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Anti-D (IgM/IgG)
MOHOKNOHAINBHLIE PEATEHTBI ANA
ONMPEAENEHUA MPYNMNLI KPOBU

TecTupoBaHWe mnpobMpoyHbIM MeToaoMm, B npobupkax Tuna DiaMed-ID,
MMKPOMNaHLWeTHLIM METOL0M U METOAO0M Ha cnanae.

Toprosan chopma
o

B05408 1x10 mn
B08408

Anti-D (IgM/IgG), MOHOKNOHanbHbIe
1x1000 mn  Anti-D (IgM/IgG), MOHOKNOHanNbHbIE

Tonbko AnA npogeCCMOHaNbLHOW AUArHOCTHKN

- KPATKOE BBE[IEHUE i

Peayc-chaktop Cuctembl rpynn kposu Gbin obHapyxeH B 1940 rogy. D aHtures nomumo
CBOEW PONK B NEpPentBaHui KPOBU, CUCTEMbI pelyc-hakTopa rpynn KpoBM, B HaCTHOCTU
auTured D, ABNAGTCR BaXHOW NPUYMHON TEMOMUATHYECKON KENTYXW HOBOPONAEHHBIX
uwnu aputpoGnactosa nnoja, ANA NPeAOTBpalLeHUs 3TUX 3aboneBaHuil KnuesbiM
hakTOpOM ABNAETCA MPOMUNAKTUKA Pe3yc-KOHMNWUKTA. PUCK pe3ayc-koHMNUKTa npu
GepeMeHHOCTW BO3HWKAET y nap C pesyc-OTPUUATENbHOW MaTepbd W peayc-
NONOMATENLHBIM OTLOM.

Agt&- deHoTUN KaBkasubl % Aq)po-auuzpuxaﬂubl
Rh- : )
b positiv 85 12
Rh-
0 negativ 15 o _28
Tab. 1 YacToTa KaX[oro aHTUreHa B NONynsuMu
mPMHLMN
MpuHYKN aedcTBHA peareHTa Ans onpeaeneHnn pesyc-(PaKTopa OCHOBAH HA Peakuuu
reMarrnioTHHaunK.

PearexTbl Bbi3bIBAKOT NPAMYI0 arrniOTUHALMIO (CNMNadue) TeCTOBbIX IPUTPOLIMTOB,
KOTOpble HecyT D aHTUreH W KOCBEHHOE arrMTUHALUMIO TECTUPYEMbIX 3PUTPOLUTOB,
KOTOpbIE COAEPXAaT YacTU4HbIA BapuaHT aHtureda D - D 8 aHTurnoOynuHoBow thase
TecTMpoBaHuA. Ecnu  oTcyTcTBYeT arrmioTMHauua 370 oBbiYHO  yKasbisaer Ha
orcytcTteue D awturena (cm OMPAHUYEHWA).

PEATEHTBI

Dialab wmoHoknowanbHbie awTW-D (IgM / 1gG) cucTembl rpynn KpoBM SABASKOTCA
HW3KoCcoAepxaluM Genok CMewaHHblM PeareHToM, COJAEpPKELUMM YEenoBeYeckne
MOHOKNOHanbHble IgM w 1gG  anti-D, pas6aeneHHbie B chocdatHom Bycpepe,
cogepxawem xnopus Hatpua (0.9 %), Obumin  anebymun (3 %) wu
BbICOKOMONEKYNsipHble noTeHuuartopbl. [pu BBoge ofpasua nauvenTa, 3TOT peareqTt
Gyner HENoCPeACTBEHHO arrnieTMHUpoBaTe C Rh D-nonoxwrencHbIMK  KNeTkamu,
BKMIoYan GONbLMHCTBO BapuaHTos (HO He D ) u ¢ Gonewei Aonei cnaboro D (Du)
¢SHDTMHE npyu UCNONb3OBEAHWW PEKOMEHAYEeMbIX METOA0B. PeareHT nocraenseTtcs B
onTMMancHod gopMe pasBaeneHnA ANA WCNONb30BAHWA Ha obpa3uax naupeHTos
BCEMU PEKOMEHAYEeMbIMA MeTOAaMMu, KOTOpble ykasaHbl Huxe, u He TpeGyloume
AononHnTenbHoro pasbaenenna. Homep noTta v AaTy OKOHYaHWA CPOKA AEWCTBMA CM
aTUKeTKe hnakoHa.

