CeHc”™ moMM Guardian**

Sentor (3)— uacTb Bawaii cuctembl
HenpepbIBHOTO MOHNTOPUHIA )poaH«
T Tbl (CGM). CeHCOp HenpepbIBHO
npeo6paTtyeT a anekTpelba

CUrHa/ OYeHb HeTHUTUTaNbUME
KONNYeCTBa TI0 KO M, eofapasiiaics
a Meamneroyvos W 4KOCrn OMeii.
Bala cucTemMa aatam MCNaobayBT *TOT
curHan, ytobbl NokamaaTk aHadaHsa
TPOWAN THO KO M, NOSTy4eHHOe oT
0eHOoOpo-

O6wato psicku, caiitallll>m ¢ ucnonbMeaHnem ceHcopa,
BK/IIOYAIOT:

PampaxaHue KOM uns apyrue peakuuu

Femarombl

Anckomdopt

MokpacHeHne

KpoeoTeuaHue

* bortb

Cbinb

WHbunpaa

Wnwikn

MosanaHne He6o/bLLION NOXOsiall Ha aeCHYWMHTY TOUKW B MecTa
eBnAaHNN UMbl

Annepruyecxau peakums

O6Mepok ecnajicTene TpeeenerocTi unm Gomanun ykornee
B0/1eaHeHHOCTb 1A NeeblleHHan YyecTauTelbHoCTh

OTek a MecTe aaefJoHHU

PaTpbIB. NO/IOMKA UV TTOApenaKeHNe CeHcopa
HeaHaunTasbHoa paabpblarnaaHie oan Npu UTaneyeHnm sl
ceHcopa

OCTaTouMo0 NOKPaokoHUA. BbiTaaHHOE KMeeM WN NNacTbIpAMK,
VAU Tam 1 Apyrum

Py6ueBaHue

MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHU# # PETHCTPALIMH METMLIMHCKUX U3REM

Casc” npefHasHayeH A1 UC/0/b30aaHss C nepegaTymkamu
Guardian Link (3) n Guardian Connaet gnun HenpapblaHoro
MOHWUTOPWHIa YPOBHS [/I0KO3bI Y N0Aelt e AnaGeTom.

O6partnTechk »a NOAAEPXKOW a pervioHasibHoe NpajeTaeHTenbLCTBO.
CaafieHns 0 permoHasIbHOM npdy)CTaBHTEIbCTee KOMMaHUM

¥ 310CTMOV IUHUN N3AAAPXKKH CM & NapMHU HavMyHapOAHbIX
konTakToe Medtronic Oiabeiaa a kOHLa atoro pykoaucraa.

Mepen BeefieHNeM CEHCOPa MO/NOCTbIO 03HAKOMBLTECH € 3TUM
PpyKOBO/IETaOM Nosb3oBaTess. MpUMnIo paboTel yeTpoiicTaa
Anv BBeAeHNA Onetoreaa (MMT-7512) OT/IMUaETCs OT APYTX
YCTPOIACTB f1a aBBAEHUS KobiNaHun Medtronic. Hoco61kmaHno
MHCTPYKUM! NN UCNOMb30BaHWe 4PYroro yCTpoiicTea Ais
aaaaaHusi MOXeT /IPUEECTU K HeNpaensibHObly aeefieHuio.
60/1€3HEHHBIM OLLYLLEHNAM UM Tpeeme.

CeHcop npeaHeskadeH A5 paGoTbl TONLKO C OA06PEHHbIMU
nepegatuvkamu. 9TO NPaoTBPaLLaeT NoAX/IOUeHNa

K nepeAaTyMkam 1 perucTpaTopaH, KOTopble HECOBMECTUMbI
C ceHcopoM. MMuy|koueHne eoneopa K TPaHCHUTTOPY Wi
perucTpaTopy, KoTopbiit He 0406PEH ANS UC/OMbA0SEHNN

€ CEHCOPOM, MOXET MPUEECTN K /T0EPEXLIAHNIO KOMIMOHEHTOB.
CNNCOK COEMOCTUMbIX NPLAYKTOO Cai. € PYKOOOACTBO
NoMb30BaTe/Is CUCTEMbI.

He np e pi o n Ha eciioaaiwH jiieiaiHia
T/II0KO3bI CEHCOPA, MOCKO/IbKY 3MaloKbIU [/II0KO3bI CEHCOpa

1 3HaueHus rNMokoabl thoeH (TK) MoryT pesnsuatben. ECv ceHcop
OTMeyaeT Mo Vi UNS TTOHVWKaHHB IV YPOBEHb FMIHOKO3bI, W LU
oc/M Bl olyLaeTe CUMNTOMbI MOBbILLEHHOTO W/ NOHUXMHMOTO
YPOBHSI [/10KO3bl, Nepes, rhUHATUEM PELLEHNA, KacetoUakKes
neyexusi, felicTByiiTe cregytownum o6pasom lMNaaTsoLLMTa CBOM
YPOBEHb [710KO3bI KPOBW, NPOBEAV BHaNM3 o6pasua goea n3
nanbua rdu NoMoLLM TIoKoMaTpa.

Mpuem nponapatoa ¢ aneTaHMHOHOMOM WM MapaLeTamMosiom
a0 BPEMS HOLIEHUM CEHCOPEe MOXET OLNGOYHO YBE/MUUTE ML U
NOKa3aHWs [toKO3bl CEHCOPa. YPOBEHb HETOHHOCTMN 3aencuT

OT KO/IMYecTBa akTTHOTO aleTaMuHotheHa U napauetamona



lm'pnnum 1 MOXOT pUVHA*TVCH ana KSKAOD

H«nmupniT* gatum somBAcrmio MPT oGopyaommn.
DUNKTCPMUY»EXM YC OACI MM «TYyNU YCTPOACH. COL KKUMX
ennM)bl« MFTHUTHBI* NONA, T K iw po6oTa carcopa m anunc
YenoossxX Ha o4aHHoasaca m oM T 6ana Ha6aaonacno*. Ecin
oameap cnyiaAno n«|saprca aomaaeuw 1o OMHHMIa MarHUTHOTO
nons, NpeeBTUTa an> UC/0/IbaoaaHua st obparHTaca aa
AOHOI]MHTEI'I&:VIOA NOHON»« B Macw oa npancraoMiaracrao.

aTMHaavwasrs Arna npukpanieHa « cauoopy Mpu naanadaHus
arnbl noa«T 6paounyTa HaaHauuTanaHoa aBlH acTao oss.
Ecnu Bbl sBnsiataca m asnysiHcoT pa6OTHVIaOM nnn nuuyom,
ocylacTansBILUH yXO/ aa nayneHToM, 06apHNTa CaHCop
CTapuInHbIH napsiaablMm TaMNOHOM, 4TO6bI Caacrm puck
€0/IPUKOCHOAaHUs € (hoablo naymeHTa >MuHuMymy. Mpu
vaanadaHun uibl gapXHTaeb OT NayneHTa Taa MOXHO fAanbiva.

Bo nabaxaHwa cny4vaitHbix TpaBbl WK yXONa U0 Ha ynyexainTa
aa xopnyc va suga.

[0 nicnonnoaanunu acatga ocmMaTpuaaiita yniaaoaky ua npaguot
WrcyTCTBMUA NOApOXAaHUIA. ECi ynaxoaka Ha ondbita 1 aa
La/I0eTHOCTb Ha HapylleHa, CaHCOp CTapU/oH 1 anuporaHan. Ha
HCNO/IMYiiTa CEHCOP, BENW €TepuIMHaa ynBxoBua ondbIiTa nim
noapaxpaama. licnonHiooaHHe neclapanaHoro ceHcopa Hoxaar
npuasera X MHULMPOBaHNe MaeTa aaafaHus.

[JaHHblii Np«(y«T coaapxoTT naTMma fletanm, cnocobHble BblablaaTk
yaywbe y aeTei

Cnapna xa hoaoTeyaHnaH B HacTa aaafaHnsa (naj CeHCOPOM.
BOCYr Haro nnu a ero BepxHeii 4yacra).

B cnyvas kpoaoTeuanus feiicTeyiiTe cnefywiwmnmn o6pamm:

1. MA0THa NpUNWKUTa XpaHke HaTPN MUHYTbI CTepUNbHbIT
MapneBbIii TAMMOH UK YMCTYIO CandieTKy, Pac/ionoama nx

Ha aapxHaii yacTu ceHcd a. Vicnanbluaamma HeCTEPUILHOTO
Map/IeBOr0 TamMnoHa MOXeT NPUBECTU K UH(DULMPOBaAHMIO MaeTa
*BeAleHNN.

B cnyuae npaxpalianus KposoTeueHus nujeod [umne
TpaneunTtep (PErMcTpaTop) K CEHCopy.

N

Ecnu dpmaoTadaHna Ha ocCT: 51, Ha NOACO Ta
TPAHCMUTTAp K CEHCOPY, NMOCKO/bKY (hoab M<TaT nonacte

B KOHMECTOP TPaHCMUTTapa. YTO MOXeT NpuaactH

K noapaxafiaHuio ycTpoiieTaa.
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Ecnun kpoaoTausuma na ocToHaasmsaatcs,
*blablsiaeT ypasmMapuyio 601k nam
AMCUeM OPT, UM OYEHb aablaTMO

B N/1aeTMaoaoaa OCHOBaHWM AMTUMK,

ablnoTaTTa cnagytana:

1. MxanaoTTa caycop B NpyOnNxmara
NpyxaaHsATb PaHKy [0 OCTanoaku
XpoaoTeyayHa. BblGpockTe caHcop
a eMKOCTb /1151 OCTPbIX MPaVAToa.

