BIOSISTEM-MLD S.R.L.

IDNO: 1010600028048; Anexanr. 7
adresa: str. Albisoara 16/1 of.7, or. Chisinau la Documentatia standard
tel. +373-22-808719, fax +373-22-808519 conform Ordin MF Nr. 115

e-mail: biosistem.mld@gmail.com din 15.09.2021

CERERE DE PARTICIPARE

Catre: IMSP Institutul de Cardiologie
adresa: 2025, MOLDOVA, mun.Chisinau, locality, N. Testemiteanu nr.29 bl.1

(denumirea autoritdyii contractante si adresa completa)

Stimati domni,

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul
achizitiilor publice si/sau Jurnalul Oficial al Uniunii Europene si/sau SIA RSAP
MTender, nr. ocds-b3wdpl-MD-1714629083468 din 08.05.2024, privind aplicarea
procedurii pentru atribuirea contractului de Set de salvare s angelui autolog

noi, SRL Biosistem mld, am luat cunostinta de conditiile si de cerintele expuse in
documentatia de atribuire si exprimam prin prezenta interesul de a participa, 1
calitate de ofertant/candidat, neavind obiectii la documentatia de atribuire.

Data completarii: 07.05.2024
Cu stima,

Ofertant/candidat

SRL Biosistem mid

(semnatura autorizata)

Digitally signed by Poiata Vitalie
Date: 2024.05.07 17:07:39 EEST
Reason: MoldSign Signature
Location: Moldova



mailto:biosistem.mld@gmail.com

BIOSISTEM-MLD S.R.L.

IDNO: 1010600028048; Anexanr. 7
adresa: str. Albisoara 16/1 of.7, or. Chisinau la Documentatia standard
tel. +373-22-808719, fax +373-22-808519 conform Ordin MF Nr. 115

e-mail: biosistem.mld@gmail.com din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre: IMSP Institutul de Cardiologie
adresa: 2025, MOLDOVA, mun.Chisinau, locality, N. Testemiteanu nr.29 bl.1

(denumirea autoritarii contractante si adresa completa)

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind achizitionarea de: "Set de salvare
sangelui autolog”

prin procedura de achizitie - Achizitii cu costuri mici Nr. ocds-b3wdpl-MD-
1714629083468 din 08.05.2024

pentru o duratd de 30 ( treizeci ) zile, respectiv pana la data de 07.06.2024, si ea va
ramane obligatorie pentru noi si poate fi acceptata oricand inainte de expirarea perioadei
de valabilitate.

Data completarii: 07.05.2024
Cu stima,

Ofertant/candidat

SRL Biosistem mld

(semnatura autorizatea)



mailto:biosistem.mld@gmail.com

IDNO: 1010600028048;

adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel. +373-22-808719, fax +373-22-808519
e-mail: biosistem.mld@gmail.com

BIOSISTEM-

MLD S.R.L.

Specificatii tehnice

Anexanr. 22

la Documentatia standard
conform Ordin MF Nr. 115
din 15.09.2021

Numarul procedurii de achizitie:

ocds-b3wdp1-MD-1714629083468 din 08.05.2024

Obiectul achizitiei:

Set de salvare sangelui autolog

Nr. Denumire Lot Denumirea bunurilor si/sau a serviciilor Modelul articolului Tara_ de Producitorul Specificarea tehnica deplina SOlICII'aIa de catre autoritatea Specificarea tehnica deplina propusa de catre ofertant Standarde'de
Lot origine contractanta referinta
1 2 3 4 5 6 7 8 9
4256 Set de salvare singelui autolog compatibil cu aparatul Cell Saver Set de salvare singelui autolog compatibil cu aparatul Cell Saver 1S0. CE
A i A i i in.Li SORIN GROUP Xtra ATS Auto Transfusion System SORIN GROUP Xtra ATS Auto Transfusion System ’
1  |[Set de salvare sangelui autolog Set de salvare sangelui autolog PROCEDURE SET TX/175 Italia Sorin,Livanova S YS!

