Ramcova dohoda C. 220222170 Z

l. Zmluvné strany

1.1 Objednavatel:
Obchodné meno: Stredoslovensky Ustav srdcovych a cievnych choréb, a.s.
Sidlo: Cesta k nemocnici 1, 97401 Banska Bystrica, Slovenska republika
ICO: 36644331
DIC: 2022102753
IC DPH: SK2022102753
Bankové spojenie: IBAN: Sk59 0200 0000 0037 1089 6554
Telefén: 0484333137
1.2 Dodavatel:
Obchodné meno: MEDLINE MEDICA SLOVAKIA, s.r.o.
Sidlo: Kopcianska 92, 85203 Bratislava, Slovenska republika
ICO: 35727578
DIC: 2020210434
IC DPH: SK2020210434
Bankové spojenie: IBAN: SK42 1100 0000 0026 2625 1177
Telefén: 0903 246 800
Il. Predmet zmluvy
21 VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Krucové slova:
CPV:

Druhly:

Autotransfuzny set
set, autotransfuzny set

33140000-3 - Zdravotnicky spotrebny material; 60000000-8 - Dopravné sluzby (bez
prepravy odpadu)

Tovar; Sluzba

2.2 Funkéna a technicka $pecifikacia predmetu Zmluvy:

Polozka ¢. 1: Autotransfiizny set

Sterilny, uzavrety jednorazovy set kompatibilny s pristrojom EXTRA, pouzivany na spracovanie objemov zo zbytkovej naplne
okruhu mimotelového obehu a krvi odsatej z operacného pola u pacientov na kvalitnd vysoko hematokritovu erytrocytovu
masu s pozadovanym hematokritom 60%

Autotransfuzny set ks 650
pocet kusov v baleni ks 1 3

- sterilny, uzavrety jednorazovy set ano

- kompatibilny s pristrojom EXTRA ano

- set musi obsahovat - odsavaciu linku so zabudovanou

antikoagulaénou linkou ano
- set musi obsahovat - pevny zberny rezervoar ano
- scvet musi ’ovbsahovat’ - speciélnu centrifugalnu komoru s ano
poctom otacok 3600 I/min

- set musi obsahovat - odpadovy zberny vak ano
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- set musi obsahovat - plastikovy zberny vak na

vyprodukovanu erytrocytovd masu ano

- moznosti velkosti centrifugalnej nadoby (zvonu) 55 ml, 125 ml, 175 ml, 225 ml

- moznosti vyuzitia setu v modifikacii - sekvestracia
plazmy a trombocytov, intraoperaénom aj pooperacnom | ano
(hrudna drenaz)

23 Osobitné poziadavky na pinenie:

Nazov

1. Vratane dopravy na miesto plnenia

2. PoZaduje sa predlozit podrobny aktualizovany rozpocet do 3 dni od uzavretia zmluvy

3. Novy, doposial nepouzity tovar

4. Plnenie bude poskytnuté vo viacerych ucelenych €astiach na zaklade pisomnej alebo telefonickej objednavky objednavatela
v mnozstve podla jeho aktualnych prevadzkovych potrieb

5. Termin dodania je do 48 hodin od dorucenia pisomnej objednavky dodavatelovi v pracovnych dioch v ¢ase od 7:00 hod. do
14:00 hod.

6. Za termin doru€enia objednavky sa povazuje potvrdenie o precitani e-mailu dodavatelom, v pripade objednavky zaslanej
e-mailom

7. Sucastou dodavky je povinne dodaci list, ktory obsahuje najma supis poloZiek dodaného tovaru, jeho mnozstvo a Cislo
objednavky, SUKL kéd a Sarza

8. Pozaduje sa platbu za plnenie realizovat’ bezhotovostnym platobnym stykom na zaklade dodavatefom vystavenej faktary, a
to vzdy za riadne a v€as prevzatu ucelenu €ast plnenia, ktorej povinnou prilohou musi byt aj dodaci list a fotokdpia objednavky

9. Splatnost faktury je 30 kalendarnych dni odo dfia dorucenia vecne a formalne spravne vystavenej faktury objednavatelovi,
ak nie je dohodnuté inak. Dodavatel tovaru je povinny vystavit faktiru za dodavku tovaru najneskér do piateho pracovného
dnia v mesiaci, nasledujucom po dni dodania tovaru.

