A biuipy0in 3aransauii CnJl
JAMCO. KoJsiopuMeTpHYHHUIM

YBAT'A! 3MIHA THCTPYKIII

%y IHcTpyKUIin

3 BUKOPHUCTaHHS HA00py peareHTiB
JJIS BU3HAYEHHSA KiJIbKOCTI 3arajibHOro 0ij1ipyoiny
B cupoBatui a0o miasMi Kposi

Binipy0in 3araasunii CnJl

IN VITRO
36epiratu mpu 2-8 °C

Tinpku mu1st mpoecifHOro BUKOPUCTAHHS.

IpuHuun meroay
3aranpHuid OiMipyOiH (MpSAMUA Ta HENPSAMUI) MEPETBOPIOETHCA y KOIBOPOBHM KOMILIEKC a3001mipyOiHy mij
BIUIMBOM J1a30TOBaHOi Cynb(aHIIOBOI KUCIOTH Yy KHCIOMY cepemoBumii. 3 nBox ¢pakuiii OinipyOiny
Oe3mocepelHEO0 Y BOAHOMY PO3YMHI NpUHMAae ydacThb TUIbKM HpAMuUil OinipyOiH. B Tolf wac sx Hempsmuit
Oinipy0iny noTpiGHO PO3UMHHATH 3 JMETHIICYIb()OKCHIOM (AMCO).
[HTEHCUBHICTh KOJLOPY MPOMOPITiiHA KOHIIEHTpAaIlil OUTipyOiHy Y 3pa3Ky.

Kuiniyne 3HaueHHs
Binipy6in mpezacrasise co000 TPOAYKT pO3Magy TeMOrNIo0iHy, sSIKUH TPAHCTIOPTYETHCS BiJl CENE31HKH 10
MIEYiHKU Ta EKCKPETYEThCSI B KOBYHI MPOTOKH. ['inepOinipyOiHeMis € pe3ysbTaToM 301IbIIeHHS KOHIICHTpaLii
OimipyOiHy y ma3mi.
[Tpmaunu rinepOinipyOinemii:
3aranpHuii 61TipyOiH. 30UTBIICHHST TeMOJIi3y, TEHETHYHI MOPYIICHHS, HEOHATAIbHA KOBTSHHUIIS,
HeeEeKTUBHUM epiTpOIoe3 Ta JIIKapchKi MpenapaTH.
[Tpsmuii 6inipy6in. XosecTas nediHKy, FeHETHYHI Ta TeNaTOKIITHHHI TOPYILCHHS.
KniniuHuii niarHo3 He MOBHHEH 0a3yBaTHCS Ha OJHOMY IMOKa3HMKOBI, HEOOXiJHO BpaxOBYBaTH KIIiHiIYHI Ta
1HIII1 1TaOOPaTOPHI JaHI.

Ckiax Habopy
1. Pearent 1. Cynpdaninopa kucnora - 30 mmol/l (Mmoinb/n); consiHa kucioTa - 50 mmol/l (mmozns/m); JJMCO
- 7 mol/l (Moinb/m).
2. Pearenr 2. Hitput Hatpito - 29 mmol/l (Mmoib/n).
3. [HCTpyKIList 3 BUKOPUCTAHHS.
4. CeprudikaT SKOCTi.

JlogaTkoBi peareHTH
Cranzpapt OinipyOiHy mocradaeTbesi okpemo. PekomennoBano BukopuctoByBatu «CrJl binipyGin
Kanioparopy, «CriJl Mynbrukaniopatop» BupooHuinrsa «JIABOPATOPIA TPAHYMy.

AHAJITHYHI XapaKTePUCTHKHU
1. JlinifiHicTh BUMipIoBasibHOTO Aianazony: 1.71 - 300 umol/l (MkMomb/i).
BinxusenHs Bizx MiHIHHOCTI He nepeBuIye 7%. SIKIIo oTpuMaHi pe3yibTaTu Oynu Oiblie, HixK Mexi
JiHIHHOCTI, po3BeiTh 3pa3ku 1:1 (B qBa pasu) NaCl 9 g/l (r/n) Ta HOMHOXKTE pe3ynbTaT Ha JIBa.
2. Yytnusicts He MeHiI 1.71 umol/l (MKkMomb/1).
3. KoedimienT Bapiarii pe3ynpTariB BU3HaUeHb — HE OnblI 7%.

