YrPAHYM antu-Cc Cynep Ig M

3a cucremoro Rhesus

UA.TR.098
IncTpykuis
3 BUKOPHUCTAHHS MOHOKJIOHAJILHOIO peareHty antu-c Cymep
NI BU3HAYEHHSI TPYN KPOBi JIIOAUHH 32 cuctemMoro Rhesus
anTu-c Cynep Ig M

IN VITRO 36epiratu mpu 2-8°C

Tinbku ajst mpodeciiHoro BAKOPHCTAHHS.

HpuHuun meroay
MoHokoHanbHU# peareHT aHTH-¢ Cyrep MpHU3HAYEHWH [UIS BCTAHOBJIEHHS pe3yCc HANEKHOCTI HUISTXOM
BU3HAYCHHS C AHTUTCHY €PUTPOIUTIB JIFOAWHU 32 TOTIOMOTO0 peakIlii mpsMoi arIioTHHAIIT Ta ii MoandiKatii.
BusHadeHHs MpOBOIUTHCS HA TUIOIIKHI, B IIAHIIETI 200 B MpodipKax.

IIpu3HayeHHsn
BusBIEHHS KIiHIYHO Ba)/IMBMX AHTUTEHIB E€PUTPOLMTIB IIOAMHM 1o cuctemam Rhesus, cemcubimizamis mo
SKHUX TPU3BOAMUTE A0 TSHKKHUX MOCTTPAHC(Y31HHUM yCKIaAHEHb.
[lpu 3acrocyBaHHI MOHOKJIOHAJIBHOTO peareHTy aHTu-¢ Cymep uisi BH3HAUCHHS TPyH KPOBi JIIOAMHU 3a
cucremoro Rhesus cirin kepyBatrcs nanoto [HCTpyKIli€ero, a Takok «IHCTPYKIN€O 3 BU3SHAYCHHS IPYI KPOBi 3a
cucremamu ABO, pe3yc Ta imyHHUX anTUTID (Haka3 MO3 Ykpaiau Nel64 Big 05.07.1999 p.).

Crknan nHabopy
1. MonokJioHaNbHU peareHT antu-¢ Cynep Ig M, 5 ml (m).
2. [HCTpYKIIisl 3 BUKOPUCTAHHS.
3. Ceptudikar sikocTi (AHATITHYHUIT TACTIOPT).

AHaJITHYHI XapaKTepUCTHKH
Pearent crporo cienndivueH.
MoHoxioHanbHUN peareHT aHTH-¢ Cylep MICTHTh MOHOKJIOHAJbHI aHTUTINA aHTH-C kiacy I M B tutpi,
BkazaHoMmy B Ceprudikari sikocti (AHaMITHYHOMY macnopti). MOHOKIOHANBHUI peareHT aHTH-c Cymnep Mae
BHCOKY TeMariOTHHHIOUY aKTHBHICTh (BkazaHa B CeprudikaTi skocTi (AHAIITHYHOMY MAacropTi)) i HaIiiHHO
BUSIBIIE BiJNOBITHUN aHTUI'CH HA €PUTPOLIMTAX SIK TOMO-, TaK 1 T€TEPO3UTOTHUX (PEHOTHIIIB (B MPsMIii peaxiii
Ha TUIonwHi). MOHOKJIOHANBHMN peareHT aHTH-c Cymep crenudiuHuii i He Ja€ TEPeXpecHUX peakiii 3
HEBIAMOBIIHUMH aHTUTE€HAMU.
Jist oTpuMaHHs HaJitHUX pe3yNbTaTiB HeOOXiTHO JOTPUMAaHHS IHCTPYKIIIi 110 MPU3HAYEHHIO HAOOopYy.
BinrBoproBaHicTh pe3yibraTiB ckiaanae 100%.

