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.

HpuHuun meroay
Mounoknonanshuii pearent antu-Kell Cymep npusnauenuii s BCTaHOBJIEHHS pe3yC HAJIEKHOCTI HUIAXOM
BrU3Ha4YeHHs K aHTHUTeHy epUTPOIUTIB JIFOIMHH 32 JTOTIOMOTOI0 PeaKIlii mpsMoi arfdroTHHAII] Ta ii Moandikarii.
Bu3HaueHHs MPOBOAUTHCS Ha IUIONIWHI, B IUIAHIIETI 200 B MPOOipKax.

IIpu3HayeHHsn
BusiBiieHHS! KITIHIYHO BaKJIMBHUX aHTHTEHIB €PUTPOIUTIB JIFOUHH IO CHCTEMaM Kell, cercnbimizamis mo sxkux
MPU3BOUTH JI0 TSDKKUX MOCTTpaHC(y3iHHUM YCKIIaJHEHb.
[Ipu 3actocyBanni MonoknoHansHoro pearenty antu-Kell Cymep nns Busmauenns rpyn kposi mogunu 3a
cucremoro Kell i kepysatucs nanoro Inctpykuicro.

Crknan nHabopy
1. Monoknonansauii pearent antu-Kell Cynep Ig M, ml (mm).
2. [HCTpyYKIIis 3 BUKOPUCTAHHSI.
3. Ceprudikar sxocTi (AHATITHYHUIA TACTIOPT).

AHaJNITHYHI XapaKTePUCTUKHU
Pearent ctporo crierudides.
MonoxknonansHuii pearent antu-Kell Cymep MicTiuTh MOHOKIIOHABHI aHTHTLNA aHTH-K Kitacy 1g M B tutpi,
BKa3aHoMmy B CeptudikaTi sikocti (AHAMTHYHOMY nacnopTi). MoHokioHanbHuit pearent antu-Kell Cynep mae
BHCOKY TeMarjIlOTHHHIOYY aKTUBHICTH (BKa3aHa B CepTudikaTi sskocTi (AHAIITHIHOMY NIACHOPTi)) 1 HATIHHO
BUSIBIISIE Bi/IMTOBITHUI aHTUTEH HA EPUTPOLIUTAX SIK TOMO-, TaK 1 TeTEepO3UTOTHUX (DEeHOTHUIIB (B MPSAMIii peakiii
Ha 1UIonKHi ). MoHOKIOHaNbHUI peareHT anTH-Kell Cynep cnetidivunuii i He 1ae MepexpecHux peakiiit 3
HEBIAIMOBITHUMHY aHTUTEHAMU.
[t oTpuMaHHS HaJiHHUX Pe3ysIbTaTiB HEOOXiTHO TOTPUMAaHHS IHCTPYKIIii IO TPU3HAYCHHIO HAbOoPY.
BinrBoproBanicTh pe3yibraTiB ckinagae 100%.

MarepiaJ 1Jist 10CTiAKeHHS
HarnBHa kpoB (BeHO3HA 200 KamiisipHa) 0e3 KOHCEpPBaHTY.
Crabini3oBaHa KpOB 3 BHKOPUCTAHHSAM KOHCEpPBaHTIB (TJIOTiLMp, IHUTporIokodocdar, remapuH Ta iH.).
PexoMeH0BaHO MPOBOAMTH JOCIIKSHHS B KpoBi crabinmizoBaniii E/ITA.
[TymoBrHHA KpOB 0€3 IOMIIIOK BAPTOHOBUX JPardiB.
Bigmuri Ta HEBigMUTI epuTpounTH y BUMIILAi cycrensii (35-45%) y ¢disionoriunomy posunui abo docdarHo-
coJpoBOMY Oydepi.
3pa3ku OTpUMaHOi KpOBI MOBHMHHI OYyTH JIOCIIDKEHI sikoMora ckopimre, He mi3Hime 24-48 h (rox) Bix wacy
3a0opy Bix mamieHTa. SKIIo qocmiPKeHHs 3aTPUMYIOThLCS, 3pa3ku IIOBUHHI 30epiraTucs pu TeMIeparypi
2-8°C. OOMexxeHHS: He MO)KHA aHaIi3yBaTH I'eMOJi30BaHi 3pa3Ki KPOBi, a TAKOXK 3pa3Ky 3 HAsIBHICTIO 3TYCTKIB.