10. Trvanie zmluvy na dobu 12 mesiacov, alebo do vy€erpania finanéného limitu stanoveného pre tuto zakazku, podla toho,
ktora z tychto skutoCnosti nastane skér

11. Verejny obstaravatel pozaduje predlozit' v lehote do 3 dni od uzavretia zmluvy:

- prospektovy material predmetu zakazky, ktory musi obsahovat popis technickych vlastnosti tak, aby na ich zaklade mohol
objednavatel posudit spinenie v8etkych technickych Specifikacii,

- kod vyrobku prideleny Statnym tGstavom pre kontrolu lieéiv - vystup z databazy registrovanych / evidovanych zdravotnickych
pomdcok, resp. iné doklady, ktoré nahradzaju pozadované potvrdenie,

- katalégové €islo ponukaného tovaru, nazov ponudkaného tovaru, mernu jednotku ponukaného tovaru, jednotkovi cenu bez
DPH za MJ ponukaného tovaru, sadzbu DPH, jednotkovu cenu s DPH za MJ ponukaného tovaru,

- sortimentnu skladbu nevyhnutného prisluSenstva tovaru tykajliceho sa predmetu zakazky v elektronickej forme podla
zadaného formatu objednavatelom.

12. Véetky pontkané produkty (sortiment ponukaného tovaru) musia spifiat vietky objednéavatelom poZzadované minimalne
technické vlastnosti, parametre a hodnoty v oboch polozkach predmetu zékazky

13. Pre posudenie splnenia vSetkych technickych vlastnosti predmetu zakazky, moze objednavatel pozadovat predlozenie
vzorky (jednej mernej jednotky) tovaru

14. Nedodrzanie €o i len jednej podmienky a poziadavky objednavatela uvedenych v opisnom formulari sa bude povazovat za
podstatné porusenie zmluvnych podmienok

15. V pripade podstatného porusenia zmluvnych podmienok si objednavatel vyhradzuje pravo odstupit od zmluvy

16. V pripade, ak sa po uzatvoreni tejto zmluvy preukaze, Ze na relevantnom trhu existuje cena za rovnaké alebo
porovnatelné plnenie ako je obsiahnuté v tejto zmluve a dodavatel uz preukazatelne v minulosti za takuto nizSiu cenu plnenie
poskytol, resp.este stale poskytuje, pri¢om rozdiel medzi niz8ou cenou a cenou podla tejto zmluvy je viac ako 5% v
neprospech ceny podla tejto zmluvy, zavazuje sa dodavatel poskytnut objednavatelovi pre takéto plnenie objednané po
preukazani tejto skutonosti dodatoénu zlavu vo vyske rozdielu medzi nim poskytovanou cenou podla tejto zmluvy a nizSou
cenou.

17. Pozaduje sa, aby dodavatelom poskytovany predmet plnenia bol, v pripade ak je to relevantné, v sulade s:

- aktualnym cenovym opatrenim MZ SR, ktorym sa ustanovuje rozsah regulacie cien v oblasti zdravotnictva, s aktualne
platnym zoznamom kategorizovanych Specialnych zdravotnickych materialov,

- aktuélne platnym zoznamom kategorizovanych Specialnych zdravotnickych materidlov s maximalnou vyskou uhrady
V8eobecnej zdravotnej poistovne.
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18. Zmluvné strany sa dohodli, ze pohladavky, ktoré vzniknu dodavatelovi z tohto zmluvného vztahu, dodavatel nie je
opravneny postupit tretim osobam bez predchadzajuceho suhlasu objednavatela. Postupenie pohladavok bez
predchadzajuceho suhlasu objednavatela je neplatné. Suhlas diznika je platny za podmienky, Ze bol na takyto ukon udeleny
predchadzajuci pisomny suhlas MZ SR. Suhlas diznika s postipenim pohladavok veritela nie je potrebny pri postupeni
pohladavok v lehote splatnosti a 60 dni po lehote ich splatnosti.

