©OFAEPAABHAS CAYKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMSI
(POCSAPABHAA3OP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHHE

HA MEAMLIMHCKOE U3AEJIUE
ot 18 aBrycra 2010 romza Ne ®C3 2010/07684

Ha MeIuImHCKOE Ha3Iele
Benomorarenbnoe 060py/ioBaHHe I MOHHTOPa napaMeTpoB kposu CDI

Hacrosimee perucTpainoHHOe yIOCTOBEPEHHE BBIIAHO

"Tepymo Kapauosackyiap Cucrems Kopnopeiimu', CIIIA,

Terumo Cardiovascular Systems Corporation, 125 Blue Ball Road, Elkton, Maryland
21921, USA

[IpousronuTens

"Tepymo KapanoBackymap Cucrems Kopnopemmi" CIIIA,

Terumo Cardiovascular Systems Corporation, 125 Blue Ball Road, Elkton, Maryland
21921, USA

MecTo npou3BOACTBA METUIIMHCKOTO W3/IEITHSI
CM. MPHJI0KEHHE

HoMep perucTparuonHoro gocke Ne 28841 ot 06.05.2010

Bun MmegunmaCcKOr0 H3AemUs -

Kunace IIOTCHITHAJIBHOI'O pHCKa IIPUMCHCHHS METUIITUHCKOTO H3/IC/THA 3

Koz O6mepoccuiickoro kmaccuduraropa mpoayKIuu I MeauiMHCKoro u3genus 93 9800

I_-Iacmamee peTHCTpaIIHOHHoe YAOCTOBECPECHHE HMEET IIPHUIIOKEHUEC HaA 1 mucte
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AOMYIIEHO K 00pPalIeH IO Ha TeppHTopm R@o HHCKO
PyxoBogurenn ®enepaabHoii cnymﬁbr‘ et
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- KOnusa

@EA,EPAABHAH CAYXKBA 110 HAA3OPY B COEPE SAPABOOXPAHEHMH
- (POCS/_\PABHAASOP) ,

-  MIPUJIOIKEHUE =
K PEFHCTPAHHOHHOMY Y,C[OCTOBEPEHH}.

HA MEAULIMHCKOE U3AEJIUE .
~ or 18 arrycta2010rona  Ne ®C3 2010/07684 =

‘Ha Me,uuunncxoe H3Jeiue =

BenomorartenbHoe oﬁopynonaﬂue s MOHHTOpa napaMeTpoB KPOBH CDI
1. Kroseta CDI H/S Cuvette.

2. Naruuk myntupyromuii CDIS10H.

3. JIunus o6xonnas msa mynTupytoniero gaturka SHUNT BYPASS LINE.
4. Bymara 1uist IpUHTEDA.

- MecTo mpoH3BOACTRA! '
1. Terumo Europe N.V., Researchpark Zone 2 Haasrode, Interleuvenlaan 40, 3001 Leuven
Belgium. o
2. Terumo Cardiovascular Systems Corporation, 6200 Jackson Road, Ann A;rbor MI 48103 -
USA. : -
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IIpuxasom ot 19 Hos6ps 2015 roma Ne
TeppuTopun Poccuiickoit (Dezxepauun ;
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