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Ha6op peareHToOB ANs-0MpeaeneHnst akTUBHOCTU
ramma-riyTaMmunTpaHcdepasbl KUHETUYECKUM METO0M B CbIBOPOTKE KPOBW
(TAMMA-TNYTAMUNNTPAHC®EPA3A 44C)

no TY 21.20.23.110-010-48813770-2016

HASHAYEHUE W OBJTIACTb NPUMEHERHWA

«Habop peareHTOB A/ onpeaeneHns akTUBHOCTU raMMa-riyTaMmmnTpaHchepasbl KUHETUYe-
CKMM MeTogoM B cbiBopoTke Kposu (TAMMA-TNTYTAMUNTPAHC®EPA3A A4C)», no TY
21.20.23.110-010-48813770-2016 -ApegHa3HayveH Ans onpejeneHus. akTMBHOCTA ramma-rinytamm-
NTpaHcdepasbl KUHETUYECKUM METOAOM B CbIBOPOTKE KPOBU B K/IMHMUKO-AMArHOCTUYECKUX U BUOXK-
MMUYECKMX NabopaTopumsx N Hay4HO-UCCNeA0BaTENIbCKOM NPaKTUKE.

Ha6op peareHToB (TAMMA-TTYTAMUNTPAHCOEPA3A A4C) A0omKeH MCNONb30BaThCA
KBaIM(MLMPOBaHHbIM NEPCOHAAOM B 061aCTV KNMHUYECKOW 1aBopaTOPHON ANarHOCTUKK in Vitro.

KonuuectBo onpeaeneriin 3aBMCUT 0T 06bemMa (hacoBKW: U MCMONb3YEMOro GMOXMMUYECKOTO
aHanm3aTopa.

CIrNPABOYHAA NHPOPMALINA

Mamma-rnytamuntpancdepasa (y-I'T, FTT, rnyTamunTpaHcnenTnaasa) Kataim3upyeT nepeHoc
y-rnyTamuibHOW rpynnbioT y-rayTaMuanenTuaoB Ha Apyrie nentuipl, L-aMMHOKUCIOTbI UK BOAY.
FABNAETCA KNHOYEBbIM,-(DEPMEHTOM TPaHCMEMOPaHHOIO) NepeHoca aMMHOKMCIIOT U MenTuaos. ®ep-
MEHT NOKa/IN3yeTcs B R/Ia3MaTUHeCKMX MeMOpaHax K/1eTOK C BbICOKO abCOPOLIMOHHON UK cekpe-
TOPHOW aKTUBHOCTBI) “(NEMKOLMTLI, 3PUTPOLMTDI, AEYEHb, MOYKN, KMLWEYHWK, NpeAcTaTenbHas xe-
ne3a, Mo3r), a Tak Xe B 610/10rMyYecKMX XXMAKOCTAX-(Nna3ma Kposu, LiepebpocnnHambHas XuUAKOCTb,
cnepma).

OVNATHOCTHUHECKAA POJIb

Mamma-I'T - Hambonee YyBCTBMTE/bHLIA MHAMKATOP renaTobunmapHpix 3abonesaHunii. B cbl-
BOPOTKe KpoBW (hepmeHT csizaH JITIBIM nJIHHF. Komnnekc I T-/1MBI npeobnagaeT npu 6e3xen-
TYLHbIX )O0pMax 3ab0/1eBaHUI MeYveHn, a-Apu XOMecTaTUYecKnxX HapyLUueHusx npeobnagaet Kom-
nnekc MTT-ATHM. T'TT - Hanbonee 4yBCTBUTENbHBIA UHANKATOP U HafEeXKHbI CKPUHWUHIOBbIN TeCT
npu ankeronmame. I'TT ucnonb3yeTcs B, Ka4eCTBe MapKepa paka NoKENyA0UHOM XXenesbl, paka
npeAcTaTenbHON Xenesbl 1 renatoMbl. OripegeneHve T aBnseTcs 60fiee YyBCTBUTENbHBIM UHAM-
KaTopoMm 3a60/1eBaHUIA MeYveHn y AeTeit, YeM LienoyHas gocgartaza. 'TT ABNseTCA MapKepom nopa-
YKeHnsi MembpaH renatouuToB.
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YBefmyeHne akTMBHOCTM ramma-I' T NpouCcXOAnT MpU anKorofibHOW WHTOKCMKaLWK, Xorne-
cTase, renartuTe, OMyxonu MeYeHU, MeTacTasax B MeyeHb, ONyXOoau MOAKeNyA0UHHOM XKenesbl, np-
po3e MeyeHun, rmnepIMnuaeMun, rmnepTupeose, NHHapKTe MMOKapaa, NaHkpeaTuTe, caxapHoM gma-
6eTe, MULLEMUN MEYEHM.

Habop peareHToB (FTAMMA-ITNTYTAMUNTPAHCPEPA3A AAC) oTHOCUTCA K BENOMOra-
Te/lbHbIM CPeAcTBaM AMarHOCTUKM, KIMHUYECKWIA AMarHO3 He MOXET ObITb NMOCTaB/IEH NO-Pe3y/bTa-
TaMm OZHOr0 aHa/n3a, HeobXo4MMa KOHCYbTaluus KBUIM(ULMPOBAHHOIO CreuuanmncTa,

MOKA3AHWA N NMPOTUBOINMOKA3AHNA K NMPUMEHEHWIO

Habop peareHtoB (FTAMMA-ITNYTAMUNTPAHCOEPA3A AAC) MoXeT 6biTh'MCM0/b30BaH
A1 UCCNefoBaHWs BCeX rpynn HaceneHns 6e3 rpagaumun no gemorpapuyeckomy Wiam nonynsaumoH-
HOMY MPU3HAKY 15 OLEHKN COCTOSHMA MeYeHu, AA AMArHo3a U MOHUTOPUHIA &aKoronmsma, 1S
ANhepeHLManbHOro AmarHo3a Mexzay 3a60/1eBaHNAMM CKEMETHbIX MbLULL W TeYEHW, eCiv NOBbI-
LLIeHa aKTMBHOCTb CbIBOPOTOYHOW LLIEIOYHOMN pocaTasbl.

MokasaHua gna chaum aHanmsa Ha T T:-NoAroToBKa K onepaTMBHOMY (BMeLLaTe/IbCTBY; Ana-
FHOCTMKa NaTo/IorMYecKmX NpOoLLEeCCoB B NeYeHW; Nofo3peHne Ha BOSHUKHOBEHWE OMNYyXOrei B npes-
CTaTeNbHOW U NOKENYAOUHON YKenese; MOHUTOPUHT NIeYebHbIX MEPONPUSTUA NPK TEYEHUN OHKO-
NOTUK; OLEHKa TOKCUYHOIO BO3AENCTBUS Ha OpraHn3M CUIbHOLEMCTBYIOLLMX TeKapCTBEHHbIX Mpe-
rnaparoBs; MOZLO3PEHVE Ha Pa3BUTMe LMPPO3a NeYeHn 1an renatuTta Ha (POHe ankoronusma; npogu-
NaKTU4YecKoe HabMoLeHVe 3a CTPajatoLLyIMN XPOHUYECKUM a/IKOTOIM3MOM; B Cyyae Xanob nauu-
eHTa Ha BO3HMKHOBEHMWE MEePUOANYECKUX-TAHYLLMX 60/1eli B MPaBoM MnoApebepbe, YTOMIAEMOCTb Ha
(hOHe NOCTOSAHHOW €MabocTK, MOMHOe OTCYTCTBUE anneTuTa, NePUOAUYECKN BOZHMKAIOLLEE YYBCTBO
TOLUHOTBI, NOTEMHEHME MOYM U OCBETAEHUNE Kana.

Ha6op peareHtoB (FTAMMA-FAYTAMUNTPAHCOEPA3ALAC) npeaHasHaveH To/bKO A
OAHOKPATHOr0 NPUMEHEHNS MO Ha3HAUEHMHO.

IMpoTnBOMNOKasaHn I HE NMEET.

METO/[,
KnHeTnyeckuii (h0TOMETPUYECKUIA TECT B COOTBETCTBUA-C METOAMKON Szasz/Persijn.

MNPUNHLUMTMT METOAA

Mamma-I'T KaTa/mM3uUpyeT peakuymio nepeHoca rnyTammMHOBOM KUC/OTbI Ha aKLENTopbl, Nogo6-
Hble FMUMATAMLUMHY. T1pN 3TOM BbICBOOOXAAETCA 5-aMUHO-2-HUTPOOEH30aT, KOHLIEHTPaLMIo KOTO-
POro MOXHO M3MepUTLAPK 405 HM. YBennyeHne NoraoLLeHns npy 3ToM 4JIMHe BONHBLINIPAMO Mpo-
NopLMOHaIbHO aKTUBHOCTY ramma-I T.

Famma-nT
L-Famma-rnytamus=3-kapboKcn-4-HuTpoaHuang + MAUUATINLUH <-----== >

FaMMa-rn3rraMuA-rALUNrAMLUH + 5-AMUHO=2-HUTPOGEH30aT

COCTAB HABOPA
BapraHTbl ICNoNHEHNS:

1 BapunaHT L

11. Pearent. 1  6ydepHblin pacTeop, pH.8,28, coaepxalLmii
Tpuc >100 Mmosib/N
rANUAN-rAALMH >100 MMonb/n
asmg Hatpus 0,095%

12. .PeareHT 2: 6YyhepHO-Cy6CTpaTHbIin pacTeop, pH 6,0, cogepkatimii
b-y-rnytammn-3-Kap6boKcu-4-HUTpoaHNInA, >10 MMo/b/N
asng Hatpus 0,095%

