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INSTRUCTIONS FOR USE
WARMING BLANKET, SPINAL UNDERBODY

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket, Spinal Underbody
(Model 57501) to the Bair Hugger Unit for patient warming (hereinafter the blanket or product) and
Bair Hugger Unit for patients warming with accessories, Series 500 or 700, made by 3M. The system
was designed to prevent unintended hypothermia.. A warming unit forms the base of the system by
generating warmed air. The warmed air is transferred from the warming unit through a flexible hose.
The hose is connected to the mattress/blanket. The warm air is then passed through perforations on
the underside of the blanket (that is, the side facing the patient’s skin), warming the patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Indications for Use

Warming Blanket, Spinal Underbody (Model 57501) is intended to prevent unintended hypothermia.
In addition, the temperature management system can be used to provide patient thermal comfort
when conditions exist that may cause patients to feel too warm or too cold.

* NOT STERILE.

» Federal law (USA) restricts this device to sale by or on order of a licensed healthcare professional.
Intended use

Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions in
which the patient can feel too warm or too cold. They can also be used in the operating room to
control patient temperature.

Contraindications, Warnings and Cautions

Explanation of Signal Word Consequences

WARNING:

Indicates a hazardous situation which,
if not avoided, could result in death or
serious injury.

A CAUTION:
Indicates a hazardous situation which,
if not avoided, could result in minor or
moderate injury.

A CONTRAINDICATION: To reduce the risk of thermal injury:

» Do not apply heat to lower extremities during aortic cross-clamping. Thermal injury may occur if
heat is applied to ischemic limbs.

A WARNING: To reduce the risk of thermal injury:
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» Do not treat patients with the Bair Hugger wanning unit hose alone. Always attach the hose to a
Bair Hugger warming blanket before providing warming therapy.

» Do not allow the patient to lie on the warming unit hose.

» Do not allow the warming unit hose to directly contact the patient’s skin during warming therapy.

» Do not leave neonates, infants, children and other vulnerable patient populations unattended
during warming therapy.

> Do not leave patients with poor perfusion unmonitored during prolonged warming therapy.

» The patient should face perforated side of the blanket. Always place the perforated side (with the
small holes) directly in contact with the patient’s skin.

» In the operating room, do not use this warming blanket with any device other than a Bair Hugger
500 or 700 series warming unit.

» Do not use a Bair Hugger 200 series warming unit in the operating room.

» Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair Hugger
warming blanket.

» Do not continue warming therapy if the red Over-temp indicator light illuminates and the alarm
sounds. Unplug the warming unit and contact a qualified service technician.

» If a securement device (i.e. safety strap, tape) is used, ensure the warming channels are not
occluded.

» Do not place the warming blanket directly over a dispersive electrode pad.

~  WARNING: To reduce the risk of patient injury or death due to altered drug delivery:

» Do not use a warming blanket over transdermal medication patches.

A WARNING. To reduce the risk of injury due to interference with ventilation:

» Do not allow the warming blanket or head drape to cover the patient’s head or airway when the
patient is not mechanically ventilated.

~ WARNING: To reduce the risk of injury due to patient falls:

» Do not use a warming blanket to transfer or move the patient.

A CAUTION: To reduce the risk of cross-contamination:

» This warming blanket is not sterile and is intended for single patient use ONLY. Placing a sheet
between the warming blanket and the patient does not prevent contamination of the product.

A CAUTION: To reduce the risk of fire:

» This product is classified as Class 1 Normal Flammability as defined by the Consumer product
Safety Commission’s flammable fabric regulation, 16 CFR 1610. Follow standard safety protocols
when using high intensity heat sources.

A CAUTION: To reduce the risk of thermal Injury:

» Do not use if primary packaging has been previously opened or is damaged.

A CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

 3M recommends continuously monitoring core temperature. In the absence of continuous
monitoring, monitor the temperature of patients who are incapable of reacting, communicating and/or
who cannot sense temperature a minimum of every 15 minutes or according to institutional protocol.
» Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or
who cannot sense temperature a minimum of every 15 minutes or according to institutional protocol.
» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated
temperatures are recorded or If there is an adverse cutaneous response in the warmed area.

Warming Blanket, Spinal Underbody

Warming Blanket, Spinal Underbody is designed to be used as an underbody, convective warming
blanket for warming patients during surgical procedures involving the spine while utilizing an open
frame spinal surgery table.

The blanket is positioned on the procedure table before the patient arrives and provides full,
unrestricted patient access.

This special design of the blanket does not interfere with the adjustment of patient support pads
typical of spinal surgery tables and provides clinicians with full patient visualization. The blanket
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Model 57501 is rectangular in shape and is sized for adults and intermediate-to-large pediatric
patients. Features include patented fluid outlets (drain holes), which minimize pooling of fluids. A
removable head section allows visualization of the patient’s face throughout the procedure.
Perforations on the side of the blanket allow the table frame to pass through the blanket and
integrated tie strips secure the blanket to the table frame. A head drape is included, which helps
maintain warm air around the head of the intubated patient. The port to connect hose for air supply is
located on the head side of the mattress. The device for patients warming Bair Hugger with the hose
for air supply is connected with the port.

Accessories
No accessories are associated with this product line.

Mode of Action

A warming unit forms the base of the system by generating warmed air. The warmed air is
transferred from the warming unit through a flexible hose. The hose is connected to an inflatable
blanket positioned over, under or around the patient. The warm air is then passed through
perforations on the underside of the blanket (that is, the side facing the patient’s skin); warming the

>atient.
Vfaterials
Component Material
Blanket Spunbond
Polypropylene
Hose Card Cardboard (24
Point Solid Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive
Model  Namc/ldentifier Size / Dimension / Wcieht Comnonents
Drape
cso; 575 Warming Blanket, Spinal gloxo?’ziz';‘ éz)lflxsi/{) om) £15% (61 x 122 cw) £15%
Underbody : 9)x Hose port: |

Diameter 55 mm +15%

In accordance with IEC 80601-2-35

Temperature restriction

Contact temperature no more than 48°C

Mean contact surface temperature no more than 46°C
Temperature range (Internal requirements) 39°C + 3°C

Instructions

1 Open and unfold warming blanket to locate the white product label on the blanket. Unfold the
blanket so the product label faces the patient.

2. Position the warming blanket onto the surface of the patient footboard or onto the surface of the

sling assembly. Using the adhesive tape strip on the underside of the blanket, secure the blanket to
the table to prevent it from slipping (Figure A).
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3. I"ass (lie warming blanket between the patient footboard (¢ ) and the patient top thigh set ()

through tlie frame to the underside of the frame of the spinal surgery table (Figure B). Unfold the
blanket under the top thigh pad set (¢), top hip pad set (*), patient chest pad (A), and under the
patient head support plate (m).

4. Draw the end ofthe warming blanket to the end of the spinal surgery table and secure it to the end
of the table frame using the tic strips located at the end o f the blanket (Figure B).

5. Open the four perforations on both sides of the warming blanket and position the blanket around
the edges of the spinal surgery frame (Figure C).

6. Before the patient has been positioned, draw tic strips across the top of the frame of the spinal

surgery table and around each side of the patient chest pad (Figure D, Option

I) or directly to the
frame (Figure D, Option 2).
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Option 1

7. I'illows and oilier positioning modalilics use for the lower extremities should be positioned under

the blanket.
8. Optional; Tear out the circular (Facc) section at the head of the warming blanket to visualize the

patient’s eyes and airway from under the table (Figure E).

A Warning: If a securement device (i.c. safety strap, tape) is used, ensure the warming channels

are not occluded.
9. In-sert the end of the Bair Hugger warming unit hose into the hose port (Figures F and G). Use a

twisting motion to ensure a snug 111 A visual marker is located around the mid-section of the hose
end to guide the depth ofho.se insertion. Support ho.se to insure secure attachment.
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O Warning; Do not treat patients with the Bair Ilugger hose alone. Always attach the hose to a
Bair llugger blanket before providing therapy.

10. Select the desired temperature setting on the w'arming unit to initiate w'arming therapy. (See
the Operator Manual for your specific warming unit model)

il Caution; Patient Monitoring Recommendations;

+ 3M recommends continuously monitoring core temperature. In the absence of continuous
monitoring, monitor the temperature of patients w'ho are incapable ofreacting, communicating and/or
w'ho cannot sense temperature a minimum ofevery 15 minutes or according to institutional protocol.
* Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or
who cannot sense temperature a minimum ofevery 15 minutes or according to institutional protocol.
* Adjust air temperature or discontinue therapy wdicn the therapeutic goal is reached, if elevated
tcmiicraiures arc recorded or if there is an adverse cutaneous response in the w'armed area.

I, Based on the warming unit model utilized, turn the unit off or to standby mode to discontinue
warming therapy. Disconnect the w'arming unit hose from the w'arming blanket and discard the
blanket per Rules for Di.sposal.

Labeling and I'ackagiiig

Labeling

Labeling is provided in multiple languages. Per ISO 15223-1 and EN 1041 international and regional
symbols for medical devices arc used. Instructions for use are provided in the form ofan IFU booklet
which is contained within each carton.

Packaging cunfiguratiun

luich blanket is sealed in a printed plastic pouch (non-sterilc). ARer being sealed, blankets are packed
in either quantities of five or ten blankets per carton depending on commercial offer.

Package size;

Length; 15.37 in/39.04 cm il

Width; 7.56 in/ 19.2 cm #1

Height; 15.75 in/40.01cm-%- |

Environmental conditions
Operating conditions
Recommended temperature; from 15°C to 25°C

Ma.vimum relative humidity; 80% (up to 31°C) w'ilh linear decrea.se in relative humidity up to 50% at
40°C.
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Maximum alliliidc cicvalion 2000 m
I ransport and storage temperature: from -20°C to 45°C
Medical device is transported by all means of transport.

Disposal

Medical products should be disposed by the local public companies in aecordance with SanPiN
2.1.7.2790-10 “Sanitary and Epidemiological Requirements for the Management of Medieal Waste”,
waste class B).

Warranty
3M warrants this product will be free from defects in material and manufacture. Except where

prohibited by law, 3M will not be liable for any loss or damage arising from this product, whether
direct, indirect, special, incidental or consequential, regardless of the theory asserted, including
warranty, contract, negligence or strict liability.

Blanket is single use, shelf life is unlimited.

Man ufactnrer
3M Company. 3M Health Care. USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Anlhoriml representative of the mannfactiirer on the territory of RF
ZAO “3M Russia”

Russia 121614, Moscow, Krylatskaya sir. bldg. 17/3

+7 (495) 784 7474 | +1 (495) 784 7475 (fax)

3mra@ mmm.com

3M. BAIR HUGGER and the BAIR HUGGER logo arc trademarks of 3M.

Used under license in Canada.
©2016, 3M. All rights reserved.
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1. CrpaHa:

MepeBoa C aHTNUNCKOTO A3blKA HAPYCCKUN A3bIK
LU Ttat MuHHecoTa

CekpeTapb wrara

ANOCTUNDb
(Taarckasi KOHBeHUUA OT 5 okTAGpA 1961 r.)

CoefnHEHHbIe W TaTbl AMepuUKN

Hactoawuihi odpmyumanbHbll OKYMeHT MaTpac TepMoCTabunun3npy Wwmuin, gns CNUHaNbHOWM

XUpypruu
2. 6bl1 nognucaHx
3. BblCTynawwen B
KayecTBe

4. cKkpenneH
nevyaTtbtl/WTamnom

8. 3a Ne

9. neyaTb /wTamn;

Wpmoii Baprac (Irma Vargas)
HoTapuyca wTtata MuHHecoTa

Mpmbl Baprac (Irma Vargas), HoTapuyca wrtaTa MMHHecoTa

YpocTOoBEpPEHO
r.Ceur-Mon, wrart 6. laTa 13 anpens 2017 r.
MuHHecoTa
cekpetapem wrtata MuHHecoTa

9458409-5

«bonbwasa nevyatb 10. Noagnucob /nognuce/
wrtata MuHHecorTa * Ctue CallmoOH
1858» (Steve Simon)

CekpeTapb wraTa
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1nenc Keap bnsHec

M Health Care Business) 3M LleHTp
2510 KoHBali ABeHto, CTpoeHue 275-5\\*-06
CeHT-MoON, MnHHecoTa 55144 CLUA
651 733 1110

Mo mecTy TpeboBaHUSA

B KkayecTBe cneuuanucra MexayHapogHOro HOpMaTUBHO-NPABOBOr0 PeryjimpoBaHUsa 1 COOTBETCTBUA
kayectBa, 3M Healthcare Business, CeHT-IMon, MwuHHecoTa, CLUA, A CcBUAETENbCTBYI, UTO
npunoxeHHoe PykKoBoACTBO Mo 3kcnnyatauumn (IFU) gna matpaca TepmocTabunusmpyrowero, 4is
cnuHanbHOlW xupyprum (mogene 57501) K cucTemam KOHBEKLUMOHHOro Tuna Bair Hugger gns
oborpesa nauumeHTa, a TakKXe YyCTpolicTBa KOHBeKLWMOHHOro Twmna Bair Hugger gna o6orpesa
nayMeHToB C NMpUHaasexHocTamu, cepuii 500 mam 700 Ha aHIINIACKOM SA3blKe SBJISIETCA BEPHbIM U
TOYHbIM.

/noanuck/ 13 anpensa 2017 roga
PernHa ®eepmaH JaTta

CneunanucT MeXAYHapOAHOro HOPMAaTMBHO-

NpaBoBOro pPerynpoBaHWss W COOTBETCTBUA

KayecTBa

3M Xenc Keap (3M Health Care)

LTaT MuHHecoTa)
Okpyr BawmnHrToH) SS

MognucaHo Nof NpUcAroil B Moém npucyTcTBum 13 anpensd 2017 roga.

/nognuce/
Mpma Baprac (Irma Vargas), Hotapuyc
CpoK MouX nosiHOMOounii uctekaet 31 saHBaps 2020 roga

LLlTamn: NPMA BAPIFAC (IRMA VARGAS)

HoTapuyc - MunHHecoTa

CpoK MouX NofHOMOYNA ncrTekaeT 31 AHBapsa 2020 ropa
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NHCTPYKUW no MPUMEHEHWNIO
MATPAC TEPMOCTABUNUN3NPYIO W WA, ANA CMUHANBHOW XUPYPI NN

OnwvcaHwne nsgenns

Cuctema ynpaBrieHus TemnepaTypoil Bair Hugger Bkio4aeT: maTpac TepMoCTabunnsnpyrownii,
4nA cnuHanbHOW xmpyprum (Mogenb 57501) K cucTemaM KOHBEKLMOHHOro Tuna Bair Hugger
Aanst o6orpesa nauueHTa (gasee no TEKCTY MOXET MPUMEHATbLCA Ha3BaHWe: maTtpac, nusgenue),
a TakXke ycTpolicTBa KOHBEKUWOHHOro Twuna Bair Hugger ana o6orpeBa nauueHTOB C
npuHagnexuHoctamu, cepuin 500 wmnm 700, npomssoactBa 3M. Cuctema paspaboTaHa pAns
npeLOTBPALLEHMNS HenpegHaMepeHHOW runotepmun. PaboTta ycTpolicTBa gns oborpeBa ocCHOBaHa
Ha npuHuune o6ayBa TennabiM BO3LYXOM. Tennbli BO3fyX MojaeTcsa M3 ycTpoiicTBa oborpesa no
rmokomy wnaHry. LnaHr, nogknio4veH K MaTpacy. Harpetblii BO3fyx mMojaeTca u4epes
nepopunpoBaHHble OTBEPCTUSA, PACMOSIOXKEHHbIE Ha BHYTPEHHEMHWXKHe cTopoHe maTpaca (T.e.
Ha CTOPOHe, 06palLeHHON K KOXe MauuneHTa); TakuMm o06pa3om, NpouMcxoguT o060rpes nauueHTa.
MaTtpac nmeet He60bLLOK Bec, NpejycMaTpMBaldT 04HOPa30BOe MCNO/b30BaHMe. HaTypanbHbli
Kay4yKOBbIli naTeKc Npy Npon3BOACTBE MaTpaca He MPUMeEHSeTCS.

LleneBoe HazHauyeHMe/NoKaszaHNA K NPUMEHEHUIO

MaTtpac TepmMoCcTabuIn3MpyLWwmnin, a8 cnuHaabHoM xmpyprum (mogenb 57501) npegHasHaudeH
4NA NpoUNakTUKN HenpesHaMepeHHOW runotepmum. Kpome TOro, MX MOXHO MCMONb30BaTb
ONA NOAfEep>XaHMSA KOMMOPTHON AnA nauueHTa TemnepaTypbl B YC/N0BUAX, KOTOpPble MOryT
MPUBECTUN K NeperpeBy UK MepeoxaaxAeHnio naymeHTa.

* HECTEPWNbHO.

+ CornacHo (egepanbHomy 3akoHy CLUA npogaxa 3TOro ycTpoicTBa paspellieHa TO/NbKO
NNLEH3NPOBAHHbIM paboTHMKaM 34paB0oOXPaHeHNsA NN N0 NX 3aKasy.

O6nactb NpUMeHEHUSA

Tepanusa, npounakTMka runotepmun. Martpacel npoussogctsa 3M MOXHO MCMOMNb30BaTb NpU
K/TIMHNYECKNX YCNTOBUAX, B KOTOPbIX NaLUMeHT MOXEeT oW yLaTb Neperpes uUam nepeoxnaxgieHue.
VX TakXe MOXXHO MCNOMb30BaTb B OMepaLuoHHON A4NnA obecnevyeHUs ynpaBfeHUs TemnepaTypol
naumueHTa.

NpoTrMBONOKa3aHNA, NPesynpexaeHNda N NpegocTepexxeHns

[MosAcHeHWe OI'IaCHOCTeVI, Ha KOTOpble YKa3blBalOT CUTHaAJ/IbHbIE C/I0Ba
A TIPEAYNPEXAEHWE.
YKa3bIBaeT Ha OMacHyt CUTYyaLuMto, KOTopast MOXKET NMPUBECTU K CMEPTU WM TSHKE/ION
TpaBMe.
A TNPEAOCTEPEXEHWE.
YKasbIBaeT Ha OMacHyo CUTyaLuto, KOTopasi, ec/iv ee He 136exaTb, MOXeT MpUBECTU
K TpaBMe JIerKO WIN CPefHel TSHKECTW.
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A TPOTVUBOMOKA3AHWA. UYTobbl CHM3NTbL  PUCK  TEPMUYECKOW  TpaBMbl,
cobnofanTe NnpuBefeHHbIe fanee yKasaHus.

* He nposoauTe npoueaypy o60orpesa HMKHUX KOHEYHOCTel nauMeHTa BO BPEMS Mepexatus
aopTbl. TepMuyeckas TpaBMa MOXeT BO3HMKHYTb MNpu TenjoBOM BO34eACTBUMW  Ha
N EMU3MPOBAHHbIE KOHEYHOCTMU.

A  TIPEAYMNPEXAOEHWME. YT06bl CHU3UTbL PUCK TepMUYECKOW TpaBMbl, cobnwgaliTe
npuBefeHHble fanee yKasaHUS.

* He npousBogmTe 060rpeB NauMeHTOB TO/IbKO C MOMOLLbIO LUSAHra yCTPONCTBa Ana oborpesa
Bair Hugger. Bcerga nopcoegnHsaiTe wnaHr K matpacy Bair Hugger, npexpge 4yeM HadyuHaTb
npoueaypy oborpesa.

o CneguTe 3a TeM, YT06bI NALMEHT He JIOXKW/CA Ha WNaHr ycTpolicTBa ana oborpesa.

+ CneanTe 3a TeMm, 4TO06blI LWaHr ycTpoiicTBa AnA ob6orpesa He conpukacanca c Koxel
nawumeHTa BO Bpems npouefypbl oborpesa.

e Bo Bpemsa npouegypbl o060rpeBa He ocTaBnsanTe 6e€3 npucMoTpa HOBOPOXAEHHBIX,
MajeHLeB, geTell N Apyrnx nauymeHToB, Tpebyowmx 0co60ro BHUMaHUS.

» Bo Bpemsas npofo/mKMTENbHOW Mpouefypbl o060rpeBa He ocTaBnsnTe 6e3 npucmoTpa
naymneHTOB C HEAOCTATOYHON Nepdysnei.

« K nauveHTy po/kHa 6biTb o6pauwieHa nepdopupoBaHHasa CcTopoHa MaTtpaca. Bcerpga
pasmewarite nNepopuMpoBaHHYK CTOPOHY (C HebonbWUMKM OTBEPCTMAMU) TakK, uTOOGbI
o0b6ecneynTb ee HeNOCPeACTBEHHbII KOHTaKT C KOXel nauuneHTa.

+ B onepauuoHHOW He WCMNONb3ylTe [JaHHYI MOJesb MaTpaca BMecTe C KaKum-n6o
yCTPOCTBOM, KpOMe ycTpoiicTBa 415 oborpesa Bair Hugger cepuu 500 nam 700.

* He ucnonb3yiiTe B 0NepaymMoHHOK ycTpoicTBO AN oborpesa Bair Hugger cepun 200.

 He wncnonb3yiiTe perynupyemoe YCTpPOWCTBO Ans oborpesa Bair Hugger cepum 800 B
KoMMnekce ¢ matpacom Bair Hugger nio6oii mogenu.

» TlpekpatuTe npoueaypy oborpesa, ecim Ha ycTpoiicTBe ansa o6orpesa Bair Hugger 3aroputcs
KPacHbIli CBETOBON WHAMKATOP NpPeBbIEHNA TemnepaTtypbl W BKAKYUTCA CUTHAN TPEBOrw.
OTKAuMTe yCTpoWcTBO Ansa  oborpeBa OT WUCTOYHMKA MUTaHUA U CBSXXUTECb C
KBaMMPULMPOBAHHBLIM CMELMANMCTOM MO TEXHUYECKOMY 06C/TY>XMBAHUIO.

e [lpy ucnonb3oBaHUM YCTPONCTBA (pMKcauum (Hanpumep, NPefoXpPaHUTEeIbHOro pemMHSA unm
NEeHTbI) NPOBepbTE HaANeXallylo NPoXoAMMOCTb KaHanoB nojgayu Tenna.

* He pasmewaiiTe maTpac HenocpeaCcTBEHHO Ha NAaCTUHE MACCUBHOIO 3/1IEKTPOAA.

A NPEAYTMPEXAEHWE. YT06bI CHU3NWTL pPUCK TpaBMUPOBaHUA WAN CMepPTU
nayveHTa M3-3a U3MEHEHUs MeTofa BBefeHUS npenapartoB, cobnwjariTe NpuBeLeHHble
Jasnee yKaszaHuA.

* He pasmMewaiTe maTpac NoBepx TpPaHCLEPMabHOr0 NNacTbIps.

A  NPEAYMNPEXAEHWE. [ns Toro 4Tobbl CHU3NTL pUCK MoNy4YeHUd TpPasBMbl
nauMeHTOM M3-3a HeXBAaTKWM BO34yxa, cobnwjarite NnpuBeeHHbIe ganee yKasaHus.

o CneauTe 3a TeM, 4YToObI Marpac UAM NPOCTbIHA AN1A ro/fI0Bbl HE 3aKpbIBaso rosioBy nauueHTa
N He 6/10KMPOBaN0 AblXaTesibHble MYTU B TOM C/ly4ae, €C/IM He MPUMEHSETCA MCKYCCTBEHHas
BEHTUNALUSA NErKMX.

A MNMPEOYTIPEXAEHWME. YT06bI CHM3UTbL pPUCK TpaBMUpPOBaHUA  nauumeHTa
BCNeACTBME NajeHns, cobnjante NnpuBefeHHbIe ganee yKasaHuA.

* He ucnonb3yiiTe maTpac gna nepeHoca UAu nepemeLLeHns nayueHTa.

A TPEOOCTEPEXEHWE. UT06bl CHWU3UTb PUCK MEPEKPECTHOrO 3arpsi3HeHus,
cobnofainte NpuBefeHHble fanee yKasaHUs.

 [aHHas Mogenb martpaca HecTepunbHa U npegHasHadeHa TOJIbBKO pna ogHoro nauuneHTa.
Vicnonb3oBaHne NPOCTbIHU MEXAy MaTpacoM W MaLMeHTOM He NpPefoTBPaTUT KOHTaMuHauumio
n3genus.

A TMPENOCTEPEXEHWE. UYTo6bl CHU3NTb PUCK  BO3ropaHus, cobniogaiite
npuBeAeHHbIE fanee yKasaHus.
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e B COOTBETCTBMM cO cTaHgaptom 16 CFR (uyacte 1610) Komuccmm no 6e3onacHoCTwH
NOTPebNTENbCKMX TOBAPOB B OTHOLWIEHWM JIerKOBOCN/IAMEHAIOWMXEA MaTepuanoB [JaHHOe
YCTPONCTBO KnaccuuuupyeTca Kak NpoAyKT knacca | (HopmanbHas BocnnameHsemMocTb). Mpu
MCMO/b30BAHUN WCTOYHUKOB Tenja BbICOKOW WHTEHCMBHOCTU BCerja pPyKOBOACTBYITECh
NPoTOKONaMM CTaH4apToB 6e30MacHOCTU.

4 MNPEAOCTEPEXEHWME. UT06bl CHU3UTL PUCK TEPMUYECKOI TpaBMbl, cobnojamnTe
npuBefeHHble Aasee yKasaHUS.

* He ncnonb3yiTe, ecnu nepBrYHasa ynakoBKa BCKPbITa MW NOBPeXAeHa.

O TNMPEAOCTEPEXEHWE. YTo0bl CHU3NTb PUCK TEPMUUYECKON TPaBMbl, FTMMepTepPMUN
WA TMNoTepMun, cobnofanTe NpuBefeHHbIe fasiee yKasaHus.

 KomnaHma 3M pekoMeHyeT OCYLeCTBAATb MNOCTOAHHbIA MOHUTOPUHI LEHTPabHOA
Temnepatypbl naumeHTa. [lpM OTCYTCTBMM MOCTOAHHOrO MOHUTOPUHIa KOHTPONMpyiTe
TemmnepaTtypy nauMeHTOB, He MMEKLWUNX BO3MOXHOCTb pearnpoBaTb Haffexawum obpasom,
obuwaTbeca 1 (MIN) He YYBCTBYKOLWUX TemnepaTypy, No KpainHeli mepe Kaxible 15 MUHYT unum B
COOTBETCTBUM C MPUHATBIMWU B YUPEXAEHUN NpaBuiamu.

» [lpoBepsaiTe COCTOAHME KOXMN MALWUEHTOB, KOTOPbIE HE MOTYT OlyLLaTh TeMMepaTypy WUan e
He CNoCo6HbI pearnpoBaTb U Co06WATbL O CBOUX OLYLWEHUAX, KAK MUHUMYM Kaxgble 15 MUHYT
UNN B €00TBETCTBUM C MECTHbIM MPOTOKO/IOM.

* OTperynupyiiTe TemnepaTypy BO34yXa WAu npepBuTe MNpoLeaypy, ecnvm LOCTUrHyTa Lefb
Tepanuu, OTMeyaeTes pPOeT TemnepaTtypbl WM B 30He HarpeBa O06HapyXXeHa HexenatelbHas
KOXHas peakuus.

MaTtpac TepMoCTabuNMU3NPYyOLWKNA, 4NA CNUHAIbHON XNPYprum

MaTpac TepMoCTabunusMpywuwmnin, AAS CNMHANbHOW  XWPYPrMu  npefHasHaveH AN
noafep>XXaHnsa TemnepaTypHOro 6anaHca y naumeHTOB C MOMOLLbIO KOHBEKLMOHHOro o6orpesa
npu  NpoBefeHUM CMWHaNbHbIX  XUPYPTMYECKUX  BMeWaTenbCTB € MPUMEHEHUEM
cneLMann3npoBaHHOro CToNa 418 CNUHANbHON XUPYPIrUn ¢ OTKPbITOW pamoii.

MaTpac pasmelLaroT Ha CTofle Mepef MOCTYNJIeHWEM NauMeHTa B OMepauuoHHYI0, ero fu3aiH
obecneymBaeT MOJIHbIA HEOrPaHMYEHHbIN JOCTYN K NaLWEHTY.

Ero cTpoeHue nossonset 6ecnpensaTCTBEHHO WCNOMNb30BaTb CheuuanbHble MNOALAEPXMBaKLWUNe
B/IMKN W MNOAYLIKW, MNPUMEHSeMble NPU MNO3ULUOHWPOBAHMU NaLMeHTa Ha XMPYPruyeckom
CTOJIe 4NS CMNHANBHOW XMPYPrvn, Npu 3TOM AaBas Bpayy BUAeTb NalMeHTa NonHOCTbo. MaTtpac
Mogdenn 57501 mMMeeT NPAMOYro/ibHYH (GopMy M NOAXOAUT MO pasMepy A9 NPUMEHEHUS Yy
B3pOC/NbIX MauWeHTOB W [eTAX epefHero u crapwero Bo3pacta. OcobeHHOCTM MmarTpaca
BK/IIOYAIOT Ha/lMumMe peHaXHbIX OTBEPCTUIA AN 0TBOAA XUAKOCTel, YTO CHUXKAeT BO3MOXXHOETb
HaKOM/IeHNa XWMAKOCTU Ha MOBEPXHOCTM MaTpaca. CbemHas ronoBHas eekuus obecneymBaeT
JOCTYN K WLy nauMeHTa Ha MNPOTSXKEHWM BCEro OnepaTMBHOro BMellaTenbcTBa. Hanunuume
npopesein no 60kam maTpaca NO3BOMSAKT KOHCTPYKLMAM pambl CTOMa MNPOATU CKBO3b MaTtpac, a
BCTPOEHHble NPUBA3HbIE NAMKM LAalOT BO3MOXHOCTb 00/iee HafeXHo 3auKcMpoBaTb MaTpac Ha
XMPYPruyecKoMm cTosie. B KOMMeKTauuio Matpaca TakXe BXOAWUT cneuunanbHas npo3payHas
NnneHKa, KoTopas MOXeT yAepXnBaTb TeMblil BO3AYX Y ro/0Bbl 3aMHTYOMPOBAHHOIO MauueHTa,
HaxogsAuweroca Ha WBJ1 nauuveHTa. lMopT 4NA NpuUcoeguMHEHUA LWJlaHra gna nogayun Bo3gyxa
pacnosioXKeH € ro/I0BHOW CTOPOHbI MaTpaca. Y cTpoiicTBo AN ob6orpesa nauyveHToB Bair Hugger
C MOMOLLbIO LWaHra 4N nojaym Bo3gyxa CoefMHAETCHA C NOPTOM.

MpuHagnexHocTn / BCnomoraTtesibHoe 060pyoBaHne

MpuHagnexHocTn / BcnoMmoratenbHoe obopygoBaHue [  JAHHOr0  Marpaca  He
npegycMmatpuBalTCs.

MpuHUMn paboThbl

PaboTa cucTeMbl OCYLLECTBASAETCA MOCPEACTBOM HarHeTaHMa Tensoro BO3jyXa YCTPONCTBOM
oborpesa. Tensblii BO34YyX MOfaeTCss M3 yCTpPOMCTBa o060rpeBa nNpyv MOMOLLM TMOKOrO LUaHra.
LWnaHr nogcoegmHsieTca K MaTtpacy. B pganbHeiilwiem Tennbli BO34yX MOCTynaeT u4epes
nepopupoBaHHble OTBEPCTUSA, PacnosiOXKeHHble Ha BHYTPeHHell eTopoHe maTpaca (CTOPOHE,
obpaléHHON K KOXe nauueHTa) n oborpeBaeT naumeHTa.
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Martepunasnsbl

KoMMnoHeHT Matepuan
MarTpac CnaHb6oHA
MonunponunneH
Mogknagka KapToH (M3 cynbgaTHON Lenntonosbl, KNacc TONWMNHbI 24)
L naHra

AjAresvBHble Ha ocHoBe akpuna 3M 1TA Aaresns 1504XL HiTack Transfer
3/1IEMEHThI

TexHUYeCKNe XapaKTePUCTUKMN

Mogenb HasBaHue/MneHTU/INKATOO Pasmensbl / TabaonTsl / Bec KOMMOHEHTHI
91 x 36 awiim (213 x 91 CIVI)I'IneHquoe NoKpbIBano
575 Matpac +15% (61 x 122 cm) £15%
TepMoCTabUIU3NPYIOLWNIA, N . }
57501 P vpytoLy 8.0 yHUMii (218 1) +15% MopT ana wnaHra: 1.
AN CNUHANBbHON XNpyprum OvameTp 55 MM +15%

B cooTBeTCcTBME C TpeboBaHMAMU cTaHgapTa IEC 80601-2-35
OrpaHnyeHue TeMnepaTypbl

TemriepaTtypa KOHTaKTa He 6osiee 48°C

yCcpeAHEHHas TemnepaTypa KOHTAKTHOW MOBEPXHOCTU He 6onee 46°C
[Onana3oH TemnepaTtyp (BHYTpeHHMe TpeboBaHuA) 39°C + 3°C

NHCcTpyKynmn

1. OTKpONTe M pa3BepHMTe MaTpac, 4YToObl HaliTM Ha Hem 6eny TOBapHYHK 3TUKETKY.
Pa3BepHUTe MaTpac Tak, 4To6bl 3TUKeTKa NPOAYKTa pacrnofaranacb o CTOPOHbI NaLueHTa.

2. PasmecTtunTe MaTpaC Ha MNOBEPXHOCTM MNOAHOXKWM ANA nNauneHTa Wan Ha NOBEPXHOCTU
c6opHbIX cTpon. MMpefoTBpaTuTe COCKanb3biBaHWE MaTpaca, 3a)MKCMpoBaB €ro Ha CTo/fe Mpwu
MOMOLLLWN K/IEMKOI MONMOCKW Ha HUXXHEW CTOpOoHe MaTpaca (pUcyHok A).

3. MponycTute MaTpac Mexpay MOAHOXKOW ANns naumeHTa (¢ ) M KOMMAEKTOM MOAKNALOK noj
BEPXHIOKO 4acTb Gegpa () uepe3 pamy K HMKHEA CTOpOHe pambl cTona Ansd onepauunii Ha
NO3BOHOYHMKE (PUCYHOK B). MNponycTuTe maTpac noj KOMMNAEKTOM MOAKNALOK MOJ BEPXHIOH
yacTb 6egpa (), KOMMNAEKTOM MOAKNAAO0K MOJ BEPXHIOK 4acTb Ta3obeApeHHOro cycrasa (¢ ),
nofknagkoli nog rpyaHyo Kaetky (A) v nof nNacTUHOW NOAMOMOBHMKA NaumeHTa (m).

4. MoTAHWTEe KOHeL, mMaTpaca B HanpaB/fieHMW KOHUA CTona AN onepauunii Ha NMO3BOHOYHUKE U
3apmKcupyiiTe ero Ha OKOHEYHOCTU paMbl CTOMA MNPV MOMOLLM CTSXKEK NO Kpasm MmaTpaca
(pucyHokK B).
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5. OTKpoiiTe YeTbipe NpPope3n ¢ 06enx CTOPOH MaTpaca U 06epHUTEe MaTpac BOKPYr KpaeB pambl
415 onepaumini Ha N03BOHOYHMKe (PUCYHOK C).

