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YTBEPXIEHBI

[IocTaHoBJICHUEM [ IpaBUTEIBLCTBA
Poccurickon ®Penepauuu

oT 31 nexabps 2010 r. Ne 1230

IIpaBH/1a H METOABI HCCJIEJOBAHHH M IPaBHJIa 0TOOpa 00pa3noB
JOHOPCKOH KPOBH, HEO0X0AHMBIE JJIS NPHMEHEHHS H HCIIOJIHEHHU S
TeXHHYECKOro perjiaMeHTa o TpedoBaHusax 0€30IMacHOCTH KPOBH, €€

NPOAYKTOB, KPOBE3aMeIlaKIIHX PACTBOPOB H TEXHHYECKHX CPeACTB,
MCI0JIb3yE€MbIX B TPAHCPY3HOHHO-HHQPY3HOHHOH TepPaluu

1. Hactosmumii  DOKYMEHT yCTaHaBIMBaeT TpaBujia H  METOJBI
MCCJICIOBAHUM U IpaBuiia oTOOpa o0pa3lioB JOHOPCKOH KPOBH, HEOOXOIHUMEIE
IV TNIPUMEHEHUS W HCIOJIHEHUS TEXHWYECKOrO perjiamMeHTa O TpeOOBaHMAX
0€30MacHOCTH KPOBH, €€ IPOAYKTOB, KpOBE3aMEIIAIOUUX pPacTBOPOB
M TEXHUYECKUX CpPEACTB, WUCIOJB3YEMBIX B TpaHCPY3HOHHO-UH(DY3HOHHOH
TepalNuu, YTBEPXKIECHHOro ImnoctaHoBileHueM |lpaBsutrensctBa Poccuiickon
Denepaunu ot 26 suBaps 2010 r. Ne 29,

2. B HacTos11e€e BpeMs KJIMHHUYECKH 3HAYUMBIMU ITPH NEPEIMBAaHUN KPOBH
M €€ KOMIIOHEHTOB ABJISIOTCSA I'PYNIILI KPOBH 10 CIECAYIOLMM CUCTEMAM:

cucreMa ABO, Bkiroyaroias autureHsl A, B;

cucreMa Pe3syc, Bkirovaromias antureH Pesyc-npuHaniexHocTy kinacca D
M aHTHUTeHbI SpuTpouuToB C, ¢, E, €;

cucteMa Keul, BKIIIOYaroIas aHTUIE€Hbl SpUTPOLIMTOB Kiacca K.

B HopMe y uYenoBeka MOIYT IPUCYTCTBOBAaTh YKa3aHHBICE AHTUICHBI
U aHTHTEJa K aHTureHaMm cucreMsl ABO.

[lepenuBanue KpoBU ¥ (MJIM) €€ KOMIIOHEHTOB, a TaKXke OepeMEeHHOCTH
MOTYT CIIOCOOCTBOBATh IMOSIBJICHUIO aHTUIPUTPOLUTAPHBIX alJIOAHTUTE!L.

3. TpeboBanuss  Oe30mMaCHOCTH  KpPOBM U €€ KOMIIOHEHTOB
peayCMaTpUBalOT NPOBEACHUE HCCIeA0BaHUN 00pa3lioB JOHOPCKON KPOBH 11J1s
onpeneneHus rpynn kpoBd 1o cucremaM ABO, Pesyc-npuHaIIEKHOCTH,
a TakKe JJI9 oIpeleleHus (EHOTHIIA aHTHMI€HOB J3PHUTPOILUTOB MO CHCTEMaM
Pe3yc v Ken ¥ CKpUHUHTAa aHTUIPUTPOLIUTAPHBIX aJlJIOAHTUTEIL.



4. B uenax obecriedyeHus coOmoaeHUs TpeOOBaHUM O€30MaCHOCTH KPOBH
H ee KOMIIOHEHTOB HEOOXOJUMO UCIIOJIb30BATh CISAYIOLIAE UMMYHOJIOrHYECKHE
METO/BI:

a) MeTOJZl arrlOTHHALlMK, OCHOBAHHBIM Ha CJIMIIAHUM M BBINAJACHUH
B OCaJIOK 4acTUL (armilOTHHATOB), KOPNYCKYJSPHOrOo AaHTHUI€HAa IIOJ
BO3JEHCTBHEM AHTUTEN (arrjIlOTHHUHOB), - HCIOJB3YETCS s OnNpenelieHHs
rpynnn KpoBd 1o cucremMam AB(Q, Pesyc-nmpuHaginexxXHOCTH M (¢eHOoTHUna
AHTUI'€HOB J3PUTPOLIMTOB IO cucreMaM Pe3yc m Kemn, uccinenoBaHue MoXeT
NPOBOJAUTHECS KaK PYYHBIM CITOCOOOM (HaHECEHHE pearecHTOB U 00pa3loB KPOBH
Ha IUIOCKYI0 [IOBEPXHOCTb), TaK H C NpPUMEHEHHEM J1aOOpaTOPHOTIO
obopynoBaHusi (BHECEHHE peareHTOB M 00pa3slOB KpPOBH B  Tellb,
B MUKPOILIAHLIETHI, B  MHKpPOIUIAHILIETEI C  MarHUTU3UPOBAaHHBIMH
IPUTPOLIUTAMH, @ TAK)XKE B KOJIOHKH HAa CTEKJIIHHBIX MHUKpocdepax);

