PYKOBOOCTBO MO 3KCMITYATALUN

TecTt-nonocku SelfyCheck Regular
npoussoacTea Taidoc Technology Corporation (Tangok TexHonomxu KopnopemLuH)

MNepen OM MCMONb30!

YBaxaeMmblil nonb3oBatenb TecTt-nonocku SelfyCheck Regular!

Mepen HayanoMm MCMONb3OBaHWS U3AENUs, BHUMATENbHO NpoYuTainTe AaHHOe PYKOBOACTBO MO

akcnnyatauun. O6patute ocoboe BHUMaHMe Ha BCe NpeaynpexaeHnst U Mepbl MpefoCTOPOXHOCTH,

KOTOpble NOMeYeHbl 3HaKOM 4.

Bce anemeHTbl CucTembl paspaboTaHbl, POTECTUPOBAaHbI U MPOBEPEHbI Ha COBMECTUMOCTb TakM

obpa3om, 4To6bl 0becneynBaTh TOYHbIE Pe3ynbTaTbl U3MEPEHNst YPOBHS! ITIOKO3bl B KDOBU.
Tecm-nonocku SelfyCheck Regular ‘ucnonb3ylime mornbko & cocmage Cucmemsl C

2mokomemponm SelfyCheck Regular u koHmponbHbiMu pacmeopamu SelfyCheck Regular.

PerynsipHbiii KOHTPOMb YPOBHS TMIOKO3bl B KPOBM MO3BONUT Bam v Bawemy nevaiemy Bpauy

nydile KoHTponupoBaTb AuabeT. brnarogapsi HeGombluMM pa3mepaM W MpocToTe B paboTe

CucTema no3BonsieT CaMoCTOSITENBHO MPOBEPSiTh YPOBEHb IMIOKO3bl B KPOBU B I0OOM MecTe U B

noboe Bpewms.

MHorue niogu, BriepBble BbIMOMHSIOWME CAMOCTOSTENbHbIM aHanM3 KpOBU, HAXOAST MONE3HbIM
CHayana nonpakTMKOBaTbCA Ha KOHTPOJIbHOM pacTBOpe écm %asnen NMPOBEPKA PABOTbI
CUCTEMbI C MUICMONb3OBAHMEM KOHTPOJIbHOIO PACTBOPA).

Mo Bonpocam, CBsi3aHHBIM C WCMONb30BAaHUEM AAHHOrO YCTPOMCTBA, obpalianteck B Criyxdy,
NoAAEPXKIA NN MO MeCTy NPUOGpeTeHNst YCTPOIiCTBa.

1. HAMMEHOBAHUE MEOWULIMHCKOIO U3AENUA
Tect-nonocku SelfyCheck Regular
(Janee no TekcTy — U3aenue, MeAULIMHCKOE n3aenue, TeCT-Nonocku).

2. COCTAB MEAULIMHCKOro U3oenusa
MepunumnHckoe wmsgenue «Tect-nonockm SelfyCheck Regular», BknioyaeT B cebsi cnegytowime
BapUaHTbl NCTOMNHEHMS:

BapwuaHT ncnonHenus 1:
1. Tect-nonocku SelfyCheck Regular (10 wrt. B yn.) - 1 wr.
2. PykoBoAcCTBO Mo aKcnnyataumm — 1 wr.

BapwvaHT ucnonHeHus 2:
1. Tect-nonocku SelfyCheck Regular (25 wt. B yn.) - 1 wt.
2. PykoBoACTBO Mo aKcnnyataumm — 1 wt.

BapwuaHT ncnonHexus 3:
1. Tect-nonocku SelfyCheck Regular (50 wr. B yn.) - 1 wr.
2. PykoBoacTBO no akcnnyataumm — 1 wt.

BapwuaHT ncnonHenus 4:
1. Tect-nonocku SelfyCheck Regular (100 wr. B yn.) - 1 wr.
2. PykoBoacTBO No aKcnnyataumm — 1 wr.

3. CBEAEHUWA O NPOU3BOOAUTENE U YNOJTHOMOYEHHOM NPEACTABUTENE
MEOWLUWMHCKOro U3OENUA

MpoussoauTens:

Taidoc Technology Corporation (Taigok TexHonomku KoprnopeniuH)

Anpec nﬁomaso,qmenﬂ: B1-7F, No.127, Wugong 2nd Rd., Wugu Dist., New Taipei City 24888,
Taiwan, R.O.C. (TanBaHb), Ten. +886-2-6625-8188, an agpec: sales@taidoc.com.

Mecrto npoussopctea: 1F & 2F & 3F, No. 12, Lane 5, Sec. 2, Nanshan Rd., Lujhu Township, 33852
Taoyuan County, Taiwan.

YNONHOMOYEHHBIN NPeACTaBMTENb (OpPraHn3aLms, NPUHUMaIOLLAs NPETeH3NN):
000 «H3KCT Buo»

Agpec ynonHOMOYeHHOro npeacrasutens: Akagemvka [Masnosa yn.,
nometexue 46-H, 197022 CaHKr—I'IeTepﬁygr, Poccuiickas tbe/:gegauml

Ten.: +7 (812) 703-79-75 (MHOrokaHanbHbIN); dakc: +7 (812) 703-79-76
TenedoH ropsueit nuHnm: 8-800-333-43-76 (380HOK No Poccun 6ecnnatHblit)

4. HASHAYEHUE

Tect-nonockun SelfyCheck Regular npegHasHayeHbl AN KONMUMYECTBEHHOrO ONpefeneHns YpoBHS
rmioko3bl B _cocTaBe CuCTeMbl [Ans OnpeaeneHus ypoBHS [MOKO3bl B KPOBUW (ITOKOMETP)
noptatueHoi SelfyCheck Regular kak BCromoraTenbHOe CPEACTBO MPY MOHWUTOPUHTE YPOBHS
IMiOKO3bl B CBEXEN LENbHOM KanumnmsipHoOi KpoBW, B3SITOM W3 nanbla, najoHu, nreya u
npeanneybs Ans caMoAMarHoCTUKM y Nogei, GomnbHbIX caxapHbiM AnabeToM B [OMALLHWX
YCINOBUSIX 1 NPW HAXOX/AEHUN B MeULIMHCKOW OpraHu3aLmm.

5. MPUHUMN NPOBEOEHUA AHATIU3A

V3nenve npeaHa3HayeHo 4ns MHAMBUAYaIbHOMO UCMOMNb30BaHMS.

Tect-nonocku SelfyCheck Regular ncnoneaytotcsi B cocTaBe cucteMbl CUCTEMBI 41151 ONpefeneHns
YPOBHSI [MNIOKO3bl B KPOBMU ?I’J'IIOKOMeTp) noptatusHoin SelfyCheck Regular.  [Ons nlpoaepkm
NpaBUbHOCTY (DYHKLIVOHMPOBAHUS CUCTEMBI MPUMEHSIOTCA KOHTPOMbHbIE pacTBopbl SelfyCheck
Regular H13komn, HopmManbHOM 1 BbICOKOI KOHLIEHTPALIMK U3 CTapToBOro Habopa B cocTaBe n3aenus,
nn6o nprobpeTatoTcst OTAENBHO.

[lns NpaBMMbLHOrO MCMOMb30BaHWS M3LENUsl, CaMoOBy4YeHMs U NOMyYeHUs HaBblka CAMOKOHTPOIIS
YPOBHSI [TI0KO3bl B KPOBYW B KOMMIEKTE C U3AENNeM MOCTaBMseTCs PyKOBOACTBO MO dKCrnyaTaLmm.

MpuHUMN NnpoBeaeHUs aHanusa

OnpepfeneHne rMioko3bl B Npobe KPOBM OCHOBAHO Ha W3MEPEHUM JMEKTPUYECKUX TOKOB,
BbI3BaHHbIX peakuymen rmoko3bl ¢ hepmeHTom Ha TecT-nonocke SelfyCheck Regular.

Mocne BBeAeHWs1 TECT-MONIOCKM B TECTOBOE rHe3do rrokomeTpa, Cuctema nogHocuTcst k npobe
KPOBM CBOOOAHBIM KOHLIOM TECT-MONIocku. KpoBb aBTOMaTU4ecku BTArvBaeTcs B kaHan Ans
abcopbuun, rae NPoMCXoanT peakuus. B xoae peakuun obpasyeTcs nepexofHbii dneKTpu4eckuit
Tok. CucTema cunTbIBaeT 3HAYeHWe Curbl TOKa, MOJTyYEHHOe MpY MPOTEKaHUM peakuun Mexay
(hepMeHTOM U rnioKo3oit B npobe KpoBW B peakLMOHHOM MNPOCTPaHCTBE TEeCT-MONockn W
paccunNTLIBaeT KOHLEHTPauMio YPOBHS [1K0KO3bl B KDOBM NO NPEAYCTAHOBIEHHOMY yPaBHEHMIO
nporpaMmbl, BCTPOEHHO B rOKOMeTP. BennynHa cuibl Toka 3aBUCHT OT KOHLI@HTPaLMUK [MoKO3bl
B KPOBU, NapTUW TECT-MOMOCOK, paBGoyero HanpshkeHust u Temnepatypbl. PesynbtaT oTobpaxaeTcsi
Ha aucnnee.

