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000 "35601T MGoperopsn *
125171, Mocune, AenrPaackoe woces,
A16A, crposme 3, GU “MeTponomc”

Abbott iz
: Sanc: {495) 268 42 81

B @enepannnyio cayxly no Haa3opy
B cdepe 3APABOOXPAHCHHA
109074, r. Mockesa,

CaasaHckasg ni., A. 4, crp.1

000 «3660T1T JI36opaTopHs» HACTOALIMM A3ET NMOACHEHHE, OTHOCHTENBHO PETHCTPHPYEMONO MEAMLWHCKONO H3fiehns «CHCTEMa HMANAHTALMH
TPAHCKATETEPHOTO a0PTANLHOIO Knamnaxa Navitor», B BAPHAHTAX HCTIONHEHHA.

Tponaeogurens - Abbott Medical, ycnemno npomest neppHYHOE HHCTIEKTHPOBAHHE NPOH3BOACTEA B COOTBETCTBHH ¢ TPeGOBAHHAMH HAX3OPHBIX
OpraHOB, YTO NOATBEPXKACHO OTYETOM O pe3yJIbTaTax NepBHYHOrO HHCNeKTHpoRaHus nponssoacTsa Ne UI1-24-157 or 12.08.2024r., Bupantoro ®I'BY

«BHHUHUMT» PocaapasHaazopa.

B Xoge HHCNCKTHPOBAHHSA, Taxke OnU1 PacCMOTPeH M MPH3HAH, COOTBETCTBYIOMMM TPEOOBAHMAM CTAHZAPTOB, YCTAHOBNCHHHIM JUIA
MEAMLIMHCKHX H3RENKH, THI W MAPKHPOBKA TPAHCIIOPTHOH YNAKOBKH.

OcHoBHEE TPeGOBAHHA K TPAHCTIOPTHON YNakoBKe BKMOYAlOT obecnieueHHe LEJIOCTHOCTH, CTEPHABHOCTH (€C/IH MPHMEHHMO), & TAKKE 3AlHUTY
OT BHEUIHHX BO3JICHCTBHA H NOBPEKACHMH BO BpeMA TPAHCIOPTHPOBKH W XPAHEHHS.

OTCYTCTBHE MAPKHPOBKH HA PYCCKOM A3LIKE Ha TPaHCNIOpTHOH ynakoBke He BAHACT Ha BHINOJNHEHHE BRIIICYKAZAHHBIX TPeOOBAHHH W He CHIXAET
ypoBeHb (6e30NnacHOCTH H KauecTBa 3SR

MapKHpOBKA TPAHCTIOPTHOM YMAKOBKH CORCPXHT MHHHMANBLHYI0O HHOOpMAWMIO (MAHHNYJAHOHHBIE CHMBONE), HeOOXOmMMYI0 A
obGecnieuesns 6e30naCHOCTH U 3P PEKTHBHOCTH METHLMHCKHX U3ACNH NPH HX TPAHCTIOPTHPOBAHMH H OGpAIICHKH.

Vkazanne HAHMEHOBRHMA MEAHLHHCKONO H3ACHHA M APYTMX HACHTHPHUMPYIOMMX NPH3NAKOB HA TPAHCTIOPTHON YNAKOBKE MEIMLMHCKHX
H3ACNUH He ABNAETCA 00A3aTENbHEIM TpeGoBaAHHEM,

Pasmep TpaHcnopTHol YNakoBKW MOXKET BapbHPOBATLCA B 3ABHCHMOCTH OT O0heMa 3aKasa, 4TO CrocobCTBYET ONTHMU3ALHH IOTHCTHYECKHX
MpOLIECCOB H CBOSBPEMEHHOMY ofecnieueHHIO KTHHUK Heo0X0auMOoN MpoxyKiHeii.

Taxxe, B COOTBETCTBHH ¢ TPeOOBAHHAMH, NPA NOCTABKE HA TeppHTOPHIO PO B enax ofpamenns pAIOM ¢ OPHIHHAIBHON MAPKHPOBKOH, HO, He
nepeKpuiBas 8, NoTpeGHTEeNsCKas YNAKOBKA KAKAONO SMEMEHTa, BXOAAIErO B COCTAB «CHCTEMH WMNNIAHTALMH TPAHCKSTETEPHOIO A0PTAILHOTO
KnanaHa Navitor» 4 HHANBHAYANBHAA YNAKOBKA CHCTEM AOCTABKMU/3aTPY3KH JOTIOANHTENBHO MAPKHPYETCA JOKANLHEIM CTHKEPOM.
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000 3660TT /1abopatopus
125171 MockBa JleHWHrpagCcKoe Lwocce
0.16A cTpoeHue 1 BL Metpononuc

g Abbott e

TpaHcKaTeTepHbIli aopTaribHbI KrarnaH Navitor MapKupyeTcsi /ioKa/bHbIM CTUKEPOM /10 YPOBHSI MOTPEBUTENBCKOM YaKoBKN BO U3GeXaHMe
HaPYLLEHVSI CTEPUIBHOCTU U LIESIOCTHOCTM.

[Mpr NPOXOXKAEHW TaMOXKEHHOIO OCMOTPA WM MHBIX MPOBEPOUHBIX MPOLEAYP TPAHCTIOPTHAs YNaKoBKa BCKPLIBAETCS Y MPOBEPSIETCA Hanume
MapKMPOBKY/ Ha PYCCKOM $13bIKE Ha MOTPEOUTENbCKOM YMakoBKe KaXkKaoro MeavLMHCKOIO U3aenmns.