Marepiaj aas 10CTiIKeHHsI
CupoBatka a0o ia3ma Kpoei. JlociipKyBaHi cHpoBaTKy a0o0 I1a3MU ITOBHHHI OYTH PETEJIbHO BiIOKpPEMIICHI Bij
(hopMeHUX eNeMEHTIB KpPOBi He Mi3Hime, Hix depe3 1 h (rom) micist B3SITTS KpOBi. YHUKAWTE BHKOPUCTAHHS
MYTHUX, JIMIIHAX Ta TEMOJIITUYHUX 3Pa3KiB (TeMoJIi3 3MiHIOE PiBeHb OLTIpYOiHY).
3pasku crabinbHi pu 2-8 °C npotsarom 4 d (106), ado 2 mth (mic) mpu -20 °C. 3axuiiaty 3pa3ku Bijl BIUIUBY
COHSTYHOTO CBITJIA.

Ilepenik HeoOXiTHOTO YCTATKYBAHHS
- CnextpodoroMeTprdHe a00 KOJOPUMETPHUIHE 00JIaqHAHHS 3 JOBKHWHOIO XBIII 555 nm (HM).
- BiAmoBiHI KIOBETH 3 TOBIIMHOIO ONTUYHOTO miapy 1 cm (cm).
- 3aranpHe 1abopaTopHe 00IagHAHHSL.
Ipum: HabGip npusHadeHU 1711 poOOTH HA MIBABTOMATHYHUX T4 aBTOMaTHYHHMX O10XIMIYHHX aHaJi3aTopax.
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ApnanTarii 10 MpuIaaiB HAAAITHCS 32 3aIIUTOM.
IlinroroBka peareHTis
Ilepen BuKopucTaHHIM HaOip BUTPUMATH MPU KIMHATHIN TemMnepaTypi npotarom 30 min (XB).
Bci pearenTy TOTOBI 10 BUKOPHUCTAHHS.
IIpoBenenns anajuizy
1. YMOBH BUMIipIOBaHHS:

JIOB)KMHA XBHIIi 546 (530-580) nm (um)
KIOBETA 3 TOBUIMHOK ONTUYHOTO Iapy 1 cm (cm)
TemIeparypa 15-20 °C

2. HanmamrryBaty nmpuaja Ha HyJb BITHOCHO JHCTHIHOBAHOI BOJIH.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiiHOI cyMilli BiIiOpaTy Ta BHOCUTH B 00'eMax, BKa3aHUX B
Ta0IUL.

Xonocruit CrannapTHuit Xonoctuit Jocmigamii 3pa3zox
CTaHJIAPTHHUM 3pa30K 3pa3okK JIOCJIITHUH 3pa30K
P1, ml (M) 15 15 1.5 15
P2, pl (mxm) - 50 - 50
Cranmapt, wl (Mx) 100 100 - -
3pazoxk, ul (MK) - - 100 100

IHpum. O6'emu peazenmie, cmanoapmy ma 3pazKy MoOXdCymb Oymu npPOnOPUiliHO 3MiHeHI 6i0n0GIOHO 00
DP0004020 00'emy Klo6emu 6UKOPUCHIO8YBAH020 AHATNI3AMOpa
4. YBAT A! Ilepemimiaty, iHKyOyBaTH MPOTSroM piBHO 5 min (XB) pu KiMHATHIH Temnepatypi 15-25 °C.
5. Bumipsita ontuuHy minbHicTh (E) cTraHmapTy mpoTu X0JIOCTOrO CTaHAapTHOTO 3pa3ka, E nocmigHoro 3paska
IPOTH XOJIOCTOTO AOCIiAHOTO 3pa3Ka.

pumitkn
st BU3HaueHHs OuipyOiHy Y HOBOHAPOPKEHUX PO3BEIITh 3pa30K B JiBa pasu ¢izionoriaunum pozurHoM (1:1).
IToMHOXTe pe3ynbTaT Ha JBa.

