CnuchbK Ha cnenn(UUYHNTE TJIIOKOMEPH M TECT-JEHTH 3a CTPaHATAa

Hme na gnp:kaBa: brirapus (Bulgaria)

Ba:xxna nndopmanus

ToBa e Henz4epnaTeIeH CIUCHK, KOWTO € akTyaseH KbM 10HM 2023 roauna. OTCHCTBUETO Ha ONpPE/EIICH TIIIOKOMEP WIIN TeCT-
nertu HE npenmonara ceBMecTiMoct uinn HechbBMecTuMocT ¢ EKCTPAHUMII (MkomekcTprH) pa3TBOp 3a MEPUTOHEATHA TUATH3a.
ITo chmust HAUMH APYTH TEXHOJIOTHH 3a U3MEPBAHE Ha TIIIOK03aTa, KOUTO HE ca M30POCHHU MO-J0ITy (KaTO CHCTEMH 3a IOCTOSIHHO
M3MepBaHe Ha TJII0K03aTa) Morar fa 0saat nin 1a He 0paat ceBMectiMu ¢ EKCTPAHWIT (MkonekcTpuH) pa3TBOp 3a HEpUTOHEATTHA
nuanusa. BuHaru ce cBbp3BaiiTe ¢ NPoM3BOAMTEISI 32 aKTyaJIHAa MHGoOpManus. AKO IPOM3BOAUTEIT HE MOJXKE JIa MPEJOCTaBU
nH(popManus OTHOCHO ChbBMECTHMOCTTA Ha YCTPOHCTBOTO C MKOJCKCTPHH M ManTto3a, Baxter HE npenoppuBa nmanueHTnTe, KOUTO
ca noanoxxenu Ha tepanusi ¢ EKCTPAHUJI (MkoxekcTprH) pa3TBOp 3a NEpUTOHEa Ha JUajin3a Jla U3I0JI3BaT TO3U MPOXyKT. Baxter
3ama3Ba MPaBOTO CU Ja MPOMEHs TO3M CHHCHK 0e3 MpeaynpexIeHHe M He NPETeHINpa, Y€ TOH BKIOYBA BCHYKH MMOTEHIMATHO
HECHhBMECTHMH MPOTYKTH.

N36poecHUTE MPOU3BOIUTEIHN HA TIIIOKOMEPH Ca YIOCTOBEpHIM Tpea Baxter, ye TexHHUTE MIFOKOMEpH ca TeCTBaHH (CHITIACHO
ISO 15197) ¢ ManTo3a 1 MKOJSKCTPUH B TpaHUIIUTE, Ipenopbyanu ot Baxter: 278 mg/dL (manto3a) u 1094 mg/dL (ukomekcTpuH).
[Tpou3BOAUTENNTE TAPAHTHPAT, Y€ TEXHHUTE ,,3€JICHH”’ TIIFOKOMEPH, TIOCOYCHH I10-/I0JTY, HE OKa3BaT BIMSHUE BHPXY MOKa3aHHSATA HA
KpbBHATA 3axap HpHU Te3H ycloBus. Moisi, UMaiiTe MpeABH, Y€ CIUCHKHT Ha CHbBMECTHMOCT MO-A0NY € CaMO 33 OPUTHMHAIHU
TIIFOKOMEPH, U3MOI3BaHH ChC ChOTBETHUTE OPUTHHAIHU TECT-JICHTH. AKO OPUTMHAJICH TIIFOKOMEP CE M3I0J3Ba C TECT-JICHTA Ha JAPYT
MPOU3BOIUTEN, BUHATHU e 00pbIaiiTe KbM MPOU3BOIUTEISI HA TECT-JIEHTHTE 32 aKTyaJIHa HH(popMamsi.

