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MWHUCTEPCTBO 3 paBOOXPaHEHNS r
Poccuinickon depepaunn

PEAEPANBHAA CNTYXXBA MO HAA3OPY

B COEPE 34PABOOXPAHEHWS Cy6bekTam 06F)<51|JJ.(9HVIZq
(POe3APABHAL30P) MeOULUWNHCKUX n3gennmn
PYKOBOOWTEJIb
CnassHcKas wn, 4. cTp. K Mocksa, 109012 PyKoBoANTENAM TEPPUTOPMANbHbBIX
Tenedior: (499) 578 02 20; (499) 578 06 70; (495)698 45 38
VWWWroszdravnadzor.gov.ru opraHos Poes/paBHaA3opa

MeauLMHCKUM OpraHm3aLnsam
HaNe oT
M OpraHam ynpaBneHus
O Hef06pOKaUECTBEHHOM 3/,paBoOOXpaHeHneM Cy6beKTOB
MEAVILIMHCKOM U3AeNin Poccuitckoin ®egepaumnmu

PepepancHaa cnyxba no Hag3opy B cepe 34paBOOXPAHEHUS HA OCHOBaHWUU
oTpuuartesnibHoro 3akntoyeHns ®roy «BHUNNMT» PoesgpaBHag3opa coobuiaeT o
BbiiBNEHUM B obpaweHun TepputopuanbHbiIM opraHoMm PoesgpaBHagsopa no
Hwxeropogckoh obnactm B obpalieHMn HefobpoKavyeCTBEHHOro MeAMLUHCKOro
n3genua:

«AnnapaT WCKYCCTBEHHON BeHTMAAUMM NErkmx «Puritan Bennett 560
Ventilator», cepuidHbli HoMmep: 4096600733, pata npoussoacTBa 2021-06-11,
MCNO/b30BaThb A0: MHhopMaLma OTCyTCTBYeT, nponssoacTea "KosuaneH Jinc", CLUA,
perucTpaunoHHoe yaoctoBepeHne Ne @®C3  2011/09310 ot 23.03.2011
(CM. MpunoXXeHne), NPeACTaBAAOLLLErO Yyrpo3y NpUYNHEHNS Bpeaa 340P0BbI0 rpaXaaH
npw ero NPUMeHEHUMN.

CybbekTam ob6palieHns MeauUMHCKUX W3aeNnnii  npeanaraeTcsd npoBecTu
MPOBEPKY Hanmums B O06palleHMM YKa3aHHOro MeVLMHCKOro W3genvs, B
YCTaHOB/IEHHOM MOpPAAKE TMPOBECTM MeponpuaTUs No  NpPefoTBPaLLEHUID  ero
obpaLeHuns, 0 pesynbTaTax NMPOVH(OPMMPOBATH COOTBETCTBYHLL M
TeppuTOpUanbHbI opraH PoesgpaBHaa3opa.

TeppuTtopranbHbiM opraHam Poe3gpaBHaz3opa MPOBECTU MEPONPUATUA B
COOTBETCTBMM C [AEMCTBYHOLLMM 3aKOHOAATeNbCTBOM Poccuinckoi ®egepaymm.

3a HapylweHusa B chepe obpaleHUs MeAULUHCKUX M34ennid npefycMoTpeHa
aAMWHNCTPaTMBHAA OTBETCTBEHHOCTb COrnacHo crtatbaM 6.28 M 6.33 Kopgekca
Poccuiickon ®efepaunn 06 afMUHUCTPATMBHBLIX MPaBOHaPYLUEHUAX, YCTaHOB/IEHa
Yron0BHasi 0TBETCTBEHHOCTb COrNMacHo cTatbe 238.1 Y ronoBHOro Kogekca PocCUinckoi
depepaumn.