N}

. MpoBepbTe MECTo eeefjaHna Ha CreyTCTBHE NOKPacHeHNs
KpoeoiBMiuM. pampaﬂaHHﬂlqmm, MOBbILIEHHOW
yyacTamTanbHOCTU 5 FoHUTe Mapbl
a COOTeercTaum ¢ yxanHusimn Batuero MaguuMHCXoro
paboTHUKa.

3. Bae/juTa a pyroe MecTo HOBbI/ CaHCOP.

YT06bI MabaxcaTb MHULMPOBaHUA HacTa aaafaHus, napag,
aaBfiBT aM CeHcopa HoliTe pyk K» 0 C MbI/IOM.

Hapgesaiite nanatku napag siaafiaHxaH ceHcopa a Tano
nauveHTa, 4to6bl U3BexaTb KOMTaT C KPOBLIO NaLnaHTa.

Ha BBOAWTE CaHCOP CKBO3b M/IaCTbIPb. Baj/aHaa ceHcopa CKBO3b
NNacTbipb MOXET SPUAAETU K HONPaausibHeWy aaafloHslo oaHeopa
W HapyLEHWIO ero (DYHKLIMOHMPOOAUHS.

[ns o6eena’yonnsi OrcyTerenn HO KOXB 3arpsiaHasisii OBULIOTO
MeCTO aaafjaHns To/bio CINPTON.

YT106b! aTh Aa0aNOXOKCTh TKAMTN a0CCTaHOANUTLCS. NaHeHsakTa
MecTa aB(pkaHWsA oaHeopa.

Bo usbexaHue cyyaiiHbix TPaBM WK yKO/a WMol ablbpacklaaiita
MCN0Nb30aaHbla CEHCOPbI U KOPMyca UM a eMKOCTb A/151 OCTPbIX
npeAMeToB Noc/a Xaxjioro 1CMosb30BaHus.

Ha (kuwaiiTa n Ha cTapunusyiiTta urny noatopHo. He nbneiitace
U3B/IEYb WI/TY U3 KOPyca. TO HOXIOT MPUBECTY K CyualiHbIM
TpasiMaH Unm yKony Wroii.

He 1CMonb3yiiTe CeHCopbI MoaTopHO. MoeTopHOe 1cTonb3oBaHue
CeHcopa MOXeT ClyXOTTb NMpHUN1ION noapaxaetam ero
noaapxuocra. YTo NPUamMnT K HETMHbIH 3MaYeHHsIM [/I0KO3bI,
pa”*axeHunto MecTa aBafaHnsa um MMdrLAPoaaHuio.



o ‘yeran o cfic
NPEAYNPEXAEHWE: y6 P inTb . 4To Moero i
eoHcopo mxaAlTesi HO 6nuxe 2.S cu (1 A0 /IN0) OT Moer o
WHPYMM HUATAHHENENR NOMMNON NN HMEO L H I WNPULLOM.
M Npy MMOMO e0HCOPO POCETOAIHMO ULLKAY NOObIH
M NPoAMSAYLWUM MOCTOM 0OO/0MM a0MOMO COETOO010Tb
HO MOHIO 2,9 cMm (1 Ato#iMO>, 4TOEM NpoBUAYLLIEE MOEro
OOOLLOHM/ 30KAN0. B TMaUMX € N itiio M 1N YHNOTHOHHUMH
MOMOT 6WTh HOPYLIOHA TOCTaXLW UMEYINHO AN M 5t TOOUX
N UM COHeep MOXeT PO60roTk HOMPOOSINHO.

MNPEAYNPBKAEHWE: gnsa o6ocnovyomns yao6HOro eoHgonns
1 MOYOETNOHHOTO «POJINOHHSA E0HCOPO MOEro OMAOoUNA
AONBNO HOXOAUTBEO HO 6amke 9,0 em (2 AOIMOO0) OT Nynke.
Ans ooBaetTm omb)hoiite

nocre C eCTOTOUHO

paaasiToii WwWpoooii

npocnoiikoii. Ho preynko

onTUManbI<ble MocTa

NS aaefleHnsi E0HCOPO n \ 1
He ooagHTe cuBep s r* UM MOETo, NoannoooMMme

vexaon enu okcoccyapuu, nohMTme rpy6oit KnoTin nam
py6uamu, ornuyatovpLies neo>nuoiniei Nog0aTocTb A

npn usn4ecnoil aNMOHOCTH. a Talo T 0 06/10Cr b Tannn

VN N<M MOECHel poMaHe, 4To6bl 060COUHTa HaUYHLIOO
hyHOAMOHMPOAoNNO CeHcopa 1 a36aoThb eny4oiMOro CHATAN
ceHcopa.

Korga nofoiian BpemMsi MUEHNTL CEHCOP, OTCOEAUHUTE
TPaHCMWUTTEP OT CEHCOPE COTacHO UMNCTPYKLUAN pyroBmeTaa
nosbloBarans Anis TpaHCMUTTepa. [INs yAaneHnst OCTOPCHCHO
noTAanUTe CeHcop MaTena. MouocrnTe CEHCOP a aMKOCTb A5t
OCTpbIX NpaameToa.

B ceHcope cofiepxatcsi 4ao 6MO/OMMHACKNX peareHTa:
rI0XOMOXCI/a3a N Ye/l0A0TECXHI CblaOPOTOHTbIN ankOybINH
(UCA>. MnoTorookemaagy nonyyaot u* Asp®ralliw niger

A THOUMOAAT & COOTOATCTau C NPOMBbILLAEHHBIMU TPEGOBAHNAMMN
Ans nectpeopm n Gk leTkn hepMeHTOB ANs nenonemaaHns
aHarHoeTU4aeMx, MMMyHoAnaraocTMueean si GI0TaxXHNYEEKNX
yansix YCA. nenosnmyemblii a CEHCOpe, COCTOSIT ia OUULLEHHON

Y BbICYLLIEHHOM hpaxumii anb6yHumo V. May 10uoit m

9/-
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nactepvMBanHoO 4asl00PMOIO i1 CbloOpOTXA. KorTTpan

cosiMMa Yepe3 rnoTopeieaorny. [ins PoU300ACTao Kakaoro
ceHcopa TpeGyeTcs IPAGAMUTONMO 3 bIK THOCO300KCUAA3b!

1 NpTchmanTankHo TOum YCA. YCA 0106peH /7151 OHYTPUOOHHOTO
BOa/jaHUs Yesloeeky 3 XosiMuecTaax, Naksiora JIPEOMLLEIoNpL,
npsicyTcTeylouU|M B €OHCOPO.

NPEAYNPBEKaEHWBE: Ho 3BMOpaxuBaiira ceHCop M
XPOHUTO OFO Ha OEBOLYOHUbIX NPAMbIMU conHoumbliil nyvamu
MocTax, MpU CIMLWKOM BbICOKOM UK CANLLIKOM HU3KOM
TOMMNoparypo, Unu BblCOKOW BMKXMCTW. DTN BO3AeCTBUS
MOryT NOOPOANTA CEHCOP.

XpaHuTe CeHCopb! TOMEKO NPW t0bIHKTHOW TemnepaType oT 2 *C
A0 27 *C (o1 36 *F fo 90 *F).

BbIGpOCUTE CeHcop nocne Aatbl K/CTeHamie cpoka
roaHocTu* (U ta by data*), ykaTaHHOI Ha H3knaiike ynakoaku. uwin
eC/ ynakoBKa NoBpexaieHa uam ea rapMaTMyHOeTK HapylueHa.

CeHcop noBTer Henlen*3oeaTt* ce TTUM O OAW< pas. U ero
MaKcUMankmblil CpOK CNyX6bl eocTeensieT 170 yacos (cem*
[iHeit). )Xu3HeHHbIii nepnog ceHcopa 170 4acoB HeusiHaercs npu
NOAKNIOYEHUN €EMECP3 K TDEHCMUTTEpY.

YCTpOICTBO ANS BBEAEHUS
One-preae

A. BYropok He 06enx KHOMKOX
B.OTMeTKe f/151 GOTAWOro Nanbua

CaHcop oko3bl e cbopa
A. netetaoka

B. kopnyc urmbl

C. ceHcop
0O.npospayHes nneHka



:u-nm cmprow. Meamoume, sees usore

[y et FRRNROM Saicorner.