CnepyeT Takke OTMETUTb, YTO B OfHOW TPAHCMOPTHOM YMaKoBKe MOMYT HaxOgMTbCH Pas/iMyHble MeAVILMHCKME W3Lenns, TaK KaK 3aKasbl
(hopMMPYHOTCS MHAVBUAYa/IbHO MOJ, KaXKA0e MeAVLIMHCKOE YUPEXaeHNE.

MeHemkep Mo perynATopHbIM BOMPOCam
000 «3660TT J1a60paTopn3»
Mo posepeHHocTU Ne 77A[ 3225473 ot 13.04.2023 T. Kucenesa A.A

" " 2024r.
M.IM. (Moanucy)
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CucTemMa UMnNaaHTauumn TpaHCKaTETEPHONo aopTasibHOro KnanaHa Navitor.
AopTanbHblii KnanaH Navitor, pasmep 23 MM.
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CHcTeMa HMILIAHTALMH TPAHCKATETEPHOr0 aopTaabHOro kaanana Navitor.
AopraabHblii kaanan Navitor, pazmep 27 Mm.
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Cuctema nmnnaHTaumm TpaHCKaTeTepmoro aopTanbLHoOro knanaHa Navitor.
AopTanbHbli KnanaH Navitor, pasmep 29 mm.
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CucTeMa HMILIAHTAIMH TPAHCKATETEPHOTO a0PTANLHOIO Kjaanaua Navitor.
_Aopranbuslii kaanan Navitor, pasmep 25 mm. Hnausuayaibnas ynakoBka.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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YZ-n -c.
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Cuctema nmniaHTauum TpaHCKaTETEPHOro aopTasibHOro KnarnaHa Navitor.
AopTa/ibHbIn KnanaH Navitor, pasmep 11 Mm. VHAMBUAYya/ibHas yrakoBKa.

M T,

Navitor”?

d

1Mi

10
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CucTrema HMIIAHTAIHE TPAHCKATETEPHOI'0 A0PTA/ILHOro Kaanana Navitor.
AopTagabnslii kaanan Navitor, pasmep 29 mm. Hnausuayaibnas ynakoska.




Cuctema nmnnaHTaymm TpaHCKaTeTepHOro aopTasbHOro KnanaHa Navitor.
AopTanbHbIii KnanaH Navitor, paamep 23 MM. HAMBUAyanbHas ynakoBKa, Bui c6oky. MapKnpoBKa.

Navitor ™N

[ganscatheter Heart vgj®

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

17,



CucTtema nMmnnaHTaunum TpamckaTeTepuoro aoptanbHOro KianaHa Navitor.
AopTanbHbin KnanaH Navitor, pasmep 25 mM. MHAMBUAYanbHas ynakoBKa, BUg c6oky. MapKunposka

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CucTeMa UMNNaHTaUMM TpaHCKATeTePHOro aopTasibHOro KnanaHa Navitor.
AopTanbHblli knanaH Navitor, pasmep 27 mm. HANBWAYanbHas ynakoBKa, Bug c6oKy. MapKrpoBKa.

Navitor™

NVTR-27

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Cuctema vmMniaHTauumy TpaHCKaTeTEPUOro aopTasibHOro KnanaHa Navitor.
AopTasibHbI KnanaH Navitor, pasvep 29 MM. MHAMBMaYyasibHas ynakoBKa, BUg C60Ky. MapKnpoBKa.
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Cuctema MnnaHTaumMm TpaHCKaTETEPHOro aopTa/ibHOro KanaHa Navitor.
AopTasibHbI KnanaH Navitor, pasmep 23 mMm. IHanBUAyasibHas yrnakoBka, Bufj cooky. MapKupoBka.

o/

**1)05415067031570
«1260529(21)19981850

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTema umnnaHTauumn TpaHckaTeTepHOro aopTanbHOro knanaHa Navitor.
AopTanbHblii KnanaH Navitor, pasmep 25 MM. HauBMUAYanbHas ynakoBKa, Buj c60Ky. MapKupoBka.
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CucTemMa MMMMaHTauMy TpaHCKaTeTEPHOro aopTasbHOro KnanaHa Navitor.
AopTanbHblii kKnanaH Navitor, pasmep 27 Mm. VIHAMBMUayanbHasi ynakoBKa, Buf c60Ky. MapKupoBKa.

(01)05415067031594
(17)260821 (21)2003745<1
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CHcreMa MMILIAHTALIHH TPAHCKATCTCPHOIO A0PTAJILHOIO KJallaHa Navitor.

AopTaabhblii kaanan Navitor, pasmep 29 mm. UnansuayaabnHas ynakoska, BuA c6oxy. Mapkuposka.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

19




Cuctema MMniaHTaLmMy TpaHCKaTETEPHOro aopTasibHOro KnarnaHa Navitor.
AopTasnibHbIn KnanaH Navitor, pasvep 23 Mm. MHAMBMAYyanbHas ynakoBKa, BuA CO0Ky. MapKnpoBKa.

HG30 600113260

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTeMa MMNNaHTaUMmn TpamcKaTeTepmnoro aopTasibHOro KnanaHa Navitor.
AopTanbHblii knanaHd Navitor, pasmep 25 MM. MHAMBUAYyanbHas ynakoBKa, Bua c60Ky. MapKupoBKa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTema MMniaHTaumMm TpaHCKaTeTEPHOro aopTasibHOro KnianaHa Navitor.
AopTanbHbIn KnanaH Navitor, pasmep 27 mm. VIHanBmayanbHasi ynakoBKa, Bug e60Ky. MapKnpoBKa.