[Mpoby cBexeit LienbHON KanUnnspHOWA KPOBW NS U3MEPEHUS! YPOBHS MMIOKO3bl B KPOBU MOXHO
NONy4nTb He TOMbKO C KOHYMKA NanbLia, HO U C anbTepHaTUBHBIX TOYeK Tena.

6. MOKA3AHUA K NIPUMEHEHUIO
OcHOBHble NoKasaHWA NS NPUMEHEHNA MEeANLMHCKOrO N3aenus — caxapHbin anabet 1 1 2 Tuna.

7. MIPOTUBONOKA3AHUA K MPUMEHEHUIO
ABCOSMIOTHbIE MPOTUBOMNOKA3aHWS OTCYTCTBYIOT. MIMEIOTCS OrpaHnYeHmnst MPUMEHEHNS.

8. BO3MOXHbIE NOBOYHbIE AENCTBUSA
He ycTaHoBsneHsl.

9. OBJIACTb MPUMEHEHUA
MegunumHckoe uspenne  «Tect-nonockn  SelfyCheck Regular»
OHAOKPUHOMNOrnun.

10. NOTEHUMANBbHbIE NOTPEBUTENA

M3apenve MoxeT MCnonb30BaThCcA N0AbMU B JOMALLHNX YCNOBUSAX AN CAMOKOHTPOMA.

Mapenve MoxeT wuCnonb3oBaTbCs HenpogeccroHanami € PasnnyHbIMU  OUSUYECKUMUA 1
MEHTanbHbIMA ~ BO3MOXHOCTAMW,  HE  UMEKLMMM  CheumanbHblX — MEeAUUMHCKUX U
Hay4YHO-TEXHUYECKNX 3HaHWIA OTHOCUTENbLHO HabMioeHNs CofepXaHWs [MoKOo3bl B KPOBM,
npeaBapuTesibHO 03HAaKOMITEHHLIMM C PYKOBOACTBOM M0 3KCMITyaTauu.

11. OTPAHUYEHUA NPUMEHEHUA
TecT-nonocku NnpeaHasHavueHbl TOMNbKO AN HapyXHOMo NPUMeHeHUs! (ANs AarHoCTUKM in Vitro).
TecT-nonocku B cocTase CuCTeMbl —Henb3s MCNONb3oBaTb B Cyxol cpede, 0CO6eHHo B
NPUCYTCTBUM CUHTETUYECKIX MaTepManoB (CUHTEeTYeCKas OAeX/aa, KOBPbI 1 T.M.) MOXET NpUBECTM
K NOBPEXAEHUI0 CTaTU4ecknM paspsaom CucTembl U, Kak CneacTamne, K OlMboYHbIM pesynbTaTtam,
TecT-nonocku B coctaBe CUCTEMbl HEMb3A UCMOMb3oBaTh B HEMOCPEACTBEHHOW 6nin3ocTu oT
MCTOYHWKOB CUMbHOTO 3MEKTPOMAarH1THOrO U3MNyYeHns.

nom 5, nutepa B,

npUMMeHseTcsa B obnactu

A Tlpy NCNonb3oBaHUM CUCTEMbI B JOMALLIHKX YCIOBUSIX M3MEPEHUE MPOU3BOAUTCS TONBbKO Ha
obpasuax cBexen LenbHON KanunnspHon KpoBw;
A V3penve He npe/lycMOTPEHO K CaMOCTOATENbHOMY UCMOSb30BaHMI0 NULAMU, UMEILLMU
ocobble noTpeBHOCTW (AeTn Ao 18 neT, nHBaNUABI, ML cTapyeckoro Bospacra). Micnonbaosaxve
UMW U3nenus TpebyeT accUCTUPOBAHMUS 1 MOMOLLN.
A V3penve He npyMeHsieTCst ANsi NaLUMeHTOB C TAXeNbIMU MHGEKLMAMM, 3110Ka4eCTBEHHbIMM
OMyXOSISIM1, MacCUBHbLIMW OTEKaMM.
A'Viapenve He npeaHasHaueHo ANs AMArHOCTUPOBAHMS caxapHoro anabera.
A Vianenve He npeHasHa4eHo AN1s USMEPEHIUA YPOBHS FIOKO3bl B KDOBM Y HOBOPOXAGHHbIX
neten.
A Bo3MoxHble hakTopbl BMIUSHUS Ha pe3ynbTaTbl aHanuaa:
A TpoBepsiemasi kpoBb 6bina BblgaBreHa 13 nanbLia MHTEHCUBHBIM HaXaTUeM U MO3TOMY
COAEPXKUT TKAHEBYIO XNIOKOCTb.
A Cpok rogHOCTI TeCT-MOMNOCOK UCTEK (CPOK FoAHOCTY COCTaBMsieT 24 MecsiLa oT AaThbl
U3roTOBIIEHUS NTIMGO 6 MeCcsLieB CO AHS BCKPbITUS hriakoHa).
A TecT-nonockv XpaHunnch Npu HeHaanexalen Temneparype (Hagnexalas Temneparypa
XpaHeHus: oT +4°C go +40°C, He Gonee 85% OTHOCUTENbHOM BNAXHOCTH).

TecT-nonocku 6binn HeAOCTaTOYHO 3alLMLLEHb! OT BNaru.
A [leanHdbuumpyiolliee cpesCcTBO, UCNOMNb3yeMoe Npu npeasapuTenbHON Ae3nHdeKLn mecta
B3ATNSA NPOBLI KPOBU, UCMIAPUIIOCH C KOXKMN HE MOMHOCTBIO.

M3mepeHue NpoBeAeHO HEMBITbIMUA PyKamu.
A Tlocne MbITbsi pyki He Bbinu Cyxumu Anst NOCreaytoLLEero U3MepeHus caxapa B KposM.
A CrvuKoM BbICOKOE AaBreHne B KpOBU MOXET NPUBOANTL K MCKKEHUAM, 3aHIKEHHBIM
pesyrnbTataMm U3MepeHus.

YeHb BbICOKUIA U 04eHb HU3KUI remaTokpuT (Hmke 30% nnbo Bbille 55%) MOXeT NpUBECTM K

HenpaBunbHbIM pe3yrnbTataM. 3Ha4eHVe reMaTokpuTa AoIKHO ObiTb B AnanasoHe 30 %—55 %.
A Y NauMeHTOoB C CUMbHO MOHXKEHHBIM apTepuUanbHbIM AaBIEHNEM UMY HAXOAALMXCS B LLIOKE
BO3MOXHbI HETOYHbIE PE3YNbTaTbl.
A DHporeHHble  BelecTBa, €CTeCcTBEHHbIM 06pa3oM MpUCYTCTBYIOLWME B Tefie YeroBeka
(6unupybuH, MoyeBas KUCrOTa, [MyTaTWOH, TPUMMULEPMObl, [Opyrue MeAVKaMeHTO3Hble
XUMWUYECKNE COEIMHEHUS), @ TaKkke NekapcTBEeHHbIE mpenapaTbl HEe OKasbiBaloT 3HAYMTENbHOTO
BMUSIHUA Ha pe3ynbTaTbl U3MEpeHWs YPOBHSI [MIOKO3bl B KPOBW [IIOKOMETPOM, €CMK He
NPEBbILLIAOTCA HOPMaribHble KOHLIEHTPaLMK UMK UCMONb3YIOTCS 00bIYHbIE TepaneBTUYeckue Jo3bl.
Bhbicokoe cofepkaHue B KPOBU MOXET BUSTb Ha pe3yribTaThl aHanuaa. CneayeT BHUMATENbHO
OTHOCUTLCS K UHTEpNpeTaLuy Takux pesynbTaTos.
A TMauneHTam C HapylweHHoN nepudepnyeckon LMPKyNsUMEin KpoBW He pekoMeHayeTcsi
3abupaTb KpOBb U3 aribTepHATUBHbIX Y4acTKOB Temna, TakK Kak MomnyyeHHble nokasaHus moryT
oTnMYaTbCsi OT (HaKTUYECKOro YPOBHS IMOKO3bl B KPOBU. [1ogoGHble HECOOTBETCTBUSI MOryT
HabmiofaTbCsi B Credylolwmx  criyyasix: npu  TskerioM  00e3BOXMBaHUM B pesynbTaTe
nuabeTnyeckoro KeToaluaosa, runeprivkeMuu B pesynbTaTe CTpecca, rMnepocMOossipHomn
HEKeTOTUYECKOI koMe, LLoKe, AeKOMIEHCUPOBaHHON cepAeyHoii HepocTaToyHocTy |V knacca no
wkane NYHA unu OKKIMIO3MOHHON GonesHu nepudepunyeckux aptepuin.Owmnbkn namepexns
MOrYT MPUBECTU K HEBEPHBLIM MHTEPMPETaLusM U TeM CaMbIM K CEPbe3HbIM MOCMeACTBUSM As
3[10pOBbS.

12. YCNOBUA NPUMEHEHUA
Magenve npeaHasHayeHo [ANs MCMONb3oBaHMs B GOMbHULAX, MONMKMMHMKAX, MEAMLIMHCKUX
YUPEXAEHUSIX, MaLLMHAX CKOPOW NOMOLLM, @ TakkKe B JIOMALLHNX U MOMEBbIX YCNOBUSIX.

13. MEPbI NPEAOCTOPOXHOCTU NP NPUMEHEHUU
A TecT-NonockM NocTaBnAlOTCA W AOMKHBI XPaHUTLCA B MACTUKOBOM KOHTEHepe C MioTHO
3aKpbITOV KpbilwKoW. Cpady e nocne W3BreYeHUs OAHOW TECT-NMOMOCKN U3 KOHTeWHepa crieayeT
HeMe[IEHHO MIIOTHO 3aKPbITh KPbILLKY KOHTENHepa.
A TecT-nonockn npepHasHaveHbl Ans OJHOKPATHOTO MPUMEHEHWS!, MOBTOPHOE MPUMEHEHWE
3anpeLleHo 1 MOXET BbI3BaTb MePEKPECTHYIO MHAEKLMIO.

pu  WCronb3oBaHWM  U3denust  criedyeT cobniopate npasBuna  aHtucenTtukn. [Nepen
NpPUMeHeHeM HeoBXOOMMO BbIMbITb PyKM B TEMon BoAe C MbifioM nnbo Mcnonb3oBaTh

e31IHULIMPYIOLLYIO BRaXHYI0 candeTky, 3aTem AaTb KoXe NPOCOXHYTb.

TpebyeTcsi Ucronb3oBaTh CTaHAAPTHbIE MEPbI MPEAOCTOPOXHOCTY NPU 06PaLLEHNN C KPOBbIO.
Bce npobbl 1 maTepuanbl, C KOTOPbIMM KOHTaKTMpPOBAamn MNaLWeHT, cuMTalTcs Guonoriyecku
OMacHbLIMU, C HUMW HEO6X0AMMO 06paLLaTLCA Kak C NOTeHLManbHLIMU NepeHocUnKamMn MHdeKLum.

M3apenve copepxuT menkue aeTanu, CnocobHbIe Bbi3BaTh yAyLULE 1 TPaBMbI Y AeTel Mnajllerg
BO3pacTa npu BAbIXaHUM 1 NpornatbiBaHuu. Vi3genvie cneayeT XpaHUTb B HEAOCTYNHOM Anst AeTen
mecTe.

AHenb3s BbIHIMATL TECT-MOMOCKY W3 TECTOBOO rHE3Aa [MIOKOMETPa BO BPEMS BbIMOMHEHUS
aHanusa.

CamocTosiTensHoe onpeaeneHne YpoBHs TMOKO3bl B KPOBW HE MOXET 3aMEHUTb MOCTaHOBKY
[uarHo3a Bpa4yoM WIU PeryrsipHble BU3NTBI k Bpady. CamMoTeCTUPOBaHUE YPOBHS ITTHOKO3bl B KPOBM
criefyeT UCMomnb30BaTh MiALLb NOCIE NOMyYeHNst NOAPOGHbLIX MHCTPYKLMIA OT KBaNMAULIMPOBAHHOTO
Bpaya-crewLuanncTa (3HAOKprHorora) no HabioAeHUIo 1 neYeHnto caxapHoro avabeta.

14. OIMICAHUE N TEXHUYECKUE XAPAKTEPUCTUKU
14.1 Tect-nonocku SelfyCheck Regular

4 TecT-nomnocka coCTOUT U3 CriefyloLuMx YacTeit:
1. Kanan ansa abcop6umu .
[[™\_3 Obnactb KoHTakTa TecT-nornocku ¢ npoGow kposu.
Mpw conpukocHoBeHUM abcopbLmst NPOUCXOANT aBTOMATUHECKM.
2. OKHO noATBepPXAEHUA
3anosiHeHne okHa CBMAETENIbCTBYET, YTO KOMMYECTBO KPOBW [OCTATONMHO AnNsi
aHanusa.
3. OCHOBHas 4acCTb TECT-MOMOCKU
O6nactb yaepxaHusi TECT-NOSMOCKM NpU BCTaBKE TECT-MOMOCKM B TECTOBOE
3 rHespo.

4. KoHTaKTHbIe nonocsbl

O6nacTb KOHTaKTa TECTOBOrO rHe3/1a U TECT-MOSIOCKN.

Mpn BBEJEHUM TECT-NONMOCKW B TECTOBOE THE3/0, [MIOKOMETP BKIIIOUNTCA

4 asTomaTM4ecku.
A Tecm-nonocka ecmasrnsemcesi 88epx UUEeol 4acmbto, MIomHo 0o yropa.
A Ecnu KoHmakmHble Molockl Mecm-ronocku He 00 KOHUa ecmaesieHbl 8 eftokomemp,
pe;;ynbmam mecma mMoxem bbimb HerpasulbHbIM.
A Tecm-rionocku 0omkHbI GbiMb _UCMONB308aHbI 8 MedeHue 6 Mecsiuee ¢ MoMeHma nepeozo
6CKpbIMUsI ¢hriakoHa (HO He ro3dHee 24 Mecsuee ¢ MOMeHma u32omoesieHus]). Heobxodumo
sanucame 0amy nepeo2o 6CKPbIMUS KOHMeUHepa Ha €20 dMmuKemke.
ATllocne usenedeHusi mecm-nosiocku us KoHmeliHepa Heo6Xo0uMO cpasy MIOMHO 3aKpbimb
KOHmMelHep.
Mpukacambcsi K MeCM-NosIocKe criedyem mosbKO YUCMbIMU U CYyXUMU pyKamu. Mcrons3oeames

KaxOyto Mecm-rosiocKy cpasy xe roce Usbsmus U3 KoHmelHepa.
A He ucrionb30eams Mecm-foocKu noce UcmeyeHus cpoka 200HocCmu. 3mo Moxem rpusecmu
K 1071y 4€HUI0 HEMPasUIIbHbIX Pe3y/ibmamos.
A He caubamb, He pezamb u He 0eghopMuposams Mecm-ronocKU.
TexHUYeckue XxapaKTepUCcTUKM
Mogenb
XuUmMmnyeckme KOMMNOHEHTbI

TD-4309

depmeHT Miokosookenaasa 13%
®eppuunanng 39%

docdart kanusa 6%
KapbokcumeTunuennionosa 42%
7,5 x 36,06 x 0,5 (+0,2) Mmm
53,0(x0,5) mm, @ 30,46(0,25) mm.
0.17 (+ 0.003)r.

- 10 wt B koHTenHepe: 17,8 r + 10%
- 25 WT B KOHTeMHepe: 20,4 1+ 10%
- 50 WT B KOHTENHepe: 24,8 1 + 10%

abapuTHble pa3Mepbl TECT-MONOCKY:
[aGapuTHble pa3mepbl KOHTelHepa:
Macca ogHoI TECT-NONOCKU:

Macca 6pyTTO KOHTENHEpa:

O6bem nNpobbi: 0,5 mkn
EavHuubl n3amepenms: Mr/an unm Mmons/n
Bpewms peakuuu: 5¢
[lnanasoH namepenus: 1,1 — 33,3 mmonb/n (20-600 mr/an)
AHanuT: D-rnioko3sa
| depmeHT: - GOD (rnioko3ookengasa) -

“MnanasoH rematokputa: | 30 % —55 % 1
CpOK rogHOCTH: [ 24 Mecsilia OT AaTbl M3rOTOBNEHMS 60 6 MECSILIEB CO HS! BCKPLITUS! KOHTEMHEpal
Tun npo6bi: |cBeXan LenbHas KanunsipHasi KPOBb

14.2 KpaTkoe onucaHue U3genuii, npeaycMOoTPeHHbIX ANA UCMONb30BaHUA ¢ 3asiBneHHbIM MU.

14.2.1 . FTmokomeTp SelfyCheck Regular

[MepenHss naHerb. o

3aaHasa naHernb. ﬂ 9
Kpbilwka 6aTapeiiHoro otceka. | —
Oucnnen. -
OcHoBHas KHorka.
KHonka SET (KHonka ycTaHOBKM).
TecToBoe rHesao.
Kpbilka nopTa gaHHbIX.

FNOORON=

e,

TD-4287

Jlntnesas 6atapes Ha 3B paamepom CR2032

JKK[, nogcBeTka oTCyTCTBYET

150 n3mepeHwuin ¢ JaTon 1 BpeMeHeM

BHeLHWI BbIXoA: kabenb MuHn-USB

Tun cepmeHTa GOD (rntoko3ookcuaasa)

Bpewms aHanusa: 5c.

