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BopgoHenpoHuuaemblin Tectep (MMT-7726):
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YerpoiicTo ans ycTaHOBKH cetcopa One-press Serter (MMT-7512), 6okopas CTOpOHa;
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One-press Serter

ipr -+ NrivexJH,! /a uporabo ¢ U”ivarelska priru~ka ¢
. p>yn,>l,u wTwuwo . fVxirc,r.nlk uiyrkownika . K”lanc.
Ik pdvu/u « I'rni®v/Njtnhk/, priniCka « 06ny6c; yp6oTn

yHonoagac fjjOrujnliiOHmvfm hd

wnniyp*? -innn e

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



t>

£n(fte* Sensor Performance
CGM I*rform ance

NEPFT" K-M/ mvV'» this ssith *m/r m stthcant prt>fsin4>ormi.

ctinicat Study description
iP'effmmsncf of Neef-nim * s«cnm>t was evaluatikd — a study’ Tin* io-clmtc (np9>ent> study “rscluded swb|Octs IS i0 75 yeers m

TITO Cftmtat stHrf). ue «f the Ounar/lon R CAl-tm~ sy»»m BencWop teMing of Nee i ) .
wWi 6nnte showeO no sigr» o(»*nsof performaiw® <JcextfBtton when comparet! wilh the Pmm4t0if' V«» with 6nBe systoni. I t*

fitoOTS# aeojtot was ttafihtafRO usins Onofbuch* U fiw tfntt* htootf aiuottso f8G) metot fehOtas
GtowM sensor maOtnas were cnTpTsii with laborolory reference VSi {Yettow Springs Instrument») te stify » to calculate «en«t
acturecjr Overall the mean absolute retolive o/imno» between the sensorgluco» readme* n™J P»"eH measurement* ftom the
Wioraar/ YSI readings was 14 2%
The stud» was « sinole”sampi® con-eiattonal design without «itfm Is All aubj«d« were assigned to treatrr*m Ac«er enteriMJ the ««>»
pbrae, «Bo subjectware txtth a Guardian ReAL-TIms system using a MiraLink» IransraittBr arx) a C6MS» (Pro. The OuMdmn «Y*»®
was used to monitor a sensor Inserted in an mbdornmat silo The tPro system was used to monitor a sensor inserted m a Dun&c» sue.
SuBiecl» were reguireo to test (heir Wood giucoee (BG) level at leasttour times perday using a OnaTouch* UltaUnk* BG Mater to
calibrate the sensor glucose <SG) nsadings. Data collected using the iPro system was posl-pioceseed using the Gierdian REM.-Time
afgonchm. Thus, M data ifs mpresentafwe of real-time serrsor usage.

Results

Srte comparisor»

Sensors were used »n both abdomirtel and buttock sites, and showed Absolute relativ© differef>ce (%) compared to Y St
simiiaf perfomtaoce. The overallmean and median absolute relative Mean Median
difference “MARD) was calculated for sensors located in both the abdomen .

and buttock amas corapariWito a YSI reference As shown in the table, Abdominal 147 107
the results are similar Therefore, abdominai and buttock data have been Buttocks 13.7
combined to present the overall CGM peifcrmanc®© results »nthe remainder .

b P ’ Combined 142 1 Q-5

ofthis CGM Performance section.

Sensor Accuracy

Mean and M&dian Absolute Relative Difference

The overallmean eteoiute relative difference (ARD)was 14.2% (standard deviation Of SO, 13.Q), the median ARD was 10.5%, and the

per-aay mean ARD ransed front 11!% to 16.5%. The mean numerical bI9» was -T 5% and the median numertcat bias was -4.9%.

Sensor Mean and Median Absolute Percent Difference Compared to YSI

Oyerall Day 1 Day 2 Day 3 Day 4 Day 5
| 1 2.2-4.4 mmoifif40-80mg/dL) Mean 12e 123 nrz n2 136 134
J (n=39%6y* Median 108 87 88 104 122 17
[ 4.5.3,7TT%81-TTAML; Mean 150 185 166 no 145 150
I (n-816) Median 113 124 119 96 105 122
16.7-13.3 mmotl P21-240 mg/dt/ Mean 128 155 129 103 109 T 126
Median 9.2 120 SS 72 79 95
| 13.4-22.2 mmolM241-400 mg/ Mean 1s0 1s2 te.7 9.9 ns 1 153
1 </LHfi=642) Median .19 121 1T3 7.2 91 109
Mean 142 16S . 151 11 130 144
Ail Hdifiyes (M=ol '
Il Haifiyes (T-olo) Median c el . ii? ed 9.9 105

«Tfiia is ttife mean absolute difference for the tow tanga.
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Warranty

MnATtonk blTMea lae tor nurh otherl<>g*l eolrty /15 may tw mfnrrao to «5 manufirclutor on the labeling ot this

creyre MmTHrorc MmfMed | warrants the Modtronlc transmitter to itia purchaser of the produa agam | deterls
nrrknetxt oy'Of a period of on* fllyear anrt the charger tor op to on* (1) ysar from th* date ot

KiKhm T

Dtrnng the warranty perrod. Medlronli; MinIMed will replace or repair, at its discretion, any detective transmitter ot

mr suDiecl to the oprtditions and o*ctusions sfatert herein This warranty applies only to new devices In the

evonta Irmarnmar orcll gBr is replaced, the warranty period will not be extended oast its original expiration date.
MotOTOrtic transmitter or charger Is used m accordance with the manufacturer's

transmitter or charger by the user, or third

instnjcmns Wijffjouf fimftsftofT lhis warranty ws» not apply
™40 'o

]
. A’ T
f>ersons, after the date of purchase;
Ildamage results from a «tree iWa/eure or other eyent beyond the cortirol of the manufacturer

“isn according tOthe maqﬂtaﬁtwgrg BfggHE[

If damage results from service or repairs performed by any person or entity other than the manufacturer.

' !%’ﬂw
ellng, Thsinictions for use. or regulatory nofiflcallons

E £ ~ T
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Tpaucmuttep Guardian 2 Link B Bapuantax ncnonHenus

MponssoauTens: Kog UPN
CrpaHa Kog CFAN
NPOUCXOXOEHUS:

Mpencrasutens nponssoauTena B PO
PervictpauvioHHoe YaoctosepeHve N9 or

Jara Cm. NHCTpyKumio
n3rot./Cepus/logeH

C cuMBO/IbI Ha ynakoBKke
[0:CM. yrnaKkoBKy
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Bcero npoLuHypoBaHo,
NMPOHYMEPOBAHO U CKPenIeHo
neyarbto OO0 "MeATPOHMK
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