Ilepenik HeoOXiTHOTO yCTATKYBaHHS
- IIaCTHHA a00 IUTAHIIET, OLTHI TUIOCKHMH JJIS arjrOTHHALT,
- CEKYHJIOMIp;
- IAJOYKH CKJISIHI a00 IIaCTHKOBI;
- npo0Oipku neHTpudyxHi Mictkictio 5.0-10.0 ml (vu);
- IpoOipKHU KpyritomoHHi MictkicTio 2.0-5.0 ml (mi);
- mineTku mictkicTio 5.0 ml (mir) a6o 10.0 ml (m);
- MIETKH HalmiBaBTOMATHYHI OHOKaHabHI 31 3MIHIOBAHUMH HAKOHEYHHKAaMHU, 110 T03BOJISIIOTH BiIOMpaTH
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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 A5 aHATI3Y
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%
¢izionorivHuM po3unHOM. JOCHiKyBaHI €pUTPOIMTH ISl TOCTAHOBKY peakilii aridroTHHAMII Ha IUIOMIWHI, 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 JIOTIOMDKHMMH Matepiajamu (IUIaHIIeTaMH, MiKpoIUlaTaMH, TNpoOipkaMu, HadudKaMH IS
nepeMilyBaHHs Ta iH.)

IIpoBenennst anajisy
1. Peakuist arunoTHHALIT HA NUIOLIMHI i
1.1. Ha npoMapkoBaHy IUIacTHHY HaHECITh 2 Kparul MoHoKIoHansHoro pearenty antu-Kell Cynep ta 2 kparuti
JIOCITiIKyBaHOI 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 peakiii ciil BpaxoByBaTu 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
¢izionoriunuii po3unH (1-2 kparwii) i MOXUTaTH IIACTUHKY abo tuanmreT. HecnenndivHa armroTHHALS 3HUKHE.
Peakuito BpaxoBYIOTh IPHU [TO3UTUBHINM peakwii arMOTHHALIT 31 CTaHAAPTHUMH MO3UTHUBHUMM 1 BIICYTHOCTI 11 3
HETaTUBHUMH €PUTPOIIUTAMH.
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. IaxyOyiite npoOipky npotsrom 15 min (XB) npu KiMHaTHIN TemmepaTypi 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! BukopucraHsst peareHTy Oijbliie/MEHIIE BiJl PEKOMEHIOBAHOTO Yacy MOXKE IPU3BECTH 10 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. TpancnopTyBaHHSI peareHTy IOBHMHHO NPOBOAMUTHCS BCiMa BHAAMM KPUTOTO TPAHCIOPTY BiAMOBITHO 10O
BUMOT 1 TpaBW, NPUWHATHX Ha JaHOMY BHUJAlI TpaHCHOpTy npu Ttemneparypi 2-8°C. [lomyckaeThbcs
TpaHCHOPTYBaHH: npH Temmeparypi 1o 25°C He Oinbiue 5 d (100) 1 mpu Temneparypi o 22°C He Oinble
10 d (700).
2. 30epiraHHs MOHOKJIOHAJIBHOI'O PEareHTy MOBMHHO MPOBOJMTHUCS B TEMHOMY MicIii npu Temmepatypi 2-8°C
NPOTATOM BChOT'O TEPMiHY NpuaaTHOCTI. Jlomyckaerhest 30epiranns npu temneparypi 1o 25°C He Ouiblie
5 d (7006) 1 mpu Temmnepatypi 10 22°C ne 6inbie 10 d (100).
3. Po3kputi prakoHu 3 MOHOKJIOHAJIBHUM PEareHTOM MO>KHA BUKOPHUCTOBYBATH MPOTATOM YCHOTO 3a3HAYEHOTO
TEpPMIiHY MPHUIATHOCTI MIPH BiJICYTHOCTI 3MiH, 1110 BUHUKAIOTh y TPOIIEC] BUKOPUCTAHHS PEareHTy- IOMYTHIHHS,
YTBOPEHSI HEPO3UMHHOTO ocaly, OakrepiaabHOro 3abpyaneHHs. Ilin yac BUKOpPHCTaHHS pearcHTIB 3amo0iraTu
NOTPAIUISIHHS MPSIMUX COHAYHUX MTPOMEHIB.
4. MOHOKIIOHANBHI peareHTH He cliijl 30epirati BiAKPUTUMHE, OO P BUCUXaHHI 1X aKTUBHICTh 3HIKYETHCS.

