A binipyoin npsamun CnJl
AMCO. KosiopumeTpudHUii

VBAT'A! 3MIHA IHCTPYKIII

IHcTpyKUIin
3 BUKOPHCTAHHS HA0Opy peareHTiB
AJ151 BUSHAYEHHSA KiJILKOCTI MpsAMOro 0iipyoiny
B cHpoBaTUi 200 mjIa3Mi KpoBi

Binipy0in npsamuii CnJl

IN VITRO
36epiratu mpu 2-8°C

Tineku a7st mpodeciiHoro BAKOPUCTAHHS.

IIpuHIun meroxy
3aranpHuii OiMipyOiH (TIPAMUI Ta HEMPSIMU) MEPETBOPIOETHCS Yy KOJHOPOBH KOMIUIEKC a300iumipyOiHy i
BIUIMBOM /1a30TOBaHOi Cynb(aHIIOBOI KHUCIOTH Yy KHUCIOMY CepeloBHINi. 3 1BOX (Qpakmiii OinipyOiny
Oe3mocepelHbO0 Y BOJHOMY PO3UMHI MpUAMAae ydacTh TUIBKM NpsaMuii OumipyOiH. B Toil wac sk Hempsamuii
OimipyOiH MoTpiOoHO PO3YHMHUTH 3 TUMETHIICYIB(POKCHIOM (AMCO).
[HTEHCHBHICTB KOTBOPY MPOMOPITiiHA KOHIIEHTpAIlil OimipyOiHy y 3pa3Ky.

Kainiune 3HaueHHs
binipy6in mpencTaBise cob00 MPOMYKT PO3Mary reMOriio0iHy, SKHd TPAHCIIOPTYETHCS BiJl CENE3IHKHA /10
MIEYiHKU Ta €KCKPETYEThCS B KOBUHI NPOTOKH. ['inepOinipyOineMist € pe3yabTaToM 301/IbIIeHHS KOHIIEHTpaLii
Oinipy0iHy y MIa3Mi.
[Mpuunzy rinep6inipyOiHeMii:
3aranpHuii O61TipyOiH. 30IbIIEHHST TEMOJi3y, TeHETHYHI TOPYIICHHS, HEOHATAIbHA YKOBTSHHIIA,
HeeEeKTUBHUI EpUTPOIIOE3 Ta JIIKapChKi MpenapaTH.
[Mpsmuii 6inipy6in. Xosectas neviHKy, FTeHETHYHI Ta TeMAaTOKIITHHHI TTOPYIICHHS.
KniniuHuii niarHo3 He MOBMHEH 0Oa3yBaTHCS Ha OJHOMY ITOKa3HMKOBI, HEOOXiZHO BpaXxOBYBaTH KJIiHiYHI Ta
iHII1 TabopaTopHi JaHi.

Cknan Habopy
1. Pearenr 1. Cynndaninora kuciiora - 30 mmol/l (MMoiib/n); cosisiHa kucinota - 150 mmol/l (MMosiw/).
2. Pearenr 2. Hitput Hatpito - 29 mmol/l (mmonb/m).
3. [HCTpYKIIis 3 BUKOPUCTAHHS.
4. Ceprudikar SKOCTI.

JonarkoBi pearenTn
Cranzapr 0inipy06iHy mocradaeTbes okpeMo. PekomennoBano BukopucroByBatu CriJl Mynbrukaniopatop
BUpOOHMITBA «JIaboparopis ['panym».

AHaJNITHYHI XapaKTePUCTUKHU
1. JlinifiHicTh BUMipIoOBaJIbHOTO Aiana3ony: 1.71 - 300 umol/l (MkMomB/11).
Binxunenns Bif niHiTHOCTI He niepeBuInye 7%. Skuio oTpumani pe3ynbTati Oynu Oiible, HixK
Me:Ki JiHIMHOCTI, po3BeuiTh 3pa3ku 1:1 (B xBa pasu) NaCl 9 g/l (/1) Ta moMHOXTe pe3ynbTar Ha JiBa.
2. Yyrnusicts HEe MeHII 1.71 umol/l (MKMomB/1).
3. Koedirient Bapiarii pe3yabTaTiB BU3HaU€Hb — HE OLIbII 7%.

