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6060900900M9 dMAbIoMgxdmab
1 bobymadm3zo69mmb dgbobyd

6060009009 8mMAbdoMgdenb bobgm3dmzgobgmmadn
3o6bs3nMYxdYMN YMMTNM bodgsbdyemn 350930 NBBMMBd3N.:

Aaoqmmbn@ooo

/N gogMmmbnmgds 3ns603690L BnBLESM 3MMZzbmdAMgds©
LgMoMdY bogyMmbydy.

Asnsobsomn LNBOHOLNLOL DM

/N 6063bBsM0 bogMmabagmab dm3s smBIML BB, MmBgmoE
3MMEYJHnL YJLagMmbm s 9BgdHNs60 9dL3mYsHhaEnobomznb
06 3MmMEYJHnbm3nL dnsbnb dnygbgdnbL LodMg396E3nME Pbws
dnommon.

89608369

89608360 d90303L LoboMZgxOTM NBEFMMBs300bY O
90000090900.

05649093009

dmdnmyM 3mBYMONMMO0dg Mo300030M39Mma Y6s nymbL
003090500 330 EONBLEHIEMNMYOYMN. 330b AsdmMbLHZNMNS
©33b3ob0MY FgRBYNZsdY HBNMN QR 3MEN 36 Foawnm
339Mwdg: go.roche.com/smartguideapp.

33 3MMEYJHnL godmygbg0s8y gogEsbnm dmBbdsmgdmnb
LObgEBdM3065ML O 830bL BMAb3dMYdNL LobymBdmzgobymmb.
60609009007 8MAbToMgdemnb bobyma3dmzgabgmm
bgm3nLob3MBN 330M©dY: go.roche.com/CGM-instructions.
89939600 1030L9d3MONL EPM3YTIBHL, My MBI,

Mm3 mgd3960 dmodnmyMo 3mBYmMonmmos 83006 Me3bgdan..
9m3bdomMydmnL LobymBdM3965mMMadNLY O MB3LYdSMONL
©M3ydg6hnbL Rsdm@pznmmzob gdmgdo 899930 gemadhmbymo
090LL3OMNELL: go.roche.com/download-portal.

0903Y93000 YLoBMmbmMmxdnb gbobgd yzgms nbLAHMYJENSL,
3LogMbmydnb 8xbobyd NbxymMMBs3NsL, HgdbngyM 8mboEgdgoLy o
9mbo39990L BoMBoMONL Fgbobgo.


https://go.roche.com/smartguideapp
https://go.roche.com/CGM-instructions
https://go.roche.com/download-portal

2 063mMm3Id30d 3MmMEYJhob dgbobyd

93608369

LgBLMMAL AMbIsMYdNL EOLOBYJOs Nnbagm Mmegn my3zgbn
bg6LMMOL AmMZgods.

2.1 9096moMngn godmygbgodo

393Mdab nbyz9hn dmbahmmMnbgznb mMBYMONEMOnL (CGM
9mBymongmmonL) bLudndBg godmygbgds 3YenbbIMOL 30693930
06hgMbHENym bombgdn Mgomym eMmdn genysmdab
09603369mmm0900L ¥6y39h odMIZL.

2.2 LY90369 IMBAbISMYOMgdN

* BMsLMyY 30MgxoL, MM3gmms sbsgniz 18 Bymon s dgdHno
* n3dghnb 8gmby 30MydL

0309 hnb 8gmby 3nMms sdbdsmyg 3nfMgob

23 A39690900, 939A39690900 0 89dYE3g00

A39690900

9mBYymMongmmos gobinmzbommns nsdghnb 3dmbg 3n0Mgdnbsmnznb
(oM 3emnbozym goMydman).

939h39690900

* 003939090y 08 IMBYMONEMONL v3503YMBMONL
3M00H03ymn Bodab 8mbg 3533096(Hg00LL MY NomNdBY FymAPn
39(3096(H900LsNZNL godmynbg0d..

+ L3YENOMYM goMgdmddn dgbzmab Bnb LognmMmos LBLmMNL
dmbLB. (IEC 60601-1-2-0b Bnbgznm). b3gEnsmyM gofMmgdmgodlL
896939036900 LodbgMmM dMBydN, 8dndg BMYB3gEMANL
dMB700 o LEIYENENEM sBxLYdYMgdgdn Bdmozmn
LLIYENENEM gegdHfYmn sEEYMoMANT (MMEMMNESS
90860¢hmM9dMBIBLYMN HMAMEMaxns (MRI), 3MI3nyhHgMmymo
HmImgmaxgno (CT), Mgbhaabn, MonmmgMadns o6 nomyMmadny).

89%y3900

* bLobLMMAL godmynBgds sLYAZ3]0nd BbMmeME 9Moc 3030966
o 3emnbngyM 30Mmdgodn ofM godmnynbgdos.

* LYBLMMNL godmygbgds Bbmeme gMmmbgmss Ggbodmgdgamo.
0079390900 bybLmMNL byemdgmMg godmygbgde.

* bLgbLMMAL BngM godmBon nbhgMLHNENYN bombab
3y3mdab mbgxqd0 dgbodenms bLobbmAn ey 3MdAL Mgoym
MBYL oM sbobogEL. 0®BNIBYMN dgbodenms MM3sbnd3dN
3emy3mdab MB7g700L LEMSBN FgdEnMYONLL MY dMIshHgdnb
Mmb oyngbnfMEL. NbhgMLHNENYEn bombab geny3mdab
©mb9900 gbodmgdgmns Lobbm3n MgomyMo geny3mdab
©MB99x0dY Bomamn o6 sddmn nymb. AbasagLbn 39MnmEydnb
33m36MoOs 17g396L 0380 Hhnbgb3NNL NLMAL Babgznmss
dgLodmygdgmn. 3bEegL d98mb3z933080, MYMO300L MBVMOODY
80056Y39hHnmgdg0nL, MmamMnEss nbbymNbaL MdaMyd.,
Loggyd3gmn bobbendo gany3mdab LodMBno dnmgdyma bobbendn
393MdOL sdohxdnmn 39053900 b nymb.



2 063mMm3Id30d 3MmMEYJhob dgbobyd

2.6

0y CGM-nb 3603369tmMmM0os Mg396L LNA3HMIgOL of gdmbzg3s,
0603369mmmoOs bobbendn geny3mdL LodmMBno Ashomgdymn
LoLbb3n gy 3MdAL HabBHNM PO OELEHYMPIL.
LYBLMMN Fbmenme Bgws dbMnb BncnMYdYM dobmsgbgdnb
30030 dY Y600 IMMO3LIL.

093960 LBLMMAL 830L dngM Bmbmzboen s3smndMgdaL
890093, CGM-nb 8603369emmM0Og00 godmnygbgo dbmenme
09M3300L MMO¥DY NLYMN Fowsbyz9HNmgdnL FnboMyd,
MmgmMnEss 06LYNBNL EMBdNMYd..

9006(hgMRgMoMmgdgmon 6n03009Mxd500L Jnmyosd gbodmms
3MoLBMMB godoMEML CGM-nb 8603369emMOYs, MMAMNL
8309mE3 dgbodenme 863039 303Mamng3gdnnb dmzmbs
035ambobngMNEob godmgmhgm. oy Asdmmzmommsgeb
Mm3gmndg BonbhgMmazgMmnMmgogmn Bng3mngMgosL nmgdo,
30B6036YNb Momdsdg 3MbLYMAHIENOLOZNL LodgnEnbm
©3MgnbL L3gENIMALHL ndoMmmgom. BonbhgMmayzgMmafgdgmo
6030009M19d300L AdMBIMZaenn dgandennoc nbogmmo mv3dn
996031960 dmbs393900.

89%39030L Bngmogbo
1 8mBymdnenmos (LYBLmMN v3mngsdmmn, Bob3n dMMLgLydYMN
LyBLMMNO)
1 LoNbRMMIdEM BYMEIN

bLomobom Jgbobzs
3o9bLbBgEN FMBYMONEMOL 89gnbabgo gfMnem, 3dMAM dZNMSL.
89060bgm 2-0006 27 °C-8009 Hhgd3gMahyMmadyg.
306bogyMgdnm 3bgem o (303 WMYxd3n, 63 8gnbobogm
39M 3007y 83hHMIMdNAn.

839008330030M9d0bs s d960b30L 3nMMOYdNL Lobsbogo
obomgo mo30 Hag603nMo dmbs3gdgdn.

3M33mb96hgonb dndmbam3zo

A 333mbogohn AdboMmmn

9mBYmMonemmonb gobbbob godmbogohn Asbsmmnb gedmbgznm
dgdmaoo.
B bMobbnobn mogbobyma



2 063mMm3Id30d 3MmMEYJhob dgbobyd

bMobbnobn Mms3bubyML J3g0 boBnBn sMLYOdYM ghHn3gHdI
shobnemns 6-60860 PIN, Mm3genni bognfMms 0g3zg60 bybLmMabL
33006 sbLBY3nMadMs. byBLMMA d3eMNngsHMMNEIB bMobbnobn
003bobyMnL 8M3nmgdnL d98H3 OYYyM3bxdmng bws
dmamozbmon.

