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PETHCTPALMOHHOE YAOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
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Ha MeaunuHCKOE H3IEIHE
Annapar JJIs HCKyCCTBEHHOM BEeHTHIAIAH JIerkux: peanumarop F120
¢ NPHHANIEKHOCTAMH

HacTosmee peracTpalfdoHHOE YIOCTOBEPEHHE BBIIAHO
"®. lltepan I'm6X Mennuuanrexuuk'', 'epmanns,
F. Stephan GmbH Medizintechnik, Kirchstrasse 19, D-56412 Gackenbach, Germany

[IponzBogurens
"®, Ilitepan I'moX Mexuuuurexnux'', lepmanns,
F. Stephan GmbH Medizintechnik, Kirchstrasse 19, D-56412 Gackenbach, Germany

MecTo MpoU3BOACTBAa MEAHIIMHCKOTO U3AETH
F. Stephan GmbH Medizintechnik, Kirchstrasse 19, D-56412 Gackenbach, Germany

Homep perucrpanmonsoro nocse Ne 37890 or 19.09.2011

Bua MeqHIMHCKOrO H3ETHA -

Knacc MOTEHIMAIBHOTO PHCKA IPAMEHEHUS MEUIIMHCKOTO H3aenus 26

Koxn O6mepoccuiickoro kiaccudpukaropa MpOAyKIHE UL MEAHIMHCKOTO H3enus 94 4460

Hacrosiee perucTpaliHOHHOE yIOCTOBEPEHHE HMEET TPHIIOKEHHE Ha 5 JTHCTaxX

npuxasoM Poc3npaBranzopa ot 19 mapra 2012 rona ,N'g 1 l 69-Hp/ 1 2
u npukazoM oT 30 nexabps 2016 roxa Ne 15279 o 3a’Me,ue '
JIONYIIEHO K 0OpaleHUuIO Ha TEPPUTOPHH Poccnﬁcxoi‘r Qe,ue 1

3amecTHTeNb pyKoBoauTeias DeaepaabHoM cuyziﬁu
o Haa3opy B cdepe 3ApaBoOOXpaHEHHS %
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RPETHCTPALHHOHHOMY YAOCTOBEPEHHIO s
HA MEAWLIMHCKOE U3EJIUE ((«
ot 19 mapra 2012 roxa Ne @©C3 2012/11507 L/
Jluaer 1 “'V
Ha MemaumeCKOE H3/IEde {@
Annapar i HCKyCCTBEHHOM BEeHTHISIIEH JIETKHX: peanamarop F120 :t
¢ NPHHAVISKHOCTAMH B CJISAYIOMHAX HCIOTHEHHAX: -4
1. Anmapar 1 KiCKycCTBEHHOM BeHTHIsuH Jierkux F120 A B cocrase: 7/
- OcHOBHOI 610K ’5@
- Bnox muTaHus BCTPOCHHBIN.

- IIIHyp 3N€KTPONHTAHHS.

2. Anmapar /18 HCKyCCTBeHHOM BeHTHIIsuH Jierkux F120 B B cocrase:
- OcHOBHO# 6110K.

- Bnox nuTaHuA BCTPOCHHBIM. -7‘*
- PyKoBOJICTBO 11O 3KCIUTyaTallHHy. '

- PyKOBOZICTBO IO KCIUTyaTallHH. 2

IIuyp 3nekTponuTaHus F 7
3.Anmapar Juisi HICKyCCTBeHHOM BeHTHIIsuH Jierkux F120 Mobil B cocrage: <
- OcHOBHO}# 6710K. 4’
- Bnox nuTaHusA BCTPOCHHBIN. R
- PyKOBOJICTBO 1O 3KCIUIyaTallHH.

- IIayp 3NeKTpONUTaHUS. 4 ((‘
IIpuHaIe)KHOCTH: \

1. Ilepenusis maHens. o
2. Manomerp.

3. KuciopoaHbiii ceHcop. 7/
4. Ilepexmovarens BpeMEHH BOXA. <
5. Ilepeximoyarens BpEMEHH BBIIOXA. o
6. ITudporoit qucniei. i
7. Ilepexmodares KOHIEHTPAMH KHCIOPOa.

8. JlaTuuk naBneHHs. {(
9. MexaHu4YeCKuii ra30CMeCHTENBHBIN y3ell. ;

10. OnexTponnas miara. -if’ ;
11. ITonyaBKOBKIE I03UMETPEI (He Gonee 2 ImT. ). ‘Zq

12. Dnexrpuyeckue pazsemsl (He 6osee 4 1mT.).
13. BerpauBaeMelii KOMIIPECCOP. y %,
14. BerpanpaeMas akkyMyJiaTopHas 6arapes. : ' B
IIpukazom ot 30 nexabps 2016 rona Ne 15279 o 3a1vlene JAOIYIIEHO K oGpamenmo Ha <:

TeppuTOopuu Poccuiickoit @enepanum.

