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HASHAYEHWE

Ha6op npefgHa3HayeH Ans KOMYECTBEHHOMO OMpefeneHns cogepXxaHms MMyHornobynmHa G
(IgG) B CbIBOPOTKE W nNfasMe KPoBM WMMYHOTYPOUAMMETPUYECKMM METOAOM B  K/IMHUKO-
[ANarHOCTUYECKUX N BMOXMMUYECKINX TabopaTopmuax U Hay4yHO-UCCNe10BaTENbCKOM NPaKTUKE.

Ha6op pearentos (1gG-UMMYHOTYPEVUAVMETPUYECKIA OAC) AOMKEH MCMOMb30-
BaTbCA KBA/IM(ULMPOBAHHLIM MEPCOHAIOM B 06/1aCTU KIMHUYECKOW NabopaTopHOiA AnarHoCTUKN.

KonnuecTBo onpeaeneHnii 3aBucUT oT 06bema (DacoBKM U UCMO/b3YEMOro 6GUOXMMUYECKOTO
aHanm3aTopa.

METO/,
VIMMYHOTYpOUANMETPUYECKUNIA METOA.
NPUHLMN METOAA

B ocHoBe onpeaeneHvst NeXWUT peakuns aHTUreH-aHTUTeno. B pesynbtate MMMyHOXUMUYeE-
CKOW peakumn MMMyHOrnobynuH G obpasyeT C COOTBETCTBYHOLMMMN aHTUTENaMW KOMMIEKChI, Mpu-
JatoLye pacTBOpy MYyTHOCTb, KOTOpas M3MepPSeTCH POTOMETPUYECKN MPU 4JIMHe BOSHbI 340 HM. Be-
NNYNHA U3MEPSIEMOM ONTUYECKOM MIOTHOCTU 3aBUCUT OT KOHLUeHTpauumn 1gG B npobe. V3mepeHus
NPOW3BOAATCS NO METOAY «KOHEYHOM TouKu». KoHueHTpaumsa 1gG onpeaensieTcs no HeNMHEenHON Ka-
NNMBPOBOYHOIN KPUBOIA.

COCTAB HABOPA

BapwuaHT 1.
PeareHT |;  docthaTHO-coneBoit  GydhepHbIi  pacTBop, pH 7,4, cogepxalimi
nonuatuneHrnmkonb (M3r-6000), 5,0%; asug Hatpud, 0,095% - | dakoH (25 mn), | nakoH (50

mI).

PeareHT 2: aHTUCbIBOPOTKA K MMMYHOrNobynuHy G, asug Hatpus, 0,095% - 1 ¢nakoH (3,0
mn), | onakoH (6,0 mn).

PeareHT 3. pacTBOp Obl4bero CbIBOPOTOYHOro anbbymmHa (BCA), copepxaliuii Oblunii
CbIBOPOTOYHBINA anbbymuH, 0,1%; asmg HaTpus, 0,095% - 1 cnakoH (5,0 mn).

Kannbpatop: KaimbpoBOUYHbIA pacTBOP UMMYHOrnobynmMHa G, KoHueHTpaums ~3000 mr/an
(TOYHas KOHUEHTpauma 3aBMCUT OT /10Ta M yKa3aHa Ha 3TUKeTKe (pnakoHa), asug Hatpus, 0,095% - |
MuKponpo6upka (0,25 mn), 1 mukponpobupka (0,5 mn).

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



BapuaHT 2.

PeareHT 1 ocdaTHo-coneBoin  6ydepHbli  pacTBop, pH 7,4,  codepkaLuumi
nonnatuneHrnnkons (M3r-6000), 5,0%; asng HaTpus, 0,095% - 1 dnakoH (40 mn), 2 dnakoHa (no
40 mn), 6 dnakoHos (no 40 mn), 2 dnakoHa (no 18 mn), 2 dnakoHa (no 20 mn), 1 dpakoH (36 mn), 1
(hnakoH (34 mn), 1dnakoH (32 mn), 2 ghnakoHa (no 26 mn), 4 hnakoHa (Mo 26 mn), 3 diakoHa (no 24
M), 6 qonakoHoB (Mo 24 mn), 1 dnakoH (800 mn).

