A I'iniko3umiapoBanum remorJio0in CnJl

JlarexkcHa TypOinuMeTpis

IncTpykuis
3 BUKOPHCTAHHS Ha00Opy peareHTiB
JJIS BABHAYEHHSI KiJIbKOCTI INIIKO3U/JIOBAHOI0 TeMOIJIO0IHY
B BeHO3Hill KpoBi

IJIKO3UWJIbOBAHUM 'EMOTJIOBIH CnJl

IN VITRO

36epirarn mpu 2-8°C

Tineku amnst npodeciiHOro BUKOPHCTAHHSL.

Ipunuun Mmeroay
Y MeToai BHKOPHCTOBYIOTHCS MIY€HI aHTHUTINA 1 aHTUTEHH IS TMPSAMOTO BWU3HAYEHHS IPOIEHTHOTO BMICTY
HbAIC B mineHOi KpoBi. Bu3HadeHHS TPYHTY€ETHCS HA KOHKYPEHTHOMY 3B'SI3yBaHHI 3arajlbHOTO T€MOTJIO0IHY i
HbA1C 3i cnenudigyHAIMHA JTATEKCHUMH YaCTHUHKAMHE TPOMOPIIIHO iX KOHIEeHTpallii. MOHOKIIOHAIBbHI aHTHTIJIa
mo HbA1C mropmaM, mepexpecHO MideHi KO3s4uMH aHTuTiLaMu a0 IgG mumm, cnenndiyHO B3aEMOAIIOTH 3
HbAIC 3 pO3BMUTKOM armiOTHHAIIi JIATEeKCHUX dYacTUHOK. CTYIIHB arifoTHHAMIl 3aJIe)kKUTh BiJ KUIBKOCTI
nos'szaHoro HbA1C. 30inplieHHss MyTHOCTI CyMimli BuUMIpIO€Tbess Ha ¢orometpi. 3HaueHHs HbA1C % B
mpobax 00UUCITIOEThCA 32 KalniOpyBaJbHOO 3aJIe)KHOCTTIO, BCTAHOBJICHOO MPH BUMIPIOBAaHHI KaliOopaTopis.

Kiiniune 3HaYeHHsA
I'mixo3uapoBaHUM TeMOrIO0iH - 3'€IHaHHS TeMOTIO0IHY 1 TIIOKO3H, YTBOPEHE B pe3ybTaTi HehepMEeHTaTUBHOT
peaxiiii. [Ipoliec MoBibHMIT | HE3BOPOTHUH, TPUBAE MPOTATOM YChOTO JKHUTTs epuTpouuTa 6im3pko 120 d (100).
IIBuAKiCTE YTBOpEHHS TJIIKO3WJIHLOBAHOTO TI'EMOIJIO0IHY MpAMO MpPOMOpLiHA MIBHIKOCTI KOHIEHTpauil
TIIIOKO3H B KpOBi. TakuM YMHOM, NPOLECHTHHH BMICT TJIIKO3HJILOBAHOIO TEeMOTJ00iHY B 3arajbHOMY
reMoryio0iHI BiIoOpaskae CepeHI0 KOHIEHTPAIlI0 TIFKO3M MPOTAroM momepeanix 1-3 mth (mic) 1 ClyKuTh
TapHUM IOKa3HUKOM ISt (hi3MIHOr0 OOCTEKEHHs 3I0pOB'Sl 1 JOBrOTPUBANIOI TJIMEKii y XBOPHX Ha I[YKPOBHIi
nmiaber. Bucoki 3Ha4YeHHS TJIIKO3WIBOBAHOTO TEMOIJIO0IHY CBig4aTh TPO HEIOCTATHIO KOPEKITIEIO PpiBHS
TJIIOKO3H.
Kniniuamii giarHo3 He MOBMHEH 0a3yBaTHCS Ha OJHOMY MOKa3HHKOBI, HEOOXiIHO BPaXOBYBAaTH KIIHIUHI Ta
1HIIII JTabopaTOpHi JaHi.

