Y'PAHYM antu-E Cynep IgM

3a cucremoro Rhesus

g UA.TR.098
IHcTpykuis

3 BAKOPUCTAHHSI MOHOKJIOHAJILHOTO pearenTy aHTu-E Cynep
AJ1sl BASHAYEHHA IPyN KPOBi JIIOAUHM 3a cucTemMoro Rhesus
anTu-E Cynep IgM

IN VITRO 36epiratu mpu 2-8°C

Tineku ajst mpodeciiHoro BAKOPUCTAHHS.

IpuHnun meroay
MoHnoknoHnaneHuii peareHT antu-E Cymep mnpu3HavYeHWH Ui BCTAHOBIEHHS PE3yC HAIEKHOCTI HUISIXOM
BU3Ha4YeHHS E aHTHUTeHy epUTPONNTIB JTIOAMHHA 33 JOTIOMOTO0 peakilii MpsiMoi armroTuHAMi] Ta il Moaudikariii.
BusHadeHHs MpOBOIUTHCS HA TUIOIIKHI, B IIIAHIIETI 200 B MpodipKax.

IIpu3HayeHHsn
BusiBieHHST KITIHIYHO BaXKIIMBUX AHTUTEHIB €PUTPOIMTIB JIOJUHHU IO CHUCTEMaM Rhesus, cencubimizarmis mo
SKHUX TIPU3BOAMTE 10 TSHKKHUX NMOCTTPAHC(Y31HHUX YCKIaJHEHb.
[Tpu 3acTocyBaHHI MOHOKIJIOHAJIBHOTO peareHTy aHTU-E Cynep [uis BH3HA4YCHHS TPYI KpPOBI JIIOJUHH 3a
cucremoro Rhesus ciin kepyBaTrcs qanoto [HCTpykiiero, a Takok «IHCTPYKIi€r0 3 BU3SHAYCHHS IPYI KPOBi 3a
cuctemamu ABO, pe3yc Ta imyHHEX aHTATL (Hakaz MO3 Ykpaian Nel64 Bix 05.07.1999 p.)

AHaJITHYHI XapaKTepUCTHKH
Pearent ctporo crierudides.
MonoxnonanbHu# peareHT anTu-E Cynep MicTuTh MOHOKIIOHAJIBHI aHTUTLIA aHTH-E Kiacy Ig M B tutpi
>1:16.
MoHoknonaneHuil peareHT aHTH-E Cynep Mae BHCOKY TeMarjlOTHHUIOUY AKTHUBHICTh 1 HAiHO BHSBIISE
BiJIIOBITHAN aHTUTEH Ha €PUTPOIUTAX SK TOMO-, TaK i T€TePO3UrOoTHUX (heHOTUIiB He MeHbII 4nM 60 s (¢) (B
npsAMid peakuii Ha mioumHi). MoHOKIOHANIEHUH peareHT aHTu-E Cymnep cneun¢idauii i He ae nmepexpecHux
peaxiiiii 3 HeBiAMOBIAHUMU aHTHTEHAMH.
Jist oTpuMaHHs HaIiitHUX pe3yNbTaTiB HEOOXiTHO JOTPUMAaHHS 1HCTPYKIIii 110 IPU3HAYEHHIO HA00PY.
BinrBoproBanicTs pe3yibratiB ckiagae 100%.

Marepiana s A0CaiAKeHHS
LlinbHa KpoB y3sTa 06€3 KOHCEPBAaHTY a00 3 KOHCEPBAHTOM, Bi]MHTI Ta EPUTPOLUTAPHA Maca. 3pa3Ku OTPUMAaHOI
KpOBI TIOBMHHI OyTH JTOCIIKEHI, K MOXXHA IIBUAIIE, He Ti3Hime 24 h (rom) Bim yacy 3a0opy Bija maiieHTa.
OOMexeHHS: He MO)KHA aHaIi3yBaTH CTapy Ta FeMOJIi30BaHy KPOB.

YMoBU mpoBeIeHHs TOCTiIKEHD
BusHaveHHS rpynu KpoBi IPOBOAUTHCS B IPUMIILIEHH] 3 JOCTATHIM OCBITICHHSM Ipu Temrepatypi 18-25°C.
[ Ko’KHOTO peareHTy (IalieHTy) BAKOPUCTOBYITE OKpeMy IpOMapKoBaHy MiNeTKy. baskaHo kopucTyBaTHCS
OJTHOPA30BUMH JIOTIOMIKHAMH MaTepianami ( IIaHIIeTaMH, MiKporIaTaMu, po0ipKaMu, MaTnIKaMy JIIs
MepeMilTyBaHHs Ta iH.)

