Y'PAHYM antu-e Cynep Ig M

3a cucremoro Rhesus

UA.TR.098
IHcTpykuis
3 BUKOPUCTAHHA MOHOKJ/IOHAJIBHOTO PCArcHTy aHTH-€ Cyrlep
7151 BU3HAYEHHS TPy KPOBi JIIOAMHU 3a cuctemMoro Rhesus
anTu-e Cynep IgM

IN VITRO 36epiratu mpu 2-8°C

Tinpku mu1st mpoecifHOT0 BUKOPUCTAHHS.

IpuHoun meroay
MoHoknoHanbHU# peareHT aHTH-¢ Cymnep NpU3HAYEHWH JUIS BCTAHOBJIEHHS pe3yCc HAIEKHOCTI NUIIXOM
BU3HAYCHHS €-aHTUTEHY EPUTPOINTIB JIFOIMHH 32 JTOTIOMOTOI0 PEaKIlii mpsMoi ariaroTHHAMIi Ta il Moamdikariii.
Bu3HaueHHs MPOBOAUTHCS Ha IUIONIWHI, B IUIAHIIET] 200 B MPOOipKax.

IIpu3HayeHHsn
BusiBiieHHS KIIIHIYHO BXKJIMBUX AHTUTCHIB EPUTPOLIMTIB JFOIUHHU 10 cucTeMaM Rhesus, ceHcubimizartist 10 SKux
NPU3BOAUTH [0 TSDKKUX MOCTTpaHCc(y3iHUX yCKIIaAHEHb.
[lpu 3acrocyBaHHi MOHOKJIOHAJIBHOTO peareHTy aHTu-¢ Cymep Ui BU3HAYCHHS TPyN KPOBI JIIOAMHU 3a
cucremoro Rhesus ciin kepyBaTrcs qanoto [HeTpykiiero, a Takok «IHCTPYKIIi€r0 3 BU3HAYCHHS IPYI KPOBi 3a
cuctemamu ABO, pe3yc Ta imyHHEX aHTATL (Hakaz MO3 Ykpaian Nel64 Bix 05.07.1999 p.)

AHaJITHYHI XapaKTepUCTHKH
Pearent ctporo crierudides.
MoHoxkI0HaIbHUH peareHT anTu-¢ Cyrep MiCTUTh MOHOKJIOHAJIbHI aHTUTINIA aHTU-¢€ Kiacy Ig M B tutpi > 1:16.
MoHokoHaNBEHU peareHT anTu-¢ Cynep Mae BUCOKY TeMariJioTHHUIOWY aKTUBHICTD 1 HAIIHO BUSIBIISIE
BIJINIOBIIHAN aHTUTCH HA €PUTPOLIMTAX K TOMO-, TaK 1 TeTepo3uroTHUX (eHotuis npotsirom 120 s (¢)
(B mpsiMiid peakuii Ha wioyHiI). MOHOKIIOHANBHUH peareHT antu-e¢ Cynep cnenudiveH 1 He 1a€ nepexpecHux
peaxiiiii 3 HeBiAMOBIAHUMY aHTHT €HAMH.
[t oTpuMaHHS HaiiHUX Pe3yJIbTaTiB HEOOXIHO TOTPUMAaHHS IHCTPYKIIii IO TPU3HAUEHHIO HAOOoPYy.
BinrBoproBanicTs pe3yibraTiB ckiagae 100%.

Marepian s J0CaigKeHHS
HaruBHa kpoB 0e3 KoHcCepBaHTy ab0 KpoB cTadii3oBaHa 3 BUKOPHCTAHHAM KOHCEpPBAHTIB (TIIIOTILUD,
UTPOTIIIOKOQocdar, TenapuH Ta iH.). PekoMeH10BaHO MPOBOUTH JOCIiKEHHS B KpOBi crabinmizosaniit EJTA,
BIIMUTHUX Ta HEBIAMUTHX €PUTPOLIUTAX.
3pa3ku OTpUMaHOI KpOBI MOBHHHI OyTH JOCIHiIKEHI sIKOMora ckopime, He mi3Hime 24-48 h (rox) Bim yacy
3a0opy BiJ MamieHTa. SKIIo JOCiPKEHHS 3aTPUMYIOTLCS, 3pa3Ku MIOBHUHHI 30epiraTucs Npyu TeMreparypi
2-8°C.
OOMeXeHHS: He MO)KHA aHali3yBaTH I'eMOJTi30BaHi 3pa3KH KPOBi, @ TAKOK 3Pa3KH 3 HasIBHICTIO 3TYCTKIB.