2.4 Prilohy opisného formulara Zmluvy:

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:
Stat: Slovenska republika
Kraj: Banskobystricky
Okres: Banska Bystrica
Obec: Banska Bystrica
Ulica: Cesta k nemocnici 1

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

3.3 Maximalne Objednavatelom pozadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: ks
Poiavdova.né maximalne 650,0000
mnozstvo:

3.4 Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronického trhoviska verzia 3.7, u€inna zo dna 2.8.2021 , ktoré tvoria neoddelitelnd
prilohu tejto Zmluvy.

IV. Zmluvna cena
41 Celkova maximalna cena plnenia podla ramcovej dohody bez DPH: 152 750,00 EUR
4.2 Sadzba DPH: 20,00
4.3 Celkova maximalna cena plnenia podla ramcovej dohody vratane DPH: 183 300,00 EUR

V. Zaverec¢né ustanovenia

51 Tato Zmluva bola uzavreta automatizovanym spésobom v ramci Elektronického kontraktacného systému a v zmysle
Obchodnych podmienok elektronického trhoviska verzia 3.7, G¢inna zo dfia 02.08.2021, ktoré tvoria jej prilohu ¢&. 1.

5.2 Téato Zmluva nadobuda platnost diiom jej uzavretia a U€innost za podmienok definovanych v Obchodnych
podmienkach elektronického trhoviska uvedenych v bode 5.1 tejto zmluvy.

5.3 Tato Zmluva vratane jej priloh predstavuje uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

5.4 Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav trhoviska.

5.5 Tuto Zmluvu bude mozné menit’ a dopliat za podmienok stanovenych prislu§nymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaneho dodatku podpisaného oboma zmluvnymi stranami.
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5.6 Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronického trhoviska verzia 3.7, u¢inna zo dia 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220222170

V Bratislave, dria 01.04.2022 09:08:01

Objednavatel:
Stredoslovensky Ustav srdcovych a cievnych choréb, a.s.
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
MEDLINE MEDICA SLOVAKIA, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220222170

Zakazka

Identifikator 720222170

Nazov zakazky Autotransfuzny set

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/321268
Dodavatel

Obchodny nazov MEDLINE MEDICA SLOVAKIA, s.r.0.

ICO 35727578

Sidlo Kopc¢ianska 92, Bratislava, 85203, Slovenska republika
Datum a Cas predlozZenia 21.3.2022 8:05:31

Hash obsahu navrhu pinenia HIzVYQ24EAQi9Ds5YOB+0vM1RMgn67Wt+mDOBxi0C6s=

Dodavatelom uvedeny popis viastného navrhu plnenia:
V prilohe prikladame:

Funkéna a technicka Specifikacia PZ

Rozpocet PZ

Katalog PZ

Prilohy:

Popis PZ.PDF (Funk&na a technicka Specifikacia)
Katalog PZ.PDF (Katalog PZ)

Rozpocet PZ.PDF (Rozpocet PZ)
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COLLECTION & PROCESSING

XRES BLoob COLLECTION RESERVOIR

Thé reservoir which sets the standards of blood
collection to the highest levels

HIGH CAPACITY AND FILTRATION QUALITY
@ 4-liter capacity
@ Advanced, multi-layer filtration system, with:

= Internal defoaming polyurethane layer (30 ppi)

= Intermediate woven, non-woven filter (40 um)

= External screen (120 ym)

SMART MOBILE STABILITY

@ New locking mechanism to firmly secure the reservoir
to the holder

® 360° reservoir rotation capability within the holder

® Separate holder available for use with IV pole and

vacuum regulator

CLEAR ALL-AROUND VISIBILITY
@ Transparent, flat body to allow constant monitoring of the

collected blood

® Transparent, flat lid to allow visibility inside the inner filter








BROAD FLEXIBILITY

@ Three 1/4” suction ports, for the
collection of blood both intra-
operatively and post-operatively: 45°
angled, to prevent occlusion from debris
produced during surgery