Ckiag Habopy
1. Pearenr 1. JlarexcHa cycnensist 13%. bydep, cradimizarop.
2. Pearenr 2. Muiradi aHTHIIFOCHKI MOHOKJIOHANBHI anTuTina — 0.05 mg/ml (mr/mun). TTomikaoHa bHI KO354i
antutina 1o 1gG mumi — 0.8 mg/l (mr/n).
3. Pearent 3. ['eMONiTHYHIH peareHT
4. [HcTpyKIis 3 BAKOPUCTAHHS.
5. ITacmopr.

JdonatkoBi peareHTn
KaniGpaTopu riliko3mIs0BaHOTO TeMOIIIO01HY (4 piBHI) Ta KOHTPOII (2 piBHS) MOCTAYaIOThCS OKPEMO.

AHATITHYHI XapaKTepUCTHKH
1. JliHiHICTH BUMIPIOBAJILHOTO Jiana3oHy: 2-15%. Bigxunenns Bin niHiiiHOCTI He nepesuinye 5%.
2. YUytnusicts HEe MeHIIT 2%.
3. Koedimient Bapiarii pe3ynpTaTiB BU3Ha4€Hb — He O11bII 5%.

Marepiana qs 10cIixKeHHS
Benoszna kpoB 3 EJITA. I'emorno6in Alc B winbHIN KpoBi, 3i0panoi 3 EJITA cTabinmpHII MPOTATOM OJHOTO
THXHA TIpu Temnepartypi 2-8°C.

Iepenaik HeoOXiTHOTO yCTATKYBaHHSI
- CiektpodoToMeTprUHE 200 KOJOPUMETPHYHE TEPMOCTaTyloue OONagHaHHS 3 AOBXKUHOI XBHI 660 nm
(aMm).
- BiamoBigHi KroBETH 3 TOBIIMHOIO ONTHYHOTO mapy 1 cm (cm).
- 3aransHe nabopatopHe o01agHAHHS.
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IlinroroBKa peareHTiB Ta 3pa3KiB
[lepen BUKOpHCTaHHSIM HaOip BUTPUMATH TIPH KIMHATHIN Temmiepatypi npotsrom 30 min (XB).
PeareHTH roTOBi 10 BUKOPHUCTAHHS.
I'emomnizaT HEOOXiZHO NPHUTOTYBaTH Uil KOKHOTO 3paska: JOCHIIHUX 3pa3KiB MAalli€HTiB, KamiOpartopis,
koHTpoutiB. Buectu 1 ml (M) P3 B ipo6Gipku, nonaru 20 pl (M) zodpe 3Mimanoi HigbHOI KpOBi, KaniopaTopis,
KOHTpoIiB. 3Mimari. BukopuctoByBaTu 4epe3 5 min (xB). ['emomnizat moxe 30epiratucst 1o 10 d (100) mpu
temneparypi 2-8°C.

IIpoBenenns anamisy
Hosenits P1, P2 i poromerp (yrpumyBau kroBetn) no 37°C.
1. YMOBH BUMIipIOBaHHS:

JIOBKMUHA XBUIIL 660 (600-660) nm (1m)
KIOBETa 3 TOBIIMHOIO ONTHYHOrO mapy 1 cm (cm)
TeMIepaTypa 37°C

2. HamamryBaru npuian Ha HYJb BiTHOCHO JUCTHIILOBAHOT BOJIH.
3. HarmoBHEeHHSI KIOBETH: KOMITOHEHTH peakiifHoi cyMmili BifiOpaT Ta BHOCUTH B 00'eMax, BKa3aHUX y
Ta0JIAL.