Semnat:

Numele, Prenumele: Poiata Vitalie in calitate de: Administrator

Ofertantul: SRL Biosistem mld Adresa: str. Albisoara 16/1 of.7, or. Chisiniau


mailto:biosistem.mld@gmail.com

IDNO: 1010600028048;

adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel. +373-22-808719, fax +373-22-808519

e-mail: biosistem.mld@gmail.com

Specificatii de pret

BIOSISTEM-MLD S.R.L.

ocds-b3wdp1-MD-1714629083468 din 08.05.2024

Anexanr. 23

la Documentatia standard
conform Ordin MF Nr. 115
din 15.09.2021

Numarul procedurii de achizitie:

Ofertantul: SRL Biosistem mld Adresa: str. Albisoara 16/1 of.7, or. Chisinau

Obiectul achizitiei:|Set de salvare sangelui autolog
Nr Unitatea de Pret unitar (fara Pret unitar (cu Suma Suma Clasificati
. Denumire Lot Denumirea bunurilor si/sau a serviciilor P Cantitatea t fara Termenul de livrare/ prestare [Cod CPV/| buetars | biscount%

Lot masura TVA) TVA) TVA cu TVA (1BAN)

1 2 3 4 5 6 z 8 9 10 1 12 13

1 Setde s;:l\gggsangelul Set de salvare sangelui autolog bucata 30 6 747.30 8096.76 202 419.00 242 902.80 la solicitare, timp de 24 ore. 33100000-1 - -

TOTAL Oferta 202 419.00 242 902.80
Semnat: Numele, Prenumele: Poiata Vitalie in calitate de: Administrator


mailto:biosistem.mld@gmail.com

CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




AGENTIA SERVICII PUBLICE

Departamentul inregistrare si licentiere a unitétilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 531522 data 15.09.2023

Denumirea completa: Societatea cu Raspundere Limitata "BIOSISTEM MLD"
Denumirea prescurtata: "BIOSISTEM MLD" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata,

Numarul de identificare de stat si codul fiscal (IDNO): 1010600028048

Data inregistrarii de stat: 12.08.2010

Sediul: MD-2001, str. Albisoara, 16/1, ap. 7, mun. Chisiniau, Republica Moldova.
Obiectul principal de activitate:

1. Activitatea farmaceutica; importul si (sau) producerea articolelor de parfumerie si
cosmetici

2. Fabricarea, comercializarea, asistenta tehnici, repararea si verificarea articolelor de
tehnica si opticd medicala

3. Acordarea asistentei medicale de ciitre institutiile medico-sanitare private

4. Comertul cu ridicata al calculatoarelor,echipamentelor periferice si software-ului
5. Intretinerea si repararea masinilor de birou si a tehnicii de calcul

6. Consultatii in domeniul sistemelor de calcul

Capitalul social: 5400 lei.

Administrator: POIATA VITALIE, IDNP 0983103892591,

Asociatii:

1. POIATA VITALIE, IDNP 0983103892591, cota 1803.60 lei. ce constituie 33,4%
Beneficiar efectiv:

1.1. POIATA VITALIE. IDNP 0983103892591.

2. NASEDCHIN ALEXANDR, IDNP 2002001070747, cota 1798,20 lei, ce constituie 33,3%
Beneficiar efectiv:
2.1. NASEDCHIN ALEXANDR, IDNP 2002001070747,

3. KOJEVNIKOV DMITRII, IDNP 0972305012362, cota 1798.20 lei. ce constituie 33.3%
Beneficiar efectiv:

3.1. KOJEVNIKOV DMITRII, IDNP 0972305012362

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 intreprinzatoril~r individuali si confirma

datele din Registrul de stat la data de: 15.09.2023.

EB 0461494

RegIStrator » domenﬂilglitally signed by Rusu Diana

inregistririi de stat Date: 2023.09.15 16:44:17 EEST
Reason: MoldSign Signature
Location: Moldova

[ Date cu caracter personal




BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362
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ZERTIFIKAT @ CERTIFICATE

Benannt durch/Designated by
w Zentralstelle der Lander

ot
‘A’ &
!L% ): fur Gesundheitsschutz %
E ! g
5

*ﬁ‘r

34

bei Arzneimitteln und
Medizinprodukten

ZLG-B5-244.10.08

L

){

4 \

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, llb or )

No. G1 067574 0070 Rev. 00

Manufacturer: Sorin Group ltalia S.r.l.
Via Statale 12 Nord, 86
41037 Mirandola MO
ITALY

