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£n (fte* Sensor Perform ance
CGM l^ rfo rm a n c e

N€PfT' К-М/ m v V '»  th is ssith ^ m /r  m s tth c a n t prt>f*in4>ormi.

C tin ica t study description
iP'effmmsncf' of №e f-nim ' s«nm>t was evaluatiKJ a study’ Tin* io-clrntc (jnp9l>enl> study ̂ rscluded swb|0cts IS io75  yeers m

T!TO Cftmtat stHrt). ue«f the ОиагЛоп RCAl-tlm ^ sy»»m BencWop teMing of №•
wWi 6nnte showeO no sigr» o(»*nsof performaiw® <Jce»tfBtton when comparetl wilh the Pmm4t0if‘ V«» with 6nBe systoni. I t *  
fftoOTS# aeojtot was ttafihtafRO usins Onofbuch* U fiw tfntt* htootf aiuottso f8G) metot fehOtnas
GtowM  sensor maOtnas were слтртяй with laborolory reference VSi {Yettow Springs Instrument») te s tify »  to calculate «en«t 
acturecjr Overall the mean absolute retolive оЛ м по» between the sensor g luco» readme* n™J P»"eH measurement* ftom  the 
Шюгааг/ YSI readings was 14 2%
The stud» was « sinole^sampi® con-eiattonal design without « itfm ls  All aub|«d« were assigned to treatrr*m  A«er enteriiMJ the ««>» 
рьгяе, « в о  subject ware txtth a Guardian ReAL-TIms system using a MiraLink» IransraittBr arx) a C6MS» (Pro. The OuMdmn «У*»® 
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. 
SuBiecI» were reguireo to test (heir Wood giucoee (BG) level at least tour times per day using a OnaTouch* UlttaUnk* BG Mater to 
calibrate the sensor glucose <SG) nsadings. Data collected using the iPro system was posl-pioceseed using the G ierdian REM.-Tlme 
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 
simiiaf perfomtaoce. The overall mean and median absolute relative 
difference ^MARD) was calculated for sensors located in both the abdomen 
and buttock amas corapariWi to a YSI reference As shown in the table, 
the results are sim ilar Therefore, abdominai and buttock data have been 
combined to  present the overall CGM peifcrmanc© results »n the remainder 
o f th is CGM Performance section.

Absolute relativ© differef>ce (% ) compared to YSt \
Mean Median 1

Abdominal 14 7 10.7 \

Buttocks 13.7
Combined 14.2 1 IQ-5 1S e n so r Accuracy

M ean a n d  M &dian A b s o lu te  R e la tive  D iffe re n ce

The overa ll mean e teo iu te  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 1 1 !%  to  16.5%. The mean num erical Ы9» w as -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 Day 6 \
1 2.2-4.4 mmoi/if40-80mg/dL) 
j (n=396)*

Mean 12.e 12 3 11.7 11.2 13.6 13.4 i s . o ' i
Median 10.§ 8.7 88 10,4 12 2 11 7 14.3 I

I 4.5.в.7ттоИЦ81-ттдМЦ 
I (n~876)

Mean 15.0 18.5 16.6 n o 14 5 150 14.9 i
Median 11.3 12.4 11.9 9.6 10.5 12.2 11.6 I

/6.7-13.3 mmotl P21-240 mg/dt/ Mean 12.8 15.5 12.9 10.3 10.9 T 12.6 11.7 1
Median 9.2' 12.0 S.S 7,2 7.9 9.5 e.9 1

/ 13.4-22.2 mmol/M241-400 mg/ Mean 1S.0 1S.2 te.7 9.9 11.5 1 15-3 16.1 1
1 </LHfi=642) Median . 11.9 12.1 1T.3 7.2 9.1 10.9 m i \

Mean 14.2 16,S . 15.1 11.1 13-0 14.4 M .i 1
Ail Hdifiyes (П—Jolo)

Median : e,3 . i i? e.4 9.9 10,5 .. m  “ i
•Tfiia is ttife mean absolute difference for the tow tanga.
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Warranty
М лЯтопк ЫтМеа lae ю г nurh other l<>q*l eolrty Л5 may tw  mfnrrao to «5 manufirclutor on the labeling o t this 
сгеуге мтнготс MmfMed I warrants the Modtronlc transmitter to itia  purchaser o f the p ro du a  a g a m l deter Is 

K iK h m T  " * ' * " ’ '• " * '’ ■1» 'Of a period o f on * f 11 year anrt the charger tor op to o n *  (1) уяаг from th *  date o t

Dtrnng the warranty perrod. Medlronli; M inlMed w ill replace or repair, at its discretion, any detective transm itter o t 
'■ r suDiecI to the oprtditions and o*ctusions sfatert herein This warranty applies only to  new devices In the
evont a Irm arnm ar or с Ш д в г  is replaced, the warranty period w ill not be extended oast its orig inal expiration date.

t  MotOTOrtic transm itter or charger Is used m accordance w ith the m anufacturer's
j  ins tn jcm ns  W jffjouf fimftsftofT Ihis warranty w»f» not apply

’  L T  ™ 4 0  'o  transm itte r o r charger by the  user, o r third
/  f>ersons, a fte r the date  o f purchase;

• I f  dam age results from  service o r repairs perform ed by any person o r e ntity  o the r than the  m anufacturer.

II dam age results from  a « tr e e  iWa/eure o r o th e r eyen t beyond the  co rtiro l o f the  m anufactu re r

' tahfi"’*®* ® ' ' is n  accord ing  to the  m a n u fa c tu re r's  o roductlabeling, in s in ic tion s  fo r use. o r  regu la to ry  no liflca llon s  lu ra u u re r s  p to a uc t

= г ~ Е £ ^ т :в ~



*»



Трансм иттер Guardian 2 Link в вариантах исполнения

Производитель: Код UPN

Страна
происхождения:

Код CFN

Представитель производителя в РФ:

Регистрационное Удостоверение N9 от

Дата
изгот./Серия/Годен 
до:см. упаковку

См. Инструкцию 

С. символы на упаковке
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