N 2797
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CucreMa HMILIAHTALHH TPAHCKATCTCPHOTO A0PTAJILHOro Kjaalana Navitor.

Aopraabubiii kianan Navitor, pasvep 29 mm. MnanBuayaibias ynakoska, Bua cooxy. Ma

‘HPOBKA.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTtema MmnnaHTauym TpaHCKaTETEPHOr0 aopTaUibHOro KianaHa Navitor.

AopTanibHbIi KnanaH Navitor, pasvep 23 Mm. IHanBMayanbHas yNnakoBKa, BuA cBepxy. MapKnpoBKa.

Navitor™
Transcatheter Heart Vah”

lrefl NVTR-23

Pat. http://www.abbott.oom/patents

-

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTtema nmnnaHTauum TpaHCKaTETEPHOI0 aopTa/iIbHOro K/ianaHa Navitor.

AopTanbHblin KnanaH Navitor, pasmep 27 mvm. VIHagvBuayanbHasi ynakoBKa, Buf CBepxy. MapKupoBka.

Navitor™
ITranscatheter Heart \faivel

[NLL, NVTR-27

Pat http://vvwvw.abbott.com/patents

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTema uMniaHTaUumn TpanckaTeTepHOro aopTasbHOro KnanaHa Navitor.
AopTanbHblii knanaH Navitor, pasmep 29 Mm. VIHAMBMAYyanbHaa ynakoBKa, Bua cBepxy. MapKupoBKa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucteMa MMNIaHTaLUMM TPaHCKaTETEPHOrO aopTa/lbHOro KianaHa Navitor.

AopTasibHblin KnanaH Navitor, pasmep 23 mvm. Komnnekraums.

JAbbott
Pmti~nt Idontificmtiort Curd

1
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Navitor™
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CueTeMa MMILIZHTAIHH TPAHCKATETEPHOro aopTajibHOro kaanana Navitor.

Aopraiabhbiii knanan Navitor, pasmep 25 mm. Komnaekranus.

R RPN

29




CucTema UMMniaHTaumMm TpaHCKaTETEPHOr0 a0pTasIbHOro KnanaHa Navitor.
AopTanbHbIi KnanaH Navitor, pasmep 27 mm. Komnnektaums.

r—I AMbott

Navitor a'mrmJT
iqg- «uvnlarll g wa;«H

@ HiilllHIH

nhw trtMOrHMftwwj Ll 20037460

@ mHIlliniillll

IHjoimitmii*4Y7)aein9tiaMS74ie
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CucTeMa UMNIaHTaUUM TpaHCKaTeTepPHOro aopTanbHOro knanaHa Navitor.

AopTanbHblii knanaH Navitor, pasmep 29 mMm. KomnnekTtayus.



CueTeMa HMILISHTAUHH TPAHCKATETEPHOTO A0PTANLHOIO Kianana Navitor.
Aopranvunili kaanan Navitor, pasmep 23 MM, B ynaxkoBke ¢ JBYMS BCTPOSHHLIMH MHAHKATOPAMH Temuepatyphi. IloTpebureabckan
YNaKoBKAa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CuctemMa umnnaHTauum rpanckaTeTepHoOro aopTanbHOro knanaHa Navitor.
AopTanbHblii KnanaH Navitor, pasmep 25 MM, B yakoBKe C ABYMS BCTPOEHHbIMWU UHAMKATOpaMn Temnepatypbl. MoTpebutensckas
*'[TaKOBKa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CHcTeMa MMIJIAHTALMH TPAHCKATETEPHOro aopTaibHOro kiaanaua Navitor.
AopraabHbiii knanan Navitor, pasmep 27 MM, B yniakoBKe ¢ AByMsl BCTPOSHHBIMH HHAHKaTOpamMH TemnepaTypsl. [lorpeburennckasn
yMaKoOBKa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTemMa MMNIaHTaLymM TpaHCKaTeTePHOro aopTasibHOro KnanaHa Navitor.
AopTarnbHblii KnanaH Navitor, pasmep 29 MM, B YNaKOBKe C ABYMS1 BCTPOEHHbIMM MHAMKATOpamy Temueparypbl. [oTpebutenbckas
ynaKoBKa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTeMa UMMMaHTaLMKM TpaHCKATETEPHOro aopTasibHOro KnanaHa Navitor.
AopTanbHbIi KnanaH Navitor, pasmep 23 MM, B yNaKoBKe C [ByMsi BCTPOEHHbIMW MHAMKAaTOpamu TeMnepaTypbl. MoTpebrTenbeKast
yrnakoBKa, By cnepean. MapKrpoBKa

rr 1LI-I|I_I_I

Abbott ,: mm

Navitor™ IAORTICI
jTranscatheter Heart Valve]
| 2 X500 ml X10 sec
(01)05415067031570(17)260529(21)19981350
2026-05-29 [SN l&%ﬁ}?

1 Iref] NVTR-23
9106968
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CucTeMa UMNNaHTaLUMKn TpancKaTeTepHOro aopTasibHOro KnanaHa Navitor.
AopTanbHbIi KnanaH Navitor, pasmep 25 MM, B yNaKoBKe C IByMsi BCTPOEHHbIMU UHANKATOPaMKN TeMHepasypbl. MoTpe6uTeNbLCKas
ynaKoBKa, By criepean. MapKunpoeka

3  Abbott s TT

Nav'torTM JAORTICI

iTranscatheter Heart Valve!

