Y'PAHYM antu-C Cymnep IgM

3a cucremoro Rhesus

UA.TR.098
IncTpykuis
3 BUKOPUCTAHHA MOHOKJIOHAJBbHOI'O PE€AarcHTy antu-C Cyrlep
JJ1sl BU3HAYEHHS TPy KPOBi JIIOAHHU 32 cucteMoro Rhesus
anTu-C Cynep IgM

IN VITRO 36epiratu mpu 2-8°C

Tineku ajst mpodeciiHoro BAKOPUCTAHHS.

Ipunoun meroay
MoHnoknonaneHuil peareHT aHTH-C Cynep Npu3HAYeHUH IS BCTAHOBIIGHHS PE3yC HANEKHOCTI HUISIXOM
Br3HaueHHs C aHTUTEeHY €pUTPOIUTIB JIFOIMHU 32 JTOTIOMOTOI0 PeaKIii mpsMoi arfmroTHHALI] Ta i Moaudikarmii.
BusHaueHHs MpOBOUTHCS HA TUIOIIKHI, B IIIAHIIETI 200 B MpolipKax.

IIpu3HayeHHsn
BusiBieHHST KITIHIYHO BaXKIIMBUX AHTUTEHIB €PUTPOIMTIB JIOJUHHU IO CHUCTEMaM Rhesus, cencubimizarmis mo
SKHUX TPU3BOAMUTH A0 TSHKKHUX MOCTTPAHCPY31HHUM yCKIaAHEHb.
[Tpu 3acTocyBaHHI MOHOKIIOHaNbHOTO peareHTy aHTU-C Cymep Ui BU3HAYCHHS TPYyN KPOBI JIIOJMHU 32
cucremoro Rhesus ciin kepyBaTrcs qanoto [HCTpykii€ero, 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 XapaKTepUCTUKH
Pearent ctporo crierudides.
MonoxonanbHu# peareHT anTU-C Cynep MiCTUTh MOHOKJIOHANBHI aHTuTiIa aHTU-C Kinacy |g M B tutpi > 1:8.
MoHnoknoHnanbHu# pearenT anTi-C Cyrnep Ma€e BUCOKY reMarifoTHHYI0UY aKTUBHICTD 1 HaifHO BHSBIISIE
BiJIMOBIIHUH aHTUTEH HA EPUTPOIMTAX K TOMO-, TaK 1 T€TEpO3UroTHUX (peHOTHITiB He MeHmIe ynM 120 s (c)
(B mpsiMiii peakuii Ha mwiomyHi). MoHokIoHanbHUM pearenT anTH-C Cynep cneungideH i He 1a€ nepexpecHux
peaxiiiii 3 HeBiAMOBIAHUMY aHTHT €HAMH.
Juist oTpuMaHHS Ha(iiHUX Pe3y/IbTaTiB HEOOXiHO TOTPUMaHHs IHCTPYKIIii IO IPU3HAUEHHIO HAOOPYy.
BinrBoproBanicTs pe3yibraTiB ckiagae 100%.

Marepian 1i1s J0ocaigKeHHS
HaruBHa kpoB 0e3 KoHcCepBaHTy abo KpoB cTadii3oBaHa 3 BUKOPHCTAHHAM KOHCEpPBAHTIB (TIIIOTILUD,
UTpOTIIIOKoQocdar, renapuH Ta iH.). PekoMeH10BaHO TIPOBOAMTH JOCITIHKEHHS KpoBi cTadinmizoBaniil E/ITA,
BIIMUTHUX Ta HEBIAMUTHX €PUTPOLIUTAX.
3pa3ku OTpUMaHOI KpOBI MOBHHHI OyTH JOCIHiKEHI sIKOMOTa ckopimre, He misHime 24-48 h (rox) Bim yacy
3a0opy BiJ MamieHTa. Ko qOCiPKeHHS 3aTPUMYIOThLCS, 3pa3Ky TIOBUHHI 30epiraTics npy TeMIeparypi
2-8°C.
OOMeXeHHS: He MO)KHA aHali3yBaTH IeMOJTi30BaHi 3pa3Kd KPOBi, @ TAKOK 3pa3KH 3 HasIBHICTIO 3TYCTKIB.

