WA P®-Typ6i Cil
A,

JlarexkcHa TypOinuMeTpis

IncTpykuis
3 BUKOPHCTAHHS Ha00Opy peareHTiB
JJIs1 BU3BHAYECHHSI KUIBKOCTI peBMATOIAHOIO (pakTOopy
B CHpPOBaTLi KPOBIi

P®-typ6i CnJl

IN VITRO
36epiraru npu 2-8°C

Timeku m1st mpodecitHOTO BUKOPUCTAHHS.

IpuHuun merony
P®-Typ0i € KinbKiCHUM TYpOiAMMETPHUYHUM TECTOM JUIsi BUMiproBaHHs P® B JrroichKild cHpoBartiii ado Ia3Mi.
B ocHOBiI BU3HAUeHHS JEKHUTH peakilis aHTUTE€H-aHTHUTLIO. JIFoIChKkMiA raMariaoOyiH, MO aacopOOBaHM Ha
HEUTpaIbHUX YAaCTHHKAX JIATEKCY, BCTYIIA€ B PEaKIlil0 arTIOTUHALI 3 TOCHITHAMH 3pa3KaMH, 10 MicTATh PO.
BenmnunHa BUMiproBaHOT ONTHYHOI MIIJTBHOCTI 3a€XKUTH BiJ KoHIEHTpalii P® B mpobi. B pesympraTi peakmii
YTBOPIOETHCS CYCIEH31s1, KaJaMyTHOCTD SIKOi BUMIPIOETHCSI JOTOMETPHUHO.

Kniniune 3HaYeHHs
Pemaroinuuii dakrop (P®) — ayroantutina 19G, IgM abo IgA, mo pearywots 3 Fc-¢pparmentom IgG. Bin
YTBOPIOETBCSL B PE3YyNbTaTi CTUMYJIALII arperoBaHuM moaudikoBaHuM (Buno3MineHnM) 1gG abo 3a paxyHOK
€K30r€HHOT'0 IEPEXPecHO pearyrodoro aHTUreHy npu nopymeHHi imyHoperyimsinii. Kommiexkc IgG+HP® ne
(arounTyeThes, BIOKIAJA€THCS B NEPUBACKYISIPHOMY IPOCTOPl, CTHMYJIOIOYM KIIITHHHO-OMOCEPEAKOBaH1
IUTOTOKCUYHI PEAKIIii, 1[0 TPU3BOIUTH JIO TTOSIBY 3aI1aJICHHSI.
[lizBumenns piBaro P® xapaktepHo 11 peBMmaroigHoro aprpury (mo 90% XxBopux), aje MOXKJIMBI
ceponeratuBHi ¢opmu. [ligBumenns tutpy PO Bim3Hauaerbcs He paHine 4uM depe3 6-8 TWXKHIB micis
KIHIYHUX TposiBiB. P® B OinbIl HU3BKHUX TUTPaX MOXE BifA3HA4YaTHCA MpH iH(EKIIHHOMY MOHOHYKIIEO3I,
TOCTPHUX 3analibHUX Mpoliecax (0akrepiaibHUH eHA0KapIUT, CUdLIIiC, TYOSPKYIIL03, Kip, KpacHyXa, TPUI Ta iH.),
BOBUAKYy 3 ypaXXeHHsM cyryio0iB, cuHapomi Illerpena, capkoimosi, TremaTHTi, CHCTEMHINl CKiIepomepmii,
MOTIMIO3HUTi.
Kniniuamii niarHo3 He MOBHHEH 0Oa3yBaTHCs Ha OJHOMY MOKAa3HHMKOBI, HEOOXIJHO BpaXxOBYBaTH KIiHIYHI Ta
1HIIII JTabopaTOpHi JaHi.

Ckiag Habopy
1. Pearent 1. Pozunanmk: Tpic-0ydep pH 8.2 - 20 mmol/l (Mmoms/m).
2. Pearenr 2. JlarekcHa cycrieHsisl.
3. [HCTpyKIlist 3 BUKOPHCTAHHSL.
4. [Tacmopr.

JlonaTkoBi peareHTH
Kani6parop P® ta konTpomni (2 piBHs) PO nmocradaersest okpemo.

AHATITHYHI XapaKTePUCTHKHA
1. JlinidHicTh BUMIipIoBambHOTO Aianaszony: 8-160 1U/ml (MOx/mi). 3pa3ku 3 OibIT BUCOKOIO KOHIICHTPAIII€lO,
cimig po3basutH 1:5 B (6 pasi) NaCl 9 g/l (r/m) Ta mOMHOXTE pe3ynbTaT Ha IIicTh. Mexi JHIHHOCTI 3aIeKaTh
BiJl CHIBBIZIHONICHHS MPOOW Ta peakTHUBY, a TaKOX BiJ BUKOPHCTOBYBaHOro aHaimizatopa. JliHilHICTE Oyne
3pOCTATH, IUBIXOM 3MEHIIIeHHs 00'eMa 3pa3Ka, Xo4a YyTIHBICTh TECTY OyJie MPONOPIiHHO 3MEHIITYBATUCh.
BinxwieHHs Big JMiHIHHOCTI HE IepeBUIIye 6 %o.
2. Yytnusicts He mentn 8 1U/ml (MOza/mn).
3. Koedoimient Bapiamii pe3ynpTaTiB BU3Ha4€Hb — HE OUTBII 6 0.

Marepian 118 1oc/ixKeHHs
Cuponatka KpoBi. J{ocimimkyBaHi cHpoBaTKA TMTOBUHHI OYTH peTENHHO BiJOKpEeMIICH] BiJl (POPMEHUX €IIEMEHTIB
KpOBi He mi3Himte, Hix yepe3 1 h (rox) micis B3ATTSA KpoBi. YHUKaHTe BUKOPUCTaHHS MYTHUX, JIITI THUX Ta
TEMOTITHYHUX 3pa3kiB. CHPOBATKH 3 (iOpHHOM ITOBHHHI OYTH BimIIeHTpU(PYTroBaHi Tiepe]] BUSHAYCHHIM. 3pa3Ku
crabinphi 7 d (106) mpu 2-8°C abo 3 mth (mic) mpu -20 °C.

IlepeJik He0OXiTHOTO yCTATKYBAHHSA
- CextpodoroMerpraHe abo poTOMETpHIHE TEPMOCTaTyIoue oOIaHaHHs 3 TOBXHUHOO XBU 620 nm (HM)
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JlarexkcHa TypOinuMeTpis

Cnanullab

- 3aransHe nabopatopHe o01agHAHHS.

IlinroToBKka peareHTin
IMepen BUKOpHCTAHHSIM HAOip BUTPUMATH TIPH KIMHATHIN TeMmepaTypi mpotsrom 30 min (xB).
[Nepen BukopucTanHsaM nepemimaiire P2 nerkum 3TpynryBaHHsIM (IaakoHy.
Kani6parop P®: onatu 2 ml (Mn) nuctuiboBanoi Bogu. O0epekHO NepeMilliaTi, BATPUMATH TPH KIMHATHIiH
temneparypi npotsarom 10 min (xB) nepex BukopuctanusM. PO kanidpatop crabinbauii mpotsrom 1 mth (mic)
npu Temmepatypi 2-8°C a6o 3 mth (mic) mpu -20°C.
KaniopyBaabna kpuBa: KommoHeHTH A7l peakuiifiHOi cymili a1 noOyaoBH rpadiky BizdepaT B KITBKOCTSIX,
BKa3aHUX B TaOJIMILI.
[TomHOXITH KOHIIEHTpamito KamibpaTtopa PD Ha BimmoBimauii ¢akxrop, 3a3HaueHUN B TAOMUIN HIDKYE, 00
OTPUMATH KOHIIEHTpaIlit0 P® KOXXHOTO pO3BEACHHS.

1 2 3 4 5 6
Kamniopatop P®, ul (Mkm) - 25 50 100 200 400
NaCl 9 g/l (r/n), pl (K1) 400 375 350 300 200 -
dakTop 0 0.0625 0.125 0.25 0.5 1.0

IIpoBenenns: anamizy

JoBenits pobounii peareHT i poTomerp (yTpumyBau kroBetn) 10 37°C.
1. YMOBH BUMIpIOBaHHSI:

JIOB)KMHA XBUJII 620 (600-650) nm (am)

KIOBETa 3 TOBIIMHOIO ONTHYHOrO mapy 1 cm (cm)

TeMIIepaTypa 37°C
2. HanmamrtyBaty npumaj Ha HyJb BiJTHOCHO JUCTHUIIbOBAHOI BOJH.
3. HamoBHEHHSs KIOBETH: KOMITOHEHTH PEaKIiiHOT CyMilll BiliOpaTH Ta BHOCUTH B 00'eMax, BKa3aHUX y
TaOIHI.

X0JIOCTHH 3pa3oK Kamnioparop /Jociaauii 3pa3ok
P1, ml (mm) 0.8 0.8
P2, ml (m) 0.2 0.2
[epeMimaTu Ta BUMIpsSTH a0COPOIIiI0 XOJIOCTOr0 3pa3Ky
NaCl 9 g/1 (r/m), pl (mxi) 7 -
Kanioparop/3pasok, ul (Mki) - 7

4 . [lepemiiiaTy Ta BUMIpATH aOCOPOILIi0 TOCITIAHMX 3pa3KiB Ta KaaiOpaTopiB TOUYHO Yepe3 2 min (XB) BIAHOCHO
XOJIOCTOTO 3pa3Ky
IHpum. O6'emu peazenmy, 3pazKy Moxyicymov Oymu HpPONOPUINIHO 3MiHEHI 8i0N0GIOHO 00 pobOUO020 00'Emy
Kl0gemu UKOPUCHIOGY8AHO20 AHANIZamopa.
Po3paxyHok pe3yJibTariB
[ToOGynyBaTu xamOpyBanbpHy KpuBYy. KoHtieHTpartis P@ y 3pazky o0UHCITIOETHCS 110 KaTiOpyBambHOT KPUBIH.
PedepenTni Beuunnu
I'pyHTytounck Ha pe3yjibTaTax AOCIHIIKEHb, NMPOBEIACHUX J1a0OpaTOPisMH, PEKOMEHAYEMO KOPUCTYBATHCS
HOpPMaMHU, MIPUBEACHUMH Huk4e. Pazom 3 Tum, BianosizHo no npasmi GLP (I'apHoi nabopaTopHOl NPakTUKH),
KO)KHa J1aboparopisi MOBUHHA caMa BH3HAYMTH i1 cebe mapamMeTpud HOPMH, XapaKTEepHI IUI1 00CTEXyBaHOI
TOITYJISIIIT.
Hopmanbsauii piBens P® B cupoBatui abo mia3mi KpoBi CTAHOBUTH:
it gopociux o 12 1U/ml (MOn/mn).
BinTBoproBanicTh
Pearent tectyBascs npotsirom 20 d (100), Bukopuctano Tpu koHueHrpaiii P® B EP5 tecryBanHi.

EP5 CV(%)

35,8 U/ml (Ox/mn) 78,05 U/ml (Om/™mn) 123,26 U/ml (Ox/mi)
3araiasHui 4.5% 4.1% 5,9%
BcepeiHi OCTaHOBOK 3,3% 2,6% 3,2%
Mix ocTaHOBKaMH 1,7% 2,3% 3,4%
Mix gHSIMHA 2,5% 2,1% 3,6%
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IlopiBHSIHHSI MeTOAIB
TouHiCTh: pe3ynbTaTH OTpPUMaHi Mpu BUKopucTaHHi pearcHTiB CraiinJla6 (Yy), mpu TOpIBHSHHI 3 IHIIMMH
KOMEPLUIMHUMH peareHTaMH (X) CUCTEMaTUYHUX BiIXWICHb HE BUSABJICHO.
[opiBHsSHHS Oy710 TIpoBeneHO Ha 41 3pa3Ky pi3HUX KOHICHTpaIii PO.
PesynpraTu:
Koediuient xopemsmuii (r)% 0,91
PiBasaHS perpecii: y=1,2042 + 3,1344
PesynbraTu XapakTepuCTHK TOYHOCTI 3aJIeKaTh BiJ aHaIi3aTOpPY, 10 BUKOPUCTOBYETHCS.

Cneuudivnictb
Binipy6in 20 mg/dl (mr/mn), remorno6in 10 g/l (r/m), ninemis 10 g/l (r/71) HE BIIMBaIOTS.

