> A I'iniko3napoBanu remorao0in CJl

JlatekcHa TypOigumerpist

IHcTpyKUIin
3 BUKOPUCTAHHA HA0OpY peareHTiB
JJISi BUBHAYEHHS KUIBKOCTI IVIIKO3WJILOBAHOT0 reMorJi00iny
B BEHO3HIiil KpoBi

I'iaiko3smiaboBanuii remorJ100iH CnJl

IN VITRO

36epiratu nipu 2-8 °C

Tinpku mu1st mpoecifHOro BUKOPUCTAHHS.

IMpununn meroxy
Y Merolli BUKOPHCTOBYIOTHCS MIY€HI aHTHUTINA i aHTUTEHW JUIA MPSAMOTO BU3HAYEHHS MPOILEHTHOTO BMICTY
HbA1C B minmpHO{ KpoBi. Bu3Ha4eHHS TPYHTY€ETHCS HA KOHKYPEHTHOMY 3B's3yBaHHI 3arajJbHOTO TeMOTJIO0IHY i
HbAI1C 3i cneundiyHIMH TaTeKCHUMU YaCTHHKAMHM MPOTOPIIHHO X KOHIEHTpaIlil. MOHOKIOHAIbHI aHTHTIIA
1m0 HbA1C mrogunHM, mepexpecHO MideHI KO3S4MMU aHTUTUIaMHU 10 I1gG mumn, crienuivyHO B3a€MOIIIOTH 3
HbA1C 3 po3BHTKOM armOTHHAI] JIATEKCHUX 4YacTUHOK. CTyImiHb aridloTHHALI] 3aJeXHATh BiJ KUTBKOCTI
noB'szanoro HbA1C. 306inblieHHs MyTHOCTI cyMilli BUMIpPIOETECS Ha Qoromerpi. 3HadenHs HbA1C % B
npobax 00UHCITIOEThCA 3a KaliOpyBalbHOIO 3aJIe)KHOCTTIO, BCTAHOBJICHOIO TIPY BUMIPIOBAaHHI KaJIiOpaTOpiB.

Kuiniyne 3Ha4eHHsA
I'miko3unpoBaHWH TEMOTIIO0IH - 3'€JHAHHS TEMOTJIO0IHY 1 TIFOKO3M, YTBOPEHE B pe3yibTaTi He(hepMEeHTaTUBHOI
peaxiiii. [Iporiec MoBiIbHUI 1 HE3BOPOTHUIA, TPUBAE MPOTIATOM YChOTO KHUTTsI eputporimra 011u3bko 120 d (100).
IIBuAKICTE YTBOPEHHS TIJIKO3WJIBOBAHOTO TEMOIJIOO0IHY MPsIMO MPONOpLilHA IIBHAKOCTI KOHIEHTpALii
TJIIOKO3M B KpoBi. TakuM 4YHHOM, TNPOUECHTHUH BMICT TJIIKO3WJIHOBAHOTO T€MOIVIOOIHY B 3araJbHOMY
reMoryio0iHI BioOpaXkae CEPEeHI0 KOHIICHTPALIO0 TIIIOKO3M MPOTIroM momnepefnix 1-3 mth (mic) 1 CIyKUThH
TapHUM IOKa3HUKOM JUIsl (PI3MYHOTO OOCTEKEHHS 3[0POB'Sl 1 JOBrOTPUBAIIOL IIIMEKii y XBOPUX Ha ITYKPOBHIA
niaber. Bucoki 3Ha4YeHHS TJIIKO3WIBOBAHOTO TEMOTIIOOIHY CBiIYaTh MPO HEJAOCTATHIO KOPEKIE€I piBHA
TITIOKO3H.
KniniuHuii niarHo3 He MOBMHEH 0a3yBaTHCS Ha OJHOMY ITOKa3HMKOBI, HEOOXiHO BpaxOBYBaTH KJIiHiIYHI Ta
iHII1 TabopaTopHi JaHi.

