnd, pe baza informatiilor si/sau documentelor prezentate de operatorul
economic n cauzd, stabileste cd acesta are capacitatea de a executa contractul de achizitie
publicd/acordul-cadru. Aceasta presupune cd respectivul operator economic se afla fie in faza de
observatie si a adoptat mésurile necesare pentru a intocmi un plan de reorganizare fezabil, ce
permite continuarea, de o manierd sustenabild, a activitatii curente, fie este in cadrul fazei de
reorganizare judiciard si respectd integral graficul de implementare a planului de reorganizare
aprobat de instanta.

(3) Tn sensul dispozitiilor alin. (1) lit. c), prin abatere profesionald grava se intelege orice
abatere comis3 de operatorul economic care afecteaza reputatia profesionald a acestuia, cum ar fi
incilcari ale regulilor de concurentd de tip cartel care vizeaza trucarea licitatiilor sau incalcdri ale
drepturilor de proprietate intelectuald, sdvarsita cu intentie sau din culpd grava.

{4) Dispozitiile alin. (1) lit. c) sunt aplicabile si in situafia in care operatorul economic sau
una dintre persoanele previzute la art. 164 alin. (2) este supusa unei proceduri judiciare de
investigatie in legdturd cu sdvarsirea uneia/unora dintre faptele prevazute la art. 164 alin. (1).

(5) Tn sensul dispozitiilor alin. (1) lit. d) se considerd ca autoritatea contractantd are
suficiente indicii plauzibile pentru a considera ca operatorul economic a incheiat cu alti operatori
economici acorduri care vizeazd denaturarea concurentei in cadrul sau in legdturd cu procedura in
cauzd in urmatoarele situatii, reglementate cu titlu exemplificativ:

a) ofertele sau solicitdrile de participare transmise de 2 sau mai multi operatori economici
participanti la procedura de atribuire prezintd asemdndri semnificative din punct de vedere al
continutului documentelor nestandardizate potrivit documentatiei de atribuire;

b) in cadrul organelor de conducere a 2 sau mai multor operatori economici participanti la
procedura de atribuire se regdsesc aceleagi persoane sau persoane care sunt sot/sotie, ruda sau afin
pani la gradul al doilea inclusiv ori care au interese comune de naturd personald, financiara sau
economica sau de orice alta natur3;

c) un ofertant/candidat a depus doud sau mai multe oferte/solicitdri de participare, atat
individual cat si in comun cu alti operatori economici sau doar in comun cu alti operatori economici;

d) un ofertant/candidat a depus ofertd/solicitare de participare individuald/in comun cu
alti operatori economici si este nominalizat ca subcontractant in cadrul unei alte oferte/solicitari de
participare.

(6) Tnainte de excluderea unui operator economic in temeiul alin. (1) lit. d), autoritatea
contractantd solicitd in scris Consiliului Concurentei punctul de vedere cu privire la indiciile
identificate care vizeazd denaturarea concurentei in cadrul sau in legatura cu procedura de atribuire
n cauzd, pe care acesta il va inainta in termen de maximum 15 zile.

(7) Autoritatea contractantd are obligatia furnizarii tuturor informatiilor solicitate de
Consiliul Concurentei, in vederea formularii punctului de vedere, conform dispozitiilor alin. (6).

(8) Tn sensul dispozitiilor alin. (1) lit. g) se considerd incélcéri grave ale obligatiilor
contractuale, cu titlu exemplificativ, neexecutarea contractului, livrarea/prestarea/executarea unor
produse/servicii/lucrédri care prezintd neconformitati majore care le fac improprii utilizarii conform
destinatiei prevdzute in contract.
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Subsemnatul declar ci informatiile furnizate sunt complete si corecte in fiecare detaliu §i
inteleg c3 autoritatea contractantd are dreptul de a solicita, in scopul verificarii si confirmarii
declaratiilor, orice documente doveditoare de care dispun.

Tn;eleg cd in cazul in care aceasts declaratie nu este conformi cu realitatea sunt posibil de
incdlcarea prevederilor legislatiei penale privind falsul in declaratii.

Data completarii: 29.04.2020 SC MEDICAL LOGISTIC MALL SRL

RO 22672401; J40 /20518 / 2007; Cont RO90 BACX 0000 0001 8557 0000 - UNICREDIT TIRIAGC BANK, Dorobanti - Bucuresti
3






