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// oN- LY ! TEPPUTOPUNAIBHDBIX
" opraHoB Poc3gpaBHaj3opa
Ha Ne oT

MeLMUVHCKUM opraHm3aumam
06 0T3bIBE MEANLIMHCKOr0 MU3aenuns
OpraHam ynpaB/eHns
3[paBoOOXpaHeHNEM CyObEKTOB
Poccuiickon degepaymmn

defepanbHan cnyxba rno Hagsopy B c(|)epe 3apaBoOXpaHeHUs CO0OLLaeT, YTO Ha
OCHOBaHUM WHMopmauumn, noctynuewen ot OO0 «3M Poccusi», YNOSHOMOYEHHOr0o
npeacTaBUTeNA npoun3BoAnTenNs MeAULIMHCKOro n3nennsa «MaTpacsbl
TepMocTabunnsnpytowme n ogessia oborpesaroLine K cMctemMam KOHBEKLIMOHHOIO Tuna
Bair Hugger gnsa o6orpesa naumeHTa», npomssogctea «3M KomnaHu, 3M Xenc Keap»,
CLUA, perucTtpaumoHHoe ypoctoBepeHue oT 08.06.2017 Ne &C3 2012/11959, cpok
[ENCTBMNA He OrpaHu4eH, NPou3BOAUTENEM MPUHATO peLleHue 0 A06POBOILHOM OT3bIBE
HEKOTOPbIX NAPTUA MeANLNHCKOI0 13aenmsa (CM. NPUNOXKeHe).

MNpuunMHa OT3blBa: YKa3aHHble MaTpacbl B 0O0MbLUEA CTEMEHU MOABEPXKEHbI
HenpegHamepeHHOMY 6/I0KMPOBaHUIO BO3fyXa, YTO MNPUBOAUAT K YacTUYHOMY WN
orpaHU4yeHHOMY KX 3amnoSIHEHUIO BO3AYXOM MPU NPUMEHEHUMN.

B cny4dae He06X0ANMMOCTM MOMYyYEHUA LONOMHUTENIbLHON MH(opMauny obpaliaTses
K YMO/IHOMOYeHHOMY npefacTaButento npomssoantena OOO «3M Poccus» (121614,
MockBa, yn. Kpbuiatckasa, 4. 17, ctp. 3, Ten. +7(495) 784-74-74,
thakc +7 (495) 784-74-75).

PefepanibHaa  cnyxéa no HaA3opy B cdepe 34paBoOOXpaHEHUA npepnaraeT
cy6beKTam obpalleHnss MeAULMHCKUX M3OeNIMA NMPOBECTU MEPOMPUATUA MO NPoBepKe
Ha/IMuMA yKazaHHOro MeAULMHCKOro M3fenvs M npefoTBpalleHnto ero obpatleHus, o
pesynbratax  MPOMHMOPMUPOBaTbL  COOTBETCTBYIOWMIA  TeppuTOopuasibHbIA  OpraH
Poc3gpaBHajg3sopa.

TeppuTopnasibHbIM ~ OpraHam  Poc3gpaBHag3opa Mo cy6bekTamM  POCCUMINCKOWM
degepaymnm NPOBECTU MepPOnpPUATUS B COOTBETCTBUM C MOPSAAKOM, MNPeayCMOTPEHHbIM
AQMNHUCTPATUBHbLIM pernameHToM defepanbHON CNYXObl MO Haa3opy B cdepe
34paBOOXpaHeHNA MO WCMOIHEHUIO TOCYAAPCTBEHHOM (OYHKUMW MO KOHTPO/K 3a
obpalleHneM MefUUMHCKUX U3LeNNiA, YTBEPXKAEHHbIM npukasoM MuH3gpasa Poccun oT
05.04.2013 Ne 196H.

M.A. MypallKo



«3M Xenc Kcap BusHec» 3M LeHTtp, Ce”Mon,
MwuHHecoTa, 55144-1000
651 733 1110

19 aHBapsa 2018 r.

