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IHcTpyKUIin
3 BUKOPHUCTaHHS HA00py peareHTiB
AJIs1 BUBHAYEHHSI KiJIbKOCTi iMyHOr100y/1iHy G
B CMPOBAaTLi Ta IJIa3Mi KPOBi

g G-Typ6i CnJl

IN VITRO

36epiratu mpu 2-8 °C

Tineku u1st MpodecitHOTO BUKOPUCTAHHS.

Ipunuun merony
AntrTina po mroxcekoro IgGnpw 3minryBaHHI 31 3pazkaMu, MO MIcTITh IgG, yTBOPIOIOTH HEpO3UMHHI
komruiekcH. [1i KOMIUIeKCH BUKIHKAIOTH 3MiHy abcopOilii, 3anexHo Bia kKoHieHTpaiii [gG y 3pas3ky narieHra,
Ky MO’KHA KUTBKiICHO BU3HAYHUTH UISTXOM MOPIBHSAHHS 3 KaJliOpaTopoM Bimomoi kKoHmeHTparii [gG.

Kainiyne 3Ha4eHHS
IgG — HaliBaxxIMBIMN iIMyHOTIIOOYITiH, IO BUPOOJISETHCS TUIA3MATHYHUMHU KIITHHAMH, i CTAHOBUTH OJIM3BKO
75% Bin 3arambHOi KiNBKOCTi iMyHOrnmoGyiHiB. Moro ocHOBHa (yHKIiS — HeifTpami3alis TOKCHHIB y
TKaHUHHUX mpoctopax. Jedimur IgG moxe OyTH 3yMOBIEHHI BpPOPKEHHUM IEPBUHHUM MOPYUICHHIM
(imyHozedinnuTOM, BpPOMKEHMM Ta HaOyTHM) 1 CTaHOBHTh OCOOJMBHEH pu3umK s miteid. [lonmikiaoHanbHa
rinepiMmyHoOrnoOyiIiHeMis — e HOpMaJibHa peakuiss Ha iHQekii, 0COOIMBO MpH remaTUTi Ta LUPO3i, a TAKOX
ayTOIMyHHUX 3aXBOpIOBaHHAX. [liqBUILICHHS PiBHSA MOHOKJIOHATBHUX 1gG BUSBISIETHCS P MHOXKUHHIHN MioMi,
nimMdorneliko3i Ta MakpornoOyniHeMii Banpaencrpema.
Kniniyawmii qiarHo3 He MOBHHEH 0a3yBaTHCs HAa OJHOMY MTOKa3HUKOBI, HEOOXiIHO BpaxOBYBaTH KJIIHIYHI Ta 1HIII
nmabopaTopHi JaHi.

Crknan nHabopy
1. Pearent 1. Tpuc 6ydep 20 mmol/l (mmosnn/m), ITET" 8000 pH 8.3, xoncepsanT 0.95 g/ (/).
2. Pearent 2. Antutina: antu-moacekuit 19G, pH 7,5, koncepsant 0.95 g/l (/).
3. [HCTpyKIIisi 3 BUKOPUCTAHHS.
4. CeprudikaT IKOCTi.

JonarkoBi pearenTn
CrJI KaniGparop CupoBaTKOBUX O1JIKIB OCTAYa€THCS OKPEMO.

AHaJITHYHI XapaKTepUCTUKH
1. JliniiiHicTh BUMiptoBagbHOro Aianazony: 3.59-30 g/l (r/m).
Binxusnenns Biz MiHIHHOCTI He nepeBuIye 3%. SKIo oTpuMaHi pe3ysibTaTy Oynu Oiblie, HixK Mexi
niHiiHOCTI, po3BeaiTh 3paskw 1:4 (B 5 pazie) NaCl 9 g/l (r/n1) ta momuoxTe pe3ynstar Ha 5. EQexty nmpozonn
He Oyuo BusiBnieno nipu 80 g/l (/7).
2. Uytnusicts He MeH1 3.59 g/l (/).
3. KoedirienT Bapiariii pe3yyibTaTiB BU3HAYCHb — HE OUIbI 3%0.

Marepian aas nocaiaKeHHs
CupoBarka abo minazma kposi 3 EJTA abo remapunom. [locmipkyBaHi CHpOBAaTKH HOBHMHHI OYTH PETENbHO
BIZJOKpEMJIEHI Bi (OpPMEHHX €JIEeMEHTIiB KpoBi He Mi3Hile, HiK depe3 1 h (rox) micist B3ATTS KpoBi. YHHUKaWTe
BUKOPUCTAHHS MyTHUX, JIIITHUX Ta TEMOJIITHYHHX 3pPa3KiB.
3pa3ku cTabibHi mpoTsroM 7 aHiB npu 2-8 °C abo 3 micsui mpu -20 °C.

Ilepenik HeoOXiTHOTO yCTATKYBAHHS
- CriekTpodoromMeTpruHe ad0 KOJOPHUMETPHUUHE 00JIaqHaHHS 3 J0BX)UHO XBuiii 600 nm (HM).
- TepmocTarnuna G6ans 37 °C.
- BianoBizHi KI0BETH 3 TOBIIMHOIO ONTHYHOTO mapy 1 cm (cm).
- 3arayipHe 1abopaTopHE O0TaTHAHHS.
Ilpum: Ananrariiii 10 HalliBaBTOMaTUYHKMX 1 aBTOMATHYHUX IPUJIAJIiB HAJAAIOThCS 32 3aIIUTOM

IlinroroBka peareHTiB

[lepen BukopucTanHsIM Habip BUTpUMATH NpHU KiMHATHIM Temnepatypi npotsirom 30 min (XB).
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Bci pearenTy roToBi 10 BUKOPUCTaHHSI.

KaniopyBanbHa kpusa.

TIoMHOXXUTH KOHIICHTpAIII0 KajaiOparopa Ha BiANOBIMHWKA ¢akTop, 3a3HAYCHUN B TAOMMIN HIKYE, 00
OTPUMATH KOHIEHTPAIIII0 KOKHOTO PO3BEICHHSI.

1 2 3 4 5 6
Kaniopatop, ul (Mkm) - 6,25 12,5 25 50 100
NaCl 9 g/1 (r/n), pl (mx) 100 93,75 87,5 75 50 -
daktop 0 0.0625 0.125 0.25 0.5 1.0
IIpoBeneHHs1 aHaizy

1. YMOBH BUMIipIOBaHHS:

JIOBXKHWHA XBUITI 600 (580-620) nm (um)

KIOBETa 3 TOBIIMHOIO ONTHYHOTO Iapy 1 cm (cm)

Temreparypa 37°C

2. HanamrtyBaTu npuiaj Ha HyJIb BiIHOCHO JHCTHUIILOBAHOI BOJIU.
3. HamoBHEHHS KIOBETH: KOMIIOHEHTH PEaKLiHOI cyMilli BiniOpaTH Ta BHOCUTH B 00'eMax, BKa3aHUX Y
TaOJIHLI.

CraHapTHHH 3pa30K Jocnigauii 3pa3ok
P1, pl (M) 800 800
Crangapt, pl (M) 10 -
3pa3zok, pl (M) - 10
[TepemirtiaTu, BUMIpATH ONTHYHY MiIbHICTE (E1)
P2, pl (MK) | 200 | 200

IHpum. O6'emu peazenmy, cmanoapmy ma 3pasKy MOIHCymov Oymu RPOHOPYIUHO 3MIHEHIi 6i0n0BIOHO 00

PO00U020 00'emMy Klo6emu 6UKOPUCHIOBYBAHO20 AHATIZAMOPA.