C LYB6LMMAL d3emnIodmMo

LYBLMMAL v3enngaMmMn dgnEegb 6x3LNsb LBLMML. bgbLmMMAL
LAHIMNENDBIENS NMONIENNM bMMENYMEYOY. 33eNNZ3(3n0L
890093 6708L0 bybLMMNL v3NnZohMMBn P3ob dMYBdL.
398my9690mn LEBLMMAL dv3eNngsHMMn dMdMNEJM 65333900L.
0y bgbLMMAL B3N 3oHMMNL FIRYNZS 8DNVBYOYMNS o B3BLN
bgm3nLOB3EMTNY, IM3bNByc YHNmNd3NS dZNETMOMNZN
M939mo30900L dgLOBVANLY., Moms godmnMoEbmb dnbn
309my9b9d0m 30637L DNIHOS. MY LYBLMMNOL v3eMnZsthmMo
©053035Mo0 06 My bMobbnobn MmagbsbyMab godmdshzgnb 898w73a,
LYBLMMAL B3eMNZdHMMDBY MOMOE VY39, 93MYN3 FMsbnbym
LYBLMMAL v3enngsHMMbL YHnendOEN..

2.7 0030900010 bognMmm dobommydn

e dmMonmyMm IMBYMOnmmMOsdY M300330M37mMa Y6 nYymL
030900000 330 ENBLHOEMNMYOIYMN. PIOLIBNMYN FIBRYNZOdY
shsbnmn QR 3mn b gosnm g39Mwdg: go.roche.com/
smartguideapp.

o 013993096 LYbLMMN 8M NBYTo390L, bagnfMmo byednbeB3zLMId©

3Jmbgo genygmdab dgLedmBAxdgmN dendHgMmbodhnyn
dg0men.


https://go.roche.com/smartguideapp
https://go.roche.com/smartguideapp

BdMgon n6xmmIoEns YLoxMmmnbmgdab
3  3j00bgo

Aaoq;ﬁmbn@aoo

bgMmomdYmMn B0060L MabIn

61 8mobgbo 3Mmeydhnb 3mEnBnENMyosL. ymazgmmaznb
9n3y9300 n6LAHMYJENSL. bbgo dgdmnbggzedn, 3Mmoydhn
LaMOBIEME 3M NBYTFo390L. 8356 Bgbadmms gfMomn 86 gt
693°hnyM0 8900930 3o3mMnB3nML, MoE dMNE3o3L 3ob0bL 3zgMwnm
90930900, yEbm bbyymdg Myag3ngoL, N630RLYMS(309L,
0693933090Ls 00y vdLEgLYOL.

Aamﬁ)mbn@aoa

obMmAmonb Mabgn

3MmMEyJho 8mnEogb nbgo dnMg BaBnmydL, MMIgmmms
3900Ymd330L bagmmby3 oMLYOMOL. 3ohsMo Babnmgon
9mMoMNYo 8538390L o 08 30MgdL, MM3gmms3 dgbadenmy
3oy 6360mgxd0 gowsbEgo.

Aaoq;mmbn@aoo

®3030mab Mobzo

LYBLMMAL EVTO3MYOB o MbLELE dgbodenms 3;3nfMYy H3ngznenn
390m0nB30mL. h3ngnmo, A3gnmadMmng, s3mnzgsEnnb 398093
Bygds. H3n30emnb d960MAY690nL 898mbgzggzedn dndoMmmngm
L370EN6M EPOMENL L3gENOMNLAHL.

Aammmbn@ooo

0590569060b Mab3n

9L 3MmMEYJHn 330393L NS 3nLb RMM3NL dodomMgob.
3903Ymo330L 8980bgn3930, Mnmnydnb ds¢hsMgslb dmBg36m
2 LOOMNL b6d3zmMMO3N 8xydens 363039 96 FohomymMn
©od05690900L 3odmMB3930.

9mMoMNY0 d3(hoMYxdn 0538390L o NbYc 30MgdL, MMBgmmo3
d9Lodemy 0ohMYx00 oaYmMadmb. My Mngzmom, MmI
dgbodems 306898 dohoMgd dooymads o6 bbgymnb 65dnbBngM
6360030 AMnms3LY, oYYM369dmng Bndsmmgom LodgoniEndbm
©obdoMgodsL.

Aﬁﬂﬁéb&)ﬁn LNBHOLNLOL DM

3obobgMmdmnzgdymoa bobbemegbab Mab3n

3M33YM3 (300036 8 33330MYOYMBS PIMNZ)39035 MY

060 3Magnxms30Mn 3MY3sMohgonb dnmndsd dgbsdmmms
3906003L9dnL dEZNMNL babgMdmngn bobbmgbs dodmMnB3nMUL.
3Mmyghnb gedmygbgdsdg 8ndsmmgm mgd3zgbLb bodgwnEnbm
©0oManL L3gENdMNLAL.
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Asnsobsom LNBOHOLNLOL DM

LgMmoMBYMN B0560L MobI0

39006Yy39(Hnmgx0900 0gMa3nnb Mmsemosdg, MmgmMmnEss
06LYMN6NL PMBdNMYBY, Bnomgm Bbmeme gemy3MdNL
9n8nboMy Modg60dg 86n03369mmMALLY o Bomn 33EneNgonL
h96009630900L 89LYBTNLE. 830L dngM BsAZ396900 FeYZMBNL
0609369mmm0O900 dgbadmmo, ymzggmmgnb dybhn of nymb.
095M3300L MOMOIdY owsbYy39thnmgonb dnmydsdwy, MmammMos
0039mnms 06LYMNBNL EMBdNMYdSS, YyMzgmm3znb dgodmb3gm
330L H960096300L gMaBRN3N. MYMI300L MBMOIDY Nbycn
39006Y39(Hnmgd960L 3nmgdnLOL, MMEMMNESS B3FOMMNMNS
06LYMN6NL EPMBNMYOY, YyM3amMN3nL FonM3snbBNBEYN
$960Mngmmonb mg3960 0370806 Yemn BogmBsMgmos s
R0d3YMo oghn3monLb ombggon.

By dmobgbm 3n3mgmngigdnnbs 0y 3n39Mamn3gdnnlb
LNA3HMINS NEbMMNMYOSL. MYMO3003n 8608369mMMZ0H6
03000690360 3300mgdg0Lb 6y dgnhobor. oy Bohzgbgon

309 3mMd0L 86033690mmMds oM 9dmbgzg3s 0§396L 8870806y
0ogmaomgmosL:

1 093960 gany3mdab dgLodmB3gdmo dndsmmgomn
denhgmbadhnym 390mob.

2 0y 93960 LNB3HMBd0 333z oM F9gLLds3xds MJ3960
393mMdL 86n03369mmMASL, dndoMmmngo LodgEnENbm oManL
L3930OMNLAD.

Asnsobsom LNBVHNLNAL BMID

bgMomMdYM BN36abL Mabgn

093960 gany3mdab dgLodmMB3xdmMOE ymzgmmaznb
bgemBnbob3zMBs ggmbrgm bbgs sendgMmbohnyenn 8gcmegon.
dmongyMa IMBymMANemMANL s3sMa30Ls 0y babHhgdnb ydomonb
bafMz9d0b godmzgmgbnb dg0mbgzg3sdn, mJ3360 ganyszmdob
d9LodMBIgOML BnBsMNY sendhgMmbohnyan dgomeb.

Asnsobsomn LNBOHOLNLOL DM

bLgMmoMdYMN B0060L MobIo
od0069067mn LYBLMMN dgbodenms bEMMYE of Bxdomoab.

0y bybLMMdY obbmMmENgmM s Mandg Lobab BgdmMJdgwgds,
0539MN03, 0y 3Mb3s d9M:N, 30BYYMIE SSNZSMNIMY
LYBLMMO s 703MBIJN NgN AdBNBBx0x0DY. 670nLBNYMN
0fM309B69dMn3gn Madnb 893AB6H30L dg8mbgzn3o80, MsEnENYM
LYBLMMO s godmnygbgm sbomon.
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Asnsobsom LNBVHNLNAL BMIS

baMmomdYM BN3babL Mabgn

dmonmyMn dmBymdnmMds 983780390 dbmenme nd gmM3nm, Mo
RMM3N03 365M3MgOmnL 3ngMss 30010507 (338335MNNNS,
3 godMnygbmm odnobgdymn o6 dobn3ymamgdymo
9mbymonmmos). 9330L sMLYOMANL dgdmnbggzedn,
0o73938n0Mn0 mg3960 dmdnenyMn dMBymonemdnb
965M3mMg0gmb.

* LYBLMMN FbMEME EOEYM, LdbM 3M7xdn ssbygznmagm. gL
LYBLMMMVH LbZo 3nMmv Po33d0MgdNL MNLZL gdEnMYdL.

* LYBLMMLY O ¥3b MMNL 3o3dnMnb bdnMBs FobyzgHod
d9Lodemos bybLMMAL dohsMYNL daMTdMgMdS dasysmMmagbmb.
LYBLMMN s BMdNEYMN BMBYMONIMAL JMMNTOBYINH dbenmML
0gmbngon.

* 30D70mMyMO© OOMNZOMNYMI0 BgBRYMZs, BMBYMANENMAY,
LYBLMMN s 6x3LN EPOBNBBYBYOLY MY BdbN3YMBENYODY. Y
309mbLogohn AsBamMmn godmygbgdody goMgmas gedmbBgyan,
LYBLMMAN sMOLHYMOMYMns. M3 PARZIYEML 856033601
890mbgg3s3n, bgbLbmML 6 godmnynbgdm. godmnygbgom sboenn
LyBLMMN.

* 61 393mnygbg00m dMBymMdnMdSL, !y 6gdMz560 3esbhomMab
9000Mm 0m3ggb6n86900m 3060bL vegManymn MyogdEngon.

e LYBLMMLY MY obMO3LYdAL MDY 67 oNHObM
3960b dmzmnby 0y 30g0961M 3MmoYdhgoL (869MgdnbL
LOBNBIMAEYEM LOTPINYOSL, BDNLESL BEO3L s 0.8.). 93
3Mmoyghgdds dgbademms bybbmMa vb Bxdmzabn 3msbdhnmo
©300006MDL.

* 0830000 8500bz939030n, LgbLMMNL godmygbgdnL 89dgg 69dLN
dgLodemms 33mog sMAgb Mgd396L bbyymdn. 8dsb dgbodmmmo
33bm bbyymdg Myagd3ngon, 06393LYM (30900, N6x39JENgON Y
20LE9LYdN odMnB3nmML. 33gMnomn Myogdi3ngdab gobznmamMgdnb
8900bgg3s30, 3ndsMmmgm L3xENENBM PsMagnL L3gENIMALEHL.

* ©MB3Y6Nm, MMB OOIMN 96 dogNsb domamn geny3mdab
sfM3 9Mman 930dmMen oM godmgmhgbnom. MYgymsmMymoc
8obbgbom 830 gy 3MdNL EMB9x0nL BxLOIMBIgdMS, nd3z960
LY39ENENBM EPOMENL L3gENdNLHNL BngM dMBMEYOYMN
063mM3s300L 3xLBdTNLYW, 86 0y gMIBMOM MMAB geny3mdL
©MB7 odMN 06 Fomans. dMobmEgL dmobnbmao bobbendn
03000 36 Fomamn gemy3mdnb bnd3HMBgonL ngbmMaMyde.

» IEC60601-1-0bL 8gbodsdnLO, LYBLMMN BoMBmMaagbLb BF hndnb
9mMag0m 6360ML S IEYMNS EI60L PoMAHY3nLasb.

* bLgbLmMML Jgndmns BmdnmYMN dMBYMONEIMONLAZNL
06x3mM3o300L 10 8gHMob Ns30dMBTn (3nfMvdnfmn byoznb
3M930) 3ogdogbo. ImdngmyMn dMBymdnemMdnbs s mg3z960
80M93MbL (803. sbemmBgdsmg bbgs ImBYmMoOneMmMoydn)
89LodsB3NLLE, MYomYMN ENO33dMBN Fgbodems 898(30MgL.

* 6900b3NYMn nb 3nMn, MMIgmnE LodgnENbm gengdhMmbymm
30319M30mMMOdLMOL 8BHYONM dOEYMZNEMOSL 830380M7dL,
abgbL bodgnEnbm babHYINL 3MERNgYMNMYOSL s
0000LVV3Y, BOMBMOEZIbL 33LYbNLAgdge 3nMb dsbdY, MMI
LOLHYBS LodgnENbm gegdbhmycn bobdHgdgdnLb Bmmbm3zbgdb
8300Yma3nmagodlL. 93960 dmdognymn dmBymdngmds dgLedsdnb

9
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IEC 06 ISO LhobsmbgdL (Bogomnmac, IEC 60950 o6 IEC

62368) 36000 ©380YyMBNMY0IL. 3MBRNgYMOENJ00 Ybrs
899L003890MEL LBBgENENBM gemgdhMymn bobhgdgdab
9monbmgbyodL (IEC 60601-1-0b yobengbo 8mgdgcn 39Mbonbm3znb,
nbogmgo 3369dh0 16). 94300 oMLYdMONL 8mbgzg35d0,
©o73938n0Mno mg3960 dmdnenyMn dmBymdnmmdnb
960M3mMgogmb.

LYBLMMNVD 3o3dnMNL gobyzghnb dgdmbggzedn, 3ogdnMmab
30039608009 geny3mdab 8603369mmMoOg0LY MY gobgsednb
LNEBMYOL dM Bonmydm. My Ambs398mv 33nbognL
39000(3900 39M 3mbyMmbgds, LeabLMM BMBEIT70L 8 basmnb
806803mmmMds3n dgnbobogb. 3mboEgdmo o30M33nLb M13n06
SbOMNEgOMS LYBLMMBS IMBSEIB]0NL 3os39ds LyBLMMAL
00(hoMYnL oEmMedg nbws dMaLBEMML.

LYBLMMN geny3MdNL Bndnbofmg 86n08369mMMASL ymzggm

5 67080 gfMobgm gosgdegbob. oy o930 genygmdab
0603369mmmM0Og0L, 3mzmgbomo JyMmbomdn dgbododnbn
390hymodnb900LY Y 3abgoadnb Lngbsgnnb ggbaMmnMydnl

306939, 20 6ymdg 8ghn MMNL obdogzmmosdn of sbobogl,
08339390M00nm dM3bdsMydgmms dboMmasggmabl.

0y 3o9mMyn6300L 3900 gobymmny, babLMMNL 83006 PsBY3znMgds
3o 096900 8gLadmgdgmo. 6 godmnygbgdm 3oogobym
9mBYmMONeMOsL, 306500006 8856 gbodmmms nbxgdi3ngdn s
30LE9LYdN godMNB3NML. godmMyqbgdnl os 3MmEyghob
3983007, & LNBdMMMUL 339MENMSS OIFEAMN (BMMBSHN:
6666-010-0). godmMmyg69d0b 39000 3MEIMEJOS sbom, gonbLbbym
3MmoydhHoody.

10



4 093960 Ly6LMMAL AMMZggdo

93608369

LYBLMMNBDB MB3LYOSEN ¥30 MBZ3nMIJMO dMONTYM
9mbymonmmosdg 16 onbLsmnMgL.

030 dmdnymn dMBbymongmmdnb 3089Mab godmygbgdno QR
3M©0b ob3sbnMydnm Asdmbznfmgo.

B ©s0d0Mgo dmBymdnanmds 39MHngsmyma. mndngo
3o8mbodohn Robsmma (A). bgbLbmMab ;mgofa s3emagohma (C)
?98mmo Babogndns. yMmxn bMobbnsbo msgzbsbyMa (B) J3gws
6o60mdno.
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4 093960 Ly6LMMAL AMMZggdo

B 67 cosdgMmor dmBYmdnmmods. gooshmnomgo mgofmo
LYBLMMAL v3enNngsHMML yMFn bMobbBnobn MozLbobyMn
LhaMmnmYMo doMngmMmab gobabLbgmo. mg3z96 ngMdbmdm
mE603 60650M3YaMOLL O 3onagMBmOM (H30EYONL bAsL.
dmbLYBbN MYMIZN bMObBNIBN M3LObYMN MgmMo bybLmMMNL
33039(hMMNsb. of dggbman 633LL dngbnm. oM VsdMYBbMN
myfzn bMobboobn mogbobymn dobn AmbLHNL 353093

93608369

bMobb00b MsgLobyMdY sMLYdYMN 6-6036s PIN EYM
3030mb 8906sbgon o PBMY63geMYs300m dnbn bbzs

30Ms 6300MTNLOZSD BE30. MJ3960 LHBLMMNL 836
0obBY3nmMagdmMo bagnMmms PIN. bbgs dmdnmyM
9mbymonmmosdg 0obyznmgdnbsb PIN sby39 gINMYOS0.
LYBLMMAL 30000L obZmMLdg MyMFn bMobbnobn
033LobyMNL gosgYdnL 393mbz93580, PsMBIYbLNM,

M3 6-60365 PIN of ngnmbgds. s0bndbyemnm 33nfMgds
093960 LebLMMAL bbgs 30Mnb dngM docnngzg dMdNEYM
AMBYMONMMASLMBD E3BY3NMdNL SEOSMIMOY.

B 9mo003b90 0990683030050 byannb 83amogn dm3nfosdnfiy
dbomdy. gb bgmb nbymMoOL 3060L EoFNdZoL.

12



4 093960 Ly6LMMAL AMMZggdo
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A 9063000 33ms30b §398 5030mb s IMme3bgo MMM

oo JI N/

LYBLMMAL v3eMNZsHMMN BobM1gzLYdNL vEENMDdY. vfM Bggbmm
800 660D, angnfmgm mgmMma byBLMMOL s3ngshmMmn oMy
LOEIN, MMgmME Bohzg6g00s LYMOMDBY. MBI, MMI
o&@n@@mﬁmb (jgggpo dboMmy 396L AgnMMe gbgds.

\ 94"
( . \\:\ N\

9(h30E39© ovgnmMmgm g399mo bybbmMab dMboMandsco.
dmbLybnc MgmMmn LYBLMMAL s3mn3ohmMn nds39

90080MYYm g0, 8nbn IMOMYBJONLY o osbzgznb goMmgdy.
690mM306 3emabhnmdg Ah3nEIP gowayLaNm MmN, MM
©0MB3Ybgm, MM 630mM3060 3enobhnMn LEMMo oMb
©3853Mg07moN.
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4 093960 Ly6LMMAL AMMZggdo

b

_&;\

89603369

MmgmmE Bgbo, bgbLbmMAL v3magsHmMmMmab 8mbLBs doMmdngno.
0y 30gnmMo bybLbmMAL dv3mn3adhmMabL IMbLBS, 33tms3
003Mo0 AvognmMgm Fob, Moo 1830006 LNbymam 3nbn dMbLB..

LYBLMMN DSBS IMONEYM FMBYMONEMOSDY 3MLYOY 836

sbobyznmadma. byBLMMNL ELLLBYZNMYdMmLE s 3nb
©3b13omMNdMYOMO 3n3yg3n0 530L NBLAHMYJ309dL.

996038360

e dbomo bgbLmMMN 83086 Bnbn sdogMgdnEsb 30 Bymnb
3968030mmMds30 osbyznmagm. 30 6ymnb 37893, dathoMgnb
99bhnb odmMa30L 3nd6nm, bebLMML 1byznmgdnbmznb
990 comm sbgnmgds. bgbLbmMn 3ozdnMab gobyzghHnb
8900093 93006 03Mgm37g 30 6xmnbL gobdsgmmosdn 6o
336yYy30mmOon.

¢ bybbmMo CGM-nb 8603369MB900L A39690509
3MB3MgBhmo Mmmnb gobdsgzmmasdn sgdhnynMo 36cs nymb
8 339MNdMY0 8xbadmgdgmn gobgds. 08sL IMIdOEYdNL
MmL PbmMe9d9b.



5 Lg6LMMOL JoMNdMOENS

LYBLMMNL OZOENOMYOS LoTYomgdsL godmyzm, godmnygbmm
CGM-nb 86083690mmd9d0 009M3300L MamMosdg nLgcn
30006Y39(hHnmgd900Lb 3nLomado, MMmgmMnEss NBLYMNBNL
©MdNMY0 o dnL CGM-nb 3603369emMO700L LdYLEAHIL.
LYBLMMNL oZoENdMYOdL Lobbedn gey3MdAL MJ3960 LodMBNEL6
8330 gy 3mdab 8603369mmdnb dgy3060L LoTHsMadnm bgde.
006036y mb gobbmMmEngmgds 930b dngM godmynbgdab 3nMzggmon
ML g3obdsz3mmosdn 3maggmbmgzgodso.

CGM-0b 8608369mmdgdnb 2 Mggndns BamMOmagbomon: hgbgbinab
93000 o 019Ma300b MYJnda. Mg7030, MMIgendniE bybLmMa
83700500 03YMx3q00, ImozeM 93Mobdg 3oMasdnf CGM-ab
0603369mmmd9dnL J398movs Bohgzgbgon.

MmgLsE LBLMmMN Hgbegb6i3nnL MYg0d30no:

*  CGM-nb 8608369mmdgd0 o 36000 ngbgLb godmygbgdymo
09M3300L MMOdY NLYMN Fowsbyz9HNmgdnL nbomgda,
MmgmmoEss 06LYMNBOL EMdoMagds.

*  CGM-nb 86083690mmMd9d0 hgbgbEngonL gobLdmaMnLmM3NL
dbmmme dmgsan mMmngbdhnMab bobno dgndmyds ngbsb
3o0mygbgdymmo.

*+ 09Ma3nnb nLYMN gowsbyzgHnmgdgonL Fnbomydoco,
MmgmmoEss 06LYMNBOL EMdMYds, geny3mMdAL LodMdnm
LOLbm3n gy gMdS JgodmMBIgo.

MmEgboE bobbmMn cmgMadnnb Mg7znddns:

*  CGM 8608369mmdgdn 8g0dmgos godmygbgdym ngbgb
09M3300L MMOdDY NLYMN FoobYy39HNgdg0nL Fnbomyda,
MmgmmoEss 06LYMNBOL EMdoMyds.

LYBLMMAL BngM odMBnenn geny3MdBNL 3603369mMdL yRBMM
dLHNY, Y b PMMNL N8 BMB1 337030 POVZSMNOMYOM, MMEILS3
LOLbbm3n gy 3MdNL EPMBY dgsmMmgdnm bhadneyMns.

67 1330mMNdMYd doeng3 Lo 33900b dneMgdnL, NBLYMNBL
89Yy3060b 06 bb3zo BB IYMo 3ghn3MdbL x93 s IMgMngm
domnab 3bgmn 86 doenob 3030 Hgd39MotyMgdnL vb LBMoRs©
339903000 (Hh9339Mahnmgdab 8mby gomMgdmb.

0039emndM730L MY@H06s MM 65003L dMnEozL:

1 LOvMNVBN IMIDBSEYONL PMMNL gobamab d93waa, LobLmMMN
96096300L MY7008305 o CGM-0b 86n03369mMOYOL v3L

ymgzam 5 6y;do gfMobgm nadegzbnb. 0gMe3nnb msmosdg nbgon
30006Y39(Hnmgdnb dnbomgda, MMagmMnEss nbLYMMNBNL
©MBNMY0Y, 5fM godmnyngbmm smbndbymo Lobynbn CGM-ab
09603369mmm0Og00. bybLMMNL FMMV3LYONELE 12 bovmnb dg8wIa, v30
©0330mMNdMYd0L BMmbmMzgbsb godmanagdogzbno.

650030 1: AdshoMmgo LobbeBn geny3MdAL HaLHO s FY3MdOL
09603369mmos 8330 890y30690. LBLmMN dgEnL MgModnnb
/M930030. CGM-0b 86083690mmdgd0 sbems dgndmgods godmygbgdym
0969L 019M3300L MMOVdY NLYMN FowsbBYy3gHhnmgd50nL Bnbomgdoco,
MmgmmoEss 06LYMNBNL EMdoMygds.

600030 2: 30 60106 3 LovmMsdy PMHMNL gobzmnb d78wIa,

AssdHamgo bobbmdn geny3MdL 3093 gMocn HaLHN s FeY3MdNL
0603369mmmOos 8330 890Yy306901. 90bndBYmN;M ELLHYM©YdS
30390 godmagy. 39603360: 89-2 63d0x0L godmEHmMzgonb
890mbgg3s3n, bgbbmMn HgbegbENnL MYgNd3n ELOMYBEJOL.

LEBLMMNL EOIOEMNOMYANL MYHNBS LMY gdYmN..
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5 Lg6LMMOL JoMNdMOENS

LYBLMMOL EIZOMNOMYdNLMZNL:

Bl 965m3mgdmab n6LhmY300b 35Lsdsdnbs, 3308mBIgm
LOLb3n geNY3MdNL MBY bnbbendn geny3mMdAL LodM3NL
LOdYOMxONO.

dgbgdnm snMmhngo obmogg o omndmMgds dmogzsm 93Mobdy.

93M6d7 oZomndMyds d50y30690 LobbBn gey3MdAL
LOBMBNELB MJ3960 Y 3MdNL 8608369mMMAL. FEY3MdAL
9609369mmm0Os HoLbHnL RAohaMydneb oMoya3nobgb 3 Bymdn
36000 0gbob 8gyz3o60amn.

dgbgdom snMhngo 3g6obgzo.

3000033MB3gm, 9380 bm3 650830 J7nYy3569m geny3mdab
03039 8603369mmmods, MoE Lobbm3n geNy3MdNL MGz9bL LodMAdY
0ym 65R~396900 o 8gbgdnm snMAngo aaLHYMYdS. 0y
890mbgg300 sMabBmMMn 86n8369mmads 8gnygz069m, dgbgdnm
S0MANgom go1g8goo o 89nygzs69m bBMMN 3603369mMMOL.

LYBLMMN PV 3oMNOMYdYMNY.

0030mNdMYd0L BoMmydodhgodmmmdnb dgdmbzgnzodn, 3MmzgLbab
30639mMMYd58007 EINESIN Isbmmydnm 15-30 Byonb
306803mmmdsdn. 3MmEgLaL gob3gmMgdnLLL, godmnygbgo bobbendn
39 3mdaL LOdMINELD MY3960 FeNy3MdBOL sbsgnn 8608369mMmMOdL.

0030mMN0MJ00LcZNL bobbdn genyzMdAL vMOLBEMMAN
09603369mmmoOnL 89Yy396nL 8g08mbggzedn, 39M dmbogds bobHgdnL
LBEMMO BYTomdNL FoMobhnMygde.