LOT 2 - Ventilator transport - 3 buc

Cerinte functionale Ofertant
Astral 150
1 | Sa asigure suport vital pentru pacienti cu insuficienta respiratorie acuta pe parcursul Brosura Pg. 6,rind 1
transportului.
2 | Circuite cu o singurd scurgere, o singurd supapi si circuite cu doud membre, precumsi | Brosura Pg. 6,rind
interfefe multiple pentru pacienti, 3,4,5. Manual
pg.7(11)
3 | Sa poata fi utilizat pentru o gami largi de tipuri de pacienti - adulfi si copii, pacienti cu | Brosura Pg
insuficienta respiratorie acuta protezata mecanic. 3,.Manual pg. 7(11)
4 | Oxigen suplimentar: Pentru pacientii care necesiti terapie cu oxigen, Manual pg.31(35)
5 | Sa permitd debitiri de pani la 30 L/min pentru un Fi02 livrat pana la 95%. Manual pg.31(35)
6 | Sa poata fi programat pragurile minim si maxim de inspiratie Brosura Pg. 6
7 | Asigura suport vital pentru pacienti cu o greutate > 5Kg Brosura Pg. 6,rind 1
8 | Circuite : | circuit de scurgere, 1 circuit cu supapa, 1 circuit dublu Brosura Pg 6, rind
3,4,5. Manual
pg.20(24)
9 | Moduri de Terapie: CPAP, (A)CV, P(A)CV, P-SIMV, V-SIMV, PS, P(A)C, Brosura Pg. 6, rind
7.8
10 | Respiratie manuala Brosura Pg. 6,rind 9
11 | Ventilatie Apnee: Volum si Presiune Brosura Pg. 6,rind
11
12 | VolumTidal livrat (cm H20) :Adult: 100 - 2500 ml, Copii: 50 pana la 300 ml Brosura Pg. 6 ,rind
15. Manual
pg.20(24)
13 | Rata respitatorie: Adult: Oprit, 2 la 50 bpm ;Pediatrie: Oprit, 5 la 80 bpm Brosura Pg. 6,rind
16
14 Brosura Pg 6., rind
Date monitorizate : Fi02, afisare pe ecran in timp real Presiune si flux (25 Hz) si trend 118,19,20. Manual
pentru 10 zile pg.14(18)
15 | Alarme : Fi02 si Sp02 atunci cand sunt conectate Brosura Pg. 6, rind
22
16 | Greutate aparat: < 5 Kg Brosura Pg.6, rind
24, Manual pg.
61(65)
17 | Baterie interna : litiu-ion; Brosura Pg. 6, rind
26, Manual pg
61(65)
18 | Timp utilizare continua > 6 ore Brosura Pg. 6,rind
26,Manual pg.
61(65)
19 | Nivel acustic: 43 + 3 dBA Brosura Pg 6 ,rind
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ResMed

.\/ﬂrsaTMe ife support ventilation

_ ResMed S Ast al‘“ 100 and Astral” 150 life support ventilators offer excellence in
invasive and honinvasive venula‘non without comprom:se From initial setup to
everyday use Astral offers greater freedom, confideﬂt care, and designed
efficiency to enrich life for you and your patients:

: Greater freedom

Astral’s discreet and hghtweught design allows patients to go beyond the B
confines of the healthcare environment, while deExvermg redl peace of
mind to them, their clinicians and caregivers.

- Confident care

Astral offers a range of treatment cptions for both adult and paediatric
patients. Itis compatible with a variety of patient interfaces and is
designed for both invasive and noninvasive applications.

= Designed efficiency

With easy setup, simple servicing and an intuitive interface, Aslral
is designed to. make ventilation support straightforward and efficient.

gty




Confident ca el

Versatlfe treatment opttons

Astrat dehvers excellence ln leak and va!ve ventzlatmn fer g
invasive and noninvasive app!lcatxons as well as | revxdzng S
a full suite of therapy mades to, suit thh adult and

paedlatnc patlents Ty : B

- Simple patlent setup

"..Astra"i s intuitive: mterface presettable prog_ ms and
setup assistant allow for fast and accurate pattent setup.
“The OulckConnect valve circuits have been spemflcalfy
designed to reduce known ancl common setup errcrs so
therapy can be delwered qmckly and eafely

' Easy momtoring otk e

Real-time waveforms and patient mformat;on are deplayed : e & :

on the large colour touchscreen to ensure Correct setup. A-f“r"i suiie of modes offers versatile therapy options
. asthe patient’s conditi S@s! .

and to track patient condition. FiO, and. SpO ate intagratad. . . it S pIOmassRy

to complete the therapy p:cture :

9

(reater Treedom Designed efficiency

Peace of mind with long battery life Simplifying inventory management
Astral ventilators are designed for patient freedom. The Astral can treat a broad range of respiratory conditions in
combination of internal and external batteries provides paediatric and adult patients, so just one device can go a
up to 24-hours™ run-time. Planning day-to-day activities is lot further. Fast turnaround times and simple servicing also
easier because Astral has the power to keep going, hour reduce the need for backup ventilators, saving both time
after hour. and money.