6. Mepen pasMelleHUEM MaLMeHTa NPOTAHUTE CTSXKKU BOKPYr BEPXHEW 4vacTu pambl cToNMa ANs
onepauuii Ha NMO3BOHOUYHWKE U C KaXAOW CTOPOHbI MOAKMAAKU MOA FPYLHYI K/ETKY (PUCYHOK
O, BapvaHT 1) iy NpUKpenuTe X HEMOCPELCTBEHHO K pame (pucyHok O, BapuaHT 2).

BapunaHT 2

7. TIoOAywW KN W Apyrue CPeACcTBa MO3ULMOHMPOBAHUSA HUXHUX KOHeYHoCTel cnegyet
pacrnonaraTb Mo MaTpacom.

8. [LononHMTeNbHO. OTOrHMUTE KPYroByl (SIMLEBYI) CEKLMIO B BEPXHEN yYacTu MaTpaca, 4Tobbl
BUAETH r/f1asa nauneHTa n OTKPbITh AOCTYN BO3AyXa M3-nof ctona (pUcyHok E).
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O [TMpepgynpexaeHue. Mpwu NCNosb30BaHUn yCTpOWCTBa  (hukcaumm (Hanpumep,
npefoXpaHMTe/IbHOTO PeMHA WU NIeHTbl) MPOBepbTe HaA/MeXallylo MNpoXoAMMOCTb KaHaoB
nojayun Tenna.

9. BcTaBbTe KOHel LifaHra ycTpoiictBa pgnsa ob6orpesa Bair Hugger B pasbsem ans
wnaHra(pucyHkn F un G). BkpyuumBainTe [0 M/JIOTHOW nocagku. BwusyanbHas MeTKa,
yKasblBawlas rnybuHy BBeAeHWSA LUAaHra, pacrnosiodkeHa B CpPefHEM 4YacTu HaKOHEeYHUKa
wnaHra. Mpugep>xmBariTe WNaHr gna obecnevyeHNs HaAeXHOCTU KpeneHus.

A TpeaynpexgeHue. He nponsBogmTe 060rpeB NaLueHTOB TO/IbLKO C MOMOLLbIO LUlaHra Bair
Hugger. Bcerga noacoefuHsiTe WNaHr K martpacy Bair Hugger, npexpge 4em Ha4duHaTb
npouenypy.

10. BbiGepuTe HeobXoguMyl TemmnepaTypy Ha YycTpolicTBe Ans oborpeBa, 4To6bl HayaTb
npoueaypy o6orpesa. (CM. pyKOBOACTBO MO 3KCMAyaTauuu Balleii Mofenu ycTpoicTBa Ans
oborpesa.)

A TlpepoctepexkeHune. PekomeHgaLMu Mo MOHUTOPUHTY COCTOSSHUSA NaLMeHTa.

« KomnaHma 3M peKOMeHAyeT OCYWecTBAATb MNOCTOSAHHbLIA MOHUTOPUHI LEHTPasbHO
TemnepaTypbl nauueHTa. [lpyM  OTCYTCTBUM MOCTOSSHHOTO MOHWUTOPUHIA KOHTPONUpPYiiTe
TemnepaTypy MauUWeHTOB, HE MMEeWLWMUX BO3MOXHOCTb pearmpoBaTb Hagnexauium o6pasom,
obuwaTbeca 1 (MIKN) He YYBCTBYIOLWNUX TemMnepaTypy, No KpaWHeli Mepe Kaxgble 15 MUHYT unu B
COOTBETCTBMU C MPUHSATBIMU B yUpPeXAeHUN NpaBuiamMu.

» [MpoBepsAiTe COCTOAHME KOXWN MaLMEHTOB, KOTOPble HE MOTYT oW yLW,aTe TeMNepaTypy Uan Xe
He CMoCco6HbI pearmpoBaTb M co06WATb O CBOMX OW YL EHUSAX, KAK MUHUMYM Kaxgble 15 MUHYT
WA B COOTBETCTBMU C MECTHbLIM MPOTOKOJIOM.
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* OTperynupyinTe TemnepaTtypy BO3fyXa WAW MpPepBUTe NpPOLEsypYy, €CcAn AOCTUIrHyTa Uenb
Nle4yeHUs, O0TMevaeTCs POCT TemnepaTypbl WAW B 30HE Harpesa OOHapy)XXeHa HexenatenbHas
KOXHasa peakums.

11. YT06bl NpekpaTUTb npouefypy 060rpeBa, BbIKAOUYUTE YCTPOMCTBO WKW MepeBeauTe ero B
pexxnm oxujgaHus (B 3aBUCMMOCTM OT WUCNOSIb3YyEMOW MOAeNnn ycTpolicTBa Ans oborpesa).
OTcoeaMHMTE LWAaHr ycTpolicTBa AnA oborpeBa OT MaTpaca TepMOCTabUAM3UPYIOLWEro wu
YyTUAN3NPYITE MaTpac COrnacHo n. YTuamsayms.

MapkupoBKa 1 yrnakoBka

MapkupoBKa

MapknpoBka - MHoOrosisblyHasdA. B cooTrBeTcTBUM € nonoxeHnamm 180 15223-1 n EM 1041
MCMOMb30BAHMI0O MNOANEXAT MEeXAYHapOAHble W pernoHanbHble 0603HAYEHWUSA MEAULMHCKOro
obopypoBaHua. VHCTpyKUMKM NO 3KcnayaTtauuu npefctaBfieHbl B Buge 6ykneta 1Pw, Hanuuwne
KOTOPOro npefycMaTprvBaeTCa B KaXA0W KapTOHHO YyNakoBOYHOW KOPO6Ke.

KOHCTpYKUNSA yNakoBKHM

Kaxgblii maTpac repMeTMUYHO YNakoBbIBalOT B NIACTUKOBbIM NeyaTHblli NakeT (HECTepPUbHbIN).
Mocne repMeTUYHOM ynakoBKM MaTtpacbl Mo 5 wam 10 WTYK ynakoBbIBaldT B KapTOHHYH
KOpPO6KYy B 3aBMCMMOCTU OT KOMMEPYECKOr0 3aKasa.

Pa3mepbl ynakoBKU:

Onvna: 15.37 groiim/ 39.04 cm 1

WwupuHa: 7.56 groim/ 19.2 cm £1

BbicoTa: 15.75 groim/40.01 cm=* 1

YcnoBus oKpyXarLien cpejpl

Ycnosua akcnayartaynm

PekomeHgoBaHHaa Temnepatypa: ot 15°C pgo 25°C

MakcumanbHas OTHOcMTenbHass BRaxHocTb: 80 % (o 31 °C) C NMHENHbIM YMEHbLUEHUEM
OTHOCUTENbHOI BRaxHocTu ao 50% npwu 40°C.

MakcumasnbHbIi BbicOTa Hafg ypoBHeM mops 2000 m

Temnepatypa TPaHCNOPTUPOBKU 1 XpaHeHusA: oT -20°C po 45°C

MegnunHCKOE U3fesine TPAHCNOPTUPYIOT BCEMU BUAMW TpaHCNopTa.

YTnnusauunsa

MegnUNHCKUE  U3[eNNA  LO/DKHbl  YTUIMU3MPOBATLCA  MECTHbIMM  MYy6/IMYHO-NPABOBbLIMU
opraHusauuamu B cooTtBeTcTBUM ¢ CaHllunH 2.1.7.2790-10 «CaHMUTaApHO-3NUAEMUOIOTNYECKUE
TpeboBaHMA K 06paLleHNo ¢ MeULUHCKUMKN 0TX04aMU» Knacc 0oTxo40B bB).

MapaHTwWiiHble 0643aTeNIbCTBA

3M rapaHTupyeT OTCYTCTBUE AeheKTOB B MaTepmnanax v NPonM3BOLCTBe HACTOALLEro nU3genus.

3a NCK/II0YEHNEM CUTYaLMA, NPAMO NPesyCMOTPEHHbIX 3aKOHOA4ATeNbCTBOM, KomnaHus 3M He
HeceT HWKaKOW OTBETCTBEHHOCTM  3a Mob6ble oTpuUaTelbHble NOCAEACTBUA UAM  yLiepo,
CBSA3aHHble C  WCMNO/Ab30BaHWEM [aHHOW MNPOAYKUMWU: MpsMble, KOCBEHHbIE, YMbILU/IEHHbIE,
cny4yaliHble WAM ONOCPefOBaHHble, HE3aBUCMMO OT BbIABUHYTbIX O06bACHEHWI,  BK/OYas
rapaHTumn, KOHTPaKTbl, HEO6PEXHOCTb UM 06 bEKTUBHYIO OTBETCTBEHHOCT®.

Martpac saBnseTca ofHOPa30BbIM, CPOK FO4HOCTU HE OrpPaHUYeH.

MpounssoguTens

3M KomnaHun, 3M Xenc Keap (3M Company, 3M Health Care), CLUA

3M LleHTp, 2510 KoHBell ABeHIO, cTp. 275-5W-06, CeHT-lMon, MunHHecoTa, CLUA

(3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA)
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YNOMHOMOYEHHbI  MpeAcTaBUTelb  MPOU3BOANTENA  MEAULMHCKOrO  U34eNna  Ha
Tepputopun P®

3aKpbIToe aKLMOHepHoe o6uiecTBO «3M Poccusa»

121614, r. Mocksa, yn. Kpbinarckas, g. 17, kopn. 3

Ten.: +7 (495) 784 7474 | ®dakc:+7 (495) 784 7475

an.noyta: 3T1ra(o)TTT.COT

3M, Bair Hugger v norotun Bair Hugger ABAS0TCA TOBAPHbIMW 3HaAKamMn KoMnaHum 3M.

Mcnonb3yetca no nuueH3nn B KaHage.
© 3M, 2016. Bce npaBa 3alNLLEHbI.

MepeBo4 C aHrNMINCKOro A3blKa LW PYCCKWIA SI3blK BbIMONHEH MNepeBofYMKOM P apopoBCKO
AnnHoN EBreHbeBHOM’
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roccmnckaa degepauns
Mopos Mocksa
[BafuaTb cegbmoe anpens fBe ThICAYM CEMHALLATOrO roga

A, A6y6bukepoB PuHaT ANMMIKAHOBMY, BPEMEHHO WCMOJHAKWMKMA 0683aHHOCTH
HoTapuyca ropoga Mockebl A6y6ukepoBoii PaBunn PaBlWwbeBHbI, CBUAETENbCTBYIO
BEPHOCTb KOMUM C NPeACTaBNeHHONW MHe WHCTPYKUuuMuM no npumeHeHuto Warming Blanket,

Spinal Underbody.

Mpn 3TOM CBUAETENLCTBYH MOAAMHHOCTbL MogMNMCM nepeBojunka P apdopoBCKoii

ANNHbI EBreHbeBHbI.

Mognuch cpenaHa B MOe.M NnpuUcyTCTBUN. JIN4HOCTb nepesogynka yCcTaHOBJ/IEHA,

[leecrnoco6HOCTb NpoBepeHa.
3aperncTpuposaHo BpeecTpe: Ne

B3biCKaHO rocygapcTBeHHON nownHel (o Tapudy): 100 py6nein + 90 pybneid.

YnnayeHo 3a oKasaHue ycnyr npaBoBoro
epaj™ 200 py6nein + 450 pybnei.

P./1. Aby6unkepos
(MHuupmansl, amunmna BPUO)

Bcero npomHyposp,l—D
MPOHYMEPOBAHO 1 CKI'EM/pos™ > W

MEYATHHO '3
n

HOTAPWYC n
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of Minno'
SECRETARY OF STATE

APOSTILLE

(Convention dc La Haye du 5 octobre 1961)

1 Country: United States of America

This Public Document; Warming Blanket, Lithotomy Underbody
2. has been signed by Irma Vargas

3. acting in the capacity of Notary Public, State of Minnesota

4. bears the scal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: April 13, 2017
7. by: Secretary of State, State of Minnesota 8. File No: 9458409-10

9. Seal/Stamp; 10. Signature:

Steve Simon
Secretary' of Stale
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INSTRUCTIONS FOR USE
WARIVFING BLANKET, LITHOTOMY UNDERBODY

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket, Lithotomy
Underbody (Model 58501) to the Bair Hugger Unit for patient warming (hereinafter the blanket
or product) and Bair Hugger Unit for patients warming with accessories, Series 500 or 700, made
by 3M. The system was designed to prevent unintended hypothermia. . A warming unit forms
the base of the system by generating warmed air. The warmed air is transferred from the
warming unit through a flexible hose. The hose is connected to the mattress/blanket. The warm
air is then passed through perforations on the underside of the blanket (that is, the side facing the
patient’s skin), warming the patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Indications for Use
Warming Blanket, Lithotomy Underbody (Model 58501) is intended to prevent unintended
hypothermia. In addition, the temperature management system can be used to provide patient
thermal comfort when conditions exist that may cause patients to feel too warm or too cold. The
temperature management system can be used with adult and pediatric patients.

* NOT STERILE.

* Federal law (USA) restricts this device to sale by or on order of a licensed healthcare

professional.

Intended use
Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions
in which the patient can feel too warm or too cold. They can also be used in the operating room
to control patient temperature.
Contraindications, Warnings and Cautions

Explanation of Signal Word Consequences

A WARNING:
Indicates a hazardous situation which,
if not avoided, could result in death or
serious injury.

A CAUTION:
Indicates a hazardous situation which,
if not avoided, could result in minor or
moderate injury.

A CONTRAINDICATION: To reduce the risk of thermal injur>':
» Do not apply heat to lower extremities during aortic cross-clamping. Thermal injury may occur
if heat is applied to ischemic limbs.
A WARNING: To reduce the risk of thermal injury:
» Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the
hose to a Bair Hugger warming blanket before providing warming therapy.
* Do not allow the patient to lie on the warming unit hose.
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» Do not allow the warming unit hose to directly contact the patient’s skin during wanning
therapy.
» Do not leave neonates, infants, children and other vulnerable patient populations
unattended during warming therapy.
» Do not leave patients with poor perfusion unmonitored during prolonged warming
therapy.
» The patient should face perforated side of the blanket. Always place the perforated side
(with the small holes) directly in contact with the patient’s skin.
» In the operating room, do not use this warming blanket with any device other than a Bair
Hugger 500 or 700 series warming unit.
* Do not use a Bair Hugger 200 series warming unit in the operating room.
» Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair
Hugger warming blanket.
» Do not continue warming therapy if the red Over-temp indicator light illuminates and the
alarm sounds. Unplug the warming unit and contact a qualified service technician.
» Ifasecurement device (i.e. safety strap, tape) is used, ensure the warming channels are
not occluded.
» Do not place the warming blanket directly over a dispersive electrode pad.
A  WARNING: To reduce the risk of patient injury or death due to altered drug delivery:
* Do not use a warming blanket over transdermal medication patches.
A WARNING. To reduce the risk of injury due to interference with ventilation:
» Do not allow the warming blanket or head drape to cover the patient’s head or airway
when the patient is not mechanically ventilated.
A WARNING: To reduce the risk of injury due to patient falls:
* Do not use a warming blanket to transfer or move the patient.
A WARNING: To reduce the potential for decreased leg perfusion:
* Do not tie the tie strips tightly around the patient’s legs as this could act as a tourniquet.

A CAUTION: To reduce the risk of cross-contamination:

» This warming blanket is not sterile and is intended for single patient use ONLY. Placing
a sheet between the warming blanket and the patient does not prevent contamination of
the product.

A CAUTION: To reduce the risk of fire:

» This product is classified as Class | Normal Flammability as defined by the Consumer
product Safety Commission’s flammable fabric regulation, 16CFR 1610. Follow
standard safety protocols when using high intensity heat sources.

A CAUTION: To reduce the risk of thermal injury:

» Do not use if primary packaging has been previously opened or is damaged.

A CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

* 3M recommends continuously monitoring core temperature. In the absence of continuous
monitoring, monitor the temperature of patients who are incapable of reacting,
communicating and/or who cannot sense temperature a minimum of every 15 minutes or
according to institutional protocol.

* Monitor cutaneous responses of patients who are incapable of reacting, communicating
and/or who cannot sense temperature a minimum of every 15 minutes or according to
institutional protocol.

» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if
elevated temperatures are recorded or if there is an adverse cutaneous response in the
wanned area.

A

Warming Blanket, Lithotomy Underbody
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Warming Blanket, Lithotomy Underbody is designed to be used as an underbody, convective
warming blanket for warming patients during surgical procedures. The lithotomy blanket
provides full, unrestricted patient access and flexibility during surgical procedures involving the
abdomen, perineum, pelvic cavity and lower extremities. It is rectangular in shape and is sized
for adults and intermediate- to-large pediatric patients. Features include a pair of pass-through
slits designed for flexible patient positioning and accommodates the use of a draw sheet. Outer
edges of the blanket draw up next to the patient when inflated to surround them in warmth. A
non-inflated area at the head of the blanket accommodates different height positions, while tape
and tuck flaps provide stability by securing the blanket to the OR table. Fluid outlets minimize
pooling of fluids on the surface of the blanket. Generous perineal cut-out base of blanket
provides patient access and does not interfere with the clinician. A clear head drape is attached,
which keeps warm air around the intubated patient’s head.

Accessories
No accessories are associated with this product line.

Mode of Action

A warming unit forms the base of the system by generating warmed air. The warmed air is
transferred from the warming unit through a flexible hose. The hose Is connected to an inflatable
blanket positioned over, under or around the patient. The warm air is then passed through
perforations on the underside of the blanket (that is, the side facing the patient’s skin), warming

the patient.
Vlaterials
Component Material
Blanket Spunbond
Polypropylene
Hose Card Cardboard (24
Point Soild Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive

Design Specification
Model  Name/ldcntifier Size / Dimension / Weight Comnonents

Drape 61 X61 cm
63x36 in (160x91 cm) +15% +15%

5.0 0z (142 ¢9)+15% Hose port: 1

Diameter 55 mm
+15%

585 Warming Blanket,

58501 Lithotomy Underbody

In accordance with IEC 80601-2-35

Temperature restriction

Contact temperature no more than 48C

Mean contact surface temperature no more than 46®C
Temperature range (Internal requirements) 39°C + 3°C

Instructions

Note: in cases where fluid runoff is expected, place an absorbent cloth beneath the model

58501 warming blanket.

I. Lay the non-perforated side of the warming blanket (side with adhesive) on the table. The
perforated side (side with small holes) must be toward the patient in direct contact with
the patient’s skin. Align the lower edge of the warming blanket with the end of the
procedure table. Using the adhesive tape strips on the underside of the blanket, secure the
blanket to the table to prevent it from slipping (Figure A).
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2, Tuck the warming blanket's tuck (laps under tlie mattress or operating table pad to
provide stability (Figure B).

Continue with Step 3 or go to ALTERNATE PATIENT POSITION.

3. For Lithotomy Position Using a Draw Sheet If using a draw sheet or securement
device (i.e. safety strap, tape), tear open the perforations along both sides of the warming
blanket. NO'fE: Do not open the side perforations if a draw sheet or a securement device
arc not used. Before you inllate the blanket, lay the draw sheet across the mid-section of
the blanket and position the patient on the draw sheet.

4. OPTIONAL: Tic strips located at the base of the warming blanket may be opened and
loo.sely tied around the patient's upper thigh. (Figure C).

A Warning: Do not tie tightly as the tie strips around the patient’s legs could act as a

tourniquet.
5. OPTIONAL: fhe non-inllatcd center arc-shaped section may be removed by tearing

along the perforation (Figure D).
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Bring the draw sheet over the patient’s arms and down through the side perforations on
the warming blanket (Figure E). Tuck the ends of the draw sheet securely. (Figure F). Ifa
securement device is being used, pass the securement device through the side perforation
on the blanket.

A Warning: Ifa securement device (i.e. safety strap, tape) is used, ensure the warming
channels are not occluded.

E % g
7. A hose port is provided at the head of the warming blanket. Insert the end of the Bair
Hugger warming unit hose into the hose port (Figures G and H). Use a twisting motion to
ensure a snug fit. A visual marker is located around the mid-section of the hose end to

guide the depth of hose insertion. Support hose to insure secure attachment.

N Warning: Do not treat patients with the Bair Hugger hose alone. Always attach the hose
to a Bair Hugger blanket before providing therapy.

q

8. Ifthe patient is intubated and ventilated, position the head drape over the patient’s head
and neck.

A Warning: Do not allow the head drape to cover the patient’s head or airway when the
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patient is not mechanically ventilated.

9. Select the desired temperature setting on the warming unit to initiate warming therapy.
(See the Operator Manual for your specific wanning unit model)

N Caution: Patient Monitoring Recommendations:

* 3M recommends continuously monitoring core temperature. In the absence of
continuous monitoring, monitor the temperature of patients who are incapable of
reacting, communicating and/or who cannot sense temperature a minimum of every
13 minutes or according to institutional protocol.

* Monitor cutaneous responses of patients who are incapable of reacting,
communicating and/or who cannot sense temperature a minimum ofevery 15 minutes
or according to institutional protocol.

» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if
elevated temperatures are recorded or if there is an adverse cutaneous response in the
warmed area.

10. Based on the warming unit model utilized, turn the unit off or to standby mode to
discontinue warming therapy. Disconnect the hose from the warming blanket and discard
the blanket per Rules for Disposal.

ALTERNATIVE OPTIONS FOR PATIENT POSITIONING

Supine Position Using Arm Boards

Before placing the patient on the warming blanket, open the side perforations. Extend the
patient’s arms through the open perforations and position on the arm board (Figure 1).
Continue with Step 7.

Labeling and Packaging

Labeling

Labeling is provided in multiple languages. Per 1SO 1S223-1 and EN 1041 international and
regional symbols for medical devices are used. Instructions for use are provided in the form of an
IFU booklet which is contained within each carton.

Packaging configuration

Each blanket is sealed in a printed plastic pouch (non-sterile). After being sealed, blankets are
packed in either quantities of five or ten blankets per carton depending on commercial offer.
Package size:

Length: 15.37 in/ 39.04 cm 1

Width: 7.56 in/ 19.2 cm 1

Height: 15.75 in/40.01 cm + 1
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Environmental conditions

Operating conditions

Rccommeiulcd leinpcraturc: from 15°C to 25°C

Maximum relative humidity: 80% (up to 31°C) with linear decrease in relative humidity up to
50% at 40°C.

Maximum altitude elevation 2000 m

1'ransport and storage temperature: from -20°C to 45°C

Medical device is transported by all means of transport.

Disposal

Medical products should be disposed by the local public companies in accordance with SanPiN
2.1.7.2790-10 "Sanitary and Epidemiological Requirements for the Management of Medical
Waste", waste class 13).

VVarranty

3M warrants this product will be free from defects in material and manufacture. Except where
prohibited by law, 3M will not be liable for any loss or damage arising from this product,
whether direct, indirect, special, incidental or consequential, regardless of the theory asserted,
including warranty, contract, negligence or strict liability.

Blanket is single use. shelf life is unlimited.

.Manufacturer
3M Company. 3M Health Care. USA
3M Center, 25 10 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota. 55144, USA

Authorized rcpresculative of the manufacturer on the territory of RF
ZAO "3M Russia”

Russia 121614, Moscow, Krylatskaya str. hldg,17/3

+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

3mra@mmm.com

3M. BAIR HUGGER and the BAIR HUGGER logo arc trademarks of 3M.

Used under license in Canada.
© 2016, 3M. All rights reserved.
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MepeBof C @aHINMINCKOTO A3blKa HA PYCCKUI A3bIK
LLITaT MuHHecoTa

CekpeTapb wTrara

AMNOCTWUNb
(Faarckas KOHBeHLUMA OT 5 okTAbpa 1961 r.)

1. CrpaHa: CoepunHéHHbIe LUTaThl AMEpPUKM

HacTosawuii odbuynanbHbllii JOKYMeHT: M aTpac TepMocTabunusnpyowmnin, gns
AVTOTOMMWYECKOW NO3ULUN

2. 6bln nognucaH Vpmoir Baprac (Irma Vargas)

3. BbICTynakLeii B HoTapuyca wTata MuHHecoTa

KayecTse

4. ckpenneH Mpwmbl Baprac (Irma Vargas), HoTapuyca wrtata MuHHecoTa

nevyatbr/WTamnom

Y 0OCTOBEPEHO

5.8 r. Cent-Mon, wrar 6. JaTa 13 anpens 2017 r.
MwuHHecoTa

7. cekpertapeM wrtata MuHHecoTa

8. 3a Ne 9458409-10

9. neyatb /WTamn: «bosnblwag neyarb 10. Moanuck /nognuce/
wrata MuHHecoTa * Ctus CaiimMOH
1858» (Steve Simon)

CekpeTapsb wWwraTa
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MHCTPYKUNN no NMPUMEHEHWIO
MATPAC TEPMOCTABUNMN3UPYO WU, ANA TUTOTOMUWYECKOW MO3NLLNN

OnuncaHne nsgenus

Cuctema ynpaBneHus TemnepaTypoil Bair Hugger Bkio4aeT: maTpac TepMoCTabunnsnpytoLwnii,
4N NUToTOMUYecKon nosuummn (mogenb 58501) K cuctemMam KOHBEKLMOHHOFO Tuna Bair Hugger
ana oborpeBa naumeHTa (fanee Mo TEKCTY MOXXET MPUMEHATLCA Ha3BaHWe: maTpac, usgenuve), a
TakXe YCTPONCTBA KOHBeKLUWOHHOro Tuna Bair Hugger pgna o6orpesa nauuveHToB ¢
npuHagnexuHoctamm, cepuin 500 wmnm 700, npomssogctBa 3M. Cuctema paspabotaHa pAs
npeaoTBpaLleHNs HenpegHaMepeHHON runoTepmun. PaboTa ycTpoiicTBa 415 06orpeBa 0OCHOBaHa
Ha NnpuHumnne o6ayBa TenabiM BO34yXOM. TennbliA BO34yX MojaeTcsa w3 ycTpoicTea ob6orpesa no
rmbkomy wnaHry. LnaHr, nogknw4eH K mMartpacy. HarpeTblli BO3gyx nojaetca uepes
nepopnpoBaHHble OTBEPCTUSA, PacrnofioKeHHble Ha BHYTPeHHeil CTOpoHe MmaTtpaca (T.e. Ha
CTOpPOHe, 06paleHHO’ K KOXe nauuneHTa); Takum 06pa3om, NpoMcxXo4nT 060rpes nayueHTa.
MaTpac nmeeT He60NbLLON Bec, NpegycMaTpuBalOT 04HOPa30BOe NCMOb30BaHMe. HaTypanbHbli
Kay4yKOBblIii naTekc Npv Npon3BOACTBe Marpaca He MPUMeHseTCS.

HasHaueHue/nokasaHNa K NPUMeHEeHUO
MaTpac TepMocTabunumsnpywwmnii, LA "AUTOTOMUYEcKOW nosmuyum  (mogens  58501)
npegHasHayeH A1 NPoOOUNAKTUKXM HenpejHamMepeHHOW runoTepmuun. Kpome TOro, marpac
MOXHO MCMOMb30BaTh A1 nojgepXaHus KOMMOPTHOW 414 nauueHTa TemnepaTypbl B YCN0BUSAX,
KOTOpble MOTYT MPUBECTU K MepPerpeBy WUAN MepeoxnaxeHnto nauyneHta. Cuctema ynpas/ieHuUs
TemnepaTypoi MOXET MCNOMb30BaTbCA Kak A/ B3POC/AbIX, TaK U ANA AeTeN.

+ HECTEPWJ/IbHO.

+ CornacHo tegepanbHomy 3akoHy CLUA npogaxa aToro ycTpoiicTBa paspelleHa TO/bKO

NINLEH3NPOBAHHbBIM PaboTHMKAM 34paBo0XpPaHeHna Uan No nx 3akasy.

O6nacTb NPUMeEHeHUSA

Tepanusa, npounakTnka runotepmun. MaTpacbl npomssogcTea 3M MOXHO MCNOAb30BaTb Mpwu
KIMHNYECKNX yCnoBumaAx, B KOTOPbIX NauuMeHT MOXET olylUaTb Neperpes nam nepeoxnaxageHue.
MX Tak)Xe MOXXHO MUCMNosb30BaThb B OﬂepaLLMOHHOVI ans obecneyeHuns ynpaB/ieHNA TeMHepaTypoﬁ
nagumeHTa.

MpoTnBoNoKasaHus, NpeaynpexaeHns 1 NpefocTepexeHuns

MoscHeHne onacHoOCTel, Ha KOTOpblE€ YKa3blBakOT CUTHaA/IbHbIE C/10Ba

A MNPEAYNPEXAOEHWNE.
YKasbIBaeT Ha OMacHyo CUTyaLMto, KOTOpasi MOXET MPMBECTM K CMEPTU WM TSHKEON
TpaBMme.

A TNPEOOCTEPEXEHWE.
YKa3bIBaeT Ha OMacHyt0 CUTyaLmio, KOTopas, ec/in ee He 13bexxaTb, MOXET NPUBECTU
K TpaBMe NIerKo Win CpeHen TSHKECTH.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



A TIPOTUBOTMOKA3AHWA. UTo06bI CHU3UTb puck TEpPMMUYECKOM TpaBMbl,
cobniogaTe NpuBedeHHbIe fanee yKasaHus.

« He nposogute npoueaypy o6orpeBa HWMXHMX KOHEYHOCTEW nauuMeHTa BO BpPeEMS
nepexatma aopTbl. TepMuyeckasa TpaBMa MOXeT BO3HUKHYTb TMpW  TenJjoBOM
BO34eMiCTBUM Ha NLIEMMN3NPOBAHHbIE KOHEYHOCTMU.

A NMPEAYMNPEXAEHWE. YUT06bl CHU3UTb PUCK TEPMWYECKOWN TpaBMbl, cobnwganTe
npuBefeHHble Jafee yKasaHua.

* He npousBoguTe ob6orpes NauWeHTOB TO/bLKO C MNOMOLLbI LWaHra ycTpolicTBa Ans
o6orpesa Bair Hugger. Bcerga noacoegnHanTe wnaHr K matpacy Bair Hugger, npexge
YyeM HauumHaTb npouenypy oborpesa.

* CneaunTe 3a TeMm, 4T06bI NaLMEHT He JIOXKWICA Ha LWINAHT ycTpolicTBa ana oborpesa.

 CneguTe 3a TeMm, 4TOObI WNAHr YCTPOWCTBa A1 060rpeBa He COMpMKacaacs C KOxel
nauuneHTa BO BpeMs npouegypbl oborpesa.

« Bo Bpemsa npouegypbl oborpeBa He ocTaBnaiiTe 6e3 NPUCMOTPa HOBOPOXAEHHbIX,
MajeHUeB, AeTe 1 ApYyrux nauneHToB, Tpebyrowmnx ocoboro BHUMaHUS.

« Bo BpemMs nNpojo/mHKUTeNbHOW npouedypbl oborpeBa He ocTaBngaiTe 6e3 npucmoTpa
nayneHTOB C HEAOCTATOYHON nepdy3nei.

* K nauueHTy go/mkHa 6bITb 06palleHa NephopmpoBaHHas CTOpoHa marpaca. PasmewianTe
nepopnpoBaHHYO CTOPOHY (C HE6ONbLUIMMKM OTBEPCTUAMMN) Tak, UTO6bl 0b6ecneunTb ee
HeMoCpPeACTBEHHbIV KOHTAKT C KOXel nauyueHTa.

+ B onepaunoHHOl He WCNOMb3yliTe AAHHYK MOJesb MaTpaca BMecTe C KaKum-1nb6o
YCTPOMCTBOM, KpOMe yCcTpoicTBa gnsa oborpesa Bair Hugger cepun 500 uan 700.

* He ucnonb3yinTe B oNepaymMmoHHOR ycTpoicTBO AN o6orpesa Bair Hugger cepun 200.

* He ucnonb3yiiTe perynmpyemoe ycTpoicTBo gnas ob6orpeBa Bair Hugger cepum 800 B
KOMMeKce ¢ maTpacom Bair Hugger nto6oin mogenu.

+ T[pekpaTtuTe npouegypy oborpesa, ecnum Ha ycTpoinTee pAnsa oborpesa Bair Hugger
3aropuTcA KpacHblli CBETOBOW MWHAMKATOP MpeBblleHWSA TeMnepaTypbl U BK/IKOUUTCA
curHan Tpesorn. OTKAKWUMTE YCTPOWCTBO ANA o60orpeBa OT WCTOYHUKA MNUTAHWUA U
CBSXKUTECH C KBAIMPUUUNPOBAHHBIM CNELUanMCTOM MO TEXHUYECKOMY 06CNYXUBAHUIO.

* Tlpu ucnonb3oBaHUWM ycTpoicTBa (mKcaumm (Hanpumep, NPeAOXPaHUTE/IbHOrO0 PEMHS
WW JIeHTbI) NPOBepbTe Haj/iexallyo NpoxoguMoCcTb KaHanos nogayu Tenna.

* He pasmewaliTe maTpac HenocpeacTBEHHO Ha NaCTUHe MAacCMBHOIO 3/1eKTPOja.

A  NPEAYMNPEXAEHWE. 4T06bl CHU3UTb PUCK TPaBMUPOBAHUS WAN CMEPTU
nauveHTa mM3-3a M3MeHeHWA MeTofa BBeJeHWA MpenapaTtosB, cobntofanTe NpPUBELEHHbIE
Janee ykasaHus.

* He pa3mewarite maTpac noBepx TpaHcAepMasbHOro naacTbIps.

A MPEAYMPEXAEHWE. [Ana Toro 4tobbl CHU3UTb PUCK MNOJIyYEeHUA TpaBMbl
nauneHTOM M3-3a HexBaTKW BO3f4yXa, C06Mt0AaiTe NpBeLeHHbIe faliee yKasaHus.

* CneanTe 3a TeM, YTo6bl Matpac WaM MNPOCTbIHA A5 TO/I0Bbl HE 3aKpbiBasM [O/10BY
nauueHTa u He 6/10KMPOBAO AblXaTe/ibHble MYyTU B TOM C/iy4vae, eC/in He MPUMeHSeTCS
NCKYCCTBEHHAA BEHTUNALMNA NErKux.

A  NPEAYMNPEXAEHWE. UTo6bl CHU3UTb PWUCK TPaBMWPOBAHUS  MauueHTa
BC/eACTBMe NajeHns, cobnojanTte npuBeLeHHble fjanee yKaszaHUs.
* He ncnonb3yinTe martpac 418 NepeHoca UaKn nepemelLleHMa nauueHTa.

A MNPEAYMPEXAEHWE. Ona Toro 4tobbl CHU3UTb PUCK CHUMXEHUA nepdy3nn
TKaHen Hor, cobnofanTe NpuBedeHHbIe fasiee yKaszaHus.
* He 3aTaruBaiite (hMKCUPYOLLME PEMHU CAULLIKOM TYr0 Ha HOre MauMeHTa, MOCKO/IbKY B
TaKoOM C/lyyae OHW MOTYT AeliCTBOBAaTb KaK XryTbl.
* He ncnonb3yiiTe matpac gns nepeHoca UM nepemMeLLeHUs naymeHTa.
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A TNMPEOOCTEPEXEHWE. YT06bl CHU3UTbL PUCK MNEPEKPECTHOro 3arpsa3HeHus,
cobnofanTe npuBeAeHHbIe fanee yKaszaHu s.

e JlaHHasa Mofenb maTpaca HecTepuabHa W npegHasHadyeHa TOJIbKO pgna ogHoro
nayneHTa. Mcnonb3oBaHune NPOCTbIHM MeXAy MaTpacoMm U NayueHToM He NMpefoTBpaTuT
KOHTaMWHauunto n3gennAa.