MpunoxeHne: Tabnuua COMOCTaBMEHWS MapaMeTPOB W XapaKTePUCTUK,
yKasaHHbIX B KOMMEKTe PerncTpauuoHHOW [OKYMEeHTauuW, C napaMeTpamu u
XapaKTepucTnukamy 06pasLoB BbISIBNEHHOIO MEAULMHCKOTO M3fenns Ha 3 . B 1 3K3.

A.B. CamoiinoBa


http://WWW.roszdravnadzor.gov.ru

MpunoxeHne K nucbMy PocsapaBHaasopa
o 2L ABT 205 Oild, - NN

Tabnvua conocTaBneHMs NapaMeTPOB U XapaKTEPUCTUK, YKa3aHHbIX B KOMM/EKTe
PErncTPaLMoHHON JOKYMEHTaLMK, C MapameTpaMmn 1 XxapakTepucTMkamm 06pasL,oB
BbISIBNIEHHOI0 MEAVNLMHCKOro 134enms

CpaBHuBaemble
ceegeHus/
napameTpbl

HavmeHoBaHue
n3genus

MapkupoBka

JasneHue

| Sens
(4yBCTBUTENLHOCTb
MHCMNPaTopuMoro
Tpurrepa)

E Sens
(skcnunpaTopHas
YYBCTBUTENbHOCTD)

KomMmnnekT
perncTpaunoHHoOR AOKYMeHTaLNn
(Ne ®C3 2011/09310 ot 23,03.2011)

Annapat UCKYCCTBEHHOM BEHTUAALUN
nérkmx Puritan Bennett 560

HopMaTUBHbI OKYMEHT

Kog 1P31

PyKOBOACTBO MO aKcnayaTaymm
B4. Paboune xapaKTepUCTMKM
5-55 mbap

Anana3oH: ot 1P oo 5
PaspewieHve: 1

JvanasoH: ot 5% A0 95% OT MMKOBOIo pacxoda
PaspelLieHvie; 5%

O6pasey, BbIAB/EHHOI0
MEAMNLMHCKOI0 n3aenms

CornacHo mMapkKnpoBke Ha
n3genunn:
Puritan Bennett 560 Ventilator

B mapknpoBke o6pasua nsgenus
yKasaH
Kog IP32

EtawyL,

2-55 mbap

M3genvie no3BoNseT ycTaHOBUTH
MHCNUPAaTOPHYHO
YyBCTBUTENBbHOCTL BAoOXa (Tpur
Bpaoxa) B gnanasoHe OP, 1P,

2 - 5 (B pexumax: PC (P A/C),
VC (VA/C)) OP, 1P, 2- 5 unum
OTKI/ (B pexumax: P SIMV,
V SIMV, PSV ST)

N3penne no3BosiseT yCTaHOBUTb
YyBCTBUTE/NIbHOCTb BblL0OXa
(Tpwr Bbuy.) B AnanasoHe ot 5%
Ao 95% n ABTO (B pexume P
SIMV, V SIMV, PSV ST)



CpaBHMBaeMble
cBegeHunsA/
napameTpbl

OTHOLWEeHMKE
ANNTENbHOCTH
(1:E) (Bpox:Bbigox)

Koapuument LE
(Bmox: BbILOX)

Insp Time (Bpewms
BAOXA)

R-Rate (YactoTta
AblXaHuna)

Min VTI
(MUHUManNbHbIN
AblXaTeNbHbll 06bEM
Ha BIOXE)

Max VTI
(MaKcumanbHbIi
AblXaTeNbHbIA 06beM
Ha BAOXe)

Min VTE
(MUHUManNbHbI
AblXaTeNbHbIl 06bem
Ha BblJ0Xe)
Max VTE
(MakcumanbHblii
AblXaTeNbHbIN 06beM
Ha BblOXe)
Max Rtot
(MakcmmanbHas
o6Llas yacToTa
[bIXaHns)

KomnnekT
perncTpaynoHHOM AOKYMeHTaLMN
(Ne ©@C3 2011/09310 ot 23.03.2011)