O3Haku noripumeHHs
KanamyTHICTB, OCcaz MOXYTb CBIJUNTH NIPO MOTiPLICHHS SKOCTI peareHTiB abo 3a0pyaHenHs. [Ipuunnamu
TOTIPIIEHHS] MOXYTh Oy TH:
1. HegotpuMaHHs yMOB BUKOPHUCTaHHS, 30epiraHHs, TPaHCIIOPTYBaHHSI.
2. 3akiH4eHHs TepMiHy NPUAATHOCTI BUPOOY.
3. HeBinmnoBigHa TemmepaTypa HaBKOJHIIHHOTO CEpPeJOBUIIIA.
4. TTanmiaas abo yaap, 0 IPU3BEIH 10 TOIIKOHKCHHS IIEPBUHHOT YIIAKOBKH BHPOOY.
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5. 3a0pyAHEHHS peareHTy NUIIXOM HEeJOTPUMAaHHS YMOB YMCTOTH IMPUMIIIIEHHS 400 HEOOX1THOTO
yCTaTKyBaHHSI.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BiAMOBITHICTh SKOCTI HA0OPIB BHUMOraM TEXHIYHOTO PErjaMeHTy MO0 MEIUYHUX
BUPOOIB [1s1 aiarHOCTUKH iN Vitro Ne 754 Bim 02.10.2013 p. npu goaepikaHHi CIIOKMBAaYeM yMOB 30€piraHHsI.
2. lapanTilinuii TepMmiH 30epiranHst cTaHOBUTH 24 mth (Mic) 3 IHS BUTOTOBIICHHSI HA0ODY.

HpumiTka: Skmo BaM cTano BijioMo npo Oyab-SKUW IHIUACHT, IO MMPU3BIB 10 HETATUBHUX HACIIJIKIB,
OyIp JTacka, IMOBIJOMTE TIPO 1€ Ha eTeKTPOHHY ajapecy abo 3a HoMepoM TeieoHy rapsdoi JiHii .

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

CHuMBOJIM HA TPOAYKIIIL
Bupo6uuk BuroroBieno: Jara supoouunrsa IlpuaaTHo g0: Tepmin npuparsocti Cepisi: Homep cepii

Bupi® MenmuaHUH I [IarHOCTUKY in Vitro EE_:] KoHcynbryiiTech 3 IHCTPYKII€IO 13 BUKOPUCTAHHS
S , . P .
AS bepertu Bi COHAYHOrO CBiTIA TemmeparypHe 0OMeKEHHS 3acropora. 3BepHITECS 10
)

THCTPYKILIi 3 BAKOPUCTAHHS JJIsl OTPUMaHHs iH(OpMaIlii 010 3acTepeKeHb, MOTEPEIKEeHb, 3aI00KHUX 3aX0/1iB

@ 3HaK BiIOBITHOCTI TeXHIYHUM peraaMeHTam UA. TR.XXX InenTudikamiitauii kog OOB

Karanoxuuii Homep
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