2x500mIx10s0c

(01)054150670315e7(17>261Q22f21}2010eei

2026. 10-22 r~ ( 20108611

iBBFj NVTR-25 o
10077693
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CucTema MMNIaHTaUMM TpaHCKaTeTEPHOrO aopTasibHOro KnanaHa Navitor.
AopTanbHbIli KnanaH Navitor, pasmep 27 MM, B yNaKOBKEe C IByMSI BCTPOEHHbIMW MHAMKaTOpamn TemnepaTypbl. [oTpebuTenbcKas
ynaKoBKa, B/ criepean. MapKnpoBKa

a. Abbott 27 mm

NaV|t0rTM IAORTICI

\Transcatheter Heart Valve]

2 X 500 ml X 10 sec

LI M .

(01)05416067031664(17)260821 (21>20037450

20037450

2\ 2026-08-21 s b ik

iM Flj NVTR-27 HIHIPI
9235570
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CucteMa vmMniaHTauumy TpanmcKaTeTepHOro aopTasibHOro KnanaHa Navitor.
AopTanbHbIii KnanaH Navitor, pasmep 29 MM, B YNaKOoBKe C ABYMSI BCTPOEHHbIMM MHANMKATOPamMn TemnepaTtypbl. INoTpedbuTenbcKas
ynakoBKa, Buj crnepean. MapkupoBka

a Abbott 29 mm

NaVItOrTM IAORVCI
jTranscatheter Heart Vahrel
2 x 500 mix 10 sec A
(OI)0541S0e7031600(17)2S0716{21>20030350
2§ 2026-07-ie (sNj 20030350

tn.(ll\/l [1Ffl

lbefl NVTR-29
9t80291
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CucTtema MMnIaHTauMmM TpaHCKaTETePHOr0 aopTa/IbHOIo KiarnaHa Navitor.

AopTa/ibHbIN KnanaH Navitor, pasMep 23 MM, B YNaKOBKe C ABYMSI BCTPOEHHbIMM MHAVMKATOpamu TeMrepaTypbl. [oTpebuTenbeKas

a ..

0 6B

g

a7

'STEWUelLcl |STEB»4 *1

20234)5-30

i 4
Abbott MMitcal

177 County Rnab B E ttt
St. Paul, MN 55117 USA
+1 785831
+1 851 756 5833

ProdLet of Coeia ke
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EC REP

Abbott HtodIcAl

Tho Corporate Village
Da VincMaan 11 Bo* PI
1S35 Zaventem
Belgium

+3227746Q 11

yNaKoBKa, Buf cnpasa. MapKupoBKa

23 mm

CE

2797

Abbott Metttcar Co«ta
RIcB Urnltnda
EdHicio *4 4.

Calle 0,Av*. 2

2"~B Franca Coyol

El Coyol, AlejusiB

Costa Rica
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CucTeMa MMIIAHTALHH TPAHCKATETEPHONO A0PTAALHOTO Kaanana Navitor.

Aopraasuniit kaanan Navitor, pazmep 25 MM, B yNakoBke ¢ ABYMS BCTPOSHHLIMH HHAHKATOPaME TemnepaTypbl. [loTpebnrenscras
ynaxoBKa, Buj cnpasa. Mapxuporka

\ e ) & )|
L&D o] 20281020

R 3

. Aol Madiced Jbwolt. Wedical Abbokt Medioa) Coste
{ TCounyRoad B Gast  The Comorsie Viiage s Limiinds

i Mss4Tansy 1006 Zaveniem o 2

x ¥ 651 708 2083 Balghen mg'nnum
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Cuctema nmnnaHTaLMn TpaHCKaTETEPHOro aopTasbHOro knanaHa Navitor.
AopTanbHbIn KnanaH Navitor, pasmep 27 MM, B yNaKoBKe C IBYMsi BCTPOEHHbIMU MHAMKATOpaMu TeMnepatypbl. MoTpebuTenbckas
ynakoBKa, Buj cnpasa. MapKnpoBKa

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucreMa UMILIAHTAIHH TPAHCKATETCPHOI'O AOPTAJBLHOI'O K/IANAHA Navitor.

Aopranbisiii Knanau Navitor, pasmep 29 MM, B yNaKoBKe ¢ IByMsl BCTPOSHHBIMH HIAHKATOpamMH TemniepaTypsi. HloTpeburennckan

YNNAKOBKa, BH/1 clIpaBa. Mapxupomca

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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CucTema umnaaHTaLum TpaHCKaTeTEPHOro aopTasnbHOro KnanaHa Navitor.
AopTanbHblii knanaH Navitor, pasmep 23 MM, B yNaKoBKe C ABYMSI BCTPOEHHbIMW UHAMKATOpaMu TeMnepaTypbl. MoTpebuTenbckas
yrnaKoBKa, B1j cneBa. MapK1MpoBKa, UHAMKATOPbI TemMMnepaTypbl.
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CuctemMa umniaHTauum TpamckaTeTepHOro aopTasibHOro KianaHa Navitor.
AopTanbHbIii KnanaH Navitor, pasmep 25 MM, B yNakoBKe C BYMSi BCTPOEHHbIMW UHAMKATOpaMy TeMHepasypbl. [MoTpebuTenbckas
yrnakoBKa, Buj cnesa. MapknpoBka, MHANKaTOPb! TeMMepaTypbl.
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CucTema umnnaHTaumMm TpaHCKaTeTEPHOro aopTanbHOro KnanaHa Navitor.
AopTanbHblli knanaH Navitor, pasmep 27 MM, B yNaKOBKe C IBYMSl BCTPOEHHbIMU MHANKATOPamMmn TeMnepaTypbl. MoTpebuTenbckas
ynakoBKa, Buj cneBa. MapKnUpoBKa, MHANKaATOpPbl TemMnepaTypbl.
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Cuctema nMmnaaHTaunm TpamckKaTeTepmoro aopTasbHOro knanaHa Navitor.
AopTanbHblli knanaH Navitor, pasmep 29 MM, B yaKoBKe C JByMS BCTPOEHHbIMW MHAMKaTopaMu TemrnepaTypbl. [oTpebuTenbckas
ynakoBKa, BUA cnesa. MapKnpoBKa, MHANKATOPbI TemMMepaTypbl.
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CucTemMa MMnaaHTauumn TpaHcKaTeTepPHOro aopTanbHOro KnanaHa Navitor.