Marepian s A0CTiaKeHHs
HaruBHa kpoB 0e3 KoHcepBaHTy ab0 KpoB cTalbiji3oBaHa 3 BUKOPHCTAHHAM KOHCEpPBAHTIB (TJIIOTIiLUD,
nuTporiatoKodocdar, renapuH Ta iH.). PekoMeHI0BaHO IPOBOIUTH TOCIiPKEHHS B KpoBi cTabinmizoBaniit EJ[TA,
BIJIMHTHUX Ta HEBIIMUTHX €PUTPOIIUTAX.
3pa3ku OTpUMaHOI KPOBI MOBHHHI OyTH JOCIHI/PKEHI sIKoMora ckopiie, He misHime 24-48 h (rox) Bim yacy
3a00py Bij namieHTa. SIKII0 10CHiHKeHHS 3aTPUMYIOThCS, 3pa3Ky TIOBUHHI 30epiraTics npu TeMneparypi
2-8°C.
OOMexeHHs: He MO)KHA aHai3yBaTH I'eMOJTi30BaHi 3pa3KH KPOBi, @ TAKOXK 3pa3KH 3 HASIBHICTIO 3TYCTKIB.

YMoBH NpoBeIeHHs A0CTiTzKeHb.
BusHaveHHs rpynu KpoBi IPOBOAXTHCS B IPUMIILIEHH] 3 JOCTATHIM OCBITIICHHSM IpH Temrepatypi 18-25°C.
Jis KoXKHOTO peareHTy (Malli€HTy) BUKOPUCTOBYHTE OKpeMy TIPOMapKOBaHy MIMeTKy. baxkaHo KopucTyBaTUCs
OJTHOPa30BUMH JONIOMDKHUMH MaTepiaiamu ( IJIaHIIeTaMH, MiKpoIIaTaMu, NpoOipKaMu, ManuIKaMy JJIs
nepeMilryBaHHs Ta iH.)

IlepeJtik HEOOXiTHOrO yCTATKYBAHHSA
- IIacTHHA a00 IJIAHIIET, OLIMI IUIOCKUM JJIS aryIFOTHHALIIT;
- CEKYHJIOMID;
- IaJINYKI CKJIAHI a00 IJIaCTUKOBI;
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- ipoOipku neHTprdyxHi MictkicTio 5.0 — 10.0 ml (m);
- ipoOipku KpyriiomonHi mictkicTio 2.0 — 5.0 ml (m);
- minetku mictkictio 5.0 ml (mi1) a6o 10.0 ml (mn);
- MIEeTKH HalmiBaBTOMATHYHI OIHOKaHabHI 31 3MIHIOBAHUMH HAKOHEYHHKAMHU, 10 T03BOJISIIOTH BiIOMpaTH
00'emu piguam 0.01, 0.051 0.1 ml (mi);
- BojsiHA OaHs ab0 TepMOCTAT, SIKUH marpuMye temmnepatypy 37-48°C;
- nearpudyra nHactineHa Ha 3000 r/min (06/xB);
- 0.9% ¢izionoriuHuii po34nH;
- PYKaBUYKH T'YMOBI;
- KOHTPOJIbHI €pUTPOLUTH + 1 - GEHOTUITY AJIS1 KOKHOTO PEarcHTy.

IlinroroBKa peareHTiB A5 aHATI3Y
Pearent roroBwii 1o 3acTocyBaHHs. Pearent mgictaTé 3 XOIOAWIHHIKA i BATPUMATH TPH KIMHATHIA TeMIepaTypi
15 min (xB).
[MTinroroska epurpouuTiB. CTaHAAPTHI EPUTPOLIUTH, IO 30€piratoThCsl B KOHCEPBaHTI, Tpuyi Bigmuiite 0.9%
¢izionoriuauM po3urHOM. Jl0CiIKYBaHI €PUTPOLIUTH IS TOCTAHOBKHU PEaKIlii arfOTHHAL] Ha TUTOIIHHI, B
TUTAHIIETi Ta Mpo0ipKaxX BiIMUBATH HE OOOB'SI3KOBO.
[MpurotyBanus 5% cycnensii epurporutis. JJo 1 ml (M) 0.9% ¢izionoriuHoro po3uuny nomaire 2 Kpari
KpoBi a00 1 Kparuiro ocaay epuTpOIIHTIB.

IIpoBenenns: anajuisy
1. Peakuisi aryiloTMHALIL HA IVIOLIMHI i B r1aHmeri
1.1. Ha mpomapkoBaHy MJIacTHHY HaHECITh 2 Kparli MOHOKJIOHAJIBHOTO peareHTy aHTu-C Cynep Ta 2 Kparoii
JOCITKyBaHOi KpoBi abo epurporuTiB (y cmiBBigHOMmEHH] 1:1). 3MinryBaHHS Ha IIIONMMHI MTPOBOAUTHCS 3a
JIOTIOMOTOI0 TIaJIMUOK, a B TUIAHIIETI - IUIIXOM HOTO MOXUTYBAHHS 10 TTOBHOTO MEPEMIlllyBaHHS EPUTPOLIMTIB 3
peareHToM.
1.2. BUKOpHCTOBYIOUH YUCTY MaJMYKY-aILTIKaToOp, TepEMIlIaiiTe peareHT Ta 3pa3oK. 3MIlIyBaHHS Ha TUTOIIUHI
MPOBOJMTHCS 32 JOTIOMOTO0 NMANWYOK, a B IUIAHILETI - IIJISIXOM HOTr0 IOXUTYBAaHHS IO IOBHOTO IEPEMILTyBaHHS
EPUTPOLIUTIB 3 PEArCHTOM.
1.3. Yepes 20-30 s (c) micinst 3MilIyBaHHS MOXUTANUTE IUIACTHHKY a00 IUIAHILET.
1.4. OuiHiTh pe3ynbTaT Bi3yaJIbHO Ha HasiBHICTH a00 BIACYTHICTh arfmoTHHALII. Bynb-ski cnaOki peakuii ciia
MOBTOPUTH 32 METOJTUKOIO TIPOOIPKH.

Ouinka pe3yabTaTiB
ITo3uTuBHA peakuis arJroTHHALI] 03HAYa€E HASBHICTh HA €PUTPOLUTAX AHTUI'CHY, HETaTHUBHA - HOTO BiJCYTHICTb.
Yitka peakuis Hactae yepe3 30-120 s (c) micist 3MilTyBaHHs peareHTy 3 epuTpouutraMu. [Ipu BUKOpUCTaHHI
EPUTPOLIUTIB y BUCOKIM KOHIICHTpAIlii YiTKa arjlOTHHALS HACTa€ MIBUIIIC. ATJIOTHHAINS CPUTPOIMTIB 3
reTepo3UroTHUM (DEHOTUIIOM MOKE PO3BHMBATHCA TPOXM IOBUIbHIIIE, HIX AarjlOTHHALis 3 TOMO3HUTOTHUM
¢denotunom. OcTaTOYHUH pe3yJIbTAT Peakiii ciil BpaxoByBaTu yepe3 3 min (XB), aje He Mi3Hille, TOMY IO MpH
miIcHXaHH1 Kparuli MoJKe CIIocTepiraTucs IpioHa HecrieudiuHa araoTHHALLIS.
VY CyMHIBHUX BHITaJIKax MOKHA IICJIsA 3aKiHYeHHs 3 MIN (XB) 10 3pa3KiB 3 CYMHIBHOIO DPEakKI€i0 I0JaTh
¢izionoriuauii po3unH (1-2 kparur) i TMOXWTAaTH IDIACTHHKY a0o rmuaHmer. Hecnemmduuna armoTuHAIisS
3HUKHE.
Peakiiiro BpaXoBYIOTh IIPU MO3UTUBHIN peakiiii arMOTHHAIT 31 CTaHAAPTHUMH TO3UTHBHUMH 1 BIZICYTHOCTI 11 3
HETaTUBHUMH €PUTPOLIUTAMH.
2. Peakuist npsimoi arjiioTuHamii B mpodipkax.
2.1. BHeciTh B KpyriiogoHHY 0 poodipky micTkicTio 5.0 ml (Mi1) 1 Kparuio MOHOKIIOHAJIBHOTO PeareHTy aHTH-C
Cynep.
2.2. Ilotim nopaiite 1 xparuto 5% cycneHsii epuTpoLUTiB, PETEIbHO MepeMilaiiTe CTPYIIyBaHHIM.
2.3. IakyOyiite npoOipky npotsirom 15 min (XB) nmpu KiMHaTHIN TemmiepaTypi 18-25°C.
2.4. Uentpudyryiite npoodipky mpotsirom 1 min (xB) pu 1500 r/min (06/xB) mpu KiMHATHI# TemMreparypi.
2.5. BigokpemTe ocaj BiJ 1Ha, 00€peXHO CTPYLIYIOYH MPOOIPKYy.
2.6. O1iHUTH pe3yNbTaT peakilii Bi3yalbHO.

Ouinka pe3yabTaTiB
ITpu HeraTuBHOMY pe3yJbTaTi Ocaj] epUTPOLMTIB PO3OUBAETHCS 1 YTBOPIOE TOMOT€HHY HEIIPO30py CYCHEH3II0.
[Ipu nO3UTHBHOMY pe3yNbTaTi Ocaj 3aIHIIAETHCSA Y BUTIISAL OJHOTO a00 AEKIJIbKOX BEIMKHX arJIIOTHHATIB Ha
TII TIPO30POT PiTUHH.
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3. Peakuis npsiMoi arynioTuHanii B Mikpomiari.
3.1. YV nyHKy KpYIIOJOHHOI TIaTH BHecHTh oaHIA kparut (50 pl (MKI)) MOHOKJIOHAJIBHOTO PEarcHTy Ta
noxaite 1o Hux mo oxHid kpamti (50 pl (Mki)) 5% cycneHsii epuTPOLHTIB, IO JOCITIIKYOTHCS.
3.2. Hentpudyryiire npu meuakocti 500g (1500 r/min (06/x8)) mpotsirom 60 s (¢) abo nenepeaHbpo iHKYOyiiTe
3a temreparypu 20-25°C npotsirom 30 min (XB).
3.3. [lepen BpaxyBaHHSM Pe3yJIbTaTy MIKpPOIUIATy 3J€TKa CTPYCITb.
3.4. O1uiHiTh pe3yabTaT peakiii MiKpOCKOMIYHO.

Ouinka pe3yabTaTiB
SIkmo pe3ynbpTaT HETaTUBHUM, 0cal pO30MBAETHCS Y BUTIISAAI PIBHOMIPHOTO 3a0apBIIEHHS PiTUHHU.
V pa3i MO3UTHBHOTO PE3yNbTaTy OCall 3ATUINAETHCS Y BUIIISA/II BETUKUX ariTiOTHHATIB.
BaxauBo! BukopucraHHsS peareHTy OiMbIe/MEHINE BiJi PEKOMEHJOBAHOTO dYacy MOKe HPU3BECTH 0
OTPUMAaHHS HETIPABUIIBHHUX PE3YJIbTATIB

KonTpoas axocti
B sikOCTi KOHTPOJILHOTO MaTepiany peKOMEHIOBaHO BUKOpucToByBaTd HaGip Nel CranpmapTHi epUTPOLUTH
BupobHUITBa TOB «JIABOPATOPIA 'PAHYM».
Jst KOHTpOIo crerudiqHOCTI, TUTPY Ta aKTUBHOCTI PEaKTUBIB (HE3aJIe)KHO BiJl METOAMKH JOCIIHKEHHS) MPH
MPOBEJCHHI OyAb-1KOTO BapiaHTy peakiii arJioTUHAIl Ui KOHTPOJI) AarjlOTUHYIOUOi  aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKIIOHAJIBHOTO pEareHTy B KOXKHIN cepii JOCHTiKeHh HEOOXiTHO BHUKOPHUCTOBYBATH
CTaHIapTHI ePUTPOIUTH, IO HECYTh BiANOBIMHWN aHTUTEH, Ui KOHTPOIIO CHEHU(IYHOCTI - CTaHAAPTHI
EPUTPOLIUTH, IO HE HECYTh BIJIOBIJHOTO aHTUIeHY. Pe3ynbTaTh KOHTPOJIIO TMOBUHHI BiJIIOBIIaTH BHUMOTaM,
3a3HaueHuM B Ceptudikari sikocTi (AHamiTHYHOMY TIacniopTi). KOHTPOJIb SIKOCTI MPOBOIUTHCS AJISI KOXKHOT cepii
JOCHiDKEHb.