IgM/lgG KnetouHan nuHusa/KnoH
IgM RUM-1
1gG MS-26

Ta6.2 Ucnonb3yemble KNeToYHbIE NTUHWH/KNOHLI

BOBLIPAXEHHBII AHTU-D 1 OBLEE NOHSATHUE O D

LLIMpOKO MCNONb3yeTCA ANA ONUCAHWA IPUTPOLIMTOB, KOTOPbIE 06NaAaT ocnabneHHbIM
BoipaxeHuem D aHTureHa, yem obbiuHo. TepuuH - ocnabnenHsin D oboaHavaer, 4To
NOAK, Y KOTOPbIX 0cnatneHHble 3Ha4eHunA aHTurena D o6beaunaloTcs (B naGoparop-
Hoii npakTuke) B ocobyto rpynny Du ¢ 4acToTOR 0KONO 0AHOTG NpoUeHTa. PeunnuenTsl
C COA@PXAHUEM aHTUreHa DU OTHOCATCA K KaTeropuu pesyc oTpuuaTentsHoix. MM
ZOIDKHA NepenMBaTbCa TONbKO KPOBb Pe3yC OTPULIATENEHOM IPYNnb, TaK Kak aHTured D
BbI3bIBAET Y 3TUX MI0JEA UMMYHHYIO peakuuio. [JoHopbl C coaepxkannem antureHa Du
NPWHAANEXAT K PE3YC NONOKMTENBHDIM, TaK KaK MX KDOBb HECOBMECTUMA C KPOBLIO
pesyc oTpUUaTenbHbiX PeUUnMeHToB.

Dialab AHTi-D (IgM / 1gG) peareHT oGHapyxu1BaeT G0NbLNHCTBO Cy4aes ¢ YacTU4HLIM
v ocnabnentsiv D No NPAMORA arrNiTUHALWK, HO He obHapyxueaeT D Yiknetku. toT
peareHT MoxeT oBHapyxnsath D' u uactuunbie D 8 daze IAT.

- XPAHEHUE :

He samopawvearb. ®nakoHbl C peareHTamu CneayeTr XpawuTe npu Tewmneparype
2 - 8°C. nuTensHoe xpaHeHWe Npu TEMNEPaType BHE YKa3aHHOro AnanaloHa Moxet
NPHUBECTH K YCKOPEHHOW NOTEPE PEaKLUMOHHOW BKTUBHOCTU peareqTa.

 MCCTIEAYEMbI/ MATEPHAN
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“Location: Moldova

MoryT ucnons3oBatecs 00pasubl ﬁ%&%ﬁﬁm@ﬁ%@ﬁ%mm ¥
HaTtpus), Tak u 6es aHTUKoarynaHTa: (! bl 8d7b we obpasubl

O6pa3upl ¢ EDTA Uni umTpatoM A0MXKHb GbiTh NPOTECTUPOBAHD! B TEYEHUE 48 Yacos.
O6pa3upi, cobpanHbie ¢ ACD, CPD wnu CPDA-1 MoryT 6biTh NpOTECTMPOBaHLI B
Tevenne 35 gHel co AHA 3aGopa kposw. Bee o6pasybl KpoBM CreayeT NpoMbIBaThL He
MeHee /Byx pa3 o npoBeAeHuA TecrtuposaHus. OBpasubl C BLICOKOW CTeneHbio
rEMon13a He NCnonb3esath, T.K. MOXHO NONYYUTL HE AOCTOBEPHbIE pe3ynbTarsl, Ecnmn
ofpasubl He WCCneaylTcA HEMEANEHHO, WX ChneAyeT XpaWuTb Npu Temnepatype
2.8°C

PEKOMEHOALIUK : mola :
1.) PekoMeHAyeTCA WCNons3oeaTe MNONOXKWTENbHbIA (B wWgeane Ryr knetkn) u
OTpULATeNbHbIA (B MAeAne IT KNeTKM) KOHTPONU W PEaKTUB OTPWLATENLHOTO KOHTPONs
peaxkTuBa napannenbHo C Kaxaon TecTupyemon cepuein obpasyos. MicneiTauvs gomkHbl
GbITe  NpU3HAHLI HEAGUCTBUTENbHLIMU, ©CNM KOHTPONU HE NOKAa3anu OMXvAaemblx
pesynsTaTos

2.) Npu paboTte ¢ IPATPOLMTAMN NAUMEHTA BaXHO, YTOBLI B peakuuio Bbin BKNKOYEH
OTPULITENbHbIM KOHTDONb, TaK Kak BbICOKOMONEKYNAPHLIE MOTEHUMATopLl peareHTa
MOryT Bbi3bIBATE NOKHONONOXKMTENLHLIE PEAKLUWK C KNeTKaMW, NoKpbITeix |gG, Hanpumep
B cnyyasx AIHA unun HDN.

3.) Tectmposate ofpasusl ana onpeaenenus kateropum DY Tonbko HenpaMbiM
Antiglobulin n Kymbc DiaMed-ID meToaamu.

4. O6pasubl kpoBW C cnaGoBbipaXeHHLIM WNK 4YacTUYHbiM D, Npu TECTUPOBaHMM
METOAAMU C UCNONB30BAHUEM CNAaNA0s, MUKPOTUTPOBANLHLIX NNAHLLET UMW renb kapT
nnoxo obHapyxusawTca. KenatenbHo, 4Tobbl AaHHbie npobbl GbiiM  NOBTOPHO
npoBepeHsl ¢ MCNonb3oeaHueM NPobuposHOra MeToaa.

5.) Metog aHTurnobynMHoBOro Tecta MOXeT paccMaTpuBaThCA TONbKO B Cryvae, ecnu
BCE HEeraTMBHbIE@ TecTbl pearvpyloT nonoxutensHo ¢ IgG ceHcubUnUaMpoBaHHLIMK
3PUTPOLUTAMM.

6.) Mo pekoMeHAOBAHHOW TexHonorMM oAuH obbeMm cocTaenseT okono 50 mkn npw
YCNOBUKM MCNONb30BaHUS NUNeTkM dnakoxa Ha 10mn.

7.) PaBota ¢ peareHtamu M WUHTEPNPETaUMA pPe3ynbTarToB ACMKHbI NPOBOAMTLCH
cneynanbHo oBydeHHbIM W KBANWMWLMPOBEHHLIM NEPCOHANOM B COOTBETCTBMM C
TpeboBaHMAMU TOW CTPaHbI, B KOTOPON PEareHTbl B UCNONb3YITCA

8.) [onb3osatens JOMKEH ONPEAENWTE NPUIOAHOCTE AA8HHLIX peareHToB AnA
MCNONb30BAHWUA APYIMMI METOAEMW.

HEOBXOAUMBIE PEATEHTEI U MATEPUANGI

Anti-human rno6ynuHoBbIA peareHT umu AHTr-IgG

Manoyku Ansa nepemewwnauuﬂ

ABTOMaTUYECKUA CUMTLIBATENb (reader) NnacTuHel

MNpomeiBaTens knetok (washer) Ana meToaa no Kymbey

DiaMed ID-kaptsi (LISS / Kym6c)

DiaMed ID-kapTsl (OBb14HbIE)

DiaMed ID-ueHTpudyra

DiaMed ID-pa3basurens: Hanpumep |D-Cellstab

DiaMed ID-uHkybatop ¢ Temnepatypom 4o 37°C+2°C

[peameTHele CTEKNa ANA MUKpOCKona

Mpobupku creknsiHkbie (10 X 75 MM uKn 12 x 75 mm)

1gG ceHCHDMNM3NPOBEHHBIE 3PUTPOLUNTLI

MwukponnaHsiueTHan yeHTpudyra

Opro BioVue Cucremibie Kaccetol (CIM/ Kym6ce)

Opro BioVue Cucremibie KacceTsl (OBbiuHbIe)

Oprto BioVue cucremHan LieHTpudpyra

Opro BioVue cucTeMHbIW HarpeeaTteniHeIi 6nok ¢ Temnepartypoit 40 37°C+2° C
Opto 0,8% Red Cell PasbaButens

MwukponnateuHblii wWeikep

« +3abycbeperHsii doccpaTom uanono ruyecknin pacteop (PBS): NaCl0,9%, pH 7,0 &
02npu22°C+1°C

« [MonoxuTensHuiv (B naeane rpynnaR,r) n oTpuyaTensHbii (Tpynna m) KOHTpPOnbHbIE
IPUTPOLMTDI

+ Lentpudyxtbie npobupku.

+ MnaHweTel ¢ «U»obpasHbim AHOM

¢ [lMneTtku ¢ nepemeHHbiM 00LEMOM.

« Boasxan Daks unn nHkyGaTop ¢ Temnepatypoi o 37°C+2°
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PEKOMEHOYEMBIE TEXHONOIMW

A. Meroa B npobupke:

1. MpuroToBbTE 2-3% CYCNeH3MIO OTMbITbIX (PUINONOTMYECKUM PacTBOPOM
3pUTPOLMTOB

2. MNomecTtuTe B MapkvpoBaHHylo npobupky: 1 obbem Dialab Anti-D (IgM / 1gG) pearexta
¥ 1 06beM TECTMPYEMOI IPUTPOLMTAPHOM KNETOUHOW cycneHann (1:1) .

3. TujaTensHo nepeMelanTe i UeHTpuddyripyinTe Bce npofupkn B TeyeHne 20 cekyHA
npv 1000 o6opoTax uan ¢ anbTEPHaTUBHON CMNOA U BPEMEHEM.

4. AKKypaTHo BO3bMUTE KanMio 3puTPOLMTAPHON CYCNEH3MU M MUKPOCKONMHECKN OLEHMW-
TE€ Hanu4yue arrniTuHaunm.

5. MpoBupku, KOTOPLIE NOKA3LIBAKT OTPWUATENbHLIA UNU COMHUTENbHBIA pe3yneTart,
(KoTOpbIA MOXeT ObiTe MHTEPNPUTUPOBEH Kak DY wnm cnabeid D), , HeoBxopumo
MHKyGUpoBaTL B TeHenne 15 MUHYT Npy KOMHATHOW TemMnepaType.

6. Mocne nHkyGauum, nosTopuUTe Wwarn 4 u 5.

B. DiaMed-ID mukpometos

1. NoarotossTe 0,8% CyCNeH3n0 OTMbITBIX apuTpoynToR B ID-paibasutenem.

2. B HeobBxoguMoM konuyectse mukponpoBupok — yaanute  ponbry no mepe
HeoBxoaMMOCTH. . .
3. B cooTBeTcTBylOWylc Mukponpobupky: BHecTw 50 MKn TECTUpPYeMOW KNeTo4HoW
cycneHaun u 25 mkn Dialab Antu-D (IgM / 1gG) pearenTa

4. Lientpudyrupyite DiaMedgel kapTbl B ueHTPudyre.

YMTANTE MUKPOCKONWYECKK Hanuuue arrnioTuHauum.
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2. Ypanute anioMUHNesyio honbry U3 peakuMoHHbIX KaMep no Mepe HeoBXoaMMOCTH.

3. BHecuTe B COOTBETCTBYILLYID  peakuuoHHyo  kamepy: 50 wmkn CyCrneHaun
TeCTUpyemblx apUTpoLMTOB M 40 Mkn Dialab ANTI-D (IgM/IgG) pearenTa.

4. Uentpudpyrvpyiite kaccety (bi) 8 OpTo BioVue uentpucyre.

5. CuutaiTe MUKPOCKONWYECKKM HANMYME AITMIOTUHALMN.

D. Mertog TecTupoBaHua B MUKponnare ¢ “U” sueikamu

1. Mpurotosbte 2-3% CYCNEH3NIO OTMbITBIX IPWUTPOLMTOB  (PHINOMOTMHECKAM
pacTBopom..

2. B kamayo A4eiKy MHKPONNAaHLLETb BHECTW COOTBETCTBEHHO: 1 06béM Dialab AHTH-D
(IgM /1gG) pearenta 1 1 06bém cycnensum aputpoumTos (1:1).

3. TwatensHo nepemeLUaiiTe, )enaTenbHo C MCNONL3OBAHUEM LUEKepa, BO M3GexaHue
Cross- KOHTaMUHALK.

4. VHKyGMpyiATe Npu KOMHATHOW TeMnepaType B TeueHue 15 MuHyT.

LN Lleurpumympyﬁre MUKpONnaHweTty B TevyeHne 1 MuHyTbl Nnpu 140 obopoTax unu c
NOAXOARLER anbTepHATUBOW BPEMEHM W CHNbI.

6. OcTopoXHO pecycneHaupyiiTe CrycTKM KNeTOK MCMOMNb3yA MAKPONIEHWETHBIA Leikep
C NPOTrPaMMHbLIM YNpaBneHnem

7. CuuraiiTe MWKPOCKOMMHMECKM HaNW4Me arrnKTuHaLMm
aBTOMAaTMYECKOro CYUTLIBATENA.

8. NMiobble cnabbie peakunn cneayeT NOBTOPHTL C NOMOLLbIO NpoBupoyHoro metoaa 1

wnu C noATBERXKAEHUEM

E. Mertop TecTHpOBaHWA Ha cnainge

1. NpurotoBbTe 35-45 %-HYI0 CYCNEH3UK TECTMPYEMbIX 3PUTPOLUMTOB B CbIBOPOTKE,
nnasme Unu UIMoNOrM4eckomM pacTeope,

2. Hanecute Ha mapkuposaHHoe cTekno: 1 obwem [uanab Antu-D (IgM/ IgG)pearerTta
1 1 06bem TeCTMpyeMOii KNeTouHOi cycneHaun (1:1).

3. Ucnonb3aysa YuCTbiA annnnkaTop, CMeLLaiTe peareHT 1 KNeTkn Ha nnowaan 20x40mMm.
4. MeAneHHO HaKNOHARA, CKONb3ALWMMW ABWKEHWUAMW Ha3aj W Bnepej nokadusaiTte
crekno B Tedenne 30 cekyrg, obujee BpeMsa NepeMelLMBaHUA COCTaBNAET 2 MUHYTHI,
COXpaHAs Cnainj Npu KOMHaTHOW Temneparype.

5. Cuuralte MMKPOCKONWYECKM 4Yepes 2 MWHYTbl Haa PACCEAHHbIM - CBETOM
arrniTUHaUMK, He NyTas pUBPUHOBLIE BONOKHA C arrnTuHalLMen

6. Niobbie cnabble peakynn A0MmKHbI BbiTe NOBTOPEHLI NPOGUPOYHLIM METoA0M 1.

TEPMPUTALIAS PE3YIETATOB UCCNEROBAHUS

1. MonoxuTenbHbIH pe3ynbTaT: arrnNioTUHALMA UCNbITYEMbIX 3PUTPOLNTOR ABNAETCA
nokasarenem nonoxuTensHoro pBJyJ’IhTHTa Tecra, u C y4eTom urpannuenuﬁ, NPUHATBIX
(onucaHHbIX) B Npoueaype, CBUAETENLCTBYET 0 Hanuuun D aHTurena Ha TecTUpyeMblx
BpUTPOLMTAX.

2. OtpuuatenbHbid  pesynbtat:  OTCyTCTBME  arrMKOTUHALMM  UCCNEAYEMbIX
3pUTPOLMTOB ABNAETCA nokalatenem OTPULAETENbHOrO pesynbrata TecTa, C YYeToM
OrpaHWueHuid, NPUHATLIX (ONUCaHHbIX) B MNpoueAype W ykasbiBaeT Ha oTcyTcTeue D
AHTUreHa Ha UCNbITYEMbIX 3PUTPOLMTAX.

3. PeaynbTaTthl UCCNEAOBAHWIA, A€ SNEMEHTLI, arrNKTUHMPYKTCA NPU UCMONL30BAHMK
peareHTa OTPULATENLHOIO KOHTPOMA AOMKHbI ObiTh MCKMIOYEHbI, TAK Kak arrmioTMHauWa,
ckopee Bcero, ofycnoBneHa 3tekToM MakpOMONeKyNAPHLIX YCUNUTENEN pearenTa Ha
CeHCUBMNNINPOBAHHbBIX KNETKaX.

bHOCThL PEAI"EHTOB

i Cuuraitte Bce peayana'rbi B nNpobupke W Ha MUKponnaHwerte cpasy
nocne UeHTpUdyruposanng.
2. BbinonHuTe aTanel NpoMbiBaHWA Ge3 nepepbiBa, UEHTpUdyrupyiTe M
cuuTbiBaWTe pesynbTaTel cpasy nocne aobasneHwa aHTU-YeNOBEYECKoro
rnoBynuHa, NOCcKONbKY 3afepika MOXET NPUBECTU K AUCCOLMALIMM KOMNIIEKCOB
aHTUreH-aHTMTenNno, 4YTO NPUBEAET K NOXHOOTpUUATenbHbiM unW  cnabo
NONOXUTENbHBIM PeaKkLnAM
3. Cnaiig TecTel fOMKHbI BbITb WHTEPNPETWPOBAHEI B TEYEHWE ABYX MUHYT,
yTobbl 06ecnednTs cneunduyHoCcTs U Bo WabexaHue BO3IMOMXHOCTW NONYYEHUR
HenpasWNbHOro pesynbTaTa, KOTOPbIA MOXeT ObiTh WHTEPNpeTWpoBaH Kak
NONOXMTENbHBIA B CNEACTBWE BbICbIXAHMA peareHTa
3. CneayeT nposBNATb OCTOPOXHOCTE B WMHTEPNpPETaLnu pPe3ynbTaTos
TEeCTUPOBAHUA NPOBEAEHHBIX B APYIMX TEMNEPATYPHbIX PEXNMAEX, OTNINYHbIX OT
PEKOMEHAOBAHHbIX.

b Anit-D (IgM 1‘ lgG) He noaxoauT AnA paboTbl ¢ KnNeTkamu,
KOTOpbie Bbinn noaeeprHyTel oGpaboTke hepmMeHTOM, UNK KNeTkW, koTopae Bbinu
cycneHaupoBaHbl B LISS.

2. nuTtenbHo xpaHsawmuecs obpasubl KpoBU MoryT aaTh Bonee cnaboie peakyun,
Jem ceexue obpaslisl.

3. JoxHoe cpabartbiBaHWe arrnoTUHALMKM MOXET paccMmaTpueaTeCs  npw
TecTupoBaHuK IgG ceHCMBUNU3NPOBaHHbIX KNETOK.

4. [IOXKHONONOXMTENbBHbIE UMK NOXHOOTPULATENbHBLIE Pe3ynbTaTbl MOTYT TaKMe
BO3HUKHYTb M3-3a

- 3arpAsHeHun UCNLITyeMoro matepuana

- HenpaBunbHOro xpaHeHus, HENPaBMNbHOW KOHLUEHTPauuW KNETOK, BPEMEHM
WHKyGauuu unu TemnepaTypsl

- HenpasunbHOro UNKU Ype3MepPHOro LeHTPUdYrupoBaHus

- OTKNOHEHWA OT PEKOMEH/AYEMBbIX METOA,0B.

ELIMPUYECKWUE TPEBOBAHUA

1.0nucaHne BCEX peareHTOB W NMpoueayp ykasawHo B8 paspene PEKOMEHAYEMBbIE
TEXHONOrnu

2. MNepea BoinyckoM, Kaxaana naptua Dialab pearentos aHtu-D (IgM / 1gG) npoxoaat
nposepky cooteercTeylowmmn PEKOMEHOYEMbBIMKW  TEXHONOMMAMK  npotue
NaHenu AaHTUreH-NONOMKMTENbHBIX 3PUTPOLMTOB, 4TOObI cBecrieunts NOAXOARLIYKO
PeaKLMOHHYI0 CNOCOBHOCTL.

3. Peareutsl rpynnGi Anti-D ans D crpynnupoBaHHbIX NEUWEHTOB HE AOMKHbI
pearupoBatb ¢ D" kneTkamu, Npu UCNONb30BaHWKN PEKOMEHAYEMbIX METO/0B.
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Mocnegyloume UccnenoBaHua ANA OTPHUUATENbHBIX PE3YNbTATOB C WMCMONL3OBAHMEM
NpoUeAypbl AHTUINOBYNMHOBOMO TECTa He peKoMeHayeTca

4 CneunduyHOCTL UCXOAHBIX MOHOKIIOHANbHBIX aHTUTEN NPOAEMOHCTPUPOBaHA C
MCNONb30BAHWEM NaHeNn aHTUreH-HeraTUBHbIX KNETOK.

5. AKTMBHOCTb peareHTOB 6biNa NPOTECTMPOBEHA NPOTHME HWKE NPUBEASHHBIX
pedepeHCHbIX CTAHAEPTOB (3TANOHOB) C MUHUMANLHOW AKTUBHOCTBIO, NONYyYeHHbIX U3
HauyuoHaneHoro nHCTUTyTa Bruonorinyeckmx ctangapTos U kouTpona (NIBSC):

- Antn-D atanoH 99/836

6. KoHrponb kayecTBa peareHTOB NPOBOJUNM C WCNONL3OBAHWEM 3PUTPOLMTOB,
koTopble  ObinM  ABAXALI  NPOMBbITHI  (PUIMONOTMYECKUM  PAcTBOpPOM  nepej
WCNONL3IOBAHWEM,

7. MpPON3BOACTBO pEAreHToB NPOWIBOAWTCA B COOTBETCTBMM C PEKOMEHAAUMAMM,
gopqpmamwncn B nocneaHem eoinycke Guidelines for the UK Blood Transfusions
ervices

OTBETCTBEHHOCTb

1. Monb3oBaTENb HECET OTBETCTBEHHOCTE 3a BLINONHEHUE TecTa moﬁbx APY
cnocobamu, kpome Tex, KoTopele ynomaAHyTsl & PEKOMEHOYEMBIX TEXHonOrHﬂx
2. Nobbie otknonenns ot PEKOMEHAYEMbIX TEXHONOMMIA 4omkHbl BbiTe
NpoBEPEeHb! Nepe/i HCNoNb3oBaHUeM

MEPBI MPEAOCTOPOKHOCTH

1. PearenTbl NpeaHasHaveHbl TONLKO ANS in Vilro AMarHoCTHKK.
2. Ecnu nakoH c peareHTOM WMEeT TpewHbl WNKW NPOTEYKW, COAEpXUMOoe
HEMEeANEHHO HYXHO YTUNW3WpOoBaTh.