YMoBU MpoOBeeHHS T0CTiTKEHD.
BusHaveHHs rpymnu KpoBi IPOBOJAUTHLCS B IPUMIILIEHHI 3 JJOCTATHIM OCBITIICHHSM IpH Temriepartypi 18-25°C.
i Ko’KHOTO peareHTy (IalieHTy) BAKOPUCTOBYITE OKpeMy MpOMapKoBaHy MiNeTKy. baskaHo kopucTyBaTHCS
OJTHOPA30BUMH JIOTIOMIKHUMH MaTepianami ( IDIaHIIeTaMH, MiKporIaTaMu, po0ipKaMu, MaTnIKaMy JIIs
nepeMilryBaHHs Ta iH.)

Ilepenik HeoOXiTHOTO yCTATKYBAHHS
- IIaCTHHA a00 MIIAHIIET, OiIUi IIIOCKUH 71 arTFOTHHALIIT;
- CEKyHIIOMIp;
- HAJOYKI CKJISIHI a00 IJIaCTUKOBI;
- poOipku ueHTpUPyxHi MicTkicTio 5.0-10.0 ml (mi);
- IpoOIpKH KpyriaoaouHi MicTKicTio 2.0-5.0 ml (mi);
- mineTky MicTKicTio 5.0 a6o 10.0 ml (mi);
- MIEeTKH HalmiBaBTOMATHYHI OTHOKaHabHI 31 3MIHIOBAHUMH HAKOHEYHHKaMHU, 10 T03BOJISIFOTH BiZOMpaTH
00'emu piguan 0.01, 0.051 0.1 ml (mi);
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- BOJIsTHA OaHs a00 TepMOCTAaT, SIKUH MATpUMYE Temreparypy 37-48°C;
- neHTpudyra HactimpHa Ha 3000 r/min (006/XB);
- 0.9% c¢izionoriyanii po3uuH;
- PYKaBUYKH T'YMOBI,
- KOHTPOJIbHI EPUTPOLUTH + 1 - PEHOTHITY IS KOKHOTO PEareHTy.

IlinroroBka peareHTiB 1151 aHAJI3Y
PearenT rotoBuii 10 3acTocyBaHHs. PeareHT AicTaTH 3 XOMOAWIFHUKA 1 BATPUMATH IIPH TEMIIEpaTypi
15 min (xB).
IlizroroBka epurpountiB. CTaHIAPTHI EPUTPOLUTH, 110 30€piral0ThCs B KOHCepBaHTI, Tpuui Biamuiite 0.9%
¢izionoriunuM pozunHOM. JloCHimKyBaHi €pUTPOLUTH IS TIOCTAHOBKH PEakilii arlOTHHALIl Ha IJIOMIWHI, B
IJIAHIIETI Ta TPO0ipKax BiAMHUBATH HE 0OOB'SI3KOBO.
[purorysanus 5% cycnensii epurporutie. o 1 ml (M) 0.9% dizionoriunoro po3unHy nojaite 2 Kparuti
KpoBi 200 1 Kparuiro ocaay epUTPOIIMTIB.

IIpoBenennst anajisy
1. Peakuis arsmoTuHALIT HA IVIOLIMHI i B IIaHIIeTi
1.1. Ha mnacturky abo B JyHKY Iutaniiera Hauecith 1 - 2 kpamm (50-100 pl (MKJI)) MOHOKIOHAJTBHOTO
pearenty ant-C Cymep, 1 manenbky kpammo (20-50 pl (Mki)) mocnmimpkyBaHOT KpoBi ab0 €pUTPOLMTIB i
3MimmraiTe. 3MINIyBaHHS Ha IUIONMIMHI MPOBOIUTHCS 32 JOTIOMOTOI0 TMAIWYOK, a B IUIAHIIETI - MUIIXOM HOTO
MOXUTYBAHHS 10 TOBHOT'O MEPEMIIIyBaHHS €PUTPOLIUTIB 3 PEareHTOM.
1.2. Yepes 20-30 s (c) micns 3MimryBaHHsI MOXUTANUTE TUIACTHHKY 200 IUIAHILET.
1.3. OuinuTe pe3ynapTar BizyaldbHO: HAABHICTH 00 BiICYTHICTh ariOTHHALII.