Product Category(ies): D_isposa_lble products for cardiopulmonary extracorpor_eal
circulation (ECC), extracorporeal membrane oxygenation

(ECMO) and extracorporeal life support (ECLS); disposable
products for blood processing, autotransfusion and blood
monitoring systems. (as listed in the attachment)

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 Il. 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 Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: ITA1292686
Valid from: 2019-06-24
Valid until: 2024-05-26

Date, 2019-06-24 / / A

Stefan Preil
Head of Certification/Notified Body

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body + Ridlerstralle 65 » 80339 Munich = Germany
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I’rw und Lt ﬂnzl@ro:dmmg an (WWW tuev-
sued.de/ps_regulations) und wird somit Pariner im
Zetiifiziersystem von TUV SUD Product Service.

® {ulﬁfiﬂgk@i‘t dar zilerien normativen

Frifgrundlage{n) ist gegeben
und zuséiziich bei Zertifikalen mit Berechtigung
zur Verwendung oiﬂod Prilizeichans hzw. bei
Zertifikaten {Ur QM-Systeme;
e Yoraussetzungen fr vorschrift
Fertigung werden eingehalten
o Die Fertigungs- bzw. Bc«nin(\l}m\ldmm werden
ragelmilig dberwacht.

smaBige

Certification contract

Cerification is based on the TUV SUD Product
service Testing and Certification Regutations.

On receipt of the certificate the ceriificate holder
agreas {o the current version of the Testing and
Certitication Hegulations (www.tuv-
sud.com/ps_regulations) and thus becomes pariner
in the TUV 8UD Product Service Certification
System,

Reguirermmenis for the validity of the certificate

in principie:

s Validity of the guoted test standard(s)

In addition, for ceriificates with the right to use a

certification mark and for QM certificates:

« Conditions for an adequale manufacturing are
rmaintained

« Hegular surveillance of the facility is performed
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Contrato de certificacio

A cerlificacdo se baseia nos Regulamentos de
Testes e Certificacéo do Grupo TUV SUD.

Ac receber o cerificade, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamenios de Testes e Certificagiio do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificagio
de Produtos e Servicos TUV SUD.

Reguisitos para a valldade do ceriificado (em

principio):

= Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

a0 uso da marca de certificacao e para certificados

de SG:

e Condicdes de fabricacio adequada estéo
rnantidas.

¢ Auditoria de monitoracio realizada
regularmente.
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Banannt durch/Designated by

Zentralstelle der Lander
fur Gesundheitsschutz
bei Arzneimitteln und
Medizinprodukten

www.zlg.de

ZLG-B5-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex Il excluding (4)
(Devices in Class lla, lIb or )

Product Service

=
Q
—
(X5
—
=
oc
Ll
Q
W ©
= A No. G1 057574 0070 Rev. 00
o <
> U spgn u H H
‘ Facilitv(ies): Sorin Group ltalia S.r.1.
ﬂ : Y( ) Via Statale 12 Nord, 86, 41037 Mirandola MO, ITALY
g p—
% o
=
=] L Attachment:
ﬁ (&)
SEE 3 Product Families Classification
7))
=
E (o DIDECO KIDS ARTERIAL FILTERS: Newborn- infant Arterial filters lla
=
s DIDECO MICRQ: Newborn- infant, Paediatric and Adult Arterial filters / lla
e bubble traps
VENOUS / CARDIOTOMY RESERVOIRS : Venous Cardiotomy lla
S Teservoirs
- DIDECO CARDIOPLEGIA SETS: Cardioplegia perfusion sets including lla
o. also VANGUARD, DIDECO HELIOS and CSC14 Cardioplegia heat
LLl exchangers
(=) CARDIOACCESSORIES/DIDECO CARDIOACCESSORIES: Auxiliary lla
devices for cardiac surgery
. HEMOCONCENTRATORS: Infant, paediatric and Adult lla
Haemoconcentrators (DHF & SH models) and sets (KH & D models)
g(ﬂu‘li INSPIRE: adult and small adult oxygenators lla
0
;)I:ID :':I DIDECO D905 EOS Paediatric and small adult oxygenators lla
AliE SYNTHESIS: adult oxygenators including also VBT 8 venous bubble lla
trap
DIDECO KIDS: new born- infant oxygenators lla
DIDECO LILLI PUT 1/LILLI PUT 2: newborn infant oxygenators lla
REVOLUTION: centrifugal pumps for extracorporeal circulation la
PERFUSION TUBING SYSTEMS: Perfusion tubing systems for cardiac lla

surgery, ECMO and ECLS, including one or more main components
(oxygenator, arterial filter, bubble trap, arterial line, venous line, pump
boot tubing, centrifugal pump, hard or soft shell reservoir) feasibly
connectable to auxiliary lines (secondary, cardioplegia or
haemoconcentration sets, connectors or ancillary disposables).