Tema: CPOYHBIV OT3bIB MEANLIMHCKOIO U3AENUSA «MaTpac TepmocTabunnsupyowmii Bair Hugger, o6ecneunsarowuii nonHbii
Xupyprudeckuii goctyn, mogeneii 63500 (maptum Ne R10359, R10360, R10361, R10362, R10363, R10364, R10365, R10366) n 63700
(naptua X8 FR10361)

YBaxKaeMblii KnneHT koMnaHum «3M Xenc Keap»!

KomnaHus «3M» ocyluecTsnseT oT3biB (9) AeBATW NapTUil MaTpacos TepMOCTUGMNN3MPYOLWMX Bair Hugger, o6ecneymBaioLLnx NoHbIi
Xupyprayeckuid goctyn, mogeneit 63500 1 63700.

B x0/le HelaBHO NPOBEAEHHOT0 paccnefoBaHNsA KOMNaHus «3M» NoATBEPAMNA, YTO YKa3aHHbIe MaTpackl B 60NbLLeit CTENeHU NOABEPKEHbI
HenpegHamMepeHHOMY 6/10KMPOBaHMIO MOTOKA BO3AyXa, YTO MPUBOAUT K YaCTUYHOMY MW OFPaHUYEHHOMY WX 3amMONHEHUIO BO34YXOM Mpy
npuMeHeHWn. ECnM MaTpachl BO BPeMs XMPYPruy 3anofiHeHbl BO3AYXOM MWL YacTUYHO, BO3MOXHO, MalWeHTy 6GyfeT nposefeHa
Hef0CTaTOuHas COrpeBaroLlas Tepanus.

[JaHHbI 0T3bIB KacaeTcs cnefytoLnx npoayKTOB U HOMEPOB NapTuii:

Mogenb Homepa napTuii

Martpac TepmocTabunumsunpytowmii Bair Hugger, R10359, R10360,R10361,
obecneynBatoLLUiA NOMHLIA XUPYPruveckuii JocTyn, R10362,R10363,R10364.
mogenu 63500 R10365,R10366

Matpac TepmocTabunusmpyrowuii Bair Hugger, FR10361

obecneynBaroLLnii NOMHBIA XUPYPruyecKnii goctyn,
mogenu 63700

[aHHbIli 0T3bIB He pacnpocTpaHseTcs Ha nogasnsioliee 6ONbWMHCTBO MaTpacoB Bair Hugger. YkasaHHble Bbille HOMepa MapTuii
pacnpocTpaHsnuch B Nepuof ¢ 26 oktabpa no 13 gekabps 2017 r.

Mepbl, KOTOpble HEO6XOAMMO NPUHAT:

1) Moxanyiicta, He3aMeANNTENbHO BbISBUTE YKa3aHHbI Bbllle NPOAYKT, Ha KOTOPbIA pacnpocTpaHAeTcs OT3bIB, UCKIOUMTE ero
13 NHBEHTapHoIi BegomocTn n HE MPUMEHSAWTE ErO.

2) BbIMOAHUTE MHCTPYKLWKM, YKa3aHHble B MPWUOXKEHHON (OpMe 03HAKOMMEHWS KAMEeHTa C OT3bIBOM MPOAYKLMMW, 3anonHuUTe
[aHHyto hopMy 1 OTMpaBbTe ee KOMNaHUN «3M» Ha yKasaHHbI agpec.

3) MoxanyiicTa, yTunusupyiiTe BCe MPOAYKTbl, Ha KOTOPble PpacnpocTpaHseTcs AeACTBME HAcTOALero MnuMCbMa, COrnacHo
NPOTOKONY BaLLIEro MefULMHCKOTO YUYpexAeHus W [OKYMeHTanbHO 3aduKkcupyiiTe yTunnsauuio B (hopMe 03HAKOMNEHWUS C
OT3bIBOM.

