YrPAHYM antu-Kell Cynep Ig M

3a cucremoro Kell

‘é UA.TR.098
IncTpykuis

3 BUKOPHCTAHHSI MOHOKJIOHAJIbHOTO pearenryanTu-Kell Cynep
11l BU3HAYEHHSA I'Pyn KpoBi Jnoaunm 3a cucremoro Kell
antu-Kell Cynep IgM

IN VITRO 36epiratu mpu 2-8°C

Tineku ajst mpodeciiHoro BUKOPUCTAHHS.

IpuHuun meroay
Momnoxknonansuuii pearent antu-Kell Cynep npusHaueHuit 111 BCTAaHOBJICHHS TPYI KPOBI HUISIXOM BH3HAYCHHS
K aHTHreHy epuTpOIUTIB JIOAMHM 32 JOINOMOTO peakilii mpsMol  arfioTHHAmili Ta i1 Moxugikaiii.
BusHadeHHs MpOBOIUTHCS HA TUIOIIKHI, B IIIAHIIETI 200 B MpolipKax.

Ipu3HayeHHs
BusBieHHS KITIHIYHO BaKJIMBUX aHTHICHIB €PUTPOIMTIB jroauHu mo cuctemam Kell, cerncnbimizariist 1o sxux
NPU3BOAUTH [0 TSDKKUX MOCTTpaHC(y3iHHUM YCKIIaJHEHb.
[lpu 3actocyBanni MoHOKIOHaIbHOTO pearenty antu-Kell Cynep nns Busnauenns rpynm kposi moaueu 3a
cucremoro Kell citin kepysatues nanoro Incrpykiiero.

Cxkaan HaOopy
1. Monoxknonansuuii pearent antu-Kell Cymep Ig M, ml (v).
2. [HCTpYKIIisl 3 BUKOPUCTAHHSI.
3. Ceprudikar sxocTi (AHATITHYHUIA TACTIOPT).

AHaJITHYHI XapaKTePUCTHKH
Pearent crporo cienndgivueH.
MonoknonaneHui pearenT ant-Kell Cynep MicTUTB MOHOKITOHANBHI aHTUTINA aHTU-K Kitacy Ig M B Tutpi,
BkazaHomy B CeprudikaTi sikocti (AHaMTHYHOMY Tactopti). MoHokoHansHu# pearenT antu-Kell Cynep mae
BHCOKY TeMarjIfOTHHHIOYY aKTUBHICTH (BKa3aHa B CepTudikaTti sskocTi (AHAIITHIHOMY HACHOPTi)) 1 HATIHHO
BUSIBIISIE BiAMOBIIHUM aHTUT€H HA EPUTPOLIUTAX SIK TOMO-, TAK 1 F€TEPO3UTOTHUX (DEHOTHUIIB (B MPsAMii peakuii
Ha ioniuHi). MoHokIoHa bHUI peareHt antu-Kell Cynep cnenndiunuii i He 1a€ mepexpecHuX peaxiin 3
HEBIAMOBIIHUMH aHTUTE€HAMU.
Jist oTpuMaHHs HaAiHUX pe3yNbTaTiB HeOOXiTHO JOTPUMAaHHS 1HCTPYKIIIT 110 MPU3HAYEHHIO HAOOopYy.
BinrBoproBanicTh pe3yibraTiB ckinagae 100%.

Marepiana s A0ocaiaKeHHs
HaTuBHa kpoB (BeHO3Ha 200 KariyisipHa) 0€3 KOHCEPBAHTY.
Crabini3oBaHa KpoB 3 BHUKOPHCTAaHHSIM KOHCEPBaHTIB (TJIOTiNHMp, LUTporimokodocdaT, remapuH Ta iH.).
PexoMeH10BaHO MPOBOAMTH JOCIIKSHHS B KpoBi ctabimizoBaniii E/ITA.
[TymoBuHHA KpOB 6€3 IOMIIIOK BAPTOHOBUX JPardIiB.
BigmuTi Ta HeBiAMUTI epuTpormTH y BUTIIAl cycnensii (35-45%) y disionoriunomy posumHi abo pocdarHo-
coJpoBOMY Oydepi.
3pa3ku OTpUMaHO! KpOBI MOBHHHI OyTH JOCIHIKEHI sIKoMora ckopime, He mi3Hime 24-48 h (rox) Bix yacy
3a00py Bij namieHTa. SIKII0 TOCiKEHHS 3aTPUMYIOTHCS, 3pa3Ky TIOBUHHI 30epiraTics npu TeMneparypi
2-8°C. ObMexxeHHS: He MO)KHA aHaIi3yBaTH I'eMOJi30BaHi 3pa3Ki KPOBi, a TAKOXK 3pa3Ky 3 HAsBHICTIO 3TyCTKIB.