AopTanbHblii KnanaH Navitor, pasmep 23 MM, B yraKoBKe C lByMA BCTPOEHHbIMW MHANKATOPaMn TemrnepaTypbl. [oTpebutenbckas
ynakoBska, Buj c3agn. Mapkunposka

a. Abbott

Navitor™
jTranscathatef Heart Valve

(bo)TlpaHClcaTBrbpHa cCbMe4dHa Knana

23 mm

(csVTranskaitdtrovd srde£nf cHkopell (cia}Transkateter-
hjerteklap (cie)Tran&katheter>Herzklappe
(el)&i0OKO6cinpiaKti KopCiaia® (JoApfOa (ee)Vdlvula
canilaca transcateter (et)Tren3kataetriNne sOdamekrapp
(1i)Tranakatotn-6yd3niappa (fr)VaK« cardiaqua
percutante <hr)TransKatoteme Brb6ana vaivula
(hu)TranszKat6teNes azhrbillentyd (it)\Alvola caidiaca
transcatatara (K)Tran6kateterin!s diidiBa voituvas
(tv)Transkatetra slrdavarstulis (Tk)TpaHckaTcTapcka
Banayna Ha cpue (nl)Transkathetertiartklep
(no)Tran6kaieter>hjertekkaff (piyzaatav” eerca
wszczepiana pnezcawnikowo (ptjVdivula caidfaca
tranacateter (ro)Vatvli cardiacd transcatater
(6k)Tranakaitatrova srdcovd chlopAa (aOTranakateteraica
arfna zaklopka (ar)Transkaitetar $rfanog zallska
(av)Kateteiburen “artklair (tr}Transkateter Kalp Kapagi
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Cuctema nmnnaHTaumn TpaHCKaTETepPHOro aopTasbHOro knanaHa Navitor.
AopTanbHblli KnanaH Navitor, pasmep 25 MM, B ynakoBKe C iBYMSA BCTPOEHHbIMU MHAMKaTOpamMu TemnepaTypbl. MNoTpebutenbckas

ynakoBKa, Buj c3agn. MapKupoBka

a Abbott 25 mm

N avitor™

iTniTttcaMwter H w tt Viaivel

(baY TpaHocareTLypHa CbneyHa Knana

(csJdTranekattitroiwi ardeftnf chlope5 {da)Tran8kateter-
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percutante (hr)Transkatetema ardarte valviita
(hu~TianszkatMaree sz”vbltlentyU (It)\*alvola cardiaca
tfanseatetere (tt)TTansl(ateterinistidies voztuvas
(Im)Trandllelrastrds varstulie (TK)TpaHckarretepcka
Banayna Ha cpuB (nl)TTans|tathieterhaitklep
tnoliTnnskalMr-hlerleiklaff <pl)ZaetenwKasaica
ynzGzeptana pizez)CswniKoWo (pt)Vaivula caidiaca
tranacatatar (ro)vah”a cardiaca transcatatar
(MTiran«kaNetrova srdcova e/tOplka (eQTranaKataterska
artnazaMcplm (w)Transkai«teftreanog zaliska
{«M)KBiteterbortfi hiSriklaff <W)Transl(ateler Kalp Kapapt
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CucTeMa UMMMaHTaLMKW TpaHCKaTeTePUOro aopTasibHOro KranaHa Navitor.
AopTanbHbIii Knanad Navitor, pasmep 29 MM, B YNaKOBKe C ByMSl BCTPOEHHbIMM MHAMKATOpamu TemnepaTypbl. MoTpebuTenbcKas

ynaKoBKa, B/ c3aan. MapKupoBKa
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CucTeMa MMMaHTaUuM TpaHCKaTeTePHOMo aopTasibHOro KianaHa Navitor.
AopTarbHbI KnanaH Navitor, Bce pasmepbl, B YNakoBKe C 4BYMsi BCTPOEHHbIMI NHAVNKATOPaMy TeMnepaTypb. MoTpe6uTebCKas

A bbott 29 mm ft
Navitor™ | Trenscathetar Heart Valvl
Ae-or-ie [IN1 20030350

(01)054isae703ie00(17)2e07ie<21)200303s0(91)e000seie3(30)01

CaOMM umAnwTaLuma Tpan«un*n|) nnbitorouunmalM tar,mufraunn Tnonmeand:
Cuamua u.;TLUTVngmmmpmaUnmntprrgom pwasamo» xaw nt MavMor, pntVRiXXlau

ANMMHT cocamt. TpaHoLLETEHL I aopratl LA/ iLumH Navtor. peaVEpXX Hvi BYTBKDESBC [ByVA
BCTPOSHHS M VHIV KTV TEVTEETY b |

Py NIXXXXX 0T XXXXXXXXT.