Ouinka pe3yJbTaTtiB

[To3uTuBHA peakiis arJoTHHALI] 03HaYaE HASBHICTh HA EPUTPOLMTAX AHTHICHY, HETaTHBHA - HOTO BiJICYTHICTb.
Yitka peakuisi Hactae depe3 30-60 s (c) micas 3MillyBaHHS peareHTy 3 epuTpouuTamu. [Ipu BUKOpHCTaHHI
EpPUTPOLIUTIB y BHUCOKIM KOHIIEHTpAIlii YiTKa arjfOTHHAIIS HACTa€ IMIBUMIIC. ATTIOTHHAIIS EPUTPOIHTIB 3
TeTepO3UTOTHUX (PEHOTHUIIOM MOXKE PO3BUBATHCS TPOXHM IOBUIBHINIE, HDK AarijlOTHHAIIS 3 TOMO3WUTOTHHM
¢denorunom. OcTaTOUHUH pe3ysIbTaT peakilii ciaill BpaxoByBaTH yepe3 3 min (XB), aje He Mi3Hille, TOMY IO MPH
iJICUXaHHI Kparuti MOXE CIIOCTEPIraTHCS npiOHa HecnerudivyHa aArJIFOTUHALLISA.
Y CyMmMHIBHHX BHINAaJKax MO)KHA IcIs 3aKiHYeHHS 3 min (XB) 110 3pa3KiB 3 CYMHIBHOIO PEAKIE0 OJaTH
¢izionoriunuit po3unH (1-2 kpammi) 1 mOXWTaTH IWIACTUHKY abo mianmer. HecmenuduuHa armoTuHALsS
3HUKHE.
Peakiro BpaxoBYIOTh IIpH IMO3UTUBHIN peakiii arMiOTHHAI] 31 CTAHAAPTHUMH TTO3UTUBHUMH 1 BiJICYTHOCTI i 3
HETaTUBHUMH €PUTPOIIMTAMH
2. Peakuis nmpsiMoi arjiroTHHaII B MpoodipKax.
2.1. BHeciTh B KpyIJIOZOHHYIO IPoOipKy MicTkicTio 5.0 ml (M) 1 Kpamiiro MOHOKIOHAJIBHOTO peareHTy aHTu-C
Cymep.
2.2. Tlotim nonaiite 1 kparuio 5% cycrieH3ii epUTPOIUTIB, PETEILHO MEPEMIIIANTE CTPYIYBAHHSIM.
2.3. InkyOyiite mpodipky mpoTsirom 15 min (XB) mpu KiMHaTHiN Temneparypi 18-25°C.
2.4. UenTtpudyryroTs mpoOipky mpotsaroM 1 min (xB) mpu 1500 r/min (06/XB) pu KiMHATHIHN TeMItepartypi.
2.5. O6GepexRHO CTPYIIYIOUH MPOOIPKY, BIIOKpEMTE 0CaJI BiJl JTHA.
2.6. OWiHNTH Pe3ysbTaT peaKilii Bi3yalbHO.

Ouninka pe3ybTaTiB
[Ipu HeraTHBHOMY PE3YJbTaTi Ocall epUTPOLUTIB PO3OMBAETHCS 1 YTBOPIOE TOMOTEHHY HEIPO30pY CYCIHEH3IIO.
[Ipu nO3UTUBHOMY PE3yJIbTaTi 0ca]] 3ATUIIAETLCS Y BUIIISIII OJJHOTO 200 JEKUTbKOX BEIMKHX ariiOTHHATIB Ha
TIJI1 IPO30POI PIAUHU.
3. Peakuis npsMoi aryiloTuHalii B MikponJaTi.
3.1. V nyHKy KpYIJIOJOHHOI IUIaTH BHECTH 1o onHii kparwt (50 pl (MKI)) MOHOKIOHAJBHOTO PEareHTry Ta
monary o oxuii kpari (50 ul (mkir)) 5% cycrensii epuTPOIUTIB, 110 JOCTIHKYIOTHCS.
3.2. Uenrpudyrysatn npu msuakocti 5009 (1500 r/min (06/xB)) mpotsirom 60 s (c) abo momepeaHbo
inkyOyBatu rpu Temreparypi 20-25°C nporsirom 30 min (XB).
3.3. [lepen BpaxyBaHHSM PE3yJbTaTy MiKpPOIUIATY 3J1€TKa CTPYIIYIOTh.
3.4. OuiHuTh pe3yabTaT peakiii MiKpOCKOIIYHO.

