YrPAHYM antu-C Cynep IgM

3a cucremoro Rhesus

UA.TR.098
IncTpykuis
3 BUKOPHCTAHHS MOHOKJIOHAJIbHOTO peareHty anTu-C Cymnep
A1l BU3HAYEHHS TPYN KPOBi JIIOAHHU 3a cucteMoro Rhesus
anTu-C Cynep Ig M

IN VITRO 36epiratu mpu 2-8°C

Tineku ajst mpodeciiHoro BAKOPUCTaHHS.

HpuHuun meroay
MonoknonaneHuii peareHT antu-C Cynep Npu3HaYCHUH [UIsi BCTAHOBJICHHS PE3yC HAJEKHOCTI NUITXOM
Br3HaueHHs C aHTUTEeHY epUTPOIUTIB JIFOIMHU 32 JTOTIOMOTOI0 PeakIii MpsMoi ariaroTHHAMIT Ta ii Moandikarliii.
BusHadeHHs MpOBOIUTHCS HA TUIOIIKHI, B IIAHIIETI 200 B MpolipKax.

IIpu3HayeHHsn
BusBIEHHS KIiHIYHO Ba)/IMBMX AHTUTEHIB E€PUTPOLMTIB IIOAMHM 1o cuctemam Rhesus, cemcubimizamis mo
SKHUX TPU3BOAMUTE A0 TSHKKHUX MOCTTPAHC(Y31HHUM yCKIaAHEHb.
[Tpu 3acTocyBaHHi MOHOKIIOHaNbHOTO peareHTy aHTu-C Cymep Ui BU3HAYCHHS TPyN KpPOBI JIIOJMHU 32
cucremoro Rhesus cirin kepyBatrcs nanoto [HCTpyKIli€ero, a Takok «IHCTPYKIN€O 3 BU3SHAYCHHS IPYI KPOBi 3a
cucremamu ABO, pe3yc Ta imyHHUX aHTUTUD (Haka3 MO3 Ykpaiau Nel64 Big 05.07.1999 p.).

Crknan nHabopy
1. MonoxioHansHu# pearenT autu-C Cynep Ig M, 5 ml (m).
2. [HCTpYKIIisl 3 BUKOPUCTAHHS.
3. Ceptudikar sikocTi (AHATITHYHUIT TACTIOPT).

AHaJITHYHI XapaKTepUCTHKH
Pearent crporo cienndivueH.
MonoxonanbpHui peareHT anTu-C Cynep MiCTUTh MOHOKJIOHANBHI aHTuTina anTu-C xnacy g M B tutpi,
BkazaHomy B Ceptudikati akocTi (AHaTITHIHOMY macnopti). MoHoKIOHanbHUI peareHT antu-C Cynep Mae
BHCOKY I'€MariloTHHYIYY aKTUBHICTh (Bka3aHa B Cepruikari skocTi (AHATITHYHOMY MACMOPTi)) 1 HaXIHHO
BUSIBIISIE BiANOBIIHUM aHTUT'€H Ha EPUTPOLIUTAX SIK TOMO-, TaK 1 T€TEPO3UIOTHUX (peHoTUmiB (B npsAmiil peakuii
Ha IomyHi ). MoHoKIOHaNBHHN peareHT aHTH-C Cyriep cnienugiveH i He J1a€ epexXpecHuX peaxiiil 3
HEBIAMOBIIHUMH aHTUTE€HAMU.
Jnst oTpuMaHHS HaJItHUX pe3ybTaTiB HEOOXiTHO JOTPUMAaHHS 1HCTPYKIIii 110 IPU3HAYEHHIO HA0oPY.
BinrBoproBaHicTh pe3yibraTiB ckianae 100%.

Marepian s A0CTiaKeHHs
HaruBHa kpoB 0e3 KoHcepBaHTy ab0 KpoB cTalbiji3oBaHa 3 BUKOPHCTAHHAM KOHCEpPBAHTIB (TJIIOTIiLUD,
nuTporiaokodocdar, renapuH Ta iH.). PekoMeHI0BaHO MPOBOIUTH JOCTIKEHHS KpoBi cradimizoBanii EJ[TA,
BIJIMHTHUX Ta HEBIIMUTHX €PUTPOIIUTAX.
3pa3ku OTpUMaHOI KPOBI MOBHHHI OyTH JOCIHIi/PKEHI sIKOMOra ckopimre, He misHime 24-48 h (rox) Bim yacy
3a00py Bij namieHTa. K0 10CiUKeHHS 3aTPUMYIOThCS, 3pa3Ky IOBMHHI 30epiraTics npu TeMIepaTypi
2-8°C.
OOMexeHHs: He MO)KHA aHaIi3yBaTH FeMOJi30BaHi 3pa3KH KPOBi, a 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 IPOMapKOBaHy IMIMETKY. bakaHo KoprcTyBaTuCs
OJTHOPa30BUMH JONIOMDKHUMH MaTepiaiamu ( IJIaHIIeTaMH, MiKpoIIaTaMu, NpoOipKaMu, ManuIKaMy JJIs
nepeMilryBaHHs Ta iH.)

IlepeJtik HEOOXiTHOrO yCTATKYBAHHSA
- IIacTHHA a00 IJIAHIIET, OLIMH IUIOCKUM JJIS aryIFOTHHAILIIT;
- CEKYHJOMIp;
- IaJI0YK1 CKJISHI a00 MJIaCTHKOBI;
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- IpoOipku neHTpUPyxkHi MicTKicTio 5.0-10.0 ml (mu);
- IpoOipKU KpyriiooHH1 MicTkicTio 2.0-5.0 ml (mo);
- minetku mictkictio 5.0 a6o 10.0 ml (mn);
- MIEeTKH HalmiBaBTOMATHYHI OIHOKaHAaJbHI 31 3MIHIOBAHUMHU HAKOHEYHHKAMHU, L0 T03BOJISIFOTH BiIOMpaTH
00'emu piguam 0.01, 0.051 0.1 ml (mi);
- BojsiHA OaHs abo TepMOCTAT, IKUH miaATpuMye temmepatypy 37-48°C;
- nerrpudyra nHacrineHa Ha 3000 r/min (06/xB);
- 0.9% ¢izionoriuHuii po34nH;
- PYKaBUYKH TYMOBI;
- KOHTPOJIbHI €PUTPOLIUTH + 1 - GEHOTUITY AJIS1 KOKHOTO PEarcHTy.

IlinroroBKa peareHTiB A5 aHATI3Y
Pearent roroBuii 10 3acTocyBaHHs. PeareHT mictatu 3 XOJIOIMIBHAKA i BATPUMATH IIPU TEMIIEPaTypi
15 min (xB).
[TinroroBka eputpouuTiB. CTaHAAPTHI €PUTPOLUTH, IO 30€piraloThCsi B KOHCEpBaHTi, Tpudi Bigmuiite 0.9%
¢izionorivHuM po3urHOM. JlOCHiKyBaHI €pUTPOIMTH ISl MOCTAHOBKM peakilii ariTIOTHHAIlI Ha TUIOMIMHI, B
TUTAHIIETi Ta Mpo0ipKaxX BiIMUBATH HE OOOB'SI3KOBO.
[MpuroryBanus 5% cycnensii eputpouutiB. o 1 ml (M) 0.9% dizionoriuHoro pozunHy nonxaite 2 Kparuii
KpoBi a00 1 Kparuiro ocaay epuTpOIIHTIB.

IIpoBenenns: anajuisy
1. Peakuisn aryiloTMHANIL HA IO HI
1.1. Ha npoMapkoBaHy IJIacCTUHY HaHECITh 2 Kparuli MOHOKJIOHAJIBHOTO peareHty aHTu-C Cynep Ta 2 kparuii
JIOCITKyBaHOI KPOBi a00 epuTporuTiB (y criBBigHOmEHH] 1:1).
1.2. BUKOpHCTOBYIOUH YUCTY MAMYKY-aILTiKaTop, MepeMilllaiiTe pearcHT Ta 3pa3oK. 3MillyBaHHs Ha IUTOLIHHI
MPOBOJMTHCS 32 TOMIOMOTO0 MAIWYOK, & B TUIAHIIETI - IIISIXOM HOTO TIOXUTYBaHHS /10 IOBHOTO MIEPEMIIITyBaHHS
EPUTPOLIUTIB 3 PEareHTOM.
1.3. Uepes 20-30 s (c) micns 3MinTyBaHHS TOXUTANWTE TUIACTHHKY a00 TUIAHIIIET.
1.4. OuinuTe pe3ynbTar BizyalbHO: HasIBHICTH 00 BIICYTHICTB arimtoTuHaii. By b-ski cimaOki peakii cimif
HOBTOPUTH 32 METOJIUKOIO ITPOOIPKH.

Ouinka pe3yabTaTiB

[To3uTuBHA peakilis arJrOTHHAIT 03HAYAE HASBHICTD HA €PUTPOIMTAX AHTHI'CHY, HETaTHBHA - HOTO BiJICYTHICTb.
Yitka peakuis Hactae yepe3 30-120 s (c) micis 3MilllyBaHHs peareHTy 3 epuUTpouutraMu. [Ipu BUKOpUCTaHHI
EpPUTPOLIUTIB y BUCOKIM KOHIIEHTpAIlii YiTKa arilOTHHAIS HACTa€ IIBHIIIC. ATIIOTHUHAIS EPUTPOLUTIB 3
reTepPO3UTOTHUX (EHOTHIIOM MOXKE PO3BUBATHUCS TPOXHM MOBLUIBHINIE, HDK AaryfOTHHAIS 3 TOMO3UTOTHUM
¢denorunom. OcTaTOUHUH pe3yIbTaT peakxilii ciijl BpaxoByBaTH uepe3 3 min (XB), aje He Mi3Hille, TOMY IO MpH
i JICUXaHHI Kparuii MOXE criocTepiraTucs npiOHa HecnenudivHa ArTFOTUHALLISA.
Y cyMHIBHHX BUNaJKaxX MOXKHA ITicIsl 3aKiHYeHHsS 3 min (XB) 0 3pa3KiB 3 CYMHIBHOIO PEAKI€I0 OJaTH
¢izionoriunuii po3umH (1-2 kparuti) i moxWTaTH TACTUHKY abo manmer. HecmenuduuHa armoTuHALsS
3HUKHE.
Peakuito BpaxoBYIOTh NpHU MO3UTUBHIN peakwii arOTHHALIT 31 CTaHAAPTHUMH HO3UTHUBHUMM 1 BIICYTHOCTI ii 3
HETaTUBHUMH EPUTPOIUTAMH
2. Peakuisi mpsiMoi arjiloTHHAII B poodipkax.
2.1. BHeciTh B KpyIIIOIOHHYIO NTPobipKy MicTkicTio 5.0 ml (Mi1) 1 Kpamiro MOHOKIOHAIBHOTO peareHTy aHTu-C
Cymnep.
2.2. Tlotim popaiite 1 kparumio 5% cycreH3ii epuTpONUTIB, PETENBHO NiepeMilliaiiTe CTPYIIYBaHHSIM.
2.3. [akyOyiite mpoOipky mpoTsirom 15 min (xB) mpu KiMHaTHiN Temneparypi 18-25°C.
2.4. llentpudyrytots npodipky npotsirom 1 min (x8) npu 1500 r/min (06/xB) mpu KiMHaTHIH Temneparypi.
2.5. O0epexHO CTPYIIYIOUn MPoOIpKy, BITOKPEMTE Oca BiJ JIHA.
2.6. O1iHNTH pe3yNbTaT peaKilii Bi3yalbHO.

Ouninka pe3yabTaTiB
[Tpu HeraTHBHOMY pe3yNbTaTi OCall EPUTPOLIUTIB PO3OUBAETHCS 1 YTBOPIOE TOMOTEHHY HENPO30py CYCIIEH3II0.
[Tpy NMO3UTHBHOMY DPE3YJILTATI 0CAJ 3aJHIIAETHCS Y BUMIISA OAHOTO a00 JEKIJTbKOX BEJIMKHX arifOTUHATIB Ha
TJIi IPO30POi PiIAUHU.
3. Peakuis npsiMoi aryiloTHHALIT B MiKpoIIaTi.
3.1. V nyHKy KpYIJIOZOHHOI IIaTH BHECTH 1o onHiii kpami (50 pl (MKI)) MOHOKJIOHAJIBHOI'O PEarcHTy Ta
noxaty 1o oxaHiit kparwti (50 pl (M) 5% cycreHsii epUTPOIMTIB, IO JOCIIIKYIOTHCS.
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3.2. Henrpudyrysaru npu msuakocti 5009 (1500 r/min (06/xB)) mpotsirom 60 s (¢) abo momepeaHbo
inkyOyBatu npu temmneparypi 20-25°C nporsrom 30 min (XB).
3.3. [lepen BpaxyBaHHSIM PE3yJIbTATy MIKPOILIATY 3JI€TKa CTPYIIYIOTb.
3.4. OuiHuTh pe3yabTaT peaKilii MiKpOCKOIIYHO.

Ouinka pe3yJabTaTiB
Sxuio pe3yabpTaT HEraTUBHUMN, Ocall po30MBAETHCS Y BUIIISAI PIBHOMIpHOTO 3a0apBIeHHS PiIUHH.
V pa3i MO3UTHBHOTO PE3yNbTaTy OCajl 3AIUIIAETHCS Y BUIIISA/II BETUKUX ariTiOTHHATIB.
BaxauBo! BuxopucTtanHs peareHTy OibIiie/MEHIIIe BiJ peKOMEHIOBAHOTO Yacy MOYKE MPHU3BECTH 10
OTPUMAaHHS HETIPABWIBHHUX PE3YJIbTATIB

KonTpoas axocti
B sixocTi KOHTPONBFHOTO MaTepialy peKoMeHAOBaHO BHKopHcToByBaTH HaOip Nel CranmapTHi epUTpPOLUTH
BupoouunTBa TOB «JIABOPATOPISI TPAHYM».
Jns KOHTpomo crnenudiyHOCTI 1 aKTHBHOCTI pPEakTHBIB  (HE3AJIC)KHO BiJl METOOMKH JOCHIIKEHHS) NpU
MPOBEJCHHI OyAb-IKOTO BapiaHTy peakiii arjioTUHAIl JJIs KOHTPOJI AarjlOTHHYIHOUOI ~ aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKIIOHAJIBHOTO pEareHTy B KOXKHIN cepii JOCHTiKeHh HEOOXiHO BHUKOPHUCTOBYBATH
CTaHNapTHI ePUTPOIUTH, IO HECYTh BiANOBIMHWNA aHTUTEH, Ui KOHTPOJIO CHEIMU(IYHOCTI - CTaHAAPTHI
EPUTPOLIUTH, IO HE HECYTh BIIIOBIJHOTO aHTUIeHY. Pe3ynbTaTH KOHTPOJIIO IMOBUHHI BIAMOBIIATH BHUMOTaM,
3a3HadeHuM B Ceprudikari axocti (AHamiTHIHOMY TacmopTi). KOHTPOIb SKOCTI MPOBOAUTHCS LTSI KOXKHOI cepii
JOCHiDKEHb.

A YBAT'A!