0) MeToZ reMarrIroOTUHaAIUH, OCHOBAHHLIN HAa CIIOCOOHOCTH 3PUTPOLIMTOB
C aacopOMpOBaHHBIMH aHTUI€HAaMH WJIM AaHTUTEJIAaMHM arriiloTUHHUPOBATHCS
B MPUCYTCTBUH I'OMOJIOTHYHBIX CHIBOPOTOK HUJIM COOTBETCTBYIOIIMX AHTHUI'€HOB C
oOpa3oBaHUEM TI'E€MArTJIIOTUHATOB, - MCHONB3YETCSs MJId  OmpeaeeHUS
Pe3yc-mpuHaaieXXHOCTH, (DEHOTUNA aHTHUT€HOB SPHUTPOLIMTOB IO CHCTEMaM
Pe3zyc n Kemn, CKpHHHUHTa aHTHIPUTPOLUUTAPHBIX AJJIOAHTUTEJ, UCCIICIOBAHUE
IIPOBOAUTCS B IPOOHUpPKaAX C TNOMOIIBK UEHTPUPYTHPOBAHHUSA, a TaKXe
C NpUMEHEeHHEeM J1abopatopHoro o0opynoBaHus (BHECEHHE pPEareHTOB H
oOpa3slioB KpOBU B TIejlb, B MHUKPOIUIAHIIETH, B MHKPOIUIAHIUETH C
MarHUTU3UPOBAHHBIMM JPUTPOLIMTAMH, a TakKX€ B KOJIOHKH Ha CTEKJISHHBIX
MHKpocdepax).

5. B nensax obecriedeHUs coOMoaeHUA TpeOOBaHUN 0€30MacHOCTH KPOBH
M €€ KOMIIOHEHTOB HeOoOXOAMMO IIPUMEHATh CIEAYIOIUE IpaBHja
HCCIIEIOBaHUS I'PYIII KPOBH:

a) oInpeesieHue rpymnIsl KpoBu no cucreme ABO:

rpynna KpoBu o cucteme ABO onpenensieTcs nepes KaxbiM B3STHEM Y
JIOHOpa KpOBH HMJIM €€ KOMIIOHEHTOB (Hajiee - JOHAaLUsA) C HCIIOJIb30BaHUEM
MOHOKJIOHQJIbHBIX aHTHUTEN CHEUU(PUYHOCTU aHTU-A, aHTH-B OaHOH cepum
PEaKTHUBOB;

[MOBTOPHOE OIlpeesieHue rpynibl KpoBH 1o cucteme ABO npoBogutcs us
obpa3nia JOHOPCKOM KpOBH, B3SATOr0O BO BpeMS JOHALMH IE€PEKPECTHBIM
criocoOOM CO CTaHAAPTHBIMHU PUTpOLUTAMU A, B;

JIOITyCKaeTCs OIlpejiesieHue rpynnbl KpoBH no cucremMe ABO B oOpasnax
KPOBH JIOHOPOB IJ1a3Mbl 0€3 HCIOJIb30BaHUS CTAHJAAPTHBIX 3PUTPOLIUTOB, €CIH
paHee rpynna KpoBH 1o cucreme ABO onpenenena apaxasl Ha o0pa3lax KpoBH



KaXXZIO0ro JOHOpa OT pa3HBIX JOHALMA C HCIOJB30BAHUEM IIEPEKPECTHOIO
criocoba MCCEeI0BaHUS CO CTaHAAPTHBIMH 3PHUTPOLINTAMHU;

B KaXIYIO CEpPHI0 HMCCIEIOBAHMM BKIIOYAIOTCH 'MOJOXXHTEJIBHBIN"
1 "OTpHLATEeNbHBIN KOHTPOJBHBIE 00pa3usl (3puTpouuThl A, B, 0 1 nna3sma
C aHTHTEJIaMHM CIIEUMPUIHOCTH aHTH-A, aHTH-B);

B CJIy4ae PacXOXXAEHHUS pe3yJIbTaTOB MPSIMOro U 0OpaTHOrO OmnpeaeIeHus
(BBISIBJICHHE J3KCTpAarrjflOTUHUHA aHTH-A;), a TakXe MHpH OClIabJIeHHH CHIIbI
peaKlMH AarrjIlOTUHAlLlM¥ MNpPU BBIABJICHUM AaHTUreHa A 11 JUarHOCTUKHU
MOArPYINbl aHTUTEHA A HUCIIONB3YIOT PEaKTUB aHTU-A;

BBISIBJICHUE JKCTPaarrIlOTUHUHA aHTHU-A| ABISIETCS OCHOBAaHHEM 3allpeTa
HCIIOJIL30BaHHUsI KOMIIOHEHTOB KPOBH IS JIEUCOHBIX LIEJIEH;

6) onpenenieHUe rpynIel KpOBH 1o cucreMe Pesyc:

Pe3syc-nipuHAAIE)KHOCTE OIPEHENAECTCS HAIUYUEM HIA OTCYTCTBHUEM
aHTHreHa D, BBIABIAEMOro INpU HCCIEAOBaHUM OOpasua JOHOPCKOM KpPOBH,
B3ATOr0 BO BpEMs JOHAILUH;

Pe3yc-npUHaJIEXKHOCTh YCTAHABIMBAETCA KaK IOJOXUTENbHAg IIpH
HAJIMYMHK aHTHIreHa D ¥ Kak oTpULaTeNibHas [IpU OTCYTCTBUM aHTUreHa D;

onpeaejeHne cnaOblx BapwaHToB aHtureHa D (D7) sBnsgercs
00s3aTeNbHBIM (JIOHOPBI, MMerompe cnabpiii wiM yacTHIHBId anTureH D (DY)
cuutaroTcs Pe3yc (D)-onoXUTENbHEIMHU);

TUNHpOBaHHE aHTUreHoB sputpouutoB C, ¢, E, e cucremer Pesyc
gBisieTcsl 00s3aTeNbHBIM M TPOM3BOJMTCH JBaXAbl Ha oOpasnax KpoOBU
Ka)XXZIoro JOHOpa OT pPa3HBIX JOHAUUH Pa3IHYHBIMH CEPHUSAMH THIIHPYHOIIHUX
peareHTOB WM pa3siu4YHBIMM MeroAaMmu. lIpu coBnageHun pe3ynbTaToB
(EeHOTHUN HOHOpA CUMTAETCHA YCTAHOBJIEHHBIM H MPH MOCIECAYIOMMX JOHAIHUAX
HE onpenelisieTcs;

B KaXIYIO CEPHI0 HCCIEHOBAaHUM BKIIOYAIOTCS 'TIOJNIOXKHUTENbHBIA H
"orpunaTenbHeIi" KOHTpoIH (3putpouuThl D- 1 D+, C- u C+, E- n E+, et+ 1 e-,
ct M c-).

6. B nenax obecneueHns coOmoaeHus TpeOoOBaHUN 0€30MacHOCTU KPOBH
1 ee KOMIIOHEHTOB HEOOX0UMO MPUMEHSATh TaKXe€ CJIEAYIOLIUE ITpaBUIa:

a) IIpaBUJia OIpeiesieHUs1 aHTUreHa 3putpounTos K cucremsr Ker:

HCCIIEAYETCS Y KaXAOro AOHOpa ABYKPATHO BO BPEMs pa3HBIX HOHAIIUU
pa3IMYHLIMU CEPUSIMU TUIIHPYIOIIUX PEAreHTOB UIIH Pa3INYHBIMU METOIAMH;

Ipd  COBHNAJACHUM  pe3yiabTaToB  K-NPUHAJIEKHOCTH  CUHTACTCH
YCTaHOBJIEHHOW Y MPH NMOCIEAYIOIIUX JOHALMAX HE ONIPEHEIACTC;

B KaXIYIO CEPHMI0O HMCCIEIOBAaHMN BKJIIOYAIOTCS 'TIOJIOXKUTEJIBHBIN"
1 "oTpHUATENbHBIA" KOHTPOJIH (3puTpouuThl K- 11 K+);
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0) mpaBujia CKPUHUHIAa QHTHUIPUTPOLMTAPHBIX AJJIOAHTUTEN JOHOPCKOH
KPOBM:

CKPHHUHI AHTUIPUTPOLMTAPHBIX aJUIOAHTUTE] JOHOPCKOH KpPOBH
MPOBOJUTCA Yy MY)XYMH M JKCHIUUH IIPU KaXIOM JOHAIlMM HE3aBHCHMO OT
rpynibl kpoBH cucteMbl ABO u Pesyc (D)-npruHamiexxHOCTH;

MNP CKPUHUHIE AHTUTEN BBUBJISAIOT KJIMHUYECKH 3HAYMMEIE aHTHUTENa
C HCIOJIb30BAaHUEM IIaHENIM CTaHJAApPTHBIX 3PUTPOLIMTOB, COCTOSLICH HE MEHee
yeM M3 3 BHAOB KJIETOK, THUIIMPOBAHHBIX II0 BCEM KIHHHUYECKH 3HAYMMBIM
AHTUI'€HaM;

He IOITyCKaeTCs IpUMEHEHHEe CMeCH (myna) oOpa3loB 3PUTPOLUTOB AJIs
CKPHHHHIa aHTU3PUTPOLUTAPHEIX aJNIOAHTUTE,;

CIIELIA(PUYHOCTE AHTUTE] K AHTUI€HAM JPUTPOLUTOB YCTAHABJIUBAECTCH
C HJACHTH(QHUKALIMOHHON [MaHEeNbl0, cocTosue He MeHee 4yeM H3 10 oOpasuos
(GEeHOTUTMPOBAHHBIX SPHUTPOLIUTOB;

BBISIBICHHE AHTUIPUTPOLMUTAPHBIX aJlJIOAHTUTE]l SBJISAETCS OCHOBAHUEM
1715 3allpeTa UCMOJIb30BAaHUA KPOBH U €€ KOMIIOHEHTOB B JICUEOHBIX LIEJAX;

B KaXIYI0 CEpHUI0 HCCIECA0BAHUN BKIIOYAIOTCHA ' IIOJIOXHUTEIbHBIN"
1 "OTpHULATENBHBIA '  KOHTpOJIM (00pa3ubl CBIBOPOTOK, COIEpXKaIMEe U
He coJepiKalllie aHTUTEIA).

