YrPAHYM antu-D Cymnep IgM

3a cucremoro Rhesus

VBAT'A! 3SMIHA THCTPYKIIII!

‘é UA.TR.098
IncTpykuis

3 BUKOPHUCTAHHS MOHOKJIOHAJILHOTO peareHty antu-D Cymnep
I BU3HAYEHHSI TPYN KPOBi JIIOAUHH 32 cuctemMoro Rhesus
anTu-D Cynep Ig M

IN VITRO

Tinpku st mpoeciiHoro BUKOPUCTaHHS ! 36epiratu mpu 2-8 °C

Pesyc-nanexuicts (Rh+ abo rh-) BusHavaeTbcss HasABHICTIO abO BiACYTHICTIO aHTMTreHy D, sikuil € HaibimbI
IMyHOT€HHHM 3 yCiX €pUTPOIMTAPHUX AHTUTCHIB.
XapakTepHoto ocobiuBicTio antureny D cucremu Rhesus e iioro momimMopdism, 10 3yMOBJIIO€ HasIBHICTH
BEJIMKOT KiBKOCTI pi3HOBUAIB JaHOTO aHTUreHy. Pi3Hi 3pa3zku D+ epuTpouuTiB HE 3aBKAM JEMOHCTPYIOTH
OJTHAKOBY cwily peakuii 3 aHTH-D- pearentoM. Binmbmicte D+ epUTpOLMTIB BCTYMalOTh Yy MPsIMY PEaKIiio
armotuHarii 3 autu-D 1g M pearerrom, ToMmy CyMHIBIB y iX TO3UTHBHIN pe3yc-HAIEKHOCTI HEMAE.

Ipununn meroxy
MoHoknoHaneHuii peareHT aHTH-D Cynep npu3HaueHWH A BCTAHOBJICHHS pe3yc HAaJeKHOCTI HUIAXOM
BHU3Ha4YeHHs] D aHTUTreHy epUTPONUTIB JIOAMHH 32 JOMMOMOTOI0 PEaKIIil mpsMoi armoThHAI] Ta 11 Moamdikarriii.
BusHadeHHs MpOBOIUTHCS HA TUIOIIHHI, B IIAHIIETI 200 B MPpoOipKax.

IIpu3HayeHHsn
MouoknonaneHuii pearenT antu-D Cymep Ui BHU3HAueHHS TPyl KpoBi JIFOIMHK 3a cuctemoro Rhesus
3aCTOCOBYETHCS I BCTAHOBIICHHS PE3YC HAIEKHOCTI Y 0¢i0 Oy1b-AKO1 IpyHOBOi MPHUHAJIEKHOCTI 33 CHCTEMOIO
ABO.
ITpu 3acTocyBaHHI MOHOKIOHANBHOrO peareHTy aHTu-D Cynep s BU3HAUEHHS TPyH KPOBi JIIOJUHH 3a
cuctemMoro Rhesus crin kepyBarucs qaHow [HCTpyKIi€to, a Takoxk «IHCTPYKIIi€r0 3 BU3HAYCHHS TPy KPOBI 3a
cucremamu ABO, pe3yc Ta iMyHHUX aHTUTID (Haka3 MO3 Ykpainu Nel64 Big 05.07.1999p.).

Cknan Habopy
1. MoHoknoHaneHMiA peareHT antu-D Cynep 1g M, 10 ml (mu).
2. [HCTpyKIList 3 BUKOPUCTAHHS.
3. Ceptudikar sikocTi (AHATITHYHUIT ACTIOPT).

AHaJITHYHI XapaKTepUCTHUKH
Pearent cTporo cnenngiden.
1.MonoknoHambHAN peareHT aHTH-D Cynep MiCTUTh MOHOKIIOHANBHI aHTHTIIA aHTH-D kmacy Ig M B THTpI,
BkazaHomy B Ceptudikati SKocTi (AHATITHYHOMY MACTIOPTi).
2. I'emarmoTHHYyIOYa aKTHBHICTh Ha IUIOMIMHI MOHOKJIOHAIBHOrO peareHTy aHTH- D Cymep - BkasaHa B
Ceprudikari sikocTi (AHamiTHYHOMY macrnopti). MoHokiIoHanbHUE peareHT aHTH-D Cymnep Mae BHCOKY
FEeMarjiOTHHYIOYY aKTUBHICTh 1 HAJIMHO BHUSBIISIE BIANOBIIHUN aHTUI'CH HA EPUTPOLMTAX SK I'OMO-, TaK i
TeTepO3UrOTHUX (GeHoTUNiB (B mpsAMil peakuii Ha miomuHi). MoOHOKIOHaNBHUN peareHT aHTH-D Cymep
cuernudiveH i He Ja€ MepexXpecHUX PeaKilii 3 HEeBiIIOBIIHUMH aHTUTCHAMHU.
Jlnst oTpuMaHHS HaiiHUX pe3yNIbTaTiB HEOOXiIHO JOTPUMAHHS IHCTPYKIIIT 110 IPU3HAYCHHIO HA0OPY.
BiarBoproBaHicTh pe3yibTariB ckiagae 100%.