MarepiaJ a1 70CTiIKEeHHSA
CupoBatka a00 mua3ma Kposi. JJociipkyBani cupoBaTku a0o Mi1a3My OBUHHI OyTH PETENIbHO BiTOKPEMJICHI Bij
(dopMEeHHX eNeMEHTIB KpOoBi He Mi3Hime, Hix depe3 | h (roj) micist B3ATTS KpoBi. YHHKaWTe BUKOPUCTAHHS
MYTHUX, JIIIHAX Ta TEMOJIITHYHUX 3Pa3KiB (TeMoJIi3 3MiHIO€ PiBeHb OLTipyOiHY).
3pasku cTabinbHi mpu 2-8°C npotsirom 4 d (106), a6o 2 mth (mic) mpu -20° C. 3axumiaty 3pa3ku Bijl BIUIUBY
COHSIYHOTO CBITJIA.

Ilepenik HeoOXiTHOTO YCTATKYBAHHS
- CnektpodoromerpudHe a00 KOJOPUMETPUIHE 00IaTHAHHS 3 JOBKWHOKO XBWII 555 nm (HM).
- BianoBigHi KIOBETH 3 TOBIIMHOIO ONTHYHOIO mapy 1 cm (cm).
- 3arayipHe JTabopaTopHe 00IaTHAHHS.
IIpum: Habip npusHayeHuil 1y po6OTH Ha MiBAaBTOMATUYHUX Ta aBTOMAaTHYHHUX O10XIMIYHHMX aHali3aTopax.
Anarrrartii 1o mpuIamiB HaIalOThCS 3a 3aITUTOM.
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IlinroroBka peareHris
[lepen BukopucTaHHsIM HaOip BUTpUMATH NPU KIMHATHIN TemiiepaTypi npoTsroM 30 min (XB).
Bci pearenTy TOTOBI 10 BUKOPHUCTAHHS.

IIpoBeneHHs1 aHaizy
1. YMOBH BHUMipIOBaHHS:

JTIOBXKWHA XBHITI 555 (530-580) nm (M)
KIOBETa 3 TOBIIMHOIO ONTHYHOTO Imapy 1 cm (cm)
TeMIeparypa 15-20°C

2. HamamrryBatu npuiaj Ha HyJIb BiJTHOCHO JUCTHUIHOBAHOI BOJIH.
3. HanmoBHEHHS KIOBETH: KOMIIOHEHTH PeaKIliifHOi cyMiIi BigiOpaTu Ta BHOCHTH B 00'eéMax, BKa3aHUX B
Ta0IUIL.

XomnocTuit CranmapTHHI XomnocTuit JlocmimHnit 3pa3ok
CTaHAAPTHUHN 3pa30K 3pa3oK JOCIIITHUH 3pa30K
P1, ml (mn) 1.5 1.5 1.5 1.5
P2, pl (mxi) - 50 - 50
3pazok, ul (Mxm) - - 100 100
Crangapt, pl (M) 100 100 - -

IHpum. O6'emu peazenmie, cmanoapmy ma 3pazKy MOMCYmb Oymu RPONOPYIIHO 3MIHEHI 6I0N0GIOHO 00
DP0004020 00'emMy Klo6emu 6UKOPUCHLO8YBAHO20 AHANI3AMOPA
4. YBAT'A! llepemimaru, iHKyOyBaTH IPOTSTOM PiBHO 5 min (XB) Ipu KiMHATHIN Temmeparypi 15-25°C.
5. Bumipsita ontuuHy minbHicTh (E) cTraHmapTy mpoTy X0JIOCTOrO CTaHAapTHOTO 3pa3ka, E mociimHoro 3paska
MPOTH XOJIOCTOTO AOCIiAHOTO 3pa3Ka.

Hpumitkn
1. s Bu3HaueHHs OLTipyOiHy y HOBOHAPOPKEHUX PO3BEMITH 3pa30K B /IBA Pa3H (Pi3i0NOTIYHIM PO3ZYUHOM
(1:1). [lomHOXTE pe3ynbTaT Ha JBA.