To3n cnuchK € chcTaBeH upe3 HaOmopeHWs Ha: VMHTepHeT, nuTeparypa, BBTPEIIHM KIMHWUYHM NPOYy4YBaHUS Ha Baxter,
nHpopmanus, npenocTaBeHa OT AbPKABHI HHCTHTYLIUH, YKa3aHUs 32 yIoTpeda Ha TECT-JICHTH, ChOOLIEHHs 32 0€3011aCHOCT, a ChIIIO
u uH(opManus OT IpOU3BOIUTENNTE. BhIpekH, Ye ca MOoJ0KEHH YCUIINS 32 MPEJIOCTaBsIHETO Ha TOYHA M aKkTyaiHa HH(opmanus,
Baxter He mpou3BeXxJa Te3M TIIIOKOMEPH WIM TECT-JICHTH W HE HOCH OTTOBOPHOCT 3a I'bpBOHAYaliHATAa WM OKOHYATEIHA
M3YepraTeHOCT Ha Ta3u HHpopMarus. MoJis, CBbpXKeTe ce ¢ IPOU3BOMTENS/TIPOU3BOUTEIIUTE Ha TIIFOKOMEPHUTE U TECT-JICHTHTE,
3a J]a MOJIy4HuTe aKTyajHaTa MH(pOpPMalus 3a CbBMECTHMOCT npenu u3nonssaHero M 3aeqno ¢ EKCTPAHUMII (MkonekctpuH)
pa3TBOp 3a NEPUTOHEATHA AUAIN3A.

1. EKCTPAHMIJI (MKoaeKCTpUH) pasTBOP 3a IEPMTOHEATHA IHAIM3a ChIbPXKa UKOJEKCTPUH. Manro3ara, MeTa0OIMT Ha
MKOJIEKCTPUHA, MOXKE Ja TOBJINSEC HA ONPE/ICNICHH TIIIOKOMEPH MM TecT-JICHTH. TOBa MOBJIMSIBAHE MOXKE /1a JIOBEZIE 10
OTYHTaHE Ha (AJIIIMBO MOBUIIEHN HUBA HA KPBBHATA 3aXap, KOTATO C€ M3IOI3BAT T€3H TIIFOKOMEPH WIIH TECT-JICHTH.

2. Toa mOBIUSBAHE MOXE Ja TPUKPUE PEANHO CBHIIECTBYBAllla XWIOTJMKEMHS WM Ja JOBEAE 10 MOTPEIIHO
JMarHOCTHIMPAHe Ha XuneprinkeMus. [1o To31 HaunH, OTYNTAHETO Ha KPBbBHA 3aXap B HOPMaJIHH I'PAHUIN WM HA TSX C
TE3W TIOKOMEpH Win TecT-IeHTy, npu nanueHT Ha EKCTPAHUII (MkonekcTpuH) pa3TBOp 3a MEpUTOHEalTHA JHajn3a,
MOXeE Ja NPHUKpPHE JICHCTBUTEIHO HHUCKO HMBO HAa KpbBHATa 3axap. ToBa MOXe Jla MONpEYM Ha MalWeHTa WIM Ha
MEIUIMHCKHS CHEIHUaINCT /a HpeanpueMaT HEOOXOIMMHUTE MEpKH 3a NpHBEXJaHe Ha KpPbBHATA 3aXap B HOPMAaJHHU
rpaHuiy. M ordnTaneTro Ha (panmmyBO MOBHIIEHO HMUBO HA KPbBHATA 3axap Jia CTaHE MPUYMHA MALUEHTHT J1a MOIYqH
TIOBEYE MHCYJIUH OT He00X0IMMOTO. 1 1BeTe MOCOYEeHH CHTYAIMN MOTaT Ja JOBEAAT 10 )KMBOTO3aCTpaIlaBaIlii ChbCTOSHUS,
BKJTIOYMTENHO 3ary0a Ha Ch3HaHHEe, KOMa, HEBPOJIOTHYHO HapyIICHUE MU CMBPT.