Ckian Habopy
1. Pearent 1. JlaTekcHA CYCIICH3IS.
2. Pearent 2. Aurturina: Mumayi aHTWIOACHKI MOHOKIOHaNbHI aHTuTiia — 0.05 mg/ml (mr/mu). Kossui
antumuiiadi 1gG nomikiaonaneHi antutina— 0.8 mg/l (mr/).
3. Pearenr 3. ['eMoniTHuHMI peareHT
4. THCTpyKIIis 3 BUKOPUCTAHHS.
5. Ceprudikat KocTi.

JoxaTkoBi peareHTH
KaniGpaTopu riiko3uiL0BaHoro reMorio0iny (4 piBHI) Ta KOHTPOII (2 piBHS) MOCTAYAIOTHCS OKPEMO.

AHAJITHYHI XapaKTEePUCTHKH
1. JIiHiiiHICTh BUMIPIOBAIBHOTO Jiana3zoHy: 2-15%. BigxuiaeHHs Bijl IiHIKHOCTI He repeBuIye 5%.
2. Yytnusicth HEe MeHIl 2%.
3. Koedimient Bapiarii pe3ypTaTiB BU3HaYCHb — He OUTBII 5%.

MarepiaJ n1s 10CTiIKEeHHSA
Benosna xpoB 3 E/ITA. I'emornobin Alc B minbHil KpoBi, 3i0panoi 3 EJITA cra0inmpHUIA MPOTATOM OJHOTO
TWOKHS TIpHU Temreparypi 2-8 °C.

Ilepenik HeoOXiTHOTO yCTATKYBAHHS
- CnektpodoToMeTpruHe ab0 KOJOpPUMETPHUYHE TepMocTaryroue  oOnagHaHHS 3 JIOBKMHOKO XBWII
660 nm (aMm).
- BignoBigHi KI0BETH 3 TOBIIMHOIO ONTHYHOTO mapy 1 ¢cm (cm).
- 3aranpHe 1abopaTopHe 00NagHAHHS.
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IlinroroBKa peareHTiB Ta 3pa3KiB
[lepen BukopucTaHHsIM Halip BUTpUMATH IPU KIMHATHIN TemiiepaTypi mpotsroM 30 min (XB).
PearenTty roToOBi 10 BUKOPUCTaHHSI.
I'emomizaT HEOOXimHO MPHUTOTYBaTH Ui KOKHOTO 3pa3ka: IOCHINHWX 3pa3KiB MAaIi€eHTiB, KaiaiOpaTopis,
koHTpoiB. Baectu 1 ml (M) P3 B mpoGipku, nogatu 20 pl (Mxm) noOpe 3Mimanoi HiIbHOT KpoBi, Kaibparopis,
KOHTpOJIiB. 3Minrati. BukopuctoByBatu depe3 5 min (xB). I'emomizaT mMoke 30epiratucs 1o 10 d (106) mpu
Temmeparypi 2-8 °C.

IIpoBenenns anajuizy
Hosenits P1, P2 i poTomerp (yrpumysau kroBetn) 10 37 °C.
1. YMOBH BUMIipIOBaHHS:

JIOBXKHWHA XBUITI 660 (600-660) nm (™)
KIOBETA 3 TOBUIMHOK ONTUYHOTO Iapy 1 cm (cm)
Temreparypa 37°C

2. HamamtyBatu nipuiaj] Ha HyJIb BITHOCHO TUCTHIILOBAHOT BOJIH.
3. HamoBHeHHsI KIOBETH: KOMIIOHGHTH pPEaKLiiHOI CyMilmn BimiOpaTu Ta BHOCHTH B 00'eMax, BKa3aHUX
y Ta0muiIi.