YMoBU MpoBeneHH s T0CTiIKEHD
Bu3HavyeHHsT TPyU KpOBi MPOBOJUTHCS B MPUMIIIEHH] 3 JOCTaTHIM OCBITJIEHHSIM Ipu Temmneparypi 18-25°C.
i Ko’KHOTO peareHTy (ManieHTy) BUKOPUCTOBYHWTE OKpeMy NPOMAapKOBaHy MiNeTKy. bakaHO kKopHucTyBaTHCS
OJTHOPAa30BUMH JIOTIOMDKHUMH MaTepiasiamMul ( IUIaHIIETAaMH, MIKpOIUIATaMH, TPOOIpKaMH, MaTMYKaMH JUIs
nepeMilryBaHHs Ta iH.).

Ilepenik HeoOXiTHOrO yCTATKYBaHHS
- ITaCTHHA a00 MIIAHIIET, OlIUI TIJIOCKHH 71 arIFOTHHALIT,
- CEKyHIIOMIp;
- HAJMYKI CKIISIHI a00 IIaCTHKOBI;
- mpoOipku ueHTpudyxHi MicTkicTio 5.0-10.0 ml (mi);
- IpoOIpKH KpyriaoaouHi MicTKicTio 2.0-5.0 ml (mi);
- minetku MicTkicTio 5.0 ml (m1) a60 10.0 ml (mi);
- MIMETKY HaliBaBTOMATUYHI OJTHOKaHAIIBHI 31 3MIHIOBAHUMHU HAKOHCUHUKAMH, 10 JTO3BOJISIFOTH BiIOUpaTH
00'emu piguan 0.01, 0.051 0.1 ml (mi);

sepcis 2, oama ocmannbozo nepeznsioy 10.09.2020 e-mail: granumlab@gmail.com
FBeskowmmosna 2apsua ninin: 0-800-500-561 (0na cmauionaprux menegonie)




Y'PAHYM antu-e Cynep Ig M

3a cucremoro Rhesus

- BoAstHA OaHs abo TepMOCTaT, SIKUH maATpuMye Temmnepatrypy 37-48°C;
- neHTpudyra HactimpHa Ha 3000 r/min (006/XB);
- 0.9% c¢izionoriyanii po3uuH;
- PYKaBUYKH T'YMOBI,
- KOHTPOJIbHI EPUTPOLUTH + 1 - PEHOTHITY 11 KOKHOTO PEareHTy.

IlinroroBka peareHTiB 1151 aHAJI3Y
PearenT rotoBuii 10 3acTocyBaHHs. PeareHT AictaTu 3 XOJIOIWIBHUKA 1 BATPUMATH MPH KiIMHATHIN TeMmepaTypi
15 min (xB).
Iliaroroeka eputpouutiB. CTaHAAPTHI EPUTPOLIMTH, 110 30€pIiral0ThCsA B KOHCEPBaHTI, Tpuyi BinMuiite 0.9%
¢izionoriyHUM po3yrHOM. JlocimKyBaHi epUTPOLUTH IS TOCTAHOBKM peakilii arfaoTHHALI] Ha IJIOLIMHI, B
IJIAHIIETI Ta TPOOipKax BiAMHBATH HE 0OOB'SI3KOBO.
[purorysanus 5% cycnensii epurporuti. Jlo 1 ml (mur) 0.9% dizionoriuHoro po3uuHy nojaite 2 Kparti
KpoBi 200 1 Kparuiro ocaay epUTPOIIMTIB.

IIpoBenennst anajisy
1. Peakuis arsmoTuHALIT HA IVIOLIMHI i B IIaHIIeTi
1.1. Ha mnactunky abo B IyHKY muianiieTa Hanecits 1-2 kparuti (50-100 pl (MKIT)) MOHOKJIOHAIBHOTO PEareHTy
antu-¢ Cynep, 1 manenbky kparuo (20-50 pl (Mxi)) mociipKyBaHOi KpoBi 200 €PUTPOLMTIB 1 3MilIalTE.
3MilTyBaHHS Ha IUIOIIKHI IPOBOIUTHCS 32 JOTIOMOT OO MTANMYOK, a B IUIAHILETI - HUIIXOM HOro OXUTYBaHHS 10
MIOBHOT'O NEPEMIIIyBaHHS €PUTPOLMTIB 3 PEar€HTOM.
1.2. Yepes 20-30 s (c) micist 3MilIyBaHHS TOXUTANWTE MIACTUHKY a00 IUIaHIIET.
1.3. OuiHiTh pe3ynbTaT Bi3yalbHO Ha HASBHOCTH a00 BiICYTHOCTH arJOTHHAIII.

Ouinka pe3yJbTaTiB
[To3uTuBHA peakiis arfJoTHHAL] 03HaYa€e HASBHICTD HA EPUTPOLMTAX AHTHI'CHY, HETaTHBHA - HOTO BiJCYTHICTb.
Yitka peakuisi Hactae depe3 30-60 s (c) micas 3MillyBaHHS peareHTy 3 epuTpouuTamu. [Ipu BuUKOpHCTaHHI
EpPUTPOLIUTIB y BUCOKIM KOHIIEHTpAIlii YiTKa arilOTHHAIIS HACTa€ INBHIIC. ATIIOTHHAIS EPUTPOIUTIB 3
TeTepO3UTOTHUX (EHOTHUIIOM MOXKE PO3BUBATHCS TPOXH IOBUIBHINIE, HDK AarijfOTHHAILIS 3 TOMO3WUTOTHHM
¢denorunom. OcTaTOUHUH pe3ysIbTaT peakilii ciIill BpaxoByBaTH yepe3 3 min (XB), aje He Mi3Hille, TOMY IO MPH
iJICUXaHHI Kparuti MOXE CIOCTEpIraTUCS npiOHa HecnenndivHa ArTFOTUHALLISA.
Y CcymMHIBHHX BHUNaJKax MOXKHa ITCIs 3aKiHY€HHS 3 min (XB) 110 3pa3KiB 3 CYMHIBHOIO PEAKIEI0 OJATH
¢izionoriunuit po3unH (1-2 kpami) 1 MOXUTaTH IWIACTUHKY abo manmer. HecrmenuduuHa armoTuHALsS
3HUKHE.
Peakiro BpaxoBYrOTh TIpH MMO3UTHUBHIN PeaKIlii arTFOTHHAIT 31 CTAHAapTHAMHA TIO3UTUBHUMH 1 BiICYTHOCTI i 3
HETaTUBHUMH €PUTPOIIUTAMH
2.Peaxuis mpsiMoi aryiloTHHAIT B mpodipkax.
2.1. BHeciTh B KpyrIog0HHYIO Ipo0ipKy MicTkicTio 5.0 ml (M) 1 kparuio MOHOKJIOHAILHOTO PEareHTy aHTH-€
Cymep.
2.2. [orim mopaiite 1 kparto 5% cycneHsii epuTpOIMTIB, PETEIBHO MEpeMillIaiiTe CTPYIIYBAHHSIM.
2.3. InkyOyiite mpoOipky mpotsrom 15 min (XB) npu KiMHaTHIN TemmepaTypi 18-25°C.
2.4. UentpudyryroTts npobipky npotsrom 1 min (xB) npu 1500 r/min (06/XB) npu KiMHATHIN TeMIiepaTypi.
2.5. O0epexXHO CTPYIIYIOUX IPOOIpKY, BIIOKPEMTE 0Caj BiJ JHA.
2.6. OUiHNTb PE3YJNIbTAT Peakii Bi3yanbHO.

Omninka pe3yJbTaTiB
[Tpy HEeraTHBHOMY PE3yJbTaTI OCaJl EPUTPOLIUTIB PO3OUBAETHCS 1 YTBOPIOE TOMOTEHHY HEIPO30py CYCIEeH3II0.
[Ipy no3UTUBHOMY PE3yJIbTATi 0ca]] 3ATUIIAETLCS Y BUIIISIII OJJHOTO 200 JEKUTbKOX BEIMKHX ariiOTHHATIB Ha
TII1 IPO30POi PIAUHU.
YBAT A! BukopucTanHs peareHTy OlIbIlIe/MEHIIE BiJl pEKOMEHIOBAHOTO Yacy MOKE MPHU3BECTH JI0 OTPHUMAHHS
HETPaBUIBHUX PE3yJIbTATIB.
3. Peakuisi npsiMoi aryiloTHHALIl B MiKpomiaTi.
3.1. YV nyHKy KpYIJIOJOHHOI IIaTH BHECTU 110 OAHIN kparuti (50 pl (MKiT)) MOHOKJIOHAJIBHOTO PEareHTy Ta
monaru 10 Hux 1o oxHii (50 ul (Mko1)) Kparut 5% cycrensii epuTpONUTIB, M0 TOCITIIKYIOTHCS.
3.2. Henrpudyryrors npu msuakocti 500g (1500 r/min (06/xB)) npotsrom 60 s (c) abo rnenepeHbpo iHKyOyIOTh
3a temmnepatypu 20-25°C mpotsirom 30 min (XB).
3.3. Ilepen BpaxyBaHHAM pe3yNbTaTy MIKPOIUIATY 3JI€TKA CTPYLIYIOTb.
3.4. OuiHITh pe3y/IbTaT PeaKiiii MiKPOCKOIIYHO.
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Ouinka pe3yJabTaTiB
SIkmo pe3ynbpTaT HEraTUBHUI, Ocal PO30MBAETHCSA y BUTIIAI PIBHOMIPHOTO 3a0apBIICHHS PiIUHU.
V pa3i MO3UTHBHOTO PE3YJIbTaTy OCa]l 3AIUINAETHCS Y BUIIIA/I BETUKUX ariTlOTHHATIB.
Baxiuo! BukopucrtanHs peareHTy Oinblie/MeHIIE Bl peKOMEHAOBAHOTO Yacy MOKE TIPU3BECTH JI0
OTPUMAaHHS HEMPAaBWIFHUX PE3ybTaTIB.

KonTpoas akocti
Jns KOHTpoMO crnenudiyHOCTI 1 aKTHBHOCTI pPEaKTHBIB  (HE3alEXKHO Bl METOOUKH JOCHTIIHKEHHsS) TpHU
MPOBEZIeHHI OyAb-KOTO BapiaHTy peakmii arfdioTHHAmii A7 KOHTPONIO AarjlOTHHYIOUOi  aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJIBHOTO pEareHTy B KOXHIM cepii AOCHiKeHb HEOOXiTHO BHKOPHUCTOBYBATH
CTaHJAPTHI CPUTPOIUTH, IO HECYTh BIJINOBIJIHWUN aHTUIEH, IS KOHTPOJIIO CIHCIU(IYHOCTI - CTaHIAPTHI
EPUTPOLIUTH, IO HE HECYTh BiJIMOBITHOTO aHTUTEHY. Pe3ynbpTaTi BpaxoBYIOTh TUIHKH B pa3i MPaBMIIBHOI peakIlii
MOHOKJIOHAJIHHOTO PEareHTy 3i CTaHAapTHUMH €PUTPOLIUTAMH.

A YBAT'A!

1. TUIbKHY mig in vitro giarHOCTHKH.
2. TUIbKU myist BuKOpUCTaHHS MPO(eciiiHIM MeTUYHUM NMEPCOHAJIOM, 1[0 MA€E BiMOBIIHY KBaTi(iKaIlito,
HeoOXiHi 3700yTi 3HAHHS Ta HABUYKHU.
3. loTpumyiiTecs: BUMOT iHCTPYKIIi1 3 BAKOPUCTAHHS I1iJl 4aC BUKOPUCTAHHS PEarcHry.
4. SIkuio BM He BIIEBHEHI B pe3yJbTaTi iHTEpIpeTanii MpoBEASHOTO AOCIiIKEHHS, 3BEPHITHCS MO JOTIOMOTY JI0
OB MOCBiMUEHOT 0COOH, 1110 Ma€ BiAMOBITHY KBaJTi(hiKaIiiO Ta JTOCBiJ.
Bumoru 0e3nexku Ta yruiizaunii
1. Kareropuuno 3a00poHs€ThCSA TiNeTyBaHHS poToM. PoOora i3 3paskamMu KpOBi, IO JOCTIIKYHOTHCS
MOHOKJIOHAJTBPHAMH peareHTaMu, MOoTpedye AOTpPUMaHHS 3aXOIiB Oe3MeKH, siki mepeadadeHi st poOOTH 3
HEOOCTEKEHOI0 KPOB’10.
2. BukopuctoByBaTH 3acO0H iHAMBITyalbHOTO 3aXHCTY IPH POOOTI 3 MOHOKIOHAIbHUMHU pearcHTaMu.
3. 3He3apaKeHHs Ta YTHJIi3allisi peareHTiB, CHPOBATOK, TECTOBHUX CAAWIIB UM CKJISHUX IUIACTHH POBOIUTH
3riTHO 3 YHHHHM 3aKOHO/IABCTBOM.
YMmoBHM 30epiranns, TpPaHCIIOPTYBAaHHS i eKcIIyaTamii
1. TpaHcopTyBaHHS pearcHTy MOBHHHO TNPOBOJWTHCS BCiMa BHJAMH KPUTOTO TPAHCIOPTY BiJIOBITHO 0O
BUMOT 1 IpaBWj, NPUHHATHX HA JaHOMY BUAlI TpaHcrmopTy mpu Ttemneparypi 2-8°C. [lomyckaeTbces
TpaHCHOPTYBaHHS NpH Temrepatypi 1o 25°C He Ounbiie 5 d (100) 1 mpu Temneparypi o 22°C e Oinblie
10 d (706).
2. 30epiraHHsi MOHOKJIOHAJIBHOTO PEareHTy IMOBUHHO MPOBOAUTHCS B TEMHOMY Micui mpu Temmepatypi 2-8°C
NPOTATOM BCHOT'O T€PMiHY IpuAaTHOCTI. JlomyckaeTrcs 30epiranns npu temmeparypi 1o 25°C He Oinblie
5 d (100) i mpu Temnepatypi o 22°C ue Oinbire 10 d (100).