Connsrmul Tpancuwyep

4. Ormpodive YRessaEy CONCAOS.

TIRSCTIPN  HBUNEHENTM GINCOPR

A cnahanl R3upen

0. SC0RNS QMR

C. snnmunil SRSCTHDL
- v, *
NPELOCTRFENIBWE: neehioe ROpav Sepe 6. Ynapmenohve noacresny
SOMSINT SHraPh B TENG ASINSHTA, ol iaemery W ITHAGUITS CRNRE IONI
WONTANTE & WPODLIE Atigusirre. Mot Apsveeite # ofiepa 13 yramomm. Postiott e
HOIMDRTERLIED HPORITOUmIE, KDNTONT § HPRRLID RERNIUTA BOACTIY HO NASCKOR

W OMICOD Mewetn: B cliope - WO
YOTNORARMESS ORADARARONIER
& T0NUUD SONRONSINCS.
6. Npotnegere 38
o, \eliu cnalunh
Soan sanotoNyY o
UONRBITEPD ® SaUyNR
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10a. Meg/ieHHO NoAHUMUTE
YCTPOVACTBO 1M BBEfeHNs
C NOBEPXHOCTU KOKW, CNeas M
Tem, 4Tobba Npu aTom He 6bln
HaxaTb! KHO/IOA.

MPEAOCTEPEXEHWE: HMUKOTO* H# H#Npewn*»TB
emMajeHHee yCTPOWCTM i/IMaM M UM A Ha y4acTok Tana,
Ha nnauupyaublii B Ka4acTM HacTa aaam iaia. Cnyya(Hwoa
Ha)xaTa BIO MKW WOHAT NpuaacTH k Halaaliuo caHcops
a HaaBa/KTanlaHOa 4N A aaBAavMsa Moero u ctatb (hmunnoii
HaaHauuranbHol Tpaaam.
10a. HapgakHo yaapsimaaiita
ycTpoiicTae AM BBafaHua

npwxarbiv KMMMItInay

HacTy AN BBajamus. ctapasch Ecnu ceticop BBOAMTCA naipaganoaia CaMOCTOATe/IbHO, Bbaro/H1Te
He BAaBNmaThk YCTPOCTBO felicteue 11a. Ecnn ceHcop aaaanTcs MepaGoTHUKOM Win
C/IMLIKOM [/lyGOKO B KOXY. NnLoM. oeym)aeTanmio(ljum yxos aa NaumaHToM. BbINOHUTE

Aevicnue 110.
Mpumayanna: acnm Bel He Gyaete
HapeT yABpsiHBarb YCTPOMCTBO
AN Baagauma Ha tona BO UTaHAa
Bae/laHWsA, TO Noesia HaXkaTas Ol MoK
OHO M «W I OTCKOUUTE OT KOXW,
4YTO ITPUBAZET K HENPaBU/IbHOMY
Bae/jaHuIo CeHcopa.

MBuvaaar:

1la. AKKypaTHO yjapXHBalite
OcHOBaHUWe ceHcopa Ha
KOXa Ha paabaa*e ceHcopa
1 NIPOTUEOONIOX0a0M
KOHL|a OCHOBaHUsi CeHCopa.
BoabMWTaCk aa Bapioaaoao

10b>10e. YpaapaaHas
YacTb Kopryca urbl

YCTPOWCTBO

AN BBeAeHUs 1 Mefi/IeHHO NOTAHUTE
Ha Tena, €ro Hapyxy a CTOPOHy OT
OopAHoapeHaHHo ceHcopa.

HamaiiTe Ha

6yropna o6oaax nnm

KHOMOK M MTam

ofjHOBpanaHuno MeapaGoTHUK UNu Nnuo,
oTtnycTute oeymacTBnsuMLaay xm aa
KHOTKN. naynaHTom:

110. O6epHUTE ceHcop
CTepW/IbHBIM Map/eBbIM
TamnoHom (em. pua 110).
AKKYpaTHO yjapxuaaiire
ocuoaaHKa ceHcopa Ha
KOXa Ha paabema ceHcopa
1 NPOTMBO/IONIOKMOM
KOHLIE OCHOBaHWA CeHcopa.
BoabblinTeeb aa MapxHiOM
4acTb Kopryca UMbl
1 Mef/IeHHO NOTsHNTE
€10 HapyXy B CTOPOHY OT
ceHcopa.

1M. MNpopgonaaiita yaapmMaeBTb
YCTPOCTBO A4NA BBEAEHNA Ha
Tene MUMMUYM MATb CEKyHZ,
4TO6ba AaThb K1 MKPENUTLCS
Ha Baweii koxe.

-94-
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NPEAOCTEreNeHVNE:yBM *T*b, tte » mecta BWW tmii
HeT mpoeoreyennA. Ec/M ncm cemeopem, aoepyrmro

vnu Haero upaveit yecTn o6petomncca themora'lll I,
NMNOrHO NPUXMUTE 1 paHee Ha TPU mhhittw CTEPUNbHbIA
mapneabl i TAMMOH UMK YMCTYIO0 candeTky, paenonamaHHble
Ha BEpXHeii YacTu ceHcopa. Mienonbaoaanne NecTepHAMIo re
MepJienerc TaMnoHa HoHeT NPHAOCTH B UH HLHPOBaMao.
Benu kpoeoTeuelMto HO OCITAHNUHBETCSH. MaanekMTa CeHCop
M NIOTHO Ha/lLlUTa Ha paHKy A0 OCTaHOBKW apeaoreye»sul.

MpumeyaHue: NNacTbIps aopoepalHu Madlironie yyBcTaHTanbl bl
K flaanomuio. MpwkaTre NNacTbip* KKOMa MKPOJIISIET 0aHCCP Ha
X0aca a napuep HOLIEHWSt OOHOOPA.

Fchumovanme:

nocrne wepaeHas
“cnonmoaaxve
Knellamx matepuanoe,
Taoa kak Skn Tac”,
a AonosiHeHwe

K nnacTblpe, wnaetcs

Ecnu nenonmytotcs
aononHuTenbiwe
KNelikux natepsianoe.
HamecuTe ak Ha KOHY
nop, SIMNKYB Haknewiky
nepes, yaanexuem
nnenlOL Nx TaeHa
MONMNo NPUMEHUT»

K nnniioi Hakneiine una
Koae Boarne ocMoeaHun
oeieope. Mo3aonkre
marepuany aMmcoxuyTk.

Ypeptoaas eBHeop Ha MecTe,
axkypatHo CIAMIIE kneiikyio nnemky
e Knelikoii noeepMioCTM NIacTbIps.
He eHunmaiiTa kneikyto nneHky

C MPsIMOYTa/IbHOTO KNEKOTo HKHbIKA.
AreT Mkmok e nocn«jytolieH
VenonkoyeTcs ANsl MKpenieHns
TpaHCcMuUTTEpe.
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12b.

13a.

13b.

Kpenko MpuxosiHTe NacTbipe K KOXIO.
4TOGbI MKPENsiTh CEHCOP.

NwunmnTe KNeWxuf, «3b140K U3-Nog,
KOHHeKTOpa.

PaenpaebTa Kneiikunii A3b14oK
CaHCOP3, Y4TOGbI OH /1eXas POBHO Ha
Xoxa.

1. CHUMWTE NneHKky 11 2.



3. Comene nabony $ ¢ somiol

4. POIrAAWS RRACTMRS.

-9
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9. CmTnn* nngmy 3 e lamoA

CTOPOHbI. Cp0l«0*uscT
HaventwublaoasTs neateprie
(1%) OBWH cancop Ha MHTBBHEP"yrieJoMy
a MuTb ceHcopos U toHTa/Inaprynacosxy
(2x) [lBa NNiacTbIPs Ha ynaroBKy
(10x) [laenTb nnacTbipeii Haynmouny
CH CH. BMETPYOBM [0 3/CTInyaTabin

10. PB3TaAKTO NiacTbipb
MpubloupHMp: He*ebbx»e*Te ToMep No UTanoTy NN HOMSIP Hoaen
perynsipHoO NPooopsTL MECTO K napmus

ycramoom ooHcopo. Bena
YCipOACrao Mxpensiono
HOHaAoMM, iiaiie eiffe

/10007 IMHTarNbHbIa TBTCOLIN Knea.

CTepmsamnioeeno MnyyeHnem

Teunaparypsib/Ik npeean

= PM OTepblaath aaech
11. NulPo6HM O TOM, UX NEeCT»
Napeunorpbl COHcopa B NoMmny n
MK MOBU/ILHOE YCTPOIACTOO,
CM. B COCTBATCTBYIOM[EM

TMpoviescMpTTeNs

He eTopuaosars noatop1o

PYKOOOACTBO /lO/IMOBATASISA. 1
1 KpyTOe, obpeLipaTech C 0ETeNOaHECTLIO
f Xpam1Tb e Cyxom MecT
—n MepBoab blynaeoeesisieeapToma
6Gyeat™ X nnaeTna. a TMoa iieiiyiaibB miceMemmve
MXXTUAasibl

lec)rEp h_ YOHOHOHeMMeaKNpMCTaenTensIEapaneaaou
COCBVECTER.

I* 6 rA TcTams JTDT cuemiin oxavaar. 4to
t j 9 YCTPOIACTBO NEnHOCTME couiu iu ayer TpeGoeeHsb!
[AHperTvebl MOO BBVRCEC (He 04SB).
n HeseeonacHo npu MPT Ha npubniwkaTs
A x000py0BaMeANAMANMTHO-PaI0HaHCHOA
Toetorpatm (MPTI

)K ATbIpOTaHHO *HacMapKu1T eHaoToeabioa

-0
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A/ledtronic

MiniMed

Diabetes Business Unit
18000 Devonshire Street
Northndge. CA 91325 USA
www.medtronic.CQfn
Tel818-576-5211

ATTESTATION STATEMENT

As aresponsible member of Medtronic MiniMed, | hereby attest that | believe
the Appendix to IFU, attached herein, to be a true and accurate copy.