07 0035eMn0M7xd0L dMLEMM 8608369MMASL dELHYMgdM,
30L0 Ba3my dMaM ngbg50s gbodmagdgmn. Imsnmgo bybbmMo s
309mnynbgo sbomn.
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6  vyBLmMAb Homgds

LYBLMMAL HoMYdd 14 EMNL gobBogmmmdsdn dggndmnom. 339093
9mbLYBNO . Foovggm bybLbmMn.

073960 bLybLbmMmo Bysmasddemgs. Bobo hoMgds dgbadmgdgmns
000D060L nMgdnL, 39M30LY Y 8bsdnb BnMYdnLLL. dsb 60 By;Ndy
bobaMdmnga 67 osym3z6900m Bymab §3938 o6 1 dghFmdg dgch
LoMM3YdY.

0y 630Mm33960 3gMabHNML oMy 30009900 3960036 MEB3 906930,
LYBLMMN 33z godoMmyma NdYTo3g0L. MY, My bobLbmMab
4399m0 sMLYdYMN BxoM3o60 SenobhnMnb 69dnb3ngMo bobngno
3960006 506930, 63 9307000 LYBLMMNL sbeMNEEb PEBsgMYdOL 86
LYBLMMAL 396D VBYOYOSL. SbNNESD IMMBZLYOYMBs LYBLMMB
dgLodmms godomMoyma oM 08ydomb. LobsEzmMME, gobomozbgm
sbagnn bgbbmMo.

LYBLMMNL AvBMZMEBNL 8x8mnbzgzodn, 3odmygbgodymm bybbmMmb

3bmnob 67 sNdsgMmgom. sbennsb dMmsgLbgdymads bygbbmM3s

dgLodmmmo godoMoyma oM N8ydomb. LobsE3MMME, gobomozbgm
sbagnn bgbbmMn.

3030960 o 3060b dMzmo

A3919mMg0MN300 ONE330mM 3ngngbs, mydEs bybLMMN La3bnLY o
80039600 g0MO MEHYBMOSLMBE 3MBHIHL FmaMagm. bgbbmMab
LOLYRMB30L BgLOBsMAYBYdMS LE3BNL Bbmeme dnbndonyMmo
mEYbmds godmnynbgo.

0739685 bbgymads dgbodenms dMabnbmbL LybLMMdY 86 Bhdm3zs6
3mobhnMdg Mgognmgds. gobmogbgdnb vanemn MygymoMmymoe
8998mB39go 3060L ZomndN3690007 06 06MYddY. 94300 3MLYOIMANL
8900bg93030, 96 01y gobmo3LxdL vEgNmMdY oyngjLoMgds
060900 06 3960L Msmndgdymn MYogd30900 (893., SegMzgnymo
M90gd309, 939999), oxym3zbgdmng 8mbLbybom LybLmMn o
9080Mmyo 93960L LodgnENBM EPoManL L3gEndMNLHL.

d9Mm3mMbgdn

39Mm3mMH3n ymeybobob, dognnsbo bbgymab b3sbyMgddn
303mnbLL LybLbmMN Ggandmnocm bbyymdy anhmzmon.
JLsgMNbMydnL 39MLMBIMNL BbMnsb BydnbB3ngMo 8g3n0mb3zgdnL
890mbgg393n, 8do ngmbngo ;mgzgbn LodgnEnbm FBMOLE.
39Mm3mMdnb J59mB3090L 1J396L H3nMndn IMme3zLydYMN
LomosMmngm LbLmMMYdnE gongemnb.
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7 Lg6LmMAAL 3MbLGS

B ©s06y30m 6gom3060 3mabhnMnb 8mbLbBs bgbLmMAL dfMAHYgm
330MdY.

H 9708m638g500 bybLmMAL Y3060 BbsMy: EsMBIYBEOM, MM
LgBLMMAL BgMABmdgmMmMdNMN Yengdgbhn dobn dmbLBNL
89080093 3960103b700L 3ZNENEL6 FNENIBIE vBMMgdYMN..
8998mB39go gobmozbgdnb vgnmn mnmnm 86 3ndyomyMaco.
0y 8gMdbmogmmoncn gengdgbhn AomAgbomns 30630 ob
3060030b7900b dgnmN YAZ9YMME NgMIBMOL (Fog33MNMS,
9(h303699m00, 89819390900 06 obommgdymay),
09739380000 17396L LsdgnENbM EPoManL L3gEndMNLHDL.

89608369

396m03L9dNL vgNMsL Yh3gmmM 3gaMdbgds LgbLbmMNL
9mbLBNEO6 MBY603g ML 378093 3303 3CNN6EJOY.
50 898mbgg3938n, dndsmmngo mdzgbL bodgwnEnbm aManL
L39ENSMNLAHDL.



8 063mM3Ad(300 gobzoMmg3znb dgbobyd

Aﬁﬂﬁbb&)ﬁn LNBHOLNLAL DM

06399300b Mab3n

390my9690ym 3m33mbB76¢hgoL, MMImMYonE dgbg0s3ns 3ddnabnb
bbgymob bncbygomMob, N6x3xJENYONL Fows3gds Bgydmns.
39003390 bybLbmMa, MmgmmM3 3MHYBENYMI© NbRBIT30YMN
dobomY, 5ENMMOMNZ0 MYznMms(3ng00L dgbodsdnbyc.
390mygb90mn 3m33MbYbHgdnL LEMML gowsgwgdab dgbobyod
063MMTo300LMNZNL OYZE33NMPN0 dEZNMMOMNZ YBYgOoL ob
bgemabLYRBMYONL MMZOBMUL.

39839030L bbgs 3M33MBYBHYONL YHnmadIENS Lomgsbm
60MAY690mM1b gMmmoss 8gbodmgdgamn.

LYBLMMNL BDNIBYOPYMBS d3mNIdHMMBs 06 LHBLMMNL s 633LAY
d9Lodemo EdNVBY0L godmnBznmb.

00LbMN LOEBxdAL YHNENDL NS dEZNEMOMNZN MJ3YMS(30900L
89000030 LOE BMObENBYM. MBETYBEN, MM doLMN Logbydn
07396 o bbzo 3nMgoL Mendg BNOBL oM BnoygbydbL.

0990006 godmanbafmg, MmM3 bBLmMNL godmygbgdnbab ngn
d9Lodemo 5ELdNVBNL MMZEBNBBNL LNMbYgdMOb 3MBHOJ(HTN
9m3009L, sMLYdMOL EONbBNENMYdNL MAbn. LBLMMAL
3H0oNdOEN BMabnbgo sgnmmomngn MxaymoEngdnL
89Lsd3NLL. MOEEs6 LybLbmMn Bbmeme gMcnFgMan
9mbdoMgonbmznbss gobzymabnman, sbdy 2012/19/EU 93Mm3nb
©0M99dHn30L (9emgddhm s gmadhMmbyma dmBymdnmmdgdnb
60MAY6900L gobzoMmaganb nMaghngs) 8mJdgwgds of 3MEgmwgds.
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9 9mabdoMygdgmms dboMmeodgMo

00330393906 0M

0y 3MmMomy39dn 893970b6sm, 3og3zm d930mbzgdn o6 Accu-Chek
SmartGuide 3mBymonmmonb 8gLobgd odshgdnmn nbxmmds3ns
340009000, 8Y3938n0MENc 3M3bIoMgdgams dboMsdgMmasb.

LyMoMBYMN N63NEI6HIONL Agbobgd dmbL6gdo

30603670 IMBYMONEMONL 3odmyg6900L 8900939w 3ZsMN
6900b3ngMn bgMomdYmN NbENEIbHNL dgbobgd Roche-by s MJ396L
9Mm361cmn bgennbygzmgdaob MMasbmgob dgobhymdnbgo.

9mobdoMydmab bobymadm3zabgenmb d9gMn BmM3d

01 98 dM3b3oMyomnb bobymddmzabymmb dgdwyMo 39MLNL
90g0s gLbyMo, LY33dnfMnm 3MBb3sMYdgmms dboMwasggmab.
093yM0 39MLNL YBOLMS s MEBH603g Mydn godmangdozboom.

9mobdoMmygdmab bobymddm3zsb6gmmb RsdmB3znMango

6060900900Mg MBbBoMgdnb Lobymddmgobgmm AsBmpznmogm,
MmgLLE N6HMBYHMD NgBgd0m O38330MgdHMN s Ngn ™MJ396L
9mdneyM AmBymdnmmMoodg dgnbobgm, Moms nboMagdemmao 853nb,
MmgLaE NbHMBYHDY 63MBS vfM 3gg69000. bgm3nbobzmadns
08 8mabdoMmgdenb bobymBdmzgobgmmb Asdmbznmmngs
90LOdoMNNELb: go.roche.com/download-portal.”