3. Po3kpurti pnakoHH 3 MOHOKJIOHAJILHIM PEareéHTOM MO>KHA BUKOPHUCTOBYBATH HPOTSATOM yChOTO 3a3HAYEHOTO
TEPMiHY MIPUIATHOCTI MPH BiJCYTHOCTI 3MiH, 10 BUHUKAIOTh Y MPOIIECi BUKOPUCTAHHS peareHTy- MOMYTHIHHS,
YTBOpEHSI HEPO3UYMHHOTO Ocaly, OakrepianbHOro 3abpyaHeHHs. [1if yac BUKOpHCTaHHS peareHTiB 3amoliratu
MOTPATUISTHHS MPSIMHUX COHSYHUX MTPOMEHIB.
4. MOHOKJIOHANBHI peareHTy He ciiij] 30epiraTu BiAKPUTUMH, OO IPH BUCUXAHHI iX aKTUBHICTb 3HUKY€ETHCH.
O3Haku noripuieHHst
KanamyTHicTh, OCal MOXKYTh CBIJJUUTH MIPO MOTIPIICHHS SKOCTI peareHTiB abo 3a0pyaHeHHs. [IpuunHaMu
MOTIPIIEHHS MOXYTh OyTH:
1. HegoTpumaHHsi yMOB BUKOPUCTaHHsI, 30epiraHHsi, TpaHCIIOPTYBaHHS.
2. 3akiHYeHHS TepMiHYy PUIAaTHOCTI BUPOOY.
3. HeBinmoBigHa TemMreparypa HaBKOJIHUITHLOTO CepeIOBUIIIA.
4. ITaninast abo yaap, 10 MPHU3BEIH 0 HOMIKOAKEHHS IEPBUHHOI YIIAKOBKU BUPOOY.
5. 3a0pyJHEHHs peareHTy NUIIXOM HeJIOTPUMAaHH YMOB YUCTOTH NpUMilleHHsS a00 HE0O0XiHOTO
yCTaTKyBaHHSI.
I'apanTii BUpoOHNKa
1. BupoOHHMK rapaHTye BiINOBigHICTH sIKOCTI HaOopiB BuMoram TY mnpHu Aoaep)kaHHI CIIOKMBAa4e€M YMOB
30epiradHs.
2. lapanTiitHuii TepMiH 30epiraHHs CTaHOBUTH 24 mth (MiC) 3 THS BUTOTOBJICHHS HA0OPY.
HpumiTka: Skmoo Bam cTano BijioMo npo Oyab-SKAN IHIUACHT, IO MPHU3BIB 10 HETATUBHUX HACIIJIKIB,
Oynb Jacka, IOBIIOMTE TIPO IIe Ha eIEKTPOHHY anpecy abo 3a HoOMEpOoM Telne(OoHy rapsdoi JiHii .
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Bupoounk: TOB «Jlabopatopis ['panym», Ykpaina, 61001, m. Xapkis, Byn. @pankiBcbka, 14,
ten/dakc: (057) 752-32-31, enekrponna agpeca: granumlab@gmail.com

CuMBoJIM HA IPOAYKIl
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LHJBI/IPO6HI/IK Bupi6 MeanuHuit IS TiarHOCTHKH in Vitro

[BH

A%cmpora. 3BEpHITHCS 10 IHCTPYKIIT 3 BUKOPUCTAHHS Ul OTpUMaHHs iH(opMaIlii moao
3aCTEPEIKEHB, MOTIEPEIKEHb, 3aI00KHHUX 3aX0/1iB

Bepertu Big coHIYHOTO CBiTIIA

KoncynpryiiTech 3 IHCTPYKIIi€IO i3 BUKOPUCTAHHS /ﬂf TemmeparypHe 0OMeKeHHS

C 3HaK BiONOBITHOCTI TeXHIYHUM periaMeHTam UA.TR.XXX InenTudikamiitanii kog OOB
BuroroBiieHo: [lara pupo6unnrsa IIpuaaTHo 10: Tepmin npunatnocti Cepisi: Homep cepii
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