Balancing battery capacity Saving time during training and

with portability patient care

Mobility in its most practical sense requires balancing Astral’s intuitive interface and easy operation can minimise
battery run-time with the weight and portability of the training time. Easy navigation with user-friendly menus
ventilator. At just 3.2 kg with an 8-hour internal battery, enable quick and confident setup so you and your staff can
patients can now go longer, and travel further, knowing focus on what's important — the overall care of your patients.

they have the reliability of Astral behind them. . o
Simple servicing

Discreet by design Easy servicing has been built into Astral. The pneumatic

Contemporary design offers your patients a streamlined, biDCk can bE qUiCkN and seamlessl\/ SWHD;JEd during an

discreet, life support device that sits quietly in Shegrdowntime

the background.

* With the 8-hour internal battery and two 8-hour external batteries.
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Astral

Enrich life

‘The buift-in Learn Circuit feature evaluates and compensates for resistance in the Real-time pressure and flow waveforms display essential therapy
circuit to optimise ventilation and deliver the right pressure and fiow at the mask. parameters cn the large touchscreen.




M obi_li‘[v bags - Hospita TrolfeyRemG!G Alarrn |

ResMed offers two H}phi'lit\/':bags for Astral  ResMed's Hospital Trolley has been eE ‘Fi'esMed"s Hemdte'Al_arm Il provides the -
ventilators — a bag that fits the device and all  designed to transport Astral around any - convenience of monitoring alarms from
its essential accessories, and an ultra-light hospital or clinical setting. It features the  another room, ward or central monitoring

SlimFit bag for the Astral davice on its own. option of a medical grade power strip ~ station. It offers peace of mind and
road, comfortable shoulder straps make the located in the centre cansole, which lets”  freedom for caregivers to move away

bags easily portable, plus extra straps allow you connect multiple slectrical devices from the patient's bedside without = *

for easy mounting onto wheelchairs.  and power them with just one cord.  ° compromising patient safety. :

A complete respiratory system

Astral easily connects to the HumiCare™ D900 heated
humidifier to reduce the risk of ventilator associated
complications and actively condition the air.
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ResMed

Qrdering information

Astral 150 - APAC
27083
Technical Specifications Astral 100 Astral 150
Astral 100 - APAC - : - . :
INDICATIONS FOR USE Life support for patients over 3 kg Life support for patignts over S kg
27081
CIRCUIT
Single circuit with lea . .
i Single circuit with valve hd .
HumiCare D900 L OO ... 4555 1 S S —
/alve circuit therapy: 5 "
; CPAP, ACY, PACY, P-SIMV, V-SIMV, P§
Hospital trolley i S
27914 . .
Mawslbrear .
Sigh lwnm wecmnlment) .
e mcmilty bag ipnnea venulm-un Volume and pressure Volume and pressure
27917 i B S S S e i o
Preset programs 2 4
== | PRESSURERANGE AND SETTINGS
o " S P-s0lieak cicuit)
Astral SlimFit mobility bag Delivered pressure {em H,0) 0-50 talve circuit]
27949 U o ' “}d i R T Adit 00t 2500 mL
elivered tidal volume i6m PHPmSi!’IC i_)r T m
: | Respivaoryrat Adul Off, ztﬂﬁﬂbum Adull: UIT, 2 16 80 bpm
{BSfi raory rate Paediatric: (%, 5 10 80 bpm Paediatric: 011, 5 1o 80 bpm
Astral table stand
A
27915 Rl R — Kyhe s i
Sp0, momrmng Upmnal Optinnal
ﬁU 0\‘Il0ﬂﬂg Dp“anai .
?days m Iugn-r(_sulutmn data \mth zShz pn.ssum und flnw On screen and dswn\wd {n screen and download

External battery

ireen and downluisd

27918 .J’ﬁd L\fWS of sumn.ary ddid Un scleen zmsi :]owri\uau
A wigs range of settable alaims are aveilsble
] ALARYS inclyding F:0), and 500, when hmn(ﬂ_lEf_J_-________.l
Remote Alarm Il DIMENSIONS '
ROW 27902 (does not Weight 224
include cable) : ety
Dimensions {| xWxH] 788 mrn « 215 mm x 93 m
Lithium-on 'aa‘.icw, Lithium-lon battery,
i Single circuit Internal battery 144V, 55 AR, 95'Wh, 14.4V 6.6 Ah, 4 Wh.
i smooth bore 22 mm i Hhuurrun'lme ) 8 hour run lime
; with QuickConnect | Sound powe level 12388

ound pressure tevel ' B 35 +3dBA°

EC Eﬂﬁﬂ'l-l CMSSIHCAT&ONS

| Oximetry set with
L reusaple soft senscr
- 9370

al requirmmerts far Baticuous op
it safery and essential performance. Suitzhle for use WliCBagen
HPOGIS

\s measured according te [ECBLE01-2-12.2017 : \

Astral features

..@..@.Q@@@@@.@.@

Paegiatrs winvssive  Invasive Hee Hospial Mo 5Trigger i Exernal usD Reshizd
pregrams erreut bttery approved medor