A TNMPEAOCTEPEXEHWE. UYTt00bl CHM3WTb PUCK  BO3ropaHus, cobnojante
npuBeLeHHble fJanee yKa3aHUA.

e B cooTBeTcTBMM cO cTaHgaptom 16 CPK (uactb 1610) Komuccum no 6e30MacHoOCTU
I'IOTpe6l/ITeanKVIX TOBapoB B OTHOWEHUM JierkoBocnaMeHALWNXCA MaTepunanos
JaHHOe YCTPOMCTBO KAaccuuumpyetca Kak NpogykT Knacca 1 (HopMasibHas
BOCI‘II‘IaMEHHEMOCTb). I'Ile MCMONb30BaHUMN UCTOUYHWUKOB Tensa BbICOKOM WHTEHCUBHOCTU
Bcerga pyKOBO,qCTByVITer NPoTOKO/1aMN CTaHAApPTOB 6e30MacHOCTM.

A TNMPEAOCTEPEXEHWME. UT06bI CHU3UTb PUCK TEPMUYECKOW TpaBMbl, cobnojamnTe
npuBefeHHbIe fasiee yKasaHus.

. He I/ICI'IOI'Ib3yI7ITe, €Cnn nepemnyHad yrnakoBkKa BCKpPbITa U1K NMOBPEXXAEHA.

A TMPEAOCTEPEXXEHWE. UT0o6bl CHA3UTb PUCK TEPMUYECKOI TPaBMbl, TMNepTeEPMUN
UM TUNOTepMuUN, cobNaanTe NpUBeAeHHbIe fasiee yKaszaHus.

 KomnaHua 3M peKOMeHAyeT OCyL,ecTBAATb MOCTOSAHHbIA MOHWUTOPWUHI UEHTPasbHOWN
TemnepaTypbl nauyueHTa. Mpu OTCYTCTBUM MOCTOAHHOr0O MOHUTOPUHIA KOHTPONUpPYHATE
Temnepatypy nauuneHToB, He WMeEKUWNX BO3IMOXHOCTb pearmposatb Hagnexawnm
obpasom, obwaTtbca u (MIN) He YYBCTBYHOLWLNX TeMnepaTypy, N0 KpaliHeli mMepe Kaxgble
15 MUHYT UM B COOTBETCTBUM C MPUHATLIMU B YUpeXXeHUU npasuiamu.

+ T[poBepsiiTe COCTOAHME KOXW NauMeHTOB, KOTOpble He MOryT owylwartb Temnepatypy
WM XKe He CrnocobHbl pearnpoBatb U COO6IJ.|,aTb 0 CBOMX OWYLWEHNAX, KaK MUHUMYM
KaXXable 15 MWHYT U B COOTBETCTBUN C MECTHbLIM MPOTOKOJIOM.

e OTperynupyinte TemnepaTypy WAW nNpepBUTe MPOULEAYPY, €CAM [AOCTUrHyTas LUesb
Tepanuu, OTMeYyaeTcsa pPoOCT TemnepaTypbl WAM B 30He HarpeBa OOHapyXeHa
HeXenarte/ibHaA KOXXHaA peakKuus.

MaTpac TepmMoCcTabuNN3NPyrLWKWin, A TMTOTOMUYECKOM No3nLnmn

Manac TepMOCTa6VI}'II/I3I/IpyIOLLI,VII7I, ana NNTOTOMUYECKOIA nosnunm npegHasHaydyeH An-d
yKnagblBaHuUs noj naymeHTa C LUefbl0 KOHBEKLWMOHHOro o6orpeBa 60/bHbIX B rpoLlecce
npoeegeHna  XuUpyprunyeckKkoro BMewlaTesnbCTBa. Manac ana NNTOTOMUYECKO nosnunn
obecneuymBaeT MOJMHbIN HeorpaHMHEHHblﬁ oOCTyn B npouecce npoBegeHUA XMpPpypruyecKmx
BMeLlaTeNbCTB B 06/1aCTU XXWNBOTA, NMPOMEXHOCTH, Taza U HUXKXHUX KOHEYHOCTEWA. Manac nMeeT
NPAMOYFo/ibHYK0 (opMy M MMeeT pasmep, MNOAXOAAWMA [ MCNOMb30BaHUA Yy B3POC/bIX
nauneHToB " negmaTpunyecKmx nauuneHTOB CTapLlero U cpegHero Bo3pacTa. OCcob6eHHOCTAMM
MaTpaca ABJIAETCA Ha/ln4dune I'IpOpe36I7I, KOTOpbleé MNO3BONAKT y,ﬂ,O6HO pasmelwatb Ha HEM
nauneHTa B pPas/IMYHbIX MOMT0OXKEHUAX W WUCNONb30BaTb €ro COBMECTHO C HpOCTbIHeﬁ onAa
nepemMeLeHna nexadmx 60/1bHbIX. Hapy)KHbIe Kpada MaTtpaca npu nocTtynaeHnm B HEro Bo3gyxa
npunogHNMarTCA " obecneymBarwT UMPKYyNAUMK Tenaa BOKPYr nauneHTa. FonoBHOI KOHEL,
MaTpaca MMEET HEBEHTUNUNPYEMYK 4YaCTb, 4YTO MO3BOJIAET MNOMECTUTb T0/210BY nNaulUueHTa Ha
Pas3HbIX YpPOBHAX. Monockn ”n 3aBA3KW obecneymBarT HafeXHoe 3aKpernjeHne Marpaca Ha
onepauynoHHom cTone. [lepdopaynoHHbie 0TBepcTUs obecrne4ymBakwT OTBOA KWUAKOCTH,
npegynpexaas ee CKOMEHMEe Ha MOBepxHOCTU ogessa. LLInpokuin Bbipes y mMatpaca B o6nacTtu
Tasza obecneuunBaeT y,qOﬁHbIVI AOCTYyN K NauuneHTy. B KOMMNMEKTaUM MaTpaca TaKXe BXOoAUT
creumanbHas npospavHas MnjeHoYHas NPOCTbIHA, KOTOpas MOXET yAepXXuBaTb TeMNblii BO3LYX Y
ronoBbl 3aI/IHTy6VIpOBaHHOFO nauneHTa, HaxogAauwerocda Ha nB/ nauneHTa.

MpuHagnexxHocTn / BCnomoraTtesibHOe 060pyaoBaHue

MpuHagnexHocTn / BcnomoratesnbHoe obopyjaoBaHWe  ANS  JAHHOrMO  MmaTpaca  He
npegycmaTtpusarTCs.
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MpuHunn paboTsl

PaboTa cucTembl OCYLLECTBASAETCA MOCPEACTBOM HarHeTaHMs Tensoro Bo3fyxa YCTPOMCTBOM
oborpesa. Tensbli BO3AYX MOJaeTCsA M3 yCTPOWCTBa oborpeBa nMpyv MOMOLLM TMOGKOrO LWilaHra.
LWnaHr nogcoegnHseTca K MaTtpacy. B pganbHeilwem Tennbliii BO34yX NOCTynaeT 4epes
nepopupoBaHHble OTBEPCTUSA, PacnoO/OXeHHble Ha BHYTpPeHHeli CTOpPOHe martpaca (CTOpPOHe,
00palléHHON K KOXe MauueHTa) n oborpeBaeT naymeHTa.

Martepuanbi
KoMMnoHeHT MaTtepunan
Martpac CnaH6oHg
MonnnponuneH
Mopknafgka wiaHra KapToH (M3 cynbaTHOR Lennnosbl, Knacc TONWMHbI 24)
AAre3nBHbIE 3/1IEMEHTbI Ha ocHoBe akpuna 3M NT[A Aparesms 1504XL HiTack Transfer

TexHNYecKue XxapaKTepucTuUKn
Mogenb HasBaHue/vgeHTu(bnkato Pa3meHbl / Fa6aHuTbl / Bec  KOMMNOHEHTHI

585 MaTpac 63 x 36 agwoiim (160 x 91 cw) [1118HO4HOE MOKpbIBano 61 x 61
58501 TepMoCTabUAN3NPYOLWNIA,  +15% cM£15%

ans nutoTommnyeckom 5.0 yHunii (142 r) £15% MopT ans wnaHra: 1w,

nosnuunmn OuameTtp 55 mm £15%

B cooTBeTcTBME C TpeboBaHMAMU cTaHgapTa IEC 80601-2-35
OrpaHunyeHue TeMnepaTypbl

Temnepatypa KoHTakTa He 6onee 48°C

yCpeAHEHHAA TemMnepaTypa KOHTaKTHOW NOBEPXHOCTU He 60siee 46°C
[Onana3oH Temnepatyp (BHyTpeHHue TpeboBaHms) 39°C + 3°C

MNHcTpyKunmn

MpumeyaHne. Ecnu  cywecTByeT BepOATHOCTb  BbLUENEHUS  KUAKOCTEN, pasmecTuTe
BMNUTbIBAIOLLYIO TKaHb NMNofj matpacom mogenu 58501.

1. PasmecTtnTe Henep(oOpmMpoBaHHYI CTOPOHY (C KJ/eMKON JeHTON) wmaTpaca Ha CTofe.
MepopupoBaHHasa cTopoHa matpaca (C HebONbLUMM OTBEPCTUAMM) AOSIXKHA COMpUKacaTbCa C
KOXell nauueHTa. BbIpOBHANTE HWXHWI Kpali maTpaca no Kpaw onepaumoHHoro crtosa. C
NOMOLLbI0O KMEMKMX MOSIOCOK Ha HMXXHeN CTOPOHe maTpaca 3akpenuTe ero Ha cTofie 418 Toro,
4YTOObI NPEefOTBPATUTbL CKOJIbXEHME (PUCYHOK A).

2. 3anpaBbTe 60KOBble Kpas MO4 MaTpac WAM HamaTpacHUK OnepauuMoHHOro cTona Ans
obecrneyeHNs HENOLBUXKHOCTU (PUCYHOK B).
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BbinonHute war 3 wan nepeignte K pasgeny «AJIbTEPHATUBHBIE BAPUVAHTDI

PASMEWEHUNA NMALUNEHTA».

3. JInToTOMMYeCKOe MONOXKEHME C UCNOJIb30BaAHMEM MNESTEHKU
Mpu Mcnonb30BaHUU MeNeHKU WU (mKcaTopa (MpefjoXpaHMTeNIbHONO PEMHS, 371aCTUYHOW
KNeNKOM NeHTbl) packpoliTe Mo AMHUM MNepdopaunmy npopesn, pacnosioXkeHHble N0 60Kam
matpaca. MPUMEYAHWME. Ecnun neneHka n ukcaTop He UCMONb3YHOTCA, He pacKpbiBaliTe
6okoBble Mpopes3un. Mepef TeM Kak HagyTb MaTpac, MOSIOXUTE MesIeHKY MOMepeK CpefHei
yacTu maTpaca v pa3mMecTMTe MaLUeHTa CBEPXY.

4. NJONONHUNTENIbHO. ®ukcnpyrolnii peMeHb, pacnofioXXeHHbIli B OCHOBaHUM MaTtpaca,

MOXHO paccTerHyTb W 3aTSHYTb Ha BePXHel yacTu 6egpa nayueHTa (pucyHok C).

A MpepynpexaeHue. He 3atarvBaiite PUKCUPYIOLWNIA PEMEHb C/IMLLKOM TYro Ha Hore
nayueHTa, TaK Kak OH MOXET feiicTBOBaTb KaK XryT.

5. JOMO/THNTENTbHO. He HagyBaemyl AyroobpasHyt CeKLWO B LieHTPe MaTpaca MOXHO
yAanuTb, OTAENIUB €€ MO IMHMK nepdopauumn (pUcyHoK B).

o)

« * U

6. PacnonoxuTe MefeHKY NOBepX PyK MauMeHTa 1 NPonycTUTe ee Kpas yepe3 GOKOBbIe MPOpPe3n

B MaTpace (pucyHoK E). HafexHo 3akpenuTe Kpasi nefeHku, (pUcyHok E). Mpu ncrnonb3oBaHUm

thrKcaTopa NponycTuTe ero Yepes 60KOBYI MPoOpe3b B MaTpace.

A TlpegynpexgeHue. Mpw MCMOMb30BaHWM  ycTpolicTBa  pukcauuu (Hanpumep,
NpeLOXPaHUTE/IbHOTO PEMHS UMW NIEHTbI) NPOBEPbTE HAA/IEXALLYH MPOXOAMMOCTb KaHasloB
nogauu Tenna.
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7. B BepxHeli u4acTM wMaTpaca HaxoguTca pasbem Ana wnadra. [llogcoegnHuTe  WnaHr
ycTpoicTBa ansa oborpesa Bair Hugger k pasbemy Ha matpace (pucyHkn G u H). BkpyuuainTe
40 nNNOTHOW nocagku. BwusdyanbHaa MeTKa, YkasblBawwas rAyouHy BBeLEHUSA LUNaHra,
pacnonoxeHa B cpefHeli 4acTM HaKOHeyHMKa wnaHra. [pugepXxnBainTe wWnaHr Aans
obecneyvyeHU HafEeXHOCTN KPenseHus.

A MpepynpexaeHve. He nponsBoauTe 060rpeB MauWeHTOB TO/bBKO C MOMOLLUbH LWaHra
Bair Hugger. Bcerga nogcoeguHsiTe wnaHr K matpacy Bair Hugger, npexge 4em
HauMHaTb Npouesypy.

G H

8. B cniyyae UHTYy6aLMn U BEHTUNSLUMN JIETKUX 3aKPOTE rO/10BY 1 LWEH NauueHTa ¢ NoOMOL b
MoKpbIBana Ans rosioBsbl.

A MpepgynpexgeHne. CneauTte 3a TeM, 4YT0O6bl MOKPbLIBA/NO A1 TO/I0Bbl He 3aKpbIBaso
rosioBy nauveHTa U He 6/0KMPOBaN0 AblXaTefbHble MYyTU B TOM C/ly4yae, ec/iv He
NPUMEHSAETCSA UCKYCCTBEHHAsS! BEHTUMALMUS NIErKUX.

9. BblGepuTe He0o6XogMMyl0 TemrepaTypy Ha ycTpoiicTBe pfna o6orpeBa, 4Tobbl Hauyatb
npouegypy o6orpesa. (CM. pPyKOBOACTBO MO 3KCNjyaTauuu Balleli MoAgenu ycTpolicTBa As

oborpesa.)
A MNpepocTepexkeHne. PekomeHAaLMM N0 MOHUTOPUHTY COCTOSIHUSA MalueHTa.
 KomnaHua 3M pekOMeHAyeT OCYLWECTBAATb MOCTOSAHHbIA MOHUTOPUHT LieHTpanbHOWM
TeMnepaTypsbl naymeHTa. Mpwu OTCYTCTBUMU MOCTOAHHOIO MOHUTOPUHTA

KOHTPONMpyiTe TemnepaTypy MNauVeHTOB, HE MMEKLNX BO3MOXHOCTb pearnpoBaTb
Hagnexawumm o6pasom, obwaTtbcs U (MM) He UYYBCTBYHLMX TeMnepaTypy, Mo
KpaiHeid mepe Kaxgble 15 MUHYT UAU B COOTBETCTBUU C MPUHATLIMU B YUPEXAEHUN
npasuiamu.
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TemnepaTtypa TPaHCNOPTUPOBKU U XpaHeHus: oT -20°C po 45°C
MeonUMHCKOe n3gesnine TPAHCMOPTUPYIOT BCEMU BUAAMW TpaHCcnopTa.

YTunnsaumsa
MegnunHcKre u3genns AO/MKHbl YTUAU3NPOBATLCA MECTHbIMW MYy6ANYHO-MPABOBbIMU
opraHusaumamm B  COOTBETCTBUMU ¢ CanllnH 2.1.7.2790-10 «CaHunTtapHo-

anujemMuonormyeckme TpeboBaHUA K o06palleHUI0 ¢ MeAULMUHCKUMU 0TX04aMWu» Kiacc
oTxogos b).

I/l apaHTuWiiHbIe 06A3aTeNbCTBA

3M rapaHTuMpyeT OTCYTCTBMe [AeeKTOB B MaTepuasnax M Mpou3BOACTBE HACTOALLErO
n3pennsa.
3a UCKNHOYEHNEM C|/|TyaLU/||7|, npamMo npegycMoTpeHHbIX 3aKOHOAAaTE/1IbCTBOM, KOMMaHUA
3M He HeceT HMKaKOW OTBETCTBEHHOCTU 3a Nobble oTpuuaTesibHblE MOCNeaAcTBnA NN
yLL|,ep6, CBA3aHHblEe C NMCNno/1b30BaHUEM ,U,aHHOVl npoaykKunnm: npAamMmble, KOCBEHHbIE,
YMbILLU/IEHHDbIE, CnyqaﬁHble nnn onocpegoBaHHbIE, He3aBUCNMO OT BbIABUHYTbIX
O6'bF|CH9H|/||7|, BK/lO4HaA rapaHTMn, KOHTPaKThbI, He6pe)KHOCTb nnn O6'beKTV|BHy|‘0
OTBEeTCTBEHHOCTb.
ManaC ABJIAETCA 04HOPa30BbIM, COOK TrOAHOCTU HE OrpaHUN4YeEH.

MNpownssognTens
3M KomnaHu, 3M Xenc Keap (3M Company, 3M Health Care), CLUA
3M LleHTp, 2510 KoHBeii ABeHto, CcTp. 275-5W-06, CeHT-INon, MuHHecoTa, CLUA

(3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144,
USA)

YNO/HOMOYeHHbIA nNpeAacTaBUTeNlb MPOU3BOAUTENA MeAULWHCKOro Wu3genns Ha
Tepputopun P®

3aKkpbIToe aKLMOHepHOe o6wecTBo «3M Poccua»
121614, r. MockBa, yn. Kpbinatckas, g. 17, kopn. 3
Ten.: +7 (495) 784 7474 | dakc:+7 (495) 784 7475
an.noyrta: 3mra@mmm.com

3M, Bair Hugger n norotun Bair Hugger siBNa0TCA TOBapHbIMU 3HaKaMn KoMmnaHum 3M.
Mcnonb3yetca no nuueHsnn B KaHage.
O 3M, 2016. Bce npaBa 3aLLMLLEHbI.

MepeBoA4 C AaHINUIACKOTO A3blKa Ha PYCCKUX” A3bIK ”“BbINOHEH MepeBOAYNKOM
daptopoBCKOi ANMHON EBreHbEeBHOIA (WegOnA
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Poccuiickaa degepaums
Mopog Mocksa
[BajuaTb cegbMoe anpensa Ase ThiCAYN CEMHaALATOro roga

A, AO6y6bukepoB PwuHaT ANMM>KAHOBMY, BPEMEHHO WCMOMHAKLWMIA 0653aHHOCTM
HoTapuyca ropoga Mockebl Ab6y6uKepoBoi PasBunum PaBunbeBHbl, CBUAETENbCTBYIO
BEPHOCTb KOMUM C NpeACcTaBfieHHOW MHE WMHCTPYKuuMn no npumeHeHunwo Warming Blanket,

Lithotomy Underbody.

Mpn 3TOM CBUAETENLCTBYH MOAAMHHOCTbL Mognucu nepesogunka PapdopoBCKoii

ANNHbI EBreHbeBHbI.
Mognuch cpenaHa B MOe.M MNPUCYTCTBUU. JINYHOCTbL MepeBOfYMKA YCTAaHOBJEHA,

fLleecnocobHOCTb NpoBepeHa.
3aperncTpupoBaHo BpeecTpe: No  f' 96/

B3biCKaHO rocygapCcTBEHHON NouTuHbI (Mo Tapudy): 100 py6neii + 90 pybnei.

YaoTull 9™ T.~KasaHue ycnyr npasoBoro
a: 200 pybnei + 450 pybnei.

P.A. Abybunkepos
(MHuupmansl, amunna BPUO)

Bcero  npownypo6™ N AN - -A AP
MPOHYMEPOBAHO U ckplnpel ©
MEYATRHO/S {y e

[ MHOTAPWNYC'«
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SECRETARY OF STATE

AFOSTILLE

(Convenlion lie La Ilave du 5 octobre 1961)

1. Country: United States of America

This Public Document: Warming Blanket, Sterile Cardiac

2. has been signed by Irma Vargas

3. acting in the capacity of Notary Publie, State of Minnesota

4. bears the scal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: April 13, 2017
7. by: Secretary of State, Stale of Minnesota 8. File No: 9458409-11

9. Seal/Stanip: 10. Signature:

Sieve Simon

Secretary of Slate

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



3iM tk'iillh Care lliisiiicss 3M Center
2510 Conway Ave., Bldy. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

Mo wliom jl may concern

In my capacity as International Regulatory AlTairs Associate, 3M Healthcare Business,
St.Paul. .MN, USA. I certify that the attached Instruction for Use (IFU) for Bair Hugger
remperature Management System that includes Warming Blanket, Sterile Cardiac (Model
63000) to the liair 1lugger Unit for patient warming and Bair Hugger Unit for patients
warming with accessories. Series 500 or 700 in English is truthful and accurate.

Yil/iol'}’
Regina Fefcrman
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Washington) SS >

Subscribed and sworn to before me this ' day of April 2017.

Irma Vargas, Notary Public
My Commission Expires: .lanuary 31,2020

IRMA VARDAS
Notary Publle*M1(lwell

A'-ggy- My Committtofl Esp»« to 3t, u
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INSTRUCTIONS FOR USE
WARMING BLANKET, STERILE CARDIAC

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket, Sterile Cardiac (Model
63000) to the Bair Hugger Unit for patient warming (hereinafter the blanket or product) and
Bair Hugger Unit for patients warming with accessories. Series 500 or 700, made by 3M. The
system was designed to prevent unintended hypothermia.. A warming unit forms the base ofthe
system by generating warmed air. The warmed air is transferred from the warming unit through a
flexible hose. The hose is connected to the mattress/blanket. The warm air is then passed through
perforations on the underside of the blanket (that is, the side facing the patient’s skin), warming
the patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Indications for Use

Warming Blanket, Sterile Cardiac (Model 63000) is intended to prevent unintended hypothermia. In
addition, the temperature management system can be used to provide patient thermal comfort when
conditions exist that may cause patients to feel too warm or too cold.

 STERILE.

o Federal law (USA) restricts this device to sale by or on order of a licensed healthcare
professional.

Intended use

Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions in which
the patient can feel too warm or too cold. They can also be used in the operating room to control patient
temperature.

Contraindications, Warnings and Cautions
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Explanation of Signal Word Consequences

WARNING:

Indicates a hazardous situation which,
if not avoided, could result in death or
serious injury.

A CAUTION:
Indicates a hazardous situation which,
if not avoided, could result in mirror or
moderate injury.

A CONTRAINDICATION: To reduce the risk of thermal Injury:

» Do not apply heat to lower extremities during aortic cross-clamping. Thermal injury may occur if
heat is applied to ischemic limbs.

A WARNING : To reduce the risk of thermal Injury:

» Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the hose to a
Bair Hugger warming blanket before providing warming therapy.

» Do not allow the patient to lie on the warming unit hose.

¢ Do not allow the warming unit hose to directly contact the patient’s skin during warming therapy.

» Do not leave patients unattended during warming therapy.

» Do not leave patients with poor perfusion unmonitored during prolonged warming therapy.

e The patient should face perforated side of the blanket. Always place the perforated side (with the
small holes) directly in contact with the patient’s skin.

» Inthe operating room, do not use this warming blanket with any device other than a Bair Hugger
500 or 700 series warming unit.

» Do not use a Bair Hugger 200 series warming unit in the operating room.

» Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair Hugger
warming blanket.

» Do not continue warming therapy if the red Over-temp indicator light illuminates and the alarm
sounds. Unplug the wanning unit and contact a qualified service technician.

» Do not place patient securement device (i.e. safety strap or tape) over the warming blanket.

» Do not place the warming blanket directly over adispersive electrode pad.

A WARNING: To reduce the risk of patient injury or death due to altered drug delivery:
¢ Do not use a warming blanket over transdermal medication patches.
A WARNING. To reduce the risk of injury due to interference with ventilation:

Do not allow the wanning blanket or head drape to cover the patient’s head or airvvay when the
patient is not mechanically ventilated.

A WARNING: To reduce the potential for injury due to patient falls:
+ Do not use a warming blanket to transfer or move the patient.
A WARNING: To maintain proper aseptic technique:

* Any surgical incision in the lower extremities must be closed before applying the blanket to the
lower part of the body.

A CAUTION: To reduce the risk of cross-contamination:

* This warming blanket is sterile and is intended for single patient use ONLY . Placing a sheet
between the warming blanket and the patient does not prevent contamination ofthe product.
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A CAUTION: To reduce the risk of fire:

e This product is classified as Class I Normal Flammability as defined by the Consumer product
Safety Commission's flammable fabric regulation, 16 CFR 1610. Follow standard safety
protocols when using high intensity heat sources.

A CAUTION: To reduce the risk of thermal injury:
» Do not use if primary packaging has been previously opened or is damaged.
A CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

« 3M recommends continuously monitoring core temperature. In the absence of continuous
monitoring, monitor the temperature of patients who are incapable of reacting, communicating
and/or who cannot sense temperature a minimum of every IS minutes or according to
institutional protocol.

*  Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or
who cannot sense temperature a minimum of every 15 minutes or according to institutional
protocol.

» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated
temperatures are recorded or if there is an adverse cutaneous response in the warmed area.

Warming Blanket, Sterile Cardiac

Warming Blanket, Sterile Cardiac is designed to be used with warmed or cooled air during cardiac
surgeries. The design is comprised of tubular inflatable channels fused to a perforated underside.
Approximately i/3 of the lower portion of the Blanket is non-inflatable and is comprised of a foot drape
that is designed to protect the patient's feet during warming. An integral trunk extension is attached to an
inlet located in the lower half of the blanket. This trunk extension is attached to the hose of the Bair
Hugger warming unit and allows the unit's hose to remain outside the sterile field. A clear, polyethylene
window, integral to the blanket, allows access to the groin area. The blanket has a waist belt design, i.e.
after surgical field treatment, the blanket in the form of a wide belt is placed in the waist area of the
patient, and after surgical wound suturing in the area of the saphenous vein harvesting, the blanket is
completely rolled out and inflated after removal of the transverse clip from aorta.

Accessories
No accessories are associated with this product line.

Mode of Action

A warming unit forms the base of the system by generating warmed air. The warmed air is transferred
from the warming unit through a flexible hose. The hose is connected to an inflatable blanket positioned
over, under or around the patient. The warm air is then passed through perforations on the underside of
the blanket (that is, the side facing the patient's skin), warming the patient.

Materials
Component Material
Blanket Spunbond
Polypropylene
Hose Card Cardboard (24
Point Solid Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive
Design Specification
[Model  iName/ldentifier [Size/ Dimension / Weight [Components
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Extension nipple

. . 63x36 in(152x91 cm) £15% Length 36 in (91
63000 232 di;’\’arm'”g Blanket, - Sterile ¢ ' (227¢)15% cm) +15%
ardiac Diameter 55 mm
+15%

In accordance with IEC 80601-2-35

Temperature restriction

Contact temperature no more than

Mean contact surface temperature no more than 46°C
Temperature range (Internal requirements) 39°C + 3°C

Instructions
1. Leave the warming blanket folded up until ready to begin warming therapy.

~  Warning: Any surgical incision in the lower extremities must be closed before applying the sterile
warming blanket to the lower part of the body.

2. Remove the backing from the adhesive tape strip and adhere the warming blanket to the patient’s
waist (Figure A).

3. Unfold the warming blanket and position the clear window to allow access to the groin. Extend
the warming blanket so that the end is outside the sterile field (Figure B).

®n . m
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4. Attach the sterile hose of the warming blanket to the Bair Hugger warming unit hose (Figure C).
Use a twisting motion to ensure a snug fit. A visual marker is located around the mid-section of
the hose end to guide the depth of hose insertion. Support hose to insure secure attachment.

Warning: Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the
hose to a Bair Hugger warming blanket before providing warming therapy.

5. Tuck the edges of the warming blanket under the patient.
Optional: Place a sterile drape over the Bair Hugger warming blanket to increase effectiveness.

6. Select the desired temperature setting on the warming unit to initiate warming therapy. (See the
Operator Manual for your specific warming unit model)

A Caution: Patient Monitoring Recommendations:

¢ 3M recommends continuously monitoring core temperature. Inthe absence of continuous
monitoring, monitor the temperature of patients who are incapable of reacting, communicating
and/or who cannot sense temperature a minimum of every 15 minutes or according to
institutional protocol.

*  Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or
who cannot sense temperature a minimum of every 15 minutes or according to institutional
protocol.

» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated
temperatures are recorded or if there is an adverse cutaneous response in the warmed area.

7. Based on the warming unit model utilized, turn the unit off or to standby mode to discontinue
warming therapy. Disconnect the hose from the wanning blanket and discard the blanket per
Rules for Disposal.

Labeling and Packaging

Labeling

Labeling is provided in multiple languages. Per ISO 1S223-1 and EN 1041 international and regional
symbols for medical devices are used. Instructions for use are provided in the form of an IFU booklet
which is contained within each carton.

All sterile product lots are labeled to include a) whether or not the product is sterile, b) the type of
sterilization method used (ETO in this case), and c) the expiration date (date product is intended to be
used by).

Packaging configuration

Each blanket is sealed in a Tyvek pouches (sterile). After being sealed in the pouch, blankets are packed
in either quantities of five or ten blankets per carton depending on commercial order.

Package size:

Length: 15.37 in/ 39.04 cm %1

Width: 7.56 in/ 19.2 cm £1

Height: 15.75 in/40.01 cm+ 1
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Operating conditions

Recommended lempenilure: from 15“C to 23°C

Maximum relative humidity: 80% (up to 31°C) with linear decrease in relative humidity up to 50% at
40%“C.

Maximum altitude elevation 2000 m

Transport and storage temperature: from -20"C to 45°C

Medical device is transported by all means oftransporl.

Disposal

Medical products should be disposed by the local public companies in accordance with SanPiN
2.1.7.2790-10 '‘Sanitary and Epidemiological Requirements for the Management of Medical Waste”,
waste class B).

Warranty

3M warrants this product will be free from defects in material and manufacture. Except where prohibited
by law, ,1IM will not be liable Tor any loss or damage arising frotn this product, whether direct, indirect,
special, incidcntiil or consequential, regardless of the theory asserted, including warranty, contract,
negligence or strict liability.

Sterile blanket is single use, and shelf life constitutes 3 years from sterilization.

Manufaclurcr
3M Company. 3M Health Care. USA
3M Center, 2510 Conway Avenue, Bldg. 27.5-5W-06, Saint Paul, Minne.sota, 55144, USA

Autliorized icprcscntatiAC of the manufaclurcr on the lcrritoi-y of RF
ZAO "3M Russia™

Russia 121614. Moscow, Krylatskaya sir. bldg.17/3

+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

3mra@mmm.com

3M, BAIR HUGGER and the BAIR HUGGER logo arc trademarks of 3M.

Used under license in Canada.
0 2016. 3M. All rights reserved.
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nepeBo0 C aHIMUNCKOTO A3blKa Ha PYCCKUU A3bIK

LLTaT MunHHecoTa

CekpeTapb Wwrata

AMNOCTUb
(Faarckas KoHBeHUMA OT 5 okTa6pa 1961 r.)

1 CrpaHa: CoefjMHEHHbIe LLITaThl AMepuKu

HacTosiwmii odmumanbHblii JoKyMeHT: Oaesifio o6orpesatoliliee, CTepUbHOE ANs

KapAuoxXmnpyprum

2. 6b111 NogNucaH Mpmoii Baprac (Irma Vargas)

3. BbICTYMaMoLLEN B HoTapuyca LiTata MuUHHecoTa

KayecTse

4. ckpeneH Mpmbl Baprac (Irma Vargas), HoTapuyca wtata MuHHecoTa

neyaTb/LWTamrnom

Y [ocToBepeHo

5. B r. Cent-Mon, wrat 6. Jarta 13 anpensa 2017 r.
MwuHHecoTa

7. cekpeTapem wTata MuHHecoTa

8. 3a Ne 9458409-11

9. neyatb /wiTamn: «bonbluas nevatb 10. Mognuck /nognuce/
wTrata MuHHecoTta * Ctme CaiiMmoH
1858» (Steve Simon)

CekpeTapb wraTa
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“nenc ivcap oHJHeC

~/Health Care Business) 3M LleHTp
2510 KoHBaii ABeHto, CTpoeHune 275-5\\*-06
CeHT-lMon, MuHHecoTa 55144 CLUA
651 733 1110

Mo mecTy TpeboBaHuA

B kauyecTBe creuunanmcra MeXxAyHapogHOro HoOpMaTMBHO-MPAaBOBOIro PeryjimpoBaHnUsa M COOTBETCTBUSA
kayectBa, 3M Healthcare Business, CeHT-IMon, MwuHHecoTa, CLUA, A CcBWUAETENbLCTBYIO, 4TO
npunoxeHHoe PykoeogcTBo no akcnayatauymm (IFU) gna CucTembl ynpaB/ieHUs TemnepaTtypoi Bair
Hugger Bknwo4aeT: ofedAno oborpesarliee, CTepunbHoe Ana kKapguoxupyprum (mogens 63000) K
CMCTEMAM KOHBeKUMOHHOro Tuna Bair Hugger gna o6orpeBa nauueHTa, a TakXe YCTpPOWCTBa
KOHBEKLMOHHOIO Tna Bair Hugger gns oborpesa nayuMeHTOB ¢ NpUHagnexHocTamu, cepuii 500 mnan
700 Ha aHrNUIACKOM A3blKe ABJIAETCA BEPHbIM U TOUHbIM.

/nognuce/ 13 anpensa 2017 roga
PervnHa ®eepmaH JdaTta

CneunanucT MeXAYyHapoLHOro HOpPMaTUBHO-
NpaBOBOro PeryinMpoBaHnUsa © COOTBETCTBUA
KayecTBa

3M Xenc Keap (3M Health Care)

LTaT MuHHecoTa)
OKpyr BalwnHIToH) SS

MognucaHo Nog NpucAroii B Moém npucytcTBumn 13 anpens 2017 roga.