Katherine Rojas
Associate RA Specialist - International Signature

A notary public or other officer completing this certificate verifies only the identity of the
individual who signed the document to which this certificate is attached, and not the

truthfulness, accuracy, or validity of that document

State of California

Countyof
On 0% |b>|r"ro before me. uf- ,
(date) (insert name and title ofthe officer)

personally appeared. ,who proved to me onthe
basis ofsatisfactory evidence to be the personj*whose namett) g>re subscribed to the within
instrumentand acknowledgedto me thathe/© /they executed the same inhis/@ /their authorized
capacityOe”, andthatbyhis/I*their signature(” onthe instrumentthe person!”, or the entity upon
behalfofw”ich the personl®) acted, executed the'instrument. Icertify under PENALTY OF PERJURY
under the laws ofthe State of California that the foregoing paragraph istrue and correct.

WITNESS my hand and official seal. W“ﬁEbEEvmm

Cornnp”

MGWL  Ct22pl

Signature (Seal)
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Name of medical device

Prescription of medical
device
Indications
Contraindications
medical device
Information on potential
consumers of medical
device, use conditions
Description of the main
functional parts of
medical device

and
for

on

Sensor Guardian Sensor (3) in variants

Guardian™* Sensor (3) percutaneous glucose monitoring sensor in variants:

1 Guardian™" Sensor (3) percutaneous glucose monitoring sensor, catalog number MMT-7020D3 including;

- Guardian™" Sensor (3) percutaneous glucose monitoring sensor - 1p.

- Adhesive patch - no more 2 p.

2. Guardian™" Sensor (3) percutaneous glucose monitoring sensor, catalog number MMT-7020C3 including:

- Guardian™" Sensor (3) percutaneous glucose monitoring sensor -5 p.

- Adhesive patch - no more 10 p.

A sterile product for individual use, designed to continuously measure the concentration of glucose in the extracellular fluid in order
to determine the trend and monitor the glucose level of a patient with diabetes mellitus.

Indications; the sensor is intended for use with Guardian Link (3) and Guardian Connect transmitters for continuous monitoring of
glucose levels in people with diabetes all ages.

Contraindications: none.

Intended for use by patient or physician. Intended for use by adult and children both in inpatient and home conditions. The indication
for children under the age of 18 is limited to those who are supervised by a caregiver. The caregiver must be at least 18 years of age.
The performance of the sensor has not been evaluated for pregnant women or persons on dialysis.

Permissible tolerances £10%, unless otherwise indicated

Guardian Sensor (3) glucose monitoring sensor
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Dimensions (LXxWxH), mm
Length and width are of the sensor pedestal only, height is of the 43.3 mm x 63.9 mm x 61.9 mm
sensor pedestal and the needle hub (not including the needle)

Cutting angle of needle, “ 45

Effective length of needle, mm, not more 13

Needle outer diameter, in (needle tube), mm 0.03 £0.001
Needle inner diameter, in (needle tube), mm 0.0155 +0.0005

Needle Cross Section Shape

Needle head color Uncolored (steel)

Puncture depth No more than 13 mm

Surface roughness 0.19 and 0.21 microns

Rockwell Hardness, HRC Not less than 70

The force required to introduce the sensor by a person, N (notto 5

exceed)

Durability of connection of a needle and a sensor An applied force exceeding IOLbF shall be required to

separate the sensor needle from the plastic hub assembly.
An applied force exceeding 0.13 Ibfshall be required to
break the sensor from the sensor base.

Needle condition (defects, scratches, cracks, foreign particles) Needle shall be sharp with no round, flat or bent edges at
I0X magnification. Parts inspected at 5X magnification
shall be free of adhered or embedded particles, dried
surface film or visible oil. Parts shall be burr-free on needle
tip facets and on all edges with the effective length. A
0.0(K33 inches maximum burr is allowable on all other
areas.

Invasiveness Inserted into the user’s subcutaneous tissue. The profile
(thickness) of the sensor assembly as worn on the body
(measured from the bottom of the patch to the highest jx)int
on the base) shall be no larger than 0.32 inches.

Multiplicity of application Single-use
Sensor water resistance Watertight (1PX8)
Sensor Care Only store sensors at room temperature between 2 ®Cto 27

®C (36 °F to 80 ®F). Discard sensor after the “Use bv date”
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indicated on the label, if the package is damaged, or the seal

is broken.
Sensitivity and specificity ofthe sensor in relation to »ix)a glucose  Sensors were u.sed in both abdominal and arm sites. The
level, accuracy of sensor measurement, coefficient of variation overall mean and median absolute relative difference

(MARD) was calculated for sensors located in both the
abdomen and arm areas compared to a Yellow Springs
Instrument (Y SI) reference.

Absolute relative
difference (%) compared

to YSI
Mean Media
n
Abdo 10.5 1.7
minal

Arm 9.1 6.9

Sterilization mode Sterility assurance level (SAL) of 10'

Sterilization method Radiation Sterilization
Adhesive patch

Dimensions (LxW), Inches (mm) 38.1 mm X 12.7 mm (from flat edge to oval opening)

Mass, g 0,7

Patch type fixing

Patch design and shape Tape with 2 pieces of liner (paper) and an adhesive, oval
shape

Functional properties of the patch Non-sterile, single-use, disposable adhesive tape designed

to aid in adhering a CGM sensor or transmitter/recorder
onto the patient. Does not contain medicines or biologically
active compounds.
Type of adhesive Nylon Reinforced Polyurethane Film with medical grade
acrylic adhesive (synthetic adhesive)

It does not have a pungent smell ot 0ther chemical compounds. Match
except I\»rthe adhesive layer
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The sticky layer is colorless or white

It does not have the following external defects: unevenly cut edges,
warp folds, winding defects, holes, foreign matter, lumps, traces
of uneven impregnation with a plaster mass and places uncovered
with a plaster mass

Protected by release coating:

The protective coating is removed without effort; patches of
plaster do not remain on the surface of the protective coating.
Non-toxic and does not cause local irritating and allergic effects
when the sticky layer (adhesive) comes into contact with intact
skin and a functional pad with a wound surface

Resistance to peeling of the sticky layer, N/ m (not less than 25 -
not more than 200)

The sorption capacity of the functional pad, the number of drops /
cm (at least 1) (only for patch dressings with sorption pad,
including atraumatic, antimicrobial, bactericidal, hemostatic)

The wetting time of the functional pad, s, not more than 5 (for
dressings of a plaster type with a sorption pad, including with
atraumatic, antimicrobial, bactericidal, hemostatic)

The vapor permeability of the fixing layer, mg/ cm/ h, not less
than 1.5 (vapor-permeable for dressings of a plaster type)

The water resistance of the fixing layer, mm water column, at
least 300 (for dressings of the plaster type "'waterproof’ (with a
waterproof adhesive layer))

The degree of adhesion to the model of the wound surface,% to
medical gauze, not more than 30 (for atraumatic dressings ofa
plaster type)

Sterility (For sterile patch dressings in sealed packaging)

Tightness (For sterile adhesive dressings in sealed packaging)
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Match

colorless

Match

Tape must be supplied clean and free of loose
particulates. Tape is inspected for general workmanship and
proper construction, and is verified for contamination.
Match

Match

The tape has been evaluated and complies with EN 1SO
10993-1 and FDA Guidance for biocompatibility. The tape
passed cytotoxicity (ISO 10993-5:2009) and
sensitization/irritation (ISO 10993-10:2010) testing.

The peel force of the adhesive tape shall be between 0.155

Ibfand 0.770 Ibfwhen tested per AP2380.

Not applicable (not a sorption pad)

Not applicable (not a sorption pad)

Not applicable (not a plaster-type)

Not applicable (not waterproof)

Not applicable (not atraumatic)

Non-sterile

Not applicable (non-sterile)



Medtronic
Utilization Discard the sensor according to local regulations for disposal, or contact your healthcare professional for disposal information.
Medical waste class: B
Adverse events (Potential General risks with sensor use include;
complications) « Skin irritation or other mild adverse skin reactions
* Bruising
« Discomfort
* Redness
* Bleeding
* Pain
* Rash
* Infection
* Raised bump
* Appearance ofa small “freckle-like” dot where needle was inserted
* Allergic reaction
« Fainting secondary to anxiety or fear of needle insertion
* Soreness or tenderness
« Swelling at inseilion site
« Sensor fracture, breakage or damage
» Minimal blood splatter associated with sensor needle removal
* Residual redness associated with adhesive or tapes or both
«Scan'ing
All-Russian classification 32.50.50.190 ""Medical devices, including surgical, other, not included in other groups”.
of products by type of

economic activity
(OKPD2)
Warranty Manufacturer guarantees compliance of the device with standards and product requirements subject to instructions of use, transport,
storage and utilization regulations
The list of national and Standard Title
'd”te"”at";”/a't geglé'atory (EC) 1272/2008 THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2008 on
%gurznen S ts ﬁn ar S’d. | classification, labelling and packaging of substances and mixtures, amending and repealing
\(;Vevlicce matches medica Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006
2011/65/EU Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment
(ROHS)
(EC) 1907/2006 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December