7. OT60op 00pa3suoB HOHOPCKOM KpPOBU IJil OIpPEAENICHUS TPYNI KPOBH
OCYIIIECTBIISIETCSA BO BpeMs JOHAUMHU HENIOCPEACTBEHHO M3 CUCTEMBI ISl B3SATHSA
KpOBH (éeMKOCTb OAHOKPATHOTO IIPUMEHEHHUS!, UCIIOJb3yeMas id cOopa KPOBH U
ee KOMIIOHEHTOB) 0€3 HapyILICeHUS LEJIOCTHOCTH CUCTEMBI WIIH U3 CIIELIHAIBHOTO
KOHTelHepa-CNyTHUKA M1 npod, HMEILIErocs B COCTaBE€ 3TOW CUCTEMBI,
B BaKyymcojJepXxamue (BakyyMoOpasyroollHe) OJHOpa3OBble  NMPOOUPKH,
colepXXalllie aHTUKOATyJIIHT STHJICHIUAMHHTETPAYKCYyCHas AUKalyeBas WM
TpUKaJIUeBas COJIb,

IIpoOupku ¢ oOpasniaMu KpOBH MOCJ€ OCEeIaHUs IPUTPOLIMTOB (HE paHee
yeM  4yepe3  30MHMHYT 1ocie  B3SATHA  KPOBHM)  IOABEPraroTCs
LIEHTPU(PYTHPOBAHUIO, PEXUM KOTOPOIo AOJKEH COOTBETCTBOBATh UHCTPYKLUH
[IPOXU3BOJAUTEIIS PEareHTOB.

He nonyckaeTcst oTKpbITHE MPOOHPOK ¢ 00pa3uiaMyu JOHOPCKOH KPOBH 0
MOMEHTa JIOCTABKM HMX Ha HCCJeAOBAHHE B KIHHUKO-IUArHOCTHUYECKYIO
nabopaTopHIo.

TpancnoptupoBka B jaboparopuio NpoOUpoK ¢ oOpasnaMu KpOBH
OCYHIECTBJISAETCA B CIIELMAJIbHBIX KOHTEHHepax npu temreparype ot +17°C no
+24°C npd  YCJIOBHM  HEIONMYLICHUA  IIPSAMOrO0  BO3ACUCTBHS  CBETa
M BCTPSIXHWBaHMA.



8. B nedebHBIX LENIX HCHOJb3YETCA KPOBb H €€ KOMIIOHEHTHI,
naeHTHGULMpoBaHHEIE 10 cucteMaMm ABO, Pesyc-npuHaniexHocTH, GpeHOTUITY
AHTUT€HOB JPUTPOLMTOB 10 cucTemMaM Pesyc m Kemn u He uHMeromue
KJIMHHYECKH 3HAYHUMBIX aJlJIOAHTHUTEN K aHTUT€HaM 3pUTPOLUTOB.

0. be3onacHOCTE JOHOPCKOM KpOBU M €€ KOMIIOHCHTOB JOJDKHA
MOATBEPXKJATHCSA OTPULATEIIBHBIMA DPe3yJIbTaTaMU JIaDOPaTOPHOIO KOHTPOJIS
00pa3IoB JOHOPCKOM KPOBH, B3ATHIX BO BPEMs KaXXJOW JOHAllUK, HA HAIHYHUE
BO30yauTENEN reMOTPAHCMUCCUBHBIX HHPEKLHUIA.

10. B niensax BuisABJIEHHS MapKEPOB BUPYCOB UMMYHOAS(MUIIMTA YEJIOBEKA,
reratuToB B 1 C u Bo30yautens cuduiuca HEOOXOAHMMO HCHOJIb30BaTh
CJIEAYIOINE UMMYHOJIOTHYECKHE U MOJIEKYJIAPHO-OMOIOTHYECKHE METOBI:

a) HIMMYHOJIOTHYECKHUE METO/BI:

METOJI HWMMYHO(MEPMEHTHOr0 aHajii3a, OCHOBAHHHEIM Ha BBISBICHUH
KOMILJIEKCA aHTUT'€H-aHTUTEJIO C MOMOLIBI (PepMEHTa 110 U3MEHEHHUIO OKPaCKU
cnenuduyeckoro cyocTpara, - HCHONB3YETCS IS ONpeENEsieHHsT MapKepoB
BHPYCOB HMMMYHoJeduuura yenoseka, renatutoB B m C u Bo30yaures
CH(UIHNCA;