/nognuce/
Mpma Baprac (Irma Vargas), Hotapuyc
Cpok Moux nosiHoMounii uctekaet 31 aHBapsa 2020 roga

LWTamn: MPMA BAPIAC (IRMA VARGAS)

HoTapuyc - MuHHecoTa
CpoK MOMX NosHOMo4YuiA ncTekaeT 31 aHBapsa 2020 roga
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MHCTPYKLWWM NO MPUMEHEHWIO
OAEANO OBOIPEBAKOLWEE, CTEPUJIBHOE ANA KAPANOXUPYPI U

OnwuvcaHwne nsgenna

Cunctema ynpaBneHWs TemnepaTtypoii Bair Hugger BkawuvaeT: ofesano oborpesarwollee,
cTepunbHoe Ana kKapguoxupyprum (mogens 63000) K cucTemMaM KOHBEKLMOHHOro Tuna Bair
Hugger gna ob6orpeBa nauumeHTa (fanee MO TEKCTY MOXET MPUMEHSATbCA Ha3BaHue: 0fesno,
nsgenvie), a Takxe ycTpolicTBa KOHBEKLMOHHOro Tuna Bair Hugger gnsa oborpesa nayuneHToB ¢
npuHagnexuHoctamm, cepuini 500 wmnm 700, npomssBogctBa 3M. Cuctema paspaboTaHa s
npejoTBpaLLleHnsa HenpegHaMepeHHONM runoTepMmumn. PaboTta ycTpolicTBa gna o6orpesa ocHoBaHa
Ha npuHumnne o6ayBa TenabiM BO34yXOM. TennbliA BO34yX MojaeTcsa M3 ycTpolicTBa oborpesa no
rmbkomy wnaHry. LWnaHr, noagknw4eH K ogeany. HarpeTtblli BO3gyx nogaetca uyepes
nepopnpoBaHHble OTBEPCTUSA, PAacMO/OXEHHble Ha BHYTPeHHeli CTOopoHe ogesAna (T.e. Ha
CTOPOHE, 06palLeHHOM K KOXKe nayneHTa); TakMm 06pa3om, MPOUCXOAMT 060rpeB naymeHTa.
Opfeano nmeet He60NbLLON Bec, NpefycMaTpuBalOT 04HOPa30BOe NCNO/b30BaHMe. HaTypanbHbIii
Kay4yKOBbIii naTekc npv NpPon3BOACTBE 04esN He NPUMeHSeTCS.

Ha3HaueHue/rnoKasaHNA K NPUMEHEHUIO
Opgesno oborpeBatouiee, CcTepusbHoe ANa Kapauoxmpyprum (mogens 63000) npegHasHa4eHo
ana  npounakTUKM  HenpegHamepeHHOW runoTepmun. Kpome TOro, O0fessin0o  MOXHO
Mcnonb3oBaTb ANA nojgepXaHus KOMMOPTHOW AnNA nauumeHTa TemnepaTypbl B YC/I0BUSAX,
KOTOpble MOTYT NPUBECTU K NEpPerpeBy WAN NepeoxsaxAeHWI0 NauneHTa.

« CTEPU/IbHAA MOLENb

+ CornacHo ¢egepanbHoMy 3akoHy CLUA npogaxa aToro yctpolicTBa paspelieHa To/bKo

NNLEH3NPOBAHHbIM paboTHMKaM 34paBOOXPAHEHUA UM MO MUX 3aKasy.

O6nacTb NPYMeHeHUSA
Tepanusa, npounakTuka runotepmun. Opeana npomussoacTsa 3M MOXHO MCMNONb30BaTb Npu
KNMHUYECKNX YCNOBUAX, B KOTOPbIX MAaUUEHT MOXeET OWyLlaTb Neperpes UaM nepeoxnakjeHue.
VX Tak)Xe MOXHO MCNonb30BaTb B ONepaLnoHHON A4nsa obecnevyeHUs ynpaBfeHUs TemnepaTypol
nauuneHTa.
MNpoTnBONOKa3saHNA, NPesynpexxaeHna N npefocTepeXxxeHns

MosicHeHWe onacHOCTE, Ha KOTOpble YKa3biBakOT CUTHa/IbHbl€ C/10Ba

A TPEAYMNPEXAEHWE.
YKa3blBaeT Ha ONACHYK CUTYaLuto, KOTOpas MOXET MPUBECTU K CMEPTU WU TSHKENON
TpaBMme.

A TNPEAOCTEPEXEHWE.
Y Ka3blBaeT Ha ONAaCHY CUTyaLuto, KOTopas, eCli ee He N36eXaTb, MOXET NPUBECTU

K TDaBMe NIETKO WAW CpeaHelt TSHXKECTH.
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e D3T0 oborpeBatuiee 0[eAsI0  CTepuIbHO U npegHasHadyeHo TOJIbKO  gnda
WHANBUAYANbHOTO MNpuMMeHeHUs. Vicnonb3oBaHWe MPOCTbIHM MeXAy 060rpeBalwLnm
0feANIOM M NauueHTOM He MPefoOTBPATUT KOHTaMUHALUIO U3LeNns.

O NMPEAOCTEPEXEHWE. UYTtobbl CcHM3WTb PUCK  BO3ropaHus, cobnwgalite
npuBefeHHbIE fanee yKasaHnA.

» B cootBetcTBUMM co cTaHjapTom 16 CFR (4actb 1610) Komuccum no 6e30macHoOCTU
noTpebuTeNbCKUX TOBApOB B OTHOLWEHWW JIETKOBOCM/IAMEHSAOLWNXCA MaTepnasnos
JaHHOe YCTPOWCTBO KnaccupuumpyeTca Kak NpoaykT Knacca 1 (HopmasbHas
BOCMaMeHseMocTb). Mpu MCcNoNb30BaHUM UCTOYHMKOB Tensia BbICOKON MHTEHCMBHOCTU
BCerfja pyKoBOACTBYTeCb MPOTOKO/aMM CTaHLAPTOB 6e30MacHOCTMU.

4 TMPEOOCTEPEXEHWE. YT06bl CHU3NTb PUCK TEPMUYECKON TpaBMbl, cobntojanTe
npuBefeHHble fanee yKasaHUs.

* He ncnonb3yiiTe, ecny nepBnUYHan ynakoBKa BCKpPbITa UM MOBPeXAeHa.

A TMNPEOOCTEPEXEHWE. UT06bl CHU3UTb PUCK TEPMUYECKON TPaBMbl, rMNepTepMUmn
UM TMNoTepMun, cobNaanTe NpUBeAeHHbIe fjasiee yKasaHus.

+ KomnaHma 3M peKOMeHAyeT OCyL,ecTBAATb MOCTOAHHbIA MOHUTOPMWHI LEHTpPanbHOW
Temnepatypbl nauumeHTta. Mpu OTCYTCTBMM MOCTOAHHOINO MOHUTOPUHIAa KOHTpOAupyliTe
TemnepaTtypy nayneHTOB, He NMEHO LN X BO3MOXHOCTb pearmpoBaTtb
Hagnexawmmo6pasom, obwarecad U (MNKM) He YYBCTBYHOLWMX TeMmnepaTypy, No KpawHei
Mepe Kaxable 15 MUHYT UM B COOTBETCTBUM C MPUHATBIMU B YUPEXAEHUW NpasBuiamu.

» [poBepsaiiTe COCTOAHUE KOXM NauMeHTOB, KOTOPble He MOryT owyuwaTb TemnepaTypy
WX Xe He CrnocobHbl pearnpoBaTb M coo6lWaTb O CBOMX OLYULEHUAX, KaK MUHUMYM
Kaxgble 15 MWHYT Ui B COOTBETCTBMUN C MECTHbIM NMPOTOKOJIOM.

e OTperynupyiite TemnepaTypy BO34yXxa WUav NpepBuTe NpoLeaypy, ecnm AOoCTUTHyTa Lenb
Tepanuu, OTMeYaeTca poCcT TemnepaTypbl WAM B 30He Harpesa o06HapyXeHa
HeXxenaTesibHas KOXHas peakuus.

Opfesano oborpesatoLlee, CTePUNbHOE ANSA KapAMOXUpyprum

CTepunbHOe KapAaMoOXMpyprmuyeckoe 0fesnI0 MOXEeT BEHTUMPOBATLCA KakK NpoxnafHbiM, Tak u
TeN/bIM BO3AYXOM MPU KapAuOXMPYPruyeckux BmeliaTenbctBax. Ofedano umeeT Ty6ynsapHbie
HafyBaemble KaHanbl. [puban3nTenbHO HUXHAA 1/3 opesna SABNAETCA HEBEHTUAUPYEMOW K
COCTOMT MNPOCTO W3 MNPOCTbIHU, YTO MO3BONAET ob6e3onacuTb 0651acTb CTyMHel naumeHTa OT
neperpesa. B HWXHel yacTu ofesna MMeETCHA CTEPUSIbHBLIN YANUHUTENbHbIA NaTpy60K. JaHHbIl
YANVIHUTENbHbI NaTpPyboK MNpucoeguMHSAeTCcAa K LWNaHry oborpeBarwero ycrTpoicrtea Bair
Hugger, 4To no3BofseT He JONYCTUTb NONAajaHWsA HECTEPU/IbHOIO WlaHra B CTEPU/IbHOE MONe.
B opesane wumMeeTcs OKHO C MWHTErpUpPOBaHHOW NpO3payHOM NAEeHKOW, 4TO MO03BOMSAET
BM3yanusnpoBaTb MaxoByl 06nacTb. Ofesino uUMeeT «KyllakoobpasHblli» fgu3aliH, T.e. nocne
06paboTKM XMPYPrnyeckKoro nons ogessno B hopme LMPOKOro nosica pasmeliaerca B obnacTtu
Tanuu naumeHTa, nocfe yWuBaHUSA XUPYpPruyeckoli paHbl B o6nactv 3abopa NOAKOXHOM BeHbI
0[leAN10 packaTblBaeTCAd MNOJIHOCTbIO W HajyBaHWe ofesnla NPOU3BOAMTCA MOCAe CHATUA
NMOMNEPeYHOro 3axuma ¢ aopTbl.

MpuHagneXxxHocTn / BcromoraTeibHOe 060pyaoBaHmne

MpuHagnexHocTn /  BcnomoratenbHoe  o6opygoBaHWe  ANA  JAaHHOrMoO  ojessia  He
npegycMmatpuBalTCs.

MpuHuMn paboThbl

PaboTa cucTemMbl OCYyLIecTBMSieTCA MOCPEACTBOM HarHeTaHuUs TEM/sioro BO3fgyXxa YCTPOMCTBOM
oborpeBa. Tennblii BO3fyXx MofjaeTcs M3 yCcTpoiicTBa oborpeBa nMpyv MOMOLLM TMOKOro LWiaHra.
LnaHr nopcoeauHsieTca K ogeany. B  pganbHeliwem TennbliA BO34yX MNoOCTynaeT u4epes
nepopupoBaHHble OTBEPCTUS, PaCMONIOKEHHbIe Ha BHYTPEHHEN CTOpoHe opesna (CTOPOHE,
obpallEéHHOM K KOXEe MmauueHTa) n oborpesaeT nauyuneHTa.

MaTepuansi
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KoMmnoHeHT Martepuan

Opesno CnaH60H]

MonunponuneH
Mogknajka wiiaHra KapToH (M3 cynbaTHO’ Lennnnosbl, Knacc TONWMNHbI 24)
Afre3BHbIE 3/1IEMEHTbI Ha ocHoBe akpuna 3M NT/A Apresms 1504XL HiTack Transfer

TexHNnYecKne XxapakTepucTuku
Monenb Ha3BaHue/nneHTUCbuKaTon Pa3smeobl / MTabanntbl / BeC KOMMNOHEHTHI
60 x 36 mwim (152 x 91 cm) YOAIUHWTENbHbIA NaTpy6oK
+15% OnvHa 36 pwolim (91  em)
8.0 yHUMIA (227 1) +15% 115%
OuameTp 55 mm +15%

630 Opeano ob6orpesatoLee,
63000 CTepunbHoe ans
Kapanoxmpyprum

B COOTBETCTBMUE C TpeboBaHuAMMK cTaHfapTa IEC 80601-2-35
OrpaHnyeHune TemnepaTypbl

TemnepaTtypa KOHTaKTa He 6onee 48°C

yCcpeaHEHHaa TemMnepaTypa KOHTaKTHOW NMOBEPXHOCTU He 6onee 46°C
Ownana3oH TemnepaTyp (BHYTpeHHUe TpeboBaHuA) 39°C = 3°C

NHCTpyKUmK

1. O6orpeBalollee 04eA0 [O/DKHO OCTaBaTbCA B C/IOKEHHOM BUAe A0 Hadana npouesypbl
oborpe.a.

A TlMpegynpexaeHve. Tlepes uMcnonb3oBaHWeM CTEPUIBHOTO 060rpeBaloLLero ogesna
HWKHel yacTu Tena cnefyeT y6eanTbCcs B OTCYTCTBUU OTKPbITbIX XUPYPTUUYECKUX HaAPe30B Ha
HWKHUX KOHEYHOCTAX MauneHTa.

2. CHUMUTe 3alWUTHYIO MNMAEeHKY € K/eiKoli NeHTbl W, MCNOoAb3ys o6orpesarolliee 0fenno,
HaKpoliTe Te/I0 NayneHTa 40 Tanum (PUCYHOK A).

3. PasBepHuTe ob6orpesatolliee 0fes/l0 WU pasMecTUTe Mpo3pavyHoe OKHO B o06/1acTM naxa.
Pa3noxuTte o6orpesatolLee 04esa10 TakKum 06pa3omM, YTo6bl €ro KOHeL, Haxoguacsa 3a npegenamu
CTEPU/IbHON 30HbI (PUEYHOK B).
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4. TopcoeAMHNTe CTepUbHbLIA WnaHr oborpesatolLero ogesna Bair Hugger K ycTpoiicTBy ans
oborpeBa (pucyHok C). Bkpy4uBaiiTe 4O NJOTHOW Nocagkun. BusyasnbHasa MeTKa, yKasbiBawLlias
rny6buHy BBeAeHWA LWNaHra, pacnosiodkeHa B CpefHeli 4acTM HaKOHeYHMKa LWaHra.
Mpuaepxusaiite WnaHr agna obecnevyeHNs HaZeXHOCTU KPenseHuns.

O lNpegynpexgeHne. He npousBogmTe 060rpeB NauMeHTOB TOMbKO C MOMOLLbI LWIAaHra
ycTpoiictBa gna ob6orpesa Bair Hugger. Bcerga noacoefMHANTe wWNaHr K oborpesatoLemy
ofesany Bair Hugger, npexge 4em HauMHaTb npouefypy oborpesa.

C /
/

5. 3anpaBbTe Kpas o6orpeBakLLero ogesana nog Teno nauueHTa.

JononHuTenbHo. [Ana noBbilweHUs 3Q(PEeKTUBHOCTA pasMecTuTe CTEPUIBHYIO MNPOCTbIHK
noeepx oborpesatowero ogesana Bair Hugger.

6. BbibepnTe Heo6XoAMMYK TemnepaTypy Ha ycTpoicTBe Ansa ob6orpeBa, 4ToObl Hayatb
npoueaypy oborpesa. (CM. pyKOBOACTBO MO 3KCMayaTauuu Balleil mofenu ycTponcTea Ans
ob6orpe.a.)

a MpepocTepexeHne. PekoMeHAaLMM N0 MOHUTOPUHIY COCTOSAHMUS MauueHTa.

+ KomnaHua 3M pekoMeHAyeT OCYLeCTBAATb MOCTOAHHbIA MOHUTOPUHT LEeHTPanbHOA
TemnepaTypbl nauueHTa. Mpu OTCYTCTBUM MOCTOAHHOFO MOHUTOPUHIAa KOHTpPONMpyiTe
TemnepaTtypy MauMeHTOB, He MWMeWLWMUX BO3MOXHOCTb pearmpoBaTb Hagnexawum
obpasom, obwaTbca u (MIN) He YyBCTBYIOLWUX TeMnepaTypy, N0 KpanHel mMepe Kaxible
15 MWHYT WAN B COOTBETCTBUM C MPUHATBIMMW B YUPEXLEHN N NpaBuiaMu.

» T[poBepsaiTe COCTOAHUE KOXM MNauMeHTOB, KOTOPble He MOFyT owylatb TemnepaTypy
NN Xe He CnocobGHbl pearMpoBaTb M CO0OWATb O CBOMX OLWYLLEHUAX, KaK MUHUMYM
Kaxgble 15 MUHYT 1Uan B COOTBETCTBMWU C MECTHbIM MPOTOKO/IOM.

* OTperynupyliTe TemnepaTypy BO3fyXa Wau NpepBuTe NpoLesypy, ecnu JOCTUTHYTA Uefb
NleyeHnsa, OTMeyaeTcsd pPOCT TemnepaTypbl WAW B 30He Harpesa OO6HapyXeHa
HexxenaTefNlbHasA KOXHas peakums.
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7. YT06bl MpekpaTuTb MNpoueaypy 060rpeBa, BbIKAKUUTE YCTPOWCTBO WM MepeBeanTe ero B
peXxXnm oxumgaHus (B 3aBUCMMOCTU OT MCMNONb3yeMoi MoAenu YycTpolicTBa Ans oborpesa).

OTcoeanHnTe WaHr OT 060rpeBaloLero ofesna W YTUAN3MPYTe OAEAN0 COracHo
n.Ytunnusayms.

MapkunpoBKa 1 ynakoBsKa

Mapkuposka

MapKupoBKa - MHOrosisblyHad. B cooTBeTcTBMM C nonoxeHunamum 180 15223-1 m EN 1041
NCMONb30BaHUIO Mognexar MeXAyHapoAHble W pernoHasbHble 0603HAYEHUA MEAULIMHCKOrO
obopygoBaHunsA. VHCTpyKuMM No akKcnayaTauuu rnpegcraBieHbl B BuAe Oykneta 1Pu, Hanuuue
KOTOPOro npeaycMaTpuBaeTCs B KaXXA0M KapTOHHOM yNaKoBOYHON KOPOGOKe.

MapKunpoBKa napTuii CTepUIbHOM NPOAYKLMN BK/OYAET a) yKasaHue Toro, sABASeTCA M fjaHHas
NPoAyKuua cTepunbHON, 6) TN 3ajeincTBOBaHHOroO crocoba crepunusaunm (B JaHHOM ciydae
npv NOMOLM 3TUNEH OKCUAA), U B) CPOK FOAHOCTU (YKasblBaeTCA: «FOfeH f0...»).

KOHCTpYKUMA yNakoBKHN

Kaxgoe ofesno repMeTUYHO YNakKoBbIBalOT B NakeT TanBeK (CTepubHbIA). Iocne repMeTUYHOA
ynakoBku ofesina rno 5 man 10 WTYK ynakoBbIBAKOT B KaPTOHHYIO KOPO6GKY B 3aBUCMMOCTWU OT
KOMMEPUECKOro 3akasa.

Pasmepbl ynakKoBKU;

Onuna; 15.37 groiim/ 39.04 cm £1

WupuHa; 7.56 groiim/ 19.2 cm +1

BbicoTa: 15.75 gtoiim/ 40.01 cm £ 1

YcnoBusi OKpyXatrlulen cpefbl

Ycnosua akcnayartaynm

PekomeHzgoBaHHas Temnepatypa: ot 15°C go 25°C

MakcumasibHass OTHOCMTeNbHasA BAaXHOCTb; 80 % (Ao 31 °C) C /NHENRHBbIM YMEHbLUEHUEM
OTHOCUTENBHOW BRaxHocTn 4o 50% npwu 40°C.

MakcumasbHbIi BbicOTa Hag ypoBHeM Mopsi 2000 m

TemnepaTypa TPpaHCNOPTUPOBKM U XpaHeHUA: oT -20°C po 45°C

MeauumnHcKoe nusgenme TpaHCNOPTUPYIOT BCEMU BUAaMU TpaHcnopTa.

YTnnnsayns

MeanuMHCKME  U3genua  [O/DKHbI  YTUAN3NPOBATLCA  MECTHbIMU  NYB/IMYHO-MPaBOBbIMU
opraHmsaumsamun B cooTBeTcTBUM ¢ CaHlnH 2.1.7.2790-10 «CaHMTapHO-3NUAEMMOIOTNYECKHNE
TpeboBaHMA K 06paLleHnto ¢ MeAULMHCKUMN 0TX04aMu» Knacc 0TxXoAoB b).

MapaHTUiiHbIe 06513aTeNbCTBA

3M rapaHTupyeT 0TCyTCTBME Ae(DEKTOB B MaTepmasiax U NpPoM3BOACTBE HACTOSILLEr0 M3AENUs.

3a UCK/OYEHMEM CUTYyaLuMiA, NPAMO NPeayCMOTPEHHbIX 3aKOHOAATe/IbCTBOM, KoMMaHus 3M He
HeceT HWKAaKO OTBETCTBEHHOCTM  3a /Nto6ble OTpULATE/IbHble MOCAEACTBMA WU YLLEPD,
CBSI3aHHble C  WCMOMb30BaHMEM [aHHOW NPOAYKUMMW: MNpPsiMble, KOCBEHHbIE, YMbILL/IEHHbIE,
CNyyaiHble WM OMOCpefoBaHHble, HE3aBMCMMO OT BbIABUHYTbIX OGBSCHEHWIA,  BK/OYas
rapaHTVM, KOHTPaKTbl, HEOPEXXHOCTb UM 06bEKTUBHYIO OTBETCTBEHHOCTb.

CTepunbHOe 04esno SIBAAETCA OfHOPA30BbIM UM CPOK COXPAHEHMS CTEPUNILHOCTW COCTaBNsieT 3
roga c MOMeHTa cTepunnsaymm

MponssognTenb

3M KomnaHnu, 3M Xenc Keap (3M Company, 3M Health Care), CLLUA

3M LleHTp, 2510 KoHBeit ABeHto, cTp. 275-5W-06, CeHT-IMon, MuHHecoTa, CLUA

(3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA)
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YNOMHOMOYEHHbIA  npeAcTaBUTENb  MPOM3BOAUTENS  MEAULMHCKOrO  U34enus  Ha
Tepputopun P®

3aKpbIToe aKLUMoHepHoe obuiecTBo «3M Poccua»

121614, r. Mocksa, yn. Kpbuiatckas, g. 17, kopu. 3

Ten.: +7 (495) 784 7474 | dakc:+7 (495) 784 7475
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Poccuitckas depepauyms
Mopog Mocksa
[BajuaTb cefbMoe anpens Ase ThiCAYM CEMHaALaTOro roga

A, A6ybukepoB PuHaT AAMM>KAHOBMY, BPEMEHHO WCMONHAWLWMUA 0683aHHOCT U
HoTapuyca ropoga Mockebl A6ybukepoBoi PaBunum PaBWibeBHbl, CBUAETENLCTBYH
BEPHOCTb KOMWUM C NPeACTaBNEHHONW MHE WMHCTPYKUMM no npumeHeHuto Warming Blanket,

Sterile Cardiac.

|_|pl/l 3TOM CBMUAETE.NBCTBYK MNOA/IMHHOCTbL MNoANMMUCK NepeBoaYMNKa CDapCpOpOBCKOﬁ

ANNHbI EBreHbeBHbI.
Moanunch cpenaHa B MOEM MNPUCYTCTBUU. JIMYHOCTbL MepeBOfYMKA YCTAHOB/EHA,

[,eecnocobHOCT b NpOBEpeHa.
3aperncTpuposaHo BpeecTpe: No  f-

HO rocygapcTBeHHON nownuHbl (No Tapudy): 100 py6neii + 80 pybnei.

N bAAMUWyew N okasaHue ycayr npasoBoro
wro xi  <Tepa: 200 py6neit + 400 py6neil.

W "mijwW P.J1. Aby6uKepos
inoc BPLLIO) (MHuupmansl, amunmua BPUO)

Bcero  npouw
MPOHYWVEPOBAHO 11
MEYATBHO/A

. nue
PUO norapuyca:'  JjU rl
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SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1 Country: L'nited States of America

riiis Public Document: Warming Blanket, Full Surgery Access
2. has been signed by Irma Vargas

3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: April 13, 2017
7. by: Secretary of State, State of Minnesota S. File No: 9458409-8

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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3M Health Care Busiiic.s.s 3M Center
2510 Conway Avc., Bldg. 275-5 W-06
St. I'aiil, MN 55144 U.S.A.
651 733 1110

o whom it may ooncern

In my capacity as Iniernalional Regulatory Afiairs Associate, 3N4 licalthCarc Business,
St.Paul, MN, USA, Icertify that the attached Instruction for Use (IFU) for Bair Hugger
Temperature Management System that includes Wanning Blanket, Full Surgery Access
(model 63500) to the Bair Hugger Unit for patient warming and Bair Hugger Unit for

patients warming with accessories, Series 500 or 700 in English is truthful and accurate.

Regina Fcferman Date
International Regulatory Afiairs Associate
3M Health Care

State of Minnesota)
County of Washington) SS

Subscribed and sworn to before me this day 0f April 2017.

Irma Vargas, Notary Public
My Commission Expires: January 31,2020

wVANNANAN M ANNNNNANANANIANNNN AN
IRMA VARGAS ¢

11"S p I Notary Public-Minnesota
? 5n |.L|,Commiss-on Expires Jan 31,2020 ¢
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INSTRUCTIONS FOR USE
WARMING BLANKET, FULL SURGERY ACCESS

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket, Full Surgery Access (model
63S00) to the Bair Hugger Unit for patient warming (hereinafter the blanket or product) and Bair Hugger
Unit for patients warming with accessories, Series 500 or 700, made by 3M. The system was designed to
prevent unintended hypothermia. . A warming unit forms the base of the system by generating warmed
air. The warmed air is transferred from the warming unit through a flexible hose. The hose is connected to
the mattress/blanket. The warm air is then passed through perforations on the underside of the blanket
(that is, the side facing the patient’s skin), warming the patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Indications for Use

Warming Blanket, Full Access Underbody is intended to prevent unintended hypothermia. In addition,
the temperature management system can be used to provide patient thermal comfort when conditions
exist that may cause patients to feel too warm or too cold.

* NOT STERILE.

* Federal law (USA) restricts this device to sale by or on order ofa licensed healthcare professional.
Intended use

Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions in which
the patient can feel too warm or too cold. They can also be used in the operating room to control patient
temperature.

Contraindications, Warnings and Cautions

Explanation of Signal Word Consequences

WARNING:

Indicates a hazardous situation, which, if not avoided, could result in death or serious injury.

CAUTION:

Indicates a hazardous situation, which, if not avoided, could result in minor or moderate injury.

CONTRAINDICATION: To reduce the risk of thermal injury:

» Do not apply heat to lower extremities during aortic cross-clamping. Thermal injuiy may occur if heat is
applied to ischemic limbs.

WARNING: To reduce the risk of thermal injury:

» Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the hose to a Bair
Hugger warming blanket before providing warming therapy.

» Do not allow the patient to lie on the warming unit hose.

» Do not allow the warming unit hose to directly contact the patient’s skin during warming therapy.

* Do not leave patients unattended during warming therapy.

* Do not leave patients with poor perfusion unmonitored during prolonged warming therapy.

* The patient should face perforated side of the blanket. Always place the perforated side (with the small
holes) directly in contact with the patient’s skin.
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'« In the operating room, do not use this warming blanket with any device other than a Bair Hugger 500 or
700 series warming unit.

* Do not use a Bair Hugger 200 series warming unit in the operating room.

» Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair Hugger warming
blanket.

* Do not continue warming therapy if the red Over-temp indicator light illuminates and the alarm sounds.
Unplug the warming unit and contact a qualified service technician.

« Ifa securement device (i.e. safety strap, tape) is used, ensure the warming channels are not occluded.

» Do not place the warming blanket directly over a dispersive electrode pad.

WARNING: To reduce the risk of patient injury or death due to altered drug delivery:

» Do not use a warming blanket over transdermal medication patches.

WARNING. To reduce the risk of injury due to interference with ventilation:

* Do not allow the warming blanket or head drape to cover the patient’s head or ainvay when the patient
is not mechanically ventilated.

WARNING: To reduce the risk of injury due to patient falls:

Do not use a warming blanket to transfer or move the patient.

CAUTION: To reduce the risk of cross-contamination:

» This warming blanket is not sterile and is intended for single patient use ONLY. Placing a sheet
between the warming blanket and the patient does not prevent contamination of the product.

CAUTION: To reduce the risk of fire:

* This product is classified as Class | Nonnal Flammability as defined by the Consumer product Safety
Commission’s flammable fabric regulation, 16 CFR 1610. Follow standard safety protocols when using
high intensity heat sources.

CAUTION: To reduce the risk of thermal injury:

*» Do not use if primary packaging has been previously opened or is damaged.

CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

» 3M recommends continuously monitoring core temperature. In the absence of continuous monitoring,
monitor the temperature of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum of every 15 minutes or according to institutional protocol.

» Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who
cannot sense temperature a minimum of every IS minutes or according to institutional protocol.

» Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated
temperatures are recorded or if there is an adverse cutaneous response in the warmed area.

Warming Blanket, Full Access Underbody

Warming Blanket, Full Access Underbody is designed for use on patients during cardiac, abdominal,
hepatic, vascular, cosmetic, and trauma surgeries. The blanket is flat in the center (no air channels) and
distributes airflow toward the patient through the peripheral channels. Drainage holes for fluid runoffare
located in the center of the blanket. Adhesive strips are attached on the non-patient side to secure it to a
bed or table to prevent the blanket from slipping. Side tuck flaps can also be used to secure the blanket.
Continuous seam seals are located along both sides of the perforations so a draw sheet can be used with
the blanket and to allow positioning the patient’s arms in the supine, prone, or lateral position. Hose ports
are located at both ends of the blanket; one hose port has a plug that can be moved to the other port if the
clinician desires to use the port with the plug. The hose from a Bair Hugger warming unit connects to the
blanket through one of the ports. The blanket also includes a drape that may be used if the patient is
intubated and ventilated.

Accessories
No accessories are associated with this product line.

Mode of Action

A warming unit forms the base of the system by generating warmed air. The warmed air is transferred
from the warming unit through a flexible hose. The hose is connected to an inflatable blanket positioned
over, under or around the patient. The warm air is then passed through perforations on the underside of
the blanket (that is, the side facing the patient’s skin), warming the patient.

Materials
Component Material
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Blanket Spunbond

Polypropylene
Hose Card Cardboard (24
Point Solid Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive
Model  Name/ldentifler Size / Dimension / Weieht Comnonents
Drape
63500 635 Warming Blanket, Full84x36 in (221 x91 cm) +15% 31552 48 in (61 X 122 cm)
+159 =
Access Underbody 7.0 0z (198 g)+15% Hose port: 2

Diameter 55 mm +15%

In accordance with IEC 80601-2-35
Temperature restriction
Contact temperature no more than 48°C
Mean contact surface temperature no more than 46®C
Temperature range (Internal requirements) 39°C + 3°C
Instructions
Note: Incases where fluid runoff is expected, place an absorbent cloth beneath the model 63500 warming
blanket.
1. Lay the non-perforated side of the warming blanket (side with adhesive) on the table. The
perforated side (side with small holes) must be toward the patient in direct contact with the patient’s skin.
The head of the blanket should extend 6 inches (15 cm) beyond the table pad. Using the adhesive tape
strips on the underside of the warming blanket, secure the blanket to the table to prevent it from slipping
(Figure A).
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ers)

'
, »

4»4

4«4
44 4

» * 4

2. Tuck the warming blanket’s side flaps under the mattress or operating table pad to provide
stability (Figure B).
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7. Ifthe patient is intubated and ventilated, position the head drape over the patient’s head and neck.
Warning: Do not allow the head drape to cover the patient’s head or airway when the patient is not
mechanically ventilated.

8. Select the desired temperature setting on the warming unit to initiate warming therapy. (See the
Operator Manual for your specific Warming Unit Model)

Caution: Patient Monitoring Recommendations:

*3M recommends continuously monitoring core temperature. In the absence of continuous monitoring,
monitor the temperature of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum ofevery 15 minutes or according to institutional protocol.

* Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who
cannot sense temperature a minimum ofevery 15 minutes or according to institutional protocol.

* Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated
temperatures are recorded or if there is an adverse cutaneous response in the warmed area.

9. Based on the warming unit model utilized, turn the unit off or to standby mode to discontinue
warming therapy. Disconnect the hose from the warming blanket and discard the blanket per Rules for
Disposal.

ALTERNATE PATIENT POSITIONS

Supine Position Using Arm Boards

Before placing the patient on the warming blanket, open the side perforations. Extend the patient’s arms
through the open perforations and position on the arm board (Figure G). Continue with Step 5.
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Lateral Position
Before placing the patient on the warming blanket, open the applicable side perforation. Extend the

patient’s lower arm through the open perforation. Position the upper arm on top of the blanket’s side
channel (Figure H). Continue with Step 5.

Prone Position
Before placing the patient on the warming blanket, open the blanket’s side perforations and tear out the

circular (face) section at the head of the blanket. Extend the patient’s arms through the side perforations
(Figure 1). Continue with Step 5.
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Labeling and Packaging

Labeling

Labeling is provided in multiple languages. Per 1SO 15223-1 and EN 1041 international and regional
symbols for medical devices are used. Instructions for use are provided in the form of an IFU booklet
which is contained within each carton.

Packaging configuration

Each blanket is sealed in a printed plastic pouch (non-sterile). After being sealed, blankets are packed in
either quantities of five or ten blankets per carton depending on commercial offer.

Package size:

Length: 15.37 in/39.04 cm +1

Width: 7.56 in/19.2 cm %1

Height: 15.75in/40.01 cm+ 1

Environmental conditions

Operating conditions

Recommended temperature: from 158C to 25°C

Maximum relative humidity: 80% (up to 3rC) with linear decrease in relative humidity up to 50% at
40“C.

Maximum altitude elevation 2000 m

Transport and storage temperature: from -20°C to 45°C

Medical device is transported by all means of transport.

Disposal

Medical products should be disposed by the local public companies in accordance with SanPiN
2.1.7.2790-10 “Sanitary and Epidemiological Requirements for the Management of Medical Waste”,
waste class B).

Warranty

3M warrants this product will be free from defects in material and manufacture. Except where prohibited
by law, 3M will not be liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,
negligence or strict liability.

Blanket is single use, shelf life is unlimited.

Manufacturer
3M Company, 3M Health Care, USA
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*3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint ["aul, Minnesota, 55144, USA

Autliori/.cd representative of the nianiifaetiircr on the territory of RF
ZAO “3M Russia"

Russia 121614, Moscow, Krylatskaya str. bldg. 17/3

+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

3mra@inmin.com

3M, BAIR IITUGGBR and the BAIR HUGGBR logo arc trademarks of 3M.

Used under license in Canada,
i92016. 3M. All rights re.servcd.
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MepeBOA C aHTMNIACKOTO A3blKa Ha PYCCKUIA A3bIK

LI TaT MUHHecoTa

CekpeTapb WTaTa

AMNOCTWUNb
(Maarckas KOHBeHUMA OT 5 0KTs6ps 1961 r.)

1. CrTpaHa: CoeanHéHHble LLitatbl AMepuKu

HacToAawunii opuumanbHblii JOKYMeHT: MaTpac TepMoCcTabuan3mpytowni,
obecneynmBalO WM NONHbIW XMPYPIrMUYECKNA AoCcTyn

2. 6b11 nognucaH Mpmoii Baprac (Irma Vargas)

3. BbICTyNallLiein B HoTapuyca LTata MuHHecoTa

KayecTBe

4 .ckpenneH Mpmbl Baprac (Irma Vargas), HoTapuyca wrata MuHHecoTa

I'Ie‘-IaTbPO/LLI,TaMI'IOM

Y pocToBepeHo

5. B r. CeHt-lon, wrar 6. JaTa 13 anpens 2017 T.
MwnHHecoTa

7. ceKpeTapeM LUTaTa MUHHecoTa

8. 3a No 9458409-8

9. neyaTb /uiTamn: «bosbLLUasa rnevarb 10. Mognuck /nognuce/
wrata MuHHecoTa * Ctus CaiimoH
1858» (Steve Simon)

CekpeTapb LUTaTa
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IXenc Keap busHec

M Health Care Business) 3M LleHTp
2510 KoHBait ABeHto, CTpoeHune 275-5\\*-06
CeHT-lMon, MunHHecoTa 55144 CLUA
651 733 1110

Mo mMecTy Tpe6oBaHuUs

B kauecTBe cneumanucTa MeXxyHapoAHOro HOpMaTUBHO-NPAaBOBOr0 PerysinpoBaHnUsa N COOTBETCTBUSA
kayectBa, 3M Healthcare Business, CeHT-lon, MwuHHecoTa, CLUA, A CcBUAETENbCTBYI, 4TO
npunoxeHHoe PykoBoAcTBO no skcnayataummn (IFU) gna CwucTembl ynpaBiieHMs TemnepaTypoii Bair
Hugger BK4YaeT: marpac TepmMocTabunmampyrwuin, obecneymBaloLW Uil MOAHbIA XUPYPTUYECKUIA
poctyn (mogenb 63500) K cucTemam KOHBEKLMOHHOro Tuna Bair Hugger ana oborpeBa nauyueHTa, a
TakKXe YCTPONCTBAa KOHBEKLMOHHOro Tuna Bair Hugger pgna oborpeBa nauMeHTOB ¢
npuHagnexxHoctTamu, cepuin 500 nam 700 Ha aHTINIACKOM A3blKe SBSETCSH BEPHbLIM M TOYHbIM.