Ilepenik HeoOXiTHOr0 ycTaTKYBaHHSA
- IIaCTHHA a00 IUTAHIIET, OLTHI TUIOCKHMH JJIS arJrOTHHALT,
- CEKYHJIOMIp;
- MAJIOYKH CKJISHI 200 IIaCTUKOBI;
- pobipku neHTpudyxkHi MicTkicTio 5.0-10.0 ml (mi);
- po0Oipku KpyraomouHi Mictkictio 2.0-5.0 ml (mu);
- mineTku mictkicTio 5.0 ml (mir) a6o 10.0 ml (m);
- IMITIETKW HAIiBaBTOMATHUYIHI OJJHOKAHAIBHI 31 3MiHIOBAHUMH HAaKOHCYHUKAMH, ITI0 JO3BOJISIOTEH BiTOMpATH
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06'emu piguan 0.01, 0.05 1 0.1 ml (m);
- BoAsiHA OaHs abo TepMOCTaT, SIKUH maATpuMye Temmnepatypy 37-48°C;
- nenrpudyra HactizbHa Ha 3000 r/min (006/xB);
- 0.9% ¢izionoriuHuii po34nH;
- PYKaBUYKH TYMOBI;
- KOHTPOJIbHI €pUTPOLIUTH + 1 - GEHOTUITY AJIS1 KOKHOTO PEarcHTy.

IlinroroBka peareHTiB AJs aHAJI3Y
Pearent roroBwii 1o 3acTocyBaHHs. Pearent gictaTé 3 XOIOAWIHHIKA 1| BATPUMATH PH KIMHATHIN TeMmepaTypi
15 min (xB).
[TinroroBka eputpounTiB. CTaHAAPTHI EPUTPOLUTH, IO 30€piraloThcsi B KOHCEepBaHTi, Tpudi Bigmuiite 0.9%
¢izionoriuHuM po3unHOM. JOCHiKyBaHI €pUTPOIMTH [IJIsl IOCTAHOBKY peakilii arJroTHHAIII Ha IDIOMIMHI, B
TUTaHIIET] Ta MPoOipKax BiIMUBATH HE 0OOB'SI3KOBO.
[MpurotyBanus 5% cycnensii eputpouunTtiB. o 1 ml (mn) 0.9% ¢isionoriunoro pozunHy Aomaite 2 Kparuii
KpoBi 200 1 Kparuiro ocagy epuTpOIHTIB

YMoBU npoBeieHHSI JOCJiI2KeHb.
BusHaueHHs rpyny KpoBi MPOBOIUTHCS B MPUMIIIEHHI 3 IOCTATHIM OCBITJIICHHSIM MpY KIMHATHiHM Temneparypi
18-25°C.
Jnsi KO’)KHOTO peareHTy (IamieHTy) BUKOPHCTOBYHTE OKpeMy IPOMapKOBaHy HINMeTKy. bakaHo kopuctyBaTHcs
OJTHOPAa30BUMH JIOTIOMDKHAMHU Matepiajamu (IUIaHIIeTaMH, MiKpoIUlaTaMH, TpoOipkaMu, HadudKaMH IS
nepeMilyBaHHs Ta iH.)

IIpoBenennst anajisy
1. Peakuist arunoTHHALIT HA NUIOLIMHI i
1.1. Ha npoMapkoBaHy IUIacTHHY HaHECITh 2 Kparuli MoHOKIoHansHoro pearenty antu-Kell Cynep ta 2 kparuti
JOCITKYyBaHOI KpoBi a00 eputporuTiB (y criBBimHOmEHH] 1:1).
1.2 BUKOPHCTOBYIOUH YUCTY MANWYKY-aIIiKaTop, MepeMiliaiiTe pearcHT Ta 3pa3ok.
1.3. Yepes 20-30 s (c) micns 3MilryBaHHS MOXUTANUTE IUTACTHHKY 200 TUIAHIIET.
1.4. OninnTte pe3yabTar Bi3yalbHO Ha HASBHICTH 200 BIICYTHICTH armtoTHHAMIi. Byab-saKki cnadki peakiii cimifg
HOBTOPUTH 32 METOJIUKOIO ITPOOIPKH.