METO]I UMMYHOXEMHIIIOMUHECLIEHTHOTO aHaJIu3a, OCHOBAHHbLIH
Ha BBEIABJIEHUU KOMIIJIEKCA aHTUI'€H-aHTUTENIO NIPHU B3aUMOJEHCTBHU aHTHUI'CHOB
coO crneuu(pUYECKUMH  aHTUTENlaMH, XUMHYECKH  KOHBIOTHPOBaHHBIMU
C IIOMHHOQOpaMH (BELIECTBAMH, CIIOCOOHBIMU CBETUTHCS B YIBTPaQHUOIETOBOM
CBETE) C MOCJIEAYIOIIMM U3MEPEHHUEM YPOBHS CBEUYECHUS, - UCIOJB3YETCA IJIA
OIpeJieICHUS MapKEPOB BUPYCOB UMMYHOAe(PHULIUTA Yesl0BeKa, renaTUTOB B 1 C
M BO30yIuTeNs CUhUINCA;

METOJ ITaCCHBHOM TreMarrjloTHHALlMH, OCHOBAHHBIM HA CIOCOOHOCTH
3PUTPOLIUTOB € aACOpOMPOBAaHHBIMM  pAacCTBOPUMBIMM  aHTUI'€HAMH
arrIOTHHUPOBATHECA B MPUCYTCTBHU CHEUH(PHYECKONM HMMMYHHOM CBIBOPOTKH
c oOpa3oBaHMEeM [E€MAarTJIIOTUHATOB, - MCHONB3YEeTCs JJis  OIpeAesICHUs
MapKepoB BO30yauTENA CUUIMCA,;

METOJ NPEHUNUTALIMA, OCHOBAHHEIM Ha B3aUMOJAEUCTBUU IKBUBAJICHTHBIX
KOJIMYECTB MEJIKOJAUCIEPCHBIX PacTBOPHMBIX AHTUI'€HOB (IPEUHUITUTHUHOIECHOB)
C COOTBETCTBYIOIUMMHM  aHTUTEeJaMH (IIpEUMIIMTHHAMH) ¢ oOpa3oBaHHEM
KOMILJIEKCA aHTUICH-aHTHUTEJO (IIpPEelUNHUTaTa) M MOCJIEAYIOIHUM BbINIaJIEHUEM
NAHHOTO KOMILJIEKCa B  OCAQIOK, - HCHOJB3YETCSs I  BBIABICHUSA
HecrielIMOUYIECKUX aHTUTE] K KapAUOJIUIIMHOBOMY aHTUTE€HY IPU AUArHOCTUKE
cuduuca;

0) MOJIEKYJIAPHO-OHOJIOTHYECKHUE METOLBI:



METOA  TECTHPOBAaHHUS  HYKJIEHWHOBBIX KUCJIOT, OCHOBaHHBIH Ha
OOHapyXeHMH CIEUU(PHUYHOIO Yy4acTka TreHOMa Bo30OyauTens HHOEKIUH
C IOMOLILI0  MHOTOKPaTHOI'O  YBEJIWYEHHS 4YHMCIa KONUH  (¢parMeHTa
HYKJIEUHOBBIX KHUCJIOT, - UCIIOJIB3YETCS ISl ONPEACTICHUS HYKJIEMHOBBIX KHCJIOT
BUPYCOB HMMYHOAE(QHUIIATA YeTIOBEKa, renaTuToB B u C;

METOL MYJIbTHUIUIEKCHOIO aHalii3a, OCHOBAaHHBIK HA OJHOBPEMEHHOM
OOHapy>X€HHHU HYKIIEUMHOBBIX KHUCJIOT HECKOJIBKMX BO30yauTened uHekuuh, -
UCMOJB3YeTCd  IJI1  OIpPEAeJIeHUS  HYKJIEHMHOBBIX  KHCJIOT  BHPYCOB
UMMYHOAe(PHULUTA YyelloBeka, renatuToB B u C.

11. Ilpu ompeneniennu MapkepoB BUPYCOB UMMYHOJEQULUTA YEIOBEKA,
renatTitoB B u C © Bo30yauTens cuguianca HeoOXOAUMO COOII0aaTh
CeayIoLue MpaBuia:

a) B OTHOLUCHWH MapKepoB BHUPYCOB HMMYHOAe(hHLHUTA 4YeJIOBEKA M
rernaTtuToB B u C:

oOpa3lpl KpOBU JOHOPOB HCCIEAYIOTCA Ha HaJIMYME aHTUTEN K BUPYCY
MMMYHOJE(PUIIUTA YeJIOBEKa M aHTUIeHa p24 BUpyca HMMYHoAepULUTA
yejgoBeka (OAHOBPEMEHHO), IMOBEPXHOCTHOIO AaHTUIeHa BHpyca remnartuta B
M aHTHUTEeN K BHUpycy remnatuta C, a Takke HECHEeU(PUUYECKUX AaHTHUTE
K KapJUOJMIIHHOBOMY AQHTHI€HY M CYMMAapHBIX aHTUTE] K BO30YIMUTENIO
cudUInca;

IOITYCKAaeTCA NPOBEACHUE HCCIEAOBaHHUA C LEIBI0 OJHOBPEMEHHOIO
ONpENEICHAs] HalWuyus aHTUTEN K BUpycy rematuta C M aHTUreHa BHpYyca
rernatuta C;