CrannapTHUi 3pa3oK Jocmiaauii 3pa3ok
P1, pl (mxm) 360 360
Kamni6patop, pl (Mx) 10 -
3pa3ok, pl (M) - 10
[NepemimaTu Ta iHkyOyBaTé 5 min (XB)
P2, pl (mx) \ 120 \ 120

4. lepemimaTu Ta BUMipATH onTUYHY wIinbHICTE (E) uepes 5 min (xB).
IlIpum. O0'emu peazenmis, Kaniopamopie ma 3pa3Kie Modicyms Oymu nponopuyiiino 3miHeHi ¢i0noGioHo 00
PO60U020 00'€MY Kio6emu 6UKOPUCMOGYEANH020 aHAli3amopa.
Po3paxyHok peyabTaTiB
Busnaure konnentparito HbAlc (%) B mochimKyBaHUX 3pa3Kax 3a JOIMOMOTO0 KaniOpyBalbHOI KPHUBOI.
PedepenTni Betuunnu
I'pyHTyrounch Ha pe3yibTaTax HOCHIJKEHb, MPOBEACHUX J1a00paTOPIsIMHU, PEKOMEHAYEMO KOPHCTYBATHUCS
HOpPMaMH, IpUBEICHUMH HIK4Ye. Pazom 3 Tum, BianosinHo no npasuin GLP ([apHoi m1abopaTtopHOi NMpakTUKN),
KOXKHa J1abopaTopis NMOBHHHA caMa BH3HAYMTH JUId cebe mapamMeTpd HOPMHM, XapaKTEpHI A 00CTeXyBaHOI
TTOTTYJISIIIIT.
PekoMenjioBaHi 3HaueHHA: MeHie 6% Jyis He Nia0eTUYHHMX, MEHIE 7% Jisi KOHTPOJIIO TJIIKeMIi JIFOJUHU 3
miadeToM.
[Ipn BUKOpHICTaHHI THIKO3WIBOBAHOTO TEeMOTJIOOIHY JUIS MOHITOPHHTY 3a Jia0eTHYHUMH TMalli€HTaMH,
pe3ysibTaTH CJIiJI IHTEPHpeTyBaTH IHAUBIAyanbHO. T0OTO, mMaIllieHTa MOTPIOHO KOHTPOJIIOBATH IPOTH HBOTO
camoro.

BinTBOoproBaHicTh
Buytpucepiiina (n=20) Miskcepiiina (n=20)
3HauenHs, % 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

IMopiBHAHHA MeTOAIB
TouHiCTh: pe3yiabTaTH OTPHMaHi TNPH BHUKOpUCTaHHI peareHtiB BupoOHuNTBa TOB «JIABOPATOPIA
I'PAHYM», npu mnopiBHSHHI 3 IHIIMMH KOMEPUIHHMMH peareHTaMu (X) CHCTEeMaTHYHHX BiAXWICHD
HE BHSBJICHO.
[opiBusHHES OyI0 TpOBeieHo Ha 40 3pa3kax.
Pesynbraru:
Koedinient kopensuii (r)% 0,995
Pienstaus perpecii: y=0,989x — 0,047
PesynbpraTy XapakTepuCTHK TOYHOCTI 3aJI€KaTh BiJ aHATi3aTOPY, 0 BUKOPUCTOBYETHCS.
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Cneuudgivynictb
binipy6in mo 50 mg/dl (mr/mn), ackopbinoBa kuciaora mo 50 mg/dl (mr/mn), tpurminepuan go 2000 mg/di
(Mr/m), kapbominipoBanuii reMorao6in 1o 7,5 mmol/l (MMoJIB/T) Ta ameTHIbOBaHu#i reMorobin qo 5 mmol/l
(MMOJIB/JT) HE BIUTHBAIOTb.

KonTpoas saxocti
KoHTpomnb SKOCTI peKOMEHAYEThCS 3MIHCHIOBATH, BHKOPHCTOBYIOUM HACTYIHHAN KOHTPOJBHHNA MaTepiai:
«CrJI Korrpons HbAlc. PiBens 1», «CnJl Korrpoms HbAlc. Pisens 2», TOB «JIABOPATOPISI TPAHYM»
(Vkpaina) ab0 KOHTPOJBHMI MaTepiall iHIIOr0 BUPOOHMKA. SIKIO 3HAYCHHS KOHTPOJIO BHUXOJATH 33 MEXI
BCTaHOBJICHOTO [iama3oHy, IepeBipTe anaparypy, peakTHBU Ta MOYKIJIMBI TEXHIYHI MPOOIEMH.
Kani6pyBanHus npuiaxy TpOBOIUTHCS Tepe] BUKOPHUCTAHHAM HOBOI cepii peareHTIB ab0 y BIAMOBITHOCTI 3
BUMOTaMHU 10 KOHTPOIIO IKOCTi Jaboparopii. Koxna maboparopisi HOBUHHA BCTAaHOBUTU CBOi BIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUi Aii, SIKIIO KOHTPOJIb HE BiIMOBIJa€ JOMYCTUMUM HOPMaM.