Ilepenik HeoOXiTHOTO yCTATKYBAHHS
- IIACTHHA a00 IUTAHIIET, OLTHI TUIOCKHMH JJIS arjrOTHHALT;
- CEKyHIIOMIp;
- HAJOYKI CKJIIHI a00 IJIACTUKOBI;
- poOipku ueHTpUdyxHi MicTkicTio 5.0-10.0 ml (mi);
- IpoOipKu KpyriotoHHI MicTkicTio 2.0- 5.0 ml (M),
- minetky MicTkicTio 5.0 ml (mu1) a60 10.0 ml (M),
- MIEeTKH HaliBaBTOMATHYHI OIHOKaHaJIbHI 31 3MiHIOBAHUMH HAKOHEYHHKaMHU, 110 JI03BOJISIFOTH BiZOMpaTH
00'emu piguan 0.01, 0.051 0.1 ml (m);
- BoJsiHA OaHs abo TepMOoCTaT, SIKUH miATpUMYye TeMiiepatypy 37-48°C;
- nerrpugyra vactineHa Ha 3000 r/min (06/xB);
- 0.9% oizionoriuHuii po34nH;
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- PYKaBUYKH TYMOBI;
- KOHTPOJIbHI EPUTPOLUTH + 1 - PEHOTHITY /ISl KOKHOTO PEareHTy.

IlinroroBka peareHTiB 1151 aHAJI3Y
PearenT rotoBuii 10 3acTocyBaHHs. PeareHT AictaTu 3 XOJIOIWIBHUKA 1 BATPUMATH MPH KiIMHATHIN TeMmepaTypi
15 min (xB).
[TinroroBka epurpounTiB. CTaHAAPTHI €PUTPOLIUTH, IO 30€piraloThCsi B KOHCEPBaHTI, Tpuyi Bigmuiite 0.9%
¢izionoriyHUM po3drHOM. JlocimKyBaHi epUTPOLIUTH IS TOCTAHOBKY peaklii arfaoTHHALI] Ha IJIOLIMHI, B
IJIAHIIETI Ta TPOOipKax BiAMHUBATH HE 0OOB'SI3KOBO.
[purorysanus 5% cycnensii epurporuri. Jlo 1 ml (M) 0.9% dizionoriuHoro po3uuHy nojaite 2 Kparri
KpoBi 200 1 Kparuiro ocaay epUTPOIIMTIB,

IIpoBeaenHnst anajizy
1. Peakuis arsmoTuHALIl HA IVIOLIMHI i B IVIaHIIETI
1.1. Ha miactuHaKy a0o B JIyHKY mianmera Hanecith 1-2 kparmii (50-100 pl (MKJT)) MOHOKIIOHAJIBHOTO peareHTy
antu-E Cynep, 1 manensky kparmiro (20-50 pl (M) mocnmimKyBaHoT KpOBi 200 €pUTPOLIUTIB 1 3MilIaiTe.
3MilTyBaHHS Ha IUIOMIKHI IPOBOIUTHCSA 3a JOTIOMOT OO MANINUYOK, a B INIAHILETI - HUITXOM HOro MOXUTYBaHHS 10
MIOBHOT'O NEPEMIIIyBaHHS €PUTPOLMUTIB 3 PEar€HTOM.
1.2. Yepes 20-30 s (c) micist 3MilTyBaHHS TOXUTAWTE MIACTUHKY a00 IUIaHIIET.
1.3. OuinuTh pe3ynpTaT Bi3yalbHO Ha HAsSBHICTH 200 BIJICYTHICTH arfOTHHAILI].