PaspeweHune: 1/0.1 cek

B6. [lnanasoHbl, paspeLlleHne n TOYHOCTb
HacTpolika BeHTunsTopa
[vnana3oH: oT1:1 fo 1:4

Paspewenue: 1/0,1 cek

TouHoCTb; = 50 mc nnm 10%, B 3aBUCMMOCTN OTTOrO,
Kakas BenMunHa 60nblue

3HayeHune no ymonyauuio: 1/2

[vanasoH; 03c+24c
PaspeteHve; 0,1 oex

TouHocTb: 50 mc i 10%, B 3aBUCMMOCTA OT TOTO.

[vnanasoH; ot 5 ag/MnH go 60 ag/mMvH B pexxumax V A/C
(BeHTUNALMSA C NOALEPXKKOI/ynpaBneHnem rno
06bemy) n P A/C (BeHTUNALMA C
noaaep)tO(Oii/ynpaBnBHBM MO AaBNEHNIO)

ot 1 aa/MuHao 40 po/MuH B pexxumax P SIMV
(CNNB ¢ nogaepxKoit no fasneHunto) n'vV
SIMV (CMNB ¢ nogaepxkoii no 06bemy)

[JvanasoH: ot 30 mn 4o 1990 mn
PaspeLueHme; 10 mn
3HaueHwve no ymonyaHuio; 300

[nanasoH: 80 - 3000 mn
Pa3pelueHve: 10 mn
3HayeHvie no ymonvaHuo: 2000 mn

[uanasoH: 30- 1990 mn
Pa3pensHue: 10 mn
3HayeHue no ymondaHuo; 300

[nanasoH: 80 * 3000 mn
PaspelueHwve; 10 mn
3HayeHve noymorVaHuo: 130

[vianazoH: ot 10 an/mH o 70 ao/vvH
PaspeLuenve: 1 an/MH
3HaueHve no ymoHaHuo: OFF (BbIK/1.)

O6pasel, BbISIBIEHHOTO
MeAULMNHCKOTO N3genuns

3penve no3BosiseT yCTaHOBUTb
OTHOLLEHWE ANINTENBHOCTH

BAOXa K /IMTENbHOCTU Bbl0Xa

(1:E) B gpnanasoHe ot 1: 199-1;1

N3penvie no3sosiseT yCTaHOBUTL
OTHOLUEHWE A/INTENbHOCTY
BAOXa K LIMTENbHOCTY BblA0Xa
(1:E) B gnanasoHe ot 1: 199-1:

N3genve no3BonsieT ycTaHOBUTb
BpeMs BAOXa B gManasoHe ot 0,3
o 6 ¢ (cwarom 0,1 ¢) B
pexumax P A/C, V A/C

N3genve nossonser

YCTaHOBUTb YacTOTY AblXaHWA B

AnanasoHe 140 60 ga/muH (c

WwaroMm 1aa/MuH) B pexumax:

V A/C, P AIC

N3genne no3BonseT ycTaHOBUTD

4acToTy AblXaHus B gnanasoHe 1
no 40 pa/MmuH (c warom 1

84/MuH) B pexxumax: P SIMV,

VSIMV

B meHIo annapara oTCyTCTBYeET
XapaktepucTuka Min VTI

B meHlo annapaTta oTCYTCTBYeET
Xapaktepuctuka Max VTI

B MeHI0 annapaTa OTCYTCTBYeT
xapakTtepuctuka Min VTE

B meHIo annapaTa OTCyTCTBYeT
xapakTepuctmka Max VTE

B MeHlo annapata OTCYTCTBYeT
XapakTtepuctmka Max Rtot



CpaBHuBaemMble
cBegeHus/
napameTpbl

Min PIP
(MnHnmansHoe MNAB)

Max PIP
(makcumanbHoe MAB)

Min I time
(MMHMManbHOE Bpems
BA0Xa)

Max | time
(MakcumanbHoe
BpeMs BOXa)

