YrPAHYM antu-e Cynep Ig M

3a cucremoro Rhesus

UA.TR.098
IncTpykuis
3 BUKOPUCTAHHS MOHOKJIOHAJIBHOIO peareHty antu-e Cynep
I BU3HAYEHHSI TPYN KPOBi JIIOAUHM 32 cuctemMoro Rhesus
anTu-e Cynep IgM

IN VITRO 36epiratu mpu 2-8°C

Tineku ajst mpodeciiHoro BAKOPHCTAHHS.

HpuHuun meroay
MoHokoHanbHU# peareHT aHTH-¢ Cylep MpHU3HAYEHUH Ui BCTAHOBJIEHHS pe3yCc HANEKHOCTI NUISIXOM
BU3HAYCHHS €-aHTUTE€HY PUTPOIINTIB JIOIMHH 32 JOTIOMOTOI0 PEaKIlii mpsMol ariaroTHHAMIl Ta il Moamdikarriii.
Bu3HaueHHs MPOBOAUTHCS Ha IUIONIWHI, B IUIAHIIET] 200 B MPOOipKax.

IIpu3HayeHHsn
BusiBiieHHS KIIIHIYHO BaXKJIMBUX AaHTUTCHIB EPUTPOIIMTIB JFOIUHM 10 cuctemMam Rhesus, cercubimizariist 10 SKux
MPU3BOAUTH [0 TSDKKUX MOCTTpaHC(y3iHHUX YCKIIQAHEHb.
[lpu 3acrocyBaHHI MOHOKJIOHAJIBHOTO peareHTy aHTu-¢ Cymep Uisi BHU3HAUCHHS TPyH KpOBi JIIOAWHU 3a
cucremoro Rhesus cirin kepyBatrcs nanoto [HCTpyKIli€ero, a Takok «IHCTPYKIN€O 3 BU3SHAYCHHS IPYI KPOBi 3a
cucremamu ABO, pe3yc Ta imyHHUX aHTUTID (Haka3 MO3 Ykpaiau Nel64 Big 05.07.1999 p.).

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

AHaJITHYHI XapaKTepUCTHKH
Pearent crporo cienndivueH.
MoHokII0HaIbHUH peareHT anTu-¢ Cymep MiCTUTh MOHOKJIOHAJIbHI aHTHTIIA aHTU-€ Kiacy 1g M B tutpi,
BkazaHoMmy B CepTudikati aKocTi (AHaTITHYHOMY macnopti). MOHOKIIOHANBEHUI peareHT anTu-¢ Cyrep Mae
BHCOKY I'eMarilOTHHUIOUY aKTHBHICTh (Bka3zaHa B CepTudikaTi SKocTi (AHAIITHYHOMY HACIIOPTi)) 1 HAIHHO
BUSIBIISIE BiAIOBIIHUM aHTUT€H Ha EPUTPOLIMTAX SIK TOMO-, TaK 1 T€TEPO3UTOTHUX (PeHOTUMIB (B NpsAMiil peakuii
Ha 1IomyHi ). MOHOKIOHABHAN peareHT anTH-¢ Cynep crienudiueH i He Jja€ epexpecHUX peaKilii 3
HEBIAMOBIIHUMH aHTUTE€HAMU.
Jist oTpuMaHHs HaJitHUX pe3yNbTaTiB HeOOXiTHO JOTPUMAaHHS IHCTPYKIIIi 110 MPU3HAYEHHIO HAOOopYy.
BinrBoproBaHicTh pe3yibraTiB ckiaanae 100%.

Marepian ajs KocaiaKeHHs!
HaruBHa kpoB 0e3 KoHcepBaHTy ab0 KpoB cTalbiji3oBaHa 3 BUKOPHCTAHHAM KOHCEpPBAHTIB (TJIIOTIiLUD,
nuTporiarokodocdar, renapuH Ta iH.). PekoMeH10BaHO TPOBOIUTH TOCIIPKEHHS B KpoBi cTabinmizoBaniit EJTA,
BIJIMHTHUX Ta HEBIIMUTHX EPUTPOIIUTAX.
3pa3ku OTpUMaHO! KPOBI MOBHHHI OyTH JOCIHIKEHI sIKOMOra ckopiie, He mi3Hime 24-48 h (rox) Bim yacy
3a00py Bij namieHTa. SIKII0 TOCiUKeHHS 3aTPUMYIOTHCS, 3pa3Ky TIOBUHHI 30epiraTics npu TeMneparypi
2-8°C.
OOMexeHHs: He MOYKHA aHaTi3yBaTH FeMOJTi30BaHi 3pa3KH KPOBi, @ TAKOXK 3pa3KH 3 HASIBHICTIO 3TYCTKIB.

YMoBU npoBeeHHSI J0CTiIKeHb
Bu3HadyeHHs Tpynu KpoOBi MPOBOJUTHCSA B MPUMIIIEHHI 3 JOCTaTHIM OCBITJIEHHSM Ipu Temneparypi 18-25°C.
Jis Ko)HOTO peareHTy (MaIieHTy) BHKOPUCTOBYWTE OKpeMy MPOMAapKOBaHy MiNeTKy. baxkaHo kopucTyBaTHCs
OJTHOPAa30BUMH JIOTMIOMIKHMMHU MaTepiasamu ( IUIaHIIETaMH, MIiKpOIUIATaMH, NPOOIpKaMu, HaJuuKaMH st
nepeMillyBaHHs Ta iH.).

IlepeJtik HEOOXiTHOrO yCTATKYBAHHSA
- IIacTHHA a00 IJIAHIIET, OLIMI IUIOCKUM JJIS aryIFOTHHALIIT;
- CEKYHJIOMID;
- IaJINYKI CKJIAHI a00 IJIaCTUKOBI;
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- IpoOipKH HeHTPUPYxkHI MicTKicTio 5.0-10.0 ml (mu);
- IPOOIPKU KPYTII0IoHHI 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, 0.05 1 0.1 ml (m);
- BojsiHA OaHs ab0 TepMOCTAT, SIKUH marpuMye temmnepatypy 37-48°C;
- nearpudyra nHactineHa Ha 3000 r/min (06/xB);
- 0.9% ¢izionoriunuii po3dnH;
- PYKaBUYKH TYMOBI;
- KOHTPOJIbHI €PUTPOLIUTH + 1 - GEHOTUITY AJISl 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 €PUTPOLIUTH, IO 30€piraloThCs B KOHCEpBaHTI, Tpuyi Bigmuiite 0.9%
¢izionoriuauM po3urHOM. JloCiIKyBaHI €PUTPOLIUTH TSI IOCTAHOBKHM PeakIlii arfOTHHAL] Ha TUTOIIHHI, B
TUTAHIIETi Ta Mpo0ipKaxX BiIMUBATH HE OOOB'SI3KOBO.
[MpurotyBanus 5% cycnensii epurponutis. JJo 1 ml (M) 0.9% ¢izionoriuHoro po3uuny nomaiire 2 Kparri
KpoBi a00 1 Kparuiro ocaay epuTpOIIHTIB.

IIpoBenenns: anajuisy
1. Peakuisi aryiloTMHALIL HA IVIOLIMHI i B r1aHmeri
1.1. Ha npoMapkoBaHy IJIacTUHY HaHECITh 2 KparJli MOHOKJIOHAJIBHOTO peareHTry antu-¢ Cynep Ta 2 Kparui
JIOCITKyBaHOI KpOBi a00 epuTporuTiB (y criBBimHOmEHH] 1:1).
1.2. BUKOPHCTOBYIOUH YUCTY MANWYKY-AILTiKaTOp, epeMilIaliTe peareHT Ta 3pa30K. 3MillyBaHHS Ha TUTOLIMHI
MPOBOJMTHCS 32 JOIIOMOTOI0 MAIMYOK, a B IJIAHIIETI - HUIIXOM HOTO TIOXUTYBaHHsI IO IOBHOTO TIEpeMillly BaHHS
EPUTPOLIUTIB 3 PEareHTOM.
1.3. Uepes 20-30 s (c) micnst 3MilTyBaHHS TOXUTANWTE TUNIACTHHKY a00 TUIAHIIET.
1.4. OuiHiTh pe3yibTaT Bi3yaJlbHO Ha HASIBHOCTH 200 BiICYTHOCTH arfmoTHHAILII. Byab-ski cnadki peakiii citij
MOBTOPHUTH 33 METOJIUKOIO IPOOIpKH.

Ouinka pe3yabTaTiB
[To3uTuBHA peakilis arJroTHHAL] 03HaYae HASBHICTh HA €PUTPOIMTAX AHTUT€HY, HETaTHBHA - HOTO BiJICYTHICTb.
Yitka peakuis Hactae yepe3 30-120 s (c) micys 3mimIyBaHHS peareHTy 3 epuTpouutramu. [Ipu BHUKOpUCTaHHI
EpPUTPOLIUTIB y BUCOKIM KOHIIEHTpAIlii YiTKa arjlfoTHHAIlS HACTa€ MIBUIIIE. ATIIOTHHAIS EPUTPOIMTIB 3
reTepPO3UTOTHUX (EHOTHIIOM MOXKE PO3BUBATHUCS TPOXHM MOBLUIBHINIE, HDK AaryfOTHHAIS 3 TOMO3UTOTHUM
¢denorunom. OcTaTOUHUH pe3yaIbTaT peakilii ciijl BpaxoByBaTH uepe3 3 min (XB), ajie He Mi3Hille, TOMY IO MpH
i JICUXaHHI Kparuii MOXE criocTepiraTucs npiOHa HecnerudivHa arJIFOTUHALLISA.
Y cyMHIBHUX BUNaJKaxX MOXKHA ITiCIsl 3aKiHYeHHsS 3 min (XB) 0 3pa3KiB 3 CYMHIBHOIO PEAKIE€I0 OJaTH
¢izionoriunuit po3umH (1-2 kparuri) i moxurtaTh TacTuHKy abo manmer. HecrmenmuduuHa armroTuHais
3HUKHE.
Peakuito BpaxoBYIOTh NPU MO3UTUBHIN peakwii arMOTHHALII 31 CTAHAAPTHUMH TO3UTHBHUMH 1 BIACYTHOCTI ii 3
HETaTUBHAMH €PHTPOIUTAMY.
2. Peakuisi mpsiMoi arjiloTHHAII B poodipkax.
2.1. BHeciTh B KpyIioaoHHYIO po0ipKy MicTkicTio 5.0 ml (Mi1) 1 Kpamiio MOHOKJIOHAJIEHOTO peareHTy aHTH-€
Cyrep.
2.2. [orim mopaiite 1 kparuto 5% cycrneHsii epuTpOIUTIB, PETENBHO MepeMilllaiiTe CTPYIIYBaHHSIM.
2.3. IakyOyiite npoOipky npotsirom 15 min (XB) npu KiMHaTHIN TemmepaTypi 18-25°C.
2.4. Hentpudyryrots npobipky npotsrom 1 min (xB) npu 1500 r/min (006/XB) npu KiMHATHINA TeMIiepaTypi.
2.5. O0epexxHO CTPYIIYHYX IPOOIPKY, BIIOKPEMTE 0Caj BiJ JHA.
2.6. OUiHUTB pPE3yNbTAT pPeakiii Bi3yanbHO.

Ouninka pe3yabTaTiB
[Tpu HeraTHBHOMY pe3yNbTaTi OCall EPUTPOLIUTIB PO3OUBAETHCS 1 YTBOPIOE TOMOTEHHY HENPO30py CYCIIEH3II0.
ITpy NO3UTHUBHOMY pPE3yJIBTaTi 0CaJ 3aJHMIIAETHCS Y BUIIIAA OAHOTO ab0 AEKIIbKOX BEIMKHX arilOTHHATIB Ha
TJTi IPO30POi PiIAUHU.
VYBAT'A! BukopuctaHHs peareHTy Oijibliie/MEHIIIE BiJf PEKOMEHIOBAHOI'O Yacy MOKE IPU3BECTH 10 OTPUMAHHS
HETpaBWIbHUX PE3yJIbTaTIB.
3. Peakuis npsiMoi aryiloTHHALIl B MiKpoIIaTi.
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3.1. YV nyHKy KpYTJIOJIOHHOI TUIATH BHECTHU 110 OHIN kparuti (50 pl (MK)T)) MOHOKJIOHATIBHOTO PEarcHTy Ta
noaaty g0 Hux 1o oaHii (50 pl (Mki)) kparwt 5% cycnensii epUTPOIMTIB, IO AOCIIHKYOTHCS.
3.2. Hentpudyryrots npu msuakocti 500g (1500 r/min (06/xB)) npotsrom 60 s (¢) abo nenepeHbpo iHKyOyIOTh
3a temnepatypu 20-25°C npotsrom 30 min (xB).
3.3. Ilepen BpaxyBaHHSIM pe3yiIbTaTy MiKpOIUIATY 3JI€TKa CTPYIIYIOTb.
3.4. O1uiHiTh pe3yabTaT peakiii MiKpOCKOMYHO.

Ouninka pe3yabTaTiB
SIkmo pe3ynbpTaT HETaTUBHUM, 0cal pO30MBAETHCS Y BUTIISAAI PIBHOMIPHOTO 3a0apBIIEHHS PiTUHHU.
V pasi MO3UTHBHOTO Pe3yNbTaTy OCaJl 3AJHIIAETHCS Y BUTIISI BEJUKUX arIOTHHATIB.
Baxxnauo! BukopucranHns peareHTy Oinblie/MeHIIE BiJl peKOMEHAOBAHOTO Yacy MOKE IPU3BECTHU JI0
OTPUMAaHHS HETIPABWIIBHUX PE3YJIbTATIB.