3amecTaTeas pykoBoauTeas PenepaibHoM Wbl_

o Hax30py B cdepe 3ApaBOOXpPAHEHHUSA JA.JO. ITasmokos "L '
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DOEAEPAABHASL CAYZKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWMA ?

(POC3APABHAA3OP)

MPUJIOYKEHUE
R PETUCTPALIMOHHOMY Y/10CTOBEPEHHIO

HA MEAULUHWHCROE U3AEJIUE {(«
»)} 15. IlInanry nanuesTa (apxarenbHbl KOHTYp P1) mmnaa 1200 MM (we 6osee 10 1moT.).
“> 16. Ilnanru nanuenTa (aeixaTenbHbl KOHTYp P1) mmana 1300 MM (ae 6osee 10 mT.).

or 19 mapra 2012 roaa Ne ®C32012/11507 ‘
‘#TA
4
Frs
17. Harpepatens (yTEeILUIMTENb) MIUIAHTOB.

..,,-'.& Jlacr 2

N 18. Macka s BeHTHiIsAmEH, pasMep 0 (we Gonee 100 mr.). 4

»)} 19. Macka mys BeHTHIIsSIHH, pasMep 1 (He 6osee 100 mt.). {«

\5‘% 20. Macka s BeHTHIAIMH, pasMep 2 (ae 6onee 100 mt.).

S 21. Hocopas xanions, pazMep A (ae 6onee 100 mT.).

< 22. Hocosas kaniouns, pazmep B (ae 6onee 100 mr.).

»}:‘ 23. Hocoas kaHtons, pasMep C (e Gonee 100 mit.). <
24. Tlepexomauk 10 MM uis HocoBo# kaHiOH (He Gosee 10mT.).

' :> 25. Memok caMOHaNOMHSIOMMHCS JUIS KPaTKOBPEMEHHON UCKYCCTBEHHOM BEHTHIIAIMHA

JIETKUX JUIS HOBOPOXKIEHHEIX, 06BbeM 0,25 mutpa (He 6onee 100 mr.).
26. Memok caMOHANOIHAIOIMAKCS U KPATKOBPEMEHHOM HCKYCCTBEHHOM BEHTHIISLHAA

»)} jerkux, 06sem 0,5 murpa (se 6onee 100 mr.). {d

27. Memox caMOHAIOJIHAIOMIMHCS Ul KPATKOBPEMEHHOM HCKYCCTBEHHOMN BEHTHIIALIMH

;: NerKkux, o6wveM 2 mutpa (e 6onee 100 m.).

28. «IIpoBepOYHOE JIErKOe» C NEPEXOTHUKOM.

D- 29. llInanr ais mojiady KKUCIopoza K anmapary (He 6onee 10 mr.). <
30. Dnextpugeckuii kabens 220 BOJIBT. ‘

2 31. Dnexrpuyecknii kabens 12 BONBT. -

] 32. AcnupanuoHHBI# 6I10K. -

\ 33. IlepeaBHKHOM IOTATHB Ha 5 KOJIECaxX. :
») ‘ 34. TlepenBHXKHOM MITaTHB Ha 4 KONECAX U3 ATIOMHHHA. @
¢ 35. Slumk auis mraTusa.

:; 36. Biiok U3 2-X SIMMKOB JUISA INTATHBA. %

c 37. Kop3uHa 13 HepkaBelomei CTaiy. ;

b)} 38. Illuna u3 HepxkaBerowei cranu (He 6osee 3 mr.). g(«
39. KpoHInTeHH 11 MOHHATOPA. ,

_'“\» 40. Kponmreitn uis 2-X 6a/JIOHOB.

o
3 41. Ilonka Uit MOHUTOPA. ‘\-
>» 42, KpoHIOTeHH )i acHpaHOHHOro 6j10ka. . d
43. Y nepxuBarolee yCTpOHCTBO It CHCTEMBI IIUIAHTOB, (maprmpnax KOHCOJIb C <

({HEKCaTOpaMHM NUIAHTOB MAI[HEHTA).
;> ITpuxa3oM ot 30 nexabps 2016 roxa Ne 15279 o 3amene nonymeno K oGpameHmo Ha

bz TeppraTOpuH Poccuiickoit ®enepanyn.