DIDECO PERFUSION TUBING SYSTEMS: Perfusion tubing systems lla
for cardiac surgery, ECMO and ECLS, including one or more main
components (oxygenator, arterial filter, bubble trap, arterial line, venous
line, pump boot tubing, centrifugal pump, hard or soft shell reservoir)
feasibly connectable to auxiliary lines (secondary, cardioplegia or
haemoconcentration sets, connectors or ancillary disposables,

DIDECO COLLECTION SYSTEMS: Autotransfusion collection lla
systems, filters and accessories

BRAT 2:
- Blood bags, collection systems / disposable sets for autotransfusion, lib
PPP, PRP, PLT gel including blood bags
Page 2 of 3

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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TUOV SUD Product Service GmbH « Certification Body » Ridlerstrae 65 » 80339 Munich » Germany




Zertifiziorverirag

Grundiage 1y die Zeriitikatserteilung ist die Prif-
und Zertifizierordnung von TUV SUD Product
sarvice,

Mit Erhalt des Zertifikates erkennt der
Zedifikaisinhaber die jewells giiliige Fassung der
Prif- und Zertifizierordnung an (www.iuey-
sued.de/ps_regulal IU?EO) und wird somit Partner im

zerifiziersystem von TUV SUD Product Service.

staizurg fOr die Gltigkeit

e Gl iqiwu dw zitierten normativen
Prifgrundlage(n) ist gegeben

und zusdizlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Prifzeichans bzw, bel

Zertifikaten fir QM-Systeme:

® \/omumsmmnqen m vor%hnf mafliige

e Die f#@rtiqungf‘ b/w sﬁ@tfl@bb%i.’.iﬂi@ﬂ werden
regeimafig therwacht,

Cerlification contract

Certification is based on the TUV 50D Produci
Service Testing and Certification Fegulations.

On receipt of the cedificate the certificaie holder
agrees o the current version of the Testing and
GCertification Regulations (www.iuv-

sLid. COF?]/iJ\_: regulations) and thus becomes partner

Requirements for the validity of the ceriificate

in principle;

e Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

= Conditions for an adequate manufacturing are
maintained

in the TUV SUD Product Service Certification «  Regular surveillance of the facility is performed
Sys;%em.
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Contrato de certificacéo

A certificacéo se baseia nos Regulamenios de
Testes e Certificacio do Grupo TUV SUD

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificago do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, forna-se parceiro no Sistema de Certificagéo
de Produtog @ Servicos TUV SUD.

Requisitos para a validade do certificado {em

principio):

= Validade da{s} norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

a0 uso da marca de certificagéo e para certificados

de 5G:

¢ Condicoes de fabricacéo adequada estio
maniidas.

= Auditoria de monitoracao realizada
regularmente.
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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 lla, Ilb or Ill)

No. G1 057574 0070 Rev. 00
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O ) - Collection systems / disposable sets without blood bags and lla
| — accessories for autotransfusion, PPP, PRP, PLT gel
(%5
™ BOWL:
= _Blood Bags and wash sets / autotransfusion sets including blood bags b
s - Wash sets / autotransfusion sets without blood bags and accessories I
4 for autotransfusion a
L ELECTA:
- Collection systems / disposable sets for autotransfusion, PPP, PRP, lb
’ PLT gel including blood bags
-Collection systems / disposable sets without blood bags and lla
- accessories for autotransfusion, PPP, PRP, PLT gel
< XTRA:
. -Collection systems / disposable sets for autotransfusion, PPP, PRP, b
! < PLT gel including blood bags
Collection systems / disposable sets without blood bags and lla
.e. accessories for autotransfusion, PPP, PRP, PLT gel
s DIDECO DATA MASTER: Blood monitoring disposables connectors lla
=
] L]
>
3 ©
Sk
"I- g []]=4
| o
Al ug
i Til=3
S 4
|_
i <
ST
—
i
T
h
(o'
[RW]
(&
<
=
—
(S
—
| Page 3 of 3
(= = TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Lid
N

TUV SUD Product Service GmbH « Certification Body « Ridlerstraiie 65 « 80339 Munich « Germany




Lartifizicrvertrag

Grundiage flr die Zertifikatse
und Zettitizierordnung von TUV

Service.