3. HI/IEU'H/IBHOTO OTACJICHUE WK NTallUCHTHT ou TpH6Ba.]'IO Jla €€ CBbpIKaAT C HpOI/I3BO,Z[I/ITGH?I/HPOI/ISBO,I[I/ITGJII/ITe Ha TI'TIOKOMEpH
H/WIH TCCT-JICHTH, 3a Ja pa36epaT JaJid U3MOJIBBAHUTE TJIFOKOMEPH WJIN TCCT-JICHTHU CC IMOBJUABAT OT UKOACKCTPUH HUIIN
manro3a. ChIo Taka, TpSI6Ba Jla C€ IMPOBEPU U I/IH(l)OpMaIII/IHTa Ha OPOAYKTUTEC — T'NIFOKOMEPU U TECT-JICHTH.

4. JlonymocoYeHUsT CIIUCHK € caMo 3a CrpaBka. Toli He e IpeiHa3HaueH Ja NPEenopbyBa M3MN0I3BAHETO HA TE3U [IIFOKOMEPU
WJIN TECT-JIEHTH.

5. VYcraHoBeHHTE CHBMECTUMOCTH Ca TOKa3aHU B Tabiunara no-goiy. [pu manuentn na EKCTPAHWIT (MkonexcTpuH)
pa3TBOp 3a NepuTOHeanHa auanusa, usnonsBaiite CAMO IIIOKOMEpH W TECT-JIEHTH, KOUTO Ca TIIOKO30-CIEH()UIHH.
CBBprKeTE CE ¢ IPON3BOJUTEIIS, 3a []a CE YBEPHUTE, Ye TECT-JICHTUTE U IIIOKOMEPUTE ca TIIIoK030-crieninpuaHr. CIUCHKBT
IpeaocTaBst HGOpPMAaNKs 3a KOHTAKT C MPOMN3BOIUTENNTE Ha HA-4eCTO N3ITOI3BAHUTE TIFOKOMEPH/TECT-JICHTH Ha TOJIEMH
KOMIIaHHH.
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CbBMECTUMOCT €
EKCTPAHNJI
HaumeHoBaHUe Ha IJIIOKOMepa Bun reer* IIpousBoauTen
(MkoaexcTpuH) pa3TBop
3a MepUTOHECAIHA THAIA3A
FreeStyle Freedom Ja GDH-FAD
FreeStyle Freedom Lite Ha GDH-FAD
FreeStyle Lite Ja GDH-FAD Abbott Diabetes Care
FreeStyle Libre? GO www.abbottdiabetescare.com
FreeStyle Libre Pro* GO
FreeStyle Libre 21 GO ,PCP“ EOO/I
FreeStyle Libre 3! GO ya1. ,,Buxrop I'puropouu® Ne
FreeStyle Optium Neo Ja GDH-NAD 3,
FreeStyle Optium Neo H Ja GDH-NAD eT. 1, am. 2
FreeStyle Papillon Vision Ja GDH-FAD rp. Copus
FreeStyle Precision Neo Ja GDH-NAD Ten.: +359 2 851 90 70
FreeStyle Precision Pro Ja GDH-NAD WWW.rsr-bg.com
Optium Xido Neo Ha GDH-NAD
Precision Xceed Pro Ja GDH-NAD
Assure Platinum Jla GO Arkray, Inc.
GLUCOCARD 01 Jla GO www.arkray.co.jp
GLUCOCARD 01-mini Ja GO
GLUCOCARD 01-mini plus Jla GO ET ,AHKA - Auka Ileea“
GLUCOCARD MX Na GDH-FAD yi. ,,Kusas bopuc I¢
GLUCOCARD S Nla GDH-FAD Ne 143
GLUCOCARD SM Nla GDH-FAD rp. Codusn
GLUCOCARD Vital Ta GO Teu.: +359 2 988 82 69
GLUCOCARD X-meter Jla GDH-FAD | Www.anka.bg
GLUCOCARD X-mini Jla GDH-FAD
GLUCOCARD X-mini plus Ja GDH-FAD
GLUCOCARD X Ha GO
GLUCOCARD X-mini Ja GO
ReliOn Confirm Ha GO
ReliOn micro Ha GO
ReliOn Prime Ha GO
GLUCOCARD S onyx Ja GDH-FAD
PocketChem BG Ha GDH-FAD
GLUCOCARD W Ha GO
GLUCOCARD PlusCare Ja GDH-FAD
GLUCOCARD Prime Ja GDH-FAD
GlucoCard G+ Ha GO
GlucoCard G+ Link Ja GO
GlucoCard Y+ Ha GO
GlucoCard Y + Link Ja GO
Breeze 2 Ja GO Ascensia Diabetes Care
Contour Tla GDH-FAD (formerly Bayer Healthcare)
Contour Link la GDH-FAD | WANW.35CENSIAa.Com
Contour Next Ha GDH-FAD