Ouninka pe3yJbTaTiB
SKI10 pe3ynbTaT HETAaTUBHUMN, 0cajl PO30UBAETHCS Y BUTIIAI PIBHOMIPHOTO 3a0apBICHHS PiIUHH.
V pa3i MO3UTHBHOTO PE3YJIbTATy OCall 3AIUINAETHCS Y BUIIIAII BETUKUX ariTlOTHHATIB.

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-C Cymnep IgM

3a cucremoro Rhesus

BaxauBo! BukopucTtanHs peareHTy Oinbliie/MeHIIe BiJl peKOMEHIOBAHOTO Yacy MOYKE IIPU3BECTH JI0
OTPUMAaHHSI HEMPABIILHUX PE3YJIbTATIB

KonTpoas axocti
Jns KOHTpoMO crnenudiyHOCTI 1 aKTHBHOCTI pPEaKTHBIB  (HE3alEXKHO Bl METOOUKH JOCHTIIHKEHHS) IpHU
MpOBEZIeHHI OyAb-KOTO BapiaHTy peakmii arfdioTHUHAmii A7 KOHTPONIO AarjlOTHHYIOUOi  aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJBHOTO PEareHTy B KOXHIM cepii JOcHiKeHb HEOOXiIHO BUKOPUCTOBYBATH
CTaHJAPTHI CPUTPOIUTH, IO HECYTh BIJINOBIJIHWUN aHTUIEH, IS KOHTPOJIIO CHCIU(IYHOCTI - CTaHIAPTHI
EPUTPOLINTH, III0 HE HECYTh BiJIMOBITHOTO aHTUTEHY. Pe3ynbTaTi BpaxoBYIOTh TUTHKH B Pa3i MPaBUIIBHOI peakIii
MOHOKJIOHAJIHHOTO PEareHTy 3i CTaHAapTHUMH €PUTPOLIUTAMH.

YBATI'A!

1. TUIBKWU s in vitro larHOCTUKM.
2. TUIbKU myst BuKOpHCTaHHS MpO(eciiiHUM MeTMYHUM MEePCOHAJIOM, III0 Ma€ BiIMOBIAHY KBaTi(ikalliro,
HeoOXiHi 37100yTi 3HAHHS Ta HABUYKH.
3. loTpumyiiTecsi BUMOT iHCTPYKIil 3 BAKOPUCTAHHS ITi]] YaC BUKOPUCTAHHS PEarcHry.
4. SIkuio BM He BIIEBHEHI B pe3yJIbTaTi iHTEpIpeTanii MpoBEASHOTO AOCIiIKEHHS, 3BEPHITHCS MO JOTIOMOTY JI0
OiMBII MOCBiMUEHOT 0cO0H, 110 Ma€ BiAMOBITHY KBaJi(hiKaIiio Ta JTOCBi.

Bumorn 0e3nexku Ta yruaizanii
1. Kareropuuno 3a00poHs€ThCsA TiNeTyBaHHS poToM. PoOora i3 3pa3kamMu KpOBi, IO JOCTIIKYHOTHCS
MOHOKJIOHAJTBPHAMH peareHTaMu, MOoTpedye AOTpPUMaHHS 3aXOIiB Oe3mekH, sKi mepeadadeHi st poOOTH 3
HEOOCTEKEHOI0 KPOB’10.
2. BukopuctoByBaTH 3ac00H iHIMBITyalbHOTO 3aXHCTY MPH POOOTI 3 MOHOKIIOHAJIbHUMH pEarcHTaMu.
3. 3He3apaXKeHHS Ta YTWIi3allisl PearceHTiB, CHPOBATOK, TECTOBHX CJIAWAIB YM CKISHHUX IUIACTHH IMPOBOJUTH
3riTHO 3 YUHHHM 3aKOHOJIABCTBOM