® One 3/8” suction port, for intra-operative
procedures where a 3/8” aspiration and
anticoagulation line is used

@ One filtered and one non-filtered luer lock
port, for blood transfer or drugs administration

HIGH SAFETY FEATURES
@ Self regulated pressure relief valve
® Safe overflow level valve

TOP-outlet BOTTOM-outlet

BA TN

TWO CONFIGURATIONS AVAILABLE

® XREs T Blood Collection Reservoir
= Top outlet connection to the bowl
= Quick reinfusion port for immediate
transfusion of non-processed blood
in case of extreme emergency
® XResB B‘Iood Collection Reservoir
= Bottom outlet connection to the bow!
= Reservoir outlet clamp included

COLLECTION
& PROCESSING

MobuLAR &
ALL .IN ONE SoLUTIONS

MIsCELLANEOUS
COMPONENTS

CLINICAL
APPLICATIONS







CoLLEcTIoN & PROCESSING

XTRA BowL

INCOMPARABLE FLEXIBILITY OF UsE

The most complete range of bowl sizes to face all operational situations:

XTRA BowlL 55

The smallest bowl for minimal bleeding

| The Latham bowl which sets the standards of blood
processing to the highest levels

Minimal Bleeding Orthopedic Surgery
Small Size Patients
Pre-operative Sequestration (PPP/PRP)

B X7RA BowL 125
The standard bow! for low bleeding

Orthopedic Surgery (Total Joint Replacement)
Obstetric Surgery
Pre-Operative Sequestration (PPP/PRP)

B X7rA BowL 175

The intermediate bow! for medium bleeding

High Bleeding Orthopedic Surgery (Revisions)
Low Bleeding Cardiac Surgery (Mini-Bypass) l

Cardiovascular Surgery

B X7RA BowL 225
The largest bowl for high bleeding

Cardiovascular Surgery (Bypass, Abdominal Aortic Aneurysm) ‘
Emergency & Trauma
Transplant








COLLECTION
& Processing

EASY, FAST AND SAFE SETUP
@ Innovative disposable design:
= New XTRA BowL design, with no bottom ring, for
quick 360° snap-in mounting onto the centrifuge
plate
= New one-hand mechanism for locking/unlocking
the bowl to/from the centrifuge arm
= New cartridge and tubing design, to ensure
straightforward setup
= Lid-guided tubing positioning into seat when
closing the clamp lid
= Automatic pump loading/unloading at the
beginning/end of case

ALL IN ONE SoLUTIONS

MobuLAR &

HiIGH QUALITY WITH
THE OPTIMIZED PROTOCOL

® Optimized protocol (Popt), to
achieve high hematocrit, red
blood cell recovery rate and waste
contaminants removal rate with the
XTRA BowL 55 or XTRA BowL 225

FAST PROCESSING WITH
THE STANDARD PROTOCOL

® Standard protocol (Pstd), to achieve
the fastest processing times
(comparable to the Baylor Bowl
250ml) with the XTRA BowL 225

g
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CLINICAL
APPLICATIONS








COLLECTION SET (TX, TX CARDIO, BX OR BX CARDIO) ;

MODULAR & ALL IN|

\
\\

Provides XRES reservoir and related items to collect blood recovered from intra-operative field . 1

or post-operative drains

CONTENT ADVANTAGES INDICATIONS ‘
= XRES T Blood Collection = Modular solution where each item = Standard configuration:
Reservoir (or XRES B Blood is packed and sterilized separately, orthopedic surgery,
Collection Reservoir) allowing a cost effective stand-by spinal surgery, other non- ’
= AAL Aspiration and strategy: collect first and process later cardiac applications (e.g.,
Anticoagulation Line = Separate holder available to use XRES cardiovascular, obstetrics,
= VEL Vacuum Extension Line on IV pole and with vacuum regulator urology)
= Cardio Kit (only in Cardio = Available in standard and cardio = Cardio configuration: cardiac
configuration) configurations (with Cardio Kit) applications