FP/a Yoy ADbOXt Vel (3660 Veyier), 151 Courly FreciB E Sant Paii, MSEL7, USA

ClpaHa MOVDOKIEHAT OV HaYTBKOae
Hovepro karanary (OKW): oH Hayrekoae
Cep(@): v HayrBrKoBe

YOHOCTA( S ): GV HRYTBKOBE.
%D( o% YOroaViX XoeHeH/A VI00pav(BH/A VELYLVHOKOT) VRORTVAL ML HRYTBKOBIE,
’l:llégpva.ynocmpfmmm avi Ha)riakoBie

IMPQECCTOPOKHCCTVL OV wcrmmoroﬁglvaﬂmo
PacLLdyory medv-eax oveoosavi B HHOpyetial
YI'IOJ'II/IOMOHEHHI;IVI npeacraavTenb iponsaogartens:

Thooparopvs'
125171, ropgn Mookea, LLooce SeHHpapkee, 16A cipl
Teanm: @d6bromr-s0U!
hSerAnwmiuaNaNe
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CucTeMa HMILIANTAIIHH TPAHCKATETEPHOrO A0PTAJLHOrO Kaanana Navitor.
Cucrema gocrasxu FlexNav, pasmep 18F.
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CHcTeMa BEMIVIAHTALIHH TPRHCKATETEPHOro a0pTanbuoro Kaanana Navitor,
Cucrema aoctaBki FlexNav pazme) 18F, PyxoaTka
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CucTeMa HMILIAHTAIHHE TPAHCKATETSPHOTO ROPTAALHOrO KAanaHa Navitor,
Cucrema aoctaBkH FlexNav, pasmep 19F. PyxkonTica
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Chucrema MMIIANTANMH TPAHCKATETEPHOIO A0PTAALHOTO kaanana Navitor.
Cucrema aocrabke FlexNav, pasmep 18F. JIncrannnniii konell, pentrepkoHTpacTHbiii konsx pasmep 18F.
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CucTeMa HMILIAHTAIIHH TPAHCKATETEPHOI0 a0pTaibLHOro Kaanana Navitor.
Cucrema gocrasku FlexNav, pasmep 19F. JIucraabHbiii KOHell, pEHTrepKOHTPACTHBIH KOH4YHK pa3mep 19F.
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CHeTeMa HMILIAHTALIMH TPAHCKATETEPHOTO A0PTANLEOrO kaanana Navitor.
Cucrema goctaBku FlexNav, pasmep 18F. HuausnuayasbHas yNakoBKa.
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CHcTeMa HMILIAHTAIHH TPAHCKATETEPHONO 20PTAALHOr0 Kaanana Navitor.
Cucrema aocraski FlexNav, pazmep 19F. HHaHBHAYANLHAS YRAKORKA,
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Cuctema nmnnaHTaumMm TpaHCKaTeTEPHOro aopTasbHOL10 KnanaHa Navitor.
Cuctema goctaBkn FlexNav, Bce pasmepbl. MapKUpoBKa, N0Ka/lbHbIN CTUK?
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CucTemMa UMNNaHTaLMM TpaHCKATETEPHOro aopTasibHOro KnanaHa Navitor.
Cuctema goctaBku FlexNav, Bce pasmepbl. MapKUpoBKa, NoKabHbI CTUKEY

r-Nn FlexNav™
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Abbott Mxdical

177 County Road B East
Sl. Paul, MN 55117
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600114476
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PY" NIXXXXX 0T XX XX XXXXT.

Pa3mep: cM. Hayratoeke -TTro..nh,RnertB6SainlPaul,MN55117.USA
TMpovssoayTess: AbbottMedical (36ocTT Meowiar), 1 y

C/\Ha MPOVCXOXKOEHIA: CM. Ha YTIaKoBKe

Homep no katanory (NntW) cMm. Ha yrnakoBke

Cepust HayTaKoro.

CpOKFOAHOCTM  ): OM. Ha yna««Ke. ~MLHHCKOTO V3Ae/MsI: CM. Ha yratoake.
MHhopmaumsi 06 ycnosusx xpammms n obpatue

WHopmaums o aepunbHoe”™,

Ne pbl MPEAOCTOPONKHOCTU: CM. "*NJN**

PaclumdgpoBky rpadmyecku™
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CucTeMa mnnaHTaumm TpaHCKaTeTepHOro aopTasibHOro KranaHa Navitor.
Cuctema goctaBku FlexNav, pasvep 18F. MHamMBuayanbHas ynakoBka. MapKupoBka.

piexN~""

System | ~
(*"«BTall»em "L |
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(8k)Apllka&W»y»»m (»0U « W *Istem (erjSWein:
za uvodenje (sv)Inf»ringssy8tem (tr)ltetlm Slstemi

lw « -« .aillrl flfnav-ds-sm il 10160692
107 cm O g MM
A 1 o889mm (0.035n) EQEN
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CucTtema MMniaHTaumMm TpaHCKaTETEPHOr0 a0pTasibHOro KnanaHa Navitor.
Cuctema pgoctaBku FlexNav, pasmep 19F. MHanBuayanbHas ynakoska. MapKupoBka.