Koutpoas sikocTi
B sIKOCTI KOHTPOJNBHOTO Marepialy peKOMeHAOBaHO BHKopucToByBaTH HaGip Nel CraHmapTHI epHTPOLUTH
BupoOHunTea TOB «JIABOPATOPISA TPAHYM».
Jst KOHTpOIo crenudiqHOCTI, TUTPY Ta aKTUBHOCTI PEAKTUBIB (HE3aJe)KHO BiJl METOAMKH JTOCIHIHKESHHS) MPH
MPOBEJIeHHI OyAb-IKOTO BapiaHTy peakiii arfioTHUHAIIl i1 KOHTPOJII AaridloTHHYIOUOi  aKTHBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJBHOTO PEarcHTy B KOXHIM cepii JOcHikKeHb HEOOXiHO BHKOPHUCTOBYBATH
CTaHMapTHI ePUTPOIUTH, IO HECYTh BiANOBINHWNA aHTUTEH, Ui KOHTPOIIO CHEHU(IYHOCTI - CTaHAAPTHI
EpPUTPOLIUTH, IO HE HECYTh BiAIOBIMIHOTO aHTUTeHY. Pe3ynmpTaTh KOHTPOJIO IMMOBWHHI BiJIOBITaTH BHUMOTAM,
3a3HaueHuM B Ceprudikari sikocTi (AHamiTHYHOMY nactopTi). KOHTpoIb SIKOCTI MPOBOIUTHCS AJISI KOXKHOT cepii
JOCIIKEHb.