AsdmBH30Mngnb gadm Jgbodmms sg930bMMm BmdnmyMn dmbs(398900L
LS3OMBYBHM boMmzgodn.
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10 99603960 3mMbo(399900

3MmyJdob bobymo
Accu-Chek SmartGuide dmbBymodngmds

8900000030705 o Jgbobzo
3o9bLbbBg daMI3MgModn LYBLMMAL HFMBL3MMbNMgdNLY
8960b3z0b 3nMmodgdn:

+ (H9939MohyMab Ne3odmMbn: 2-ub 27 °C-3cog

* (H96006MONL NO30dMBN: 10-0006 90%-Bcg
(583 3MbgbLNMYdgMN)

o OhHIMbgMymn 6675300 NB30dMBN: 549-0006 1060 330-0009
MB3Ybnm, MMA Bs83nmyE goygbLbbym 3MmoydhagdL
0yY96500. bybbmMMn BaRYN3nL gobLBNLMVBSZ3 oyym3zbgdmng
dmomogbygo.

LO3dYIom 3nMMdgoN

* (Hh9939MohyMab ne3odmBn: 10-c0sb 40 °C-d09

* (H96006MONL NO30dMBN: 15-0006 90%-Bc09
(9M3333MBgbLNMYdgmMN, BYannb MMngmab 50 335-d9 Bogmgdn
6oB0emdMngn 66930)

o dHImMbYgMymn 6695300 NI35dMBN: 700-0006 1060 335-0009

*  9ogLbndogmyMmn bndomeng: 3000 8

CGM 8mBymdnmmdnb 8gmomonbomznb bognfMm mm dgbobznb
Y39m0d9 admn Hhgd39MohyMnoab (2 °C) Yzgmodg adom
LBYTom (Hh9d3gMohnMadg (10 °C) 17 BycdY B 3oL 8goggbL.
LYBLMMAL BYL3nMAL HYB3gMaMo 43 °C-dg PVdSMN OMAJdS
41 °C-b dbmenME F9DOYEYMO EMHMON OI3F3MOJOU.

9206¢gMBgMaMydgmmn 6ngmngMmgdgodn

LYBLMMAL HoMYONLOL vMBNIBYMN BonbhgMBgMaMgdgmn
6030109M90900L nMYdd dgLsdmms 3MYE godaMmombL 0380
60h396900 CGM-0b 3608369mmmMdgdN:

o 0b3mMMONBNL Bgogs (C 3nthodnbn): 500 8g-d9 dghn / PMYTn,
39MmMamyMa, 96 6700LBNYGMN MEYBMBS NBHML396Ma

* 396(ndnL 87030L bBsTohHgdn

+  9gonmEm3s

3My0 godMnmds CGM-nb 3603369mMmM0703s 8gbodmmms

809mnB30mb n6LYENBAL BYEMBNMYOS /36 BgLodmms

09b90039mMOnL 3MNED godmamAgo dogmnab sdsenn

3™y 3mdab dmzmybo. 0y RSIMN3MNMmMoged MmM3gmndy

0006¢hgMRgMomMgdgmn 6n3009MxdsLb nmgom, smbndbymnb

03M0O0dY 3MBLYMHOENNLMZNL LOBYENENBM sMENL L3ENSMOLAHL

003sMmyon.

0999omanL 3MnbEn3n

3emy3mdab »6y39hn dmbahmMmnbaznL (CGM) BmBymodnenmMos

89003900 03ngshmMnby o LBLMMNLZLB. godmynbgdab 398093
b0 33mn3ahmMabL YhnmndsEns, bmenm LybLbmMN, 3065393
9moo3bgdygmn gmgddmgdodoymn bybbmMom, 33z 3obdg MAgd..
9mgdbhmmbymn 3Mm33mbgbhn 83935390L babLmMNL IMBs(39990L .
3M3Y603030nsL nbymob bgmb.
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1 0 396039600 dmbs399900

LBLMMN P30380MEJOS 83V, MMIgmnE 8mJdgEgoL, MmamME
dnfMnosn 93Mobn o 8mbBs3gdms 8ndmydn. o3emnodmMygdnb
3Mm39LAN begds bobbemdn geny3mdab 36n3365mmmdsMs 8330
8993960 o bgbbmMAboMzNL Bogdogbo. 898w 3, LHBLmMn BMBo3L
06hgMLbHENYmo bncbab geY3MBOL EMB99OL s 3MBNIBYM
9mbo39990L 03b ymzga 5 6ymdn ghonbgm ygdegbnb.

LyBLMMAL dM3gon
LBomeng (8o dmMNL Bgdm3zabo 3ensb- | ssben. 5,9 33
Hofn)
698L0bL LngMdy oobem. 8,2 83

690m3060 3mabhnfMab goMmgdg bybLm-
Mob nodghfn

ossbem. 33,333

B6mbs

ssben. 53

9mb6o(39900 gowo(3gdo

LYBLMMN 83L FoobEYEL 89893 NEBRMMBOENL:

* LgMoyn BMAgMo

+ 3MmgModymn 3dMybzamymxynb 39Mboo

o d39MohyMab 39MLNY

* 06gmmM3sEns LbLmMMNL gbobgod (Lobhgdnb ID / MAC

dnLodoMon)

* 39000930 0530(MNOM7d0L ofMm

*  CGM-nb 8608369mmdgd0n
* LAHIBHYLOL NbBMMTdENS

LYBLMMNL Hgbg6ENOL My7x0330 ymRbaLLL ggbgMmnmgdymo CGM-0b
0603369mmmM0O500 9nbobgds bybLmMAL bhsHyLNL dghymonbydnlb
9939630 ,LognmMms O omMNdMYdS".

3M336030300L 06¢hgMBgnbLO

06h9Mx3g0LOL EsBNTBYMYOS

3M3Y60393300L 0bhgMBgaL. bybLmML
3dmg3Lb dmonenyM dMBYMOnMoOsLbmob
0mB5(39900 3o33MNL YBMIOSL.

06hgMxgnLob HgdbngyMmn obsbnomy-
090

Bluetooth® Low Energy 5.0 96 y3g3fm sbsgnn
39MLnY

ManmLNb3nMNL NMYOINLS S F3SEI-

90b Lob3nMyemo ENd3sdMBN

Bluetooth® Low Energy 5.0: 2,402-2,480 33(3

9MEYmMs300L Bobsbnsmgdmgdnb Hndn
o bobdnfy

GFSK (3o3900b bnbndnfMymn Bobn3yme-
(309)

3900(3990L 989dHNoBN godmbbnggdnl
LoddmogMmy

10 83¢)-d9 6o3amgdn

cofMmmab bnbgMmbnds3NNL dgomen

LYBLMMN dMONENYMO AMBYMONENIMONL
LNBIMMBNBENNL NBHYMZdMgdAL Bgbo-
0080bo bobgdMmMBNdEYdL.

Bluetooth® Low Energy ns3sdmbn

100

9monmyMmo dmBYmMdnemdno Bluetooth®
Low Energy-b 30380fMdg 63comads

9monmyM 3MBYMOINEMOSLMSB 39380-
M0 obYdYsMgdmsco Bobdy Bluetooth®
Low Energy hggbmemmans y6cs nymb
899JhnyMadymo.

ManmbNb3nMYmN PsdM3MmMYd900

3M396039308 gbadmmas bbgs Manm-
Lob3nMYmds BMBYMONEMOYOBS OSO-
M3memb.
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1 0 396039600 dmbs399900

9gmygbhMmmaogbodhymo cmozbgdomods (EMC)

y39mo EMC 890mB0900s IEC 60601-1-2:2014,

IEC 60601-1-2:2014/AMD1:2020 bhoboMmthgdmsb 8gLsdsdnbMoNL
33330000 Rsdofmgdymo.

Aamﬁmbn@aoo

©030M3Mgdoms Mnbgn

9agghmaogbohnmads 39mgods s gmgdhfmdsgbnhyMds
Mo0s(3008 8xboadmmo ELOM3ZMEML LYBLMMAL oM gdyn
93omods, Mo 8909390 3MLBEMM CGM-nb 8608369MmMAOL
399m0n6393L. HgdbngnMn dobsbnomgdmygdab BoMmamgdb dnmads
399my969060L 8gdmnbgzggzedn, LebLbmMMAs Fgbadmmes gogmgbs
9mobnbmL bbgo sMFYMINMBODY (BoaOMNMB, oS (3)TYm
Bluetooth® bngbogddY). godmnygbgom bybLmMn dbmenm s
dbmeme 3nbo hgdbngnfMn dobobnomgdmgdab dsbAhdgdnb
WO(33000.

Aaoqmmbntmaoo

}Y69J30mb0MgdnbL oMM3930L Mabgn

LYBLMMNBH dbENML 86 FobdY v FMomogzbmom bbgs
dmBymMongmmagdn. bgbLbmMaL bbgs BmBYMONEMOgdNL
3oMomgmyMa godmygbgdod dgbademmos 3nbo oMsbBMMN
930m0os 3odmnb30mL. 0y 3LEs3LN godmynbgds Lagnmmy,
©80330Mn0 bgbLMMLY s bbgs BMBYMONMAYOL.
©3MBAY6NmM, MM3 LybLmMMN s bbgs AMBYMANEMOYdN
90d6mMoMnga godmnynbgds.