~ 3 Abbott inm ran

r FlexNav™

In*r|\nmy sveM wti |

. c» Z*v4<|*c|* *M mdfgnnga<ys«em
li G)Ith «/ka tt na<tol™
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IAi¥fz»I»pon*u (hu)Felh*lvM6rM (taer ()SiM«madl
(hi)levietoian8*»«iraa
(nlPtaatsines»y»teem
(pI>Sy9>emdo8lereai*5y (p«)SiitamiInOodutot
(tldUvatBInli-tem (»t)Stcem

w X ie (V)In»ring»y*Mm (r)WIrT. Slitemi
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63NMm

(720240312 SR CZ A 2797 Mie
g FlexNa»
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CucreMa BMIJANTALME TPAHCKATETEPHOrO A0pTaNbHOrO Kianana Navitor.
Cucrema nocranki FlexNav, pasmep 18F. [lorpefurennckan ynaxoBka.
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CucreMa HMONAGHTAIME TPAHCKATETEPHOTO A0PTANLHOrO KaanaHa Navitor,
Cnacrema aoctasku FlexNav, pasmep 19F. HotpebuTenbckas yNnakoska.
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Cuctema mnnaHTauMm TpancKaTeTepmoro aopTasbHOro Kianada Navitor.
Cuctema goctaBku FlexNav, Bce pasmepbl. 103 pebu renbckas ynakoska. MapKnpoBKa, N0KasibHbli CTUKer
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CucTeMa MMMIaHTaUmMm TpaHCKaTeTEPHOro aopTasibHOro KianaHa Navitor.

Cucrtema goctaBku FlexNav, Bce pasmepbl. MoTpebutensckas yrnakoBka. MapKMpoBKa, NI0KaslbHbIA CTUKeP
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cneTMM HML »T»Ln Y TpaHekaTeT\puore aBpTanbyoro Wanana Navtor, a BapuaHTe enosmenns:
CKenMMa Mnnsan/NaHno wy e <s/nunepHmo a0PTaNIMoao knanaHatu vito f, pammp XX UM.

AMWNT cocTasa; Cuctemasoctasku RexNav, pasmep XXF
2 20251231 |lblF

PY" My XXXXX 0T XXXXXXXXT.

PB3M9p* CMi H3 yNXOBKA .
MounsBagmTelb; Abbott Medoal (3660n Megykw), 17 County Road B E Saint Paul, MN 55117, USA

CTpaHa MpoV1CX0aaagHIs:: CM, Ha YTakoBKe ]1
Homep Mo Karasory CW. Ha ynakoBke
(01)05415067031372(17)251231(10)1011

Cepust (I'£]i) cM. Ha yriakoBke.

CpoK ropHOCTU (S ); CM. Ha ynaKoBKe.
NHdopmaps 06 ycnoBusix xpaHeH!s 1 06paLLeHIst HEPULIMHCKOTO W3AENWA: CM. Ha YriakoBKe
VHdhcpm3aus O CTepubHOOMM; CM. Har 0 ak e

Mepb! TMOOTOPOXHOCTU: CM. VHCTPYKLIVIO MO N(MMBHBHIIO
PactumndpoBKy rpachmueckix OMMeonoB CM. a UHCTPYKLMM
YOMHOMOYEHHB IV MpKAoTaR1 1 TaTL. MPBMLLIOALLINBIIS;

000 *3660TT Jla6opatopu3'

125171, ropog Mocksa, Luocce NleHnnpasckoa, 16A, crp.l

Teardpakc: ¢7495)-258-42-8(y81

https TAKWWxuabbott/

abbott-rueaiaflabbotl.com
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CucTeMa HMIIAHTALHH TPAHCKATETEPHOrO aopTanbioro knanauna Navitor.

Cucrema noctaski FlexNav, pasmep 18F. Plﬂungxaumlan yNAKOBKA. Map_lcuggnlca
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CHcTeMa HMILIAHTAUHH TPAHCKATETEPHOrO a0PTANLHOro Kiaanana Navitor.

Cuctema gocraBku FlexNav, pazmep 19F. HuausuayannHas ynakoska. MapkHpoBka
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CucreMa H¥MILIAHTALINNK TPAHCKATETEPHOTO AOPTANALHOIG KJIANABa Navitor.

 Cucrema aocrasxn FlexNav, pasmep 18F. Hnausnayannuas ynaxoska. Mapkaposka
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CucTeMa BMIUIAHTAIHH TPAHCKATETEPHOTO A0pTANLHOr0 Kaanana Navitor.

Cucrema socrapkH FlexNav. 19F, bHAf xoBKa. MapkHpoBKa
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Cuctema MMnaaHTaLum TpaHCKaTeTePHOro aopTanbHOro knanaHa Navitor.
ANCAAANNAAAAK HIAM N avAMeMSFIMHHHBHHjj*ajibHai*naKOBKa”"
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CucremMa BMILIAHTROHH TPAHCKATETEPHOrO A0PTANLHOTO Knanana Navitor.
Cucrema 3arpyiku Navitor, pasmep 18F,
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Cuctema nmnnaHTaumm TpaHCKaTeTepHOro aopTasbHOro knanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 19F.
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Cuctema nmnnaHTaLMmn TpanckaTeTepHOro aoptasbHOro KnanaHa Navitor.
Cwuctema 3arpy3km Navitor, pasmep 18F. MHanMBMAyanbHasa yrnakoBKa.
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CucTtema UMNIaHTauUmM TpaucKaTeTepHOro aopTaibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 18F. HAMBUAyanbHas ynakoBKa, BUf C3aau.
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Cuctema MMMIaHTaLUMM TPaHCKaTETEPHOr0 aopTa/ibHOro kKianaHa Navitor.
Cuctema 3arpysku Navitor, pasmvep 19F. MHanBuayanbHas ynakoBKa, BUf C3aiu.
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Cuctema ymnaaHTaumMm TpaHCKaTeTeEPMOro aopTasibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, Bce pasmepbl. IHaMBMAYyanbHas ynakoBKa, BUj c3agn. JIoKasibHbIA CTUKeEP
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CucTtema MMmniaHTaumm TpaHCKaTeTepHOro aopTa/ibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 18F. HaMBUAyanbHas ynakoBka. MapKnpoBKa.
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CucteMa MnaaHTauum TpaHCKaTeTePHOro aopTasibHOro KnarnaHa Navitor.