PROCEDURE SET (TX CaArDIO OR BX) (55, 125, 175

Provides XRES reservoir, XTRA Bowl and all the necessary components to collect and process the blood

recovered from the‘in'tl;\aioperative field or post-operative drains

CONTENT ADVANTAGES INDICATIONS
= Collection Set = All-in-one solution for blood collection = Cardiac surgery
(TX Cardio or BX) and processing = Abdominal/aortic aneurysm
= Bowl Set X = Suitable for all surgical conditions with = Emergency and trauma
(55, 125, 175 or 225) 4-liter reservoir and 4 bowl sizes = Transplant

= Integrated solution to connect the
oxygenator to the XRES reservoir
with Cardio Kit (only available in
Procedure Set TX)








NE SOLUTIONS

BoOwL SET X (55, 125, 175 or 225)

Provides XTRA BowL and related items to process the blood recovered from the intra-operative fi
post-operative drains or separate hemocomponents in pre-operative sequestration procedures

ALL IN ONE SoLuTions

MobuLArR &

CONTENT ADVANTAGES INDICATIONS

= XTRA BowL with pre-connected = Flexibility with 4 bowl sizes = Intra-operative an
color-coded tubing and cartridge suitable for minimal, small, processing

= Pre-connected BRB1 Blood medium and high bleeding = Pre-operative seque
Reinfusion Bag (1 liter) >

New bowl, tubing and cartridge

= Waste Bag X (10 liters) design for easy, fast and safe

setup

MisCELLANEOUS
COMPONENTS
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CLINICAL








MISCELLANEOUS CO

CARDIOVASCULAR
SURGERY

CARDIO KIT

Includes all the adaptors, components and lines to connect

the oxygenator to the autotransfusion system to recover

and process the blood during and post bypass

TANDEM RESERVOIR “Y”

3\ Allows the connection of two XRES reservoirs to the XTRA
system in procedures where large volumes of blood need
@ : 0’ . to be recovered and processed

ORTHOPEDIC SURGERY

FLuiD COLLECTION BAG FOR
ORTHOPEDICS
Designed to collect the blood lost during orthopedic

operations, such as hip replacement/revision, and transfer
it to the XRES reservoir through a preconnected aspiration

and anticoagulation line. The 45 cm long adhesive strip
suits any kind of wound size

4-WAY ADAPTERS™

Connect patient drain tubes of various diameters to the
aspiration & anticoagulation line during post-operative
blood collection. Available with Iuef-locks or with
multidiameter adapters. -3 .

WOUND DRAINAGE “Y” CONNECTOR
Used to connect either one or two orthopedic wound
drains (sizes 1/8”, 3/16” or 1/4”) to the suction assembly.

Step-down “Y” connector with 1/4” capped connector.
Available also with pre-connected aspiration and
anticoagulation line
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MPONENTS

PRE-OPERATIVE
SEQUESTRATION

SEQUESTRATION SET X
Intended for pre-operative sequestration (PPP
and PRP) with transfer bag technique. To be
used in combination with a Bowl Set X

-GocclA FILTERS*

MISCELLANEOUS

AAL ASPIRATION AND
ANTICOAGULATION LINE

Allows aspiration and anticoagulation of the blood
coming from the operative site, collecting it into the
reservoir. A double woven non-woven layer protec
sterility when passing the line into the sterile field. Vario
diameters available: 1/4”, 1/4” — 3/8”, 3/8”

BRB1 BLOOD REINFUSION B
Designed to collect 1liter of concentrated RBCs d
blood salvage procedures

WAsSTE BaG X
Used in connection with the Bowl Set X, it colle
10 liters of waste fluids during processing