2006 concerning the Registration, Evaluation, Authorization, and Restriction of Chemicals
(REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and
repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94
as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC,
93/1os/EC, and 2000/2VEC.
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EN ISO 13485:2012

EN 1SO 14971:2012
EN 1041:2008

EN 556-1:2001/AC: 2006

EN 1SO 15223-1:2016

EN 10993-1:2009/AC:

2010

EN 1SO 10993-11:2009

EN 1SO 10993-12:2012

EN ISO 10993-17:2009

EN 1SO 10993-18: 2009

EN ISO 10993-3: 2014

EN I1SO 10993-5: 2009

EN 1SO 10993-10:2014
EN 1SO 10993-6: 2016
EN I1SO 11137-1:2015

EN ISO 11137-2: 2015

EN 1SO 11737-1:

2006/AC: 2009

EN ISO 11737-2:2009

EN ISO 14155:2011

EN I1SO 14644-1:2015

Medical Devices
(1SO 13485:2003)

Application of Risk Management to Medical Devices
information Supplied by the manufacturer with Medical Devices

Sterilization of Medical Devices - Requirements for Medical Devices to be Designated
‘STERILE’ - part 1: Requirements for Terminally Sterilized Medical Devices

Medical Devices - Symbols to be used with Medical Device Labels, Labelling, and Information
to be Supplied - Pan 1; General Requirements (ISO 15223-1:2016)

Biological Evaluation of Medical Devices. Part 1 Evaluation and Testing with a Risk
Management Process (ISO 10933-1:2009) CORRIGENDUM July 31,2010

Biological Evaluation of Medical Devices Part 11; Tests for Systemic Toxicity (1ISO 10993-
11:2006)

Biological Evaluation of Medical Devices Part 12: Samples Preparation and Reference
Materials (1ISO 10993-12:2012)

Biological Evaluation of Medical Devices Part 17: Establishment of Allowable Limits for
Leachable Substances (ISO 10993-17:2002)/

Biological Evaluation of Medical Devices Part 18: Chemical Characterization of Materials
(ISO 10993-18; 2005)

Biological Evaluation of Medical Devices, Part 3; Tests for Genotoxicity, Carcinogenicity, and
Reproductive Toxicity.

Biological Evaluation of Medical Devices, Part 5: Tests for in vitro Cytotoxicity (ISO 10993-
5:2009)

Biological Evaluation of Medical Devices Part 10: Tests for Irritation and Skin Sensitization
Biological Evaluation of Medical Devices Part 6; Tests for Local EtTects After Implantation.

Sterilization of Health Care Products - Radiation Part 1= Requirements for Development,
Validation, and Routine Control of a Sterilization Process for Medical Devices (ISO 11137-1:
2006 Amendment 1:2013)

Sterilization of Health Care Products Radiation - Part 2: Establishing the Sterilization dose
(OSO 11137-2:2013)

Sterilization of Medical Devices - Microbiological Methods
Population of Microorganisms on Products

Sterilization of Medical Devices - Microbiological Methods - Part 2 Tests of Sterility
Perfonned in the Deftnition, Validation, and Maintenance of a Sterilization Process.

Clinical Investigation of Medical Devices for Human Subjects. Good Clinical Practice
(ISO 14155:2011)

Cleanrooms and Associated Controlled Environments

Quality Matiagcinent Systems  Requirements for Regulatory Purposes

Part 1. Determination of a

Part 1: Classification of Air Cleanliness



Medtronic

EN 1SO 14644-:2015 Clcanrooms and Associated Controlled Environments  Part 2: Specifications for Testing and
Monitoring

EN 1SO 14644-3:2005 Cleanrooins and Associated Controlled Environments - Part 3: Test Methods
EN ISO 14644-4:2001 Cleanrooms and Associated Controlled Environments Part 4: Design Construction and Start-

up
ENISO 11607-1; 2009 + Packaging forTerminally Sterilized Medical Devices Part 1: Requirements for Materials, Sterile
Al;20014 Barrier Systems and Packaging Systems
Customer Service Contact for all questions, including complaints, repair and service of medical devices the Authorized Representative in

Russia:

Medtronic, LLC,
123112, Russia, Moscow, Presnenskaya Naberezhnaya., h.lO, pom. Ill, ap. 41

Tel.; (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru

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



Medtronic

013 Poccun
CeHcop 4/19 YPe3KOXXHON0 MOHUTOPUHTA KO3kl Guardian™ Sensor (3)

HanmeHoBaHue CeHcop 4Na YPe3KOXHOro MOHUIOpUHra rnokosbl GuardianiM Sensor (3), BapyaHTbl UCMONHEHNS:
MeJMLMHCKOro 1 CeHcop 419 Ype3KoXXHOra MOHUIOPUHT a rioKo3bl Guardian v Sensor (3), Homep no kazanory MMT-7020D3, B cocTaBe:
n3genns - CeHCop AN YPe3KOXHOro MOHWM roprHla riKo3bl GuardiaiiTM Sensor (3) - 1w,

- Mnacrbipb - He 60nee 2 Wi,

2. CeHcop iiJiH Upe3KoXXHOro MOHUIOPULL @ <1 e0 <05 Guardian iMSensor (3), Homep no katasiory MMT-7020C3, B cocTaBe:

- CeHCop AN YPe3KOXHOro MOHUTOPUHIA rtoKo3bl GuardianiM Sensor (3) - 5 wir.

- MnacTbipb - He 60nee 10 L.
HasHa4eHune CTrepunbHOe nsgenve 4N MHAMBUAYabHOMO NPUMEHEHUS, NPeAHa3HAYeHHOE 415 HEMPePbIBHOTO U3MePEHNS KOHLEHTPpauUn KO3bI
MeANLMHCKOTO B MEXK/IETOUHOW XMAKOCTU C LEe/blo ONpefesieHNs TEHAEHLMN Y OTCNEXMBaHWSA YPOBHSA T/HOKO3bl MaLWeHTa ¢ caxapHbIM AnabeToMm.
n3genus
MokaszaHus 1 MokasaHWsi: CEHCOop MpeAHa3HaYveH Anst UCMosb3oBaHMsA ¢ nepedatunkamm Guardian Link (3) 1 Guardian Connect gnsi HenpepbIBHOIO
NPOTUBOMNOKA3aHUA K  MOHUTOPUHIa YPOBHS I/H0KO3bl Y Ntofel ¢ AnabeTom BCEX BO3PACTOB.
NPUMEHEHNIO IMpo3 MBOMOKa3aHWA: OTCYTCTBYHOT.
MeANLMHCKOTOo
n3genus
MHpopmauns o MpegHasHayeH 418 1CNob30BaHUA MaUMEHTOM WM fledallym BpadoMm. [NpegHasHayeH 418 1CNob30BaHWA Y B3POC/bIX U AeTel Kak B
NoTeHLManbHbIX YC/IOBUSIX CTaLMOHapa, Tak 1 B JOMaLLHMX YCnoBusxX. OrpaHMyeHne B UCMO0/b30BaHUN /18 pebeHKa B Bo3pacTe 40 18 ieT cocTouT B
noTpebuTensax TOM, 4YTOObI peBGEHOK HaxoAuICA Mo NPUCMOTPOM /LA, OCYLLIECTB/ISIOLLEr0 NPUCMOTP 3a pebeHKOM. JT1L0, OCYLLECTBASAOLLEE
MeAULNHCKOTO NPMCMOTP 3a pe6eHKOM [0/MKHO 6Obl b He Monoxke 18 sicr'. BesonacHOCTb ceHcopa HE 6blia OEKOHCHA ANst 6epeMeHHbIX YXEHLLUH Wn
n3genuns, ycrioBuAX ero s Atojei, KoTopble HaxoaaTcs Ha avasese.
NCNoJIb30BaHUsA

OnwucaHune 0CHOBHbIX  [1onNyCTUMble OTKNOHEHUS -110%, ecnn He yKasaHo Apyroro
(hYHKLMOHANbHbIX

HacTen MeAMLVHCKOO CeHcop /19 MOHUTOPUHIa rAKo3bl Guardian Sensor (3)
n3nenns
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Macca, r 14,75

O6bem, cm

O6beM (B ynakoBaHHOM BUAE), CM® 86

Mabaputbl (4 x LU X B), mm 43,3 x63,9x61,9
Yron 3aToyku urnel, ” 45
AhpeKTUBHAA ANIUHA UTNbI, MM, He 6osee 13

BHewWHWIA gnameTp Urbl, MM 0,03 £0,001
BHYTPEHHWIA gnaMeTp Urbl, MM 0,0155 £0,0005

Cbopma nonepevyHoOro ce4eHNA Urnbl

LIBeT rofioBKN Urbl HeokpalueHHbIN (CTanb)

CnybunHa npokona He 6onee 13 Mm

LLIepoxoBaToOCTh MOBEPXHOCTU 0,19- 0,21 mukpox (0,00019 mm - 0,00021 mm)
TeeppaocTb no Pokeenny, HRC He meHee 70
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Ycunve, Tpebyemoe 11 BBEAEHWUA CEHCOpa YesI0BEKOM,
H (He npesbiwaTb)
MpPOYHOCTb COELJMHEHUNA WUTIbl U CEHCOPa

CocTosHMe urnbl  (fegekTbl, LapanuHbl, TPeLmHbI,
WNHOPOAHbIE YacTuLbl)

MHBa3NBHOCTb

KpaTHOCTb NpUMeHeHNS
BopgocToiikoe! b ceHcopa
MpaBuna yxoaa 3a CEHCOPOM

UyBCTBUTENBHOCTb U CNEUU(pUYHOCTL CeHcopa B
OTHOLLUEHUN YPOBHA T[/1HOKO3bl B KPOBW, TOYHOCTb
N3MepeHns ceHcopa, Koah(nLmneHT BapuraLum
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[ns oTAeneHus Wbl CeHcopa OT MNacTUKOBOW BTY/NKM B
cbope HEOOXoAMMO MPUAOXKUTb YCUMe, npeblliatollee 10
(hyHT-cun (44,48 H).