ResMed L. ResMed Humidification
i i Technologies GmbH
Kerngolstr, £

Heshed 116, 161771877 20144

wanumacroeen 7 22000 Fr
{for Hurmi
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Connected care, better insight Greater freedom Designed efficiency
For even more confident care, Astral is available with cellular connectivity through Day after day, Astral does what it does ians provide qualty ventlalion wherever When you bring any new dewvice into a

inical envirgnment, it 15 essential for your
staff 1o find it easy 10 use. Knowing how
to patients, even to set up different patient conditions helps

ResMead Connectivity Module. This enables you ta transmit tharapy data straight from it's neadad

your patients” homes 10 AifViaw™, ResMed's securely-hosted, cloud-based patient independence and freedom.

management system for remote monitoring. Lightweight and discreet, Astral is designed © provide acule of long-term care
' iranmer E f & av alp s educe tima and res S r .

covtatas v AirVave or Ariew Exchanga’, you can rometaly vinw therapy reports and as m3m< rnove through different care env 3.__.:3%. A range of sccessones is avallable t help staff reduce tima and resources spent on training.

out the need for manual sownleads. You san pedem tinaly intsrventans and ool well with day-to-tay tasks while also encouraging patients to contnue with ther day-to-day actv ties.

- in hosprtals and homes of patients on life suppert - renewing their sense of
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ResMed

Informatii de comanda

-

Astral 150 - APAC
27083

' Specificatii tehnice

Astral 100 Astral 150

Astral 100 - APAC
27081

mmcm: DE UTILIZARE Sustinerea vie

it pentrd pacientii’ Sustinerea et pentry pacientii
depeste § kg "

e pete § kg

; i CIRCuIT
1 Circurt sfmp(u au scurgere §
Clrcuzl mnpin cu supapi ,
] o
I Citcuit dublu .
il TERAPIE =
'Ieraale prin circuiteu supap&
Carucior de spitat [ CPAP, ATV, PACY, Psiw, Vsl P
27914 | Terapie pfin circuit cu scurgere: ; 4
' I CPAR, ST RaC :
| Respirafe manuatd : :
Pungd de mobilitate | PPt qisson et R V-
Astral : Ventilare prin 2pnee gt pr Velumsi presiune
TN | Povapreme 2 4
s i | SETARI 1 INTERVAL O PRESIUNE :
Pungd de mobilitate i g e o 290 it scirgere
; g L © o Presiuee liveati {tm H.0¢ 4
Astral SlimFit | ; 0-50 eircuit cu supap3)
| Adult: 100 pind fa 2500 mi
i _ | Yolum corent liveat fcm 1,0} panil300mL  Pedatrie: 50 pind la 300 m.
i B pr : ;obpm Adult: Oprit; 2 péna L2 50 bpm
| el igiatoe om, 5 pind 1 80 bpm,Peiatne: 0o, 5 i ¢ 80 vy
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The Astral device

4 Internal battery indicator

100% BhOO 70%

5 Lock tauch SCreen hutton

6 ) 'Menu bar

7 Bottom bar

é o Start/Stop veﬁt:\iéﬁon bﬁtton
9 - Main screen -

1('; | “‘Sub -menus -

1 Pressure bar
Note: Do not access Clinical mode d‘ unless directed by a clinician.

Information bar

The Information bar is displayed at the top of the touch screen. The Information bar displays the
operating status of the device, including patient type, current circuit configuration, programs,
information messages, ventilation status, alarms and power status.

Description

Patient type — Adult

i
i Patient type — Pediatric

¢=‘ Circuxt type Smgle hmb W|th |ntemlona\ Ieak
I

ril Circuit type — Single limb with expiratory valve

ﬁ]j Circuit type — Double limb

P1 Program number and venulanon mode in use

{AJCY

&‘*‘ Mulllple alcrms are dLUVB sunu!taneous!y The highest pnonty dcuve aiarm is d bpidyed f 1rst.

Message WlH dlspiay alarms or mfermatmn lmage above shows devace in Standby (D:srlayed when the devnce is

window  powered on but not ventilating). Date and time will be displayed when the device is ventilating and thers

' are no active alarms.
Information messages are displayed in blue text. If the device Alert tone setting is ‘On’, you will be alerted
m new mformatlon messages by a smgle beep

imvmomo ‘
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Using the Astral device

Trends screen

The Trends screen shows the 5th and 95th percentile values, as well as the median for the last
30 days for each of the following parameters:

Leak

Minute ventilation

Peak inspiratory pressure
Tidal volume

Respiratory rate
Inspiratory time

Sp0,

Fulse rate

FiO,

Stop vent.

Information is displayed as bar graphs, with two graphs per screen.
Use the up and down scroll arrows to cycle through the graphs.

&

Setup menu [
The Setup menu displays four different sub-menus:

Circuit—to view the circuit

Settings—to view the ventilation mode and access Manual Breath and Sigh Breath screens
Data Transfer—to transfer data between the device and a personal computer via a USB stick
Device Config.—to change the device configuration.