Po3paxyHok pe3yJbTatiB
1. Bu3HauTe KOHIICHTPAIIIIO 3arajbHOro OUTIpyOiHy B HOCIIITHUX 3pa3Kax 3a JOMOMOTOK KaJliopyBaJIbHOT
KpUBOI.
2. KanibpyBanbauii rpadik Ta (akTop NepepaxyHKy NepeBipsAIOTh Micis 3MiHU KOXKHOTO PEaKTUBY, ajie He
piame omHoro pasy Ha 3 mth (mic).

PedepenTtHi Beinunumn
[pyHTYIOUMCh Ha pe3yJbTarax IOCHiPKEHb, TPOBEICHUX JIA0OPATOPIAMHU, PEKOMEHIYEMO KOPHCTYBATHCS
HOpPMaMHu, NpUBEACHUMH HIXK4e. Pazom 3 Tum, BianosinHo 1o npaswi GLP (I'apHoi mabopaTopHOi MpakTUKK),
KOXKHa JlabopaTopis MOBHHHA caMa BH3HAYMUTH JUId cebe mapameTpu HOPMH, XapaKTepHI A 00CTeXyBaHOI
TTOTTYJISIIIIT.
HopmanbsHuii piBeHb 3arajibHOTO 0i1ipyOiHy B cupoBarii abo 1ia3Mi KpoBi CTAHOBUTD
10 18.81 umol/l (mxmoms/im) = 11.0 mg/l (mr/n)
Iepexinm B momarkosi oguauiii: mg/l (mr/m) x 1.71 = umol/l (MxMoOIB/1)

BinTBoproBaHicTh
Buytpucepiiina (n=20) Misxcepiiina (n=20)
3Hauenns, mg/dl (mr/man) 1,53 5,06 1,53 5,02
SD 0,03 0,05 0,03 0,11
CV, % 1,73 1,01 1,92 2,18

IlopiBHsIHHS MeTOAIB
TouHiCTh: pe3yiabTaTH OTPHMaHi TP BHUKOpUCTaHHI peareHtiB BupoOHuNTBa TOB «JIABOPATOPIA
I'PAHYM», npu mnopiBHSHHI 3 IHIIMMH KOMEPUIHHUMH peareHTaMu (X) CHCTEeMaTHYHHUX BiAXWICHb
HE BHSBJICHO.
[opiBusHHES OyI0 TpoBeieHo Ha 50 3pa3kax.
Pesynbraru:
Koedinient kopensuii (r)% 0,991
Piensiaus perpecii: y=0,82743x — 0,0382
PesynbraTy XapakTepuCTHK TOYHOCTI 3aJIeKaTh BiJ aHATi3aTOPY, 10 BUKOPUCTOBYETHCSL.
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CrnenngivnicTs
I'eMouti3 IPU3BOAMTE 0 3MEHIIICHHS BMICTY OUTipyOiHy.

KouTtpoas sikocTi
KoHTpomnb sIKOCTI pEKOMEHIYEThCS  3MIMCHIOBATH, BHUKOPHUCTOBYIOYHM HACTYITHWW KOHTPOJBHHN Martepiai:
«CmJI Konrpoms Hopmay, «CmJl Konrpons Ilatomoristy  («JIJABOPATOPISA TPAHYM», VYkpaina) abo
KOHTPOJBHUK Martepian iHIIOro BUPOOHWKA. SIKIO 3HAYEHHS KOHTPOJIO BHXOIATH 32 MEXKI BCTAHOBJICHOTO
Jliarma3oHy, MepeBipTe anapaTypy, peakTHBU Ta MOXKIIMBI TEXHI4HI TPOOIEMH.
KaniOpyBanns mpuiagy MpOBOJUTHCS Iepel BUKOPUCTaHHSIM HOBOI cepii peareHTiB abo y BiANOBITHOCTI 3
BUMOTaMHU JI0 KOHTPOJIO AKOCTi jtaboparopii. KoxkHa mabopaTopis HOBUHHA BCTAHOBHTH CBOI BIIACHI CXEMH
KOHTPOJTIO SIKOCTI Ta KOPUTYIOUi Jii, KIIO0 KOHTPOJIb HE BiATIOBIAA€ JOMTyCTUMUM HOPMaM.