EanHnLbl nameperns: MI/An v MMonb/n

[lnana3soH n3mepeHui: ot 1,1 ao 33,3 mmons/n (o1 20 go 600 mr/gn
Paspelatouias cnocobHocTb (war nsmepenus): | 0,1 mmons/n (1 mr/gn

T =§+@E|E

-0
N

[ Mogens
|_McTouHuk nutaHus:
Owvcnnen:
MNamsaTb:

O6bem npobbl: 0,5 mkn
|_YpoBeHb remaTokpuTa: 30 %-55 %
| MoTtpebnsiemas MOLLIHOCTb: 14,12 MBT

aGapuTtHble pa3mepsbi:
Macca (c 3neMeHTOM nNuTaHus): 30r+(15%)
Bpems yctaHoBneHust paboyero pexuma: 5 cek
Bepcusi M0 2011_0309 PM 02:08

[lononHutenbHble (yHKLMK: ABTOMaTHYeCcKoe onpeaeneHne HaHeceHns npobbl
| ABTOMaTU4ECKOE OonpeferieHne BCTaBKU dnekTpoaa
ABTOMaTU4eCKMin 06paTHbI OTCYET BPEMEHU peakuum
‘ ABTOMaTMYeCKoe BbIKMoYeHne Yepes 2 MUHyTbl b6e3gencTens
MpeaynpexaeHue o HapyLLeHUN TeMMNepaTypHOro pexvuMa

14.2.2 KonTponbHble pacTBopbl SelfyCheck Regular

KoHTponbHbiii pacteop SelfyCheck Regular npegHasHayeH Ans ucnonb3oBaHUs ¢ TECT-Monockamu
SelfyCheck Regular. KoHTponbHblii pactBop SelfyCheck Regular ncnonbsyetcs ans I'IPOBepKM
Cuctembl_Ans onpefeneHns YpoOBHS TNOKO3bl B KpoBMW (rniokomeTp) noptatuBHoi SelfyCheck
Regular. [laHHoe nsgenue npegHasHa4yeHo TOMbKO ANs ANarHOCTWKY in vitro.

28,14 x 103,43 x 15,1(x0,3) Mm

['Mogens KoHTponbHbI pacTBop SelfyCheck Regular Low (Huakuit) TD-4910
| KoHTponbHbiii pactBop SelfyCheck Regular Norm (HopmanbHsbiit) | TD-4911
KoHTponbHbiii pacTBop SelfyCheck Regular High (Bbicokwit) TD-4912
| HoMuHanbHbI 06bem cnakoHa | 4 mn
! TabaputHble pasmepb! hniakoHa | 58,2(x0,6) Mm & 17,5 (+0,35) Mm
| Macca 6,6 r+10%
CocTaB YposeHb | Low (Huskwuit) | Normal (HopmanbHbin) | High (Bbicokuit)
‘ Cocras
D-rntoko3a 0,05% 0,08% 0,2%
| (2,9 +0,5 mmonb/n) (4,7 0,7 mmonb/n) (11,1 +£1,7 Mmmonb/n)
| R T i) 99.9% 99.87 % 99.75 %
| AwmapaHT 0,05% 0,05% 0,05%

He ncnonb3oBaTh KOHTPOSLHbIA PACTBOP MOCIE UCTEHEHWS CPOKa FrOJHOCTU UK cnycTs 3 mecsua
nocne nNepBWYHOTO BCKPbITUS hnakoHa. Heobxoaumo ykasaTb AaTy BCKPbITUSI Ha drnakoHe
KOHTPOIbHBIM PACTBOPOM W YTUNM3MPOBaTh OCTABLUMICS PAcTBOP MO UCTEYEHWUN 3 MECSILIEB.
TecT C KOHTPOMbHBLIM paCTBop0M§eKomeHng/eTcn npoBoanTb Npu Temnepatype ot 20 °C go 25 °C
1 oTHocuTenbHou BnaxHoct oT 30 % Ao 85 %. MNepen npoBefeHnem Tecta yb6eanTbecst B TOM, YTO
KOHTPOIbHbIN PacTBOP, FMIOKOMETP U TECT-NOMOCKMN HAXOASTCS B NpeJenax ykazaHHoro uanasoHa
Temnepatyp. [leped uWcnonb3oBaHMEM BCTPsiXHYTb (prakoH. He pekomeHayeTcsi CUIbHO
BCTPsIXMBATb (hriakoHbl BO U3GexaHue ny3blpbKoB.

15. KCMNYATALMUA

15.1 NpoBepka paboTbl CUCTEMbI C UCMONb30BaHNEM KOHTPOIBHOIO pacTBopa
PekomeHayeTcsi NpoBOAMTL CaMOCTOSITENbHYKO MPOBEPKY COBMECTHOM paboThbl rnokomeTpa U
TECT-NONOoCKW MpW MOMOLLUM _KOHTposribHoro pactBopa SelfyCheck Regular  (noctaensieTcst B
cTapToBOoM Habope uny npuobpeTtaeTtcs oTAeNbHO). KOHTPOMbHbLIN PacTBOP NOMELLEH BO (DMakoH ¢
repMeTUYHOIN KpbilKoW. ®nakoH ¢ mapkupoBkoi «Low» (Huskuin) Heobxoaum Ans npoBepku W
OTOBPaXKEHUS HU3KOrO YPOBHS [71I0KO3bl, (hf1AaKOH C  MapkupoBkor «Norm»  (HopMarbHbIN)
Heobxo4uM AN NPOBEPKN 1 OTOBPaXeHNs1 HOPMArbHOrO YPOBHS MMIOKO3bI, (PAaKOH C MapK1POBKOM
«High» (BblCOkuI1) HEOGXOAMM AN NPOBEPKU U OTOBPaXKEHUSI BbICOKOTO YPOBHS TTHOKO3bI.
[orycTuMbIN Anana3oH pesyrnbTaToB Npy aHanmse KDHTpDanOI’Og)ECTBOpa yKkasaH Ha KOHTeliHepe
C TecT-norockamu. [N nornyvyeHWsi TOYHbIX pe3ynbTaToB HEODXOAMMO PerymnsipHo MpOBOAWTHL
noao6Hyto AMarHoCTuKy.

TeCT ¢ KOHTPOSIbHBIM PAaCcTBOPOM CrieflyeT NPOBOANTb:

* NPY NOJ03PEHUMN Ha TO, YTO ITIIOKOMETP WIIN TECT-MONOCKN PaboTaloT HEKOPPEKTHO;
NpY NOAO3PEHUAX HA HETOYHOCTb MBMEPEHMNIA;
* ANS TPEHNPOBKM NPOBEAEHNS U3MEPEHMNIA;
* NPV NafeHnu yCTPOWCTBA UMW NPU NOLO3PEHUN Ha ero NoBpexaeHue.
[ins npoBefieHUst Tecta C KOHTPOIbHBIM PACTBOPOM BaM NOHaA0OWUTCS TMIOKOMETP, TECT-MOMOCKN
1. BcTaBbTe TeCT-NONOCKY
BcTaBbTe TECT-MOMOCKy B TECTOBOE rHe3ao
KOHTaKTHbIMU NONI0CamMm Briepes, 1 BBEPX.
[MoKOMeTp BKIIOYMTCSI aBTOMATUYECKM,
2. OTMeTbTe TeCT C KOHTPOJIbHbIM PacCTBOPOM
HaxmnTe OCHOBHYIO KHOMKY [AN1AA TOro, 4TO6bl OTMETUTH TECT C KOHTPOMbHLIM PACTBOPOM.
Mpwu oTobpakeHun cumsoria ‘QC’ Ha avcnnee ycTponcTea

e3ynbTaTbl TECTA HE COXPaHSATCS B NaMATH. 575

>
>

KOHTPOIbHBIM PACTBOPOM, CHOBA HaXXMUTE
OCHOBHY!0 KHOMKY 1 cumBon ‘QC’ ncyesHer. N
ATlpu nposedeHuu mecma ¢ KOHMPOTbHbLIM pacmeopomM Heobxodumo nepexodums & pexum «QC»,
4mobbl pe3ynbmam He COXPaHs/ICS 8 maMsimu ycmpolicmea eMecme ¢ pesy/bmamamu mecma ¢
namsmu ycmpoticmea ¢ pesyibmamamu mecma ¢ KOHMPOIIbHbIM Pacmeopom.
3. HaHecuTe KOHTPONbHbIW pacTBOp
Mepen oTkpbITMEM hriakoHa TpeByeTcsi HECKOMNbKO pas
nepeBepHYTb 3aKPbIThli (ONakoH (He BCTPSXMBaTh). \ Y
KOnna4ok cnakoHa, 3aTem K kansne noHoCUTCs TecT- \/, )
nornocka, BCTaBeHHasi B rMOKOMETp.
IMpu conpukocHoBeHun kaHana ans abcopbumm TecT-
MONOCKM C Kanmnemn KOHTPONbHOro pacTeopa,

* NPV HECOOTBETCTBUM PE3YNbTATOB M3MEPEHNS TTIOKO3bI B KDOBY BalLeMy Camo4yBCTBUIO, GO
1 KOHTPOIbHbI pacTBOp.
& PR

Ha QMCrnee NosBUTCS CUMBON «8».

Crin Bbl peLLnTe He NPoBOAUTL TeCT C
KpOBbI0. B pomueHoM criyyae pe3ynbmamsl mecma ypoeHsi 2/I0K03bl KpO8U CMewarmcs 8
Kannsi KOHTPOMbHOro pacTBOpa HAHOCUTCS Ha YUCTbIN
BCachbIBaHWE NPOUCXOOUT aBTOMATUYECKU.