CONFORM CU
ORIGINALUL




Assembling patient circuits

Circuit options

The Astral device supports a range of circuits with the use of interchangeable circuit adapters.
Breathing circuits may be of 10, 15 or 22 mm diameter.

The following table may assist in selecting suitable circuits and settings for different patient
types

Tidal valume range Recommended patient type Suitable circuit diameters
setting
150 ml to 300 mL Pediatric 110 mm, 15 mm or 22 mm

m 3-{5 mm 6r 22 mm

> 00mL Adult

Circuit adapters
There are three circuit adapters:

Adapter For use with

1 Single limb leak " Single limb circuit with intentional leak
i

2 Single limb r:“ Single limb circuit with expiratory valve (expiratory valve integrated into the circuit)
3 Double limb h Double limb circuit (expiratory valve integrated into the adapter) OR single limb
{Astral 150 only) ﬂ_ circuit with intentional leak

A Learn Circuit should be performed after any change of circuit. Astral will provide accurate therapy as long as the
Learn Circuit is passed. See Learn Circuit {see page 25).

CONFORM CU
ORIGINALUL
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Accessories

To attach an antibacterial filter:

1. Fit the antibacterial filter to the inspiratory port of the device.
2. Connect the air tubing to the other side of the filter.

3. Perform the Learn Circuit function,

4. Attach the patient interface to the free end of the air tubing.

&WARNFNG

¢ To prevent the risk of Cross-contamination, an antibacterial filter is mandatory if the
device is to be used on multiple patients.

* The expiratory module, internal antibacterial filter, expiratory flow sensor and cushion
come into contact with exhaled gases but do not form part of the inspiratory pathway.

Adding supplemental oxygen
Oxygen may be prescribed by your clinician.

The Astral device is designed to be compatible with levels of supplemental oxygen up to
30 L/min.

At a fixed rate of supplemental oxygen flow, the inhaled oxygen concentration will vary
depending on the Ventilation mode and settings, patient breathing pattern, mask selection, and
leak rate.

English 31




Technical specifications

Exp%"r“a'tary cycle (nominal) - “Cyclémowéﬂcurs when 'fr{é’piréfo'ry' flow declines to the set perceﬁ'tége of peak
characteristics inspiratory flow.

Single limb with valve or double limb with valve:

510 90%

Single limb with intentional leak:
810 50% (m five steps)

Soundpresswe level 353 dBA as measured according to ISOB0601-2-12:2011. S
Soundpowerlevel  43+3dBAas measured according 1o IS0B001-2-122011
“Alarm volume range T 5989 dBA{mflve steps) | Lt e

Data storage T 7 days of high-resolution airway pressure, Tespiratory flow and delivered

volume (sampled at 25 Hz).
7 days of breath-related therapy data (sampled at 1 Hz).
365 days of staﬂstmal data per program.

Dimensions (LxWxH) 11.22" x 847" x 3.66" {285 mm x 215 mm x 93 mm)

Weight T1Ib(B.2kg)
lhspiramr\? pi:irt / double imb édabter 22 mm taper' compatible with IS0 5356-1:2004
Anaesthetic & Hespira‘{cry Eqmpment — Conical Conneetors

Pressure measurement Internally mounted pressure transducers

Flow measurement e Intemally ‘mounted flow transducers )

Power supply T AC 100240V, 50-60Hz, 90 W 3.75 A continuous, 120 W/ 5A peak
115V/400 Hz

External D Power Supply ~ 12-24VDCI0OW,7.5A/375A

Internal Rattery T 7T Lithium-lon battery, 14.4Y, 6.6 An, 55 Wh

Operating hours {best case): 8 h with a new battery under normal conditions
{sea below).

Test conditions: Adult, PAJCY mode, P control: 20 em H0, PEEP: Off, Rate:
15 bpm, Ti: 1.2 sec.

Note: Time may vary with environmental conditions.

Total lifetime; 3,000 hours of operaticn on internal battery

Operating hours {worst case) > 4 hour run time under the following
conditions:

Test conditions: Adult, nonvented, PACY mode, Double limb circuit, Pressure
Assist = 30 cm H.0, PEEP = 20 cm H;0 Rate:20 bpm,

Ti- 1.0 sec, Rise Time = Off, Vits = off, Trig = Off. All other parametgrs
remain at default settings.

Housing construction Flame retardant engineering thermoplastic S
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ResMed 0123

Declaration of Conformity

Manufacturer: EU Representative: Notified Body:

ResMed Ltd ResMed SAS TUV SUD Product Service
1 Elizabeth Macarthur Drive Par Technologique de Lyon GmbH

Bella Vista 292 Allée Jacques Monod Ridlerstrafie 65

NSW 2153 69791 Saint Priest Cedex 80339 Munchen

Australia France Germany

Product: Astral 150

Intended Use: The Astral 100/150 provides continuous or intermittent ventilatory support for patients

weighing more than 5 kg who require mechanical ventilation. The Astral device is
intended to be used in home, institution/hospital and portable applications for both
invasive and non-invasive ventilation.