CooTBeTCTBUE
HOPMaTUBHOW
AOKYMEHTaLunn

Be3onacHoOCTb

MapknpoBKa

KomnnekT
perncTpaynoHHOM JOKYMeHTaynm
(Ne ®C3 2011/09310 oT1 23.03.2011)

[OunanasoH; PtP (MAB)- 20% (B AblIxaTeNbHbIX PEXMMAX C
nofA6pxo<oii/ynpasnenmem no AaBneHnio He
perynupyeTcs)

[vanasoH: 2 -52 a fbixaTesibHbIX peXxxumMax ¢
NOLAEPXKKOM/yrpaeneHmeM no 06uemy)

[JunanasoH; PIP (TLLB) 420 % (B Ab>XaT8/bHbIX PEXXMMax ¢
NOAAEPXKKON/YnpaBneHneM No AaBfeHno He
perynupyetcs)

[vanazoH; 12 «60 B AbIXaTeNbHbIX PEXUMAX C
NOAAEPXKKO/YyNpaBneHneM no 06bLeMy)

[nanasoH: o1 0,1 1o 2,8 c
PaspewleHue; 0.1 ¢

[JyanasoH; ot 0,8 oo 3¢
PaspeLeHrie: O,1 c

roct P 50444-92

n. 3.1 N3genvsa LOMKHbI U3roTOBNAATLCA B
COOTBETCTBUM C TpeboBaHUAMM
HacToALWero cTaHgapTa, CTaH4apToB M
TEXHUYECKUX YCNOBUNA

n. 4.1. 3genuns fonxHbl 6bITb
6e3onacHbIMW 415 NauneHTa,
MeAULMHCKOro 1 06CyXMnBaKLLero
nepcoHana, 4onyLeHHoro B
YCTaHOB/IEHHOM MopAfKe K aKcnayartauun
N TEXHUYECKOMY 06CNYXXMBAHWUIO, a TaKxXe
4NA oKpyXalLWwmnx npeamMeTos npu
akcnayataumMm u TeEXHNYECKOM
o6CcnyXunBaHUM n3gennii, NPOBOLUMbIMU B
COOTBETCTBUM C TpebOBaHUAMM
3KcnayaTtauMoOHHON fOKYMeHTaL K.

FOCT 30324.0-95
6.1 ) Ecnn N3OENNE npefHa3HayeHo
AN OQHOTO UK HECKOIbKMX AMana3oHoB
HOMWHANIBHOT O Hanps)eHus,
HOMWHAIBHAA notpebnsemas
MOLLHOCTb A0/KHA ObITb AaHa ANf
BbICLUEM M HU3LLER rpaHunL, Ananas3oHa uan
AvanasoHOoB, eC/N rpaHuLbl 0TINYaloTCH
OT UX CPefjHero 3HayeHusa 60nee Yem Ha
+10%.

O6pa3sey, BbIABNEHHOIO
MeLULNHCKOIO n3aenns

B meHto annaparta OTCyTCTBYeT
xapakrtepuctuka Min PIP

B MeHlo annaparta oTCyTCTBYeT
xapaktepuctuka Max PIP

B MeHt0 annapaTa OTCyTCTBYeT
xapaktepuctuka Min | time

B mMeHI0 annaparta OTCYTCTBYeT
Xapaktepuctnka Max | time

O6pasew, nsgenma He
COOTBETCTBYeT TpeboBaHUAM
HopmaTMBHOro AOKyMeHTa

Oo6pasel, nsgenma He
COOTBETCTBYeT PYKOBOACTBY MO
aKcnayaTaymmn B 4acTu
AvanaszoHa U HacTPOMKM
napameTpoB
NCKYCCTBEHHOW BEHTUAALNN

B mapkKnpoBKe Ha Kopnyce
o6pasLa ykasaHo TOJIbKO 0HO
3HayeHune notpebnsemon
MOLLLHOCTH:



