‘C/M BIJIIPYBIH zaraasanin DPD CnlJl

DPD. KosopumeTpuuHuii

‘& IncTpykuis

3 BUKOPHCTAHHS HA0OpYy peareHTiB
JJISl BU3HAYCHHS KiJIbKOCTI 3arajibHOro 0inipyoiny
B cCHpOBaTIi 200 Mmjia3Mi KpoBi

BIJIIPYBIH 3araasnauiit DPD CnJl

IN VITRO
36epiratu mpu 2-8°C

Tinbku 11st mpodeciiHOro BUKOPUCTAHHS.

IMpunuun metoay
3aranpHuid OiMipyOiH (MpSAMHUA Ta HENPSAMUI) NEPETBOPIOETHCA Y KOJIBOPOBHM KOMIUIEKC a300imipyOiHy mig
BILTUBOM [11a30TOBAHOI CYJIb(aHIIOBOI KUCIOTH Y KUCIOMY CEPEIOBHIII. [HTEHCUBHICTD KOJIBOPY IPOIOpITiiHA
KOHIIeHTpallii OinipyOiHy y 3pasky. BukopucToByeThcs sl BH3HAYeHHS OUTipyOiHy Ha aBTOMATHYHUX
010XIMIYHHX aHali3aTOpaXx.

Kuiniune 3HaueHHs
binipy6in mpencTaBisge cob00 MPOIYKT PO3Mary reMoryiobiHy, SKHA TPAaHCIOPTYETHCS BiJl CENE3IHKH 0
MEYiHKU Ta €KCKPETYEThCS B KOBYHI MPOTOKH. ['inepOinipybiHemis € pe3yabTaToM 301IbIIeHHS KOHIIEHTpaLil
OinipyOiny y mmasmi.
IIpuawan rinepoimipydiHemii:
3aranpHuii OUTipyOiH. 30LIbIIEHHS TeMOJIi3y, T€HETHYHI IOPYILICHHS, HEOHATAIbHA JKOBTIHHIIS,
Hee(EeKTUBHUH epUTPOIIOe3 Ta JIIKapChKi MpenapaTH.
[psimuii Ginipy0Oin. XonecTas Mev4iHKK, TeHETUYHI Ta TENATOKIITHHHI TOPYIIECHHS.
Kniniunuii miarHo3 He MOBMHEH Oa3yBaTHCS Ha OJHOMY ITOKAa3HUKOBI, HEOOXiTHO BPaxOBYBaTH KIIiHIYHI Ta
1HII1 JTabopaTopHi JaHi.

Ckaan Habopy
1. Pearent 1. Consina kuciora — 0.16 mol/l (Mob/i).
2. Pearenr 2. 2.4-DPD - 0.5 mmol/l (Mmomnb/i), consina kucinora — 0.3 mol/l (Mosib/i).
3. [HCTpyKIList 3 BUKOPUCTAHHSI.
4. ITacopr.

JlonaTKoBi peareHTH
Kanibparop 6inipy6iny mocradaerscsi okpemo. PekomennoBano BukopuctoBysatu CriiJl Mynbsrukanioparop
BupoOHuNTBa «Jlaboparopis ['panym».

AHAJITHYHI XapaKTePUCTHKHU
1. JlinifiHicTh BUMipIOBaJIbHOTO Aianasony: 1.71 -513 umol/l (MkMomb/i).
BinxunenHs Bix niHiHHOCTI He nepeBulye 7%. Skio oTpumani pe3ynasTatu Oynau Oinblie, HixK
MesKi JHIMHOCTI, po3BeiTh 3pa3ku 1:1 (B xBa pasu) NaCl 9 g/l (/1) Ta moMHOXTe pe3yabTar Ha JiBa.
2. Uytnusicts He MeHI 1.71 pmol/l (MkmMomb/7).
3. KoedgimieHT Bapiauii pe3ysnbTaTiB BU3HA4eHb — HE 01161 7%.

MarepiaJ 11 10CTiI7KeHHA
Cuposarka a00 mia3ma kposi. JJociipkyBani cupoBaTku abo Mi1a3My OBUHHI OYTH PETENIbHO BiTOKPEMIICHI Bij
(hopMeHHX eNeMEHTIB KpOoBi He mi3Hime, Hix 4depe3 1 h (rom) micist B3ATTS KpoBi. YHHKalWTe BUKOPUCTAHHS
MYTHHUX, JIMIHAX Ta TEMOJITHYHUX 3Pa3KiB (reMoJIi3 3MiHIOE PiBeHb OLTipyOiHY).
3pasku crabinehi mpu 2-8°C npotsirom 4 d (100), a6o 2 mth (mic) mpu -20° C. 3axuiaTu 3pasku Bijl BILIUBY
COHSTYHOTO CBITJIA.

Ilepesik HEOOXiTHOTO YCTATKYBAHHA
- CnektpodoromMeTpudHe a00 KOJOPUMETPUUHE 00IaJHAHHS 3 JOBXKUHOK XBWIi 546 nm (HM).
- BinnosigHi kroBetu 3 ToBIMHOIO onTryHOro mapy 0.5-0.7 cm (cm).
- 3araipHe JabopaTopHEe 00IaTHAHHS.
Ilpum: Ananramii 10 HaiBaBTOMaTUYHHUX 1 aBTOMATHYHUX TPHUIIAiB HAJAIOTHCS 32 3alIUTOM.

IinroroBka peareHris
Ilepen BukopucTaHHIM Habip BUTPUMATH IPU KIMHATHIN TeMiiepaTypi mpotsarom 30 min (XB).
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Bei pcarcuTu FOTOBI 10 BUKOPUCTAHHA.

IIpoBenenns anamisy
1. YMOBH BUMIipIOBaHHS:

JOBYKMHA XBHUITi 546 (530-580) nm (um)
KIOBETa 3 TOBIIMHOIO onTH4YHOTO mapy 0.5-0.7 cm (cm)
TeMIeparypa 37°C

2. HanmamryBatu mpumaja Ha HyJb BiTHOCHO JUCTHIBOBAHOI BOJIH.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiiHOI cyMimIi BiniOpaT Ta BHOCUTH B 00'eMax, BKa3aHHX B
TaOIHILI.

CrannmapTHHI 3pa30K Jocaigauii 3pa3ok
P1, pl (mxm) 200 200
Cranpapr, pl (Mxm) 10 -
3pazok, ul (MK) - 10

[lepemimiaTu Ta iHKyOyBaTH 5 min (XB) pu KiMHaTHIH Temieparypi 37°C. BUMIpATH X0JI0CTY ONTHUHY
urineHicTh (E1) 3pa3ka Ta kamiOparopa.
P2, ul (mxn) | 50 | 50

Ilpum. O6'emu peazenmis, cmanoapmy ma 3pasKy MOM3Cymb Oymu RpPONOPUINHO 3MIHEeHI 8I0N0BIOHO 00
DP0004020 00'emMy Klo6emu 6UKOPUCHLO8YB8AH020 AHANI3AMOpA
4. Tlepemimary, iHKyOyBaTu mpoTsAToM 5 min (xB) mpu TemmnepaTypi 37°C.
5. BuMipsiti ontruHy 1miisHICTh (E2) crangapTy IpoTH X0J0CTOro CTaHAapPTHOIO 3pas3ka, E2 mociigHoro
3pa3Kka MPOTH XOJOCTOTO JIOCIITHOTO 3pa3Ka.

Po3paxyHox pe3yJbTatiB

AE=E2-EI
3 kamibparopom:
AE
CﬂOC = — x CKZ/I
AEK&JZ
3 ¢akropom:
_ CKan
AEKLL’!
Coe =AE, . xF

ne: Cy, - KOHIEHTpais OlnipyOiny B AOCIITHOMY 3pa3Ky, wmol/l (MKMOmb/m).

AEy,. - ONTHYHA MITBHICTS JOCTITHOTO 3pa3Ka, OJUHHUITE ONITHYHOT MIUTEHOCTI.

AE, ;- ONITUYHA LITBHICTh CTaHAAPTY, OMUHHLB ONTHYHOT IITBHOCTI.

Crar - BMICT O1TipyOiHy 3aranbpHOro B Kamiopatopi, pmol/l (MkMoms/i).

PedepenTHi Beauunnm

[pyHTYIOUHCh Ha pe3yJbTaTax [OCHiUKEHb, NPOBENCHUX JabOpaTopisMu, PEKOMEHIYEMO KOPUCTYBATHCS
HOpPMaMH, IpUBEACHUMH HIK4e. Pazom 3 Tum, BianosinHo no npasun GLP (I'apnoi 1abopaTtopHOi NpakTUKN),
KOXKHa JTa0bopaTopis MOBHHHA caMa BH3HAYMTH Ul cebe mapaMeTpH HOPMH, XapaKTepHi A 00CTeXyBaHOI
TTOTTYJISITI.
HopmanbsHuii piBeHb npsiMoro 0inipyOiHy B CHpoBaTi a0o m1a3Mi KpOBi CTAHOBUTH
3.4-20.5 pmol/l (Mxmonb/m) = 2-12 mg/l (mr/n)
Iepexin B momatkoBi oquuuii  mg/l (mr/m) x 1.71 = umol/l (MxMoIib/m)

BinTBoproBaHicTh
Buytpucepiiina (n=40) Misxcepiiina (n=80)
3unavenns, mg/dl (mr/mm) 1.169 5.0485 1.1682 5.0485
SD 0.0285 0.0594 0.012 0.046
CV, % 2.4 1.2 1.0 0.9
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IlopiBHSAHHA MeTOIIB
TouHicTh: pe3ynbTaTH OTPUMaHI NMpU BUKOpHCTaHHI peareHTiB CnaitnJlad (Y), mpu NOpIBHSHHI 3 IHIIMMH
KOMEPITIHHUMHU peareHTaMu (X) CUCTEMaTUIHHUX BiIXWJICHb HE BUSBIICHO.
[opiBusHHSA OyI0 MpoBeaeHO Ha 61 3pa3kax.
Pesynbrartu:
Koeoimient xopesmsii (r)% 0.996
PiBusinns perpecii: y=0.9836x — 0.1644
PesynpTaTu XapakTepuCTHK TOYHOCTI 3aJI€KaTh BiJ aHATi3aTOPY, 10 BUKOPUCTOBYETHCSL.