P1, pl (mxm) 360
Kamni6paropu (0-4), ul (Mx) 10
Jocmimanit 3paszku, pl (MK) 10
[lepemimaTu Ta iHKkyOyBaru 5 min (XB)

P2, ul (Mx) | 120

4. TlepemimaTy Ta BUMipaTH onTH4HY mTbHICTE (E) gepes3 5 min (XB).
IHpum. O6'emu peazenmies, Kaniopamopie ma 3pasKie MoNiCyms Oymu npPoONOPUiliHO 3MiHeHi 8i0N0GIOHO 00
DP060U020 00'€My Klo6emu 6UKOPUCHIOEYBAHO20 AHANI3amopa.
Po3paxyHok peyabTartiB
Busnaure xonnenTpatiro HbAlc (%) B mocmimkxyBaHHX 3pa3Kkax 3a JOMOMOTO0 KamiOpyBalIbHOI KPHUBOI.
PedepenTni Beuuunu
I'pyHTyrounch Ha pe3ynbTaTrax JJOCHiIKeHb, IMPOBEACHHX IAa00paTOpisMU, PEKOMEHAYEMO KOPHUCTYBAaTHCA
HOpMaMH, MPUBeICHUMHE HIbkue. Pa3som 3 tum, BimnosigHo xo npaBun GLP (I'apHoi nmabopaTopHOI nmpakTuKH),
KOXKHa J1abopaTopis TTOBHHHA caMa BH3HAYMTH I ceO¢ mapaMeTpyd HOPMH, XapaKTepHI IS 0O0CTEKyBaHOL
TIOITYJIAILIT.
PekomeHnoBaHi 3HaueHHS: MeHIIE 6% s He AiabeTmuHMX, MeHIEe 7% Uil KOHTPOJIO TIIiKeMii JIOJUHH 3
miaberoMm.
[lpn BHUKOpHCTaHHI TIIKO3WJIHLOBAHOTO TIeMOTNIOOIHY JAJsi MOHITOPHHTY 3a Aia0eTHYHMMHU MallieHTaMu,
pe3yJbTaTH CJIijl IHTEPHPETYBaTH 1HAUBIAyanbHO. T0OTO, MallieHTa MOTPIOHO KOHTPOJIOBATU IIPOTH HBOTO
camoro.

BigTBOproBaHicTh
Buytpucepiiina (n=20) Mixcepiiina (n=20)
3navenns, % 5,95 12,15 5,97 12,21
SD 0,19 0,18 0,14 0,15
CV, % 3,2 1,47 2,31 1,24

IlopiBHsIHHSI MeTOAIB
TouHiCTh: pe3ynbTaTH OTPUMaHi NMpu BUKOpUCTaHHI peareHTiB CnaitnJlab (y), mpu TMOpIBHSAHHI 3 IHIIMMH
KOMEPUIMHUMH peareHTaMH (X) CUCTEMaTUYHUX BiIXWICHb HE BUABJICHO.
[NopiBHsHHS Oyno poBeaeHO Ha 40 3pa3kax.
Pesynbraru:
Koedimient xopemsuii (r)*: 0,995
PiBusinus perpecii: y=0,989x — 0,047
Pe3ynbraTu XapakTepuCTHUK TOYHOCTI 3aJIeXAaTh BiJ aHAI3aTOPY, 10 BUKOPHUCTOBYETHCS.
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Cnanullab

CrnenndivnicTs
Binipy6in mo 50 mg/dl (mr/mn), ackopbinoBa kuciaora g0 50 mg/dl (mr/mn), Tpuriinepumu 10
2000 mg/dl (mr/mm), kapOoMimipoBaHuii remMoriodin 10 7,5 mmol/l (MMOMb/MT) Ta aleTUIbOBAHHUN TeMOTTIO0IH
1o 5 mmol/l (MMOJIB/IT) HE BILTUBAIOTH.