LYBLMMNB 30 LA-BY sbeML B3 Bnnhabor ManmbnbdnMmyemn
3M31y6030300b 3mMbshyem dmbymonemmogob (Bsm 8mMmnb nbyc
39M0g9gMnyem dMBYmMonmmagob, Mmammniss sb6hgbaL 3odgmgdn
06 gofMmg 96()96900n). 5306 gbodmmmos bebLmMNL BoMIsEMOdY
393960 3Mabnbmb.

gmagbhMmmadsgbodymo gdnbngdn

LYBLMMN BxgLOO3DYOS 9§BnLNYONL BBz LHobaMbgdL.
809mbbngzgdyma Maombnbdnmyemn g8nbny, d9809gnL
99Lo03NLOC:

* CISPR 11 (EN 55011) B 3emsb0, 1-¢00 339830

*  RTCADO160G gobymagnmads 21, m30m3xmnbagnb bognmb3n
300mynbgd0b M 3ohgamMons

9myghMmmBagboh Mo odMmImmydgonbadn daMomods

LYBLMMN 9xgLBOBYdS aMOMONL 8983 LHIBLIMAHIOLS s
©30M3MMY09dnbsdn 3gMamonb hobhnb 89898 MHB99OL.

gmaddmmbhobhnzymo gobdybhazs (IEC 61000-4-2), hobhnb comby:

o 3mbMogdhn: £2 33, £4 33, =6 33, =8 33
o 3ogM0: £2 33, #4 33, 8 33, =15 33



1 0 396039600 dmbs399900

sbbnggdmn ManmbnbdnMmymn gemgddmmdagbnhymMo 3gmgodn
(IEC 61000-4-3), habHnb coMbY:

+ 10 3/0,8003(3-2,7 333, 80% AM 1 3333-99

MonmLNbdnMymn YLaIbm 3MBY603s3NNL dOEYMZNEMANL dbenm
39m900 (IEC 60601-1-2 3bMoen 9), HhabdHnL MBY:

a0 3meng-
Habhoeb 5900bad0
bob3nMy @""(';‘;b‘;’ﬁn bagM3zabo 9mEYmo3ns | 3agMmamonb
(833) 6 HaLbdHNL EMb6y
(3/9)
39mbob
380-006
385 390 e0g TETRA 400 Bmggzz]gq:v;;(gno 27
M
430-0006 GMRS 460, +5 333
450 470-8009 FRS 460 3o0abMs 28
1 333 bobByLo
/10 39mbob
704-056 LTE cona3e-
745 787-809 ®mB0 13, 17 am%’?ﬂw"’ °
8
780
810 GSM 800/900,
TETRA 800, 3gabob
870 2000t iDEN 820, | dmwogymo@ns 28
©J CDMA 850, LTE 18 33
930 ©005300mbn 5
1720 GSM 1800;
CDMA 1900; Snenbob
1845 1700-0ob6 GSM 1900; o A o 28
1990-3c09 DECT; LTE %’?7‘% 8
1970 ©0335%mb0 1, 8
3,4, 25; UMTS
Bluetooth®,
WLAN, 802.11 3gabab
2450 gggg:g"’ﬁ b/g/n, RFID | Bmpmsgns 28
©J 2450, LTE 2173
©005300dmbn 7
5240
00 5100-0006 WLAN g embnb .
5800-807 802.11 a/n Qz’?;f; G
5785 G

33900L bobdnMab BgBVLYOdYMN BogbndhyMa 39emgda (IEC 61000-4-8),

HaLbHNL EMBY:

*  300/8,5033

*  300/0,60 33

309mbbNgzxdymN 39emgdnL dndoMmm BgMeEMONL PLaJbo sbenm

0906dngndy (IEC 61000-4-39), habhHnL MbY:

e 80/8, 30 333, CW 3meyms3ns

* 650/0, 134,2 333, 8m©nMydymn 3xmbn, sH3nMongnb
3MIBNEN96Hn 50%, 2,1 3333 go63gmMmydnb bobdnfmy

e 7,50/8, 13,56 333, 3mymnMmyoynmoa 3xmbo, sbh3znMomznb
3MxnEngbhn 50%, 50 333 3063gmMgdnL bnbdnfy
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10 99603960 3mMbo(399900

09600L EoM@HY3nb 3ndoMon (330

IEC 60601-1 bhobsmMbab dgbodsdnbo BF hndnb gemgghimbymon
9mbymonmmodoy. 9bnbL oMAHYdnb 8n8oMo EOE3S.

LNbyx00L BxM6930L LOBN6I>MIPEIZM O(330

IP28: bgbbMMO YN BYom8n 1 3ghMab LommMIgdY 60 BycVdEY
Mmab do6dnendg ccMmydncn hodnfMmznb BgdmJdgwndnbogab.

bHgMENdIENNL dgomen
MoNs(3nd

do@hoMmgo

6060900900M7 3MMEYJhHn 89nEs3L dathoMgal, MMIgm3ni3

ML dogNob Fomann bogmmbnb 89333390 BngmngMgodob

(SVHQ), 1,2-0008900m7Logmsbo (CAS 110-71-4), 0,1%-dg Bomaemn
Bmbnon 3mbEgbhMognnm, MmgmMmE REACH oggbomgdnmos
306LsdM3MYMN O PIT3HYOYMNS 396NEIHNS ASIMBsMZsendn.
6030009Mxd0LMBB Mondg bobab dnfModnmn gbgds oM BngLnMEYdY,
0000L1VTg LybLMMAL godmygbgonL NBLAHMYJENNL FgLydsBNbS®
93b3mysdHENOL PMML sMognmsMn Mabgn oM gennbgd..

9mb69(399900 650MBoMONL Tgbobyod

8900930 3mbo399900L godmynbgdnb gobbobnmzgma dndommngm
073960 bLsBgnENbM EPoManL L3gEnamALEHUL.

Accu-Chek SmartGuide bgbbmMab BomBomds 3MBHMMMnMYdym
30603y 3393580 (8mMbBs(399900 Bonendns) ngbo 89g35Lgd0HMN.
33930 3 3emnbngynM 396¢HM3n BoMndommes o Bobdn AsMoymn nym
H030 196 06LYN6DY POIMZNEdYMN HN3n 2 ENdHNL 8Jmby
(18 Bannb o6 dghn obognb) 48 vsdnsbn. 33tMy30L MNMMYYN
9mbobnmy 14 omab gob3ozemmosdn 83emo30b Bgs 6360l
33960 8bofMgb 3 LgbLMML dhoMYdEs. 33ex30L FobTozmMMOLdn
Ashofeo 3 39MAZ30L MY dey3MBNL Fo6n3YMs3Ngd0m, Lol
3930aMaMymn geny3mdnb godmadzgon gedmnygbgdmoo 89oMgonm
9609369tmM09000. 506036y 33tM939380 bybLmMms 3 bymonb
33930 80800nboMmgmds.

byMocmn 1: bgbbmMab 360336gmmMboms MY3zfMagbaymn s63mada
3930maMmym 3odMd3z90ma6 dgamygdnm
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a = CGM-0b 8603369emmos [83/c0em]; b = 898s00Mgdmnb 8603369mmads [83/c0e]

gbMoamo 1: MygMmaboab sbamndn

abMo 1,02

®9MJnb 3ows339mo -4,2 83/ (-0,2 3dmen/gn)
3MMga30s (30MHLMBAL 3MMgmsENaL 0,96

300280309600 1)

Momgbmods 15993

©0335dmb0 40-400 93/c0em (2,2-22,2 33men/em)

bogMorm MARD

9,2%

3bMagmon 2: gmy3mdab bb3zawabbgzs ©No3sdmb69630 bybbmMab BoMdoEmos
3930mMaMmym 309MI390Ma6 dgaMmgdnm

3Y3MBs LO9MoM MAD/MARD*
<54 83/c0em (3,0 83men/q) 7,5 93/cog (0,42 Bdmen/qn)*
54-69 93/ (3,0-3,8 3dmen/gm) 7,0 83/c0em (0,39 80man/gm)*
70-180 93/coen (3,9-10,0 89man/an) 9,8%
> 180-250 93/c0¢m (10,0-13,9 89men/am) 8,0%
> 250-350 83/ (13,9-19,4 8dman/em) 7,3%
> 350 9g/coem (19,4 30maen/gm) 4,9%

* 3y 3MdabmZnL < 70 83/ (3,9 3dmaen/m), 33enneng0900 83/cem-8no (83men/en)
60MIMEE)BnmN, 653300 BoMMONmMN bb3zsmdgdnby (%).
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1 0 396039600 dmbs399900

99608360

MARD (bodyomm 3OLMMYHYM BoMMONMN bbzsmods) bonbbendn
393mMdNL gMnMmmyma godmdngma CGM-nb 3603369mmmdg0nL
SOLMMYBHYMO BoMmEMONmMN bbzomdnL Ladysemb BamMIMaanbUL.
MARD 898c093600Ms gobnbodmgmgds:

LOLbEBn geNY3MdNL gMnEMMYMOE godmdnmn
09608369mMOs 83m©9ds CGM-0b 8603369mmMdsL.