Po3paxyHok pe3yJbTartiB
1. Bu3HauTe KOHIEHTpALiIO NPsIMOro 0imipy0iHy B AOCIIIHUX 3pa3Kax 3a JO0IOMOI0l0 KasliOpyBajIbHOI KPUBOI.
2. Kaniopysanbauii rpadix Ta hakrop nepepaxyHKy MepeBipsitOTh Micis 3MiHA KOXXHOTO PEaKTHUBY, alie He
pizme ogHoro pasy Ha 3 mth (Mic).

PedepenTtHi Beqtnunnmn
[pyHTYIOYHCh HA pe3yibTaTax JOCIiIKEHb, MPOBEIECHUX J1A0OPATOPisIMH, PEKOMEHIYEMO KOPUCTYBATHCS
HOpPMaMH, IPUBEICHUMH HIK4e. Pazom 3 Tum, BiamoigHo 1o npaswit GLP (IapHoi maGopaTopHOI MPaKkTHKK),
KOXKHa J1abopaTopis NMOBHHHA caMa BH3HAYMTH JUId cebe mapamMeTpd HOPMHM, XapaKTEpHI A 00CTeXyBaHOI
TTOTTYJIAIIIT.
Hopmanbauii piBeHb NpsiMoro 0inipy0iHy B CHpOBaTIIi a00 1ia3Mi KpOBi CTAHOBHUTH
o 4.27 pumol/l (mxmouk/n) = 2.5 mg/1 (mr/)
Ilepexin B nomatkoBi ogmanii  mg/l (mr/m) x 1.71 = pumol/l (Mxmoms/m)

BinTBoproBaHicTh
Buytpucepiiina (n=20) Mixcepitina (n=20)
3nauenns, mg/dl (mr/mam) 0,96 2,48 0,96 2,5
SD 0,024 0,051 0,043 0,035
CV, % 2,52 2,06 4,49 1,41

IlopiBHsIHHS MeTOAIB
TouHicTh: pe3yibTaTH OTPUMaHi NpH BUKOpUCTaHHI peareHTiB BupoOHunTBa TOB «JIABOPATOPIA
I'PAHYMp, mpu NOpiBHSHHI 3 IHIIMMUA KOMEPIIIMHUME peareHTaMH (X) CHUCTEMAaTHYHUX BiJIXWICHb HE
BUSIBJICHO.
[opiBusHHSA OyI0 poBeaeHo Ha 50 3pa3kax.
PesynbpraTu:
KoedirienT kopemsuii (1) 0,96
PiBusinns perpecii: y=0,71177x — 0,05267
PesynbraTti XapakTepruCTUK TOYHOCTI 3aJIeXkKaTh BiJl aHAI3aTOPY, III0 BUKOPHUCTOBYETHCS.
CneuudiyHictb
I'emo:1i3 IPU3BOAUTH IO 3MEHIIICHHS BMICTY OLTipyOiHy.
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KonTpoas saxocti
KoHTpomnb sIKOCTI pEeKOMEHIYeThCS  3IIACHIOBATH, BHUKOPHUCTOBYIOYHM HACTYITHWW KOHTPOJBHUN Martepiai:
«CnJI Kontpone Hopmay, «CnJI Kortpomns [latomnoris»  («Jlabopatopis I'panym», Yipaina), kERBA NORM,
PATH» (Yexis). Skmo 3Ha4eHHS KOHTPOJIO BHUXOJATH 332 MEXKi BCTAHOBJICHOTO Jiama3oHy, MepeBipTe
amaparypy, peaKTHBH Ta MOXKIJIMBI TEXHIYHI TPOOIEMH.
Kani6pyBanHus npuiaxy TpOBOIUTHCS Tepe] BUKOPHUCTAHHAM HOBOI cepii peareHTIB ab0 y BiAMOBITHOCTI 3
BUMOTaMHU J0 KOHTPOIIO KOCTi Jabopartopii. KoxHa maboparopisi HOBUHHA BCTaHOBUTU CBOi BIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUI Aii, SIKIIO KOHTPOJIb HE BiIMOBIJa€ JOMYCTUMUM HOPMaM.