Cuctema 3arpysku Navitor, pasmep 19F. IHaMBMayanbHaa ynakoBka. MapKupoBska.
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Cuctema nmnnaHTaumm TpaHCKaTeTepHOro aopTasibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 18F mm. MoTpebuTensckas ynakoska. Mapkunposka.
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CucTtema MMniaHTaumMm TpaHCKaTeTePHOro aopTasibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 19F. MNoTpebuTtenbckasa ynakoBka. MapKupoBKa.

1 iy

Abbott

Abbott

Navitor™

ILoiding Sy«b»m |

*ICveespex anrcictiilim
it MNLINS i4 iIMMEITKY<4SkMEMIaniM
«M MLAidiHtnni ewlelMlK"'ian}/WW \

{HItUUiaMrtnu "k)Oc&«
b

AT T Ay
iMin Hrt8istinm tibuwim> MMtxitiinMiitin ninuTiTliihm-- rt

[T

(01)064160e703eeS0(17)2512)10C»10t482N
2026-12-31

HE nNvTr-LsLG NG

Hr) 10148299

fAo
2024-01-Oe LIL\H:Eiq\ %9@
iJ Sis

tethl Abbott MMI»1
TIM CcfperiM VilGQ*
SI. Pml 117USA ' Fi

865 478 6asa

[ nAsaii.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

86



Cuctema nmnnaHTauMm TpaHCKaTeETepPHOro aopTasibHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 18F. MNMoTpebuTtenbckas ynakoska. MapKnpoBka.
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Cuctema nmnnaHTaLnn TpaHCKaTeTepHOro aopTasibHOro knanaHa Navitor.
CucTtema 3arpyskm Navitor, pasmep 19F. MNoTpebutensckas ynakoska. MapKupoBKa.
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CucTeMa HMILIAHTANHN TPAHCKATETEPHOro A0PTAALHONO KAanaua Navitor.

Cucrema 3a

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

ku Navitor.

mep 18F. I1

HTCAbLCKAS YNAKOBKA, BHA cloxky. MapxupoBka.
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Cuctema nmnnaHTaunm TpaHCKaTeTEPHOro aopTanbHOro KnanaHa Navitor.
Cuctema 3arpysku Navitor, pasmep 19F. MoTpebuTenbcKas ynakoBKa, Buj c60Ky. MapkupoBka.
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CrcremMa HMNAAHTANNY TPAHCKATETEPHOrO A0pTaAbLROro kaanana Navitor.

Cucrema 3arpy3xu Navitor, pasmep 18F. IlTorpebutennckan ynakosxa. Mapknposka.
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CucTema MMMniaHTaumMm TpaHCKaTETEPHOro aopTasibHOro KnanaHa Navitor.
Cuctema 3arpy3ku Navitor, pasmep 19F. MNoTpebuTenbckasi ynakoBka. MapKupoBkKa.
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CucTemMa MMNAaHTaUUK TpaHCKATCTEPUOro aopTanbHOro KnanaHa Navitor.
CucTema 3arpysku Navitor, Bce pasamepbl. [10Tpe6uTeNnbCKas ynakoska. MapKMpoBKa, 0KabHbIA CTUKEP
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CucTeMa UMNIaHTaUuMy TpaHCKaTETEPHOMO aopTasibHOro KianaHa Navitor.
CwucTtema 3arpysku Navitor, Bce pasmepbl. MoTpe6rTenbCKan ynakoBka. MapK1poBKa, NoKasbHbI CTUKeEp

CucTema UMNAaHTaLMW TpaHCKaTeTEPHOTrO aopranbHOro knanaHa Navitor, B BapuaHTe UCNMHEHNAT
MKT Ma UMNAaHTaumm TpaHcKaTeTepuoro aopTaTMoro knanaHa Navitor, pasmep XX Mm
ANeTHT cocTaga: Cuctema 3adpysku Navitor, pasmep XXF

PY** No XXXXX oT XX XX XXXX T.

Pa3mep: cM. Ha ynakoBke
N unssogntens: Abbott Medical (3660TT Megukan), 177 County Road B E Sant Paul MN 55117 USA
CTpaHa NpouCcXOXAeHUs: CM. Ha yNakoBke

Homep no katanory (HM): cm. Ha ynakoBke

Cepus (® ): CM. Ha ynakoBke.

Cpok rogHocT (S ): cM. Ha ynakoBKe.

WHdopmauyms 06 ycnoBusax xpaHeHUs U 06paLieHns MegULYHCKOTO N3Ae/nA: CM. Ha YNaKkoBKe.
VHopmaLma 0 CTepPUIBHOCTM; CM. Ha YNakKoBKe.

Mepbl NPejoCTOPOXHOCTW: CM. MHCTPYKLMIO MO NPUMEHEHWIO

PaclwmndgpoBky rpathnyecknx CUMBOIOB CM. B MHCTPYKLMN

YNO/MHOMOUYEHHbI A NpeAcTaBUTeNlb NPOU3BOAUTTIS;

000 '9660TT JlabopaTopus*

125171, ropog ktocKBa, wocce fleHnHrpaackoe, 16A, ctp.l

Ten.dakc: +7{495}-258-42-80/81

httpsAMww.ru.abbott/
abbott-russia@abbott.com
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CucreMa HMIOISHTAIHH TPAHCKATETEPHOrO A0PTANLHOTO kKAanana Navitor.

Tpaucuoprnag ynaxosia. Mapxuposxs.
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