Ouinka pe3yabTaTiB
[To3uTHBHA peakiis arJroTHHALI] 03HaYa€e HasBHICTh HA €PUTPOLIUTAX AHTUTEHY, HETAaTUBHA - HOTO BIJICYTHICTb.
Yitka peakuis Hactae yepe3 30-120 s (c) micis 3MillyBaHHs peareHTy 3 epuTpouutramu. lIpm BukopucTaHHI
EPUTPOLIUTIB y BUCOKIM KOHIIEHTpAIlll YiTKa arjilOTHHALS HACTa€ IIBUIIIC. ATJIOTUHAIS EPUTPOLUTIB 3
reTepO3UrOTHUM (EHOTHIIOM MOXE PO3BHUBATHCS TPOXU IOBUIBHINIE, HIK arjiiOTHHAIS 3 TOMO3UTOTHUM
¢denotunom. OcTaTOYHUH pe3yIbTaT peakiil ciil BpaxoByBaTH yepe3 3 min (XB), aje He Mi3Hille, TOMY IO MPH
miacuxauHi Kparuri MOXKE CriocTepiraTucs npiOHa HecnernudivHa arJIFOTUHALS.
VY CyMHIBHHMX BUMaJKaxX MOXKHA MIiCJI 3aKiHYeHHs 3 min (XB) J0AaTH JIO Kpamnelb 3 CYMHIBHOI PEaKIi€ro
¢izionoriuauii po3umH (1-2 kparwii) i MOXUTaTH IMIACTUHKY abo ruanmreT. HecnenndivHa armroTHHALS 3HUKHE.
Peakuito BpaxoBYIOTh IPHU [TO3UTUBHINM peakwii arMOTHHALIT 31 CTaHAAPTHUMH MO3UTHUBHUMM 1 BIICYTHOCTI 11 3
HETaTUBHUMH €PUTPOIIMTAMH.
2. Peakuist mpsiMoi arjiioTuHauii B npodipkax.
2.1. BHeciTb B KpyriogoHHy 1pobipKy MicTkicTio 5.0 ml (Mi1) 1 Kparuiio MOHOKJIOHAJIEHOTO peareHTy aHTH-
Kell Cymep.
2.2. IMorim mopaiite 1 kparumo 5% cycrneHsii epuTpOIUTIB, PETENBHO MepeMilllaiiTe CTPYIIYBaHHSIM.
2.3. InkyOyiite mpoOipky mpotsrom 15 min (xB) nmpu kKiMHaTHI#N Temneparypi 18-25°C.
2.4. Hentpudyryrots mpobdipky nporsrom 1 min (xB) mpu 1500 r/min (06/XB) npu KiMHaTHIN Temmeparypi.
2.5. BigokpemTte ocaj Bij 1Ha, 00€peXHO CTPYLIYIOYH IPOOIPKYy.
2.6. OuiHuTe pe3ynbTaT peakiii Bi3yaabHO.

Ouinka pe3yabTaTiB
[Tpu HeraTHBHOMY pe3yJIbTaTi OcCall EePUTPOLIUTIB PO3OMBAETHCS 1 YTBOPIOE TOMOTEHHY HEMPO30py CYCHEH3IH0.
ITpy NO3UTHBHOMY PE3yJIBTaTi 0CaJ 3aJHMIIAETHCS Y BUMIIAAI OAHOTO ab0 AEKIIbKOX BEIMKHX arilOTHHATIB Ha
TJIi IPO30POi PiIAUHU.
YBAT'A! BukopucraHHst peareHTy Oijbliie/MEHIIE BiJi PEKOMEHIOBAHOI0 4acy MOXe IPU3BECTH 0 OTPUMaHHS
HETPaBUIBLHHUX PE3yJIbTATIB.
3. Peakuist npsiMoi aryTioTHHALIL B MiKpoIIaTi.
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3.1. VY nyHKy KpYTJIOJIOHHOI TUIATH BHECTH O OHiN Kparumi (50 pl (MKIT)) MOHOKIIOHAJIBHOTO PEareHTy Ta
nonat 1o HuX 1o oxHii (50 pl (mxor)) xparmti 5% cycrensii epuTponunTiB, MO JOCTIKYIOTHCS.
3.2. Hentpudyryrors npu mBuakocti 500g (1500 r/min (06/xB)) npotsrom 60 s (¢) abo menepeaHbo
iHKyOyr0Th 32 Temnepatypu 20-25°C npotsrom 30 min (XB).
3.3. Ilepen BpaxyBaHHSIM pe3yiIbTaTy MIKpOIUIATY 3JI€TKa CTPYIIYIOTb.
3.4. OninuTe pe3ynbTaT peakiii MiKpOCKOII4HO.

Ouinka pe3yJabTaTiB
SIkmo pe3ynbpTaT HETaTUBHUM, 0cal pO30MBAETHCS Y BUTIISAAI PIBHOMIPHOTO 3a0apBIIEHHS PiTUHH.
V pa3i MO3UTHBHOTO PE3yNbTaTy OCall 3AUIIAETHCS Y BUIIISA/II BETMKUX ariTiOTHHATIB.
BaxxnuBo! BuxopucraHHs pearcHTy Oinblie/MeHINE BiJ PEKOMEHIOBAHOTO Yacy MOXKE MPU3BECTH [0
OTPUMAaHHS HETIPABWIBHHUX PE3YJIbTATIB

KonTpoas axocti
B sIKOCTi KOHTPONIBHOTO MaTepiary peKOMEHI0BaHO BUKOpUCTOBYBaTH CTanaaptHi eputpounta K + t1a K -.
Jnst koHTpOIO cnenu(igHOCTI, TUTPY Ta aKTHBHOCTI PEaKkTWBIB (HE3aJeXKHO BiJi METOAWKH TOCIiIKEHHS)
Opy TPOBEACHHI OyIb-KOTO BapiaHTy peakuii ariaroTHHALii A7 KOHTPOJIIO ariloTHHYIOYOi aKTUBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJBHOTO PEareHTy B KOXHIM cepii MOCHiIKEHb HEOOXiJHO BHUKOPUCTOBYBATH
CTaHJAPTHI CPUTPOIUTH, IO HECYTh BIJINOBIJIHWN aHTUICH, JUIS KOHTPOJIO CHEIU(IYHOCTI - CTaHAAPTHI
EpPUTPOLIUTH, IO HE HECYTh BiAIOBIMHOTO aHTUTeHY. Pe3ynmpTaTh KOHTPOJIO IMOBHHHI BiJIIOBITaTH BHMOTAM,
3a3HaueHuM B CeprudikaTi sikocTi (AHamiTHUHOMY macropTi). KOHTposb SKOCTI MPOBOAMTHCS AJIsl KOKHOT cepii
JOCHiJKEHb.

YBAT'A!

1. TUIbKMU n7s in vitro 1iarHOCTHKH.
2. TUIBKU myist BukOpUCTaHHS MpogeciiiHIM MeTMYHEM MEPCOHAJIOM, 1[0 Ma€ BiIMOBIIHY KBaTi(iKaIlito,
HeoOXi/IHI 3700yTi 3HAHHS Ta HABUYKHU.
3. JoTpumyiiTecs BUMOT IHCTPYKIIi 3 BUKOPUCTAHHS ITi]] 9aC BUKOPUCTAHHS PEareHTy.
4. SIku1o BM HE BIIEBHEHI B pe3y/bTaTi iHTEepHpeTanii NPOBEACHOr0 AOCIiIKEHHS, 3BEPHITHCS M0 AOTIOMOTY 110
OLIBII TOCBIIUEHOT 0COOH, 1110 Ma€ BiJOBIAHY KBaJTi(hiKallil0 Ta JOCBIJI.

Bumornu 0e3nexku Ta yruiizanii
1. KateropuuHo 3a00poHS€TBbCSA TimeTyBaHHS poToM. PobGoTa i3 3paskamMu KpoBi, L0 JOCIiIXKYIOTBCS
MOHOKJIOHAJTbBHUMH peareHTaMH, IOTpedye IOTpUMaHHS 3axoJliB Oe3meku, siki mependaveHi ans poOOTH 3
HEO0OCTEKEHOIO KPOB'TO.
2. BukopucToByBaTH 3ac00H 1HAMBILYaIbHOTO 3aXHCTY IPH POOOTI 3 MOHOKIIOHAJIbHUMH pEarcHTaMu.
3. 3He3apakeHHs Ta YTUITI3AIlis peareHTiB, CHPOBATOK, TECTOBUX CIAM/IIB UM CKIISIHUX TUIACTHH IIPOBOIUTH
3riJTHO 3 YUHHKUM 3aKOHO/IaBCTBOM