A Bo usbexaHue 3a2psi3HeHUsI KOHMPOIIbHO20
pacmeopa He HaHOCUMe Pacmeop HernocpedCmeeHHo
Ha mecm-rosocky.

4. CuyuTanTe u npoBepbTe pe3ynbTaT

OKHO MoATBEPXKAEHWS TECT-NOMNOCKM 3aMOSHUTCS Npyu
[I0CTaTOYHOM KonM4ecTBe npobbl, nocrne Yero
TMIOKOMETP M3AACT 3BYKOBOW CUTHAI W MPUCTYNUT K

¢
npoBefeHuto aHanusa. MNocne okoH4YaHus 06paTHOI’O X m
oTcyeTta oT 5 o 0 Ha Aucnnee NOSABUTCA peaynbTat

TecTa C KOHTPOIbHbLIM pacTBOpoM. CpaBHUTE MOMyYeHHbI Pe3yrbTaT ¢ AnanasoHoM, YkadaHHbIM
Ha KOHTelHepe TecT-Mnonocok. Pe3ynbTaT formkeH ObiTh B Npefenax aToro AvanasoHa.

Ecnu pe3ynbTaTt HaxoAuTCA BHE yKa3aHHOro AvanasoHa

Ecnu nosTopHble pesynbTaTbl TecTa NpOAOHKaloT He nonafaTh B ykasaHHbI Ha KOHTeliHepe
nuanasoH, npubop ~ MoxeT  paboTaTh/MCMONb3oBaThCA  HEMPaBWILHO NGO  BO3MOXHA
HECOBMECTUMOCTb rrntokomeTpa W TecT-nonocok. HE WMCMNONb3YUTE aToT KOMNNekT Aans
TecTupoBaHus obpasua kpoBu. O6paTuTech 3a MOMOLLbIO B Cnyx6y NogAepxku unu B MecTo
npvodpeTeHus.

A [uana3oH 3Ha4yeHuli O mecma ¢ KOHMPOIIbHLIM PacmeopoM, yka3aHHbIU Ha KoHmelHepe
mecm-nonocok, npedHasHayeH MOJIbKO Ofisi OUEHKU pe3ynbmamos mecma C KOHMPOSbHbIM
pacmeopom. Imom duanasoH He siefisiemcs pekomeHdayuell no codepxaHuro 2oKo3bl 8 KPO8U.

15.2 NpoBeaeHue TecTa ¢ Npo6oi KPOBMU

[ins BbINOMHEHWs TecTa BaM NoHapobuTes:

1. FniokomeTp SelfyCheck Regular.

2. Tect-nonocku SelfyCheck Regular.

3. KoHTponbHble pactBopel SelfyCheck Regular (Low, Norm, High).
4. Pyyka ans npokanblBaHust aBTomaTndeckasi (C HaKOHEYHUKOM).
5. NaHueTbl SelfyCheck.

KomnnekTtaums CucTeMbl ykasaHa Ha yrnakoBke.

YT06bI CHU3NTL PUCK 3apaxeHus:
A Hukoz0a He nonb3ylimecb OOHUM naHUemom unu pyykol Ons npokanbieaHus eMecme C
Opyaumu modbmu;

ecez0a ucnornb3ylime HOBbIU cmepurbHbIl naHuem. JlaHyems! npedHa3HayeHbl MOMbKO Ons
00HOPa308020 UCMOTb308aHUS;
A usbezalime nonadaHusi /0CbOHOB, Macell, 2psidu U UHOPOOHBIX Yacmuy Hympb unu Ha
108epxXHOCMb N1aHUemoe U asmomamuyeckol pyyku Orisi pOKaribieaHUusl.
1. MoaroToBka aBTOMaTMUYECKOW PYYKM ANsi NPOKanbIBaHUsi K TECTUPOBaHUIO KPOBU

1. ToBepHWTE KONMNayoK pyyku Ans 2. BcTaBbTe naHuUeT B AepxaTtenb 3. CHumunte
npoKanbIBaHWsi U CHUMHUTE ero, naHueTa 1 HaaBuTe Ha Hero, 3aLLUTHBINA KONNAYOK C NaHLeTa.
MOTSHYB BBEPX. YTOGbI HAAEKHO 3aKpenuTb.
[epxuTe pyuky
3a kopnyc

yCTpONCTBa,
a He 3a Konna4ok

4. HapeHbTe konnayok pyyku obpaTHo

2.'Ypanute yCTpOICTBO C MecTa npokora. lMocre BbINonHeHust npokona
yAanuTe nepByto Kamnmo KpoBK C MOMOLLbIO YUCTOW BaTbl. .
OcTopoxHO HafaBuTe Ha MECTO Npokona, YTobbl cobpaThb eLe ofHy Kanso
KpoBU. ByAbTe akkypaTHbI, 4TOObI He cMa3aTb o6pa3eL] KpoBy.
aHecuTe obpaseL] Ha TeCT-MONOCKyY.
ATpu kaxdom usmepeHuu ebibupatime Hogoe Mecmo. HeoOHOKpamHbie MpoKosbl
8 00HOM U MOM e Mecme Mo2ym roeneys 3a coboli 60me3HeHHbIe oUW eHUs U npusecmu K
nosieneHuo mosoned.
A lpokoHcynemupyimecst ¢ 8pa4om neped 3abopom Kposu
U3 arlbmepHamueHbIX Mecm.
A PexomeHOyemcs ydanums nepsyro Kariwo Kposu,
mak Kak oHa Moxem codepxamb MKaHea8yr XUOKOCMb, \/ X
4mOo MOXem UCKa3umb pe3ynbmam u3MepeHUs.

Ucnonb3ylime asmomamuyecKyio py4Kky Orisi MpoKasbieaHUsi, 4¥mobbl MPOKOIOMb KOXY.

ocre ebinonHeHusl Mpokona yoanume rnepsyio Karso Kposu ¢ MoMowbio Yucmoti 8amei.
Heobxodumo nonyyums He meHee 0,5 Mk obpasya kposu. OCMopoXHO Hadagume Ha Mecmo
npokora, 4mobbi cobpamb euwe 00HY Kario Kposu.
obpa3sey Kkposu.

5. HaHecuTe oGpaseu kpoBu

yObme aKkKypamHsl, 4mobbi HE cmasamp

MogHecuTe Kanmio KPoBU K BMUTLIBAIOLLEMY OTBEPCTUIO
TECT-MONOCKM, iepXKa TECT-MONOCKY MOZ HAKIMOHOM.
KOHTpOsbHOE OKOLLKO TeCT-MOMOCKN 3anofHUTCS npu
%}CTGTOHHOM KonuyecTse obpasLia kKpoBu

HE YBUPAUTE naneuy, noka He ycribiwume 38yKogou
cuaHar.

A He npuxumatime Mecmo ykosia K mecm-nosocke u

He pa3masbiealime Kposb.

A Ecnu 8 meyeHue 3 MuHym obpa3seu Kposu He 6ydem HaHeCeH Ha Mecm-fonocKy,
ycmpolicmeo asmomamu4ecKu omkmo4umcs. [ins Ha4ana Ho8020 uamepeHusi Heobxodumo
ydanume U 3aH080 6CMasuMb MEeCM-roocKy.

A OkHo nodmeepxdeHusi AOMKHO 6biMb MOMHOCMBIO 3aMONHEHO KpoBbHo Arisi Havana
obpamHozo omcyema. HUKOIJA He neimalimecs dobasumes 00NONHUMETbHOE KOIUYecmeo
KpOB8U Ha MecM-MoIoCKy Mocae moao, Kak ernumarnack nepeasi Karnss. Msenekume
UCronb308aHHY0 MEeCM-MOIOCKY U 08mopume UsMepeHue ¢ Ho8ol Mecm-ronoCcKou.