/mognwnce/ 13 anpensa 2017 roga
PernHa ®egepmaH Jarta

CneunanucT MeXAYHapogHOro HOpPMaTUBHO-
NpaBoBOro pPerynmpoBaHns W COOTBETCTBUSA
KauecTBa

3M Xenc Keap (3M Health Care)

LWTaT MmnHHecoTa)
Okpyr BawmHrToH ) SS

MognucaHo nofg npucsaron B Moém npucytcTeum 13 anpensd 2017 roga.

/noanuck/
Mpma Baprac (Irma Vargas), Hotapuyc
CpoK MouX nosiHOMo4Yuni nctekaeT 31 sHBapsa 2020 roga

LW Tamn: NPMA BAPIAC (IRMA VARGAS)

HoTapunyc - MuHHecoTa
Cpok Moux nonHoMmounini uctekaeT 31 AaHBapsa 2020 roga

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



I"TPYKLMW MO MPUMEHEHMUIO
ITPAC TEPMOCTABUTN3NPYIOW WA, OBECMEUYUBAIOLW NI MOMHBELIA XUPYPIMYECKUN

(ctyn

OnwucaHune n3genns

Cuctema ynpaBfneHus TemnepaTtypoir Bair Hugger BKA4YaeT: MaTpac TepMOoCTabuansnpyroLwunii,
obecneymBarWnNii MOAHBLIA XUPypruyeckuini goctyn (mogenb 63500) K cucTeMam KOHBEKLMOHHOIO Tuna
Bair Hugger gna o6orpesa nauueHTa (fasiee Mo TEKCTY MOXEeT NPUMEHATLCA Ha3BaHWe: maTpac, usfenue), a
TakKXXe YCTpoicTBa KOHBEKLMOHHOro Tuna Bair Hugger gna o6orpesa MauueHTOB C MPUHAANEXHOCTAMMU,
cepuii 500 nam 700, npomnseoacTBa 3M. Cuctema paspaboTtaHa A1 NpefoTBpaLLEHMSA HenpegHaMepeHHOT
rmnotepmun. PaboTa ycTponcTBa gns 060rpesa OCHOBaHa Ha NpuHUMNe 064yBa TenabiM BO3AYXOM. Tennbii
BO34YyX NOJaeTcsa U3 ycTpolicTBa oborpesa no rmb6komy winaHry. LnaHr, nogknw4veH K matpacy. Harpetblii
BO34yX NojaeTcs 4yepe3 nepdopuvpoBaHHble OTBEPCTUS, PaACNO/IOXKEHHble Ha BHYTPEHHEW CTOPOHe maTpaca
(T.e. Ha CTOpPOHe, O6paLLeHHON K KOXEe nauueHTa); Takmm 06pasomM, MPponcxoamMT 060rpes nNauuneHTa.

MaTtpac wumeeT Heb6ONbLLOA Bec, nMpegycMaTpuBawT OAHOPa30BOe WCNOMb30BaHWe. HaTypanbHbIi
Kay4yKOBbIl NaTeKc Npu NPOU3BOACTBE MaTpaca He MPUMeHseTCS.

Ha3HaueHMe/nokKa3aHusa K NMPUMEHEHWNIO
MaTtpac TepMocTabunmnanpyowmnin, obecnevymBaroLLUini NOAHbIA XUPYPrUYECKWUn JOCTYN MNpefHasHayeH Ans
NpoMNaKTMKM HernpegHaMepeHHOW runotepmmuu. Kpome TOro, Matpac MOXHO MWCMNOMAb30BaTb A/
nojgepXxaHuss KOMGOPTHOW [NA nNauveHTa TemmnepaTypbl B YC/MOBUAX, KOTOPble MOryT MpPUBECTU K
neperpeBy Wav MepeoxaaXAeHNo MaumeHTa.

e HECTEPU/IBHO

+ CornacHo degepanbHoMy 3akoHy CLUA npogaxa 3TOro ycTpolcTBa paspelieHa TONbKO

NNUEH3UPOBaHHbIM paboTHMKAM 34pPaBOOXPaHEHUS UK MO UX 3aKasy.

O6nacTb NPUMEHEHUS

Tepanusi, npogunakTuka runotepmMun. MaTtpacbl npou3BoacTBa 3M  MOXHO WCMOMbL30BaTb  Mpu
KNIMHUYECKUX YCNOBUSIX, B KOTOPbIX NMaUWeHT MOXET OlLyliaTb MEeperpeB UAn nepeoxnaxgeHune. VIx takxke
MOXHO MCMO/Mb30BaTh B OMepaLnoHHoOl a1 o6ecneveHUs ynpaBieHUs TeMnepaTypoi naymeHTa.

[MpoTnBONOKa3aHNAa, NpeaynpexXxageHna v NpefoCTepPeXXeHnd

MoAcHeHue OHaCHOCTeVI, Ha KOTOPble YyKa3blBakT CUTHAa/IbHbIE C/10Ba
A NMPELYNPEXJEHWE.
YKa3bIBaeT Ha OMacHyH CUTYaLMi0, KOTOpash MOXET MPUBECTU K CMEPTU WK TSHKeNoi
TpaBMe.
A NPEJLOCTEPEXEHMWE.
YKa3bIBaeT Ha OMacHyH CUTYaL i, KOTOpasi, EC/IN ee He 13bexkaTb, MOXET NPUBECTU
K TpaBMe JIErKo Win cpefHel TSHKeCTu.
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MPOTUBOMOKA3AHWMA. UYT0o6bl CHM3UTb pPUCK TEPMWUYECKOW TpaBMbl, cobntopgante
«BefleHHble flanee yKasaHuns.

/e He npoBoguTe nNpoueaypy 060rpeBa HUXXHUX KOHEYHOCTEN NauneHTa BO BPEMS MepexaTusi aopThl.
/ TepMuyeckass TpaBMa MOXET BO3HUKHYTb MpW TEM/I0BOM BO3LEACTBUM HA WULIEMU3NPOBAHHbIE
/ KOHEYHOCTH.

OMNPEAYNPEXAOEHWME. YT0o6bl CHU3NTb PUCK TeEpMUUYeCKOlW TpaBMbl, cob6ntofaiTe npuBejeHHble
/panee ykasaHus.

+ He npousBoagnTe o60rpeB naumeHTOB TOMbKO C MOMOLLbIO WNaHra ycTponctea ana oborpesa Bair
Hugger. Bcerga nogcoegunHAliTe wnaHr K marpacy Bair Hugger, npexge yem HaumHaTb npouesypy
oborpesa.

+ CnegunTe 3a TeM, YT0ObI NaLMeHT He JIOXMWICA Ha LWNaHr ycTpolicTBa ansa oborpesa.

* CneguTte 3a Tem, 4TOObI LWAaHT ycTpolicTBa Ana oborpesa He conpukacancs C KOXel nauueHTa BO
Bpems npouegypbl o6orpesa.

 Bo Bpemsa npouegypbl 060rpeBa He ocTaBnaiiTe 6e3 mpucmoTpa naymeHToB, Tpebyrowmx 0coboro
BHMMaHWS.

 Bo Bpemsa npogo/mkuTenbHON npouefypbl oborpeBa He ocTaBAsAiTe 6e3 NpucMoTpa NauMeHTOB C
HefoCTaTOUYHOM nepdysuei.

« K nauveHTy po/kHa 6biTb o6palieHa nepdopupoBaHHas CTOpoHa MaTpaca. PasmewainTe
nepMopupoBaHHYD CTOPOHY (C Heb6oMbLWIMMW OTBEpPCTUAMMKN) Tak, 4yToObl o0b6ecneynTb ee
HEeNoCpPeACTBEHHbIN KOHTaKT C KOXel nauuneHTa.

B onepaynoHHO He MCNONb3yiTe JaHHYK MOfeflb MaTpaca BMecTe C KakKuUM-1M60 yCcTpOolCTBOM,
Kpome ycTpoiicTBa Ansa oborpesa Bair Hugger cepun 500 nnn 700.

 He ucnonb3yiiTe B onepaymnoHHOR ycTpoiicTBO ansa oborpesa Bair Hugger cepumn 200.

* He ncnonb3yinTe peryinpyemoe ycTponcTBo gna o6orpesa Bair Hugger cepum 800 B KOMMNEKCe C
mMaTpacom Bair Hugger nwo6oii mogenu.

» [lpekpatnTe npoueaypy oborpesa, eenm Ha ycTpoiicTBe ana ob6orpeBa Bair Hugger 3aropuTtcs
KpacHblii CBETOBOW WHAWKATOP MpPeBbllWeHWA TemnepaTypbl W BK/AWYUTCA CUTHAA TPeEBOrw.
OTK/IKYMTe YCTPOCTBO ANA 060rpeBa 0T UCTOYHMKA NUTAHUA U CBAXMUTECH C KBA/IM(ULNPOBAHHbBIM
CreumanncTom No TEXHNYECKOMY 06CNYXNBaHUIO.

* Tpu ucnonb3oBaHWM ycTpolicTBa pukcauuu (Hanpumep, NPefOXPaHUTEIbHOr0 PEMHS WAW NeHTbl)
npoBepbTe Haj/exalyo NpoxXoAUMOCTb KaHas/ioB nogaymn Tenna.

* He pasmMewainTe maTpac HenocpeaCcTBEHHO Ha NAacTUHE MAacCUBHOMO 3/1eKTpoAa.

A"NOPEAYNPEXAEHWE. YT06bl CHW3NWTb PUCK TpPpaBMWpPOBaHWUSA WAW CMepTW nauumeHTa M3-3a
M3MeHEHNSA MeToja BBeAeHUA nNpenapaToB, cob6ntofaiTe npuBeAeHHbIe fasiee yKaszaHus.
* He pa3mewaiTe maTpac noBepx TpaHCAepMasnbHOro naacTbIps.

"MPEAYNPEXAEHWE. Ona TOoro, 4tobbl CHW3UTb PUCK MOJIy4eHMUS TpaBMbl MNaynMeHTOM M3-3a
HexBaTKW BO3ayXa, cobntopaliTe npuBejeHHble fafiee yKaszaHus.
e« CnepuTte 3a TeM, 4T06bl MaTpac WM MNPOCTbIHA A/ TO/I0Bbl He 3aKpbiBanu FOM0BY MauueHTa U He
610KMpOBaNo AblxaTe/ibHble NYTU B TOM C/ly4dae, ec/ini He NPUMEHSAETCA UCKYCCTBEHHASA BEHTUNALUA
Nerkux.

O MPEAYMNPEXAEHWME. UT0o6bl CHM3WTb PUCK TPaBMWPOBaHWUSA MauuMeHTa BCMAeACTBUME MafjeHuUs,
cobntofaliTe NnpuBeAeHHbIE fanee yKasaHus.

i He I/ICI'IOﬂbSyVITG MaTpac ansa nepeHoca Unn nepemMeleHNA nayneHTa.

"MPEALOCTEPEXEHWME. 4YT06bl CHU3NTb PUCK MNEpPeKPECTHOro 3arpsa3HeHusa, cobnwpganTe
npuBeAeHHble fanee yKaszaHns.
e JlaHHaa w™Mofenb wMarpaca HecTepunbHa W npegHasHadeHa TOJIbKO pgna ofgHoro naumeHTa.
Mcnonb3oBaHMe MNPOCTbIHM MEXAy MaTrpacoM W NauMeHTOM He npefoTBpPaTUT KOHTaMMUHauuMio
nsgenvs.

"MIPEAOOCTEPEX>XEHWE. UT06bl CHU3UTb PUCK BO3ropaHusa, cobntopgaliTe npuBeAeHHbIe fanee
yKasaHus.

e B cooTBeTcTBUM cO cTaHgapTtom 16 CFR (yactb 1610) Komuccmm no 6e3onacHoOCTM
noTpebUTENbCKUX TOBApPOB B OTHOWEHWUW JIErKOBOCM/IAMEHAKLLNUXCA  MaTepuasioB  JaHHOoe
YCTPOMCTBO Kaccuuumpyetca Kak MpogyKT knacca | (HopmanbHas BocniameHsieMocThb). [pw
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MCNONb30BaHWM  WCTOYHMKOB Temsa BbICOKOM MHTEHCUMBHOCTU  BCerja pPyKOBOACTBYWTeChb
NPOTOKO/IaMMW CTaHAapTOB 6e30MacHOCTMH.

MphepocTtepexenune.YT06bl CHU3UTL PUCK TEPMUNYECKOW TpaBMbl, cobntofaiTe NpuBefeHHbIE
PEE ykasaHus.
* He ncnonb3yiiTe, ecnn nepeuyHas yrnakosKa BCKpbITa UK MOBpeXjeHa.

AMPELOCTEPEXEHWE. 4YT06bl CHU3NTb PUCK TEPMWUYECKOW TpaBMbl, TUNEPTEPMUN UK
runotepMun, cobnwgaliTe npuBeLeHHble fanee yKazaHuUA.

« KomnaHuna 3M peKOMEeHAYeT OCYLLeeTB/IATb MOCTOSAHHbIA MOHUTOPUHI UEHTPasbHOM TeMnepaTypbl
nayueHTa. Mpu OTCYTCTBUM MOCTOAHHONO MOHWTOPUHIA KOHTPOMMPYTe TemnepaTypy MNauMeHTOB,
He WVMeKLWnMX BO3MOXHOCTb pearmposaTb Hajg/exauw,um obpasom, obwarbca U (Mam) He
YYyBCTBYHLWNX TemnepaTypy, N0 KpaliHelh wmepe, Kaxgble 15 MWHYT wMAM B COOTBETCTBUM C
NPUHATBLIMU B YUPeXAeHUN npasuiamu.

e [MpoBepsifiTe COCTOSAHUE KOXM MNauMeHTOB, KOTOpPble He MOFyT owywaTb TemnepaTypy WM XXe He
CNOCOOHbI pearvpoBaTb M coobwWaTb O CBOUX OWYULEHUAX, KAK MUHUMYM Kaxible 15 MUHYT uin B
COOTBETCTBUWN C MECTHbLIM MPOTOKO/IOM.

e OTperynupyiiTe TeMnepaTypy BO34yXa WM MPepBUTE NPOLEAYPY, €CAM AOCTUTHYTa Lenb Tepanuu,
0TMeYaeTcs pocT TeMmnepaTypbl UIN B 30HE HarpeBa 06Hapy>XeHa HexeslaTesibHasA KOXKHasA peakyms.

MaTpac TepMmocTabunusnpywouwnii, obecnedymBalo Wil NOAHbLIA XUPYypPruyeckunii goctyn

MaTtpac TepmocTabunmsnpyowmnii, obecnedymnBaroLLMin NOMNHbIA XUPYPTMYECKUA JOCTYN ) NpegHasHa4veH ans
UCNoMb30BaHUA B Mpouecce MNPOBefeHUA  KapLUOXUPYPrudyeckmx, abaoMuMHanbHbIX, COCYAUCTbIX,
KOCMETUYECKNX, TPAaBMaTONIOTMYECKUX BMELLATEbCTB, a TaKXe MPU MNPOBEAEHUN XMPYPTUYECKMX Onepayunii
Ha neyeHW. MaTpac He MMeeT KaHa/loB AN BO3jyxa B LEHTPasbHOW 4acTu 1 BO3AYX AN1A 064yBa nayneHTa
nojaetca rno nepudgepuyeckuMm KaHanam. [lpeHaxHble OTBEpPCTUA ANA 0TBOJA >XUAKOCTWM B npoLecce
XMPYPTrMYECKOT0 BMeLLATeNbCTBA PacnosiokKeHbl B LEHTPanbHOA 4YacTu maTpaca. AAre3vMBHble MOJIOCKNU
NPUKpPenNeHbl K 060POTHOM YacTyu maTpaca, UMW MaTpac MOXHO 3aiMKCMpPOBaTb K XUPYPrUYECKOMY CTOy
W K, 4To6bl NPefoTBPaATUTbL COCKa/b3biBaHWEe. BOKOBble YaCTU MaTpaca MOXHO TakXe rnojgsopavyuBaTb A1s
ero ukcaumm. B npogonbHOM HanpaBfEHUM Ha MaTpace MMeeTCs 3amasiHHbIA LW0B, KOTOPbIA PacrofioXeH
no o6emm cTOpoHam BAOMb MNep(OpauMOHHbIX OTBEPCTMIA. B Hem ecTb TakXXe MPOAO/AbHbIE MNpPOpesw,
6narogaps KOTOPbIM MaTpac MOXHO WCMONb30BaTb B KOMOWHaLUW CO creynasbHbIMU MPOCTbIHAMU AN1A
nepeknajblBaHNA NaLWeHTOB, a TakXe yA006HO pacrnonaratb pykKu nauueHTa, 3aBoAA UX B 3TW Npopesn npu
ero rnosoXKeHUN Ha CruHe, Ha XMBOTe U Ha 60KYy. MNopThl AN NPUCOEAVHEHUSA LWIaHra ANA nojavyu Bosgyxa
pacnosioXKeHbl ¢ 06eMX CTOPOH MaTpaca, OAUH M3 MOPTOB MMeEET 3arayu,Ky, KOTOPY MOXHO pPasMecTUTb Ha
n6omM M3 NOPTOB. YCTpoOiCcTBO ANA ob6orpesa nauumeHToB Bair Hugger ¢ nomowbio WiaHra A8 nogaydn
BO3[yX COeAUHSAETCA C OAHWMM M3 nopTtoB. K maTpacy Takxe MpuKpenseHa npo3padHas MaeHKa, KOTOpPOii
MOXHO YKpPbITb Fo/f10BY nauuneHTa npu obecnedeHuun VMBJ1 n nutybayuu.

MpuHaanexHocTn / BcmomoraTenbHoe o6opyaoBaHue
MpuHagneXxHocTn / BcnomoraTenibHOe 060pyoBaHMe 418 AaHHOro mMaTpaca He npegycmaTpuBatoTCs.

MpuHuun paboThbl

Pa6oTa cncTeMbl OCYLLECTBASAETCA NOCPeACTBOM HarHeTaHUs TEMA0ro BO3fyxa YCTPOWCTBOM oborpe.a.
Tennblin BO3gyX nogaetca M3 ycTpolicTBa o6orpesa npu noMmowm rmékoro wnadra. LLinaHr noacoegnHsaeTca
K MaTpacy. B panbHeilwem Tennblidi  BO34yX NOCTynaeT 4epe3 nepdpopuMpoBaHHble OTBepCcTUS,
pacnosioXKeHHble Ha BHYTPEHHEW CTOPOHEe maTpaca (CTopoHe, obpaléHHON K KOXe nayueHTa) u oborpesaeT
nauueHTa.

MaTepuansi

KoOMNOHEHT MaTepunan
Martpac CnaHb6oH]
MonunponuneH
Mopgknanka wnaHra KapToH (M3 cynbhaTHO Lenaa03bl, KNacc TONWNHbI 24)
Afre3vBHbIE 3/1EMEHTHI Ha ocHoBe akpuna 3M NT[A Apresus 1504XL HiTack Transfer
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Oenb  HassaHue/uneHTu(bukaron Pasmenbl / Tabanntbl / Bec KoMMnoHeHTbI
NneHo4yHOe NOKpPbLIBaAsIO

635 Martpac .
repMOCTAGRASDY oL PAC 84 x 36 pioiim (221 x 91 cm)24 x 48 groiim (61 x 122 cm)
1300 P by o +15% +15%
obecnevmnBaro L nii NOJIHbIN N
o 7.0 yHUmnn (198 r) £15% MopT gnsa wnaHra: 2
XUpypruyeckuii goctyn
[ OuameTp 55 mm +15%

BCOOTBETCTBME C TpeboBaHMAMU cTaHgapTa |EC 80601-2-35
OrpaHnyeHne TemnepaTtypbl

TemnepaTtypa KOHTakTa He 6osiee 48°C

ycpefHEHHas TemnepaTypa KOHTaKTHOW MOBepXHOCTU He 6onee 46°C
[Onana3oH TemnepaTtyp (BHYTpeHHMe TpeboBaHumsa) 39°C + 3°C

NHCTpyKUmMKn

A TlpnmeyaHune. Ecnu cyuiecTBYyeT BepOATHOCTb BbIAENEHUS XUAKOCTeR, pasMecTUTe BMNUTbIBAKOLLYHO
TKaHb nofj matpacom mogenu 63500.

1. PasmecTuTe HerneppOpPUPOBAHHYK CTOPOHY (C K/IEMKOM NeHTOI) maTpaca TepMoCTabunM3npyoLLero Ha
ctone. lNMepdopmpoBaHHasa cTopoHa MaTtpaca (C He6oNbW UMK OTBEPCTUAMM) AOJ/DKHA comlpuKacaTbCca ¢
KOXeli maymeHTa. BepxHas yacTb maTpaca fo/KHa 6biTb A/IMHHee HamaTpacHuKa Ha 15 cm (6 groiimoB). C
MOMOLLbI0O K/EMKUX MOIOCOK Ha HWKHEN CTOPOHEe MaTpaca 3aKpernuTe ero Ha CTose Aas TOro, 4Tobbl
NpejoTBPaTUTb CKOMbXeHUe (PUCYHOK A).

A 16"(15¢T)

C

«ee

y/

2. 3anpaBbTe 00KOBble Kpas nof maTpac WAM HamaTpacHUMK OMNepauMoHHOro ctona Ansa obecrneyeHus
HenoABMXHOCTWN (PUCYHOK B).
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BbinonHute war 3 wnuM  nepeigute K pasgeny «ANIbTEPHATVMBHBIE BAPUAHTDI
PASMEWEHWNA MALVEHTA».

3. Jlexxauee MosioXKeHUe e UCNO/Ib30BaHUEM MEEHKN

Mpy ncnonb3oBaHWUM NesleHKW UM ukcatopa (MPejoXPaHMTEe/IbHOr0 PEMHSA, 31aCTUYHOW K/eNKON NeHTbI)
pacKkpoiiTe Mo NMHMK NepgopaumMn Npope3n, pacnosioKeHHble No 60kam maTpaca. [MonoXnTe CTEPUbHYHO
nefieHKy MOMepeK CpefHel YacTu maTpaca 1 pasMecTUTe Ha Hell mayuneHTa.

A TlpumevaHue. Ecnu nefeHka U (oUKcaTop He MCMOMb3YOTCS, He packpbliBaiiTe 60KOBbIE MPOPe3N.
4. PacnonioxuTe MefleHKY MOBEPX PYK MauuveHTa U NponycTUTe ee Kpas yepe3 60KOBble MPOpPe3n B mMaTpace
(pvcyHok C). HapfexHo 3aKpenunTe Kpasi NMefieHKW noj HamaTpacHUKoM (pucyHok O).

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



I»efynpexaeHue. CneguTe 3a TeM, 4To6bl NOKPbLIBAIO /151 TO/I0BbI HEe 3aKPbIBa/Io F0/IOBY MaLMeHTa U
OKNPOBA/IO AbIXaTeNbHble MYTW B TOM C/lydae, ec/ii He MPUMEHSIETCA WCKYCCTBEHHAs BEHTUISALMSA
UX.
BblGepuTe HEOGXOAMMYH TemmnepaTypy Ha YCTpolicTBe Ans o060rpeBa, 4UTo6bl HayaTb Mpoueaypy
(rpesa. (CM. pyKOBOACTBO MO 3KCNyaTauuun Balleil Mofenun ycTpoiicTBa Ans o6orpesa.)

JlpenoctepexxeHne. PeKoMeHAaLMK MO MOHUTOPUHTY COCTOSIHUSA MaLMeHTa.

KomnaHns 3M peKoMeHAYeT OCYLLeCTB/SATb NMOCTOSHHbLIA MOHUTOPUHT LEHTPasbHOW TemMnepaTypbl
.uumeHTa. Mpy OTCYTCTBMM MOCTOSSHHOTO MOHUTOPWUHTA KOHTPONMPYWTe TemnepaTypy MaUMeHTOB, He
MUMeLWNX BO3MOXHOCTb pearupoBaTh Hagnexawum o6pasom, o6watbcs M (UAM) He YYBCTBYHOLLMX
TeMnepaTypy, No KpaliHeii Mepe Kaxgble 15 MUHYT WM B COOTBETCTBUM C MPUHSTBIMUA B YUPEXLEHUU
npasuIamu.

. MpoBepsAiiTe COCTOSAHME KOXMW MaLMEHTOB, KOTOPble HE MOFyT OWylwaTb TEMMepPaTypy WM XXe He
CNocoGHbl pearvpoBaTbh M C006WATHL O CBOMX OWYLEHUAX, KaK MUHUMYM Kaxpable 15 MWHYT wim B
COOTBETCTBUUN C MECTHBIM MPOTOKOJIOM.

. OTperynupyiite TemnepaTtypy BO3fgyxa Wiy npepBuTe NpoLesypy, €Cn JOCTUTHYTA Lefb JIeYeHus,
O0TMeyaeTcsl POCT TeMNePaTypbl MW B 30HE HarpeBa o6HapY>XeHa HeXenaTe/lbHas KOXHas peakuus.
9. UTo6bl MpeKpaTuTh Mpouefypy 060rpeBa, BbIK/IOUMTE YCTPOWCTBO WM MEPEBEAUTE €r0 B PEXUM

oXuAaHusa (B 3aBUCUMOCTU OT MCMOMb3YyeMOW Mofenun ycTpolicTBa gns o6orpesa). OTCOeAUHUTE LUAHT OT
mMaTpaca TepMOCTabUIN3NPYIOLWEro U YTUIN3MPYITe MaTpac CorfacHo n.Ytunmsayus.

ANbTEPHATUBHbLIE BAPUAHTbBI PASMELLLEHNA MALUNEHTA

Jlexkxauvee NosioXKeHWe ¢ UCNOJb30BaHNEM MOLAMOKOTHUKOB

Mepes pasMelleHMeM nauMeHTa Ha MaTpace packpoiTe no nuMHUKM nepdopauum 60KOBble MNPOPe3Mu.
MpofeHbTe PyKM MaLMeHTa Yepe3 OTKPbITble MPOPE3N M PacnoNOXUTE UX HA NOAJTIOKOTHUKaX (pUcyHok O).
MepelignTe K wary 5.

MonoxkeHne Ha 60Ky

Mepen pasmeleHNeM NaymeHTa Ha maTpace packponTe Mo NMHUKU Nepdopaumn CoOOTBETCTBYHOLWME BOKOBbIE
npopesun. MNMpogeHbTe Ty PYKYy, Ha KOTOPOI NEXUT MauueHT, Yepe3 OTKPbITYH npopesb. MoioxnTe BTOPYHO
pyKy naymneHTa noBepx 60KOBOro KaHana matpaca (pucyHok H). Mepeligute K wary 5.
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.pasmelLeHMeM MaumneHTa Ha MaTpace packpoliTe No NMMHWUKM nepgopauny 60KOBbie NPOPe3n 1 Npopesb
foi thopmbl (418 oBana nNmua) B BepxHel yacTu martpaca. [pofeHbTe PyKM MauueHTa yepe3 OTKPbITble
fean (pucyHok ). Mepelignte K wary 5.

MapkunpoBKa 1 ynakoBKa

Mapkunposka

MapkupoBKa - MHOrossblyHaa. B cootBeTcTBUM € nonoxeHnamu 180 15223-1 u Ebl 1041 ncnonb3oBaHuio
nognexaTt MeXAyHapoiHble U pernoHasnbHble 0603HAYEHUSA MeAULMHCKOTo o6opyfoBaHua. MHCTpyKLMn no
aKcnayaTaumm npegcrtaBneHbl B Bufe 6ykneta LUM, Hannume KOTOpPOro npegycMaTpuBaeTCs B KaXKAoi
KapTOHHOWM yNakoBOYHOM KOpPOOKe.

KOHCTpYKLUMA yNakoBKHK

Kaxgbln MaTpac repMeTU4YHO YMaKOBbIBalOT B MAACTMKOBbIA MNe4yaTHbI NakeT (HecTepuibHbIN). [Mocne
repMeTUYHON ynakoBKW maTpacbl No 5 man 10 WTYK ynakoBbIBalOT B KapTOHHYH KOPO6KY B 3aBMCUMOCTU
0T KOMMEpPUYecKoro 3akasa.

Pasmepbl ynakoBKu:

OnuHa: 15.37 groiim/ 39.04 cm %1

WwvpuHa: 7.56 gtoiim/ 19.2 cm £1

BbicoTa: 15.75 agtonm/ 40.01 cm + 1

YcnoBus oKpyXkaroulein cpefbl

Ycnosusa skcnayartaymm

PekomeHgoBaHHaa Temnepatypa: ot 15°C pgo 25°C

MakcunmanbHast 0THOCMTeNbHass BNaxHocTb: 80 % (go 31 °C) C IMHEAHBLIM YMEHbLUEHNEM OTHOCUTE/TbHOA
BriaxxHocTu fo 50% npu 40°C.

MakcuManbHbIi BbiCOTa Haf YPoBHeEM Mops 2000 m

TemnepaTypa TPaHCNOPTUPOBKMK N XpaHeHusa: oT -20°C ao 45°C

MeguunHCKoe N3gesine TPAHCNOPTUPYIOT BCEMW BUAaMU TpaHcnopTa.

YTnnusauymsa

MeanumHCKUe n3genna LO/DKHbl YTUAN3NPOBATbCA MECTHbIMW MNYOANYHO-NMPaBOBbIMM OpraHm3aunsaMun B
cooTBeTcTBUM ¢ CaHlMuH 2.1.7.2790-10 «CaHuUTapHO-3nuieMunonormyeckne tpebosaHma K obpalieHuto ¢
MeLULUHCKMMU OTX04aMU» Knacc 0TXonos b).

MapaHTUiitHbIe 06513aTeNbCTBA
3M rapaHTUpPyeT OTCyTCTBUE AedJeKTOB B MaTepuanax n npon3BoaCcTteBe HACTOALWLEro N3desinA.
3a UCKNKYEHUEM CMTyaLLMVI, npaMo npeagyCcCMOTPEHHbIX 3aKOHOAaTe/IbCTBOM, KoMmnaHua 3M He HeceT

HMKAKOA OTBETCTBEHHOCTMU 3a fobble oTpuuaTtenbHble MNocneacrena  WUIn y|.|.|,ep6, CBA3aHHbIE C
ncnosib3oBaHNMeEmM ,anHOIz npoayKumnn: npamMble, KOCBEHHbIE, YMbILL/IEHHbIE, CJ'Iy‘-I&I7IHbI€ nnn
onocpepnoBaHHble, He3aBUCMMO OT BbIABUHYTbIX 00BbACHEHUA, BKo4Yaa rapaHTun, KOHTPAaKThI,

HeGPEXKHOCTb UM 06BbEKTUBHYIO OTBETCTBEHHOCTb.
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pacbl ABNAeTCA 0AHOPa30BbIM, CPOK FOAHOCTU He OorpaHun4yeH

013BOAUTENb
| KomnaHu, 3M Xenc Keap (3M Company, 3M Health Care), CLLUA
A LleHTp, 2510 KoHBeli ABeHto, cTp. 275-5W-06, CeHT-IMon, MuHHecoTa, CLUA
jM Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA)

YNOMHOMOYEHHbIN NpeacTaBUTeNb NPOU3BOAUTENSA MEAULIMHCKOIO U34eNunsa Ha Tepputopun PP
3aKpbIToe aKuMoHepHoe ob6uiecTBo «3M Poccunsa»

121614, r. MockBa, yn. Kpblnarckas, 4. 17, kopn. 3

Ten.: +7 (495) 784 7474 | dakc:+7 (495) 784 7475

an.noyrta: 3mra@mmm.com

3M, Bair Hugger v norotun Bair Hugger aBnatTca ToBapHbIMWU 3HaKaMn KomnaHum 3M.

Mcnonb3yeTca no nuueHsnn B KaHage.
© 3M, 2016. Bce npasa 3awuLeHbl.

MepeBOA C aHMNWMIACKOro A3bli<a Ha  PYCCKUIA $3blK BbIMOMHEH MepeBogUYMKOM D apdopoBCKO ANMHON
EBreHbeBHOM
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Poccuitckas depepauyms
Mopog Mocksa
[BajguaTb cefibMOe anpens ABe ThiCAYN CEMHaALaTOro roga

A, AOy6bukepoB PuHaT ANUMIKAHOBMY, BPEMEHHO WCMONHAKWNIA 0653aHHOCTM
HoTapuyca ropoga Mockebl AbybukepoBoli PaBTu PaBunbeBHbl, CBUAETENbCTBYIO
BEPHOCTb KOMWUM C MpeACTaBleHHON MHe WMHCTPYKuuMM no npumeHeHuto Warming Blanket,
Full Surgery Access.

Mpn 3TOM CBMAETENLCTBY MNOAMMHHOCTL MOAMUCK nepeBogunka DaphopoBCKoOii
ANNHbI EBreHbeBHbI.
Moagnuch cpenaHa B MOEM MPUCYTCTBUMU. JIMYHOCTbL MepeBofUYMKA YCTAHOB/EHA,

feecnocobHOCTb NpoBepeHa.
3aperncTpuposaHo BpeecTpe: Ne

B3biCkaHO rocygapcTBeHHON nowmHel (no Tapudy): 100 py6nen + 100 py6neid.
23aHKe ycnyr NpaBoBOro
i 1UlpakTepa: 200 py6.neii + 500 py6nei.

P.A. A6y6unKepoB

(MHUUmansl, amunna BPLO)

Bcero  npowHyposaH
MPOHIYWEPOBAHO 1 CKPHT
MEYATBHO 2 /

HoTapyY
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of Minne,

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country; United States of America

I'his Public Document: Warniinj' Blanket, Sterile Cardiac Access
2. has been signed by Inna Vargas

3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: April 13,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9458409-4

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of Slate
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3M lloaltli Cure lhisiiie.ss 3M Center
2510 Conway Ave,, Ulcig, 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

To whom it may concern

In my capacity as Inlcrnaiional Regulatory Affairs Associate, 3M Healthcare Business,
St.l’aul, MN, USA, Icertify that tlic attached Instruction for Use (IFU) for Bair Hugger
femperature Management System that includes Warming Blanket Sterile Cardiac Access
(model 64500) to the Bair Hugger Unit for patient warming and Bair Hugger Unit for
patietits warming with accessories, Scries 500 or 700 in English is truthful and accurate.

y/sL4
Regina Fefertnan Date
International Regulatory Affairs Associate
3M Health Care
State of Minnesota )
County of Washington) SS
4 N
Subscribed and sworn to before me this day of April 2017.