Classification: llb according to Rule 11

GNIDN: 47083 Portable ventilator, electric

Conformity Assessment Route: Annex |l (excluding Section 4), 93/42/EEC

We herewith declare that the above mentioned products meet the transposition into national law of the
provisions of Council Directive 93/42/EEC including the MDD amendment 2007/47/EC, for medical
devices. Compliance to the MDD is applicable from the date listed below. All supporting documentation
is retained at the premises of the manufacturer.

This declaration is issued under the sole responsibility of ResMed Ltd.
EC Certificate Number: G1 17 08 49861 149

Signed at Sydney, Australia on: 16-Apr-18

=k
fptirnin LTS
(o 0,

Johanna Wright
Director of Regulatory Affairs
ResMed Ltd

EC129

First issued: 14-Nov-13







ResMed CE

0123
Declaratie de Conformitate
Producitor: Reprezentant UE: Organism Notificat:
ResMed Ltd ResMed SAS TUV SUD Product Service
1 Elizabeth Macarthur Drive Par Technologique de Lyon GmbH
Bella Vista 292 Allee Jacques Monod Ridlerstrafie 65
NSW 2153 69791 Saint Priest Cedex 80339 Munchen
Australia Franta Germania
Produsul: Astral 150
Scopul utilizarii: Astral 100/150 oferd suport ventilator intermitent sau continuu

pentru pacienti care cantidresc peste 5 kg care necesita ventilatie
mecanica. Dispozitivul Astral este destinat utilizarii in locuinte,
institutii/spitale si in aplicatii portabile pentru ventilatie invaziv 5i

non-invaziva.
Clasificare: llb conform Regulii 11
Codul GMDN: 47063 Ventilator portabhil, electric

Calea de Evaluare a Conformitatii: Anexa Il (excluzand Sectiunea 4), 93/42/CEE

Declardm prin prezenta c3 produsele mentionate mai sus respect transpunerea in legislatia
nationald a prevederilor Directivei Consiliului 93/42/CEE inclusiv modificarea Directivej
privind Dispozitivele Medicale 2007/47/CE. Conformitatea cu Directiva privind Dispozitivele
Medicale se aplici de la data mentionatd mai jos. Toate documentele insotitoare se
pastreaza la sediul producitorului.

Aceastd declaratie se elibereazd pe raspunderea exclusivd a ResMed Ltd.
Certificat CE nr.: G1 17 08 49861 149

Semnat la Sydney, Australia pe: 16 aprilie 2018

Semndturd indescifrabild

Johanna Wright

Director Afaceri de Reglementare

ResMed Ltd

EC129
Prima emitere: 14 noiembrie 2013
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding {4}

(Devices in Class lla, llb or lll)

No. G117 08 49861 149

Manufacturer:

EC-Representative:

Product
Category(ies):

ResMed Limited

1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

ResMed SAS

Parc Technologique de Lyon
292 Allée Jacques Monod
69791 Saint Priest Cedex
FRANCE

Positive Airway Pressure Devices,
Ventilators, Humidifiers, Masks,
Tubes and associated Accessories,
Patient Data Recorders (Respiratory).

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 11
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Ii (4) certificate
is mandatory. See also notes overleaf.

Report No.:

Valid from:
Valid until;

Date, 2017-08-10

TUV 8UD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - ‘RidlerstraRe 65 - 80333 Miinchen - Germany

JAQ235030142

2017-09-01
2021-10-03

[ o]

Stefan PreilR

CONFORM cy
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Product Service

EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex il excluding (4)
(Devices in Class lia, lib or i)
No. G117 08 49861 149
Facility(ies): ResMed Limited
1 Elizabeth Macarthur Drive, Bella Vista NSW 2153,
AUSTRALIA
CONFORM CU
ORIGINALUL
Page 2 of 2
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TUV SUD
Product Service

Certificat CE

Sistem Complet de Management al Calitatii

Directiva 93/42/CEE privind Dispozitivele Medicale (DDM), Anexa Il excluzind (4)
(Dispozitivele din Clasele lia, Itb sau IIl)

Nr. G1 17 08 49861 149

Producitor: ResMed Limited
1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

Reprezentant CE; ResMed SAS
Parc Technologique de Lyon
292 Allee Jacques Monod
69791 Saint Priest Cedex
FRANTA

Categorie(i) de Produse: Dispozitive de Presiune pozitiva in cdile aeriene, Ventilatoare,
Umidificatoare, Masti, Tuburi si Accesorii asociate,
Inregistratoare Date Pacienti (respiratorii).