Ecnu eam He yOaemcs 3anonHums 0kHO noomeepxoeHusi, obpamumech 3a MoMOUibIo K

16. KOHTAKT U3OENUA C TENIOM YENTOBEKA
TecT-nonocku KpaTKOBPEMEHHO KOHTaKTUPYIOT C MOBPEXAEHHOW KOXEN.
[Mpun 3roToBNEHWM U3AENUs He UCMONb3YIOTCS KOMMOHEHTbI XXMBOTHOrO NpoucxoxaeHus. Manenve
He COOEepXWT B COCTaBe BeLLecTB, KOTOPble MOryT paccMaTpuBaTbCA Kak NeKkapCTBEHHble
npenapatbl unu apmaLeBTudeckve. B nsaennn He ncnonb3yloTcs MaTepuansl G1oornieckoro
ngomcxom,quwﬂ,Krll{)e,qHaaHaquHble Ansi nepepaGoTKv U MOBTOPHOTO MPUMEHEHUS.
17. MAPKUPOB|
MapkupoBKa Kopryca KOHTeHepa C TeCT-MONIOCKaMU COAEPXUT crieflytoLlyo MHhopMaLmio:
HauMeHOBaHWe, Mofenlb, TOBapHbI 3HaK, HauUMeHoBaHWe W aapec MpPOWU3BOAUTENs,
HauMeHoBaHWe 1 aapec YNONIHOMOYEHHOro NpeacTaBuTens, TenedoH ropsven IMHUA, CEPURHbIN
HOMep, MeCTO A1 yKasaHWsi AaTbl BCKPbITUS, KOMWYECTBO TECT-MONIOCOK B yNakoBKE, CYMBOS
«OcTopoxHo! ObpaTutech k pykOBOACTBY MO 3KChnyatauuuy», cumeon «Mcnonb3osaTb go» (B
copmate [TTT-MM), cumson «MeavuMHCcKoe u3fenue Anst AWArHOCTUKM in vitro», cumBon
«TemnepaTypHbli AvanasoH»; CUMBON «[lanasdoH BNaXHOCTU», CUMBON «3anpeT Ha NOBTOPHOE
NpVYMeHeHney»; AnanasoH Ans Ka4eCTBEeHHON WHTeprpeTauun U3MepeHHbIX 3HaYeHU B eauHMLax
MMOMb/N U _Mr/AN_ (HU3KUIA, HOPMarbHbIN, BbLICOKMA YpOBEHb) ANS KOHTPONIbHOrO pactsopa (B
cdopme Tabnuubl); Hagnucb «Wcnonb3oBaTe Tonmbko c Cuctemoit SelfyCheck Regular wu
KOHTponbHbIMU pacTBopamu SelfyCheck Regulary; Hagnuce «Mcnonb3oBath B TeYeHne 6 MecsiLes
nocrie ge BOTO BCKPbITUSI»; HaAnucb «He 3aMopaxuBaTb»; BHYTPEHHWI KOA ITWUKETKW; JaTta u
Homep PY.
MapkupoBka Ha MOTPeGUTENbCKOM YMaKoBKE TECT-NONIOCOK COAEPXWUT: HauMMeHOBaHWe,
Mofenb, TOBapHbIi 3Hak, HaMMeHoBaHWe M adpec NpPOM3BOAMTENs, HaMMeHOBaHWe 1 aapec
YNOMHOMOYEHHOro NpefcTaBuTens, TenedoH ropsiien JIMHWW, CEePUHBLIA HOMEp, MecTo Ansi
yKasaHWs fAaTbl BCKPbITUS, KOMWYECTBO TECT-MOMOCOK B ynakoBke; cumBon  «OcTopoxHo!
ObpaTtnTech k PpykoBOACTBY MO 3KCrfyaTauuuy»; cumson «McnonbsosaTb Ao» (B ¢opmate
[TTT-MM); cumeon «MeauunHckoe U3aenve Ans AWarHocTukK in vitro»; cumeon «He gonyckatb
BO3/ENCTBUS CONMHEYHOro ceeTa»; cumBON «bepeuyb OT Bnarn»; cumson «TemnepaTypHbIi
AvanasoHy; cuMBON «3anpeT Ha MOBTOPHOE MPUMEHEHWEY; BPEMSi U3MEPEHUS ANS NonyveHus
pesynbTata (5 c); Hagnuck «Mcnonb3osath Tonbko ¢ Cuctemoit SelfyCheck Regulary; Hagnuces,
«Mcnonb3oBaTh B TeueHUe 6 MecsiLeB Mocre MepBoOro BCKPbITUSY; BHYTPEHHUN KOA ITUKETKW;
TenedoH ropsiyen nuHuKM, Homep 1 gata PY.

CUMBOIbI, UCMONb3yeMble B MapKUPOBKEe MeAULIMHCKOro u3genus
CvmMBON MapK1poBKK Pacwudposka cumsona
MpownssoaunTens
Homep napTuv usgenusi no cucteme HymMepauun 13roToBuTenst

sawemy freqawemy epady unu 8 cryx0by noodepx;Ku.
6. CuuTbiBaHue pe3ynbTaTa
PesynbTat namepeHwsi ypOBHSI ITIOKO3bl
B KpOBW ByeT COXpaHeH B NamsaTi
ymgoﬁcma aBTomatuyecku (100 mr/an = 5,5 mmons/n).
A CunbHoe 06e3soxueaHue U Yype3mepHas nomepsi 800b!

Mo2ym npusecmu K momy, 4mo roKasaHus gy@ym Huxe delicmeumerbHbix. [Npu nodospeHuu

Ha cunbHoe 06e380oX)usaHue HemMedIeHHO 0bpamumech K epauyy.

A Ecnu nokasaHusi yposHsi 21itoKo3bl 8 KPO8U HUXE UrU 8bILUe HOPMbI, @ COOMeemcmeayowue
cumnmoms 3abornesaHusi omcymcmayiom, npexade ecezo, mosmopume mecm. Ecnu cumnmomsi
npuCymcmeyiom Usiu ecriu Mo8MmopHble_UMepeHuUst podormkatom rokasbieams pesynbmambl,
KOMOPbIe HUXE UIU 8bllue HOPpMbI, criedylime peKkomMeHOayusIM 8ale2o feyawe2o epaya.

A [lns usmepeHus yposHs 2/1t0KO3bl 8 KpOBU UCMONb3yime moJibKo ceexue 0b6pa3ubl UesbHoU
Kposu. [Tpu ucronb3oeaHuu UHbIX 06pa3yos pesynbmamsl 6y0ym HEe8epHbIMU.

A Ecny, né)u YCr108UU MOYHO20 COBIII00EHUS UHCMPYKUUL, U3/T0XKEeHHbIX 8 Hacmoswem
pyKosoOcmee, y 8ac UMemMcsi CUMIMMOMbI, He COOmMeememeayiowue peynsmamam

usmepeHuli, obpamumecs K saweMy fedauiemy spady.

CucTema no3BosISEeT MoslyyaTb pe3ynbTaT IKBUBANEHTHbIN 3HA4YEHWIO ATls NNa3Mbl KPOBU.
BpeMﬂ n3amepeHus leana:aOH HOpMarnbHbIX 3Ha4YeHun YPOBHS ITHOKO3bl B Nna3me Kposu
ANA niogei, He cTpagatolmx auabeTom (mr/an)

HaTtowak unu nepea egon | < 100 mr/an (5,6 mmonb/n)

CnycTsi 2 Yaca nocne efbl | < 140 mr/an (7,8 mmonb/n)

A [pokoHcynbmupytimecs ¢ neYaujum epaqom, 4mobbi onpedenums nodxodaujuli eam yeneeoli
duarasoH 3HayeHul.

YpoBeHb KOHLEHTpaLuMW rmioko3bl B KPOBM UMW Miasme MOXET BbipaxaTbCsi B eAuHuULax Beca

(Mr/an) unu MONSPHOI KOHUEeHTpauuu (Mmonb/n). [puHUMN NpuGNU3NTEnbHOTO nepecyeTa

3HaYeHust Mr/an B MMOMb/N CreayoLwmi:

5. YaepxuBaiTe konnayok 1 Bbibepute
rnyGuHY Npokona, noBopayneas
PEryNMpYemblit HAaKOHEYHMK B Nl0GOM
HanpasneHnm, Takum o6pasom, UTobb!
CTperika Ha Kofinauke ykasblBana
Ha Tpebyemyto rnybuHy npokona.

6. MoTsiHuTe 3a obnacTb per
HaKroHa Ao ujenyka. Koraa usnenve
Gy/aeT roToBo K UCNOMb30BaHMIo,
LIBET MYCKOBOI KHOMKN M3MEHUTCS.
Ecnu 8bl He yerbiiany wendxa,
803MOXHO, YCMPOLICMBO 3aKIUHUITO
neped ycmaroeKou nanuema.

V NOBEPHITE €r0 A0 Lenyka,
4TOBbI 3aKPENUTL Ha MECTe (CM. puC. ).
Konnayok 3akpensieH, eciu
VMHAVKATOP KPENMEHUs HAXOAUTCS
B KPaiHEM NPABOM MONOKEHNN.

2. BctaBbTe TeCT-NOJSIOCKY B IMIOKOMEeTP ANA ero BKn4yeHnsa

[oxauTtech NosBNEHUS CUMBOSIA «§» Ha aucnnee.
3. BblGepuTe noaxoasnLmi pexum uamepeHus
Ha ycTpoicTBe npesyCMOTPEHO YEThIPE pexnuMa 3MepeHus:

General (06w.), AC (no eabl), PC (nocne efpl) n QC (KOHTpOnb KayecTsa).