MpunoxeHHoe ycunve, npesbiwarowee 0,13 QyHT-CUIbI
(578,3 M™H), pomkHO ObITb HeobXoAMMO ANd  OTpblBa
CeHcopa OT OCHOBaHMUA CeHcopa.

Wrna pomkHa 6biTb OCTpOM, 6e3 KpyrnbiX, MAOCKUX WK
M301’HYTbIX KpaeB npu 10-kpaTHOM yBenuuyeHuun. [etanm,
nposepsieMble MpW 5-KpaTHOM yBEe/IMYEHUMN, HE [OMKHbI
cofepXatb  MPUAUNWWUX  WAX  3afleNlaHHbIX  YacTuL,
BbICYLUEHHOV MOBEPXHOCTHOW MNJIEHKW WM BUAMMOIO
macna. Yactm [O/MKHbI OblTb 6€3 3ayCeHLeB Ha rpaHsx
KOHUMKA UINbl U Ha BCEX KPOMKax C 3(hPeKTUBHOW A/TMHOMN.
MakcumanbHbIi - 3ayceHey, 0,0003 atoiima  (0,0076  Mm)
[OMyCTUM Ha BCeX APYrunx yyactkax.

BcTaBnsetca B MOAKOXHYK — K/eTyaTKy MoJib30BaTens.
Mpotmnb  (TONwmMHa) ceHcopa B cbope Ha Tene
(M3MEepeHHbI  OT HWKHEW 4acTW Haknagkum [0  camoii
BbICOKOW TOYKM Ha OCHOBaHWW) He JO/HKeH npesbiwathb 0,32
arorima (8,13 mm).

OfHokpaTHoe

BopgoHenpoHuuaemblii (IPX8)

XpaHuTe CeHCOpbl TONbKO NPWY KOMHATHOW TemnepaTtype OT
2 0o 27 ° C (o1 36 oo 80 ° F). BbibpocbTe gatumk nocne
NCTEYEHNA CPOKa rOAHOCTM, YKA3aHHOIO Ha 3TUKeTKe, ecnu
ynakoBKa NOBpeXAeHa Unn noBpexzaeHa naomoa.

CeHcopbl 6biNM UCMOb30BaHbl Kak Ha OpOLWHOW MOM0CTH,
rak n Ha pykax. CpefHee abCOMOTHOE OTHOCUTENbHOE
oTKnoHeHne (MARD) 6bIl0 paccyMTaHO A8 CEeHCOpoB,
pacnofoXeHHbIX Kak B 06/1aCTU XUBOTa, TaK U B 06/1acTu
PYKMW, MO CPaBHEHWIO C 3Ta/IOHHbIM aBTOaHaHa/IM3aTopPoM
rnoko3bl Yellow Springs (YSI).



CpefHee abcontoTHoe
OTHOCUTE/IbHOE
OTKNOHeHMe (%) no
cpaBHeHUto ¢ YSI

Cpea  Cpep
HEC Ko
BeNY
MHa
10,5 7,7
KUBO
T

pyka 91 6,9

YpoBeHb 06ecneyveHns ctepunbHocTy (SAL) 10-6
CTepunusaums paguamei
Mnactsl

Pexxum cTepununsaummu
MeTog cTepununsaunm

Fa6apuTbl ([ x LLI), gtofiMbl (MM) 381 mm X 12,7 MM (OT MIOCKOro Kpas [0 O0Ba/ibHOro

0TBEPCTUSA)

Macca, r 0,7

Tun nnacTbips (huKcupyroLmin

KoHCTpyKLMs 1 hopma nnacTbips NeHta ¢ 2 BKnagpliwamu (6ymara) M Kneem, OBa/lbHOM
(hopmbl

®YHKLUMOHaNbHbIe CBOWCTBA NIaCcTbIpS HecTepunbHbIi 0AHOPa30BbIM NAAaCTbIPb, NPeAHa3HAYEHHbIl

ona  [ukpenneHnsa ceHcopa COM wnm TpaHcmuTTepa /
pekopgepa K nauueHTy. He CcOZepXWUT JIeKapCcTB WM
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Twn KNeeBoro c/os

He wumeeT pe3koro 3anaxa ApyEMX Xumuyeckmx
COeAVMHEHNIA, KPOMe BXOAALLEro B COCTaB /IMMNKONo Cost
Jlnnkuin cnoin 6ecuBeTHbI UnM 6en0ro LgeTa

He wumeeT crnegylowmnx BHELWHUX Ae(EKTOB; HEPOBHO
obpe3aHHbIX  KpaeB, CKMaAOK OCHOBbl, [edeKToB
HaMOTKW, [Ablp, MOCTOPOHHUX BK/IKOYEHWIA, KOMKOB,
CNefoB HepaBHOMEPHOW NPOMUTKW MAACTbIPHON Maccoii
M HEMOKPbITbIX NAACTbIPHOW Maccoi MecT

3alyyLLeH aHTUAATe3MOHHbBIM NOKPbITUEM:

3alWnTHOE MNOKpbITME CHMMaeTcd 6e3  ycunus; Ha
MOBEPXHOCTM  3aLMTHOIO MOKPbLITUS He OcTakTCA
y4acTK/ NNacTbIPHOW Macchl.

HEeTOKCMYHbLIN 1 He Bbl3biBaeT MECTHOPA3LPaXatoLMX 1
annepruyecknx ageKToB NpM KOHTaKTe NIMNKOro Cos
(agresuBa) c HENoBPEXAEeHHON KOXKel 7
(hYHKLMOHabHOM NOAYLIEYKN C PaHEBON NOBEPXHOCTHHO

ConpoTuBieHNe OTCNaMBaHWUIO NUMKOro cnosi, H/m (He
MmeHee 25 - He 6onee 200)

CopbunoHHaa eMKOCTb (DYHKLMOHA;1bHOW MOAYLLEYKN,

uncno  Kanens/cm
MepeBA30YHbIX
COpPOUMOHHO
aTpaBMaTU4HONR,
remMmocTaTn4eckom)

Bpems cmaumBaHus PYyHKUMOHAIbHOM NOAYLIEYKH, C, He
6onee 5 (gna TllepeBA30YHBLIX CPeLCTB MAACTbIPHOIO
TMNa c COpPOLUMOHHON NOAYLIEYKOW, B TOM uuCne C
aTpaBMaTU4HON,  aHTUMUKPOOHOW,  6GaKTepuULUgHOMN.

(He

cpeacTs
NoAyLlWeYKon, B

aHTUMUKPOOBHOM,

MeHee 1) (To/bKO AnA
nnacTelpHOro  TMma  C
TOM uucne cC
6aKTepuunLHON,
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BMONOrNYecKn akTUBHLEX BeLLEeCTB.

HeiinoHoBass apMupoBaHHas MOMMypeTaHoBas MeHKa C
aKpWIoBbIM Kneem MeJULMHCKOTOo KauyecTBa
(CMHTETMYECKNIA Knel)

CooTtBeTcTBYET

CooTBeTCcTBYET (6€CLBETHbIN)

CooTtBeTcTBYET

MnacTbipb JO/MKEH NOCTaBAATHCA YUCTbIM M CBOOOAHBIM OT
TBEpAbIX 4actuy. [nacTeipb nNpoBepsieTcAd Ha obuiee
KayecTBO WM3rOTOB/IEHUA W MPaBU/IbHYK KOHCTPYKLMIO, a
TaKXXe NPOBEPSeTCH Ha Hann4yme 3arpasHeHu.
CooTBeTcTBYET

CooTtBeTcTBYET

MnacTbipb 6bI1 OLEHEH 1 COOTBETCTBYeT cTaHAapTy EN 1SO
10993-1 n FDA no 6uocoBmecTMMOCTW. JleHTa npowna
TeCTMPOBaHWe Ha LUTOTOKCMYHOCTL (ISO 10993-5: 2009) u
ceHcnbunusauumto / pasgpaxeHue (1ISO 10993-10: 2010).
ConpoTtumBneHue oTcnanmBaHus nnacTbIps [O/MKHO
coctaenATb 0T 0,155 g0 0,770 dyHTa (o1 689,5 MH o 3,425
H) cornacHo ucnbitTaHnio AP2380.