1. TUIbKHY mg in vitro 1iarHOCTHKH.
2. TUIbKU mist BuKOpHCcTaHHS MpogeciiiHUM MeTHYHUM MEPCOHAIOM, IO Ma€ BiIMTOBIAHY KBamiQikallito,
HeoOXimHi 37100yTi 3HAHHS Ta HABUYKH.
3. oTpumyiiTecss BUMOT iHCTPYKII1 3 BAKOPHUCTAHHS TMiJ] YaC BUKOPUCTAHHS PEarcHTy.
4. SIkuio BY He BIIEBHEHI B pe3yJIbTaTI iHTEpIpETalii MPOBEACHOTO AOCIiIKECHHS, 3BEPHITHCS MO JOTIOMOTY JI0
OLIBII TOCBiMUEHOT 0COOH, 1110 Ma€ BiJOBITHY KBaJIi(hiKAaIIifO Ta JTOCBi.
Bumoru 6e3nexn Ta yTuiizamii
1. KareropuuHo 3a0OpOHSETHCS MiNeTyBaHHS poTOM. PoOoTa 13 3pa3kaMu KpOBi, IO JIOCIHIKYIOTHCS
MOHOKJIOHAJIBHUMH peareHTaMH, NoTpedye OOTpUMaHHS 3axoliB Oe3meku, siki mependadeHi ans poOOTH 3
HEOOCTEXEHOIO KPOB’I0.
2. BukopuctoByBaTH 3ac00H iHAMBITYaIbHOTO 3aXHCTY TIPH POOOTI 3 MOHOKIIOHAJIbHIMH pearcHTaMu.
3. 3He3apakeHHs Ta yTWIi3allisi PEarcHTiB, CHPOBATOK, TECTOBUX CIAWAIB UM CKJISHUX IUIACTHH MPOBOAUTH
3riTHO 3 YUHHHM 3aKOHO/IABCTBOM
YMmoBH 30epiranns, TPAaHCHOPTYBaHHS i ekcnuryaTamii
1. TpancopTyBaHHSI peareHTy MOBHHHO TMPOBOJUTHCS BCIMa BHJAMH KPUTOTO TPAHCIIOPTY BiANOBIAHO 10
BUMOT 1 HpaBWwl, NPUAHATHX Ha [JaHOMY BHAI TpaHCHOpTy npu Ttemneparypi 2-8°C. [lomyckaerbcs
TPaHCHOPTYBaHHs MpH Temreparypi 1o 25°C He Oinbire 5 d (100) i mpu Temneparypi go 22°C He Oibiie
10 d (706).
2. 36epiranHsl MOHOKJIOHAJIbHOTO peareHTy NOBUHHO MPOBOAUTHCSA B TEMHOMY Micli Ipu TeMmepatypi 2-8°C
NPOTArOM BCHOTO T€PMiHY NpuaaTHOCTI. JlomyckaeTscst 30epiranns npu temmepartypi 1o 25°C He Oinblie
5 d (m00) i mpu Temnepatypi g0 22°C uHe Oinbire 10 d (100).
3. Po3kputi priakoHU 3 MOHOKJIOHAJIFHUM PEareHTOM MOXKHA BUKOPUCTOBYBATH IPOTSATOM YChOTO 3a3HAYEHOTO
TEpMiHy MPUAATHOCTI MIPH BiICYTHOCTI 3MiH, 1110 BUHUKAIOThH y TPOLIECi BUKOPUCTAHHS peareHTy- IMOMYTHIHHS,
YTBOPEHS HEPO3YMHHOI'O 0cajy, OakTepiaabHOro 3abpyaHeHHs. [1in yac BUKOPUCTAHHS pearcHTIB 3armodiraTu
NOTPAIUISTHHS TIPSIMUX COHSYHUX MTPOMEHIB.
4. MOHOKJIOHANBHI peareHTH He cliif] 30epiratu BiAKPUTUMH, OO0 MIPU BUCHXAHHI iX aKTUBHICTH 3HIKYETHCH.
O3Haku noripmeHHst
KanamyTHICTB, 0Ocai MOXKYTh CBIJJYUTH NIPO MOTIPIICHHS SKOCTI peareHTiB abo 3a0pyaHenHs. [IpuurHaMu
MOTIPIIEHHS] MOXYTb OyTH:
1. HegoTpumanHsi yMOB BUKOPHCTaHHSI, 30€piraHHs, TPAaHCIIOPTYBaHHSI.
2. 3aKiHUEHHS TePMiHy IPUIATHOCTI BUPOOY.
3. HeBignoBimHa TeMneparypa HaBKOJIMIITHBOI'O CEPEAOBHUIIIA.
4. Ianinas abo yaap, 10 MPU3BEIH 0 HOMKOIKEHHS IEPBUHHOI YITAKOBKU BHPOOY.
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5. 3a0pyAHEHHS peareHTy MUIIXOM HEJOTPUMAaHHS YMOB YNCTOTH MPUMIIIEHHS 200 HEOOX1IHOTO
yCTaTKyBaHHSI.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BiAMOBITHICTh SKOCTI HA0OPIB BHUMOraM TEXHIYHOTO PErjaMeHTy MO0 MEIUYHUX
BUPOOIB [1s1 aiarHOCTUKH iN Vitro Ne 754 Bim 02.10.2013 p. npu goaepikaHHi CIIOKMBAaYeM yMOB 30€piraHHsI.
2. TapaHTiiiHuii TepMiH 30epiranHs cTaHOBUTH 24 mth (Mic) 3 JHS BUTOTOBJICHHS HAa0OPY.

HpumiTka: Skmo BaM cTano BijioMo npo Oyab-SKUW IHIUACHT, IO MMPU3BIB 10 HETATUBHUX HACIIJIKIB,
OyIp J1acka, IOBIOMTE TIPO 1€ Ha eNEKTPOHHY aapecy abo 3a HoMepoM TeneoHy rapsadoi JTiHii .

KommiiekTauis
[REF| 15.007
Bwicr 5 ml (mn)
MomnoknonansHuM peareHT aHTH-C Cytiep 1 . x 5 ml (M)

d TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. XapkiB, Bysn. ®paHkiBcbKa, 14.
Ten./paxc: (057) 752-32-31, www.granum.ua

CuMBO0JM Ha NPOAYKILii
Bupo6uuk BuroroBieno: lara supoouuursa IlpuaaTHo g0: Tepmin npuparocti Cepisi: Homep cepii

Bupib MenuuHMiA 17151 A1arHOCTUKH in Vitro D}] KoHcynpTyliTech 3 IHCTPYKII€IO 13 BUKOPHUCTaHHS
\\l/’ L I

1 . . R .
A bBepertu Bin coHSYHOTO CBiTIA TemmeparypHe 0OMeXeHHS 3acropora. 3BepHITECS 10
n

IHCTPYKIii 3 BUKOPUCTAHHS TSI OTPUMAaHHS 1H(OpMAIIii o010 3acTepekeHb, MOTIePeKEeHb, 3aT00KHIX 3aX0/1iB
@ 3uak pignosignocti Texuiunum permamentam  UA. TR. XXX Inentudixanitinuit kog OOB

Karanoxxuuit Homep
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