[IEpBOE HMMMYHOJIOTHYECKOE MCCIACHOBAaHUE Ha HaJIWMYUE MapKEpOB
BUPYCOB HMMYyHoIepuuHuTa dYenoBeka, renatutoBB u C npoBogutcs
B e IUHUYHOH ITOCTAaHOBKE;

Npyd ITOJYYEHUH MOJIOKHUTEIBHOIO pe3ysbTaTa aHaIHW3a HCCJIEOBaHHE
IOBTOPSAIOT 2 pa3a C COXPaHEHHEM YCJIOBHUH NEpBON NOCTAHOBKH, BKIKOYas
pEeareHTHI;

B ClIy4yae IOJIY4YEHUS XOTA Obl OAHOrO ITOJIOXKHUTEIBHOIO pe3yJibTaTa IpH
[TOBTOPHOM TECTUPOBAaHMM Ha MapKepsl BUPYCOB MMMYHOAe(DULINTA 4eOBEKa
hccieayeMblii  oOpaseny AOHOPCKOH KpOBH TMPHU3HAETCS  I10JIOXKHUTEJBLHBIM
U TIOAJISKUT  HAIpaBICHUIO  IJif  TOATBEPXJAIOILIEro  HMCCIEIOBaHHS
B Ja0OpaTOpUIO  CHELUAJIU3UPOBAHHOIO  YYPEXJAEHHUS A  IOCTaHOBKH
1abopaToOpHOro AUAarHo3a U MoOJIydeHHUs CIEAYIOIIUX 3aKJIOYEHHH: aHTHUTeJNa K
BUPYCY UMMYHOJE(DULUTA YEJIOBEKAa M1 aHTHreH p24 BHpyca HMMyHoAedUIIUTa
4yeJOB€Ka HE  ONpelesieHbl, Hecreuuduyeckas MIA  COMHHTEJbHas



cepoJioruyeckas peaKLus, HHQEKLINA, 00yCJ10BJIEHHAs BUPYCOM
nMMmyHoaepuuuTa yenopeka (BUY-undbexuus);

NPy IOJIYYEHUHM XOTA OBl OJHOrO TIOJIOXKHUTEIBHOrO pe3yjabTara IpH
TOBTOPHOM TECTUPOBAHUM Ha Mapkephbl BUPyCcoB renatuta B u C uccnenyemsolii
oOpa3el] JOHOPCKOW KpOBHM MNPHU3HAECTCS TOJIOKHUTENBHBIM M ITOJJICKHUT
HCCJIEIOBAHUIO B ITOATBEPXKAAIOILEM TeCTe MAJisS IIOCTAaHOBKHM J1aDOpaTOPHOro
IHUarHo3a;

©) B OTHOLLIEHHUH MapKEPOB BO3OYyAUTEIIS CUDUIIUACA:

IIpH NPOBEACHUU IMEPBOr0 TECTHPOBAHUSA Ha CHQUIMC MUCCIEAOBaHUS
OCYILIECTBJIAIOTCS B €IUHUYHOU NMOCTAHOBKE,

MpH TMOJYYEHUH IIOJIOXKUTEIBHOrO pe3ylbpTara B JIIOOOM U3 TECTOB
HCClIeIOBaHHE MOBTOPAIOT 2 pa3a C COXpaHEHHUEM YCJIIOBUH IepBOM ITOCTaHOBKH,
BKJIOYasl peareHThI;

[IPH MOJIYYEHHUH TTOJIOKUTENBHOTO pe3ybTaTa XOTs Obl B ONHON U3 ABYX
[MOBTOPHBIX IMOCTAaHOBOK JIIOOOro 1aboparopHOro Tecra oOpasel] JOHOPCKOM
KPOBH IIPU3HAETCS [TOJIOKUTENLHBIM Ha CU(HIIHC.

12. MonexynsaspHO-OHOJIOrHYECKHE HCCIIC10BaHUs POBOASATCH
aornonHuTenpHo (@0,  mocne,  OOHOBPEMEHHO) K  00s3aTenbHBIM
MMMYHOJIOTHYECKMM HCCIIEIOBaHUAM Ha MapKepbl BUPYCOB MMMYHOIE(HIUTA
yenoseka U rernatutoB B 1 C u Hambonee >3QpPeKTUBHBI 111 oOecreueHus
6e30MacHOCTH KOMITOHEHTOB KpPOBH C KOPOTKMM CpPOKOM TIOJHOCTH (MEHee
6 MECALIEB), a TaKXe IS CBEXE3aMOPOXXEHHOM IUIa3Mbl, HE IIpOLUEAIICH
KapaHTHHM3ALUI0. YKa3aHHbIe UCCIIEIOBaHH NPOBOJATCS AJI HACHTHOHKALNH
KOHKPETHON HYKJIEMHOBOH KHUCJIOTEl BHPYCOB HMMMYHOJE(QHILIMTA 4YEJIOBEKa,
renatutoB B u C, a TakXe IS YCTAHOBJIEHHUS OOLIEH COCTaBIAIOLLIEH
YKa3aHHBIX  HYKJI€MHOBBIX  KHCIOT  (MYyJIbTHIUIEKCHBIA  aHaimu3)  Oe3
NOMOJIHUTENBHOH HIEHTU(PHUKALUMHA HYKJI€HHOBOM KHUCIOTBI KOHKPETHOTIO
BO30yauTENS HHPEKIMN ¢ COOIIOJIEHHEM ClIEAYIOLINX MTPABHUIT:

[IEpBO€  MOJIEKYJISAPHO-OMOJIOTUYECKOE  MCCJIEIOBAHUE  IMPOBOAMUTCSA
B eTUHUYHOHM ITOCTAHOBKE;

IPH MOJYYECHUH MOJIOKHUTEJILHOTO pe3yJibTaTa UCCIICAOBAaHUE TTIOBTOPSIOT
2 pa3a ¢ COXpaHCHHEM YCJIOBUH MEPBOH NOCTAHOBKH, BKJIKOYasl peareHThI;

B CJIydae IOJIy4E€HHS XOTsS Obl OJHOIO MOJOXHTEIBHOr0 pe3yJibTaTta npu
MOBTOPHOM  TECTUPOBaHMM  oOOpaszel] JOHOPCKOHM KpOBH  IIPU3HAETCs
10JIOXKUTEJIbHBIM;

MOATBEPXKACHUE pEe3yJILTATOB MOJIEKYJIAPHO-OHOJIOTHYECKUX
HCCIIEIOBAaHUH OCYLIECTBIAETCA HAa OCHOBaHWH YINIYOJIEHHOIO KJIMHHKO-
nabopaTopHOro 00cie10BaHNs JOHOPOB KPOBH U €€ KOMIIOHEHTOB.



13. OT6op 00pa3uoB JOHOPCKOH KpOBH IS OINpeAesEHHS MapKepOB
BUPYCOB HMMYHoAepuuHuTa 4YenoBeka, renatutoB B u C u Bo30yaurtens
CH(pUIHNCA OCYLIECTBISACTCA BO BpeMs AOHALUUH HENMOCPEACTBEHHO U3 CHCTEMBI
JUIS B3ATHS KPOBH (EMKOCTh OJHOKPATHOI'O NMPHUMEHEHHUSI, MCIOJIb3yeMas Jis
cOopa KpOBH M €€ KOMIIOHEHTOB) 0€3 HapylIeHHS [IeJIOCTHOCTH CUCTEMBI MITH U3
CIIEUAIBHOTO KOHTEMHepa-CIIyTHHUKA 1A P00, UMEIOILErocs B COCTaBE 3TOM
CHUCTEMBI, B  BaKyyMmMcolepxamue (BakyymMoOpasymwluye) OJHOpa3OBbIE
NpOOMPKH, COOTBETCTBYIOLIUE IIPUMEHAEMBIM METOAUKAM HCCIIEJOBAHUH,

He ponyckaetrcst OTKpBITHE MpOOUPOK ¢ oOpa3liaMy JOHOPCKON KPOBHU JI0
MOMEHTa JOCTaBKH HX Ha HCCJIENOBaHHE B KJIMHUKO-AUArHOCTHYECKYIO
1adopaTopHIo.

TpancnopTupoBka B nabopatopuid  NnpoOUpPOK ¢ oOpa3uaMu
OCYILECTBJISIETCA B CINEUHAIBHBIX KOHTEWHEPAX npu teMmeparype ot +17°C no
+24°C npd YCIOBHM HEINONYLICHHUS NPSAMOrOo BO3ACHCTBHUSA CBeTa H
BCTPSIXHUBAHMA.

[Ipobupku ¢ oOpasuaMH KpOBH MOCJI€ OCEHAHUS ISPUTPOLIMTOB WIIH
OTAEJCHUS CryCTKa KpoBH (He paHee yeM 4yepe3 30 MUHYT Nnocjie B3ATHS KPOBH)
[I0JBEPraroTcs LIEHTPU(PYTUPOBAHUIO.

JIng  1momydeHHs CBIBOPOTKA WM IUJIa3MBl  KPOBb  IIOJABEPraroT
HeHTpUPyrupoBaHui0 B TedeHue  10- 15 MHHYT 1npH  yCKOpEHHH
9810-11772 m/c*

[ToBTOpHOE LIEHTPHUPYTUPOBAHHE HE PEKOMEHIYETCH.

JlabopatopHoe = HccinenoBaHue — 00pa3slOB  JOHOPCKOM  KpOBHU
UMMYHOJIOTHYECKUMH METOaMH 15 onpenesieHUs MapKEPOB
reMOTPaHCMHUCCHUBHBIX MH(EKUHN IMPOBOAUTCA HE paHee yem 4yepe3 18 qacos
10CJIE B3ATHS KPOBH.