Mit Erhalt des Zeriifikates erkennt der

Zertifikatsinhaber die jeweils giiliige assung der

Prif- und Zertifizierordnung an (www.tuey-

sued.de/ps_ regulations) und wird somit Partner im

Zertifiziersystem von TUV SUD Product Service.

rlellung st die Prid-
SUD Product

Frinzipielie Yoraussetzung fv die Giiltigkett

dos fikates:

¢ Cidltigkelt der zitierten normativen
Friffgrundiage(n) ist gegeben

und zusdizlich bei Zertifikaten mit Berechtigung

zur Ve ‘wcznduﬁg eines Prifzeichens bzw. bei

Zertitikaten fir QM-Sysieme:

@ \fc.) raussetzungen fr vorschrifts
Fertigung werden eingehalien.

s Lie Fertigungs- bzw. Betriebsstitten werden
regeimabig lberwachi.
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Ceritfication coniract

Certification s based on the TOV 80D Product
Service Testing and Certification Regulations.

On receipt of the certificate the cerlificaie holder
agrees o the current version of the Testing and
Certification Regulations (www.iuv-

sUd.COM/Ps._ regulations) and thus becomes partner

Fﬁ@ﬁqmwmmm for the validity of the cerificate

in principle

= VYalidity of ihe guoted test standard{s)

In addition, for certilicates with the right to use a

certification mark and for QM ceriificates:

= Conditions for an adequale manufacturing are
maintained

in the TUV SUD Product Service Certification = Regular surveillance of the facility is performed
System.
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Coniraio de certificacio

A certificac@o se baseia nos Regulamenios de
Testes e Certificacéo do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a verséo atual dos
Regulamentos de Testes e Certificacio do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna- % parceiro no Sistema de Certificagao
de ‘P;oduloq e Servigos TOV SUD.

Hequisitos para a validade do cerificado (em

princisio):

o Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificacio e para certificados

de SG:

e Condigtes de fabricagfo adequada estéo
mantidas.

e Auditoria de monitoracéo realizada
regularmente.
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DICHIARAZIONE DI CONFORMITA CE

EC Declaration of Conformity

La sottoscritta
We, the undersigned

Sorin Group Italia S.r.l.
v. Statale 12 Nord, 86
41037 Mirandola (MO) - Italia

con la supervisione dell'Organismo Designato
under the supervision of the Notified Body

TUV SUD PRODUCT SERVICE GMBH - identification no. 0123
Ridlerstrasse, 65
80339 Miinchen - Germany

dichiara sotto la propria responsabilita che il prodotto
herewith declare under our sole responsability that the product

XTRA

SISTEMI DI RACCOLTA / CIRCUITI MONOUSO PER AUTOTRASFUSIONE, PPP, PRP, PLT GEL,
COMPRENSIVI DI SACCHE PER EMOCONMPONENTI -

SISTEMI DI RACCOLTA, CIRCUITI MONOUSO PRIVI DI SACCHE PER EMOCOMPONENTI ED
ACCESSORI PER AUTOTRASFUSIONE, PPP, PRP, PLT GEL

COLLECTION SYSTEMS/ DISPOSABLE SETS FOR AUTOTRANSFUSION, PPP, PRP, PLT GEL
INCLUDING BLOOD BAGS -

COLLECTION SYSTEMS/ DISPOSABLE SETS WITHOUT BLOOD BAGS AND ACCESSORIES FOR
AUTOTRANSFUSION, PPP, PRP, PLT GEL.