He npumeHUmo (He copbUMOHHAa NoAyLIeYKa)

He npumeHnMo (He copbunoOHHasa nogyLueyka)



reMoCTaTUYECKOIA)

2
[MaponpoHMLaeMOCTb (IMKCUPYIOLWLEro Cfiost, Mr/cm /u, He NpvmeHnMO (He NepesA304HOE CPeACTBO)

He MeHee 1,5 (ans lNMepeBA30YHBIX CPEACTB MIACTbIPHOTO

TUNa NaponpoHULIAEMbIE)

BofoynopHOCTb (DUKCUPYHIOLLErO CN10s, MM BOA.CT., He He NpyMeHUMO (He BOJOHENPOHULLaeMbIin)
meHee 300 (gna lMepeBsA30YHLIX CPEACTB MNAaCTbIPHOrO

TNa "BOAOCTONKME" (C BOLOCTONKMUM JIMMKUM C/I0EM))

CreneHb aare3uy K MOLenu paHeBOn MOBepXHOCTU, % K He npumeHMMO (He aTpaBMaTWYHbIIA)
mapne mMeauLMHCKOR, He 6onee 30 (ona MepeBA30UHbIX

CPeACTB MacTbIPHOro TMNa aTpaBMaTUYHbIE)

CrepunbHOCTb  ([/19  CTepu/ibHbIX  MepeBA30YHbIX He CTepusibHO

CPeLCTB NacTbIPHOrO TWMa B repMeTUYHOW YNaKoBKe)

lepmeTnyHOCTL  (ONA  CTepUSibHbIX  MEPeBA30YHBbIX He npumeHUMo (He CTepusibHO)
CpefCTB NacTbIPHOMO TNa B repMeTUYHOW YNaKoBKe)

YTunusaums YTUNN3MpYinTe CEHCOP COMNAcHO MECTHbIM TPEOOBaHMAM K YTUAN3aLMMW, NN CBSXKUTECH C Balimm fevalmm Bpayom Ans noayyeHus
MH(opMaummn 06 yTunmsaumn. Knacc MeanUmMHCKNX 0TX0L40B m3genus: b.

HexenartenbHble O6u.|,|/|e PUCKN, CBA3aHHbIE C NCMOJ/1Ib30BaHMEM CeHCOpPa, BK/IOYakoT:

ABNEHNA  PazgpaxeHne KXW Wv He60MbLLNE alIepPrMyeckne peakLmm Koxu

(noTeHUManbHble  [eMaTOMBbl

OC/OXHEHMSA)  luckomcopT

* NoKpacHeHue

* KpoBoTeueHue

* Bonb

* CblInb

* MHekuna

* LLnwikn

* MNosiBNeHMe HEBO0IbLIOW NMOXOXKEN Ha BECHYLLKY TOYKM B MECTE BBEAEHUS UI/bl
* Annepruyeckasn peaxkums

* O6MOpPOK BC/EACTBUE TPEBOXHOCTU UM 6OA3HM YKOJI0B

* Bone3HeHHOCTb WM NOBbILLEHHAA YYBCTBUTE/IbHOCTb

* OTeK B MecTe BBefeHUA

* Pa3pblIB, NOSIOMKa WUV NOBPexXaeHne ceHcopa

* He3HaunTe/ibHOe pa3bpbI3rMBaHne KPoBWU NPU M3BJIEYEHUUN UMbl CEHCOpa

« OcTaToyHoe NoKpacHeHMe, BbI3BaHHOE K/1IeeM WAW MIACTbIPAMU, WU TEM U APYTUM
»PybueBaHune _
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O6uwepoccuiickuii
Knaccuumkarop
npoayKuun no Bugam
3KOHOMWYECKOA
LesTeNbHOCTH
(OKNA2)
MapaHTUitHbIE
06s3aTenbCTBa
MNepeyeHb
HaUMOHaNbHbIX W
MeXAyHapOLHbIX
HOPMaTUBHbIX
0OKYMeHTOB/cTaHAapT
0B, KOTOPbIM
COOTBETCTBYET
MeLWLMHCKOe n3genne

32.50.50.190 «3penns MefUUNHCKKE, BTOM YKMCTe XUPYPrUYECcKMe, NpoUme, He BK/IOUYEHHbIE B pYyTue rpynnyupoBKM».

Mpov3BoAMTENb FrapaHTUPYET COOTBETCTBME U3AE/NA CTaHAapTaM M TPeGoBaHMSIM K NPOAYKLUMW Npu COBMOAEHNN MHCTPYKLUMIA Mo

CraHgaptT
(EC) 1272/2008

2011/65/EU

(EC) 1907/2006

EN I1SO 13485:2012
EN 1SO 14971:2012
EN 1041:2008

EN 556-1:2001/AC:
2006

EN ISO 15223-1:2016
EN 10993-1:2009/AC:
2010

EN 1SO 10993-11:2009
EN ISO 10993-12:2012

EN ISO 10993-17:2009
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HassaHue

EBPOMEWNCKUIA NMAPIAMEHT 1 COBET ot 16 fiekabps 2008 roga 0 KnaccugukaLmm, MapKUpOBKe 1
YNaKOBKe BELLECTB W CMeCel, mompaBKax M 0TMeHe JupekTuB 67/548 /| EEC n 1999/45 / EC, a Takke
nonpaskax K PernameHTy (EC) Ne 1907/2006

[JvpekTusa 2011/65 / EU EBponeiickoro napnaveHTa n Coseta oT 8 mtoHs 2011 roga o6 orpaHuyeHun
MCMOJIb30BaHNS HEKOTOPbIX OMacHbIX BELLECTB B 3/1EKTPUYECKOM W 3/1IEKTPOHHOM 060pynoBaHMm (ROHS)
PernameHT (EC) Ne 1907/2006 EBponeiickoro napriameHTa u CoBeTa oT 18 pgekabps 2006 roga,
KacaloLmiics per ucTpauum, OLEHKW, aBTOpM3aLUmn 1 orpaHmMyeHnss xumudecknx seuects (REACH), 06
yupexxaeHun EBponeiickoro XMMMYeCcKoro areHTCTBa, BHECEHMM MoMnpaBoK B AupekTmBy 1999/45 / EC n
oTMeHsitowmi PernameHT CoBeTta (EEC) Ne 793/93 n PernameHT Komuccum (EC) Ne 1488/94, a Takke
OnpekTuBy Coeta 76/769 / EEC u Onpektuebl Komuceun 91/155 / EEC, 93/67 / EEC, 93/105 / EC n
2000/21 / EC.

MeanumnHeKme nsaenms. CrcTe.Mbl MeHeMKMEHTa KauecTBa. TpeboBaHUA Ana Lienieli peryimposaHus
MpuMeHeHne MeHempKMeHTa PrcKa K MEAULIMHCKOMY M3Aenio
WHchopmaums, npeaocTaBnsiemasi Npov3BoaMTENEM C MEAULIMHCKMMM Npréopamm

Crepynuzauma MeguLUMHCKUX U3aennii. Tpe6oBaHWsA K MeULMHCKUM YCTPOCTBaM, KOTOpble AO/DKHbI
6bITb 0603HaueHbl kak «CTEPUJIbHbLIE» - yacTb 1 Tpe6oBaHUS K TEPMUHA/IbHO CTEPU/IM30BaHHbIM
MEeANLIMHCKUM YCTPONCTBaM

MeauupHckve u3fenmsi. CUMMBOSbI, WCMOMb3yeMble € SIPNbIKaMKW, MapKUPOBKOW U MHAGopMaLveli
MeIMLIMHCKOI U3AeNMs, KOTOPbIe A0/MKHbI 6bITh NpegocTaBeHsl. YacTh 1 O6Liue TpeboBaHUs

Bronornyeckast oueHKa MeguumMHCKUX unsgenuii. Yacle 1. OueHKa M reeavpoBaHue C MCMOMb30BaHVEM
npoLecca ynpasfeHns pyckamu

Buonornyeckas oueHKa MegUUMHCKMX n3genunin. Yactb 11. TecTbl Ha CUCTEMHYKO TOKCMUYHOCTb

Bronornyeckas oOueHKa MeauUMHCKUX u3gennin. Yactb 12. lMoagrotoBka 06pa3uoB M CApaBOYHbIE
Masepuasbl

BUoorMyeckasi oLeHKa MeAULMHCKMX M3nenunii. YacTb 17: YCTaHOBMeHWe A0NyCTUMbIX MOeAenioB s



EN ISO 10993-18:
2009

EN 1SO 10993-3: 2014

EN I1SO 10993-5:2009
EN ISO 10993-10:2014

EN 1SO 10993-6: 2016
EN ISO 11137-1:2015
EN I1SO 11137-2: 2015
ENISO 11737-1:
2006/AC: 2009

EN 1SO 11737-2:2009

EN ISO 14155:2011
EN ISO 14644-1:2015

EN 1SO 14644-:2015

EN I1SO 14644-3:2005
EN 1SO 14644-4:2001

EN ISO 11607-1: 2009
+ Al:20014

BblLLEMauMBaeMbIX BeLLee iB
Bronormyeckas oueHKa MegULMHCKMX n3genuid. Yacte 18. Xummnyeckas xapakTepucTika MaTeprasioB