MartepiaJj 1iis1 AoCTITAKeHHS
HarvBHa kpoB (BeHO3HA a00 KammiyisipHa) 0€3 KOHCEPBaHTY.
Crabini3oBaHa KpOB 3 BHKOPUCTAHHSM KOHCEpPBaHTIB (TJIIOTILMp, IHUTporIokodocdar, remapuH Ta iH.).
PexoMeH0BaHO MMPOBOAMTH JOCIIKCHHS B KpoBi crabinmizoBaHit EJITA.
[TynoBuHHA KpOB 0€3 AOMILIIOK BAPTOHOBHX JIPAariliB.
BigMmuri Ta HEBIAMHTI epuTpouUTH y BUMIILAi cycrensii (35-45%) y ¢isionoriunomy posunui abo docdarHo-
coboBOMY Oydepi.
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YrPAHYM antu-D Cymnep IgM

3a cucremoro Rhesus

3pa3ku OTprMaHOi KpOBI MOBHWHHI OYyTH IOCIIPKEHI sSIKkoMora ckopime, He mi3Hime 24-48 h (romx) Bim gacy
3a00py Bix marfiedTa. SIKIo AoCHiIKeHHS 3aTPUMYIOTHCS, 3pa3Ki IOBUHHI 30epiraTucs mpy TeMIeparypi
2-8 °C. OOMesxeHHsI: He MOJKHA aHAII3yBaTH TeMOJIi30BaHi 3pa3Ku KPOBi, a TAKOX 3pa3Ku 3 HasIBHICTIO 3TYCTKiB.
YMoBU NpoOBeIeHHS A0CTiTIZKEHb.
BusHadeHHs rpyn KpOBi MPOBOAMTHLCS B MPUMIIIIEHHI 3 JOCTATHIM OCBITICHHSM mpy Temreparypi 18-25 °C.
st Ko)HOTO peareHTy (MALiEHTY) BUKOPUCTOBYHTE OKpeMy MPOMAapKOBaHy MiMeTKy. baxkaHo KopHcTyBaTHCS
OJTHOPa30BUMH JIOTIOMDKHMMH Matepiajamu (TUIaHIIETaMH, MiKpoIUlaTaMH, NpoOipkamM, HaaudKaM¥ JUIs
TIepPEeMIlTyBaHHS Ta iH.)
Ilepenik HeoOXiTHOr0 ycTATKYBaHHS
- IJ1acTUHA Olj1a II0CcKa U aryIF0THHALIT a00 IUIaHIIEeT
- CeKyHAOMID;
- IaJWYKU CKJISHI a00 IJIaCTHUKOBI;
- pocdarHo-comboBmii Oydep (pH 6,8-7,2) ado dizionoriunuii pozuus (pH 6,5-7,5);
- nentpudyra ams mpodipok
- lenkKep
- 3araipHe JabopaTopHe 0OIa HAHHS.
- KOHTPOJIbHI €PUTPOLIUTH + 1 - GEHOTUITY IJIsi KOKHOTO PEarcHTy.
IinroroBka peareHTiB AJisl aHATI3Y
Pearent roroBwmii 1o 3actocyBaHHs. PeareHT mgictaTé 3 XOIOAWIHHIKA 1| BATPHMATH TIPH KIMHATHIHN TeMmiepaTypi
15 min (xB). Ha oxHe Bu3HaYCHHS Ha IUIONIMHI BUTPAYA€THCs MPUOIn3HO 55 £10 pl (MKIT) KOKHUX aHTUTLI IPU
BUKOpPHUCTaHHI (priakoHa-KpaneabHHUII, IO TTOCTABISIETHCS.
IIpoBenennst anajuisy
A. Metoanka Ha IJIOIIMHL
1. Ha mpomapkoBaHy IUIaCTUHY MOMICTITh 2 Kparli MOHOKJIOHAIILHOTO peareHTy aHTu-D Cymep Ta 2 kparuti
JOCITiKYBaHOTO 3paska (y cmiBBigHomeHHi 1:1).
2. BUKOpHCTOBYIOUN YMCTY NAIMYKY-aIUTIKATOP, MEPEMINIANTE PeareHT Ta KIIITHHH.
3. CnoctepiraiiTe 3a X0JI0M peakilii 3 MOHOKJIOHAJBHUM peareHToM aHTH-D Cymep BisyalbHO MpH JIETKOMY
NOrOMAYBaHHI IJIaHLIETY a00 MIACTUHH NPOTAroM 1 min (XB). AIVIIOTHHALIS €PUTPOLUTIB 3 MOHOKJIOHAJIEHUM
pearenToM 3a3Buuail Hactae B nepmi 20-30 s (c¢), ane crmocTepekeHHs ¢iniJl BecTH Ha npoTs3i 1-3 min (xB), abo