IMpumitkn
1. He 3mimryiiTe Ta He BUKOPHUCTOBYHTE B O/IHIN MOCTAHOBIII PEareHTH Pi3HUX CEPIH.

30epiranns Ta cTablIbHICTH
VYci koMIIoHeHTH Habopy cTabiibHI [0 3aKiHYCHHS TEpMiHy NPUIATHOCTI, 3a3HAYCHOTO Ha €THKETL, SKIIO
30epiratu #oro mineHo 3akputuM npu 2-8 °C. Ilix yac BUKOpHUCTaHHS peareHTiB 3ano0iratu 3a0pyIHEHHS Ta
MOTPATUISHHS MPSIMUX COHSYHUX MTPOMEHIB.

Bumoru 6e3nexu ta yruiizaumii
1. YHHUKaTH MOTPAIUISTHHS B POT, 04l Ta Ha IKipy. B pa3i moTpamisHHs, TPOMHUTH BETUKOIO KiTBKICTIO BOAU Ta
3BEPHYTHCS 32 KOHCYJIBTAIIEIO J0 JIiKapsl.
2. BukopucTtoByBaTH 3ac00U 1HAMBIIyaJIbHOTO 3aXUCTY PU pOOOTI 3 HAOOPOM.
3. 3He3apakeHHsI Ta yTWII3allis PEarcHTiB, CHPOBATOK, TECTOBUX CJIAWIIB UM CKISIHUX IUIACTHH TPOBOJUTH
3riTHO 3 YUHHHM 3aKOHOJIABCTBOM.

TpancnopryBanus
Habopu TpaHCcnopTyroTh BCiMa BUAAMHU 3aKPUTOTO TPAHCIIOPTY MpH Temrepatypi 1o 25 °C.
JonyckaeTbest TpaHCIIOPTYBaHHA IpU  cepeaHb01000B01 Temneparypi 37 °C e Oinbue 72 h (rox).

I'apanTii BUpoOHNKa
1. BupoOHMK rapaHTy€e BiAIOBIAHICTH SKOCTI HAOOpPIB BUMOTaM TeXHIYHOTO PErIaMEHTy IIOAO0 MEIUYHUX
BHPOOIB [u1s1 JiarHOCTUKH IN Vitro Ne 754 Bix 02.10.2013p. npu gojepiaHHi Cio)KuBadeM yMOB 30epiraHHs.
2. l'apanTiiiHuii TepMiH 30epiranss craHoBuTh 12 mth (mic) 3 AHA BUTOTOBICHHS HAOODY.

KoMmmiekranist
6.010 6.011
Bwmict 20 BH3H. 100 Bu3H.
P1 1x7.5ml(mn) | 5x7.5ml (mn)
P2 1x25ml(mm) | 5x2.5ml (M)
1 x20ml (ma) | 5x20ml (mm)

Temn./dake: (057) 752-32-31, www.granum.ua

CHMBO0JM Ha NPOAYKILii
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A bepertu BiJ COHSIYHOTO CBITIIA
u

3acropora. 3BepHITbCS 0 IHCTPYKII] 3 BUKOPUCTaHHA JJI1 OTpUMaHHS iH(OopMaIiii moao

Karanoxuuii HomMep

3acTepekeHb, OMEPeKEHD, 3aMT00IKHUX 3aX0/IiB

Bupo6buuk BuroroBieno: ara supoouuursa IIpuaaTHo g0: Tepmin npuparHocti Cepisi: Homep cepii
Bupi® MenmuaHU TS JIarHOCTUKY in Vitro

({/ 3Hak BiAnoBigHOCTI TeXHIYHUM periaMmeHTam

D}] KoHcynbTyliTech 3 IHCTPYKII€IO i3 BAKOPUCTAHHSA

Temneparypne
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