Burosnolnyeckasn ougHKa MeAULMHCKUX M3aennid. YacTb 3. TecTbl HA reHOTOKCMYHOCTb, KauLeporeHHOCTb
1 PENpPOAYKTVBHYH TOKCUYHOCTb

Bronornyeckasi oueHKa MeULMHCKMX M3AeNniA, YacTb 5: TeCTbl Ha LMTOTOKCUYHOCTL in Vitro

Bronoludeckast oueHKa MeguLUHCKUX m3gevii. YacTb 10. TeCTbl Ha pasfpadkeHne M ceHembunmsauumio
KOXW

BUoMorMyeckasi OLEHKa MeAMLIMHCKMX u3genuidi. YacTb 6. TecTbl Ha /lOKa/lbHOE BO3AEWCTBME MOC/e
UMMNIaH3aLum

CTepunusauysi MeAMLMHCKON npodyKuun. Pagvaums. YacTe 1 Tpe6oBaHWsl K paspaboTke, BaiMgaumm u
TEKYLLiEMY KOHTPO/IO MPOLecca CTepUmM3aLyn MeaULMHCKUX 13aenuii

CTepunusauyst MeaMLMHCKOR npogyKumm. O6/1ydeHre. YacTb 2. YCraHoBNeHVe CTEPUIN3YIOLLEI [103bl

Crepunmsaumst  MegUUMHCKNX  m3gennii. MukpobronoEndeckne wmetogbl. Yacte 1 OnpepgeneHue
NOnNynAUMA .MUKPOOPraHM3MOB Ha MPOAYKTax

CTepynusaupsi  MeAVLMHCKMX — U3fiennit.  MwukpoGuonormyeckue Metoabl. Yactb 2. TecTbl Ha
CTEPUNLHOCTL, NPOBOAVMbIE MPX ONPeaeneHNN, BannaaLmMn 1 nojaepXkaHnumn npoLecca cTepunmnsaumm

KnnHUYeckue nccnefoBaHust MeAMLMHCKUX YCTPOICTB AT Niofeil. Hagnexkalasi KnMHUYecKas npakTyka

UunCTble NMOMELLIEHNS] U CBS3aHHbIE C HUMK KOHTPO/MpyeMble cpedpbl. YacTb 1 KnaccugmKaums YncToTbl
BO3ayXa

UncTble NOMELLEHNSA 1 CBA3AHHbIE C HAMMN KOHTPOJ/IMpPyEMbIE CPEADI. UacTtb 2. TexHn4yeckune Tpe6OBaHVIFI K
McNbITaHNAM N MOHUTOPUHTY

UMnCTble NOMELLIEHWS! U CBSA3aHHbIE C HAMM KOHTPOMMpYe.Mble cpedbl. Yacrb 3. MeToabl UCMbITaHWiA

Unctble MOMELLEHMA W CBHA3@HHblE C  HUMWN KOHTPOJ/IMpyeMble Cpeabl. Yacte 4. |_|p0€KTI/IpOBaHI/Ie,
CrponTeENbLCTBO U 3alyCK

YNakoBKa fA/11 OKOHYaTeNlbHO CTEPUIM30BaHHbIX MEAULMHCKMUX Yyc3poicTB. YacTb 1 TpeboBaHus K
Marepua. LM, CTEPU/IbHBIM 6apbePHbIM CUCTEMaM Y YMaKOBOYHbIM CUCTEMAM

Cnyxb6a no;]aep>xKu Mo Bcem Bonpocam, BK.1ovas NpeTeH3umn, peMoHT 1 reiuiHHccKoe o6cny>xnBaHne MegULIMHCKUX U3fenunid, obpaltantech K
K/INEHTOB ohmymanbHOMYy npeacTaBuTento B Poccun:

000 «MeaTpoHMK», 123112, Poccus. MockBa. INpecHeHcKas HabepexxHas, 4. 10, 9 aT1., nom. |11, ko.m. 4!

Ten.: (495) 580-73-77; thakc: (495) 580-73-78

www.mcdtronic.ru
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[MepeBoa ¢ aHrMMIACKOTO 3biKa Ha PYCCKMii A3bIK]

[Ha 6naHke komnaHun «MeaTpoHUK MuHnMea»]

«MeaTpoHNK MuHnMep»

(Medtronic MiniMed)
BusHec-noapasaeneHue «vadet»
(Diabetes Business Unit)

18000 AesoHLump Crput

Hoptpumxk, KanndopHus 91325, CLLIA
(18000 Devonshire Street

Northridge, CA 91325 USA)
www.medtronic.com

Ten. 818-576-5211

YAOCTOBEPEHUE MNOANTMHHOCTU

BbicTynas B KayecTBe OTBETCTBEHHOr0 COTPYAHMKA KOMMNaHuW «MeATpoHUK MwuHuMepn», £
HacTOALWMM 3aABNAKD, YTO MpuiaraeMoe K HacToAWEeMy YAOCTOBepeHWUt0 [lpunoxeHue K
PYKOBOACTBY M0/1b30BaTe A ABNSAETCA BEPHOW Y TOYHOW KONUeN.

KaTtpuH Pomxac /nognuce/
Mnagwunin cneymMannuct nNo MeXxayHapogHOMY HOPMaTMBHO- Mognuck
NpaBoBOMY PerynnmpoBaHuio

Mpn 0hOPMNEHUM HACTOSLLEr0 YAOCTOBEPEHUS HOTAPUYC WU WHOE [O/MKHOCTHOE NULO
y[A0CTOBEPSIET TOMbKO NIMYHOCTb (IU3NYECKOTO LA, MOAMNUCABLUEr0 AOKYMEHT, K KOTOPOMY
npunaraeTcs  HacTosilllee  YAOCTOBEPEHMe, a He [OCTOBEpPHOCTb, TOYHOCTb WU
NeACTBUTENbHOCTb JOKYMEHTA.

L TaT KanudopHus

N Okpyr Jloc-AHg>Kenec
O 07 aBrycTa 2020 r. KO MHe, NBeTT Jln. HOTapuycy,
(narta) (VM8 1 LONXKHOCTb 3aBepAILLEro)

NMYHO sBUNack KaTpuH Pogykac ¥ noAaTBepAuaa MHE Ha OCHOBaHWM  A0OCTATOYHbIX
[l0Ka3aTenbCTB, YTO OHa ABNSETCA INLOM, Ybs MNOANWCH MPOCTaB/EHA HA YKA3aHHOM [OKYMEHTE,
a TaK)Xe 4YTO OHa Mojnucana yKasaHHblA AOKYMEHT B KayeCcTBe NMPaBOMOYHOrO /iMlia U 4YTO ee
MoANMCb Ha yKa3aHHOM AOKYMEHTEe 03HauaeT, UTO yKasaHHbI JOKYMEHT nognucaH u3nyeckum
WAV PUANYECKAM NINLOM, OT MMEHW KOTOPOro AENCTBOBANO YKasaHHOe Nnuo. 1 y[0CTOBepsHO
nog CTPAXOM HAKASAHUWA 3A JDKECBUWAETE/NIBCTBO B COOTBETCTBMU C
3aKOHOAATeNbCTBOM LUTaTa KanudopHus, YTo BbILLEN3NOXKEHHAS MH(OPMALNS ABNSETCA BEPHOIA

¥ TOYHOW.
B CBUWOETENBCTBO YEINO nocTaBneHa mMos CO6CTBEHHOPY4YHas MoAMMCL U oduumnanbHas
neyars.

[WTamn:

VBeTT Jln

HoTtapnyc — KanudopHus

Okpyr Nloc-AHpxenec

JinueHsma Ne 2216697

Mos nuueHsnsa gelictentensHa o 02 okTa6psa 2021 r.]

Mognwuce /noanuce/ (MevaTs)

[Lanee cnegyeT TekCcT JoKyMeHTa «lpuno>keHnne K PyKOBOACTBY M0/b30BaTENA B OTHOLIEHNN
n3genna ,,CeHcop ANn8 4YPe3KOXKHOro MOHMTOPMHra rnkosbl Guardian Sensor (3)“»,
NnpeAcTaBNeHHOr0 Ha aHIIMIACKOM 1 PYyCCKOM fi3blKax. ]
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Mepesena Kosnosa apbs BnagnmmposHa

Poccuitcka™regepayms
"opoz MockBa
[BeHaauaToro aBrycra ABe TbicA4M ABajLATOro roga

A, Koponb BwukTopua AnekceeBHa, HoTapuyc ropoja MOCKBbl, CBUAETENLCTBYIO
MOANMHHOCTL nognucy nepesofunka Kosnoson dapby BnaguMupoBHbl.

Mognuck caenaHa B MOeM NPUCYTCTBUMN.
JInyHoCTb NognucasLIero 4OKYMEHT yCTaHOB/EHa.
3apeructpuposaHo B peectpe: Ne 08/82-H/77-2020- /J" —

B3biCKaHO rocyaapcTBeHHOM nownnHbl (o Tapudy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHue ycnyr NpaBoBoro n texHuyeckoro xapakrepa: 300 py6. 00 kon

Kopornb

MpoWwHYpoBaHO, MPOHYMEPOBAHO U CKPEMN/IeHO NevaTbio
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