KonTpoab sikocti
KoHTponbs SKOCTI PEKOMEHAYETHCS — 3IHCHIOBATH, BUKOPHCTOBYIOUM HACTYITHMHA KOHTPOJBHHH MaTepiai
Kontpoms ACJIO/CPB/P® Bucokuii pisens, Kourpoms ACJIO/CPB/P® Husekuii pierb («SPINREACT»,
[cmranis).
SIK1110 3HaYEeHHS KOHTPOJIIO BUXOAATH 33 MEK1 BCTAaHOBJIEHOI'O [lialla30Hy, IEPEBIPTE anaparypy, peakTHBH Ta
MOJIIMBI TEXHIYHI TPOOIEMH.
Koxna rabopaTopist TOBUHHA BCTAaHOBUTH CBOI BJIACHI CXEMH KOHTPOITIO SIKOCTI Ta KOPUTYIOUI Jii, SKIIO
KOHTPOJIb HE BiJINIOBIZa€ JOIMYCTUMUM HOPMAaM.

30epiranns Ta cTadlILHICTH
Yci xommnoHeHTH HAOOpy CTA0UIBHI 10 3aKiHYSHHS TEPMiHY IIPH JATHOCTI, 3a3HAYEHOT0 Ha €TUKETIII, SKIIO0
30epiratu Horo wiiyibHO 3aKpuTiM nipu 2-8°C. Ilig yac BUKOpHCTAaHHS peareHTiB 3amoliratu 3a0pyAHEeHHs Ta
MOTPAIUIIHHS MPSIMHUX COHSYHHUX ITPOMCHIB.
He BUKOpUCTOBYBAaTH peakTHBH Micisl 3aKiHUEHHS TepMiHy mpuaatHocTi 12 mth (mic).

Bumoru 0e3nexn Ta yruaisanii
1. YHUKaTH NOTPAIUISHHS B POT, O4i Ta Ha MIKipy. B pa3i mOTparuisHHsL, TPOMHUTH BEIUKOIO KiIBKICTIO BOAU TH
3BEPHYTHCS 32 KOHCYJIBTALIEI0 IO JIIKapSL.
2. BukopucToByBaTH 3aC00H 1HAWBITYaIbHOT'O 3aXUCTY IIPH POOOTI 3 HAOOPOM.
3. 3He3apakeHHsI Ta YTWII3allisi PEarcHTiB, CHPOBATOK, TECTOBHX CIIAWIB YW CKISHUX IUIACTHH HPOBOAUTH
3riIHO 3 YAHHUM 3aKOHOABCTBOM.

TpaHcnopTyBaHHA
Habopu TpancnopTyroTh BCiMa BUAAMHU 3aKPUTOrO TPAHCIIOPTY IpH Temrepatypi 1o 25°C.
JormyckaeTbes TpaHCIIOPTYBAaHHS P CEpeHbo1000B01 Temmepatypi 37°C ne Oinpme 72 h (ron).

O3Haku NOripimeHHs peareHTiB
- [lpucyTHICTH 4aCcTOK 1 TOMYTHIHHS.

Komnexkramis
Kat. Ne 6.004 Kar. Ne 6.005 Kar. Ne 6.006
Bwmict 20 Bu3H. 50 BH3H. 100 Bu3H.
P1 1x 16 ml (M) 1 x40 ml (M) 1 x 80 ml (M)
P2 1 x4 ml (M) 1x 10 ml (M) 1 x 20 ml (M)
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s, TOB «JIabopatopist ['panym», Ykpaina, 61001, m. XapkiB, Byn. @paHKkiBCchKa, 14,
ten/axc: (057) 752-32-31, enekrponHa aapeca: granumlab@gmail.com

CHMBOJIM Ha NPOAYKIIiT

LHJBI/IPO6HI/IK Burorosiieno: Jlara supo6unursa IIpuaaTHo xo: Tepmin npumatrocti Cepist: Homep

cepii Bupi6 MeanyHuit 1151 JiarHOCTHKH iN Vitro KoHcynbrylTech 3 IHCTPYKII€IO 13 BAKOPUCTAHHS
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n BeperTH B1 COHAYHOTO CBITJIa 3Hak B1ITOBIIHOCT1 TexaiyHIM peromaMeHTam TeMHepaTypHe

0OMeXeHHS 3acropora. 3BepHITHCSI 710 IHCTPYKIIT 3 BUKOPUCTAHHS JUIsl OTPUMaHHS iH(popMaIlii noao

3acTepEeKEHb, MOMEePEIKEHb, 3aIT0 01 KHUX 3aX01iB
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