- 3amecTHTeNn pyKoBoauTeNa DeaepanbHO chy)léGu
3 10 HAA30py B cdepe 3ApaBoOXpaHEHAA

o J.FO. ITaBarokos
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OEAEPAABHAST CAVJKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHWMA 743
(POC3APABHAA3OP) {\@
MPUJTOYKEHHUE i
RPETUCTPALHUOHHOMY YAOCTOBEPEHHIO -
HA MEAULHHCROE U3AEJIUE {(«
or 19 mapra 2012 roga Ne ®C3 2012/11507 '
Jlucr 3 B=
44, lllnasr ang nogadm Boszayxa (e 6onee 10 mr.). §<«
45. bnok Bentrysauu CPAP. < 3
46. MemuuuHCKHH BO3AYIIHEI KoMIipeccop (He 6Gonee 10mT.). <
47. lllTaTHB AMA MEIUIMHCKOTO BO3AYITHOTO KOMIIPECCOPA M T€HEpaTopa KHCIIOpPoa, 7/
BO3/yXa, BakyyMa (He 6Goisee 10 mr.). {(«
48. BNnOK JONONHUTENBHBIX PO3ETOK. -
49. CoeMHUTENBHBIE KOHHEKTOP UTA KHciopoaa (He 6omnee 10 mr.). e
50. CoenuHUTENbHBIH KOHHEKTOP JUIs Bo3ayxa (He 6onee 10 mr.).
51. Habop ¢unbTpoB 1 3anacHsx yacTel Ha 3000 gacoB paGoTEI reHepaTopa KHCIIOpoza, " @
BO3/lyXa, BaKyyMa H MEIUIIMHCKOro BO3AyIIHOT0 KoMipeccopa (He 6onee 10 mr.), -
COCTOHT H3
-BO3AyIIHE GHILTp anTHOAaKTEpHATBbHEIH (He 6oee 6 mT.). i
-BO3AYIIHEBIH GHIBTP TOHKOM OYUCTKH (He Gonee 6 mr.). ‘
~BO3yIIHBIH QUIBTP MPOTHBONEUICBOM (He Gonee 6 mT.). {((
-CMEHHBIH KapTpH/DK Biarootaenurens (He 6onee 3 mr.). ,,L :
-YIUIOTHHTENBHOE KOJIBIO COCIMHUTEILHOIO KOHHEKTOpa (He 6oneel0 mr.). Ry
-mpepoxpanuTens (ae 6onee 4 mr.). .
-CMEHHBIH 3J1eMeHT muTanus ( He Goiee 4 mT.). <
52. Habop ¢unsTpoB 1 3anacHbx 9actedt Ha 3000 yacoB paboThl reHEpaTopa KMCIOpo/a, '
BO3/lyXa, Bakyyma (He 6onee 10 mT.) COCTOHUT H3: -
-BO3YIIHEIH GuisTp (He Gonee 6 mT.). -
-IPOTHBOMELIEBOH GUILTp (He Gonee 6 wmiT.). 4
~CMEHHBIH KapTpHK Blarootaenurens (e 6omnee 3 mr.). <<
-YIUIOTHHTEIBHOE KOJILIO COEMHUTENBLHOrO KOHHekTopa (He Gosee 10 miT.). L
-IpeoxXpaHuTens (He Gonee 4 mr.). .\\
-3JIEMEHT NuTaHusA (He 6oisee 2 mr.). ‘
- YIUIOTHHTENILHOE KOIBIO BO3AYyIHOro GunsTpa (He 6Gonee 8 mit.). g((‘
-CMEHHBIE KapTPH/DKH BO3XyImHOro ¢puiasTpa (He 6onee 4 mr.). > 5
53. I'eneparop Kuciopoaa, Bo3ayxa, Bakyyma (He 6omnee 10 mr.). o
54. KoMmripeccopHBIi 610K 1 cTyneHHu. "
55. KomnpeccopHbi 610K 2 CTyneHH. 3 d
56. ApMHpOBaHHEIH HLIAHT. = ' <
57. LlaHTOBEIf KOHHEKTOP IS THEBMATHYECKHX coemmennii ' =
[Ipuxazom ot 30 nexabps 2016 roma Ne 15279 o 3ameHe fonyeHo K obpameHHio Ha i
TeppuTopuu Poccuiickoi ®enepanyu. , 4 <«
3amecTuTeab pykoBoauTens DenepannHoH c.myxcﬁu 5
1o HaA3opy B chepe 3ApaBoOXpaAHEHHN JLIO. IIaBioKkoB _\\
0031682 <<
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®EAEPAABHAS CAYJKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