Irma Vargas, Notary Public
My Commi.ssion bi\pircs: .lanuary 31,2020

IRMA VARGAS

: Notary Public-Minnesota

My Commission Expires Jan 31.2020 !
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Instructions for use

WARMING BLANKET, STERILE CARDIAC ACCESS

P

IrATRY!
D

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket, Sterile Cardiac Access (model 64500) to
the Bair Hugger Unit for patient warming (hereinafter the blanket or product) and Bair Hugger Unit for patients
warming with accessories, Series 500 or 700, made by 3M. The system was designed to prevent unintended
hypothermia.. A warming unit forms the base of the system by generating warmed air. The warmed air is transferred
from the warming unit through a flexible hose. The hose is connected to the mattress/blanket. The warm air is then
passed through perforations on the underside of the blanket (that is, the side facing the patient’s skin), warming the
patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Indications for Use:

Warming Blanket, Cardiac Access is intended to prevent unintentional hypothermia. In addition, the temperature
management system can be used to provide patient thermal comfort when conditions exist that may cause patients to
feel too warm or too cold. The temperature management system can be used with adult and pediatric patients.

e STERILE

¢ Federal law (USA) restricts this device to sale by or on order of a licensed healthcare professional.

Intended use
Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions in which the patient
can feel too warm or too cold. They can also be used in the operating room to control patient temperature.

Contraindications, Warnings and Cautions

Explanation of Signal Word Consequences

WARNING:

Indicates a hazardous situation which, if not avoided, could result in death or serious injury.
CAUTION:

Indicates a hazardous situation which, if not avoided, could result in minor or moderate injury.

CONTRAINDICATION: To reduce the risk of thermal injury:

. Do not apply heat to lower extremities during aortic cross-clamping. Thermal injury may occur if heat is
applied to ischemic limbs.

WARNING: To reduce the risk of thermal injury:

. Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the hose to a Bair Hugger
warming blanket before providing warming therapy.

. Do not allow the patient to lie on the warming unit hose.

. Do notallow the warming unit hose to directly contact the patient’s skin during warming therapy.

. Do not leave patients unattended during warming therapy.

. Do not leave patients with poor perfusion unmonitored during prolonged warming therapy.

. The patient should face perforated side of the blanket. Always place the perforated side (with the small holes)

directly in contact with the patient’s skin.
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In the operating room, do not use this warming blanket with any device other than a Bair Hugger 500 or 700
series warming unit.

. Do not use a Bair Hugger 200 series warming unit in the operating room.

. Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair Hugger wanning blanket.

. Do not continue warming therapy if the red Over>temp indicator light illuminates and the alarm sounds on the
warming device Bair Hugger. Unplug the warming unit and contact a qualified service technician.

. Ifa securement device (i.e. safety strap, tape) is used, ensure the warming channels are not occluded.

. Do not place the warming blanket directly over a dispersive electrode pad.

WARNING: To reduce the risk of patient injury or death due to altered drug delivery:

. Do not use a warming blanket over transdermal medication patches.

WARNING. To reduce the risk of injury due to interference with ventilation:

. Do not allow the warming blanket or head drape to cover the patient’s head or airway when the patient is not

mechanically ventilated.

WARNING: To reduce the potential for injury due to patient falls:

« Do not use a warming blanket to transfer or move the patient.

CAUTION: To reduce the risk of cross-contamination:

* This warming blanket is sterile and is intended for single patient use ONLY. Placing a sheet between the warming
blanket and the patient does not prevent contamination of the product.

CAUTION: To reduce the risk of fire:

« This product is classified as Class | Normal Flammability as defined by the Consumer product Safety Commission’s
Hammable fabric regulation, 16 CFR 1610. Follow standard safety protocols when using high intensity heat sources.
CAUTION: To reduce the risk of thermal injury:

« Do not use if primary packaging has been previously opened or damaged.

CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

. 3M recommends continuously monitoring core temperature. In the absence of continuous monitoring, monitor
the temperature of patients who are incapable of reacting, communicating and/or who cannot sense temperature a
minimum of every 15 minutes or according to institutional protocol.

. Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum of every 15 minutes or according to institutional protocol.
« Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated temperatures

are recorded or if there is an adverse cutaneous response in the warmed area.

Warming Blanket, Cardiac Access

Warming Blanket, Cardiac Access is designed for use during cardiac surgeries requiring sterile field, or whenever
clinically indicated. The design comprises of an inflated tube that is taped around the patient, a footpad that surrounds
the feet, which is used to protect the patient from thermal injury, and a hose inlet port at the centermost point of the
inflated tube. The hose from a Bair Hugger warming unit connects to the blanket through the hose port at the feet of
the patient.

Accessories
No accessories are associated with this product line.

Mode of Action
A warming unit forms the base of the system by generating warmed air. The warmed air is transferred from the
warming unit through a flexible hose. The hose is connected to an inflatable blanket positioned over, under or around

the patient. The warm air is then passed through perforations on the underside of the blanket (that is, the side facing
the patient’s skin), warming the patient.

Materials
Component Material
Blanket Spunbond
Polypropylene
Hose Card Cardboard (24
Point Solid Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive
Model Name/ldentifler Size / Dimension / Weiaht Components

Hose Port: 1

64500 645 Warming Blanket, Cardiac Access Z.Xoggi IIF3(§)1)’1X1§,12 cm)+15%  Diameter 55 mm +15%
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In accordance with IEC 80601-2-35

Temperature restriction

Contaa temperature no more than 48°C

Mean contact surface temperature no more than 46°C
Temperature range ((Internal requirements) 39°C + 3°C

Instructions
1. Position the foot pouch over the patient’s feet with the hose port facing away from the patient (Figure A).
Ensure that the foot pouch completely covers the feet before starting warming therapy.

‘4
RS

N 3
(G| 1!

2. Remove the backing from the adhesive tape strip (Figure B).

3. Adhere the wanning blanket to the outer portion of the patient’s legs, starting at the ankles and moving toward
the waist (Figure C). Keep the perforated side (the side with small holes) toward the patient in direct contact with the
patient’s skin.

Warning; Ifasecurement device (i.e. safety strap, tape) is used, ensure the warming channels are not occluded.

4, Insert the end of the Bair Hugger warming unit hose in the warming blanket hose port (Figure D). Use a
twisting motion to ensure a snug fit. A visual marker is located around the mid-section of the hose end to guide the
depth of hose insertion. Support hose to insure secure attachment.

Warning: Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the hose to a Bair
Hugger blanket before providing therapy.
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5. Select the desired temperature setting on the wanning unit to initiate warming therapy. (See the Operator
Manual for your specific Wanning Unit Model)

Caution: Patient Monitoring Recommendations:

. 3M recommends continuously monitoring core temperature, in the absence of continuous monitoring, monitor
the temperature of patients who are incapable of reacting, communicating and/or who cannot sense temperature a
minimum of every 15 minutes or according to institutional protocol.

. Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum of every 15 minutes or according to institutional protocol.
. Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated temperatures

are recorded or if there is an adverse cutaneous response in the warmed area.

Based on the warming unit model utilized, turn the unit off or to standby mode to discontinue warming therapy.
Disconnect the hose from the warming blanket and discard the blanket per Rules for Disposal.

6. Labeling and Packaging

Labeling

Labeling is provided in multiple languages. Per 1SO 15223-1 and EN 1041 international and regional symbols for
medical devices are used. Instructions for use are provided in the form of an IPU booklet which is contained within
each carton.

All sterile product lots are labeled to include a) whether or not the product is sterile, b) the type of sterilization method
used (ETO in this case), and c) the expiration date (date product is intended to be used by).

Packaging configuration

Each blanket is sealed in a Tyvek pouches (sterile). After being sealed in the pouch, blankets are packed in either
guantities of five or ten blankets per carton depending on commercial order.

Package size:

Length: 15.37 in/ 39.04 cm £ |

Width: 7.56 in/ 19.2 cm#I

Height: 15.75in/40.01 cm + |

Environmental conditions

Operating conditions

Recommended temperature: from 15°C to 25°C

Maximum relative humidity: 80% (up to 3 1°C) with linear decrease in relative humidity up to 50%o at 40RC.
Maximum altitude elevation 2000 m

Transport and storage temperature: from -20°C to 45@C

Medical device is transported by all means of transport.

Disposal
Medical products should be disposed by the local public companies in accordance with SanPiN 2.1.7.2790-10
“Sanitary and Epidemiological Requirements for the Management of Medical Waste”, waste class B).

Warranty

3M warrants this product will be free from defects in material and manufacture. Except where prohibited by law, 3M
will not be liable for any loss or damage arising from this product, whether direct, indirect, special, incidental or
consequential, regardless of the theory asserted, including warranty, contract, negligence or strict liability.

Sterile blanket is single use, and shelf life constitutes 3 years from sterilization.

Manufacturer
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5M Company, 3M llealtli Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06. Saint Paul. Minnesota, 53144, USA

Authorized representative oftiie inanuraclurer on the territory of RF
ZAO-‘3M Russia”

Russia 121614, Moscow, Krylat.skaya str. bldg. 17/3

17 (495) 784 7474 | +7 (495) 784 7475 (fax)

3inra'«)mmm.com
3M. BAIR UUGGI3R and the BAIR HUGGER logo arc trademarks of 3M.

Used under license in Canada.
©2016, 3M. All rights reserved.
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[MepeBoa C aHIMMNCKOTO A3blKa Ha PYCCKUUN AA3bIK

LU TtaT MuHHecoTa

CekpeTapb wrata

AMNOCTWUJ1b
(Faarckas KoHBeHUWA OT 5 okTA6pA 1961 r.)

1 CrpaHa: CoefMHéHHbIe LLITaTbl AMepuKn

HacToswumin orumnanbHblin LOKYMeHT Ofesno oborpesatoLLiee CTePUbHOE ¢
KapAnoXmpypruyecKnum LoCTyrnom

2. bb1n nognucaH Mpmoin Baprac (Irma Vargas)

3. BbICTyMatoLLen B HoTapuyca Lwrata MuHHecoTa

KauyecTBe

4. ckpenseH Mpmbl Baprac (Irma Vargas), HoTapuyca wtata MuHHecoTa

nevyaTbo/LLITaMnom

Y [0CTOBEPEHO

5B r. CeHT-lNon, wrar 6. JaTa 13 anpena 2017 r.
MwnHHecoTa

7. CeKpeTapeM LuTata MnHHecoTa

8. 3a Ne 9458409-4

9. neyatb /wTamn: «BbofblUas nevarb 10. Mognucb /nognuce/
wrata MuHHecoTa * Ctue CaiMoH
1858» (Steve Simon)

CekpeTapb LUTaTa
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IMm Aenc keap busHec

f(3M Health Care Business) 3M UeHTp
2510 KoHBan ABeHto, CTpoeHune 275-5\\*-06
CeHT-lIMon, MuHHecoTa 55144 CLUA
651 733 1110

Mo mecTy TpeboBaHuA

B kauyecTBe cneuyuanncTa MexayHapogHOro HOpMaTMBHO-MPaBOBOIro PerynpoBaHUs U COOTBETCTBUSA
kKadectBa, 3M Healthcare Business, CeHT-IMon, MwuHHecoTa, CLUA, A cBWUAETENbCTBY, 4TO
npunoXxeHHoe PykoBoacTBO no akcnayataumu (IFU) ansa ofesna oborpeBallyero CTEPUNbLHOrO C
Kapamoxmpyprudeckum goctynom (Mogenb 64500) K cucTemam KOHBEKLMOHHOro Tuna Bair Hugger
ans oborpeBa MauueHTa, a TakKXKe YCTPOMCcTBa KOHBEKLUMOHHOro Tuna Bair Hugger ana o6orpeBa
nauneHToB € NpUHagnexxHoctamu, cepuii 500 mnm 700 Ha aHIIMACKOM A3blKe SBASETCS BEPHbIM U

TOYHbIM.
/nognuck/ 13 anpens 2017 ropa
PervHa ®edepmaH Jata

Cneumannct MexayHapoAHOro HOPMaTWUBHO-
NpPaBoBOr0 pPeryMpoBaHUs 1 COOTBETCTBUSA
KauyecTBa

3M Xenc Keap (3M Health Care)

LLTaT MuUHHecoTa)
Okpyr BawunHrToH ) SS

MoanucaHo Noj NPUCAron B MoEM npucyTcTBuM 13 anpens 2017 roga.

/nognuck/
Mpma Baprac (Irma Vargas), HoTapuyc
Cpok Moux nonHoMoumnin uctekaet 31 aHBaps 2020 roga

LW Tamn: IPMA BAPIAC (IRMA VARGAS)

HoTapnyc - MuHHecoTa
Cpok Mounx nofHOMo4unin ncTekaeT 31 AaHBaps 2020 roga
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ACTPYKUMN no MPUMEHEHWIO
AEANO OBOIPEBAKOLWEE CTEPU/IBHOE C KAPANOXNPYPIMYECKUM AOCTYTIOM

OnuncaHne nsgenud

Cuctema ynpaBfiieHUsi TemnepaTypoli Bair Hugger BKIuaeT: ofesno ob6orpeBarwllee CTepUbHOE C
Kapamoxmpypruyeckmum goctynom (mogenb 64500) K cMcTeMaM KOHBEKLMOHHOrO Tuna Bair Hugger gns
oborpeBa nauuveHTa (fanee Mo TeKCTY MOXET TMPUMEHATLCA Ha3BaHWe: Ofesano, u3fenue), a Takxe
yCcTpoiicTBa KOHBEKLMOHHOIO Tna Bair Hugger ans o6orpeea naumeHTOB C MPUHAAIEXHOCTAMU, cepuin 500
unun 700, nponssogcTBa 3M. Cuctema paspaboTaHa g1 NpefoTBpaLLeHUS HenpegHaMepeHHON rmnoTepmMumn.
Pa6oTa ycTpoiicTBa Ans ob6orpeBa OCHOBaHa Ha MpuHUMNe 06ayBa TennbiM BO34YyXOM. Tensbiii BO34yX
nofaercsa M3 ycTpoicTBa o6orpesa no rubkomy wnaHry. LnaHr, nogkntodeH K ogesany. Harpetblii BO3gyx
nogaeTcs uyepe3 nepopuMpoBaHHblE OTBEPCTMS, PACMONOXKEHHbIE Ha BHYTPEHHeN CTOpoHe ofesina (T.e. Ha
CTOpPOHE, 06paLleHHON K KOXKe MauMeHTa); Takum 06pas3omM, MPOUCXOANT 060rpeB nauueHTa.

Opesino  wnmeeT HebonbLOW Bec, MpegycMaTpMBalOT O4HOpPa30BOe WCMO/b30BaHWe. HaTypasbHbIi
Kay4yKOBbI /laTeKC NPy NPOM3BOACTBE OAes/T HE MPUMEHSETCS.

Ha3HauyeHue/nokasaHnsa K NPUMEHEHUNIO:
Opfesino  oborpeBatolee CTepPUbHOE C  KapAMOXMPYPrMyeckMM  AOCTYNOM  MpefHasHayeHo Ans
NPoUNaKTUKMA HenpegHaMepeHHOW  runotepmun. Kpome TOro, OfAessIo MOXHO WCMO/b30BaTb [A/ist
noffep>xaHusi KOM(OPTHOW [ANs nauuMeHTa TemnepaTypbl B YC/N0BUSX, KOTOpble MOTFyT MNpUBECTU K
neperpeBy WM MepeoxnaxAeHno nauveHTa. Cuctema ynpaB/ieHUst TeMnepaTypoli MOXeT WMCrofb3oBaTbCs
KaK 151 B3POC/bIX, TaK U AN feTel.

e CTEPW/IbHAA MOZAEJIb

e CornacHo defepanbHoMy 3akoHy CLLUA npogaxa 3Toro ycTpoiicTBa paspelleHa To/bKO

NNLEH3UPOBaHHbIM PaboTHMKAM 34paBOOXPaHEHUS UN MO MUX 3aKasy.

O6nacTb NPUMeEHeHUSA
Tepanus, npodunakTMka runotepMmmmn. Ogesina NpovsBoAcTBa 3M MOXHO MCMOMb30BaTh MPU KIAUHUYECKUX
YCNOBUSIX, B KOTOPbIX MNaLMeHT MOXeT OllyulaTb MeperpeB WM nepeoxnaxieHue. VX TakkKe MOXHO
MCNoNb30BaTh B OMepaLMoHHONM ANna obecneyvyeHMs ynpaBieHUs TeMnepaTypoi nauveHTa.
MpoTnBonoKasaHus, NpeaynpexxaeHns U NpejocTeperKeHns

MosicHeHMe onacHOCTEe, Ha KOTOpble YKa3blBalOT CUTHa/IbHbIE C/10Ba

A TIPEAYTMPEXAOEHWE.
YKa3blBaeT Ha OMacHy CUTyaLui, KOTopas MOXET NMPUBECTU K CMEPTU UAW TSHXKENoM
TpaBMe.

A TNPEOOCTEPEXEHWE.
YKa3blBaeT Ha OMacHY CUTYyaLuio, KoTopasi, ecnM ee He 136exaTb, MOXeT MPUBECTH
K TpaBMe Nerkov unun cpefHein THKeCTW.
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MPOTUBOMOKA3AHWA. YT06bl CHU3UTL pPUCK TEPMUYECKON TpaBMbl, cobnwjanTe

BBeJEeHHbIe fiafnee yKaszaHus.

* He npoBoguTe npouefypy 060rpeBa HMKHUX KOHEYHOCTENM MauMeHTa BO BPeMS MepexaTusl aopThbl.
TepMunyeckass TpaBmMa MOXeT BO3HWKHYTb Mpu TenJioBOM BO34eNCTBUM Ha WLLEMU3UPOBAHHbIE
KOHEUHOCTMW.

N MPEAYMPEXAEHWME. YUT06bl CHU3NUTb PUCK TEPMUYECKOM TPaBMbl, CO6t04aNTe NpUBeEHHbIE
Jlanee yKasaHus.

e He nponsBoauTe 060rpeB MaLUMEHTOB TO/IbLKO C MOMOLLbIO LNaHra ycTpoicTBa ansa oborpeea Bair
Hugger. Bcerga nogcoeguHAnTe wWnaHr K oborpesatoliemMy ofesany Bair Hugger, npexge uem
HauMHaTb Npoueaypy o6orpesa.

* CneauTe 3a TeM, UTO6bI MaLMeHT He JIOXKW/ICA Ha LUaHT ycTpolicTBa ansa oborpe.a.

* CneguTe 3a TeMm, YTOObI LWINaHI YCTPOWCTBA A5 060rpeBa He CONPUKAcasca C KOXel nauueHTa BO
BpeMsi npoueaypbl oborpesa.

e Bo Bpemsi npoueaypbl 060rpeBa He ocTaBnsATe 6e3 MPUCMOTPA NaLWEHTOB, TPebyLWMX 0coboro
BHVIMaHWs1.

» B0 Bpems NMpogo/HKUTENbHOM Mpoueaypbl 060rpeBa He ocTaBnsAiTe 6e3 NMpucMoTpa MauMeHToB C
HeAoCTaTOUYHOM Nepdy3uneid.

* K nauueHTy gommKHa 6bITb 06palleHa nepdopmpoBaHHasa ofesna. Pasmeltalite nepoprpoBaHHYO
CTOPOHY (C He6ONbLUMMMK OTBEPCTUSAMM) TaK, UTOObI 06ECNeUnNTb ee HEMOCPEACTBEHHbI KOHTaKT C
KOXKel nauuneHTa.

e B onepaunoHHOI He NCNONb3YyiTe 3TO 060rpeBaroLLee 0Aesi/I0 BMeCTe C KaKUM-M60 YCTPOACTBOM,
Kpome ycTpolicTBa Ana ob6orpesa Bair Hugger cepun 500 nnmn 700.

* He ncnonb3yinTe B onepayMoHHON YCTPOMCTBO Ans oborpesa Bair Hugger cepun 200.

e He ncnonb3yinTe perynupyemoe ycTpoMcTBo ans oborpeBa Bair Hugger cepun 800 B KOMMJeKce C
oborpeBatoLWwnm ogessnom Bair Hugger no6oin mogenu.

» [pekpatnte npoueaypy oborpesa, eciv Ha YCTpolTBe fAnA oborpeBa Bair Hugger 3aroputca
KpacHbIi CBETOBOW WHAMKATOP MPEBbILIEHNS Temnepatypbl W BKAKYATCA CUTHaA TPEBOTW.
OTKNuMTe  YCTpOWCTBO Ansa  oborpeBa OT  WUCTOYHMKA  NUTAHUA UM CBSXKUTECb €
KBaIM(NUNPOBAHHbLIM CNELMaIMCTOM N0 TEXHUYECKOMY 06CNYXMBaHUIO.

* [pu ncnonb3oBaHWM yCTPOMCTBA (hmKcaummn (Hanpumep, NPefoOXPaHUTEeNIbHOr0 PEMHS WAW JIEHTbI)
NpoBepbTe HaA/1eXally NPoXoaMMOCTb KaHanoB rnogayn Tenna.

* He pasmewaiTe o6orpeBatoLLee 04es/10 HENOCPELCTBEHHO Ha NIaCcTUHE NAaCCMBHOIO 3/1EKTPOAa.

A  MPEAYMPEXAEHWME. YT06bl CHU3UTL PUCK TPaBMMUPOBAHUS UMM CMepPTU NauueHTa uU3-3a
N3MeHeHNSA MeTofa BBeAeHUs npenapaTos, cobnogariTe NPUBeEHHbIe fjanee yKasaHus.

* He pa3mewaiTe o6orpesaroLlee 04ea/10 NOBePX TpaHCLePMasibHOro MaacTbIps.

A MNPEOYTPEXAEHWE. AnA TOro 4tobbl CHU3UTbL PUCK MOJIyYEeHUA TPaBMbl NaLMeHTOM Mn3-3a
HexBaTKM BO3fyxa, cob6atoaanTe NnpuBeaeHHbIE Aanee yKasaHUs.

* CneguTte 3a TeM, UTO6bl 06orpeBaloLLee OAEASI0 UM NPOCTbIHA 41 TO/I0Bbl He 3aKpblBa/in ronoBy
naumeHTa u He 670KMPOBAN0 [blXaTe/flbHble MNYyTWM B TOM C/lyyae, €CAuM  He TMpPUMEHsieTcs
WCKYCCTBEHHAasi BEHTUNSALNS NErKMX.

MPEAYMNPEXAOEHWE. YT06bl CHM3UTb PUCK TpaBMUPOBaHMA MauueHTa BCAeACTBME NafeHus,
cobnofanTe NpuUBefeHHble fanee yKasaHUs.

* He ncnonb3yinTe oborpesatoLLee o4esno 4ns nepeHoca Uan nepeMeLleHnsa nauneHTa.

A MPEAOCTEPEXEHWE. UYT06bl CHM3UTb PUCK MNEPEKPECTHOro 3arpsAs3HeHus, cobnopante
NnpuUBeLEHHbIE fanee yKa3aHUN4.

e JT0 o6orpeBatlliee 04es/10 CTePUSILHO W npegHasHadyeHo TOJIbKO pna ogHoro naumeHTa.

Vcnonb3oBaHne nNpocTbIHWM MeXxAy o060rpeBalolMM OfeA/IOM W NauuMeHTOM He NpejoTBpaTuT
KOHTaMUHaUWIO 13Lenns.

N MPEOOCTEPEXEHWME. YT06bl CHM3UTL PUCK BO3ropaHus, cobnwpjarte npuBefeHHble fanee
yKasaHus.
e B cooTBeTcTBUM CcO cTaHgapTtomMm 16 CFR (yactb 1610) Komuccum no 6e30nacHoOCTU
noTpebuTeNIbCKMX TOBApOB B  OTHOLIEHWMW IEFKOBOCMJ/IAMEHSOLWNXCA  MaTepuanoB  JaHHOe
YCTPOCTBO Knaccuuumpyetcsa Kak NpoAyKT Knacca | (HopmasibHass BOCMaMeHsiemMocTb). [lpu

MCNOMb30BAaHUM  WCTOYHUKOB  Tenja BbICOKOW WMHTEHCMBHOCTM  BCerja PYKOBOACTBYWTECH
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InpepocTtepe>xeHune.YT0Obl CHU3NTb PUCK TEPMUYECKON TPaBMbl, CO6NI04aNTe NPUBELEHHbIE
[nee ykaszaHuA.

e He ucnonb3yiiTe, ecnn NepBUYHasi ynaKoBKa BCKPbITa WU NOBPEXAeHa.

AI‘IPE,EI,OCTEPE)KEHI/IE. UTo6bl CHM3UTb PUCK TEPMWUYECKON TpaBMbl, TUMEPTEPMUN UK
MnoTepmMnn, cobnofanTe NpUBefeHHbIe Aanee yKasaHus.

* KomnaHuss 3M peKOMeHAyeT OCYLLEeCTB/IATb MOCTOSIHHbIA MOHUTOPUHT LEeHTPa/IbHOW TeMnepaTypbl
naumeHTa. MNpyn OTCYTCTBMMU MOCTOSIHHONO MOHMTOPWMHIA KOHTPONWUPYIHTe TemnepaTtypy nauuveHTOB,
He MMeLWMX BO3MOXHOCTb pearmpoBaTb Hagnexawmum obpasom, obwatbca U (MOK) He
UyBCTBYIOLLMX TemnepaTypy, Mo KpaliHeii mepe Kaxgble 15 MWHYT WM B COOTBETCTBUMU C
NPUHATLIMW B yUYPEeXAeHUN NpaBuIaMu.

» T[poBepsaiTe COCTOSAHME KOXMW MAUMEHTOB, KOTOpPble He MOTYT OWlyuwlaTb TemmnepaTypy Wau XXe He
CNOCOGHbI pearnpoBaTb M CO06WATb 0 CBOMX OLLYLLEHUAX, KaK MUHUMYM Kaxible 15 MUHYT uan B
COOTBETCTBUMN C MECTHbLIM MPOTOKOJIOM.

*  OTperynupyiTe TemnepaTypy BO3Ayxa WM MpepBuTe npouesypy, ecnv LOCTUTHYTa Uenb Tepanuu,
O0TMe4aeTcs poCT TemnepaTypbl WM B 30HE HarpeBa 06HapYyXXeHa HexesaTelbHas KOXXHas peakuusi.

Opeano oborpesarolLee, CTEPUNBHOE C KAPANOXUPYPTUYECKUM LOCTYNOM

Ogesno oborpe.atolee, CTepUSIbHOE C KapAMOXMPYPruUYeckKUM [OCTYNOM npefjHasHayeHo Aans oborpesa
nauMeHTOB BO BpeMS KapAMOXMPYPrMYeCKMX BMELLATeNbCTB, HE Hapywas npu 3TOM CTEPUSIbHOCTM
onepaLMoHHOr0 MonA NM60 B MHbK K/AMHWYECKUX CUTyauusiXx MO MNokasaHusaM. [usaiiH gaHHOro ogesina
XapakTepudyeTcs HanuMuMeM TpybuyaToro KaHana, KoTopblii U-06pasHO 0XBaTbIBAET HWKHIOK 4acTb
TynoBMLa NaLyMeHTa, ormbas ero BOKPYr CTynHel. B o6nactu CTynHen nmeeTca AONOMHUTENIbHAA CKNafgka
mMaTepuana, Mo3BONAKLWAA 3aWUTUTL CTYNMHM OT TEPMUYECKMX MNOBpeXAeHWi. [Mo nepumeTpy ofesna
MMeeTCs afresvMBHasi NosIocKa, No3BossoLWan 6onee HafeXHO DMKCMPOBaTb 04eAI0 Ha NauueHTe. MopT and
COeAVHEHUS CO LWNAHIOM A5 Mojayun Bo3fyxa M3 060rpeBatoLLero ycTpoiictea Bair Hugger HaxognTcsa B
LEeHTPe HUXHe yacTn TpybuaToro KaHana.

MpuHagieXxHocTn / BcnoMoraTenbHOe 060pyf0BaHne
MpuHaaneXxHocTn / BcnoMoraTe/ibHOe 060pyAOBaHMe ANA JaHHOTO ofesifia He NpeAycMaTprBatoTCS.

MpuHUKN paboThbl

PaboTa cucTeMbl OCYLLeCTBSIETCA MOCPEACTBOM HarHeTaHWs TEenaoro BO3fyxa YCTPOMCTBOM o060rpe.a.
Tennblii BO3AYyX MNOAaeTca U3 yCcTpolicTBa 060rpesa npu nNoMowy rubkKoro wnaHra. W naHr nogcoegmHsieTcs
K 0fiesny. B ganbHeiwemM Tennblii BO34yX NOCTyNaeT yYepe3 NepdpopmrpoBaHHbie 0TBEPCTUS, PACMNOSIOXKEHHbIE
Ha BHYTpeHHei CTOpOoHe ogesna (CTOpoHe, 0OpalléHHOM K KOXe MalueHTa) U o60rpesaeT naLlueHTa.

Martepunansi

KoMnNoHeHT MaTepuan

Opesano CnaH6oH[

MonunponuneH

Moaknagka WyiaHra KapToH (13 cynbtaTHOI Lennto3bl, Knacc TONWMHbI 24)

Afre3vBHbIe 31EMEHTbI Ha ocHoBe akpuna 3M NTA Agresns 1504XL HiTack Transfer
TexHuyeckne xapakTepuCTUKU
Mogens HasBaHue/uneHTUCbukaton Pasmenbl / Tabanntbl / Bec  KOMMOHEHTHI

645 Ogesino oGorpeBatolee 9 x 108 poiim (23 x 274 cm)[MOPT AnA wnawra: 1

64500 CTepunbHoe c +15% fivameTp 55 MM £15%

KapAnoxXnpypruyeckum goCTyrnom 4.0 yHunin (113 r) £15%

B cooTBeTCTBME C TpeboBaHMAMKM cTaHfapTa IEC 80601-2-35
OrpaHunyeHne TeMnepaTypbl

Temrnepartypa KoHTakTa He 60see 48°C

ycpeaHEHHasi TemnepaTypa KOHTaKTHOM NOBEPXHOCTU He 6onee 46°C
[Onanas3oH TemnepaTyp (BHYTpeHHMe TpeboBaHuA) 39°C + 3°C
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[CTpyKL W
3admKkeupyliTe HOrM nauMeHTa ¢ MOMOLLbI0 Yexna-ukKcartopa Ans cTon. BxofHoe OTBepcTUe LUMaHra

ynkuo ObITb HanpaefeHO B APYryw CTOPOHY OT nauueHTa (pucyHoK A). MNeped Hayasiom Mpoueaypbl
o'orpeBa NpocneanTe 3a TeM, YT06bl YeXo-hMKcaTop MOSTHOCTbIO 3aKPbIBa/T HOTU.

’A

C )

3. 3atmkcupyiiTe oborpeBaloLLiee 0AeAN0 C BHELIHEA CTOPOHbI HOP MauueHTa, HauyMHas C JIOLbDKEK U
[BUrasicb BBepX MO HanpasfieHUIO K Tanunm (pucyHok C). MNpocneanTe, 4Tobbl NepopuMpoBaHHas CTopoHa
ofesana (C MasleHbKUMM OTBEPCTUSAAMUN) COMPUKAcaiach C KOXeln naymeHTa.

YVAREERIN

! 3
N—

Al‘lpenynpemeuue. [pn ucnonbzoBaHWM YycTpoitcTBA ¢uKkcaunn (Hanpumep,

PEMHSI NI NIEHThI) NPOBePbTE HaAMeXally NPOX0AMMOCTb KaHa/0B nojgayn Tenna.

4. TogcoeanMHMTe LWNAHI yCTpoicTBa Ans o6orpeBa Bair Hugger K pasbemy Ha ogesine (pucyHok D).
BkpyuuBaiiTe [0 MA0THOW nocafku. BusyanbHas MeTKa, yKasbiBatowlad ray6uHy BBefeHWUS LUMaHra,
pacrnonoxeHa B CpefHEN 4acTW HaKOHeYHWKa LwWwnaHra. [pugepXkuBanTe wWAaHr gns  obecneyeHus
HaJEeXHOCTU KpenseHusl.

A TpegynpexzaeHne. He nponsBoanTe 060rpeB MauMeHTOB TO/IbKO C MOMOLLbIO LWIaHra ycTpolicTBa Ans

ofnrnera Rair Huooer Bcerna noncoeAuHsiTe wWnaHr K ogesny Bair Hugger, npexae 4YemM HauMHaTb
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
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IHTUHbIE 06A3aTeNbCTBA

rapaHTUpyeT OTCyTCTBUE AePEKTOB B MaTepuasiax U MPON3BOACTBE HACTOSALLENO U3feNns,

UCK/IIOUYEHMEM CUTyauuii, NpsSMO MNpefyCMOTPEHHbIX 3aKOHO4AaTeNbCTBOM, KOMMNaHua 3M He HeceT

Kako OTBETCTBEHHOCTU 3a Nwobble OTpULATENbHbIE MOCNEACTBUA WM yulepb, CBsA3aHHble C
Nosib30BaHWEM  AaHHOW  MPOAYKUWUW:  MpsiMble, KOCBEHHble, YMbILU/IEHHbIE, C/ydaliHble UK
N0CPef0BaHHbIE, HE3aBUCUMO OT BbIABUHYTbIX O0OBACHEHWU, BK/IOYAsA rapaHTuMu, KOHTPaKThl,
/eBpeXXHOCTb UM 06BEKTUBHYIO OTBETCTBEHHOCTD.
3TepusibHOe 0feA/1I0 ABNSAETCA O4HOPA30BbIM M CPOK COXPaHEHUS CTepPUSIbHOCTW cocTaBnseT 3 roja ¢
MOMEHTa CTepuansauum

MNpounssoauTensb

3M KomnaHu, 3M Xenc Keap (3M Company, 3M Health Care), CLUA

3M LleHTp, 2510 KoHBeli ABeHHo, CTp. 275-5W-06, CeHT-IMon, MunHHecoTa, CLUA

(3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA)

YNOMHOMOYEHHbIN NpeAcTaBUTENb MPOM3BOANTENS MEANLMHCKOIO N3iennsa Ha Tepputopun PP
3aKpbIToe aKLUMoHepHoe 06uecTBo «3M Poccusa»

121614, r. Mocksa, yn. Kpbinarckasa, g. 17, kopn. 3

Ten.: +7 (495) 784 7474 | ®dakc:+7 (495) 784 7475

an.noyta: 3mra(@mmm.com

3M, Bair Hugger v norotun Bair Hugger aBnsATCA TOBapHbIMY 3HaKamMu KomnaHuu 3M.

Mcnonb3yetca no nuueHsnm B KaHaje.
© 3M, 2016. Bce npaBa 3aLMLLEHbI.

MepeBOA C aAHIMIMICKOTO 3blka HA PYCCKMIA S3blK BbIMOAHEH MepeBOAYMKOM D apcopoBCKO ANMHOIA
EBreHbeBHOM
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Poccuitckas depepauyms
Mopog Mocksa
[BajguaThb cefbMoe anpens fABe ThICAYM CEMHAALATOrO roga

A, AO6y6ukepoB PuHaT ANUMIKAHOBMY, BPEMEHHO WCMOMHAKWNA 0643aHHOCT M
HoTapuyca ropoga Mockebl AbGybukepoBoil PaBwu PaBunbeBHbl, CBUAETENbCTBYIO
BEPHOCTb KOMWW C MPEACTAaBAEHHON MHE WMHCTPYKUMM no npumeHeHuto Warming Blanket,

Sterile Cardiac Access.