PEXWM YCIOBUA UCTMOMb30BAHNA
General B Nto6oe BpEMS CyTOK, HE3aBUCUMO OT NpremMa NuLm
AC MWHMMYM 32 8 YacoB 0 edbl

PC yepes 2 yaca nocne eabl
QcC AVarHoCTuKa C KOHTPOJSIbHbIM PAacTBOPOM
MepekntoyeHre pexxMMoB OCYLLECTBSIETCS CrieayoLLmumM o6pasom:

1. BcTaBbTe TECT-MOMOCKY B BbIKIIOYEHHOE
KlCTPOVICTBO, YTOGbI BKMKOYNTH €ro.

a aucnnee NosiBUTCS MUTaoLLniA
cumBon «&»
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2. Haxumarite OCHOBHYO

KHOTKY A5 NepeKIioyeHnst
exumoB General, AC,
CnQC.
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4. MonyyuTte o6paseL; KPOBU

MoarotoBka MecTa 3a6opa KpoBuU

Ha kayecTBO nony4YeHHOro peaynbTaTa U3MEPEHWsi YPOBHS [MIOKO3bl B KPOBU CyLLECTBEHHOE

BIMsiHME OKa3bIBAET CTUMYNMPOBaHUE KPOBOODPALLEHIS, ATt 3TOrO MOTPUTE MECTO yKona rnepea

3abopom kpoBu. [lokasaTenb COAEPXaHWS [TIOKO3bl B KPOBW, B3SITOM U3 MecCTa, KOTOpoe

npeaBapuTeNlbHO He pacTupanocb, CYLIECTBEHHO OTIMYaeTCst OT rokasaTens copepXaHus

IMoKO3bl B KPOBW, B3STOI U3 NanbLa. PacTupaHue mMecta ykona nepej B3sTMEM KPOBM NO3BONSET

3HAYNTESIbHO YMEHBLUNTD 3Ty PasHuLly.

Moxanyiicta, cobnionaiTe crneayiolme ykasaHus nepes B3ATUEM Kannu KpoBu:

A Bbivolme u 8bicywume pyKu reped mem, Kak npucmynums K npoyedype.

A Bb/Gegume MecMmo yKorna Ha KOHYUKe nanbua usu Ha dpyaoll yacmu mera.

A [leped npokonom nompume mMecmo ykona 8 meyeHue npumepHo 20 cekyHO.

A [Mpompume mecmo ykona 0e3uHguyupyrowel canghemkod,
alime Koxe 8bICOXHYMb.

3abop kpoBM U3 nanbua

1. MNpokonuTe nanewy

MNOTHO MPKMUTE HAKOHEYHUK PYYKI AN MpoKasblBaHWs

K HVKHEl YacTu nogyledkn nansua.[ina BbiNonHeHNs npokona

HaXKMWTE MYCKOBYIO KHOTKY. 10 BbINOMHEHNM NPOKONa NPO3BYYNT LLEMYOK.

[ mr/an [ pasgenute Ha 18 | = mmonb/n | Hanpuwep,

= 1. 120 mr/gn +18 = 6,6 mmonb/n;
[ mmonb/n | ymHoxutb Ha 18 | =mr/ign | 272 MM(flI'Ib/J'I x 18 = 129 mr/an

(pe3ynbTaTbl NepecyeTa NpUGNU3NTENbHbIE).

7. YTunusaums ncnonb30BaHHbIX MaTepuanos

V3BneyeHne ncnonb3oBaHHON TECT-MOMOCKN

M3BneknTe TECT-MONOCKY, [MIOKOMETP OTKIMIOUUTCS aBTOMATUYECKM.

- M3BneyeHne 1cnonb3oBaHHOro NnaHueTa

= 1. OTKpyTUTE KONNa“oK py4Kkn 1

\ yaanute naHueT. YTunusupymnte /
MCMONb30BaHHbIN NaHLeT,
cobntoaas Mepbl NPeaocTo-
POXXHOCTU: MOMECTUTE 3aLLUTHYIO
KPbILLKY NaHUeTa Ha TBepayto
NOBEPXHOCTb U BbIBWNHbTE B HErO
UCMNONb30BaHHYO UMY

2. Y706bl yoanutb
MCMONb30BaHHbI MaHLET,
BbI[B/HbTE BbITECHUTENb

Bnepena. YTunuanpyire
naHLueT B COOTBETCTBUM
C HOPMamu NoKarnbHoro
3akoHoJaTenbLCTBa.

A Vicrionb3oeaHHble aHuemsb! U Mecm-onocku cHumatomesi 6UONIo2UYeCKU OMacHbIMU
omxodamu. Ymunusupytime ux 8 COOmeemcmeuu ¢ HopMamu 5loKasibHO20 3akoHodame ibcmea.

A [ins 3a60pa Kposu U3 anbmepHamueHbIX Mecm (He U3 ModyweyKu nabya) Ucronb3yme
1PO3paYyHbILi HAKOHEYHUK.

15.3 3a6op KpOBU M3 anbTePHAaTUBHbLIX MecT

Bbl MOXeTe NPOBECTY aHanua obpasLia KpoBY, B3SITON U3 arlbTePHATUBHbIX MECT.

A Cywecmsyom o2paHu4eHUs: Ha 803MOXHOCML 3a60pa KpOsU U3 arnbmepHamueHbIX Mecm.

o»(agyﬁcma, MPOKOHCYIbMUpPYLmech ¢ 8aWuM epaqyom A0 Hayana Ucroib308aHuUst 3mMozo

memoda.

BamMeHu1Te KONNayoK YCTPOICTBa BBEAEHNS Ha

npo3payHbIil konnayok Ans 3abopa kpoeu 13

anbTepHaTUBHbIX MecT (AST). MoTAHNTE KOHTPOIbL

B3BOAA Hasag Ao Lenyka. Mpu ykone B npeanneyse,

nneyo unm p%Ky usberaiiTe MECT C SIPKO BbIPaXXEHHbLIMM

BeHaMmu, YTODbI U36exaTb YPE3MEPHOro KPOBOTEUEHMS!.

Korpa cnepyet ucnonb3oBatb MeToA 3a60opa KPOBU U3 anbTepHaTUBHbLIX MeCT?

OCco6GEeHHOCTW NUTaHWS, JIeYeHNsl, YPOBEHb Harpy3ku unu ctpecc U GonesHn MoryT okasblBaTb

BrUsiHWE Ha ngBeHb TMioKo3bl B KPOBU. KanunnsipHast KpoBb B KOHUMKax NanbLeB oTpaxaeT Takue

13MeHeHns ObicTpee, Yem B Apyrux yacTax Tena. [1oaTomy, Npu N3MEPEeHUM YPOBHS rMOKO3bl B

KPOBU BO BpeMsi UM HEMOCPeACTBEHHO Mocre eAbl, (PU3NYECKON Harpyskv Unu kakux-nmbo apyrvx

[OeVicTBUI Unu cobbITUiA, crieayeT UCMONb30BaTh TONbKO 00pa3Lbl KPOBY U3 NanbueB.

Mbl HacCTOSTENBHO PEKOMEHZYEM UCTONb30BaTh 3a60p KPOBM M3 anbTepHaTMBHBIX MecT TONTbKO

NPy crefyoLmx yCrnoBusX:

* [lo efibl NN Ha ronoaHbIN Xenyaok (He paHee Yem Yepes 2 Yaca nocne nocreaHero npuema nuLum).

» He paHee yem 4epes 2 4aca nocne npmema UHCYnuHa.

+ He paHee Yem Yyepes 2 4aca nocne Pr3N4ECKMX Harpysok.

HE UCMONb3YUTE 3a6op KpoBu 13 anbTepHaTUBHbLIX MECT, eCnu:

* Bbl npeanonaraeTe HU3KWIA yPOBEHb FIHOKO3bl B KPOBU.

* Bbl He yBepeHbl, eCTb N Y BaC rMMNormmukeMust.

* Bbl NnpoBOAUTE TECT Ha MMNEPrNMKEMUIO.

* Pe3ynbTaT n3MepeHus ypoBHsI rMOKO3bl B KPOBU W3 anbTepHATUBHbIX
MecT He COOTBETCTBYET BalLEMY CaMOYyBCTBUIO.

nrneyo

* PesynbTathl Balmx 06bI4HbIX MPOBEPOK NOABEPXKEHbI npeanneybe
YacTblM KonebaHusm. .-
.

AnbTepHaTUBHbIE MecTa Ans 3a6opa KpoBu: R .

P
1. Naney . .
2. NlapoHb
3. Mneyo

4. MNpepnneysbe
npegnonaraeMasi 3o0Ha L
MCMOIb30BaHUS A5 pyKku

W rrrrmm Mcnonb3oBaTb 40 ykadaHHOW AaTbl

3anpeT Ha NOBTOPHOE WCMOMNb30BaHNe
% TemnepaTypHbilii AUanasoH XpaHeHus
T Bepeub oT Bnaru

OcTopoxHo! O6paTuTech K pyKoBOACTBY MO 3KCMyaTauum
MeavumHckoe nsgenue Ana AMarHocTukuM in vitro

18. TPEBOBAHUA K OXPAHE OKPYXXAIOLLIEU CPE[bI
MeauunHckoe u3fenue 6es0macHO M He OKasblBaeT BMWSIHWS Ha OKpyXalollyl cpegy.
MoTeHunanbHas Buonornyeckas ONacHOCTb: Bpayn UM N0AM, UCMONb3YIOLWME AaHHOe u3fenue
NS NPOBEEHUs aHanM3a y HeCKOmbKNUX NaLUeHTOoB, AOMKHbI 0CO3HaBAaThb, YTO Nobble NpeaMeThl,
KOHTaKTVpYHOLLME C KPOBLIO, AaXe nocne 06paboTkun, MOryT BbiTb MCTOUHMKAMMU pacnpocTpaHeHUs
TPaHCMUCCUBHbIX BUPYCHBIX UHAEKLIA.