3. He ucnonbayiTe peareHTbl C UCTEKLUMM CPOKOM rOAHOCTH (CM 3aTHKeTKe dhnakoHa)

4. He ucnone3ayiTe peareHThl, €CNKU BO (iNakoHe NPUCYTCTBYeT 0CAA0K.

5. Mpu paGoTte c peareHTaMu HEOBXOAMMO WMETb 3ALUMUTHYIO OAexay (naBopaTopHbii
XanaT) 1 0JHOpa3oBble NepYyaTku.

6. [InA cHWKeHWA Guo-Harpyaku peareHTbl GbinWM nponylueHsl Yepes UNbTPLl, Nopbl
koTopbix cocTasnanu 0,2 mkMm. locne BCKpeITMA chnakoHa, peareHT crabunex ao
WCTEYEHMA CPOKA FOAKOCTU, YKA3GHHOIO Ha 3TUKETKE, ECNW HET 3aMETHOTO MOMYTHEHWS,
KOTOPOE MOXET YKadbi3aTb Ha NOPYY PEareHToB UK 3arpA3HEHME.

7. Perentol cogepxar <0,1% aauga Hatpua. A3ng HaTpua MoxeT ObiTh TOKCHYHBIM NpU
KOHTaMUHaUMu U MOXeT pearnpoBatb CO CBUHLOM W MEALIO, Uﬁpa.’iyﬂ B3phIBODE'IBCHbI€
d3niibl METannos. B Cny4yae pa3nvea CMbITb Gonbmmu oGsemamu BOAbI.

8. Matepwarsbl, Wcnonbayembie ANA W3roTOBNEHWA peareHTta, ObinM MCNbiTaHbl Ha
Hanudue aHTTen kK BAY 1 + 2 w awturen k Bupycy renatuta B n npu3HaHsl
OTpULIaTeNbHEIMK,

9. Hu 0AMH 13 W3IBECTHLIX TECTOB HE MOXET rapaHTUpoBaTh, Y4TO NPOAYKTLI, NONYYEHHbIE
M3 YEMNOBEYECKMX MMM KMBOTHBIX WMCTOMHWKOB, He ABNAKOTCA WHMOUUWMPOBAHHLIMW.
Heobxoaumo cobniaats OCTOPOXHOCTE B MCNONb3OBaHWM Kawioro nakoHa u ero
COAEpPXUMOro.

YTUNU3ALUKUA PEATEHTOB

Ana nonyyenns wHpopmauun o6 yTunuaaumn u ob3sapaxueannu pearenta cMoTpuTe
cait Material Safety Data Sheets, pocTynHbii no sanpocy

NNTEPATYPA

1. Kholer G, Milstein C. Continuous culture of fused cells secreting antibody of
predefined specificity. Nature 1975; 256, 495-497.

2. Race RR, Sanger R. Blood Groups in Man, 6th Edition. Blackwell Scientific, Oxford
1975; Chapter 2

3. Issitt PD. Applied Blood Group Serology, 3rd Edition, Montgomery Scientific, Miami,
1985, Chapter 10.

4. Mollison PL. Blood Transfusion in Clinical Medicine, 8th Edition, Oxford, Blackwell
Scientific Publications, 1987; Chapter 7.

5. Tippett P. Sub-divisions of the Rh (D) antigen. Medical, Laboratory Science 1988, 45,
88-93

6. Thompson KM, Hughes-Jones NC. Production and characteristics of monoclonal
anti-Rh. Bailliere's Clinical Haematology 1990; April

7. Jones J, Scott ML, Voak D. Monoclonal anti-D specificity and Rh D structure: criteria
for selection of monoclenal anti-D reagents for routine typing of patients and donors.
Transfusion Medicine 1995, 5, 171-184

8. Guidelines for the Blood Transfusion Service in the United Kingdom. H.M.S.0.
Current Edition.

9. British Committee for Standards in Haematology, Blood Transfusion Task Force.
Recommendations for evaluation, validation and implementation of new techniques for
blood grouping, antibody screening and cross matching. Transfusion Medicine, 1995, 5,
145-150.

TABLE OF SYMBOLS

LOT

Batch Number In-vitro Diagnostic

e 4

Expiry Date Store At

Ferl o

Reference Nr.

Caontent

Page 4 of 2




	Scan_0_0001
	Scan_0_0002

		2019-11-02T14:04:07+0200
	Moldova
	MoldSign Signature