Mocne Toro, Kak KomnaHus «3M» Moay4YnT 3anoHEHHYH BaMu (hOpMy U B TOM C/lyuae, eC/iv Bbl YKasanu, 4To y Bac OCTannUCh NPOAYKTbI
[aHHbIX NapTWii, Mbl OTNPABUM 3aMeHY ANs UMEIOLLMXCS B HANMYUM NPOLYKTOB, HA KOTOpPble PaCNpPOCTPAHSETCS JaHHbI OT3bIB.



«3M Xenc Keap busHec» 3M LleHTp, Cent-Ton,
MwuHHecoTa, 55144-1000
651 733 1110

KomnaHus npMHOCUT M3BMHEHMA 3a Nto6ble CBA3aHHbIE C AaHHOI cuTyalmeld HeyaobcTBa. Ecnm y Bac BO3HWKAW BONPOCHI MO JaHHO TeMe,
noXanyiicrta, NO3BOHMTE N0 Tened)OHY ropsyeid MHUM CNyXObl paboTbl C KAMeHTamu KoMmnaHum «3M Xenc Keap» 1-800-228-3957,
BapuaHT Ne 6, 0 7:30 o 18.00 no ueHTpanbHOMY JHEBHOMY BPEMEHW C MOHEAENbHMNKA MO NATHULY.

Bnarofapum Bac 3a COTpYAHWNYecTBO!

C yBaXKeHvieMm,

Maiikn . Beccep, AUpeKTop NoApasfeneHus no o6ecneyeHno KayecTsa
MopgpasgeneHune NpothnNakTUKM MHBEKLMIA KoMNaHUM «3M»

3M LeHTp, 270-5N-01,

CeHT-lMon, MuHHecoTa, 55144






3M Health Care Business 3M Center
St Paul, MN 55144-1000
651 733 1110

We apologize for any inconvenience this may cause you. If you have questions regarding this matter, please
contact the 3M Health Care Customer Helpline at 1-800-228-3957. option #6, Monday through Friday 7:30
am.  6:00 p.m. Central Daylight Time. ’

Thank you for your cooperation.

Sincerely,

Michael J. Besser, Division Quality Manger
3M Infection Prevention Division

3M Center, 270-5N-01
St. Paul, MN 55144



3M Health Care Business 3M Center
St. Paul, MN 55144-1000
651 733 1110

Customer Product Recall Acknowledge Form
3M~* Bair Hugger™ Full Access Underbody Warming Blanket, Models 63500 and 63700

Please examine your stock immediately to determine if you have any 3M™ Bair Hugger™ Full Access

Underbody Warming Blanket, Models 63500 and 63700 (lot numbers listed in the table below) and complete
this form.

Please indicate in the table below how many full (unopened) cases and/or individual blankets from partial
(opened) cases of each listed lot you have and fill in your contact information. If you do not have inventory of
the affected lots, please indicate in the second checkbox below. Email this form to
3Mhealthcare@montage72.com.

We have examined our inventory, identified the following products were found and have
completed the table below with the quantity.

3M™ Bair Hugger™ Full Access Underbody Warming Blanket, Model 63500

Count of Count of Individual
Affected Lot  Full (Unopened) Blankets from Partial
Cases (Open) Cases
R10359

R10360
R10361

R10362
R10363
R10364
R10365
R10366

We have examined our inventory, identified the following products were found and have
completed the table below with the quantity.

3M™ Bair Hugger™ Full Access Underbody Warming Blanket, Model 63700

Count of Count of Individual
Affected Lot Full (Unopened) Blankets from Partial
Cases (Open) Cases

FR10361

We have examined our inventory and do not have the specified 3M products subject to recall.


mailto:3Mhealthcare@montage72.com

3M Health Care Business 3M Center
St. Paul, MN 55144-1000
651 733 1110

By signing below, we certify we will fully dispose of the affected product.

Contact Information:

by
Si Company
ignature Address

Date Phone