14, KNnHHUKO-IHArHOCTUYECKHE nabopaTopuy, OCYILLECTBIISIOIIHE
HccjegoBaHHEe  00pa3sloB IOHOPCKOM KpPOBH, IPHUMEHSIOT METOAUKH,
SIBJAIOIINECS HEOTHEMIIEMOM 4YacThIO PpPEareHTOB, 3apEruCTPHUPOBAHHBIX
B YCTAHOBJICHHOM IIOpPSJIKE B COOTBETCTBUHM C 3aKOHOAATENLCTBOM POCCHUCKOM
Qenepauun. MeTOOUKHA KHCCIEAOBaHUM, UHTEPIIPETALIUS PEIYJILTATOB IOJIKHBI
COOTBETCTBOBATh HHCTPYKUMAM IIPOU3BOAUTENICH peareHTOB U 000pYI0OBaHUA.

15. leATeNbHOCTE KIIMHUKO-IHAarHOCTHYECKUX nmabopatopui,
OCYIIECTBISIOIIMX MCCeAOBaHHEe 0O0pa3loB [JOHOPCKOM KpPOBH B LEIAX
obecrnieueHus ee 0€30aCHOCTH, OPraHU3YyETCSI B COOTBETCTBUM CO CIECAYIOLINMHU
NOKYMEHTaMH B 00JIaCTH CTaHIapTHU3alUH:

[TOCT P UCO 15189-2009 "JIabopaTtopuu MeAUIIMHCKHE. YacTHEIE
TpeOOBaHUs K KAYECTBY U KOMIIETEHTHOCTH ' ;



[[OCT P UCO 15198-2009 "Knunnueckas nabopatopHas MegUIIHHA.
N3nenns MeOULMHCKHE IJIS OMAarHOCTHKH In vitro. IloaTBepxaeHne MeToouK
KOHTPOJIA KaueCcTBa, PEKOMEHAYEMBIX U3rOTOBUTEISAMH I10J1b30BATENAM ' ;

[[OCT P 53133.3-2008 "Texnonorum sabopaTtopHble KIMHHYECKHUE.
KoHTponp KayecTBa KIMHHUYECKHUX JIaDOpATOPHBIX HCCHenoBaHui. Yacts 3.
OnucaHue MaTepHalloB IJId KOHTPOJS KayeCTBa KJIMHUYECKUX J1aOOpaTOpPHBIX
HCCIIEOBAaHUN ' ;

[[OCT P 53133.4-2008 "TexHonmorun nabopaTOpHbIE KIMHHYECKHUE.
KoHTpons kadecTBa KIMHHUYECKHUX J1aDOpaTOpHBIX HCcleaoBaHUM. YacTh 4.
[TpaBuna nmpoBeNeHUS KIMHHUYECKOro ayauTa 3Q(EeKTUBHOCTH J1abOpaTOpPHOTIO
obecrnevyeHUs AeATEJIbHOCTH MEIULIMHCKUX OpraHuU3aluu

[[OCT P 53079.1-2008 "Texnomorun Js1abopaTOpHbIE KIMHHYECKHE.
OOecrieueHne KadyecTBa KIIMHUYECKHUX J1abOpaTOpHBIX uUccilenoBaHui. Hacth 1.
[IpaBuna onucaHusg METOOB UCCIEIOBAHUMN",

[[OCT P 53079.2-2008 "Texnonornu nabGopaTopHble KIMHUYECKUE.
Obecneyenye KayecTBa KIMHHYECKHX J1aDOpaTOPHBIX HUCCledoBaHUM. YacTs 2.
PykoBOJICTBO 110 YIPABIEHUIO Ka4yeCTBOM B KIHMHHKO-IMAarHOCTHYECKOH
naboparopuu. Tunosas Moaens",;

[TOCT P 53079.4-2008 "TexHomoruu JabopaTOpHbIE KIUHUYECKHUE.
ObOecnieyeHne KadyecTBa KIMHUYECKUX J1a0OpaTOpHBIX HCCieaoBaHUM. YacTs 4.
[IpaBuna BeAeHUS IPEAHATUTHYECKOTO JTara’;

[[OCT P 53022.1-2008 "Texnonoruu nabopaTOpHBIE KINMHHUYECKHUE.
TpeboBannsa K Ka4eCTBY KIMHHYECKUX J1abOpaTOPHBIX HccienqoBaHui. YacTs 1.
[IpaBuna MEHEPKMEHTa KayeCcTBa KJIMHAYECKUX 1ab0paTOPHBIX

- 1t,

HCCJIEIOBAHUM
[[OCT P 53022.2-2008 "TexnHomorum JjabopaTopHbI€ KINHUYECKUE.

TpeboBaHHA K Ka4eCTBY KIHHUYECKUX J1a0OpaTOpHBIX HccienoBaHui. Hacts 2.
OueHKka aHAJINTHYECKOH HANEXHOCTH METOJOB HCCIEAOBAHUS (TOYHOCTE,
YYBCTBUTEJIBHOCTD, CIIELIU(PHUYHOCTE);

[[OCT P 53022.3-2008 "Texnonmoruum sabopaTOpHble KIMHUYECKHE.
TpeOoBaHHsg K KauyeCTBY KJIMHUYECKUX J1abOpaTOpHBIX HccaenoBanuil. HacTs 3.
[TpaBuia OlleHKH KIMHUYECKOH HH(POPMATUBHOCTH J1aDOpaTOPHBIX TECTOB' .