YBAT'A!
1. TUIbKMU n7s in vitro 1iarHOCTHKH.
2. TUIBKU myist Bu£kOpUCTaHHS MpogeciiiHIM MeTMYHHM MEPCOHAJIOM, 110 Ma€ BiIMOBIIHY KBaTi(iKaIlito,
HeoOXi/IHI 3700yTi 3HAHHS Ta HABUYKHU.
3. HoTpumyiitecss BUMOT iHCTPYKLII 3 BUKOPUCTAHHS MIiJ] YaC BUKOPUCTAHHS PEarcHTy.
4. SIkuio BM He BIIEBHEHI B pe3yJIbTaTI iHTEpIpETallii MPOBEACHOTO AOCIiXKEHHS, 3BEPHITHCS MO JOTIOMOTY JI0
OLIBII TOCBITUEHOT 0COOH, 1110 Ma€ BiOBIHY KBaJTi(hiKaIlilO Ta JIOCBIJI.
Bumoru 0e3nexu Ta yruiizaunii
1. KateropuuHo 3a00poHS€THCS ~TMimeTyBaHHS poToM. PobGoTa i3 3paskamMu KpoBi, L0 JOCIiIXKYIOTHCS
MOHOKJIOHAJTBHUMH peareHTaMH, TOTpedye IOTpUMaHHS 3axoJliB Oe3meku, siki mependaveHi ans poOOTH 3
HEOOCTEXEHOIO KPOB’I0.
2. BukopucToByBaTH 3aC00H 1HAMBILYaIbHOIO 3aXHUCTY IPH POOOTI 3 MOHOKIIOHAJIbHUMH pEarcHTaMu.
3. 3He3apaKeHHs Ta yTHWI3allisi peareHTiB, CHPOBATOK, TECTOBHUX CAAWIIB UM CKISHUX IUIACTHH TPOBOIUTH
3riJTHO 3 YHHHUM 3aKOHO/IaBCTBOM.
YMmoBH 30epirannsi, TPAaHCIIOPTYBAaHHS i ekcuryaTamii
1. TpaHcopTyBaHHSI pearcHTYy IMTOBHHHO TMPOBOJWTHCS BCIMa BHJAMH KPUTOTO TPAHCIIOPTY BiANOBIAHO 0
BUMOT 1 MpaBWj, NPUHHATHX HA JaHOMY BHUJI TpaHcmopTy mnpu Ttemneparypi 2-8°C. JlomyckaeTbcs
TpaHCHOPTYBaHHs npH Temrepartypi 1o 25°C He Oinbie 5 d (100) 1 mpu Temneparypi o 22°C He Oinblie
10 d (00).
2. 30epiranHs MOHOKJIOHAJIBHOI'O PEareHTy MOBMHHO MPOBOJMTHUCS B TEMHOMY MicIii npu TemmepaTypi 2-8°C
OPOTATOM BChOT'O TEPMiHY NpuaaTHOCTI. Jlomyckaerhest 30epiranns npu temneparypi 1o 25°C He Ounbline
5 d (706) 1 mpu Temmnepatypi 10 22°C ne 6inbiie 10 d (1006).
3. Po3kputi prakoHu 3 MOHOKJIOHAIFHUM PEareHTOM MOXKHA BUKOPUCTOBYBATH IPOTSATOM YChOTO 3a3HAYEHOTO
TEepMIiHY MPUAATHOCTI MIPH BiJICYTHOCTI 3MiH, 1110 BUHUKAIOTh y TPOIIECI BUKOPUCTAHHS PEareHTy- IOMYTHIHHS,
YTBOpPEHSI HEPO3UMHHOTO ocaly, OakrepianbHOro 3abpyaneHHs. Ilig yac BUKOpPHCTaHHS pearcHTIB 3amo0iraT
NOTPAIUISHHS MPSIMUX COHAYHUX MTPOMEHIB.
4. MOHOKIIOHANBHI peareHTH He cliijl 30epirati BiIKPUTUMHE, OO NP BUCHXAaHHI 1X aKTUBHICTh 3HIKYETHCS.
O3Haku noripmeHHst
KanaMmyTHICTB, Ocaz MOXYTb CBIJUUTH MIPO MOTiPLICHHS SIKOCTI peareHTiB abo 3a0pynHeHHs. [Ipuunnamu
MOTIPITICHHS MOXYThH OyTH:
1. HegotpuMaHHs yMOB BUKOPHUCTaHHS, 30epiraHHs, TPaHCIIOPTYBaHHSI.
2. 3akiH4eHHs TepMiHy NPUAATHOCTI BUPOOY.
3. HeBignoBimHa TeMneparypa HaBKOJIUIITHBOI'O CEPEAOBHUIIIA.
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4. Iagiaast abo ymap, 10 TPU3BEIH 10 MOIMIKOIKEHHS IIEPBUHHOI yITAKOBKH BHPOOY.
5. 3a0pyAHEHHS peareHTy IUIIXOM HEeJOTPUMaHHS YMOB YNCTOTH MPUMIIIEHHS 200 HEOOX1IHOTO
yCTaTKyBaHHSI.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BIAMOBITHICTh SKOCTI HAOOpIB BHUMOTraM TeXHIYHOTO pErjlaMeHTy IIOJ0 MEIMYHUX
BUPOOIB [UIst JiarHOCTUKH iN Vitro Ne 754 Bin 02.10.2013 p. npu goaepikaHHi CIOKMBa4eM yMOB 30€piraHHsI.
2. lapanTiitHuii TepMin 30epiranns craHoBuTh 24 mth (Mmic) 3 AHA BUTOTOBIEHHS HAOOPY.

HpumiTtka: Skmo Bam cTano BiomMo npo Oynb-SKAW IHIUACHT, 10 MIPU3BIB 10 HETATHBHUX HACIIKIB,
OyIp J1acka, IOBIOMTE TIPO 1€ Ha eNEKTPOHHY apecy abo 3a HoMepoM TeneoHy rapsadoi JiHii .

Kommiiekranis
15.010
Bwmicr 5 ml (mn)
MoHokoHaIBHUM peareHT aHTu-¢ Cynep 1 ¢a. x 5 ml (mm)

“ TOB «JIABOPATOPIA 'PAHYM», Ykpaina, 61001, m. Xapkis, Bys1. ®pankiBcbka, 14.
Ten./dakc: (057) 752-32-31, www.granum.ua

CHMBOJIM HA POAYKILil
Bupo6uuk BuroroBjeno: Jlara supobuuursa IlpuaaTHo g0: Tepmin npugaraocti Cepisi: Homep cepii

Bupi6 MenuaHMi IS JiarHOCTUKY in Vitro E]E] KoncynpryliTech 3 iHCTPYKIIEIO 13 BAKOPHCTAHHS
Qo . B

L . . .
AS Bepertu Bin COHAYHOTO CBiTIA TemmeparypHe 0OMeXeHHS 3acropora. 3BepHITbCS 10
o

THCTPYKIIii 3 BAKOPUCTAHHS JJIsl OTpUMaHHs iH(opMaLil 00 3aCTePEIKEHb, MTONIEPE/IKEHb, 3a00KHUX 3aX0/1iB

@ 3nak Bignosignocti TexniuamM permamentam  UA. TR. XXX Inentudixaniiiamit kogx OOB

Karanoxuuii Homep
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