MisCELLANEOUS
COMPONENTS

Designed to effectively remove microaggreg t
protect the patient pulmonary micro-circul
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75220 XTRA Equipment 230V 50Hz Version

1
e 75221 Xtra Equipment 110V 50Hz Version 1
28020 Country Box "I" 1
28021 Country Box "F" 1
28022 Country Box "E" 1
ALRROC B 28023 Country Box "D - A" 1
28024 Country Box "GB - IRL" 1
28025 Country Box "NL - B - CH" 1
Xe 75306 Xvac Vacuum Pump 220V Version 1
75307 Xvac Vacuum Pump 110V Version 1
65643 Printer Cartridge & Paper Roll Kit 1+4
A i 65696 Centrifuge Well Fluid Container 1
65666 Vinyl Cover For XTrRA 1
65714 Xvac Trap 1
04254 Procedure Set Tx/55 3
04255 Procedure Set Tx/125 3
04256 Procedure Set Tx/175 3
Procediie ot 04257 Procedure Set Tx/225 3
04261 Procedure Set Bx/55 3
04262 Procedure Set Bx/125 3
04263 Procedure Set Bx/175 3
04264 Procedure Set Bx/225 3
04258 XRres T Blood Collection Reservoir 6
04259 XRres B Blood Collection Reservoir 6
XREes Blood Collection Reservoirs, 04260 Collection Set Tx 6
Collection Sets 04266 Collection Set Tx Cardio 6
& Holders 04265 Collection Set Bx 6
04267 Collection Set Bx Cardio 6
04272 XrEes Blood Collection Reservoir Holder 1
04250 Bowl Set X/55 6
Bowl Sets 04251 Bowl Set X/125 6
04252 Bowl! Set X/175 6
04253 Bowl Set X/225 6
Sequestration Sets 04015 Sequestration Set X 40
04016 Y Reservoir Adapter 100
Blood Sampling Kits For Quality 04270 Reservoir Outlet Clamp XRres B 12
Assurance 04271 Reservoir outlet "Y" Xres B 12
007016000 Blood access sampling adapter 25
04128* 4-Way Multidiameter Adapter 20
i s 04059* 4-Way Adapter With Luer Lock 20
WounaDrainage Kits 007115000 Wound Drainage "Y" Connector 25
007116000 Wound Drainage "Y" Connector With Dual Lumen Suction Line 10
Suction Assemblies 04137 AAL Aspiration And Anticoagulation Line 4" 10
04196 AAL Aspiration And Anticoagulation Line %4”-3/8” 10
04197 AAL Aspiration And Anticoagulation Line 3/8” 15
04269 Waste Bag X 10
Miscellaneous Processing 04133 Cardio Kit 60
Components & Adapters 04028 VEL Vacuum Extension Line 50
04129 Bag Adapter 80

04152 Fluid Collection Bag For Orthopedics 12 o

04058 Tandem Reservoir “Y” 20 g

09085 40Um Goccia Filter 12 <

oroe e 09086 20Um Goccia Filter 12 3

09087 5 . 20Um Goccia Filter With Infusion Line 6 5‘5'32
09088 40Um Goccia Filter With Infusion Line 6 e

22

0123 According to Annex Il (Full Quality System) of
MDD 93/42/EEC as amended by directive 2007/47/EEC

The Sorin Group lfalia Quality

System complies with:
EN IS0 13485:2003/AC:2007

MANUFACTURER:

SORIN GROUP [TALIA S.R.L.

VIA STATALE | 2 NORD, 86

41 O37 MIRANDOLA (MO) ITALIA
TEL.: +39.0535.2981 |
FAx: +39.0535.25229
INFO.SORIN-CP(@SORIN.COM

SORIN

AT THE HEART OF MEDICAL TECHNOLOGY

MANUFACTURER:

SORIN GROUP DEUTSCHLAND GMBH
LINDBERGSTRASSE 25

D-80939 MUNCHEN GERMANY
TEL: +49.(0)89.32301.0

Fax: +49.(0)89.32301.555

*Not Available In US And J

WWW.SORIN.COM
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