4. Tlepemimary Ta BAMIPATH ONTUYHY IIiIbHICTE (E2) cTaHAapTy Ta JOCHiHOTO 3pa3ka yepe3 2 min (XB).
Po3paxyHok pe3yabTaTiB

AE =E2-El

[To6ynyBaTu kaniOpyBaneHy KpuBy. KorueHTpauiro 19G y 3pa3ky o0UnCIUTH 10 KasliOpyBaIbHIA KPHUBIH.
PedepenTni Be1uuuH"

I'pyHTyrounch Ha pe3yibTaTax IOCHIKEHb, MPOBEACHUX J1a00paTOPisIMHU, PEKOMEHAYEMO KOPHCTYBATHUCS

HOpPMaMHu, NIpUBEACHUMH HIXK4e. Pazom 3 Tum, BianosinHo 1o npaswi GLP (I'apHoi mabopaTopHOi MpakTUKK),

KOXKHa JlabopaTopis MOBHHHA caMa BH3HAYMTH JUIsl cebe mapamMeTpH HOPMH, XapaKTepHi s 00CTeXyBaHOL

TIOITYJISIIIIT.
HopmanbsHuii piBeHs B cupoBartii abo mia3Mi KpoBi cTaHOBUTH: 7-16 g/l (r/m).
BigTBOpIoBaHicTh
CV, %
3.403 g/I 8.02 g/ 15.175 g/|

3aranbHUN 2.1 2.8 4.8
BryTtpimHbOCEpiiiHa 0.9 0.7 1
MixcepiliHa 15 15 1.8

IopiBHsAAHHA MeTOAIB
TouHicTh: pe3yibTaTH OTPUMaHi NpPH BUKOpUCTaHHI peareHTiB BupoOHunTBa TOB «JIABOPATOPIA
I'PAHYM», nmpu mnopiBHSHHI 3 IHIIMMHM KOMEPLIHMHUMH peareHTaMH (X) CHCTEMAaTUYHUX BIIXWJICHb HE
BUSIBJICHO.
[opiBHsHHSA OyI0 TpOBeAEHO Ha 79 3pa3Kax.
Pesynbraru:
Koeiuient kopensuii (r)?: 0.94
PiBnsinns perpecii: y=0.957x + 105.67
PesynbraTy XapakTepuCTHK TOYHOCTI 3aJIeKaTh BiJ aHATi3aTOPY, L0 BUKOPUCTOBYETHCSL.
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Cneuugivynictb
binipy6in 1o 200 mg/l (mr/m), remornoGin mxo 10 g/l (r/n), Tpurninepuau o 10 g/l (r/n) He BIUIIMBAIOTH Ha
pe3yNbTaTH aHATi3y.

KouTtpoas sikocti
KoHTponb SKOCTI pEeKOMEHIYEThCS 3nificHioBaTH, BHKOpUcTOBYHOud «CmJl KoHTponbs cupoBaTKOBHX
6imkiB» (TOB «JIABOPATOPII ITPAHYMy, Vkpaina) a60 KOHTPOJIBHUN MaTepial iHIIOro BUpoOHUKa. SIKIIIo
3HA4YCHHS KOHTPOIIO BHUXOIATh 3a MEXI BCTAHOBJIECHOIO Jiama3oHy, IIEpeBipTe amapaTypy, PEakTHBU Ta
MOYKJIMBI TEXHIYHI TPOOIEMHU.
KaniOpyBanns mpuiagy MpOBOJAUTHCS Iepel BUKOPUCTAHHSIM HOBOI cepii peareHTiB abo y BIAMOBIAHOCTI 3
BHMOTaMH 10 KOHTPOJIO SKOCTI jJabopatopii. KokHa maGopaTopiss MOBHHHA BCTAHOBUTH CBOI BJIACHI CXEMH
KOHTPOJIIO SIKOCTI Ta KOPUTYIOUi Aii, SIKIIO KOHTPOJIb HE BiIMOBIJA€ JOMYCTUMUM HOPMaM.