Kontpoas sikocTi
KoHTpone SIKOCTI PEKOMEHIYETHCS 3MIHCHIOBAaTH, BHUKOPUCTOBYIOYM HACTYHWUH KOHTPOJBHUH MaTepial:
Kontpons HbAlc —d Pisens 1, Koutpone HbALc -d. Pisenr 2 SPINREACT, (Icmawnis). Skiio 3Ha4eHHs
KOHTPOJIIO BUXOISATH 38 MEX1 BCTAaHOBJICHOI'O Jliara3oHy, epeBipTe anapaTypy, peakTUBH Ta MOXJIMBI TEXHI4HI
npobieMu.
Koxna maboparopiss mOBHHHA BCTaHOBUTH CBOI
KOHTPOJIb HE BI/IMOBIZA€ JOMYCTUMUM HOPMaM.
30epiranns Ta cTaOVILHICTH
VYci koMIoHEeHTH Habopy CTaOiIbHI 10 3aKiHYEHHS TEPMIiHY TP IaTHOCTI, 3a3HaYCHOT0 Ha €THKETII, SIKIIIO
30epiratu Horo miiybHO 3aKkpuTiM ipu 2-8°C. T1ig yac BUKOpHCTAHHS peareHTIB 3amodiraTu 3a0py/ JHEeHHS Ta
MOTPATUISHHS MPSIMUX COHSYHHUX ITPOMCHIB.
He BUKOpUCTOBYBAaTH peakTHBH Micisl 3aKiHUEHHs TepMiHy npuaaTHocTi 12 mth (mic).

Bumoru 6e3mexn Ta yruiizamii
1. VHUKATH MOTPAIUISHHS B POT, O4i Ta Ha MIKipy. B pa3i moTparisHHs, TPOMHUTH BEITUKOKO KUJIBKICTIO BOAM TH
3BEPHYTHCS 32 KOHCYJIBTAIIEI0 JI0 JIIKapSL.
2. BukopucToByBaTH 3ac00H 1HAUBIIYaIbHOI'O 3aXUCTY MPH POOOTi 3 HAOOPOM.
3. 3He3apakeHHs Ta YTWII3allisl PearcHTiB, CHPOBATOK, TECTOBUX CIIAMIIB Y CKIISIHUX IUIACTUH MPOBOIUTH
3TIHO 3 YAHHUM 3aKOHOIaBCTBOM.

TpaHcnopryBaHHs
HaGopu TpaHCHOpTYIOTH BCiMa BUJaMHU 3aKPUTOr'O TPAHCIIOPTY IIpH Temmepatypi 10 25°C.
Jlommycka€eTbes TPaHCIIOPTYBAHHS IPU  CEPeIHbO1000B01 Temmepatypi 37°C ne Oinbmie 72 h (ron).

BJIACHI CXEMH KOHTPOJIO SKOCTI Ta KOPUTYIOU1 [Iii, SKIIO

L

KommuekTanist
Kat. Ne 6.010 Kat. Ne6.011
Bwmict 20 BH3H. 100 Bu3H.
P1 1 x 7.5 ml (mn) 5x 7.5 ml (mn)
P2 1 x 2.5 ml (M) 5x 2.5 ml (mn)
P3 1 x 20 ml (M) 5 x 20 ml (M)
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., TOB «Jlabopatopis ['panym», Ykpaina, 61001, m. Xapkis, Byn. @pankiBceka, 14,
ten/dakc: (057) 752-32-31, enexrponna agpeca: granumlab@gmail.com

CuMBoOJIM Ha IPOAYKIi

LJJBI/IpO6HI/IK BuroroBieno: Jlara supo6unursa IIpmaaTHo 1A0: Tepmin npunatnoctri Cepisi: nomep cepii

L

Bupi6 MequdHuii JUTs JiarHOCTUKH 1N Vitro KoHcynpTyiiTeCh 3 IHCTPYKIII€IO 13 BAKOPUCTAHHS
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B Bepertu Bix COHSYHOTO CBiTIA C 3Hak BinmoBimHOCTI TeXHIYHUM periaMeHTaM /ﬂ’ TemneparypHe

0OMEKeHHS 3acTopora. 3BepHITHCS IO IHCTPYKIIIi 3 BUKOPUCTAHHS UT OTpUMaHHS iH(popMaIii moa0

3aCTepPEKEHb, MTOMEPEIKCHB, 3aIT00KHUX 3aX0/IiB
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