Mpn 3TOM CBUAETENLCTBYH MOAIMHHOCTbL MNOAMUCM nepeBofunka P aphopoBCKold

ANNHbI EBreHbeBHbI.
Mognucb cpenaHa B MOeM MNPUCYTCTBUU. JIMYUHOCTbL MNepeBojuYMKa YCTAaHOB/EHA,

AEECHOCO6HOCTb NnpoBEpPEHa.

3aperncrpuposaHo BpeecTpe: No A

B3biCKaHO rocygapcTBEHHOW nowymnHbl (Mo Tapudy): 100 pybneidi + 70 py6neii.

,3a OKaszaHue ycnyr, npaBoBoro
repa: 200 py6nein + 350 pybnei.

P.1. Aby6ukepos
i) (MHUUWansl, amunma BPUO)

Bcero  npowmrypos/
MPOHYMEPOBAHO 1 CKPH'L
MTEYATHOS ma T m

nPun HOTAPWY
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SECRETARY OF STATE

APOSTILLE

(Convention de La Maye du 5 octobre 1961)

1 Country: United States of America

This Public Document: Instruction for lise for Bair Hugger Warming Blanket
2. has been signed by Irma Vargas

3. acting in the capacitj' of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: April 18, 2017

7. by: Secretary of State, State of Minnesota 8. File No: 9465552-1

©

Seal/Stamp: 10. Signature:

Sieve Simon
Secretary of State
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INSTRUCTIONS FOR USE

n n
Q
—

Pi*c-Op and Full Body Chest  Access Pediatric Multi-Access
Outpatient Warming Warming Blanket Warming Underbody Warming Blanket
Blanket Blanket Warming Blanket

Upper Body Warming XL Upper Body Warming Lower Body Surgical Access Full
Blanket (Adult) Blanket Warming Blanket, Body Warming

Small Blanket

Description of the product

Bair Hugger Temperature Management System includes: Warming Blanket to the Bair Hugger Unit for
patient warming (hereinafter the blanket or product) and Bair Hugger Unit for patients warming with
accessories, Series 500 or 700, made by 3M. The system was designed to prevent unintended hypothermia.. A
warming unit forms the base of the system by generating warmed air. The warmed air is transferred from the
warming unit through a flexible hose. The hose is connected to the mattress/blanket. The warm air is then
passed through perforations on the underside of the blanket (that is, the side facing the patient’s skin),
warming the patient.

The blanket is a lightweight, single use, and is not made with natural rubber latex.

Model Decsrintion/ldentifier

1ol 111 Pre-Op and Outpatient Warming Blanket
30000 300 Full Body Warming Blanket

30500 305 Chest Access Warming Blanket

31000 310 Pediatric Underbody Warming Blanket
31500 315 Multi-Access Warming Blanket

62200 622 Upper Body Warming Blanket (Adult)

52301 523 XL Upper Body Warming Blanket

52500 525 Lower Body Warming Blanket, Small

57000 570 Surgical Access Full Body Warming Blanket

Indications for Use

Warming Blankets are intended to prevent unintended hypothermia. In addition, the blankets can be used to
provide patient thermal comfort when conditions exist that may cause patients to feel too warm or too cold.
*NOT STERILE.

* Federal law (USA) restricts this device to sale by or on order of a licensed healthcare professional.
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Intended use

Therapy is intended to prevent hypothermia. 3M mattresses can be used in all clinical conditions in which the
patient can feel too warm or too cold. They can also be used in the operating room to control patient
temperature.

Contraindications, Warnings and Cautions

Explanation of Signal Word Consequences

WARNING:

Indicates a hazardous situation which, if not avoided, could result in death or serious injury.

CAUTION:

Indicates a hazardous situation which, if not avoided, could result in minor or moderate injury.
CONTRAINDICATION: To reduce the risk of thermal injury:

* Do not apply heat to lower extremities during aortic cross-clamping. Thermal injury may occur if heat is
applied to ischemic limbs.

WARNING: To reduce the risk of thermal injury:

Do not treat patients with the Bair Hugger warming unit hose alone. Always attach the hose to a Bair Hugger
warming blanket before providing warming therapy.

* Do not allow the patient to lie on the warming unit hose.

* Do not allow the warming unit hose to directly contact the patient’s skin during warming therapy.

* Do not leave neonates, infants, children and other vulnerable patient populations unattended during warming
therapy.

» Do not leave patients with poor perfusion unmonitored during prolonged warming therapy.

» The patient should face perforated side of the blanket. Always place the perforated side (with the small
holes) directly in contact with the patient’s skin.

* In the operating room, do not use these models warming blankets with any device other than a Bair Hugger
500 or 700 series warming unit.

* Do not use a Bair Hugger 200 series warming unit in the operating room.

» Do not use a Bair Hugger 800 series patient adjustable warming unit with any Bair Hugger warming
blankets.

* Do not continue warming therapy if the red Over-temp indicator light illuminates and the alarm sounds.
Unplug the warming unit and contact a qualified service technician.

» Do not place patient securement device (i.e. safety strap or tape) over the warming blanket.

* Do not place the warming blanket directly over a dispersive electrode pad.

WARNING: To reduce the risk of patient injury or death due to altered drug delivery:

» Do not use a warming blanket over transdermal medication patches.

WARNING. To reduce the risk of injury due to interference with ventilation:

* Do not allow the warming blanket or head drape to cover the patient’s head or airway when the patient is not
mechanically ventilated.

WARNING: To reduce the potential for injury due to patient falls:

* Do not use a warming blanket to transfer or move the patient.

CAUTION: To reduce the risk of cross-contamination:

» This warming blanket is not sterile and is intended for single patient use ONLY. Placing a sheet between the
warming blanket and the patient does not prevent contamination of the product.

CAUTION: To reduce the risk of fire:

* This product is classified as Class | Normal Flammability as defined by the Consumer product Safety
Commission’s flammable fabric regulation, 16 CFR 1610. Follow standard safety protocols when using high
intensity heat sources.

CAUTION: To reduce the risk of thermal injury:

» Do not use if primary packaging has been previously opened or is damaged.

CAUTION: To reduce the risk of thermal injury, hyperthermia or hypothermia:

* 3M recommends continuously monitoring core temperature. In the absence of continuous monitoring,
monitor the temperature of patients who are incapable of reacting, communicating and/or who cannot sense
temperature a minimum of every 15 minutes or according to institutional protocol.

» Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum of every 15 minutes or according to institutional protocol.

 Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated temperatures
are recorded or if there is an adverse cutaneous response in the warmed area.

Pre-Op and Outpatient Warming Blankets
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The |)rc-op and oulpalicnl wanning blankets arc typically used for prevvarming and to enhance patient comfort
during outpatient procedures or after surgery. |his model is not intended for use in the operating room. 7'hc
blanket is equipped with tubular channels and covers the patient from the shoulders to the feet, providing
expanded unventilatcd part ofthe blanket in the shoulder area, which makes it possible to luck the blanket
under the patient in the seated or semi-reclined position. Unventilated part of the blanket is also an important
feature in the blanket design in the area ofthe patient's feet, fhis blanket design prevents the heated air access
from the lower part ofthe blanket in the fool area ensuring safety for the patient. The Bair Hugger connects to
the blanket using the port that located directly above the unvented part in the foot area of the blanket.

Full Body Warming Blanket

Full Body Warming Blanket is intended for use outside the operating room such as the Po.st Anesthesia Care
Unit (PACU). The blanket has a tubular, channeled design that covers the patient from the shoulders to the
feet that provides even heat distribution, fhe design includes a non-inllatcd foot drape that is positioned over
the patient's feel to guard against thermal injury in the heat-sensitive foot and lower leg area, fhe design
includes a hose inlet port just above the fool drape and the hose from a Bair Hugger warming unit connects to
the blanket through this port.

Chest Access Wanning Blanket

Chest Access Warming Blanket is designed specifically for the thoracic surgery patient featuring a clear
plastie access panel over the lateral thoracic region that provides clear, easy viewing to the chest area, fhe
blanket has a tubular, channeled design that covers the patient from the shoulders to the feel. The design
includes a non-innalcd foot drape that is positioned over the patient's feel to guard against thermal injury in
the hcal-scnsitive foot and lower leg area, fhe design includes a hose inlet port just above the fool drape and
the ho.se from a Bair Hugger warming unit connects to the blanket through this port.

Pediatric Full Body Wanning Blanket

Pediatric Full Body Warming Blanket is a small version of the blanket version 30000 (model 300) and is
intended for use outside the operating room such as the Post Anesthesia Care Unit (PACU). The blanket has a
tubular, channeled design that covers the patient from the shoulders to the feet that provides even heal
distribution. The design includes a non-inllatcd fool drape that is positioned over the patient's feet to guard
against thermal injury in the heal-.sensitive fool and lower leg area, 'fhe design includes a hose inlet port just
above the foot drape and the hose from a Bair Ilugger warming unit connects to the blanket through this port.
Mnifi-Acccss Warming Blanket

Multi-Access Warming Blanket is designed to provide full body coverage while allowing acce.ss to multiple
portions of the body in post-op. The blanket has a tubular, channeled design that covers the patient from the
shoulders to the feel that provides even heal distribution. The design includes a non-innalcd foot drape that is
positioned over the patient's feel to guard against thermal injury in the heat-sensitive foot and lower leg area,
mfhe design includes a hose inlet port Just above the foot drape and the hose from a Bair Ilugger warming unit
connects to the blanket through this port.

Upper Body Warming Blanket

Upper Body Warming Blanket is designed for use during surgeries on the lower halfofthe body, fhe blanket
has a tubular, channeled design that covers the patient’s upper torso, arms, neck, and head of the patient, 'fwo
hose inlet ports provide ilexibilitv in positioning the warming unit on either side of the patient, fhe hose from
a Bair Hugger warming unit connects to the blanket through one of these ports. The blanket also has optional
tie strips on each arm that can be u.sed to secure the blanket after indation. A clear head drape is attached,
which keeps warm air around the intubated patient's head and provides visualization by the clinician.

Ay

XL Upper Body Warmiii” Blanket
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XL Upper Body Warming Blanket is designed for use during surgeries on the lower half of the body and is
designed for use on large, obese and bariatric patients. The blanket has a tubular, channeled design that covers
the patient's upper torso, arms, neck, and head of the patient. The product is similar to the model 62200 but
includes one additional air channel across the torso for a larger chest, is 10” (25.4 cm) longer in length and
12 (30.48 cm) wider in width to accommodate a higher rise through the chest and to maximize warming in
the chest, shoulders and upper arms. Two hose inlet ports provide flexibility in positioning the warming unit
on either side of the patient. The hose from a Bair Hugger warming unit connects to the blanket through one
of these ports. The blanket also has optional tie strips on each arm that can be used to secure the blanket after
inflation. A clear head drape is attached, which keeps warm air around the intubated patient’s head and
provides visualization by the clinician.

Lower Body Warming Blanket

Lower Body Warming Blanket is designed for use during surgeries on the upper half of the body and can be
used in the supine, lateral or prone position. The blanket has a tubular, channeled design that covers the
patient’s lower torso, legs and feet. The design includes a non-inflated foot drape that is positioned over the
patient’s feet to guard against thermal injury in the heat-sensitive foot and lower leg area. Adhesive strips are
designed to secure the blanket to the patient. The port for connection with the air hose from the Bair Hugger is
located immediately above the unventilated area at the bottom of the blanket.

Surgical Access Warming Blanket

Surgical Access Warming Blanket is a tubular and channeled designed blanket that covers an adult patient
from the shoulders to the feet and intended for use primarily during surgeries on the spine when the patient is
prone. It can also be used for abdominal surgeries. Part of the design includes an un-inflated foot drape which
is positioned over the patient’s feet, since lower extremities such as feet can exhibit poor perfusion and are
susceptible to thermal injury; this design prevents heat from being delivered to this area as a safety measure.
Located approximately in the center of the blanket is a rectangular opening with adhesive tape along the
perimeter. The blanket has two hose ports in the shoulder area on opposite sides of the blanket. A head drape
is included, which helps maintain warm air around the head of the intubated and ventilated patient.

Accessories
No accessories are associated with this product line.

Mode of Action

A warming unit forms the base of the system by generating warmed air. The warmed air is transferred from
the warming unit through a flexible hose. The hose is connected to an inflatable blanket positioned over, under
or around the patient. The warm air is then passed through perforations on the underside of the blanket (that is,
the side facing the patient’s skin), warming the patient.

Materials
Component Material
Blanket Spunbond
Polypropylene
Hose Card Cardboard (24
Point Soild Bleach Sulfate)
Patient Acylic 3M 1504XL HiTack Transfer Adhesive TIS
Adhesive
Design Specification
Model Name/ldentifler Size / Dimension / Weight Components
1101 111 Pre-Op and Outpatient 84 x 36 in (213x91 cm) £15% Standard shoes covers; 1 pair
Blanket 50z(142 g)£15% Hose Port: 1

Diameter 55 mm * 15%
30000 300 Full Body Warming 84 x 36 in (213x91 cm) £15% Hose Port: lujt.

Blanket 50z(142 g9)£15% Diameter 55 mm =15%
30500 305 Chest Access Warming 72 x36 in (183x91 cm)*15% Drape (2)
Blanket 50z(133 g)+15% 24x24 in (61 x61 cm) £15%
Hose Port: 1

Diameter 55 mm *15%
31000 310 Pediatric Full Body 60 X36 in (152 X91 cm) +15% Hose Port: 1
Warming Blanket 50z(142 g)£I15% Diameter 55 mm £15%
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1tu500 315 Multi-Access Warming

Blanket

62200 622 Upper Body Warming
Blanket

52301 523 XL Upper Body
Warming Blanket

52500 525 Lower Body Warming
Blanket

57000 570 Surgical Access

Warming Blanket

In accordance with IEC 80601-2-35
Temperature restriction
Contact temperature no more than 48°C

84 X 36 in (213 X 91 cm) £ 15%
50z(142 g)+15%
78x24 in(198x61 cm) +15%
40z(1139)£15%

84x36 in(213x91 cm) +15%
50z(153.1 g)+I15%

60 X 36 in (152 X 91 cm) +15%
4.00z(1139)£15%

84 X 36 in (213 X 91 cm) +15%
60z(170 g)£15%

Mean contact surface temperature no more than 46°C
Temperature range (Internal requirements) 39°C + 3°C

Instructions

Hose Port: 1

Diameter 55 mm +15%

Head Drape 24 x 24 in (61 x 61
cm) £15%

Hose Port: 2

Diameter 55 mm +15%

Head Drape 24 x 24 in (61 x 61
cm) £15%

Hose Port: 2

Diameter 55 mm +15%

Hose Port: 1

Diameter 55 mm +15%

Drape

24 X 16(61 x41 cm) £15%
Hose Port: 2

Diameter 55 mm +15%

1 Place the perforated side of the 3AM™ Bair Hugger™ warming blanket (the side with small holes)
directly on top of the patient in contact with the patient’s skin (Figure A).

2. Where applicable, remove the backing from the adhesive tape strip and adhere the warming blanket to
the patient (Figure B). This prevents air from flowing toward the surgical site.

Optional: Place one cloth blanket or sheet on top of the warming blanket to increase

Warning: Do not place patient securement device (i.e. safety strap or tape) over the warming blanket.
Warning: Do not place the warming blanket directly over a dispersive electrode pad.

3. Insert the end of the Bair Hugger warming unit hose in the hose port (Figure C). Use a twisting motion
to ensure a snug fit. A visual marker is located around the mid-section of the hose end to guide the depth
of hose insertion. Support hose to ensure secure attachment.
Warning: Do not treat patients with the warming unit hose alone. Always attach the hose to a Bair Hugger
warming blanket before providing warming therapy.
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NOTE: See special considerations for Bair Hugger blankets shown below.

4. Select the desired temperature setting on the wanning unit to initiate warming therapy. (See the Operator’s
Manual for your specific warming unit model)

Caution: Patient Monitoring Recommendations:

* 3M recommends continuously monitoring core temperature. In the absence of continuous monitoring,
monitor the temperature of patients who are incapable of reacting, communicating and/or who cannot sense
temperature a minimum of every 15 minutes or according to institutional protocol.

» Monitor cutaneous responses of patients who are incapable of reacting, communicating and/or who cannot
sense temperature a minimum of every 15 minutes or according to institutional protocol.

* Adjust air temperature or discontinue therapy when the therapeutic goal is reached, if elevated temperatures
are recorded or if there is an adverse cutaneous response in the warmed area.

5. Based on the warming unit model utilized, turn the unit off or to standby mode to discontinue warming
therapy. Disconnect the warming unit hose from the warming blanket and discard the blanket per Rules for
Disposal

Special Considerations:

Dual Port for Models 62200, 52301, 57000

Two hose ports are provided for clinician preference. Place the removable hose port card in the hose port that
is not being used during warming therapy (Figure D).

Head Drape for Models 62200,52301 and 57000

Ifthe patient is intubated and ventilated, lay the head drape over the patient’s head and neck (Figure E);
otherwise, tuck the drape between the channels of the warming blanket, away from the patient’s head.
Warning: Do not allow the warming blanket or head drape to cover the patient’s head or airway when the
patient is not mechanically ventilated.

Models 62200 and 52301 (Optional)
Pull the tie-strip tabs, centered along the upper and lower edges of the warming blanket. Tie these strips to
prevent the inflated blanket from lifting away from the patient. To use the upper body blanket with one
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/arniboard, one half o( the warming blanket can be lied olTbv wrapping tape around it or by lucking it beneath

~le patient (Figure F')-

Blanket, Model 31500 (Oi)tional)

To use the access panels, tear the uncut tab at the edge ofthe warming blanket. Remove the backing from the
tape strip on the center olThe blanket. Fold the access panel back and press against the e.xposed tape. Pull the

panel away from the tape to release (Figure G).

Blanket, Model 30500 (Oi)lional)

Chest Access Blanket
Raise the clear plastic drape to provide patient care to the upper body area (Figure 1|1).

Labeling and Packaging

Labeling
Labeling is provided in multiple languages. Per ISO 15223-1 and EN 1041 international and regional symbols

for medical devices are used. Instructions for use are provided in the form of an IFLi booklet which is

contained within each carton.

Packaging conUguration
Each blanket is .sealed in a printed plastic pouch (non-slerile). After being .sealed, blankets are packed in either

tluanlities of live or ten blankets per carton depending on commercial order.

Package size:
Ecntith: 15.37 in/39.04 cm %1
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/IV'idlh: 7.36 in/ 19.2 cm %1
AHeight: 15.75 in / 40.01 cm + 1

Environmental condition.s

Operating conditions

Recommetided temperature: trom !5°C to 25°C

Maximum relative humidity; 80% (up to 31°C) with linear decrease in relative humidity up to 50% at 40°C.
Maximum altitude elevation 2000 m

Transport and storage temperature: frotn -20°C to45°C

Medical device is transported by all means of transport.

Disposal
Medical products should be disposed by the local public companies in accordance with SanPiN 2.1.7.2790-10
"Sanitary and Epidemiological Requirements for the Management of Medical Waste”, waste class B).

Warranty’

3M warrants this product will be free from defects in material and manufacture. Except where prohibited by
law. 3M will not be liable for any loss or damage arising from this product, whether direct, indirect, special,
incidental or consequential, regardless of the tlieory asserted, including warranty, contract, negligence or strict
liability.

Blankets are single use, shelf life is unlimited.

Manufacturcr
3M Company. 3M Health Care. USA
3M Center, 2510 Conway Avenue. 13ldg. 275-5W -06. Saint Paul, Minnesota, 55144, USA

Authorized representative of the manufacturer on the territory of RF
ZAO “3M Russia”

Russia 121614, Mo.scow, Krylatskaya sir. bldg. 17/3

+7 (495) 784 7474 | -1-7 (495) 784 7475 (fax)

3mra@ mmm.com

3M. BAIR HUGGER and the BAIR HUGGER logo are trademarks of3M .

U.sed under license in Canada,
©2016. 3M, All rights reserved.
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nepesoj C aHIMMUCKOTO A3blKa Ha PyCCKNU A3bIK
LLlTat MnHHecoTa

CekpeTapb wrata

AMNOCTUNb
(Faarckass KOHBeHUMUA OT 5 okTAGpSA 1961 r.)

1. CrTpaHa: CoefuHEHHbIe W TaTbl AMepuku

HacToAwmnin ohuynanbHbIi JOKYMeHT VIHCTPYKLMS Mo MPUMeHEHU0 ogesina oborpesatowero Bair

2. 6bln nognucaH MWpmoit Baprac (Irma Vargas)

3. BbICTynawuwei B HoTapuyca wrtata MuHHecoTa

Ka4yecTtBe

4. cKpenneH MWpmbl Baprac (Irma Vargas), HoTapuyca wrtata MuHHecoTa

I'Iel—IaTb}O/LLI,TaMI'IOM

Y LOCTOBEPEHO

5. B r.Ceut-Mon, wrat 6. AaTa 18 anpensa 2017 r.
MuHHecoTa

7. cekpeTtapem wTata MuHHecoTa

8. 3a Ne 9465552-1

9. meyaTb /W Tamn: «bonbwas nevatsb 10. Moanucob Inognucs/
wrtata MnHHecoTa * Ctus CaimoH
1858» (Steve Simon)

CekpeTapb WwraTa
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Xernc Keap busHec

IiM Health Care Business) 3M LeHTp
2510 KoHBait ABeHto, CTpoeHue 275-5\\*-06
CeHT-lMon, MuHHecoTa 55144 CLUA
651 733 1110

Mo mecTy TpeboBaHms

B kauecTBe cheymanucra MeXXAyHapogHOro HOPMaTUBHO-NMPaBOBOr0 PErysiMpoBaHnUsa M COOTBETCTBUSA
kadyectBa, 3M Healthcare Business, CeHT-Ion, MuHHecoTa, CLUA, A CBWUAETENbLCTBYIO, 4TO
npunoXeHHoe PykKoBOACTBO No 3kcnnayatauum (IFU)  ana ofesna ob6orpesatoLero c
npuHagnexHocTamu, cepuii 500 nnm 700 Ha aHrNMNCKOM SA3biKe SAB/ISIETCA BEPHbIM U TOYHbIM.

/noanuck/ 18 anpensa 2017 roga
PernHa ®eepmaH Jata

Crneynanuct MexayHapoAHOro HOPMaTUBHO-

NpaBoBOro pPeryampoBaHns W COOTBETCTBUSA

KayecTBa

3M Xenc Keap (3M Health Care)

LTaT MUHHecoTa)
Okpyr BawWunHIToH) SS

MognucaHo nog npucaroii B Moém npucytcTBum 18 anpensa 2017 roga.

/nognuce/
Mpwma Baprac (Irma Vargas), HoTtapuyc
CpoK MOMX NOSTHOMO4YNIA ncTekaeT 31 sHBapsa 2020 roga

W ramn: NPMA BAPTAC (IRMA VARGAS)

HoTapuyc - MuHHecoTa
Cpok Mmoux nonHomouunin uctekaeT 31 sHeapa 2020 roga
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310 Opesano oborpeBatoLLee ¢ NOSIHbIM YKpblBaHWEM 60/1IbHOr0, eTCKOe
315 Opgesano oborpesatoLyee ¢ pasIMyHbIMU AOCTyNamMm

622 Opesano oborpeBatolee Ana ob6nacTu Bbllle nosica

r

523 Ogpgesno oborpeBatouee 418 06/1acTy Bbilwe nosica - 60/1bLION pasmep
T 525 Ogeano oborpesatlee 459 061acTu HUXKe nosca, Masioro pasmepa
J[€1D) 570 Opesino oborpeBarlee ¢ XMPYPrumyecKnUm JOCTYNOM

LWHa4vyeHne/noKasaHUs K MPUMEHEHUIO
(mesina o6orpeBat e npegHasHayeHbl Ans NPOPUNAKTUKN HerpefHaMepeHHo runotepmun. Kpome Toro,
[jesna MOXHO umcnonb3oBaTb A1 MOALEPXXaHUA KOMGMOPTHOW Ana nayueHTa TemnepaTypbl B YCNOBUSAX,
/KOTOpre MOTYT NMPUBECTN K NEPErpeBy NN NepeoxXna>K AeHNHK NnayneHTa.
* HECTEPWUJ/IbHO.
e CornacHo egepanbHoMy 3akoHy CLUA npogaxa 3TOro ycTpoicTBa paspewleHa TOJ/IbKO
NNUEH3NPOBaAHHBIM paﬁoTHI/IKaM 3apaBooOXpaHEHNA UM NO NX 3aKasy.
O6nacTb NpUMeHeHNs
Tepanvm, I'IpOdJVI]'IaKTI/IKa rmnoTepMunn. O,qeﬂrla nponseoacTtea 3M MOXHO MCNo/b30BaTb npn KJINMHNYECKNX
yCnoBuAx, B KOTOPbIX MNalyWMeHT MOXEeT oulyuiaTb Meperpes WAnM nepeoxnaxaeHue. MX TakXe MOXHO
MCNosb30BaTh B OMepaLnoHHON Ansa obecneyeHUs ynpaBieHUs TeMnepaTypoli nayneHTa.
MpoTnBONoOKasaHWs, NpeaynpexxaeHns U NpejocTeperkeHns

MosscHeHUe OﬂaCHOCTEVI, Ha KOTOPble yKa3blBalOT CUTHa/IbHblI€ CNnOBa
A NPEAYNPEXAEHWE.
YKa3blBaeT Ha OMacHY CUTyaLuto, KOTOpas MOXET MPUBECTU K CMEPTU UK TsHKenoi
TpaBMe.
A TNPEOOCTEPEXEHWE.
YKasblBaeT Ha OMacHyl CUTYaluto, KoTopasi, eC/in ee He N36exaTb, MOXET NPUBECTM
K TpaBMe Nerkoil Un cpefHeli TSHKecTu.

N MPOTUBOMOKA3AHWA. UT0o6bl CHU3NTL PUCK TEPMUYECKON TpaBMbl, cobniojariTe NnpuBeeHHbIe
fanee ykasaHus.

 He npoBogmTe npouefypy ob6orpeBa HMXXHMUX KOHEYHOCTEN nauyumeHTa BO BpeMSA MepexaTtus aopThl.
TepMVILIECKaFI TpaBMa MOXeT BOSHUKHYTb Npun Ten/10B0M BO3,E|,€I7ICTBVIVI Ha nwemMmmnsnpoBsaHHble KOHEYHOCTN.

A MPEAYMNPEXAEHWME. UT06bl CHU3UTb PUCK TEPMMUYECKOW TpaBMbl, CO6/M0AaNTe MPUBELEHHbIE
fanee ykasaHus.
* He npousBognTe 060rpeB nauMeHTOB TO/IbKO C MOMOLWIbLIO LUMAHra ycTpoicTBa gna oborpesa Bair Hugger.

Bcerga noacoeguHAalTe wnaHr K oborpesatuwemy ogesany Bair Hugger, npexge 4emM HaudmMHaTb Npoueaypy
oborpesa.

» CnegmnTe 3a TeM, 4TOObl MaLMEHT He NOXMWICA Ha WaHr ycTpoiicTea Ansa oborpesa.

» CneguTe 3a TeMm, 4TOObI LINaHr ycTpolicTBa AnA oborpesa He compuKacancs C KOXeill nauueHTa BO BpeMms
npoueaypbl o6orpesa.

* Bo Bpemsa npouefypbl oborpeBa He ocTaBnAsalTe 6e3 MpPMCMOTPa HOBOPOXKAEHHbIX, MNAajeHUEB, LeTell K
OPYTMX NaymneHToB, TPebyHLWMX 0C060ro BHMMaHMS.

« Bo BpemMsa npofo/mKuTenbHOM npouesypbl o6orpeBa He ocTaBnAinTe 6e3 npucmoTpa MauMeHTOB C
HefOoCTATOYHOW Nepdy3neil.

* K nauuneHTy goskHa 6bITb obpalieHa nepdopmpoBaHHas ofesna. PasmewanTe nepopupoBaHHY0 CTOPOHY
(c HebONbWNMKN OTBEPCTUAMM) TaK, YTOObLI 06eCneYnTb €e HEeMOCPEeACTBEHHbIV KOHTAKT C KOXEW nayuneHTa.

+ B onepaunoHHOW He ucnonb3yiiTe AaHHble MOAeNnu ob6orpeBalwLWUX O0feNnsAn BMeCcTe C KakKum-nnbo
yCTPOCTBOM, KpOMe yCTpoicTBa gnsa oborpesa Bair Hugger cepmnmn 500 nnaun 700.

* He ucnonb3yiite B onepaynoHHON ycTpoiicTBO 415 o6orpeBa Bair Hugger cepun 200.

* He wucnonb3yinTe perynMpyemoe YyCTPOWCTBO Ana ob6orpesa Bair Hugger cepuun 800 B KOMM/eKce cC
oborpesawowmmn ogesniamun Bair Hugger nwo6oii mogenu.
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«paxuTe npouesypy ob6orpeBa, €CAM  3aropuTCcA  KpacHbli CBETOBOW WHAMKATOP MNpPeBbIWEHNS
/paTypbl U BKAKOUUTCA curHan Tpesorn. OTKAOUUTE YCTPONCTBO A1A oborpesa OT UCTOYHMKA NUTAHUSA U
MTecb ¢ KBANUMOULUMPOBAHHbIM CNELNANNCTOM N0 TEXHUYECKOMY 0BCAYXMBAHMIO.
/pasmellainTe ycTpPOWCTBO (PuMKcaumm nauymneHTa (Hanpumep, NpefoXpaHMUTeIbHbIA pPeMeHb WAW IEHTY) Ha
/peBatoLLiem ofesre.
/pasmeltaiiTe oborpeBaroLlee 04es/10 HEMOCPEACTBEHHO Ha NAacTUHe MAacCUBHOIO 3/1EKTPOAa.

Inpepnynpe>xxagenue. YT0Obl CHU3NTb PUCK TPaBMUPOBAHUA WAM CMePTWM NauueHTa WM3-3a
/veHeHUst MeTofa BBefleHUS NpenapaToB, cobntoaaliTe NnpuBeeHHbIe fanee yKasaHus.
Ve pa3meu.|,a|7|Te o6orpeBarou.|,ee oaeds10 NoBepx TpaHCAeEPMa/ibHOI0o nyiaCcTblipA.

"OPEOYMNPEXAEHWE. Ona Toro 4tobbl CHU3WTb PUCK MNONYYEHUA TpaBMbl NalWUeHTOM Wn3-3a
~AXBaTKW BO3fyXa, CO6N0AanTe NpUBeAeHHbIe ganee yKasaHus.

*CrieguTe 3a TeM, UTO6bI 060rpeBarLLLee 0feA10 UM NPOCTbIHA A8 FO/I0Bbl HE 3aKpblBaJn roNoBy nayuneHTa u

/He 6]10KI/IpOBaJ'IO OblXaTe/IbHbIE MYTU B TOM C/Ziy4dae, €C/IN HE NMPUMEHAETCA NCKYCCTBEHHAA BEHTUNAUNA JTETKNX.

A MPEAYMNPEXAEHWME. OnAa Toro 4tobbl CHWU3NTb BEPOATHOCTb TpPaBMWUPOBaHUA ManmneHTa
/ BCneacTBMe NafeHUs, cobnoganTe NpUBEAeHHbIE fasiee yKasaHus.
* He ncnonb3yiite o6orpesatolee 0fesno 415 NepeHoca Uan nepemMeLieHnsa nauneHTa.

A MPEAOCTEPEXEHME. 4YTo6bl CHU3WTb pPUCK TMEPEKPECTHOro 3arpsisHeHus, cob6nogainTe
npuBefeHHbIe fasniee yKasaHus.

* [laHHble Mofenn ob6orpeBarLLNX OfesNl HeCcTepuUNbHbl N npefHa3HadeHbl TOJIbKO ang ogHOro nauueHTa.
Mcnonb3oBaHMe NPOCTbIHU Mexy o6orpesaldlWum OfesA/IOM M NauynmeHTOM He MpefoTBPaTUT KOHTaMWHaLUI0
nsgenus.

A MPEAOOCTEPEXEHWE. YT06bI CHU3MTbL pPUCK BO3ropaHus, cobnwjante nNpuBeAeHHble pAanee
yKasaHuA.

B cooTtBeTcTBUM co cTaHgaptom 16 CFR (4actb 1610) Komuccum no 6e30nacHOCTM MNOTPeObUTENbCKUX
TOBAapOB B OTHOLUEHWUW /1erKOBOCM/aMEHSAOLWMNXCA MaTepuanoB AaHHOe YCTPOMCTBO KacCUULMPYETCSA Kak
nposykT knacca | (HopmanbHaa BocnaaMeHsieMoCTh). [lpyM MCNONb30BaHUM WCTOYHUKOB Tensja BbICOKOM
WHTEHCUBHOCTMW BCerfa pyKoBOACTBYNTeCb NPOTOKO/AMUN CTaHAAPTOB 6€30MacHOCTMU.

A MPEAOCTEPEXXEHWME. UT06bl CHU3WTb PUCK TEPMMUYECKOW TpaBMbl, CO6/0AANTEe NPUBEAEHHbIE
Janee ykasaHus.

e He VICI'IO]'IbSyI7IT€, eCnin nepBnYHaA yrnakKoBKa BCKpPbITa UM MOBpeXaeHa.

A MPEAOCTEPEXEHWME. YT06bl CHU3MTb PUCK TEPMUYECKOW TpaBMbl, TUMNEPTEPMUN U
rmnoTepMuu, cobntoante NnpuBeeHHbIe fasnee yKasaHus.

 KomnaHumsa 3M peKOMeHAYyeT OCYLWeCTBAATb MOCTOSAHHbIA MOHUTOPWHI LEHTPa/ibHON TemnepaTypbl
nauuneHTa. |_|pI/I OTCYTCTBUM TMOCTOAHHOIo MOHUTOPUHIa KOHTpOﬂMpyﬁTe TEMNeEpPaTypy nauneHToB, He
UMEKLWMX BO3MOXHOCTb pearnpoBaTb Hagnexawmm obpasom, ob6warbca u (MAKM) He UYBCTBYHLNUX
TemnepaTypy, No KpaliHeil Mepe Kaxgble 15 MWHYT WAW B COOTBETCTBMU C MNPUHATBIMWU B YUpPEeXAEHUU
npasuiamu.

* MMpoBepsaiTe COCTOAHUE KOXM MaLMEHTOB, KOTOPblE HE MOTYT oWyl aTb TEMAEPaTypy WM XKe He CMOoCO6HbI
pearnpoBatb U COO6LL|,aTb 0 CBOMX OWYLWEHNAX, KaK MUHUMYM KaxX[bl€ 15 MWHYT AN B COOTBETCTBUN C
MECTHbIM NMPOTOKOJ/IOM.

e OTperynupynTe TemnepaTypy BO3ayxa WM TMpPepBUTe NpPOUeAypy, €cnm A[AOCTUTHYyTa Uenb Tepanuwu,
O0TMeyaeTcs poCcT TeMnepaTypbl UM B 30He Harpesa 06Hapy)XeHa HexenaTeNbHaa KOXHas peaKuus.