http://www.abbottdiabetescare.com/
http://www.arkray.co.jp/
http://www.bayerdiabetes.com/

Contour Next EZ Ja GDH-FAD ObOHUKCPAPMA
Contour Next Link Ha GDH-FAD ya. ,,OK010BpBCTeH MBT Ne
Contour Next Link 2.4 Ja GDH-FAD 199A
Contour Next USB Jla GDH-FAD rp. Copus
Contour Next One Jla GDH-FAD Teun.: +359 2 9658 100
Contour Plus Ha GDH-FAD www.phoenixpharma.bg
Contour Plus Link 2.4 Ja GDH-FAD
Contour Plus One Ja GDH-FAD
Contour TS Ha GDH-FAD
Contour USB Ja GDH-FAD
Contour XT Ha GDH-FAD
Contour Next (Connected) Ha GDH-FAD
Contour Care Ha GDH-FAD
Contour Plus Blue Jla GDH-FAD
Contour Plus Elite Ja GDH-FAD
Contour Next GEN Ha GDH-FAD
OneTouch Select Ja GO Lifescan, Inc.
OneTouch SelectPlus Ha GO www.lifescan.com
OneTouch SelectPlus Flex Ja GO
OneTouch SelectPlus Simple Na GO »Meaumar-MC“ OO
OneTouch Select Simple Ja GO K.K. ManacTupcku iuBaan Ne
OneTouch Ultra 2 Tla GO 144 Eurocenter, eT. 3
OneTouch UltraEasy Ha GO rp. Codus 1404
OneTouch UltraMini Ja GO Tea. +359 2958 21 80
OneTouch UltraPlus Flex la GDH-FAD | Medimag@inet.bg
OneTouch UltraPlus Reflect Ha GDH-FAD
OneTouch UltraVue Ja GO
OneTouch Verio Ha GDH-FAD
OneTouch VerioFlex Ja GDH-FAD
OneTouch VeriolQ Ha GDH-FAD
OneTouch VerioPro+ Ja GDH-FAD
OneTouch VerioVue Na GDH-FAD
OneTouch Verio Reflect Ja GDH-FAD
Nova Max Plus Ja GO Nova Biomedical
Nova Max Link Ja GO www.novabiomedical.com
StatStrip Hospital Glucose Meter Ha GO
StatStrip Hospital Glucose and Nla GO ET ,buomen*
Ketone Monitoring System ya1. ,I'pedenent Ne 6
StatStrip Xpress Glucose Meter Jla GO k. beaure bpesu

rp. Codus 1680
StatStrip Xpress Glucose and Ketone Ha GO Teu.: +359 2 859 83 23
Monitoring System www.biomedbg.com
StatStrip Xpress2 Glucose and Ketone Ha GO
Monitoring System
Nova Pro Glucose/Ketone Meter Ja GDH-FAD



http://www.phoenixpharma.bg/
http://www.lifescan.com/
http://www.novabiomedical.com/
http://www.biomedbg.com/

CBBMECTHMOCT ¢
EKCTPAHMJI

HaunMeHoBaHMe Ha IJIIOKOMepa (AxonexcTpun) pasteop Buna Teet* IpoussoaunTe.
3a NepuToHea/IHA IUaJIu3a