IMpumitkn
1. He 3mMimnyiiTe Ta He BUKOPUCTOBYWTE B OJIHII MOCTAHOBIL peareHTH pi3HUX Cepiil.

30epiranns Ta cTabiibHICTD
VYci kxoMIoHEeHTH Habopy CTa0lIbHI IO 3aKiHUEHHS TEPMiHY IPUIATHOCTI, 3a3HAYEHOT0 Ha €TUKETII, SIKIIO0
30epiraru #oro minsHO 3akpuTHM ipu 2-8°C. I1ix yac BUKOPUCTaHHS peareHTiB 3amo0iraTi 3a0py/THEHHS Ta
MOTPAIUISHHS MPSIMUX COHSYHUX MTPOMEHIB.
).

Bumoru 6e3nexu Ta yruiizamii
1. P1 ingka pedyoBrHA. YHUKATH MOTPAIUISTHHS B POT, 0Ui Ta Ha IIKipy. B pa3i moTparuisiHHs, TPOMUTH BEJIHKOIO
KUTBKICTIO BOJIM Ta 3BEPHYTHUCS 32 KOHCYJIBTAIIEIO 10 JiKapsl.
2. BukopuctoByBaTH 3ac00H 1HAMBIyaTbHOTO 3aXHUCTY MPH POOOTI 3 HAOOPOM.
3. 3He3apakeHHS Ta yTWJII3allisl PeareHTiB, CHPOBATOK, TECTOBMX CIAW[IB UM CKJISHUX TUIACTHH TPOBOIWUTH
3TIIHO 3 YUHHUM 3aKOHOJABCTBOM.

TpancnopryBaHHs
Habopu TpaHCcopTyroTh BciMa BUaMH 3aKPUTOTO TPAHCIOPTY MpH Temnepatypi mo 25°C.
JonyckaeTbest TpaHCTIOPTYBaHHS IPpU  cepeiHbo1000B01 Temneparypi 37°C He Oinbuie 72 h (Tox).

O3HakH NOTipIIEeHHS peareHTiB
- [IpucyTHICTh YaCTOK i TOMYTHIHHS.
- [losiBa xonbopy B P2.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BiAIOBITHICTh SKOCTI HaOOpiB BUMOraMm TeXHIYHOTO periaMeHTy MI0JI0 MEIMYHHX
BUPOOIB A5 iarHOCTUKH in vitro Ne 754 Bin 02.10.2013 p. npu noaepkaHHi CHOXUBAaYeM YMOB 30epiraHHsl.
2. lapanTiitHuii TepMiH 30epiranas ctaHoBUTH 12 mth (mic) 3 AHS BUTOTOBIICHHS HAOOPYy.

Kommuiekranis
[REF] 5.006 [REF] 5.007
Bwmict 100 Bu3H. 250 BU3H.
Pl 1 x 300 ml (M) | 2 x 375 ml (M)
1 x 6 ml (M) 1 x 16 ml (M)

P2
“ TOB «JIABOPATOPLA 'PAHYM», Ykpaina, 61001, m. XapkiB, Byin. ®paHkiBcbka, 14.
Ten./dakc: (057) 752-32-31, www.granum.ua

CuMBOJIM HA TPOAYKILL
d Bupo6uuk BuroroBseno: [lara supoOuunrsa IIpupatno mo: Tepmin npunaraocri Cepisi: Homep cepil

Bupi6 mennaHUi U1 JIarHOCTHKY in Vitro EE KoncynbTyliTech 3 IHCTPYKII€IO i3 BUKOPUCTAHHS
BeperTu BiJ COHSIYHOTO CBITIIA ({/ 3HaK BiNOBITHOCTI TeXHIYHUM periiaMeHTaMm Temneparypue

0OMeKeHHS 3actopora. 3BepHIThCS 10 IHCTPYKLIT 3 BUKOPUCTAHHS JJIs1 OTPUMaHHs iH(opMaii moao

3aCTEepEkEHb, NOIepeIHKEHb, 3aII001KHNX 3aX0/IiB Karanoxuuii Homep
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