Organismul de Certificare al TUV SUD Product Service GmbH declard c3 producitorul
mentionat mai sus a implementat un sistem de management al calitdtii pentru proiectarea,
fabricarea si inspectia finald a dispozitivelor/categoriilor de dispozitive conform Anexei Il la
Directiva privind Dispozitivele Medicale. Acest sistem de management al calititii este
conform cu cerintele acestei Directive si se supune supravegherii periodice. Pentru punerea
pe piata a dispozitivelor de clasa Iil, este obligatoriu un certificat suplimentar Anexa Il (4). A
se vedea si notele de pe verso.

Nr. Raport: JAQ235030142 P ”’"””“M
P ‘
Valabil de la: 01.09.2017 fE
Valabil pan3 fa: 03.10.2021 pa S
Data, 10.08.2017 Semndturd indescifrabild M:f«f'*f\ sl
Stefan Preif3 AR L

TUV SUD Product Service GmbH este un Organism Notificat cu nr. de identificare 0123

Pagina 1din 2

TUV SUD Product Service GmbH — Zertifizierstelle - RidlerstraBe 65 — 80339 Muncljg
Germania




Certificat CE
Sistem Complet de Management al Calitatii
Directiva 93/42/CEE privind Dispozitivele Medicale (DDM), Anexa Il excluzénd (4)

(Dispozitivele din Clasele lla, lib sau I}
Nr. G1 17 08 49861 149

Unitate(Unitati): ResMed Limited
1 Elizabeth Macarthur Drive, Bella Vista NSW 2153,
AUSTRALIA

Pagina 2 din 2

TUV SUD Product Service GmbH — Zertifizierstelle - RidlerstraPe 65 — 80339 Munchen —
Germania
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- lla
D-ZM-11321-01-00

Certificate

No. Q5 049861 0154 Rev. 01

Product Servica

Holder of Certificate: ResMed Pty Ltd
1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

Facility(ies): ResMed Pty Ltd
1 Elizabeth Macarthur Drive, Bella Vista
NSW 2153, AUSTRALIA

ResMed Asia Pacific Limited

1 Elizabeth Macarthur Drive, Bella Vista
NSW 2153, AUSTRALIA

Certification Mark:

Scope of Certificate: Design and Development, Production and Distribution,
Installation and Servicing of Positive Airway Pressure
Devices, Ventilators, Humidifiers, Masks,
Tubes and assoclated Accessories,
Patient Data Recorders (Respiratory).

Apbli +  ENISO 13485:2016
pplied Sta Eigkari (%) Medical devices - Quality management systems -

Requirements for requlatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: JAQ235039442
Valid from: 2019-07-10
Valid until: 2021-11-22

L o

Date, 2018-07-10 Stefan PreiB
Head of Certification/Notified Body
CONFORM cy
Page 1 of 1 OR'G’NALUL
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Dakks Deutsche Akkredietierungsstelle

D-ZM-11321-01-00

TUV SUD
Product Service

Certificat
Nr. Q5 049861 0154 Rev. 01

Titularul Certificatului:

Unitate(unitati):

Marca de Certificare:

Obiectul Certificatului:

Standard(e) Aplicat(e):

ResMed Pty Ltd

1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

ResMed Pty Ltd
1 Elizabeth Macarthur Drive, Bella Vista
NSW 2153, AUSTRALIA

ResMed Asia Pacific Limited
1 Elizabeth Macarthur Drive, Bella Vista
NSW 2153, AUSTRALIA

Proiectarea si Dezvoltarea, Productia si Distributia, Instalarea
si intretinerea Dispozitivelor de Presiune pozitiva in ciile
aeriene, ventilatoarelor, umidificatoarelor, mistilor, tuburilor
si accesoriilor asociate, inregistratoarelor de date
{respiratorii)pentru pacienti.

EN ISO 13485:2016 » v
Dispozitive medicale - Sistem de management al ca atii —sf‘ﬁ
Cerinte in scopuri de reglementare Q«G__-\

(1SO 13485:2016)
DIN EN ISO 13485:2016

CONFORM cU
ORIGINALUL




Organismul de Certificare al TUV SUD Product Service GmbH atestd cd societatea mentionata
mai sus a stabilit si mentine un sistem de management al calitatii care indeplineste cerintele
standardului(standardelor) mentionat(e). A se vedea notele de pe verso.