PeareHT 2. aHTUCbIBOPOTKA K UMMYHOrNobynuHy G, asung Hatpus, 0,095% - 1 dnakoH (8,0
mn), 2 ¢nakoHa (no 8,0 mn), 6 nakoHosB (no 8,0 mn), 1 dnakoH (9,0 mn), 1 nakoH (7,0 mn), 1
(hnakoH (6,0 mn), 2 pnakoHa (mo 5,0 mn), 4 dnakoHa (no 5,0 mn), 3 rakoHa (no 7,0 mn), 6 rakoHOB
(no 7,0 mn), 1chnakoH (100 mn).

PeareHT 3. pacTBOp Obl4bero CbIBOPOTOYHOro anbbymuHa (BCA), copepxalimii Oblunia
CbIBOPOTOYHBIN anbbymMuH, 0,1%; asug Hatpus, 0,095% - 1 dnakoH (5,0 mn), 2 ¢nakoHa (no 5,0 mn),
3 thnakoHa (no 5,0 mn), 2 pnakoHa (no 100 mn).

AHAJTTIMTUNHECKUE XAPAKTEPUCTUNKN

e JlnHeliHOCTbL B AmanasoHe oT 60 o ~3000 mr/an (KOHUeHTpaums Kanubpatopa ¢ Hambonee
BbICOKMM 3HAYEHMEM).

e OTK/NOHEHME OT NIMHENHOCTY He npeBbliwaeT 10%.

»  YyBCTBUTENLHOCTL - He 6onee 10 mr/ap.

o KoaththmumeHT Bapuaumm - He 6onee 5%.

KOHTPO/J1Ib KAYECTBA

[ns KanmbpoBKM (POTOMETPUUECKUX CUCTEM PEKOMEHAyeM WCMOo/b30BaTh Kanmbpatop W3
Habopa unu Kannoépatop cneumguyuecknx 6enkos 5 yposHeit TruCal Protein, DiaSys, epmaHus. Ans
BHYTPEHHEr0 KOHTPO/S KayecTBa C KaKAOW cepueli 06pa3L0B NPOBOAUTE M3MEPEHWS KOHTPO/IbHbIX
cbiBOPOTOK TruLab Protein Level 1u TruLab Protein Level 2, DiaSys, ["'epmaHus.

Kat. Neo dacoBKa
TruCal Protein 59200 99 10 039 5x1,0 mn
TruLab Protein Level 1 59500 99 10 046 1X1,0 mn
TruLab Protein Level 2 59510 99 10 046 1X1,0 mn

BO3MOXHO 1CMO/b30BaHWe [PYrMX KOHTPO/bHLIX CbIBOPOTOK, AaTTeCTOBAHHbIX AaHHbLIM
METOJOM 1 He YCTYNatoLLMX N0 CBOVM CBOIMCTBAM PEKOMEHYEMBIM.

HOPMAJIbHbIE SHAYHEHWA

CopepxaHue 1gG B CbIBOPOTKe KPOBUM Y B3poc/bIxX: 700-1800 mr/gf.

KnuHuueckve HOpMmbl AN JeTeil  pasvelleHbl Ha caite  http://diakonlab.ru  vnn
MpeLoCTaB/ATCA MO 3arnpocy.

PeKOMeHYeTCA B K0 nabopaTtopuy YTOYHWUTL AMana3oH 3Ha4YeHUA HOPMaslbHbIX BENYWH
[)15 06CNeyeMoro KOHTUHIeHTa NtOAeN.

OBPA3LIbI

HeremonunsmpoBaHHaa CbIBOPOTKa KpoBK. ["enapuHu3mMpoBaHHaa nnn 34TA-nnasma.

CpoK XpaHeHns 06pa3LioB: He 6osee 72 YyacoB npu Temnepatype 2-8°C, [0 6 mecsALeB npu
Temnepatype -20°C.

He 3amopaxkuBatb Npo6bl MOBTOPHO.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




PACYETbI

Bblumcinte AA=A2-Ai, NOCTPONTb KaSIMOPOBOYUHbIN rpatiuK 1 Mo HeMy ONpeaennTb KOHLEH-
Tpaumto IgG B obpasuax.

Mpn “cnonb30BaHUN aBTOMATUYECKUX WM MONYaBTOMATUYECKUX OMOXMMUYECKUX aHan3a-
TOPOB KOHUeHTpauus 1gG onpesenseTca No KanmbpoBOYHOW KPMBOI, NOCTPOEHHON MO NATU TOYKaM C
1CMO/b30BaHMEM COOTBETCTBYHOLLEN MaTeMaTUYeCcKoin Moaenu, Hanpumep, logit/log.