A YBAT'A!

1. TUIbKHY mig in vitro IiarHOCTHKH.
2. TUIBKU myist Bu£kOprcTaHHS MpogeciiiHIM MeTUYHUM MEPCOHAJIOM, 1[0 Ma€ BiIMOBIHY KBaMi(iKaIlito,
HeoOXi/Hi 37100yTi 3HAHHS Ta HABUYKHU.
3. HoTpumyiitecss BUMOT iHCTPYKLII 3 BUKOPUCTAHHS IIiJ] YaC BUKOPUCTAHHS PEarcHTy.
4. SIkuio BM He BIIEBHEHI B pe3yJIbTaTI iHTEpIpETalii MPOBEACHOTO AOCIiKEHHS, 3BEPHITHCS MO JOTIOMOTY JI0
OLIBII TOCBiTUEHOT 0CO0H, 1110 Ma€ BiAIOBITHY KBai(hiKaIlitO Ta JTOCBiJ.
Bumoru 6e3nexku Ta yruaizamii
1. Kareropu4Ho 3a0OpOHSI€ThCSI MINETyBaHHsS poToM. PoOoTa i3 3pa3kaMd KpOBi, IO JOCHIKYHOTHCS
MOHOKJIOHAJTBHUMH peareHTaMH, IOoTpeOye IOTpUMaHHsS 3axoJliB Oe3meku, siki mependaveHi ans poOOTH 3
HEOOCTEXEHOIO KPOB’I0.
2. BukopuctoByBaTH 3aC00H iHHMBIIYyalbHOTO 3aXHCTY IPH POOOTI 3 MOHOKIOHAJIbHUMH pearcHTaMu.
3. 3He3apaKeHHs Ta YTWI3allisl peareHTiB, CHPOBATOK, TECTOBHUX CAAWIIB UM CKIISHUX IUIACTHH TPOBOIUTH
3riTHO 3 YUHHHM 3aKOHO/IaBCTBOM.
YMmoBH 30epiranss, TPAHCIIOPTYBAaHHS i ekcuryaTamii
1. TpancopTyBaHHSI peareHTy IMTOBHHHO MPOBOJWTHCS BCiMa BHJAaMU KPUTOTO TPAHCIOPTY BiAIOBIIHO 0
BUMOT 1 TIpaBWJ, NPUUHATHX Ha JaHOMY BHAI TpaHCHOpPTy npu Temneparypi 2-8°C. [lomyckaeTbcs
TPaHCHOPTYBaHHS pH Temmnepatypi 1o 25°C He Oinbie 5 d (100) 1 mpu Temneparypi o 22°C He Oiibiie
10 d (700).
2. 30epiraHHsl MOHOKJIOHAJIBHOTO PeareHTy MOBUHHO MPOBOJIUTHCS B TEMHOMY MicIli Tipu TeMrepatypi 2-8°C
IPOTATOM BChOTO TepMiHYy npuaaTHocTi. JlomyckaeTscs 30epiranns npu temneparypi 1o 25°C He Oinblie
5 d (706) 1 mpu Temmnepatypi 10 22°C ne 6inbie 10 d (1006).
3. Po3kpuTi (pr1akoHN 3 MOHOKJIOHAJIBHUM PEareHTOM MO’KHA BUKOPUCTOBYBATH IPOTSATOM YChOTO 3a3HAYEHOTO
TepMiHy MPUAATHOCTI MIPH BiICYTHOCTI 3MiH, 1110 BUHUKAIOTh y MPOLIEC] BUKOPUCTAHHS peareHTy- MOMYTHIHHS,
YTBOPEHSI HEPO3UMHHOTO ocaly, OakrepiaabHOro 3abpyaneHHs. Ilig yac BUKOpPHCTaHHS pearceHTIB 3amo0iraT
NOTPATUISTHHS TPSIMUX COHSYHUX MTPOMEHIB.
4. MOHOKIIOHANBHI peareHTH He cliijl 30epirati BiIKPUTUMHE, OO NP BUCHXaHHI 1X aKTUBHICTh 3HIKYETHCS.
O3Haku noripmeHHst
KanamyTHICTB, 0OcaJi MOXKYTh CBIJJTUUTH NIPO MOTIPIICHHS SKOCTI peareHTiB abo 3a0pynHenHs. [IpnunnaMu
MOTIPITICHHS MOXYThH OyTH:
1. HegoTpumanHsi yMOB BUKOPHCTaHHSI, 30€piraHHs, TPAaHCIIOPTYBaHHSI.
2. 3akiH4eHHs TepMiHy NPUAATHOCTI BUPOOY.
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YIPAHYM