Raportul nr.: JAQ235039442

Valabil de la: 10.07.2019

Valabil pana la: 22.11.2021

Data, 10.07.2019 Semndturd indescifrabild
Stefan Preif

Directorul Organismului de Certificare/Notificat
Pagina 1din1

TUV SUD Product Service GmbH — Zertifizierstelle - RidlerstraBe 65 — 80339 Munchen -
Germania
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A[LMEDICAL

V' LOGISTIC MALL

MEDICAL LOGISTIC MALL s.1.l.
Str. Giuseppe Garibaldi nr. 810, mezanin, camerele 3 si 4
cod 020223, sector 2, Bucuresti
office@medicalmall.ro www.medicalmall.ro

DECLARATIE GENERALA
Lot 2 - Ventilator de transport

Subsemnatul, BITU Cristian-Florin, reprezentant legal al SC MEDICAL LOGISTIC MALL SRL, cu

sediul in str. Giuseppe Garibaldi nr. 8-10, mezanin, camerele 3 si 4, sector 2, Bucuresti, in calitate
ofertant la INVITATIE PARTICIPARE — Negociere fara publicarea unui anunt de participare nr.
16115/28.04.2020, pentru achizitia de ,Achizitionare echipamente medicale (3 loturi)” lot 2
Ventilator de transport, la data de 30.04.2020, organizati de Spital Clinic Judetean de Urgent Arad,
indeplinim urméitoarele conditii:

Duratd garantie: 24 luni;
Termenul de livrare: maxim 45 zile;
Transport: gratuit pana la sediul beneficiarului;
Instalarea, punerea in functiune: se va face gratuit la sediul beneficiarului in maxim 2 zile de
la semnarea pv de repceptie cantitativa;
Instruirea/scolarizarea personalului: se va efectua gratuit la sediul beneficiarului pentru
aprox. 6 persoane, in limba romana;
SC EYECON MEDICAL SRL asigura:
o Aparatura/produsele noi

o Piese de schimb si materiale consumabile
o Mentenanta preventiva in perioada de garantie
© Mentenanta corectiva in perioada post-garantie
© Suport tehnic
Nivel Timp de Timp de implementare Timp de rezolvare
prioritate raspuns solutie provizorie
Urgent 30 minute 4 ore 24 ore
Critic 2 ore 24 ore 48 ore
Major 4 ore Urmatoarea zi lucratoare Urmatoarea zi lucrdtoare
Minor 6 ore A doua zi lucratoare A doua zi lucritoare

Data completdrii: 29.04.2020 SC MEDICAL LOGISTIC MALL SRL

RO 22672401, J40 / 20518 / 2007; Cont RO90 BACX 0000 0001 9557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucuresti
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V  LOGISTIC MALL

MEDICAL LOGISTIC MALL s.1.1.
Str. Giuseppe Garibaldi nr. 8-1G, mezanin, camerele 3si 4
cod 020223, sector 2, Bucuresti
office@medicalmail.ro www.medicalmall.ro

FORMULAR DE OFERTA

Catre,
Spitalul Clinic Judetean de Urgent3 Arad
Str. Andreny Karoly, nr. 2-4, Arad, jud. Arad

1. Examinand documentatia de atribuire, subsemnatii, reprezentanti ai ofertantului SC
MEDICAL LOGISTIC MALL, ne oferim ca, in conformitate cu prevederile si cerintele cuprinse in
documentatia mai sus mentionats, s3 furnizim “lot 2 Ventilator de transport”, pentru suma de
144.000,00 lei (osutapatruzecisipatrumiilei) exclusiv TVA, la care se adaugd taxa pe valoarea
adaugata in valoare de 27.360,00 lei (douazecisisaptemiitreisutesaizecilei).

2. Ne angajdm ca, in cazul in care oferta noastri este stabilits cdstigatoare, sa furnizidm “lot 2
Ventilator de transport” si s§ asigurim toate serviciile conexe/suport furnizirii precizate in
documentatia de atribuire in termenul de livrare impus prin documentatia de atribuire.

3. Ne angajdm sa mentinem aceast ofert3 valabil3 pentru o durata de 60 (sasezeci) zile si ea
va ramane obligatorie pentru noi si poate fi acceptatd oricand inainte de expirarea perioadei de
valabilitate.

4. Am fnteles si consimtim cd, in cazul in care oferta noastrd este stability ca fiind
castigdtoare, sd constituim garantia de buni executie in conformitate cu prevederile din
documentatia de atribuire.

5. Precizam ca: ‘

|_| depunem ofertd alternativd, ale carei detalii sunt prezentate intr-un formular de ofert3
separat, marcat in mod clar ,alternativa”/”alt3 oferts”.

[X| nu depunem oferta alternativa.

6. Pana la incheierea si semnarea contractului de achizitie publici aceasta ofertd, impreuna
Cu comunicarea transmisd de dumneavoastrd, prin care oferta noastri este acceptata ca fiind
castigdtoare, vor constitui un contract angajant intre noi.

7. intelegem c& nu sunteti obligati sd acceptati oferta cu cel mai scizut pret sau orice alta
ofertd primita.

Data 29/04/2020

MEDICAL LOGISTI

Cristian-Florin Bitu}\i;t calitate de Administrator, legal autorizat s3 semnez oferta pentru si in numele
ALL

RO 22672401; J40/ 20518 / 2007, Cont ROS0 BACX 0000 0001 9557 0000 - UNICREDIT TIRIAC BANK, Dorobanti - Bucurest
i
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