AheKT NPO30HbI He HabNoAaeTCa A0 KoHueHTpauun 1gG 9000 mr/an.

CMEUNPUNYHOCTbL/NMOMEXOYCTOMNUYMBOCTb

Tpurnuuepngpl go 2500 mr/an, 6unupy6uH o 10 mr/an, remornobuH go 1000 mr/gn He BAK-
AT Ha TOYHOCTb aHaN3a.

TPAHCIMOPTUMPOBAHNE, YCNOBNA XPAHEHUA U
SKCIMNNYATALUNN HABOPA

TpaHcnopTMpoBaHMe 1 XpaHeHne HabopoB LO/MKHO NPOU3BOAUTLCA MpK TemnepaType 2-8°C B
YMaKoBKe  MPeAnpuATUA-U3roTOBUTENA B  TEYEHWe BCero Cpoka TrOAHOCTW.  [lonyckaertcs
TPaHCMopTMpOBaHMe W XpaHeHue HabopoB npu Temnepatype fo 25°C He 6onee 5 CyTOK.
3amopaxuBaHMe KOMMNOHEeHTOB Habopa He [0MycKaeTcs.

CpOK rogHocTn Habopa - 18 mecsiLeB.

PeareHTbl 1 Kanmbpartop cTabuibHbl 40 KOHLA MecALa, YKa3aHHOro B CPOKEe rOLHOCTM, Mpu
XpaHeHun Npy Temnepatype 2-8°C. He gonyckaTb 3arpasHeHus. He 3amMopakmsarth!

[na nonyyeHWs HafeXHbIX pe3ynbTaTtoB HeO6XOAMMO CTPOroe CO6MH0LEHME UHCTPYKLUW MO
npUuMeHeHMo Habopa.

rapaHTuUiiHble o6a3aTenbCcTBa

AO «ANAKOH-AC» rapaHTMpyeT KayecTBo, 3PMPEKTUBHOCTL M 6€30MacHOCTb MeAULMHCKOTO
n3genusa, OTCYTCTBME HefonyCTUMOro pUCKa MPUYMHEHWUS Bpefa >KWU3HW, 3L0POBbIO YenoBeka U
OKpY>KaloLLle cpefie NpU  MCMOMb30BaHUM Habopa peareHTOB MO0 Ha3HAYeHW0 B YCNOBWUSX,
NpeayCMOTPEHHbIX JaHHON UHCTPYKLUMEN NO NPUMEHEHNIO.

apaHTUiiHble 0653aTenscTBa AO «ANAKOH-AC» pacnpocTpaHATCs € AaTbl U3rOTOB/EHNS
W Ha nepuoa Ccpoka TrOAHOCTUM  MEAWLMHCKOrO  W3fenns npu  YC/OBUM  Haf/iexallero
TPaHCMOPTMPOBaHUA, XPaHEHNS U 3KCMyaTaLum.

YTUNIN3AUNA N YHNYUTOXEHUE

Ha6op pearentos 1gG - UMMYHOTYPBUANMETPUYECKWIA AAC npeaHasHaueH gns
NPVMEHEHNA B KIMHUKO-ANArHOCTUYECKUX N OMOXUMUYECKMX NabopaTopusx W  Hay4yHo-
nccnefoBatenbCkoin npakTuke. Mpu paboTe ¢ Habopom cnepyet cobntogate Tpe6osaHns MTOCT P
52905-2007 «JlabopaTopumn meauumHckue. TpeboBaHMs 6e30MacHOCTW.

YTUN3aUMIO, YHUUTOXEHME N Ae3NH(EKLMIO NOBEPXHOCTEN MOCNe UCNOb30BaHWS HabopoB
peareHTOB criegyeT npoBognTb B eooTtBeTcTBMM e CaHluH 2.1.7.2790-10 «CaHuTapHo-
anuaeMmonormyeckne TpeboBaHMA K 00OpaLleHUt0 € MeAMLMHCKMMUK oTxXogamu» un MY-287-113
«MeToamyeckme yKasaHUA MO [e3nHMeKUMA, NPeLCTEPUIN3ALMOHHON OYUCTKE U CTepunmnsauum
N34eNIA MeANLMHEKOrO Ha3HaYeHUs».,
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