MOYJIMBUH OUTBIN MOBUTFHHN MOYATOK ariOTHHALIT 3 EPUTPOIMTAMH, IO MICTATH cla0Ki pi3HOBHIM aHTUTEHY
D. OuinroiiTe pe3ynbTaT MaKpOCKOIIYHO HaJl PO3CISHHM CBITIOM i He mNpuiimaiite HUTKH (QiOpUHY 3a
ArTIOTUHALLIIO.
4. Bynp-siki ca0Ki peakiii ci1iJi TOBTOPHUTH 3a MPOOiPKOBOIO METOUKOIO.
YBAI'A! BukopuctaHHs pearcHTy Oijibllie/MEHIIIe BiJl pEKOMEHJOBAHOTO Yacy MOXe MPU3BECTH J0 OTPUMAHHS
HETPaBWIbLHUX PE3yJIbTATIB.
B. MeTonuka npodipku
1. Ilpuroryiire 2-3% cycneH3ito epuTpouuTiB y pocdarHo-conboBoMy Oydepi abo (Hi3ionorivHOMy pO3UHHI.
2. IowmicTiTh y mpomapkoBaHy npoOipky: 1 o6'em MoHOKIOHanpHOTO peareHty aHTH-D Cymep Ta 1 00'em
CyCIeH311 epUTPOLHTIB.
3. PerenbHO mepemimaiite Ta BianeHTpUdyryiite Bci nmpodipku mpotsrom 20 s (¢) mpu 1000 g abo mpoTsrom
IHIIIOTO BiJIIOBIIHOTO Yacy Ta CHUJIH.
4. AXypaTHO pecycleHAyITe epUTPOLIUTH Ta MAKPOCKOIIIYHO MIEPEBIpPTE arimOTHHALIIO.
5. Bynp-gki mpoOipKH, 1110 MOKa3yIOTh HEraTUBHUN a00 CyMHIBHHMI pe3yJbTaT (110 MOXKE CTaTHCS i3 3pa3KaMu
Du a6o ciabkum D), ciif iHkyOyBaTH poTsiroM 15 min (xB) mpu KiMHATHIN TeMIiepaTypi.
6. Ilicas inkyOanii moBTOpiTH KpokH 3 Ta 4.
Ilpumimku: iHCTPYKUIT 3 BUKOPHCTaHHS JUIsS BH3HAuUeHHs rpymn KpoBi 3a meroamkamu Bio-Rad ID (NaCl,
(epMEHTHHUI TecT Ta KapTH X0J0J0BUX armioTuHiHiB), Ortho BioVue (HeliTpanbHi KaceTH), MIKpOIUTAHIIIETY 3
BUKOpHCTaHHAM JTyHOK "U" Ha/lal0ThCS 32 3aITUTOM.
Ouinka pe3yabTartiB
Pesynbrar peakiii Mmoxke OyTH TTO3UTHBHAM ab0 HeraTWBHUM. [Ipy HEraTHBHOMY pe3yJbTaTi 0caj] epUTPOIIUTIB
PO30MBAETHCS 1 YTBOPIOE TOMOTEHHY HEMPO30py cycreH3ito. [Ipr Mo3UTHBHOMY pe3yJIbTaTi 0Cajl 3aIHIIA€ThCS Y
BUTJIA/I OJTHOTO 200 JIEKIIbKa BETMKUX arfOTHHATIB Ha TIIi IPO30POi PiANHH.
KonTpoas akocti
B sxocTi KOHTPOJIBLHOTO Marepiany peKoMeHIoBaHO BHKopucToByBaTH HaGip Nel CraHmapTHi epUTpPOITUTH
BupoouunTea TOB «JIABOPATOPISI TPAHYM».
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Hnst xoHTpomo crnenndidHOCTI, TUTPY Ta AKTUBHOCTI PEaKTHBIB (HE3aJIEKHO BiJ METOIUKH JTOCIIIKEHHS)
MPU TIPOBEACHHI OyIb-IKOTO BapiaHTy peakIlii armioTHHAIl A KOHTPOIIO ariIOTHHYIOYOl aKTHBHOCTI
3aCTOCOBYBAaHOTO MOHOKJIOHAJBHOTO PEareHTy B KOXHIM cepii JocHikeHb HEOOXiIHO BUKOPUCTOBYBATH
CTaHJApTHI EPUTPOLUTH, IO HECYTh BIiAMOBINHUA aHTHUreH, JUISI KOHTPOIIO cHenu(idHOCTI - CTaHIapTHI
EpPUTPOLIUTH, IO HE HECYTh BIAIOBIMIHOTO aHTHUTeHY. Pe3ynmpTaTh KOHTPOJIO MOBWHHI BiIIMOBITaTH BHUMOTAM,
3a3HaueHuM B Ceptudikari sikocTi (AHamiTHYHOMY TIacnopTi). KOHTpoIb SIKOCTI MPOBOIUTHCS AJISI KOXKHOI cepii
JOCHiKEHb.