3nenue He reHepupyeT COBGCTBEHHYID 3HEprul 1 He MOrfowaeT SHEpruio Nonb3oBaTensi.
Wagenne He TOKCMYHO MpW KOMHATHOW TemnepaType, He BblAensaeT B OKpyxarowylo cpeay
TOKCMYHBIX BELLECTB, HE OKasblBaeT BPEAHOro BO3AENCTBUS Ha OpraHu3M uYeroseka mnpw
HernocpeACTBEHHOM KOHTaKTe.
W3apenvie He COOEPXUT XUOKUX U ra3006pa3HbIX KOMMOHEHTOB B COCTaBE.
19. UHOOPMALIUS MO BE3OMNACHOCTU
KomnaHus-nponsBoauTens He rapaHTMpyeT KoppekTHyto paboTy Tect-nonocok SelfyCheck
Regular npu vcnonb3oBaHum ¢ noBbIM FIOKOMETPOM, OTNUYHLIM OT rrtokomeTpa SelfyCheck
Regular. Mcnonb3oBaHnue apyrix rniokoMeTpoB COBMECTHO ¢ TecT-nonockamm SelfyCheck Regular
MOXeT NPUBECTU K OLUINGBOYHbBIM pe3ynbTaTtam.
W3penve Henb3s ucrnonb3oBaTb A0 TexX MOp, Noka He npoBefeHa NpoBepka MNpu MOMOLLM
KOHTponbHoro pacteopa SelfyCheck Regular 1 pesynbTaThl, NOny4YeHHbIE C MOMOLLILIO MPOBEPKY,
HaxoasTcs B TpebyeMom AvanasoHe.
Bo n3bexaHne nepekpecTHOTO 3apaxeHus He pPeKkoMeHAyeTCs WCMonb3oBaTb OAHY PYyYKy Ans
npoKarnbIBaHUsi HECKOMbKUMM NL@MU.
BanpelleHo nonb3oBaTbCA MaHUETOM, KOTOpbIM Monb3oBancs gpyron yenosek. Bo usbexanue
3aHEeCeHWs1 UHeKUMN Kaxaplid pas criedyeT UCTOoNb30BaTh HOBbIN CTEPUITbHBIN TaHLEeT.
Tio6ble NpeaMeTbl, KOHTAKTUPYIOLLME C KPOBbIO, AaXe nocne 06paboTku, MOryT GbITb UCTOYHUKaMM
gacnpom’ aHEHVs1 TPAHCMUCCUBHBIX BUPYCHBIX MHMDEKLWIA.

0. CTAHOAPTbI KAHECTBA
W3penue cooTBETCTBYET MeXayHapoAHbIM cTaHgapTam: IEC 62366:2007, BS EN 62366:2008, ISO 14971,
IEC 62366-1:2015, EN ISO 15197:2015, 1ISO 23640: 2011, EN ISO 17511, EN 13532:2002, EN I1SO
15223-1-2014, EN ISO 18113-4:15, EN ISO 18113-5, EN ISO 13485, CE MDD (93/42/EEC), IEC 61326-1.
21. CTEPUNIbHOCTb
MeauumHckoe nagenvie NocTaBnsieTCst HeCTEPUIbHBIM. .
22. METOAbI U CPEACTBA AE3VUH®EKLUWNU U NPEACTEPUITU3ALIMOHHOWU OYUCTKN
[laHHoe w3fenve npegHasHa4YeHO ANs OJHOPA30BOTO MPUMEHEHWs!, O4YnCTKa AMs MOBTOPHOMO
MCMOMNb30BaHMS He [10MyCKaeTCsl.
23. ycnoBus XPAHI%/HVISL TPAHCMOPTUPOBKMW, 3KCMITYATALIMX, CPOK FrOOHOCTH
23.1 TpaHcnopTupoBka
TpaHCMopTUPOBKa MOXET OCYLLECTBMATLCS BCEMU BUAAMU TPAHCTOPTa B KPbITbIX TPAHCMOPTHBIX
CpeAcTBax WM YHMWBepcambHbIX KOHTe/iHepax, 3alUMLIEHHbIX OT COMHeYHOro cBeTa, B
COOTBETCTBUM C AEUCTBYIOLLIMMI Ha HIUX NPaBUNamMmn NepeBo3Kn rpy3oB.
YcnoBus TpaHcnopTUpoBaHus: npu Temnepatype oT 4°C Ao 40°C 1 OTHOCUTENbHOM BNIAXHOCTU He,
6onee 85 % OTHOCUTENbLHOW BNAXHOCTY B OPUTMHANBHOM KOHTeHepe.
23.2 Cpok rogHoCTU
Cpok rOAHOCTM TECT-MOMOCOK B 3aKPbITOM hriakoHe [J0 NEPBOro OTKPbITUSI (hriakoHa CoCTaBnsieT 24
Mecsila C MOMeHTa u3roToBneHusi. CpoK rofHOCTU MOMOCOK C MOMEHTa BCKPbITUS ¢hriakoHa
COCTaBnsieT 6 MecsieB AHEN, HO He nosgHee 24 MecsieB C MOMEHTa U3roToBreHusl. Henb3si
MCMOJIb30BaTh TECT-MOMOCKU C UCTEKLUMM CPOKOM FOAHOCTH.
23.3 XpaHeHue
XpaHuTb naaenue npu temnepatype ot 4°C no 40°C, He 6onee 85 % OTHOCUTENbHOW BNAXHOCTU.
- XpaHWTb TOMbKO B OPUrMHANbHOM KOHTEHepe, He nepemellaTh B Apyryto ynakoBky.
- B npoxnagHom cyxom mecTe.
- 3beraTb Bo3aencTBUSA NPSIMbIX CONHEYHbIX Nyyeit v Tenna.
- He 3amopaxwuBartb.
- XpaHuTb KOHTENHEp C TecT-nonockamMmu BAanu ot AeTen.
23.4 AkcnnyaTtauus
OkcnnyaTtvposaTth m3genue cnegyeT npu Temnepatype ot 10°C po 40°C, He Gonee 85 %
OTHOCUTESbHO BMAXHOCTH.
- Mocne u3BneYeHWst TECT-MOMOCKM W3 KOHTeWHepa HeMEArIeHHO MIOTHO 3aKpbiTh KPbILLIKY
KOHTelHepa.
- BpaTb TECT-MONoCKy TOMNBKO YMCTLIMU W CyXUMM pykamu. Mcnonb3oBaTh Kaaylo TeCT-Nonocky
Cﬂaay e rnocre N3BrieveHst N3 KOHTelHepa.
- Hu B koem cnyyae He crnbatb, He pa3pesaThb 1 He NoBpPeXAaTh TECT-MOJIOCKY.
- He ucnonb3oBaTb TECT-MOMOCKM NOCNE UCTEYEHWsi cpoka rofHOCTU. OTO MOXET MOBMWATH Ha
TOYHOCTb pesyrnbTaToB.
24. YTUNU3AUUA N YHUYTOXEHUE
TecT-nonocku ABNATCSA N3AeNMeM OJHOKPaTHOrO NPUMEHEHNS N YTUNM3NPYIOTCSA NOCIEe Kaxaoro
MCMONb30BaHWs NpU NPOBEAEHUN aHanu3a. Tak Kak 3T W3AeNnsi KOHTaKTUPYHOT C KPOBbIO, OHW
ABNSATCA MHMULMPOBAHHLIMU /UMK NOTEHUMaNbHO MHAULMPOBaHHBIMU oTxodamu (knacc b).
Mpy NpUMEHEHUN B MEAULIMHCKUX YYPEXAEHUSX WCMOMNb30BaHHbIE W3AEnUst YTUNU3NPYOTCS B
cooTBeTcTBUM € CaHuTapHO-anuaemMuonornieckumm — TpeboBaHMAMU K OpraHu3auusm,
OCYLLECTBNSAIOLLMM MEAULIMHCKYIO AeSTENbHOCTb, K AAHHOMY BUAY OTXOAO0B.
Hewucnonb3oBaHHbIe U3enus OTHOCSATCS K KIlaccy OTXOAoB A, He coaepxaT BpefHbIX BELLECTB U
MOI'; ObITb YTUNM3MPOBaHbl BMECTE C ObITOBBIMKA OTXOAAMU B CoOTBeTCTBUM C CanluH
2.1.7.2790-10.
Mpu noBcegHEBHOM MPUMEHEHUN B GbITOBbLIX YCIOBUSIX MCMOMNb30BaHHbIE TECT-MONOCKA MOXHO
yTUNnU3npoBaTb C GbITOBbIMM OTXO4AMW, NPEABapUTENbHO MOMECTUMB WX B OymaxHylo unu
NONN3TUNEHOBYIO YNAKOBKY.
25. FAPAHTUMHDBIE OBA3ATENBLCTBA
FapaHTWHbIV Nepuos AeCTBYeT Ha NepUo, rapaHTUMHOrO CPOKa XPaHEHWUS.