Ouninka pe3yJbTaTiB
[To3uTuBHA peakiis arfdioTHHALI] 03HaYaE HASBHICTh HA €PUTPOIMTAX AHTUT€HY, HETaTHBHA - HOTO BiJICYTHICTb.
Yitka peakuist Hactae depe3 30-60 s (c) micas 3MilTyBaHHS peareHTy 3 epuTpouuTamu. [Ipu BUKOpHCTaHHI
EpPUTPOLIUTIB y BHUCOKIM KOHIIEHTpAIlii YiTKa arifOTHHAIIS HACTa€ IIBHIIIC. ATITIOTHHAIlS €PUTPOIHTIB 3
reTepPO3UrOTHUX (EHOTHIIOM MOKE PO3BUBATHCS TPOXH MOBUIBHINIE, HDK AaryfOTHHALS 3 TOMO3UTOTHUM
¢denorunom. OcTaTOUHUH pe3ybTaT peakilii ciil BpaxoByBaTH yepe3 3 min (XB), aje He Mi3Hille, TOMY IO MPH
i ICXaHH1 Kparuti MOXe CIIOCTEpiraTUCs IpiOHa HecnerudivHa arTIOTHUHAIIIS.
Y CyMmMHIBHHX BHIMAaJKax MOXXKHa ITCIS 3aKiHYeHHS 3 min (XB) /10 3pa3KiB 3 CYMHIBHOIO PEAKINE0 TOJATH
¢izionoriunuii po3unH (1-2 kpammi) 1 MOXWTaTH IWIACTUHKY abo manmer. HecrmenmuduuHa ariaroTHHAIS
3HUKHE.
Peakiiro BpaxoBYIOTh IIpH IMO3UTUBHIN peakilii arMOTHHAI] 31 CTAHAAPTHUMH TMO3UTUBHUMH 1 BiJICYTHOCTI i 3
HETaTUBHUMH €PUTPOIIUTAMH
2. Peakuisi mpsiMoi arJiroTHHaI B MPoodipKax.
2.1. BHeciTb B KpyriiooHHYI0 TIpooipky MicTkicTio 5.0 ml (Mur) 1 kparumo MOHOKIIOHAIBHOTO peareHTy anTu-E
Cymep.
2.2. [orim mopaiite 1 xparutto 5% cycneHsii epuTpOIMTIB, PETEIBHO MEpeMillIaiiTe CTPYIIYBAHHSIM.
2.3. InkyOyiite npobipky mpotsirom 15 min (XB) npu KiMHaTHIN TemmepaTypi 18-25°C.
2.4. lentpudyrysatu mpoOipky mpotsarom 1 min (xB) mpu 1500 r/min (06/XB) npu KiMHATHIH TeMIepaTypi.
2.5. O0epexHO CTPYIIYIOYX IPOOIPKY, BIIOKPEMTE 0Cajl BiJ JHA.
2.6. OuiHuTh pe3ysbTaT peakuii Bi3yaabHO.

Ouinka pe3yJIbTaTiB
[Tpu HeraTMBHOMY pe3yJbTaTi OCall EPUTPOLIUTIB PO3OUBAETHCS 1 YTBOPIOE TOMOTEHHY HEIPO30py CYCIEH3II0.
[Tpy O3UTHBHOMY pe3yJbTaTi 0CaJ 3aJHIIAETHCS Y BUMIISI OAHOTO a00 JEKITBKOX BEIHMKHX arJFOTUHATIB Ha
T IPO30POi PiUHH.
YBAT'A! Bukopuctants peareHty Oijible/MeHIIE BiJl pPEKOMEHIOBAHOTO Yacy MOXe MPHU3BECTH 0 OTPUMaHHS
HETPaBUILHUX PE3yIbTATIB
3. Peakuis npsiMoi aryiioTHHALIT B MiKpomiaTi.
3.1. YV nyHKy KpYIJIOJJOHHOI IUIaTH BHECTU 110 OAHIN kparuti (50 pl (MKiT)) MOHOKJIOHAJIBHOTO PEareHTy Ta
monary o oxuii kparmmi (50 ul (ki) 5% cycrensii epuTPOIUTIB, 0 JOCHTIHKYIOTHCS.
3.2. LHenrpudyrysaru npu meuakocti 5009 (1500 r/min (06/x8)) mpotsarom 60 s (¢) abo memnepeanbo
iHKyOyBatu nipu temrepatypi 20-25°C nporsrom 30 min (XB).
3.3. [lepen BpaxyBaHHAM PE3yJIbTaTy MIKpPOILIATY 3JI€TKA CTPYCHUTH.
3.4. O1iHUTh pe3ybTaT peaKilii MiKpOCKOIIYHO.