YBAT'A!

1. TUIbKMU nns in vitro 1iarHOCTHKHY.
2. TUIBKW nnst BuxkopuctaHHs npodeciiiHUM MeAMYHUM MEPCOHAJTIOM, 1[0 Ma€ BiAMOBIAHY KBaligikaliro,
HeoOXi/1HI 37100yTi 3HAHHS Ta HABUYKHU.
3. JloTpumyiiTecss BAMOT 1HCTPYKIIT 3 BAKOPUCTAHHS I1i]] 4aC BUKOPUCTAHHSI PEarcHTYy.
4. Slkmo BW He BIIEBHEHI B pe3yNbTaTi IHTEPIIPETallii MPOBEACHOTO AOCHTIKSHHS, 3BEPHITHCS MO JOITOMOTY 10
OLIBII TOCBITUEHOT 0COOH, 1110 Ma€ BiJOBITHY KBaJTi(hiKallilo Ta JTOCBiJ.

Bumoru 6e3nexu ta yruiizaumii
1. Kareropmuno 3a0opoHS€ThCS TineTyBaHHS poToM. PoOora i3 3pa3kamMm KpoBi, MO JOCITIKYIOTHCS
MOHOKJIOHAJTBHUMH peareHTaMH, IMOoTpedye IOTpUMaHHs 3axolliB Oe3meku, siki mependaveHi ans poOOTH 3
HEOOCTEIKEHOI KPOB’10.
2. BuxopucroByBatu 3ac001 iHAMBITyaIbHOTO 3aXUCTY TPH POOOTI 3 MOHOKJIIOHAILHUMH peareHTaMHu.
3. 3He3apaKeHHs Ta YTHII3allisi PearcHTiB, CHPOBATOK, TECTOBHX CIAWIB UM CKISHHUX IUIACTHH MPOBOIAUTH
3riJTHO 3 YUHHHUM 3aKOHO/IaBCTBOM

YmoBu 30epiranns, TpaHCIOPTYBaHHS i ekcruryaTamii
1. TpancnopTyBaHHSI peareHTy MOBHHHO HPOBOAMTHUCS BCIMa BHIAMHM KPUTOI'O TPAaHCIOPTY BIAMOBIIHO IO
BUMOT 1 TMpaBWJl, TPUHHATUX Ha JAHOMY BHII TpaHCHopTy, Hpu Temmeparypi 2-8 °C. [lomyckaeTbcs
TpPaHCHOPTYBaHHs pH Temmepatypi 1o 25 °C we 6inbme S d (700) 1 mpu Temmepatypi no 22 °C He Oinblie
10 d (m06).
2. MOHOKJIOHAJIBbHI peareHTH cTablIbHI 10 3aKiHUECHHS TEPMiHY MPUIATHOCTI, 3a3HAYCHOTO Ha €TUKETII], SKIIO
30epiraty ix miIbHO 3aKpUTUMH Tipu 2-8 °C.
3. Po3kpurti (h1akoHM 3 MOHOKJIOHAJIBHUM PEareHTOM MO>KHA BUKOPHCTOBYBATH MPOTITOM YChOT'O 3a3HAYEHOIO
TEpMiHy MPUIATHOCTI MPH BiICYTHOCTI 3MiH, 1110 BUHUKAIOTh y MPOLIECI BUKOPUCTAHHS peareHTy- MOMYTHIHHS,
YTBOPEHSI HEPO3UMHHOTO Ocaly, OakTepiambHOro 3abpyaHeHHs. [lif yac BUKOpPHCTaHHS pPearcHTIB 3amo0iraTu
NOTPAIUISIHHS NIPSIMUX COHAYHUX [TPOMEHIB.
4. MOHOKJIOHANBHI peareHT! He cliif] 30epiratu BiAKPpUTUMH, OO0 NIPH BUCUXAHHI iX aKTUBHICTH 3HIKYETHCH.