 MPHJIOYKEHUE
K PETHCTPALIMOHHOMY YIOCTOBEPEHHIO

HA MEAWLIMHCROE H3EJIHE

or 19 mapra 2012 roaa Ne ®C3 2012/11507

58. AKyCTHYECKHMH ITYITHTEINb.
59. OunbTp TOHKOH OYHCTKH.

60. DnexTpoMarHMTHLINA KiianaH cOpoca KOHIeHcara.
61. OCHOBHO} BHIKITIOYATENb.

62. JIByXXOIOBhIA THEBMAaTHYECKUH NTEPEKITIOYATEb.
63. bnok ancopbepos.

64. Pecurepsl (He Gonee S mt.).

65. BEeHTHIATOP OXJIa[UTEIs.

66. Paguarop oxJiamuTes.

67. DnexTpoMarHUTHEIE KianaHsl (He 6oee 6 mr.).
68. Jlatuuk nasnenus (e 6onee 6 mr.).

69. ITHeBMaTHYECKHH BHIKIIFOYATE]Ib.

70. Pene naBneHus.

71. Jlo3aTop noToka.

72. O6paTHEIH Ki1anaH.

73. IIneBMaTHUYECKOE pelte.

74. Ynpapnsromui 6110K.

75. BNIOX KOHTPOJIs TEMITEpaTypElL.

76. lleHTpaNbHELH BEIKIIOYATENb.

77. Caetuuk BpeMeHH paboThl.

78. 3ByKOBO# CHTHAIH3ATOP.

79. Camo3anuparomuecs pa3beMbl U1 BRIX0/1a Ia30B.
80. MeMm6paHHEIH OCYyINIHTENb.

81. Cenaparop koHzeHcaTa ¢ pynkiuei cb6poca.

82. ABTHCTaTHYECKHE KOJeca.

83. PenyKumOHHEIA KiamnaH.

84. Knanansusnii 6110k (6710K manuesTa).

85. Kopmyc knamansoro 61oxa.

86. DnexTpoMarHuT.

87. Pe3uHOBBIE YILIOTHUTENBHBIE KObIA (He Golee 4 mr. )

88. Illrexepsl (He Gonee 4 mT.). . e

89. Harpesarens P1 40W/24V. s 25

90. PoseTka it KOHTAKTOB. ,

ITpukaszoMm ot 30 gexabps 2016 roga Ne 15279 o 3auene ,nonymeno K oﬁpamenmo Ha
TeppuTopuH Poccuiickoi ®enepanumn.

3amecruTesns pykoBoguTeias DegepanbHol ciayKObI

1O HAA30pYy B cepe 3APABOOXPAHEHHSH A.IO. IlaBaoxoB

0031683
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OEAEPAABHAST CAYZKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

' MIPUJIOJKEHMUE
R PETUCTPALIMOHHOMY Y/ZIOCTOBEPEHHUIO
HA MEJAWULIMHCROE U3EJIME

ot 19 mapra 2012 roga Ne @©C3 2012/11507
JIacr 5

91. EmMkocTs yBnaxuuTens 330 oM’

92. Kopnyc HarpeBaTes yBIaXHATEIA.

93. Knanau PEEP.

94. JIuuepas naHeNb.

95. Pyuxa ynpaBiieHHs.

96. [1aTpoH yBIAXKHUTEIS.

97. Kanromu nCPAP pasmep S (ue 6onee 100 mr.).

98. Kanronmu nCPAP pazmep M (ue 6oxee 100 1mr.).

99. Kanronu nCPAP pasmep L (ae 6onee 100 mr.).

100. Kanroma nCPAP pa3smep XL (ue 6onee 100 mr.).
101. Macku nCPAP pa3smep S (1e 6onee 100 mr.).

102. Macku nCPAP pasmep M (e 6Gonee 100 mt.).

103. Macku nCPAP pasmep XL (ae 6onee 100 mr.).

104. Annmaxarop s nCPAP (ae 6onee 100 mt.).

105. Illanka ¢ nepxareneM s anmmumukaropa (He 6onee 100 mr.).
106. Tpybxa nCPAP (ue 6onee 100 mr.).

107. INonocka s pukcanuu manku (se 6osee 100 mr.).

108. MHCTpYKIHs 0O CEpBUCHOMY 00CIy)KHBaHHIO.

ITpukazom ot 30 gexabps 2016 roga Ne 15279 o 3amene uonymeﬂo Icoﬁpamenmo Ha
Tepputopuu Poccuiickoi @enepanuu.

3aMecTHTENL pyKoBoauTENA DenepanbHOM chyalcﬁu
no Haja3opy B cdepe 3ApaBooOXpaHEHHA :

0031684

J.JO. ITaBaiokos