Ouninka pe3yJabTaTiB
SKmio pe3yabpTaT HEraTUBHUMN, ocall po30MBAETHCS Y BUIJISA PIBHOMIpHOTO 3a0apBIICHHS PiIUHH.
V pasi HO3UTHBHOTO Pe3yibTaTy Ocajl 3aJIMIIAEThCS Y BUIIISLI BEIMKUX arllOTUHATIB.
BaxauBo! BuxopucraHHs peareHTy Oinblie/MeHIIE BiJ PEKOMEHIOBAHOTO Yacy MOXKE IPHU3BECTH [0
OTpPUMaHHs HENPaBUILHUX PE3yJIbTATIB
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Kourtpoas sikocTi
Jns KOHTpOMO CHeru(igHOCTI 1 AKTHBHOCTI pPEAaKTUBIB  (HE3aJueKHO BiJl METOMWKH TOCIIHKCHHS)
Opy TPOBEACHHI OyIb-KOTO BapiaHTy peakiii aridroTHHALii AJS KOHTPOJIIO arjlOTHHYIOUOi  aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJBHOTO PEareHTy B KOXHIM cepii JocHikeHb HEOOXiIHO BUKOPUCTOBYBATH
CTaHJApTHI ePUTPOIUTH, IO HECYTh BIANOBINHWNA AHTUTEH, Ui KOHTPOIIO CHEIU(IYHOCTI - CTaHIApTHI
€pUTPOLIUTH, IO HE HECYTh BiAMOBIIHOIO aHTUTEHY. Pe3ynbTaT BpaxoByIOTh TUTBKY B pa3i NpaBUIIBHOI peaKiii
MOHOKJIOHAJTBHOTO PEareHTy 31 CTaHAAPTHUMH EPUTPOLIUTAMHU.

YBAT'A!

1. TUIbKMU n7s in vitro 1iarHOCTHKH.
2. TUIBKU myist BuKOpHUCTaHHS MPO(eciiHIM MeTUYHUM MEPCOHAJIOM, 1[0 MA€ BiJIMOBIIHY KBaTi(iKaIlito,
HeoOXi/IHi 3100yTi 3HAHHS Ta HABUYKHU.
3.loTpumyiiTecst BUMOT iHCTPYKIIiT 3 BUKOPHCTAHHS ITi/l YaC BUKOPHCTAHHS PEarcHry.
4. SIxmo BU He BIIEBHEHI B PE3yNIbTATI iHTEpIpeTallii MpoBeaeHOT0 JOCHTIIKEHHS, 3BEPHITHCS IO JOTIOMOTY 10
OLIBII TOCBITUEHOT 0COOH, 1110 Ma€ BiJOBITHY KBaJTi(hiKallilo Ta JIOCBIJ.

Bumoru 6e3nexku Ta yruaizanii
1. Kareropmuno 3a0opoHsS€ThCSA TineTyBaHHS poToM. PoOora i3 3pa3kamMm KpoOBi, MO JOCTIIKYHOTHCA
MOHOKJIOHAJTBHUMH peareHTaMH, MOoTpedye AOTpUMaHHS 3axoJiB Oe3meku, sKi mepeadadeHi ans poOOTH 3
HEOOCTEKEHOI KPOB’10.
2. BuxopucroByBatu 3aco0M iHAMBIIYaIEHOTO 3aXUCTY MPU pOOOTI 3 MOHOKIIOHAILHUMH peareHTaMH.
3. 3He3apaKeHHS Ta YTWIi3allisl peareHTiB, CHPOBATOK, TECTOBHX CJAMIIB Y CKISHHUX IUIACTHH IMPOBOJUTH
3riTHO 3 YUHHHUM 3aKOHO/IaBCTBOM