YMmoBHM 30epiranas, TpaHCHOPTYBAaHHS i eKcITyaTamii
1. TpancnopTyBaHHSI pearcHTy MOBHHHO TPOBOAMUTHCS BCIMa BHJAMH KPUTOTO TPAHCIOPTY BiIMOBITHO 10O
BUMOT 1 HpaBWI, NPUAHATHX Ha JaHOMY BHUJI TpaHCIOpTy npu Temneparypi 2-8°C. [lomyckaeTbcs
TPaHCHOPTYBaHHS MpH Temrepatypi 1o 25°C He Oinbie 5 d (100) i mpu Temneparypi go 22°C He Oinbie
10 d (706).
2. 36epiranHs MOHOKJIOHAJILHOTO PeareHTy MOBUHHO IPOBOANUTHCS B TEMHOMY MicIi ITpu TemiepaTypi 2-8°C
NPOTATOM BCbOT'O TEPMiHY NpuAaTHOCTI. JlomyckaeTscs 30epiranns npu temmeparypi 1o 25°C He Oinblie
5 d (100) i mpu Temnepatypi g0 22°C ue Oinbine 10 d (100).
3. Po3kpurti (hakoHM 3 MOHOKJIIOHAJILHUM PEareHTOM MOKHA BUKOPHCTOBYBATH MPOTSATOM YCHOI'O 3a3HaYEHOTO
TEPMiHY MIPUIATHOCTI MPH BiJICYTHOCTI 3MiH, III0 BUHUKAIOTh Y MPOIIECi BUKOPUCTAHHS peareHTy- MOMYTHIHHS,
YTBOpPEHSI HEPO3UMHHOTO Oocany, OakTepianbHOro 3a0pyaHeHHs. [1if 4ac BUKOpPHCTaHHS PEearcHTIB 3amo0iraTu
MOTPAIUISTHHS IPSIMUX COHSYHUX MPOMEHIB.
4. MOHOKJIOHATIbHI peareHTH He CIIiJ| 30epiraTy BiJKpUTUMU, 0O ITPY BUCUXAHHI iX aKTHBHICTD 3HIKYETHCS.

O3HakH noripuieHHst
KanamyTHicTb, 0OCas MOXYTh CBITYNTH MPO MOTiPLICHHS SKOCTI peareHTiB abo 3a0pyaHenHs. [IpuunHamu
MOTIpIIEHHS] MOXYTh OyTH:
1. HegoTpumaHHSI yMOB BUKOPUCTaHHsI, 30epiraHHsi, TpaHCIIOPTYBaHHS.
2. 3akiHYeHHS TepMiHY TPUIaTHOCTI BUPOOY.
3. HeBinmoBigHa TemMreparypa HaBKOJIHUITHLOTO CepeIOBUIIIA.
4. IaninHs abo yaap, M0 NPU3BETH 10 MOLUIKOPKEHHS IEPBUHHOT YIIAKOBKH BUPOOY.
5. 3a0pyAHEHHS peareHTy MUIIXOM HEJIOTPUMAaHHS YMOB YHCTOTH MPUMIIIEHHS a00 HEOOX1IHOIO
YCTATKyBaHHS.

I'apanTii BUpoOHNKa
1. BupoOHHK TapaHTy€ BiIIOBIJHICTH SKOCTI HabopiB BuMoram TY mpw JOAEpKaHHI CIIOKHMBAa4eM YMOB
30epiradHs.
2. lapanTiiiHuii TepMiH 30epirannas craHoBuTh 24 mth (mic) 3 AHA BUTOTOBIICHHS HAOOpYy.

HpumiTka: Skmao Bam cTano BijoMo npo Oynb-SKAW IHIUACHT, IO MPHU3BIB 10 HETATHBHUX HACIIJIKIB,
OyIb J1acKa, MOBIOMTE TIPO 1Ie Ha €JICKTPOHHY aapecy ado 3a HOMepoM TejieOHy rapsiuoi JTiHil .

Bupoonuk: TOB «Jlabopatopis ['panym», Ykpaina, 61001, m. Xapkis, Byi. @pankiBcrka, 14,
ten/dakc: (057) 752-32-31, enekrponna aapeca: granumlab@gmail.com
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CuMBOJM HA NPOAYKILIT
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LJJBI/IpO6HI/IK Bupi6 MeanuHuil 115 AiarHOCTHKH 1N Vitro
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A%cmpora. 3BEpHITHCS A0 IHCTPYKIIT 3 BUKOPUCTAHHS U OTPUMaHHS iHpOpMAIIii Mmoo
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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