3. HeBinmoBiHa TeMrepaTypa HaBKOJIHUIITHHOTO CepPeIOBHUIIIA.
4. Iagiaast abo ymap, 0 TPU3BEIH 10 MOMIKOKEHHS IIEPBUHHOI YITAKOBKH BHPOOY.
5. 3a0pyAHEHHS pearcHTy MUISIXOM HEJIOTPUMAaHHS YMOB YUCTOTH MPUMIIICHHS a00 HEOOXiHOTO

YCTaTKyBaHHS.
I'apanTii BUpoOHUKA

antu-Cc Cynep Ig M

3a cucremoro Rhesus

1. BupoOHUK rapaHTye BiANOBITHICTh SKOCTI HA0OPIB BUMOraM TEXHIYHOTO PErjaMeHTy MO0 MEAUYHUX
BUPOOIB [UIst JiarHOCTUKH iN Vitro Ne 754 Binx 02.10.2013 p. npu goaep:kaHHi CIOKMBa4eM yMOB 30€piraHHsI.
2. l'apanTiitanii TepMiH 30epiranag cTaHOBUTH 24 mth (Mic) 3 THS BUTOTOBJICHHS HAOODY.

HpumiTka: Skmo Bam cTano BigomMo mpo Oyab-IKUi iHIUACHT, [0 MPU3BIB 10 HETATUBHHUX HACIIJIKIB,
Oyab 1acka, MOBiIOMTE TIPO Iie Ha eJICKTPOHHY ajpecy abo 3a HoMepoM TenedoHy rapsioi JiHii .

KoMmmiekranist

[ReF] 15.009

Bwmict

5 ml (M)

MonoxnoHanpHU# peareHT antu-c Cynep

1 . x 5 ml (M)

“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, M. Xapkis, Byn. ®pankiBcbka, 14.
Ten./paxc: (057) 752-32-31, www.granum.ua

CHuMBOJIM HA TPOAYKIIIL

P

Karanoxuuii Homep

) Bupo6uuk BuroroBieno: Jara supoouunrsa IlpuaaTHo g0: Tepmin npuparsocti Cepisi: Homep cepii
) Bupi® MenmudHUH T JIarHOCTUKY in Vitro
j.ﬁ Bepertu Bij coHsUHOTO CBiTIIA TeMnepaTypHé 00OMeXeHHS 3acTopora. 3BepHITbCS 110
IHCTPYKILIi 3 BAKOPUCTAHHS JAJIsl OTpUMaHHs iH(OpMaIii 00 3aCTePEKEeHb, ITONEPE/KEHb, 3a00KHUX 3aX0/1iB

(\i/ 3nak Bimnosinnocti Texniunnm pernamventam  UA. TR. XXX Inentudikaniiinnii kon OOB

I:E_:] KoHcynpryliTech 3 IHCTPYKII€IO 13 BUKOPUCTaHHS
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