Mpumitkn
He 3mimyiiTe Ta He BUKOPUCTOBYITE B OJHII IOCTAHOBIII PEareHTH Pi3HHUX CEpiid.

30epiranns Ta cTadiIbHICTD
VYci xoMnoHeHTH HaOOpy CcTaOUTbHI /0 3aKiHYEHHS TePMiHY MPHUIATHOCTI, 3a3HAYEHOTO0 HA €THKETIN, SKIIO0
30epiratu Horo ImTBHO 3akpuTuM mpu 2-8 °C. Ilix yac BUKOPHUCTaHHSI peareHTiB 3amodiraTn 3a0pyJHEHHs Ta
NOTPAIUISHHS NPSIMUX COHAYHUX ITPOMEHIB.

Bumoru 6e3nexkn Ta yruiizamii
1. P1 igxa pe4oBuHa. YHHUKATH MOTPAIUISHHS B POT, OYl Ta Ha WIKipy. B pasi moTpamisHHs, MPOMUTH BEIHKOIO
KUTBKICTIO BOJIM Ta 3BEPHYTHUCS 32 KOHCYJIBTAIIEIO 10 JiKapsl.
2. BuxopucroByBatn 3ac001 iHAMBITyaIbEHOTO 3aXUCTY TPH POOOTi 3 HAOOPOM.
3. 3He3apakeHHS Ta YTHIII3allisl PearceHTiB, CHPOBATOK, TECTOBHX CJAMIIB M CKISHHUX IUIACTHH IMPOBOJUTH
3TIHO 3 YAHHUAM 3aKOHOIABCTBOM.

TpancnopryBaHHs
Habopu TpaHCIOpTyIOTh BCiMa BUAMH 3aKPUTOTO TPAHCIIOPTY MpH TeMmepatypi 1o 25 °C.
JlomyckaeThCs TPAHCIIOPTYBAHHS IPU  CepeHb0A000B01 Temiieparypi 37 °C He Outbiie 72 h (Toxn).

O3HakH NOTipIIeHHs peareHTiB
- [IpucyTHICTh YaCTOK i TOMYTHiHHS.
- [losiBa xonpopy B P2.

I'apanTii BUpoOHHKa
1. BupoOHHUK rapaHTye BiINOBIIHICTb SIKOCTI HAaOOpiB BHUMOraM TeXHIYHOI'O perjiaMeHTy LIOAO0 MEAWYHHX
BHPOOIB [u1s1 JiarHOCTUKH IN Vitro Ne 754 Bix 02.10.2013 p. npu qoaepkaHHI CIIOKHBAa4eM YMOB 30€piraHHsI.
2. lapanTiitHu#l TepMiH 30epiraHas cTaHOBUTH 12 mth (Mic) 3 AHS BUTOTOBIIEHHS HAOODYy.

Kommuekranis
[REF] 5.008 [REF] 5.009
Bwmicr 100 Bu3H. 250 BU3H.
P1 1 x300ml (M) | 1x 750 ml (m)
1 x 6 ml (M) 1 x 14 ml (mm)

P2
“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. Xapkis, Bys. ®pankiscbka, 14.
Ten./dake: (057) 752-32-31, www.granum.ua

CuMBO/IM HA TPOAYKIIL

) Bupo6buuk BuroroBieno: [lara supoouuursa IIpuaaTHo g0: Tepmin npuparHocti Cepisi: Homep cepii
) Bupi6 MenuuHMiA 7151 1arHOCTHKHY in Vitro EE_:] KoncynpryliTech 3 IHCTPYKII€IO i3 BUKOPUCTaHHS
j:& Bepertu Bij coHsUHOTO CBiTIIA @ 3HaK BiIlHOBiIL;IOCTi: TexHIYHUM periaMmeHTam TemneparypHe
0OMeKeHHS 3acTopora. 3BepHIThCS 10 IHCTPYKLIi 3 BUKOPUCTAHHS AJIs1 OTPUMaHHs iH(opMarii moao
3acTepekeHb, OMEPeKEHD, 3aMTO0IKHUX 3aX0/IiB Karanoxxuuit Homep
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