YMmoBH 30epirannsi, TPAaHCIIOPTYBAaHHS i ekcuryaTamii
1. TpancnopTyBaHHS peareHTiB MOBUHHO MPOBOAMTHCS BCiMa BUAAMU KPHUTOTO TPAHCIOPTY BiINOBIOHO M0
BUMOT 1 TpaBWJ, TPUHHATUX Ha JAHOMY BHJII TpaHcnopry, npu Temmeparypi 2-8 °C. [lomyckaeTbcs
TPaHCHOPTYBAHHS 3a cepeaHb01000BOI Temnepatypu a0 22 °C He 6inbie 10 d (106), o 25 °C ne Ginbie 5 d
(m00).
2. MOHOKJIOHAJIbHI peareHTH CTa0lIbHI 10 3aKiHYEeHHS TePMiHY MPUAATHOCTI, 3a3HAYEHOT0 HA €TUKETIII, SIKIIO
30epiraTH ix 1iabHO 3akpuTuMu mpu 2-8 °C.
3. Po3kpuTi priakoHu 3 MOHOKIIOHAJIBHUM PEareéHTOM MO>KHAa BUKOPHUCTOBYBATH MPOTSITOM YChOTO 3a3HAYEHOTO
TEpMiHy IPUAATHOCTI IIPH BiACYTHOCTI 3MiH, 1110 BUHUKAIOTH y MPOLECI BUKOPUCTaHHS PEAareHTy- IOMYTHIHHS,
YTBOPEHsI HEPO3UMHHOTO Ocaiy, ObakTepiaibHOro 3a0pymHeHHs. [1i 4ac BHKOpHUCTAHHS peareHTiB 3amo0iraTa
NOTPAIUISHHS MPSIMUX COHAYHUX MTPOMEHIB.
4. MOHOKJIOHANBHI peareHTH He cliif] 30epiratu BiIKpUTUMH, OO0 MPU BUCHXAHHI iX aKTUBHICTH 3HIKYETHCS.

O3Haku noripumeHHs
KanamyTHICTB, 0caJl MOXKYTh CBIJJTUUTH MPO MOTIPIICHHS SKOCTI peareHTiB abo 3a0pyaHenHs. [IpuunHaMu
MOTIPIIEHHS] MOXYTb OyTH:
1. HepoTpumaHHs yMOB BUKOPHCTaHHSI, 30€piraHHs, TPAHCIIOPTYBAHHSI.
2. 3akiH4YeHHs TepMiHy NPUIaTHOCTI BUPOOY.
3. HeBinmnoBigHa TemmepaTypa HaBKOJHIIHBOTO CEPEIOBUIIIA.
4. IManinas abo yaap, 10 MPU3BEIH 0 HOMIKOIKEHHS 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 HAOOpiB BUMOram TEXHIYHOTO pErjiaMeHTy MO0 MEAMYHUX
BUPOOIB [1s1 aiarHOCTUKH iN Vitro Ne 754 Bim 02.10.2013 p. npu goaepikaHHi CIIOKMBAaYeM yMOB 30€piraHHsI.
2. lapanTiitHuii TepMiH 30epiranns craHoBuTh 24 mth (mic) 3 AHS BUTOTOBICHHS HAOOPY.

HpumiTka: Skmo BaM cTano BijioMo npo Oyab-SKUW IHIUACHT, 10 MPU3BIB 10 HETATUBHUX HACIIJIKIB,
OyIp J1acka, IOBIOMTE TIPO 1€ Ha eNEKTPOHHY aapecy abo 3a HoMepoM TeneoHy rapsadoi JTiHii .

KommiiekTauis
[REF| 15.011 [REF| 15.012
Bwmicr 5 ml (m1) 10 ml (M)
MownoknonanbHui pearent antu-Kell 1 da. x 5 ml (mm) 1 . x 10 ml (mo1)

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: Jlara supoouuursa IIpuaaTHo g0: Tepmin npuparsocti Cepisi: Homep cepii

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

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

THCTPYKIIii 3 BAKOPUCTAHHS JJIsl OTPUMaHHs iH(hopMallii o10 3acTepekeHb, OMepeKeHb, 3aM001HIX 3aX0/1iB
@ 3HaK BiIOBITHOCTI TeXHIYHUM peraaMeHTam UA. TR.XXX InenTudikamiitauii kog OOB

Karanoxxuuit Homep
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