realizzato nelle seguenti versioni

realized in the following models

CODICE DESCRIZIONE CLASSIFICAZIONE
04250 XTRA BOWL SET X/55 Ib
04250CN XTRA BOWL SET X/55 b
04250) XTRA BOWL SET X/55 b
04251 XTRA BOWL SET X/125 b
04251) XTRA BOWL SET X/125 b
04251CN XTRA BOWL SET X/125 b
04252 XTRA BOWL SET X/175 b
04252) XTRA BOWL SET X/175 b
04252CN XTRA BOWL SET X/175 b
04253 ~ XTRA BOWL SET X/225 b
04253) XTRA BOWL SET X/225 b
04253CN XTRA BOWL SET X/225 b
04254 XTRA PROCEDURE SET TX/55 b
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CODICE DESCRIZIONE CLASSIFICAZIONE
04254} XTRA PROCEDURE SET TX/55 Iib
04254CN XTRA PROCEDURE SET TX/55 Iib
04255 XTRA PROCEDURE SET TX/125 b
04255) XTRA PROCEDURE SET TX/125 Ib
04255CN XTRA PROCEDURE SET TX/125 b
04256 XTRA PROCEDURE SET TX/175 b
04256) XTRA PROCEDURE SET TX/175 lb
04256CN XTRA PROCEDURE SET TX/175 b
04257 XTRA PROCEDURE SET TX/225 lb
04257) XTRA PROCEDURE SET TX/225 b
04257CN XTRA PROCEDURE SET TX/225 b
04258 XTRA XRES T BLOOD COLLECTION RESERVOIR lla
04258) XTRA XRES T BLOOD COLLECTION RESERVOIR lla
04258CN XTRA XRES T BLOOD COLLECTION RESERVOIR lla
04259 XTRA XRES B BLOOD COLLECTION RESERV lla
04259CN XTRA XRES B BLOOD COLLECTION RESERV Ila
04274 XTRA XRES T WITH PRECONN.CARDIO KIT Illa
04260 XTRA COLLECTION SET TX Ila
04260CN XTRA COLLECTION SET TX Il
04261 XTRA PROCEDURE SET BX/55 b
04261CN XTRA PROCEDURE SET BX/55 b
04262 XTRA PROCEDURE SET BX/125 b
04262CN XTRA PROCEDURE SET BX/125 b
04263 XTRA PROCEDURE SET BX/175 b
04263CN XTRA PROCEDURE SET BX/175 b
04264 XTRA PROCEDURE SET BX/225 b
04264CN XTRA PROCEDURE SET BX/225 b
04265 XTRA COLLECTION SET BX la
04265CN XTRA COLLECTION SET BX lla
04266 XTRA COLLECTION SET TX CARDIO lla
04266) XTRA COLLECTION SET TX CARDIO lla
04267 XTRA COLLECTION SET BX CARDIO lla
04267) XTRA COLLECTION SET BX CARDIO lla
04015 XTRA SEQUESTRATION SET X b
04015) XTRA SEQUESTRATION SET X b
04268 XTRA BRB1 BLOOD REINFUSION BAG X 1L b
04268) b

LN-MIR-DOC-0012 02 ECDC XTRA
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CODICE DESCRIZIONE CLASSIFICAZIONE
04269 XTRA WB10 WASTE BAG X 10L Is
04269) XTRA WB10 WASTE BAG X 10L Is
04275 XTRA XRES B BLOOD COLLECTION RESERVOIR - 120 um lla
04276 XTRA COLLECTION SET BX - 120 um lla
04277 XTRA COLLEC.SET BX CARDIO - 120 pm lla
04278 XTRA PROCEDURE SET BX/225 - 120 pm b
04128 MULTIDIAMETER ADAPTER lla
04059 4 WAY ADAPTER lla

€ in conformita con i requisiti della
is in compliance with the reference standard (s)

Direttiva 93/42/CEE del 14 giugno 1993 relativa ai dispositivi medici, Allegato II,
escluso (4)
recepita con Decreto Legislativo del 24/02/1997, n. 46 e succ. modifiche

MDD 93/42/EEC dated 14" June 1993 regarding Medical Devices, as amended by Directive 2007/47/EC, Annex I,
excluding (4). Transposed by LD dated 24" February 1997, n°46 and further modifications.

[l Certificato di Sistema Completo di Garanzia di Qualita n° G1 057574 0070 e stato
rilasciato dall'Organismo Notificato il 24/06/2019.

Sorin Group ltalia Quality System Conformity Certificate n° G1 057574 0070 has been released by Notified Body on 24!
June, 2019.
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