LbbgzomdNL sdLMEMYHYMn dMEYIMOS bobbedn geny3MdaL
9608369mMMO3LMSH6 3MME396HYM EIIMINEYdYMYds80
3Mmb39MbH0MEgds. 86n0d36gmmosms yzgms Byznmab
3MmE396hymo 3sh396909mMn gMmoE F9809ds s dnMmgdymN
38900930 86n08369mMAoms BY3znmms M3MEYbMOOdY (N)
390YMxy3o.

MAD (bLodgom dobmeYHYMo bbgomds) bonbbedn gey3MdAL
9fMnmmymaw godmdnegn CGM-nb 3603369mmd9gdnL
d0LMEMYBHIYMO bbzomdabL LudyommbL BoM3Mowaggbb. MAD
8900093690M3 3obnbodmaMmyod.:

LoLbEAB0n ey 3MdBOL gMhnEMMYMOE godmdnmo
0609369mmmos 03emYds CGM-nb 8608369mMASL s NMYd96
Lb3zomMBNL 3OLMEYDHYM 3603369MMOLL. 3603369MMOIMY
y39mo Byznemnb MoEbznomn dshz96909mn gMmmow §09wgds
s 309070 890930 3603365mmdsms Byznmmo
MomMybmMBodY (N) gonymaezo.

3bMmoemn 3: bgbbmMab GoMgoanb EMmab gobdsgmmdsda bgbbmMab
63M33EMOS 3o3nmamym 3odma3z90mab dgsMmgdnm

sboBynbo 9o abobMymn

Lbagform MARD 8,3% 9,0% 10,8%

3bMmnemn 4: bgbbmMab 6aMBsEmbs I9mabbagdnb bohgomggdab dnbgpznm

By30mony gsdngmosfmymo 3930mo- 3930o- 3o30mo-

LagMmom| godmAzgdnlL Mymo Mymn Mymo
Mom- +15 93/c0em 300mA3900L | 3edm3z9gdnb | godma3zggdal
©9- (0,8 38men/em)|  +20 83/ +30 9g/com +40 93/c0en

6modo 5 +15% (£1,1 30man/an)|(x1,7 83men/gm)|((+2,2 3dmen/gm)
RBoMgmgodn ©o +20% ©o =30% ©o +40%
RM3gddn | BoMamyddn | BafMmgmnoddn

LyBbLMMNL 15993 13345 14471 15510 15803
LbogMom (83,4%) (90,5%) (97,0%) (98,8%)
BoMmdo-
oMoy
LybLm- 1121 998 1057 1112 1118
Mab BoMmdo- (89,0%) (94,3%) (99,2%) (99,7%)
Moy <70
83/00am-b9
(3,9 88man/
w-b9)
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LybLm- 9793 7923 8718 9444 9660
M0b BaMBs- (80,9%) (89,0%) (96,4%) (98,6%)
mody 70-
180 93/coe-
99 (3,9-10,0
90me/e-
89)

LyBLM- 5079 4424 4696 4954 5025
Mob Bof- (87,1%) (92,5%) (97,5%) (98,9%)
930mos >
180 93/coe-
%9(10,0
90men/en-
bl

8390035tmnbBNBgm, MM BoMBoEMONL gbobgd Boh3zg6g00 yzgme
9mbo3990 BoMIMOEnbL LbLMMYdNELHB dnmydym dMbEgaL,
Mm3dgmnE 8mdbdomgomnb 80y 0960 s3omndMIdYMN. By
3393090, 08 bybbmMMgdds, MMAgdnE mMAbdsMgdennb ngMm

3 1 30MNOMYOYMY, dA3960 LogMom Ladysmm sdLMmYHHM
RMEmOnmn bbgomds 10,2%.

339Mnmn 3mgmybgdn

330930L 3L3EYEMOBTN 3M13nMSMN 339MENMN dM3mMYbo 86
9mBYmMONEmMMOoLMOB o 3o3dnMgdgmn bygMnmdywmn gzgMmwnmn
dmzgmabs oM agngdLoMydym.. 33em930L gobdsgzmmosdn by 35
839NN IM3mgbo 3godmzmnbs. omageb, 15 ImBymdnmmMoobmob
©0530380M907ma 96 8gLodmm L 3o380MYdYMS AsNMZomo.
15-39 339M©non 8m3mgbs s 3o38nMxdgmn nym 3obmsgbgdnb
30030enb MYg3090mM06, MMamMMnEss bebdmzmmyg Lobbmmgbo,
30300, 3985hmads, boBomaeng, LYOdYJn v6YdL 86 Jognma.

99Lo0030bMONL Y 3MOMOENY

Roche s3bogob, Mm3 Accu-Chek SmartGuide bgbbmMaL Hn3nb
Manm smgynMznenmads 2014/53/EU onfgdhngsb 899Lodsdgdo.

93MmMg3o3dnMnb 89LOBTNLMANL PIZmoMannb doennobn Hggbhn
890093 90LsFsMMDYs bymBnbobzoman:

https://declarations.accu-chek.com
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11 LNAdMEMOL gobdoMmHgogdn

9mBYmMONEmMMOoLY s FgRYNZodY vnbobgds 898930 Loddmemydn:

3mBgMmommos

39939600 3s8myg6900b nBLAHMYJENVL 06 dodmygbgdab
9@3JdMmBYm 06LAHMIIsL

903y93001 3o8myn6900L NBLAHMYJENOL (EyMsn LNBOMENM)

H9939Ma(yMab dmzamn

H96056mdNL FgdMY3e

ShambRgMYmn 66930L BgdMY©3S

398mnynbg0c 8939z MoMmnmodg

63 399Mnyn650m, 0y IBYN3S dNI6JOYMNY

(0% 0e~0H

©sbbnggdnm bhgMomadgdymo

399Mnynbgm 9o gMao

9mMBYMONMMOAS IEYMNS bagMmmbab 898339 BobneMyddy
000000 6300M30LZVD S OEYMNS Bysdo (1 AghMab bomMmBgdy
60 67009079 MmbL dsbdoendg) bobgMdenngn AsdnMmgzgnb dgdmgady-
©0900L36.

%
>éol\)
=)

IEC 60601-1 bhobsMHnb 3gbodsdnba BF hndnb gmgdhmmbymo
9mBymonmmoy. ©g60L sMmiHydnb 8ndoMmo s(330.

B3M3IMydnL mofMnen
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11 LNAdMEMOL gobdoMmHgogdn

boddmeMm

2mBgMoemmodd

L339NENBM IMBYMINEIMAS

065M3mMgdgmo

| cH [ree|

0036036900L 339039MN830 33¢HMMNBYdY BoMIMBoa)69mMdY

UDI

9mBYmOnemMdNL YBngamyMo ngbhngngshmmMn

REF

3shsmmanb 6mdgmn

SN

baMoymn BmdgMa

LOT

3afbhnnb 3moon

q

899L003390s 93MM35330MnL dMJBgwn 396MBAEIOMMONL HOY-
m9d9xoL

9bmenme 9L3s6gMLY s 3MMEBYZsENNLMZNL: s®bNd6yenn LNd-
oMM 307000900L gb3BgMNLL O 3MMBYZIMNNL BaMAgBgdNL
39639M330L 3gL3ANL dZgNEMOMZ NBLAHMYJENSL.

99L00530bMONL 608360 BNYMNNMNYOL, MMB 3MMEYJhH0 89gLedsB9ds
9mgdg bHsbIMAL s JOBNL MZambIANEM 35330ML dedYMzn-
@MOSLYS s ABMIMYOYMD, NB3MMBHNMML 86 Fom 3396GHL MM,
MHM3MgdnE 30LYbabIgxdMdn 3MNS6 BgLd3BNLMBNL VE3dY
00 93LBHMIMNNLY S sbamn DYM36NNL d3dIMBY Bnb FobMO3LY-
0399.
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11 LNAdMEMOL gobdoMmHgogdn

boddmeMm

2mBgMoemmodd

9L 3MMEYIH0 890Ea3L Mo 30L BMMBNL dohsMgab.

6060800905Mg 3MMEYIH0 3385YMBNM9gdL badbMgm sgMnznL
©03MY 30009090 3M3Y603s3n00L B3MganmnmMadmab dmobmg-
6900.
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ACCU-CHEK o ACCU-CHEK SMARTGUIDE Roche-nb bogsgfmm 60369d00.

Bluetooth® bohyzngMn sbnd36s s Mamyon BamMIMaagbL
Bluetooth SIG, Inc.-nb 8g3emMdgEMdsdn oMbgdYm MganbHMnMmgdym
LogagMm 608670L s dLYMN 6n86900L Roche-b Bngf 6700LBNYMO
309my9gbgdo mnEgbdaMgdymn..

Y390 bbgs 3Mmoyndhnb babgmn s bogsdmm Badsbn domn
89Lo003NLN ARMMMOYEYONL LoyoMgodvo.

© 2025 Roche Diabetes Care

Roche Diabetes Care GmbH
“ Sandhofer Strasse 116 (
68305 Mannheim, Germany € 01 23

www.accu-chek.com
dmenm gobobmgods: 2025-04

1000089841(01)
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