Mpumitkn
He 3mimyiiTe Ta He BUKOPUCTOBYITE B OJIHIN TIOCTAHOBIII PEareHTH Pi3HUX CEePiH.

30epiranns Ta cTadiIbHICTD
VYci KOMIIOHEHTH Habopy cTalilbHI A0 3aKiHUCHHS TEPMiHY MPUIATHOCTI, 3a3HAYCHOTO HA €TUKETIII, SKIIIO
30epiratu foro mineHO 3akputuM mpu 2-8 °C. Ilix yac BUKOpHUCTaHHS peareHTiB 3aro0irati 3a0py iHEHHS Ta
NOTPAIUISIHHS NPSIMUX COHSAYHUX MTPOMEHIB.

Bumorn 6e3nexu Ta yruiizamii
1. YHUKaTH MOTpAIUIsIHHS B POT, 04l Ta Ha WIKipy. B pa3i moTparmissHHs, MPOMUTH BEIMKOIO KUTBKICTIO BOJIU Ta
3BEPHYTHCS 32 KOHCYJITAIIEIO 10 JIiKapsl.
2. BuxopucroByBatr 3ac001 iHAMBITyaIEHOTO 3aXUCTY TPH pOOOTI 3 HAOOPOM.
3. 3He3apaKeHHS Ta yTHWII3allisi peareHTiB, CHPOBATOK, TECTOBHUX CHAWIIB UM CKJISHUX IUIACTHH IPOBOIUTH
3riTHO 3 YUHHHM 3aKOHOJIABCTBOM.

TpaHcnopTyBaHHS
Habopu TpaHCnOpTYIOTH BCiMa BUAAMHU KPUTOTO TPAHCIIOPTY 3a CEPeAHb01000B01 Temneparypi a0 25°C.
JlonyckaeTbest TpaHCIIOPTYBaHHS 3a cepelHbo000Bo1 Temmeparypu 10 37°C ue 6inbine 72 h (ton).

O3Haku MOTipIIeHHs peareHTiB
- [IpucyTHICTD 4aCTOK i MIOMYTHiHHSI.

I'apanTii BUpoOHHKa
1. BupoOHUK rapaHTye BiAIOBITHICTh SKOCTI HAOOPIB BUMOraM TeXHIYHOTO perjJaMeHTy MI0J0 METUYHHX
BHPOOIB [u1s1 JiarHOCTUKH IN Vitro Ne 754 Bix 02.10.2013 p. npu goaepkaHHi CIIOKHBa4eM YMOB 30€piraHHsI.
2. lapanTiitHu#l TepMiH 30epiraHas cTaHOBUTH 12 mth (Mic) 3 AHS BUTOTOBIIEHHS HAOODYy.

Kommiexkranisn
[REF] 0.000
Bwmict 50 Bu3H.
P1 1 x 40 ml (mm)
1 x 10 ml (m)

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

CuMBO0JM Ha NPOAYKILii

Bupo6uuk BuroroBieno: [ara supoouuursa IIpuaaTHo g0: Tepmin npuparocti Cepisi: Homep cepii
Bupib MenuuHMiA 7151 A1arHOCTUKH in Vitro D}] KoHcynpTyliTech 3 IHCTPYKII€IO i3 BUKOPHUCTaHHS
ke . . .‘ . N .
AS bepertu Big COHSTHOTO CBiTIA {/ 3Hak BiAnoBiAHOCTI TeXHIYHUM periaMeHTam TemneparypHe
n
0oOMeKeHHS 3acropora. 3BepHITbCS A0 IHCTPYKII] 3 BUKOPHCTAHHS U OTpUMaHH iH(popMmariii moao
3aCcTepEeKEHb, OMEPEIKEHD, 3aMT00IKHUX 3aX0/IiB Karanoxuuit Homep
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