Ogpesno oborpesatolLiee A5 NpefonepaLMoHHON NOArOTOBKM M ambynaTopHbIX npouesyp

Opesno oborpesarliee Ans nNpegonepaLmMoHHOR NOATOTOBKU M ambynaTopHbIX Npoueayp nNpefHasHa4yeHo Aans
npeaBapuTenbHOro o6orpeBa naymneHToB B naJsiaTte npe,u,onepau,MOHHoﬁ Tepanun n obecneuymBaeTt
LOMOSIHUTENbHBIA TennoBoi KOMGOPT B Noc/aeonepaLMoHHOl nanate. [laHHas Mofesib He NpefHa3HaydeHa A4ns
MCcnosib30BaHNA B OﬂepauMOHHOﬁ. O,qeﬂno OCHalleHo pr6l-IaTbIMI/I KaHa/laMn W 3aKpbiBaeT MauyneHTa OT
YPOBHSA MJied A0 CTyMnHel, Npy 3TOM B 06/1aCTV NJIed MMEETCH pacllMpeHHas HeBEHTUMpyemMas 4acTb 0fesna,
no3pondwolad noAaBepHyTb 0A4edno nog cuadauero wmnaym  nonynexauwero nayneHTa. Takxe BaXXHOW
0COOEHHOCTbBI CTPOEHMA ofesisia SABASAETCA Ha/MyMe HEBEHTUMPYEMON 4acTb ofesina B 06/1acTu CTyMnHed
nauneHTa. Takoi ,D,VI3aI7IH ofedAna no3BosideT NpeaoTBpaTtUTb MOCTYMJIEHWE HArpeToro BO3gyXa B HUMXHIOK
yacTb ofesisia B ob6racTm CTynHen, obecnedymBass 6GesomacHocTb A1 NauyueHTa. Annapat Bair Hugger

COEAMHSETCA C OfEsA/IOM C MOMOLLbI MOpTa, KOTOPbI/i HaxoguTcsl cpasy Haj HEeBEHTWU/IMPYEMOW 4acTbi B
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T4yacTu ogedna

10 o6orpeBatoLLee ¢ NOMHbIM YKpbIBaHUEM 60/IbHOI0O
no oborpeBatliee C MOMHbIM YKPbiBaHMEM 60/bBHOFO A/ WCNO/b30BaHUA BHE OMepalWoHHOMM,
MeHsieTcss B noc/ieonepaLMoHHOM MepPUOoAe, Hanpumep, B OTAeNleHMU peaHumauyuun. Mo CTPOEHUID 0fesino
KT Tpyb4yaTbie KaHasbl, OHO YKPbIBaeT MNauMeHTa OT Mje4y A0 CTYMHeR, 4To obecneymBaeT pPaBHOMEPHOE
/npegeneHne Tenna. B HWXHeln vacTu ogessia MMeeTcs HeBeHTUMpyemasa obnacTb - 4715 NpeaoTBpaLLeHus
perpeBa cTyrnHen. MopT Ans COeAMHEHUS CO WJIaHIOM ANs nojayvyun BO3Ayxa U3 060rpeBalLLero ycTponcrea
lir Hugger HaxoanTCA cpasy Haj HEBEHTUMPYEMON 061acTbio BHU3Y ofesna.

boesno o6orpesatoLLee ¢ JOCTYNOM K FPYLHON KNeTKe

5pesno oborpesatolee ¢ 4OCTYNOM K FPpyAHOW K/eTKe npefHasHayeHo Ans nocneonepayuoHHoro o6orpesa
/nauneHTOB MOABEPTrLLMXCA TopaKa/bHbIM XWPYPruYecKUM BMeLjaTenbcTBaM U UMeeT MNpo3payvHble B6O0KOBbIe
'npo3payHbie MMEHOYHbIe BCTaBKM B 06n1acTu rpyfHON KNeTKW, obecnevmBarouwme 063op obnactu rpyau. Mo
CTPOEHUID 0fEANI0 MMeeT TpybuaTblie KaHasnbl, OHO YKPbIBAeT NauMeHTa OT MJjey J0 CTynHei. B HMKHeln yacTtu
odesifia MMeeTCs HeBeHTUAMpyeMass o06nacTb - AN NpejoTBpalleHUs neperpeesa cTynHeil. [MopT ansa
COeAMHEHMS CO WaHrom Ans nofayu Bo3fyxa U3 oborpesalollero yctpoictsa Bair Hugger Haxogutca cpasy
Haf HEBEHTUNNPYEMON 06N1acTbi0 BHU3Y ogesna.

Opesno oborpeBatoLLee € MNOSIHbIM YKpbIBaHUEM 60/1bHOT0, feTCKOe

Ogesano oborpesatoLiee ¢ NOAHbIM yKpbiBaHWeM 60/bHOM0, AeTCKOe SABNAETCA YMeHbLLeHHOM Bepcueil ogesana
30000 (mogenb 300) w npegHasHayeHO [ANA  WCMOAb30BaHWA BHE OMepPaLVMOHHOW, NPUMeEHsIeTCa B
nocsieonepaLMoHHOM MNepuoge, HaNnpuMep, B OTAE/IEHUN peaHMMauun. Mo CTPoeHU0 04eAN0 UMeeT TpybyaTble
KaHasnbl, OHO YKpbIBaeT nauueHTa OT Naey 40 CTyMHeR, 4yTo obecrneynBaeT paBHOMEPHOe pacnpegeneHune Tenna.
B HMXHeN 4yacTn ofesna MMeeTCHA HeBeHTuUnupyemas o6nacTb - ANA NpefoTBpaLLeHWs neperpesa CTYMHEN.
MopT 4ns coefuMHEHMA CO LWaHroOM AN nojadu Bo3fyxa M3 oborpesatoliero ycrtpoiictea Bair Hugger
Haxo4WTCA cpasy Haj HEBEHTUUPYEMON 06nacTbio BHU3Y ofesna.

Opfesano oborpesatoLlee ¢ pasnMUHbIMK goCTynamMu

Opfeano oborpeBalollee C pasnMUHbIMKU LOCTYNnaMun NpefHa3HauyeHO ANA MOSIHOMO YKpbiBaHMA 60/1bHOr0, npu
ero CTPOeHMe MO3BOMSAET MOMYUYUTb AOCTYN K Pa3fINYHbIM y4acTKaM NauueHTa B MNoc/aeonepaLMuoHHOM Nepuoge.
Mo cTpoeHU o0faesANno MMeeT TpybuaTble KaHalbl, OHO YKPbIBaeT nauMeHTa OT MNJed [0 CTynHeil, 4To
obecne4ynmBaeT paBHOMEpHOE pacnpefefneHne Tennaa. B HuxHelh 4yacTu ofesina MMeeTCA HEBEHTUMpYyemas
obnactb - A4NA NpejoTBpaLLeHUs neperpesa CTynHeid. MopT ANA COeAMHEHUS CO LW AHIOM A nofjayun Bo3jyxa
n3 oborpeBarwlero ycTtpolictea Bair Hugger HaxoauTca cpasy Haf HeBeHTUAMPYeMO#n 061acTbio BHU3Y
ojesina.

Opgesano oborpesatoLLiee 418 061acTu BblLe nosca

Ogessino oborpeBatlee Ana ob6nacTv Bbille nosica NMPUMeHSleTCA BO BPeMsS XMPYPrUYecKMX ornepauuii Ha
HWKHeln YacTn Tena. Ofeano ocHalleHO TpybyaTbiMM KaHanamu M 3aKpbiBaeT BEPXHIOK YacTb TOpca, BEPXHUE
KOHEYHOCTM, LEW U rofoBy nauumeHTa. Hanuuue fByx MNOpTOB 0o6GecrneymMBaeT BO3MOXHOCTb pasMeLLeHUSs
oborpeBalLLEro ycTpoicTBa C 060/ CTOPOHbI OT nauyueHTa. LnaHr, nogawwmii o6orpeTbln BO3AYX OT
ycTpoicTBa Bair Hugger coeguHsieTca ¢ 04esqIoM yepe3 O4MH M3 3TUX MOPTOB. B KauyecTBe onumm Ha ogesne
MOTyT 6blTb MPeAyCMOTPEHbl PEMELLKM Ha KaXAol pyKe Ans ¢uKcauuu ero Mocje HarHeTaHuMs BO34yXxa.
[aHHas mogenb npefycMaTprMBaeT BO3MOXHOCTb KpernsieHWs Npo3payHoro rojioBHOro M/jeHOYHOr0 NOKPbIBana,
KOTOpOe MNO03BOMSET YAepXUBaTb TEMA0 BOKPYr TrO0/I0Bbl WHTYO6MPOBAHHOrO nauveHTa UM obecneymBaet
BO3MOXHOCTb Hab/l0AeHNS 32 HUM.
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Ogesno oborpeBatowlee Ana 06s1acTn Bbiwe nosica - 60MbLLIOK pasmep

Ogpesno oborpesatolee 4nsa o6aacTy Bblle nosca - 601bLIOK pasMep MPUMEHSAETCA BO BPeMs XUPYPTUUYECKMX
onepauuii Ha HWMXHeR 4yacTu Tena. [aHHas mojenb ofesna npegHasHayeHa ANS NauMeHTOB C KPYMHbIM,
MOMHLIM TefloM W 6apuaTpuuyeckux naumeHToB. Ofesano ocHalleHO TpybuyaTbIMM KaHanamum W 3aKpbiBaeT
BEPXHIOK 4aCTb TOpCa, BEPXHME KOHEYHOCTMW, LWEeK W rosoBy nauveHTa. [us3aliH JaHHOro ogesna CXO0X C
ansamHom ogesisia 62200, HO NMpu 3TOM AaHHOe OAeSA/I0 MMEeT AOMOMHUTENIbHbIA KaHad, WAy Wi nonepek
Ty/noBuULLa Yepe3 rpyaHY0 KneTky. [laHHas mogenb ogesna Ha 10 groimoB (25,4 cM) giMHHee u Ha 12 groiimoB
(30,48 cm) wupe, 4TOObLI 06ECMEUYNTL MOMHOE YKPbIBaHME 0OBLEMHOW 06M1acTu rpygHON KAETKU Y KPYMHbIX
nayneHToB M obecneunTb 3PPeKTUBHbLIA 060rpeB B 06/1acTN Fpyan, Nied U BEPXHUX KOHe4YHoCTel. Hanuuume
4BYX MOpTOB obecneymBaeT BO3MOXHOCTb pa3melleHWs 060rpeBaroLLLero ycTpoicTea € nt060l CTOPOHbI OT
nauveHTa. LLnaHr, nogamowmin o6orpeTbiii Bo3gyx OT ycTpolicTBa Bair Hugger coeguHsaeTcsa ¢ o4esnioM 4epes
OAWH M3 3TUX NOPTOB. B KauecTBe onuuu B ofessie MOryT ObiTb MPeAYCMOTPEHbI PEMELLIKN Ha KaXXAol pyke
4NA ero ukcaumy nocse HarHeTaHua Bo3gyxa. [laHHas mMofefnb npefgycmMaTpuBaeT BO3MOXHOCTb KpenneHUs
Npo3payvyHO TFO/IOBHOFO MJIEHOYHOr0 MOKPbiBasa, KOTOPOe MO3BOMASAET YAEPXMBATb Temns0 BOKPYr roOf0Bbl
MHTYOMPOBAHHOIO NauneHTa 1 o6ecnevymBaeT BO3IMOXHOCTb HABMOAEHUSA 38 HUM.

Opesno o6orpeBatoLlee ANst 061acTU HUXKE Mosica, Masioro pasmepa

Ogesno ob6orpeBatolee Anst 061acTU HUXKE MOsica, Masioro pasmMepa npefHasHauyeHO AN UCMOMb30BaHUSA MpW
XUPYPrMYECKMX BMeLLATENIbCTBAX HA BEPXHEN MOIOBUHE TY/I0BULLA, OHO MOXET HaK/MaAblBaTbCs Ha MalLMeHTa B
MOJIOXKEHUM Ha CMWHE, Ha XXWBOTE UAU Ha 60Ky. Ofesifio MMeeT TpyG4yaTblie KaHa/bl, U YKPbIBAET HUXHIOWO
MOSIOBUHY TYMOBMLLA, HOTM W CTYMHW MauueHTa. B HMKHed uvactm B o06nacTu  CTynHelh Haxogutces
HeBEHTU/IMpyemMass 06/1aCcTb, KOTOpasi MO3BO/MISIET MNpPefynpeiauTb  TemnjioBble  MOBPEXAEHWUS  LaHHOW
YyBCTBUTENIbHOW K neperpeBy o6nactu. Ap[re3avBHble MOMOCbI MpeAHasHauyeHbl ANs duKcauum ogesina K
nauueHTy. MopT ANS COEAVMHEHWS CO LUJAHTOM ANA Mojadvy BO3jyxa U3 o060rpeBatolLero yctpolictBa Bair
Hugger HaxoguTcst cpady Haj HEBEHTUMMPYEMON 061acTblo BHU3Y ogesina.

Opfesano oborpesaroLLee ¢ XMPYPruyecKnUmM JoCTynom

OpesdAno oborpeBakliee € XMPYPruvyeckMm [JOCTYNOM WMeeT TpybuaTbie KaHalbl W MCNOMb3yeTca ANS
YKpbIBaHUA B3POC/AbIX MalUWMeHTOB OT M/jey A0 CTYnHeW W npegHasHayeHO B MNepBYK o4yepedb [A/A
XUPYPrMYECKMX BMeELIATENbCTB B 06/1aCTM MO3BOHOYHMKA, MPU KOTOPbIX MauMeHT Haxo4MTCH B MOJIOXKEHUU
nexa Ha >XuBoTe. [laHHOe 04€esA/10 MOXET TakKXXe MPUMEHATLCA U NPWM abfoMWHANbHOM XMpypruun. Y opesna
NMeEeTCA HeBEHTU/IMpPYeMas 4acTb, KOTopas pacnojsiaraetcs Haj CTYNMHAMW nauueHTa, T.K. AaHHas ob6nacTb
BO3MOXHO CHMXeHMe nepdysnm TKaHel U BO3HMKHOBEHWE TEMOBbIX MNOBPeXAeHuii. Takum o06pasom,
oTCcyTCcTBMe o06gyBa TensbiM BO34YyXOM B 061acTu  CTYMHEW ABASETCA Mepoli  MpPefoCTOPOXHOCTH.
Mpubnu3nTenbHO B LEeHTpe oJesna HaxoAuTcs MPSAMOYrofibHOe anepTypHOe OTBepCTUe, Kpasd anepTypHOro
OTBEPCTMS UMEKT aAre3MBHYK MOM0CY MO MepuMeTpy. Y ofesina MMeKTCsa gBa MopTa, PacrnofioXXeHHbIe BO
obnactm nned4 no obeMmm CcTopoHam ofessia. B KoMnniekTauuio MaTpaca TakXke BX0OAWT creuunanbHas
npospayvyHas MjeHKa, KoTopas MOXET yAepXuBaTb TeMnsibliAi BO34yX Yy FO/I0Bbl 3aMHTYOMPOBAHHOINO MauueHTa,
HaxogAauweroca Ha MBJ1 nayueHTa.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Haf/1eXXHOCTU / BcmomoraTenibHoe obopyaoBaHune
OJ1eXKHOCTU / BCnomoraTesibHoe o6opyfoBaHue ansa JaHHbIX MOAeNen oaesan He npegyemaTpuBatoTCs.

¢ n paboThbl

|60Ta cucTeMbl oOeylLlecTBAsieTess M0epeACcTBOM HarHeTaHMa Tenaoro BoO3gyXxa YCTPOWCTBOM 060rpeBa,
ennbliA BO34yX nofjaeTes u3 ycTpolieTsa oborpesa npy nomoLy rubkoro wnaHra. LW naHr nogcoeguHaerca K
WUl KOHBEKLWOHHOrO Tuna. B panbHeilllem Tennblii BO34yX MOeTynaeT 4epe3 nepgopuMpoBaHHbIe
rBEpPCTWS, paenofioKeHHble Ha BHYTPeHHe CTOpPOHe ofesna (CTOPOHe, 06palléHHON K KOXe nauueHTa) u
)6orpeBaeT NauuneHTa.

~ KOMMOHEHT Matepunan
, Opesno CnaH6oH]
MonunponwuneH
Moaknajka wnaHra KapToH (M3 cynbaTHO Lenaa03bl, Knacc TOAWMNHbI 24)
Afre3nBHbIe 3/IEMEHTHI Ha ocHoBe akpuna 3M NT[A Apresms 1504XL HiTack Transfer

TexHNn4YecKne XxapakKTepucTUKN
Mogens HasBaHWe/MAEHTUDPNKATO Paszmepsl / FabapuTsbl / Bec KoMMoHeHTbI

CTtaHgapTHble 6axunbl: 1 napa

111 Ogpesano oborpesatolee .
84 x 36 pgloiim (213 x 91 cM)MopT gns wnadra: 1wr.

ans npegonepawoHHON’
11101 +150
NnoAroToBKM " +15% . OuameTp 55 mm £15%
5 yHunin (142 r) £15%
amMbyiaTopHbIX Npouegyp
300 Opgesino o6orpeBaiolee 84 x 36 gwiim (213 x 91 cm) [MOPT And wnadra: 1w
30000 C MOMHbIM  yKpbiBaHMeM +15% OnameTp 55 mm +15%

6onbHOrO 5 yHuun (142 r) £15%

MneHo4yHOe NoKpbIBaNo (2WT.)
72 X 36 pgoiim (183 x 91 cm)24 x 24 poim (61 x 61 cwm)
+15% +15%
5 yHumuin (133 1) £15%

305 Ogpesano oborpeBatoLLee
30500 C [O0eTynoM K TPYAHON

KneTke )
MopT onga wnaHra: 1wr.

OuameTp 55 mm +15%

310 Opesno oborpeBatowee 60 x 36 gwolim (152 x 91 cm) MopT Ansa wnaHra: 1uwr.

31000 € TMOJIHbIM  yKpbiBaHuem *15% OunameTp 55 mm £15%
60N1bHOTO, AeTCKOe 5 yHuun (142 1) £15%
84 x 36 pgoim (213 x 91 cm) MopT Ans wnadra: 1wr.
315 Opesano oborpesatolLLee
31500 A PEBAIOLLEE 1504 [inameTp 55 MM +15%
e pasIMyHbIMUK JoeTyrnamu .
5 yHunii (142 r) +15%
fonoBHoe naeHo4YHoe
78 24 7 198 61 noKpLIBano
622 Opesno oborpesaroLyee x Aonm ( X cm) 24 x 24 poiim (61 x 61 em)
62200 +15%
Ana obnacTtu Bblle nosica . +15%
4 yHumi (113 1) £15% .
MopT onga wnaHra: 2wWrT.
OunameTp 55 Mm £15%
FonoBHOe nsfeHo4YHoe
523 Ogeano ob6orpesatoliee 84 x 36 awinMm (213 x 91 cm) ;ZKpb';ZHO - 61 61
52301 4na obnacTtu BbiWe nosiea - +15% +15; Aronm ( X cm)
T 0

60nbLLIOA pasmep 5 yHuuit (153.1 r) £15%
MopT 4nga wnaHra: 2wrT.

OunameTp 55 MM +£15%
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IV

525 Opesino o6orpesatowee 00 X 36 Aloiim (152 x 91 CM)I‘IO i wrara: 1w
¢900 ana obnactu HWMXKe rnosca, +15% pT 4 : .

i nameTp 55 Mm +15%
Manoro pasmepa 4.0 yHumii (113 1) £15% A p 0

MneHoYHOE NOKpPbLIBAIO
24 x 16(61 x41 cm) £15%
MopT 4ng wnaHra: 2wT.
OuameTp 55 mm £15%

570 Opesno o6orpeBatouiee 84 x 36 pwonm (213 x 91 cm)
i57000 c xvpypruyeckum *15%
LOCTYMOM 6 yHunii (170 r) +15%

B COOTBeTCTBME C TpeboBaHMAMK cTaHdapTa IEC 80601-2-35
OrpaHu4yeHue TeMmnepaTypsbl

emnepaTypa KoHTakTa He 60nee 48°C

yCcpegHEHHas TemnepaTtypa KOHTaKTHOW MOBEPXHOCTU He 60s1ee 46°C
Ownana3oH Temnepatyp (BHyTpeHHUe TpeboBaHuA) 39°C + 3°C

NHCcTpyKLUUNn

1. PasmecTuTe nepdhopupoBaHHY CTOPOHY oborpeBatowero ogesana 3M Bair Hugger (cTOpoHYy ¢ He6oNbLWINMMK
OTBEPCTUAMM) HEMOCPeACTBEHHO Ha NauMeHTe TakK, YToObl OHa Kacanacb ero Koxu (pucyHok A).

2. Ecnn nNpuMeHMMO, CHUMWUTe OyMaXXHYH MNOANOXKY C TMOMIOCKW KNeiKo /NeHTbl M MNPUKPennTe
oborpeBatolee ofeAano K nauumeHTy (pucyHok B). 3To npefoTBpaTtuUT [ABWXKEHWe BO3AyXa B CTOPOHY
onepaunoHHOro nons.

[JonoNHNTeNbHO. [N noBblweHNA 3DMEKTUBHOCTU pPasMecTUTe 0[HO TKAHEeBOe 0/esN10 Ha 060rpesatolLlem
opesne.

~MpepynpexpaeHune. Ele pasMewaite ycTpoWCTBO (PuKcaumy nayueHTa (Hanpumep, NpefoxpaHUTeNbHbI
pPeMeHb WM NIEHTY) Ha 060rpeBaloLLeM oaesine.

ApepynpexaeHue. He pasmeuiaiite o6orpeBatollee 04esi/io HEMOCPEACTBEHHO Ha NacTMHE MacCUBHOMO
aneKTposa.

3. BcTaBbTe KOHeL, LufaHra ycTpoiicTBa gns o6orpeBa Bair Hugger B pasbem pgns wnaHra (pucyHok C).
BKpyuuBaiiTe [0 NOTHOM mMocagku. BusyanbHasa MeTKa, yKasbiBawlwas TAy6uHY BBeAEHUS LUMaHTa,

pacnofioXeHa B CPeAHel YacTU HaKOHeUYHUKa WnaHra. MpuaepxunsBaliTe WAaHr 4na 06ecnevyeHns HaLEXHOCTM
KpeneHus.

A TpegynpexieHne. He npousBoguTe 060rpeB MauMeHTOB TO/IbKO C MOMOLLbI LiflaHra ycTpolicTBa Afs

oborpeBa Bair Hugger. Bcerga nogcoeguHanTe wnaHr K oborpeBatouiemy ogesany Bair Hugger, npexge yem
HauuMHaTb Npoueaypy oborpe.a.
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MPUMEYAHWME. Cwm. ocobble yKazaHMs ans ucnonb3oBaHus ogessn Bair Hugger, npuBeaeHHbIe HUXKE.
[Pw BbibepnTe HeobXogUMYH TeMMepaTypy Ha YCTPOCTBe Ana oborpesa, UTobbl HavaTb npoueaypy 060rpeBa,
M . PYKOBOACTBO MO 3KcnayaTauuu Balleli mogenu ycTpolicTea Ans o6orpesa.)

'i“pepocTtepexxeHne. PekoMeHauMn No MOHUTOPUHTY COCTOSIHUA NalMneHTa.

« KomnaHua 3M peKoMeHAyeT OCyWecTBASATb MOCTOSAHHbIA MOHUTOPUHT LEHTpPa/ibHON TemMnepaTypbl
naymeHTa. [pu OTCYTCTBMW MOCTOAHHOIFO MOHWUTOPWHIA KOHTPO/AUPYWATE TemnepaTypy MauMeHTOB, He
MMEWLWNX BO3MOXHOCTb pearmpoBaTtb Hagsnexauwunm o6pa30|v|, O6I.L|,aTbCF| n (Vlﬂl/l) He 4yBCTBYHLLNX
TemnepaTypy, Mo KpaiiHeil Mepe Kaxgble 15 MWUHYT MAM B COOTBETCTBMM C MPUHATBIMW B YUYPEXLEHUU
npasuiamu.

* MpoBepsNTe COCTOAHME KOXM MaLWUEHTOB, KOTOPble He MOTFyT oWwyLwaTe TeMnepaTypy Wn >XXe He CMOCO6HbI
pearmposaTtb U COO6LL|,aTb 0 CBOUX oWwyweHNAX, KaK MUHUMYM KaXAble 15 MWHYT AN B COOTBETCTBUN C
MECTHbIM NMPOTOKO/I0M.

* OTperynupyite TemnepaTypy BO3gyxa WU MpepBuUTe MpoUeaypy, €CAn [JOCTUTHYTa Uefb JIeYeHus,
0TMeYaeTcAa poCT TeMnepaTypbl U1K B 30HE Harpesa O6Hapy)K6Ha HeXXenatenlibHada KOoXHafA peaKuus.

5. UTo6bl NpekpaTuTb Npoueaypy 060rpeBa, BbIKIOUMTE YCTPONCTBO UMW NMEPEBEANTE €r0 B PEXMM OXUJAHUSA
(B 3aBUCMMOCTM OT MCMOSIb3YEMON MOAENM ycTpoicTBa gns oborpesa). OTcoegnHUTE WAAHM YCTpoWcTBa s
o6orpeBa oT o6orpeBar0u.|,er0 opeAana m yT|/|n|/|3|/|pyi/’|Te 0aeAno cornacHo I'I.YTl/Iﬂl/I3aLI,I/IFI.

Ocobble yKaszaHUS.

[Ba pasbema Anda wniaHray mogeneii ogesn 62200, 52301, 57000

Ona yno6ctea Bpaya MMEKTCA 4Ba pa3bemMa Ans LwnaHra. PasMecTnTe CbeMHYI0 3arnyLwKy pasbema ans
LWaHra Ha pasbeme N8 WaHra, HEMCnoab3yemMom BO BpeMs oborpesa (pucyHok D).

MokpbliBano AN ronoBbl y Mofenen ogesan 62200, 52301 1 57000

Ecnn nayneHT l/IHTy6VIpOBaH M nogknw4yeH K CUCTeMe MCKyCCTBEHHOf/’I BEHTUNAUNN NETKUX, pasMecTuTe
MOKPbIBaNO AN rofoBbl Haj FO/IOBOM M wWeed nauneHTa (pucyHok E). B mpoTMBHOM criydae 3anpaBbTe ee
MeEX Ay KaHalaMu O6OFp€Ba+OLL|,6FO opedna, y6paB C rosioBbl naymeHTa.

Aﬂpe,ﬂ,pre)l(,qume. Cnenute 3a Tem, 4TOObI o60rpeBarou.|,ee onedas10 UM nNoKpbiBasio Asid roJjioBbl He
3aKpbiBasio rosioBy naumeHTa WU He 6I'IOKVIpOBaI'IO AblXaTe/bHble NYyTW B TOM CJiydae, €C/1n HE MNPUMEHAETCA
MCKYCCTBEHHAA BEHTUNALUNA JTIETKUX.
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Opesina, mogenu 62200 n 52301 (LONONHUTENBHO)
*AOTAHMNTE 3a MOJIOCbl Ha CTSXXKaX, PacrnofioKeHHbie N0 LEHTPY BEPXHEr0 M HUKHEro KpaeB 060rpesatoLLero
*Nafesana. 3aTAHUTE 3TU CTSHKKU, 4TOObI 0fesAs10, HanNo/IHEHHOE BO3AYXOM, He enajano ¢ nayumeHTa (PUCYHOK B).
UTobbl MCNOMb30BaTb 04eSN0 A8 BEPXHel 4yacTu Tena ¢ OAHUM MOASIOKOTHUKOM, MOXHO MPUKPENUTb OAHY
nonosuHy oborpesatoLwero ofesdna, o6MoTaB BOKPYr MOA/IOKOTHMKA JIEHTY WAM 3anpasBuB OfeAsio Noj
nayneHTa (pUCyHok P).

71 N ‘\

Opesno, mogenb 31500 (4ONOAHUTENBHO)

UTo6bl BOCMOMb30BaTbCA CEKUMAMKM AoOCTyna, OTOpPBMTE Hecpesaemykw oTrmbaeMyt 4acTb C Kpas
oborpeBatLero ogesna. CHUMUTe NOAKNAAKY C MOJIOCKW K/EHKOM NeHTbl, PacnoIOXEeHHONM B LIEHTpe ojesina.
OTBepHUTE CEKLUIO AOCTyNa U HafaBUTe Ha KKy JIeHTY, C KOTOPOl CHAMWM NofgKnagky. UTobbl 3aKpbiTh
CeKL U0, OTOPBUTE €€ OT KNelKoi NeHTbl (pucyHoK O).

Opgesano, mogens 30500 (4ONOHNTE/IBHO)
PaSBepHVITe npo3payvyHoOe NaaCcTUMKOBOE NOKpbiBaJsio, yTOObI 0OECMEUYNTDL yXxopn 3a nauneHTom B BerHeVI 4acTun
Tena (pucyHok H).
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MpOBKa N ynakoBKa
XXNpOBKa
PDKupoBka - MHOrosisbldyHas. B cooTBeTcTBMM € nonoxeHnamu 180 15223-1 u Ebl 1041 ucnonb3oBaHUIO
¢eKaT MexAyHapoAHble U pernoHanbHble 0003HAYEHUSA MefUUUMHCKOro obopypoBaHusa. VIHCTpyKuuu no
Snnyataumm npeacTasneHbl B Buge 6ykneta 1Pu, Hanuuve KOTOPOro npejycMaTpuBaeTcs B KaXKoi
PTOHHOI yNakKoBOYHOI KOpOb6Ke,
OHCTPYKLUA YNaKOBKN
.2KA0e O0feANI0 repMeTMYHO YMNaKOBbIBAlOT B MNACTUKOBbLIA MeyaTHbI NakeT (HecTepunbHblii). [locne
ePMEeTUYHON ynakoBKM ogesna no 5 mam 10 WTyK ynakoBbIBAOT B KapTOHHYH KOPOOKY B 3aBUCMMOCTWU OT
KOMMEPYECKOro 3aKasa.
Mepbl YyNakoBKW:
* MmHa; 15.37 awoiim/ 39.04 cm %1
WwupuHa: 7.56 gronm/ 19.2 cm 1
BbicoTa: 15.75 groiim/ 40.01 cm = 1

YcnoBua oKpyXxatouein cpegbl

Ycnosua akcnnyartayum

PekomeHpoBaHHada Ttemnepartypa: ot 15°C go 25°C

MakcumanbHass OTHOCMTeNbHas BaxHocTb: 80 % (o 31 °C) ¢ NMHEWHbIM YMEHbLUEHWEM OTHOCMTENbHON
BnaxHoctu fo 50% npu 40°C.

MaKcuMasnbHbI BbicOTa Hag ypoBHeM Mops 2000 m

Temnepatypa TPaHCNOPTUPOBKU U XpaHeHuA: oT -20°C fo 45°C

MeonunHCKOe n3fenve TPAHCMOPTUPYIOT BCEMU BUAMWU TpaHCNopTa.

YTnnusauunsa

MeguunHCKUe W3LeNnsa [O/DKHblI  YTUIN3NMPOBATLCA MECTHbIMU NMY6/MYHO-MPaBOBbIMM  OpraHusauuaMm B
cooTBeTcTBUU C¢ CaHlMunH 2.1.7.2790-10 «CaHuTapHO-3aNnuieMuosormyeckme TtpeboBaHUA K obpalleHUO C
MeAULUNHCKUMW 0TXOL4aMU» Knacc 0TXo40B b).

MapaHTuUiiHbIe 0053aTeNbCTBA

3M rapaHTupyeT OTCYTCTBUE Ae)eKTOB B MaTepuanax yu Npou3BOACTBE HACTOSALLEro U3enus.

3a UCK/TIYEHNEM CVITyEiLI,I/II7I, npAamMo npegycMoTpeHHbIX 3aKOHOAATE/IbCTBOM, KOMMaHUA 3M He HeceT HUKaKOW
OTBETCTBEHHOCTU 3a /t00Oble oTpuuaTenbHble nocneacTtena Unn y|.|.|,ep6, CBA3aHHble C MCNONMb30BaHMEM ,El,aHHOVI
npoaykuunn: npsdamble, KOCBEHHbIE, YMbILUJ/IEHHbIE, CﬂyHaVIHble nnn onocpeagoBaHHblE, He3aBUCMMO OT
BblABNHYTbIX O6'bF|CHeHVII7I, BK/1HO4UadA rapaHTunn, KOHTPaKThl, He6pe>KHOCTb nnm O6'b€KTVIBHy}0
OTBETCTBEHHOCTb.

Ogjeana ABnAOTCA 04HOPA30BbIMU, CPOK TOAHOCTU He OrpaHunyeH.

MNpowussoguTens

3M KomnaHu, 3M Xenc Keap (3M Company, 3M Health Care), CLUA

3M LleHTp, 2510 KoHBeli ABeHto, cTp. 275-5W-06, CeHT-Mos, MuHHecoTa, CLUA

(3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA)

YNOMHOMOYEHHbIW NpeacTaBUTe b MPON3BOAUTENSA MEAULMHCKOIO U3Aennsa Ha Tepputopumn PO
3aKpbIToe aKUnoHepHoe 06wecTtBo «3M Poccusa»

121614, r. Mocksa, yn. Kpbinatckas, g. 17, kopn. 3

Ten.: +7 (495) 784 7474 | ®akc:+7 (495) 784 7475

an.noyta: 3mra@mmm.com
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jair Hugger v norotmnn Bair Hugger aBnat0TCsa TOBapHbIMUM 3HaKamMu KomnaHum 3M.
Nb3yeTca No nuueHsnm B KaHage.
J1,2016. Bce npaBa 3aliMLeHbI.

peBof C aHrIMNCKOro™fA3blka Ha PYCCKUIA A3bIK BbINOMHEH nepeBofUYnKOM PapopoBCKOA ANNHONA
reHbeBHO
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Poccuiickaa degepayns
Mopog MockBa
OsaguaTb cegbMoe anpens ABe ThbICAYM CEMHAALATOrO roga

[ A6y6ukepoB PuHAT A/NMMMKaHOBMY, BPEMEHHO MCMONHAWLWMNIA 0683aHHOCTM
HoTapuyca ropoga Mockebl A6Gybukeposoi Pasunu PaBunbeBHbl, CBUAETENbCTBYIO
BEPHOCTb KOMWUM C NMpeACTaB/eHHON MHe MHCTPYKUUM No npumMeHeHnto Bair HuggerWarming
Blanket.

Mpn 3TOM CBMAETENLCTBYH MNOAMMHHOCTL MNOANMCKU nNepeBofuyuka PapdopoBCcKoOi
AnnHblI EBreHbeBHbI.

Mognunch cpenaHa B MOEM TMPUCYTCTBUMW. JIMYHOCTbL MepeBojUYMKa YCTaHOB/EHA,
fLieecnocobHOCTb NpoBepeHa.

3aperncTpuposaHo BpeecTpe: N /-

B3blcM"neN& W ApCTBEHHOW nownHbl (No Tapudy): 100py6nein + 100py6neit.
y10"a” ump woka'3wme ycnyr npasosoro
™A xHn4veckorbuwpyukTepa: 200 pybnen + 500 pybnei.

L I/ P.J1. AGy6ukepos
a iPi/O) (MHVupanel, pamunnsa BPUO)

Bcero
MMPOHYMEPOBAHOQ'
MEYATbBHON-?

HOTAPUYC il
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