O3Haku noripuieHHst
KanamyTHiCTh, OcaJl MOXYTh CBIYMTH TPO TOTIpIICHHSA SKOCTi peareHTiB abo 3abpynHeHHs. [IpuamHamu
MOTipIICHHS] MOXKYTh Oy TH:
1. HegoTpumaHHsl yMOB BUKOPUCTaHHSI, 30€piraHHs, TPAHCIIOPTYBaHHS.
2. 3akiH4eHHS TepMiHy NPUAATHOCTI BUPOOY.
3. HeBinnoBigHa TemnepaTypa HaBKOJHIIHLOIO CEpPeJOBUIIIA.
4. Ianinast ado yaap, 10 MPU3BEIH J0 TOMIKOIKEHHS IIEPBUHHOI YIIAKOBKU BHPOOY.
5. 3a0pyaHeHHS peareHTy IIIIXOM HEJAOTPUMAHHS YMOB YHCTOTH HPUMIIICHHS a00 HEOOXigHOIro
yCTaTKyBaHHS.

I'apanTii BUpoOHNKa
1. BupoOHUK rapaHTye BiIIOBiIHICTH SIKOCTI HaOOpiB BHMoramM TeXHIYHOTO periaMeHTy MIOJ0 MEIUYHUX
BHPOOIB TS AIarHOCTHKH iN Vitro Ne 754 Bixg 02.10.201 p. mpu gomepKaHHi CIIOKHABAYEM yYMOB 30epiraHHs.
2. lapanTiiiHuit TepMin 30epiranns cranoBuTh 30 mth (mic) 3 AHA BUTOTOBIIEHHS HAOOpY.

HpumiTka: Skio BaM CTaao BiIoMO Mpo Oyab-AKUK IHIKACHT, 110 MPU3BIB 10 HETAaTUBHUX HACIII/IKIB,
Oy/b JIacKka, MOBIJOMTE TIPO 1€ Ha €JICKTPOHHY ajpecy abo 3a HOMEPOM TeJie(OHy rapsyoi JiHii .

KommiekTauis
[REF] 15.004 [REF] 15.017
Bwuicr 10 ml (mo1) 50 ml (M)
MoHOKIIOHATBHUM peareHT aHTu-D 1 . x 10 ml (m) 5 ¢m. x 10 ml (m)

d TOB «JIABOPATOPISA TPAHYM», Ykpaina, 61001, m. Xapkis, Bysn. ®pankiBcbka, 14.
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Ten./akc: (057) 752-32-31, www.granum.ua
__ CumBosn Ha npoayKuii
Bupobuuk Burorojeno: Jlara supobuuursa IlpuaaTHo g0: Tepmin npumartdocti Cepisi: Homep cepii

Bupi6 MenuaHUi s JIarHOCTUKY in Vitro I:_E:] KoncynpryliTech 3 iHCTPYKIIi€IO i3 BHKOPUCTAHHS
e : . ' .
AS bepertu Bij cOHSYHOTO CBITIA TemneparypHe 0OMEXEHHS 3acropora. 3BepHITECS 10
u

IHCTPYKIIi 3 BHKOPUCTAHHS IJIsl OTPUMAaHHS iH(POpPMAIIii 00 3aCTePeKEHB, MOTePEeIKEeHbB, 3aIT00KHNX 3aX0IiB

@ 3nak Bignosignocti Texniuaum permamentam  UA. TR.XXX' Inentudikaniitauii kox OOB

Karanoxxuuii HoMep
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