Accu-Chek Active Ja Mut Q-GDH Roche Diagnostics
Accu-Chek Aviva Ha Mut Q-GDH www.accu-chek.com
Accu-Chek Aviva Combo Ha Mut Q-GDH
Accu-Chek Aviva Connect Ja Mut Q-GDH | »Mapsena“ OOJ]
Accu-Chek Aviva Expert Ja Mut Q-GDH | ¥ ,CBeru Kunpusin‘
Accu-Chek Aviva Insight Ja Mut Q-GDH | Ne 44
Accu-Chek Aviva Plus? Ha Mut Q-GDH | TP- Codus 1799
Accu-Chek Aviva Solo Na Mut Q-GDH | Tem.: +3592974 89 44
Accu-Chek Guide Ha GDH-FAD Www.marvena.com
Accu-Chek Guide Me Ja GDH-FAD
Accu-Chek Inform 11 Ha Mut Q-GDH
Accu-Chek Instant Ja GDH-FAD
Accu-Chek Instant S Ha GDH-FAD
Accu-Chek Nano? Ha Mut Q-GDH
Accu-Chek Nano SmartView? Ha Mut Q-GDH
Accu-Chek Mobile Ha Mut Q-GDH
Accu-Chek Performa Ha Mut Q-GDH
Accu-Chek Performa Combo Ha Mut Q-GDH
Accu-Chek Performa Connect Ha Mut Q-GDH
Accu-Chek Performa Insight Ha Mut Q-GDH
Accu-Chek Performa Solo Ha Mut Q-GDH
Accu-Chek Guide Solo Ha GDH-FAD
TRUE METRIX Ha GDH-FAD Trividia Health
TRUE METRIX GO Tla GDH-FAD www.trividiahealth.com
TRUE METRIX Air Ha GDH-FAD
TRUEresult® GDH-FAD Ta3u KOMNaHUA HAMA
TRUEresult Twist 23 GDH-FAD aucTpudyTop B Boharapus.
TRUEyou? GDH-FAD
TRUEtrack® GO
TRUEresult He GDH-PQQ
Rightest Blood Glucose Monitoring Ja GDH-FAD Bionime Corporation
System GM700 www.bionime.com
Rightest Blood Glucose Monitoring Ha GDH-FAD Camokontpoa OO
System GM700 Pro 4000 IloBaus, Oy.1.
Rightest Blood Glucose Monitoring Ja GDH-FAD KoHcranTul Beinukos 2
System GM700S +359 32 655 157
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM700SB
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM700 Pro 2
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM720
Rightest Blood Glucose Monitoring Ha GDH-FAD
System GM722
Rightest Blood Glucose Monitoring Ha GDH-FAD

System Max



http://www.accu-chek.com/
http://www.trividiahealth.com/
http://www.bionime.com/

Rightest Blood Glucose Monitoring
System Max Plus

Rightest Blood Glucose Monitoring
System Wiz

Rightest Blood Glucose Monitoring
System Wiz Plus

Rightest Blood Glucose Monitoring
System GM550

Rightest Blood Glucose Monitoring
System GM280

Rightest Blood Glucose Monitoring
System GM280B

Rightest Blood Glucose Monitoring
System GT333

Rightest GT333 Blood Glucose
Monitoring System

Rightest Blood Glucose Monitoring
System GM300

Rightest Blood Glucose Monitoring
System GM250

Rightest Blood Glucose Monitoring
System GM260

GE100 Blood Glucose Monitoring
System

Diathrive+ Blood Glucose Monitoring
System

Diathrive+ Bluetooth Blood Glucose
Monitoring System

iGlucose Blood Glucose Monitoring
System

GE333 Blood Glucose Monitoring
System

Quintet AC Blood Glucose
Monitoring System

Mylife Pura Blood Glucose
Monitoring System

Mylife Unio Blood Glucose
Monitoring System

Mylife Unio Neva Blood Glucose
Monitoring System

Mylife Unio Cara Blood Glucose
Monitoring System

LineaD SIRIO Blood Glucose
Monitoring System

LineaD EVO Blood Glucose
Monitoring System

LineaD ORO HR Blood Glucose
Monitoring System

LineaD ORO Blood Glucose
Monitoring System
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LineaD ORO24 Blood Glucose Ja GDH-FAD
Monitoring System