YmoBu 30epiranns, TpaHCIOPTYBaHHS i ekcruryaTamii
1. TpancnopTyBaHHSI peareHTY MOBHHHO IPOBOAMUTHCS BCIMa BHAAMM KPUTOrO TPAHCIOPTY BiINOBIZHO 1O
BUMOT 1 TpaBWI, MNPUWHATHX Ha JaHOMY BHUJAI TpaHCHOpTy npu Temneparypi 2-8°C. [lomyckaeTbcs
TpaHCHOPTYBaHHS MpH Temrepatypi 1o 25°C He Oinbire 5 d (100) i mpu Temneparypi go 22°C He Oinbie
10 d (m00).
2. 30epiraHHsi MOHOKJIOHAJILHOTO PEareHTy MOBUHHO TPOBOJUTHCS B TEMHOMY Micii mpu Temmeparypi 2-8°C
NPOTATOM BChOTO TEPMiHY NpuAaTHOCTI. JlomyckaeTscst 30epiranHs npu temiepartypi 1o 25°C He Oinblire
5 d (706) 1 mpu Temmnepatypi 10 22°C ne 6inpme 10 d (106).
3. Po3kpurti (h1akoHM 3 MOHOKJIOHAJIbBHUM PEareHTOM MOKHA BUKOPHCTOBYBATH MPOTATOM YCHOI'O 3a3HaYEHOTO
TEpMiHy MPUIATHOCTI MPH BiICYTHOCTI 3MiH, 1110 BUHAKAIOTh y MPOIEC] BUKOPUCTAHHS PEareHTy- MOMYTHiHHS,
YTBOpEHsI HEPO3UMHHOTO Ocajy, OakTepianbHOTrO 3a0pyaHeHHs. i yac BUKOPUCTAaHHS peareHTIB 3armodiraTu
MOTPAIUISHHS NIPSIMUX COHAYHUX [TPOMEHIB.
4. MOHOKITOHANBHI peareHTH He cJIij] 30epiratu BiIKpUTUMH, OO TIPH BUCUXAHHI iX aKTUBHICTh 3HUKYETHCHL.

O3Haku noripuieHHst
KanamyTHICTB, OCal MOXYTh CBIYUTH IPO MOTIPIIEHHS SIKOCTI peareHTiB ado 3a0pyaHeHHs. [Ipuannamu
MOTIpUICHHS] MOXKYTh OyTH:
1. HegotpumaHHs1 yMOB BUKOPUCTaHHsI, 30epiraHHsi, TpaHCIIOPTYBaHHS.
2. 3akiH4eHHs TepMiHYy IPUAATHOCTI BUPOOY.
3. HeBinnosigHa TemnepaTypa HaBKOJHIIHLOIO CEPeJOBUIIA.
4. Taniaust abo yaap, 10 MPHU3BENH JI0 TOIIKOKEHHS TIEPBUHHOT YITAKOBKU BHPOOY.
5. 3a0pyAHEHHs PeareHTy MUIIXOM HEJIOTPUMAaHHS YMOB YHCTOTH MPUMIIICHHS a00 HEOOX1HOIO
yCTaTKyBaHHS.

I'apanTii BUpoOHnKa
1. BupoOGHHK TapaHTy€e BiIIOBIJHICTH SKOCTI HaOopiB BuMoram TY mpu J0AEpKaHHI CIIOKMBAa4eM YMOB
30epiraHHs.
2. lapanTiiiHnil TepMiH 30epiranHs ctaHoBUTh 24 mth (Mic) 3 HS BUTOTOBIICHHS HAOOPYy.

HpumiTka: Skio BaM cTaao BiIoMO npo Oyab-sSKWH IHIKACHT, 10 IPU3BIB 10 HETaTUBHUX HACIII/IKIB,
Oyxp nacka, MOBiIOMTE TIPO Iie Ha eJIEKTPOHHY ajipecy abo 3a HOMepOoM TenedoHy rapsioi JiHii .

Bupoouuk: TOB «Jlabopatopist ['panym», Ykpaina, 61001, m. Xapkis, Byn. ®pankiBcbka, 14,
ten/dakc: (057) 752-32-31, enekrponna agpeca: granumlab@gmail.com

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



mailto:granumlab@gmail.com

Y'PAHYM antu-E Cynep IgM

3a cucremoro Rhesus

CuMBOJM HA NPOAYKILIT

al
o
|

/,

DS
/I

LJJBI/IpO6HI/IK Bupi6 MeanuHuil 115 AiarHOCTHKH 1N Vitro
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A%cmpora. 3BEpHITHCS A0 IHCTPYKINT 3 BUKOPUCTAHHS Ul OTPUMAaHHS iHPOpMAIIii o110
3aCTEPEKCHb, MONECPEIIKCHB, 3aMI00KHUX 3aX0IiB

BeperTu Bij COHIYHOTO CBITIIA

KoncynpryiiTech 3 iHCTPYKIIi€IO i3 BUKOPUCTAHHS ’ir TemmeparypHe 0OMeKeHHS

C 3nak Bignosignocti Texniunum pernmamentam UA. TR.XXX Inenrudixamiitauit koq OOB
BurorosiieHo: [ara pupo6unursa  IIpuaaTHo 10: Tepmin npunatnocti Cepisi: Homep cepii
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