CneuugiyHictb
I'eMo1i3 IPU3BOAUTH 0 3MEHIIICHHS BMICTY OLTIpyOiHYy.

KonTpous axocti
KoHTponb SKOCTI pEeKOMEHAYETHCS  3IIMCHIOBATH, BUKOPHUCTOBYIOUHM HACTYITHUHA KOHTPOJBHHH Matepia:
«CnJI Korrpoms Hopma», «CnJlI Kontposs Ilatomoris» «Jlaboparopis I'panym», Ykpaina. SIKimo 3HadeHHS
KOHTPOJIIO BUXOJSTh 33 MEKi BCTAHOBJICHOT'O Jialla3oHy, epeBipTe anaparypy, pCakTHBH Ta MOMKJINBI TEXHIUHI
npobnemu. KoxxHa nabopaTopis MOBMHHA BCTAHOBHUTH CBOi BJIACHI CXEMHU KOHTPOJIO SIKOCTI Ta KOPUTYIOUi [ii,
SIKTTIIO KOHTPOJIh HE BiJTIOBITA€ JOTYCTUMUM HOPMaM.

30epiranns Ta cTabinbHICTD
¥Yci KoOMIOHEHTH Habopy cTabibHI 0 3aKiHUEHHs TEpMiHy IPUIATHOCTI, 3a3HAYE€HOTr0 Ha €TUKETL, SKIIO0
30epiratu ¥oro miinsHO 3akputum mipu 2-8°C. I1ix yac BUKOpHCTAaHHS PeareHTIB 3armo0iraty 3a0pyIHEHHS Ta
NOTPATUISTHHS TIPSIMUX COHSYHUX MTPOMEHIB.
He BukopucTOBYBaTH peakTHBH Micis 3aKiHUEHHA TepMiHy npugaTHocti 12 mth (Mic).

Bumoru 6e3nexu Ta yruisamii
1. P1ta P2 inki pe4oBHHM. YHHKATH MOTPAIUISIHHS B POT, OYi Ta Ha MIKIpy. B pa3i moTpamisHHs, MPOMHUTH
BEJIMKOIO KTBKICTIO BOJH Ta 3BEPHYTHCA 33 KOHCYJIBTALIIEIO 10 JTIKapsl.
2. BukopucTtoByBaTH 3aC00U 1HAWBITyaIEHOTO 3aXUCTY IPH pOOOTI 3 HAOOPOM.
3. 3He3apaKeHHs Ta YTHJIi3allisi peareHTiB, CHPOBATOK, TECTOBHX CAAMIIB YW CKIIIHUX IUIACTHH IPOBOIUTH
3riIHO 3 YHHHUM 3aKOHOaBCTBOM.

TpancnopryBanHst
Habopu TpaHCcopTyrOTh BCiMa BUaMH 3aKPUTOr0 TPAHCIIOPTY MpH TeMuepatypi mxo 25°C.
JlomycKaeThes TPAHCIIOPTYBAHHS IIPU  CepeAHBbOA000B0T Temmieparypi 37°C He Oinbiie 72 h (rox).

O3Haku NOTipIICHHS peareHTiB
- [IpucyTHIiCTD 4acTOK i HOMYTHIHHSI.
- [TosiBa xonbopy B P2.
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Kommuiexkranisn
Kar. No 5.019 Kat. Ne 5.007
Bwmict 300 BuU3H. 600 Bu3H.
P1 1 x 60 ml (M) 1 x 120 ml (M)
P2 1 x 15 ml (M) 1 x 30 ml (M)

CHMBO0JIM HA IPOAYKIILii
d Bupo6uuk BuroroBjeHo: Jlara supoOuuursa IIpuaaTHo mxo: Tepmin npugataocti Cepisi: Homep cepii

Bupi6 MeanuHMiA 4711 IarHOCTUKY in Vitro EE_:] KoncynpryliTech 3 IHCTPYKII€IO 13 BAKOPUCTAHHS

"'\l" . . | . . - .. .
AS bepertu Bin consaHOro cBitIa (\{/ 3HaK BiIMOBIIHOCTI TeXHIYHUM periiaMeHTam ,ﬂr Temneparypae
u
0OMEKEeHHS 3acTopora. 3BepHITbCS 0 IHCTPYKIIii 3 BHKOPUCTAHHS JIJIsl OTpUMAaHHsI iHpopMarii momo

3acTepekeHb, TOMEPeHKEHbD, 3aM00IKHUX 3aX0/1iB
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