! Tesu MorHuTOpH Abbott (3aemHo ¢ Dexcom G4 Platinum, G5 Mobile, G6 u Medtronic iPro2) ca Bogemmre cucTeMHu 3a
HETPEKbCHATO IpociensBane Ha riroko3ata (CGM) u OT TEXHHTE MPONU3BOANUTEIH 32 YIIOTpeda MpH NarueHTH
Ha nuanu3a ¥ Behpekn de uMaT GO 06a3mpaH XUMHATA IIOHACTOSIIEM HsAMAa KAaTCTOPHMYHM HAayYHH [TOKA3aTejCcTBa 3a TIXHATa
Extraneal ceBMecTuMocT. KOHCyITHpaiTe ce ¢ MPOM3BOAUTEINS 3a AONBIHUTEIHA HHGOPMAITUS.

2 Tmokosnute cuctemu ACCU-CHEK Nano (He Aviva wiu Performa) u ACCU-CHEK Aviva Plus ce npemnarar CAMO B
CheqUHEHNTE AT U M3I0I3BAT TECT JEHTH, 0003HaYeHH ¢hoTBeTHO Kato ACCU-CHEK SmartView n ACCU-CHEK Aviva Plus.
Tesu cucremu u3noiassat Mut Q-GDH (cbemecTumu) aenTu. KoHCyaTHpaiiTe ce ¢ IpOU3BOAMTENS 33 HOIBIHUTENHA HHOOPMALIHSL.

3 Monuropure TRUEresult (GDH-FAD), TRUEresult Twist 2, TRUEyou, Truetrack He ca TecTBaHM ¢ TpenopbyaHuTe oT Baxter
TpaHHIHY 32 UKOJEKCTPHH U ManTo3a. Taka ue Te3u MOHUTOPH 3a MAIMEeHTH Ha Juaiu3a.

Bua Tect * (Test Type)*

GO = rmoko30 okcuaasa (glucose oxidase)

GDH-PQQ = I'mroko30 mexuaporeHasa ¢ MUPOJOXMHOIMHXUHOH (3a0enexka: GDO, riok030-0arpuio-oKCHa0peyKTasa, ¢
HecbBMecTHM MeTos, 6asupan Ha PQQ) [glucose dehydrogenase with pyrroloquinolinequinone (note: GDO, Glucose-dye-
oxidoreductase is an incompatible PQQ-based method)]

GDH-NAD = I'riok030 Jexuaporenasa ¢ HUKOTHHaMua-aaeHun quaykireotun (glucose dehydrogenase with nicotinamide-adenine
dinucleotide)

GDH-FAD = I'moko3Ha aexuaporenasa ¢ gpuasuH-aaenud qunykieotus (glucose dehydrogenase with flavin-adenine
dinucleotide)

Mut Q-GDH = I'mtoko3Ha nexuaporeHasa ¢ MUPOJOXHHOJIMHXUHOH, MOAU(DUIIIPAHA 33 SIMMUHUPAHE HA MaJITO3HATA
unrepdepennus (glucose dehydrogenase with pyrroloquinolinequinone modified to eliminate maltose interference)

Mojis1, 3amo3HaiiTe ce ¢ mbJHaTa uHGopmarus 3a npwioxenne Ha EKCTPAHUJI (MkoaekcTpiH) pa3TBOp 3a MEPUTOHEATHA THATH3A.
BAXTER u EXTRANEAL ca 3ama3zenn mapku Ha Baxter International Inc.
Jpyru THProBCKHA MapKH WK TMPOTYKTH, CIIOMEHATH B TO3H MaTepHall, ca COOCTBEHOCT Ha TEXHUTE IPUTEIKATEIIH.