B CMIeYHOLLMX KOMMIEKTaLUSX:
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1) PearenT 1 1 cpnakoH (20 mn);
PeareHT 2 1 dnakoH (5,0 mn).
2) PeareHT 1 5 nakoHos (no 20 mn);
PeareHT 2 1 hnakoH (25 mn).
3) PeareHT 1 5 chnakoHoB (Mo 80 mn);
PeareHT 2 1 chnakoH (100 mn).
4) PeareHT | 4 dynakoHa (no 35 mn);
PeareHT 2 4 (hnakoHa (no 11 mn).
5) PeareHT 1 4 dhnakoHa (Mo 40 mn);
PeareHT 2 2 (hnakoHa (o 20 mn).
6) PeareHT 1 6 dpnakoHoB (no 40 mn);
PeareHT 2 2 thnakoHa (o 32 m).
7) PeareHT 1 2 dhnakoHa (Mo 68 m);
PeareHT 2 2 (hnakoHa (o 17 mn).
g) PeareHT 1 6 cpnakoHOB (no 68 mn);
PeareHT 2 6 niakoHoB (No 17 mn).
9) PeareHT 1 2 dpnakoHa (no 64 mn);
PeareHT 2 2 (hnakoHa (rno 20 mn).
10) PeareHT 1 6 pnakoHOB (1o 64 mn);
PeareHT 2 6 (pnakoHoB (1o 20 mn).
11) PeareHT 1 2 (hnakoHa (rno 65 m);
PeareHT 2 2 (pnakoHa (no 20 ma).
12) PeareHT 1 6 thnakoHoB (Mo 33:mn);
PeareHT 2 6 thnakoHOB (Mo 12.mn).
13) PeareHT 1 6 pnakoHOB (M0 65 mn);
PeareHT 2 6 (piakoHOB (Ne-20 mn).
14) PeareHT 1 4 thnakoHa (no-65 mn);
PeareHT 2 4 thnakoHa (ne-20 mn).
15) PeareHT 1 4 dpiakoHa (Ne 38 mn);
PeareHT 2 2 hnakoHa.(ro 22 mn).
16) PeareHT 1 6 (pnakoHOB' (Mo 24 mn);
PeareHT 2 3 (hnakoHa: (o 13 mn).
17) PeareHT 1 6 thnakoHOB (no 16 mn);
PeareHT 2 6 pnakoHOB (no 4,0 mn).
18) PeareHT 1 4 thnakowHa (no 62 mn);
PeareHT 2 4 thnakoHa (o 18 mn).
19) PeareHT 1 5 ghriakoHoB (Mo 40 mn);
PeareHT 2 5 (pnakoHoB (no 10 mn).
20) PeareHT 1 4 tnakoHa (no 20 mn);
PeareHT 2L thnakoH (20 mn).
21) PeareHT 14 thnakoHa (o 90 mn);
PeareHT. 2" 1 chnakoH (90 mn).
22) PeareHT-1 4 hnakoHa (no 60 mn);
PeareHt 2 1 hnakoH (60 mn).
23) PeareHT 1 4 hnakoHa (no 44 mn);
PeareHT 2 4 hnakoHa (mo 11 mn).
24) PeareHT 1 4 hnakoHa (no 15 mn);
PeareHT 2 1 dnakoH (15 mn).
25) PeareHT 1 1 kaHuctpa (10000 mn);
PeareHT 2 1 kaHucTtpa (2500 mn).
26) PeareHT 1 4 pnakoHa (no 17 mn);
PeareHT 2 1 dnakoH (18 mn).
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27) PeareHT 1: 4 dnakoHa (no 31 mn);
PeareHT 2: 2 thnakoHa (no 16 mn).

2. BapuaHT 2:
2.1 PeareHT 1  6ydepHbIi pacTBop, pH 8,28, cogepxalumii

Tpuc >100 mmonb/n
rANUUN-rNALNH >100 mmonbH
asug Hatpusa 0,095%

2.2. PeareHT 2. 0ytepHo-cybcTpaTHbI pacTsop, pH 6,0, cogepxaLynii
b-y-rnytamus-3-Kap60oKcun-4-HUTPoaHUNA, >10 mmosb/n
asug Hatpus 0,095%

2.3. VpeHTudmKaumoHHas meTKa

B C/IeAYHOLLMX KOMMNJIEKTaUmAX:

1) PeareHT 1. 5 dpnakoHoB (no 20 mn);
PeareHT 2: 1nakoH (25 mn);
NaeHTUMKaUMoHHaA MeTKa: 1 LUTyKa.

2) PeareHT 1. 5 (pnakoHoB (no 80 mn);
PeareHT 2: 1nakoH (100 mn);
NaeHTUnKaLMOHHAA MeTKa: 1 LTyKa.

AHANTIMTUNECKUE XAPAKTEPUCTUKIA

. JInHeliHOCTb B AnanasoHe ot 8,0.40 350 E/n.

. OTK/IOHEHME OT JIMHEHOCTI He-NpeBbILLaeT 5%.
. UyBCTBUTENBHOCTL - He 60nee 4,0 E/n.

. KoathtpmupeHT Bapyaumm - He-6ornee 3%.

Mpn aKTMBHOCTM ramMmmMa-FAyTaMmuaTpaHcgepasbl B CbIBOPOTKE Kposu 6onee 350 E/n (M3MeHe-
HWe OMTUYECKOW NIOTHOCTU NPodbl B MUHYTY AA/MUH He [O/MKHO npesbiwats 0,20) aHanusmpye-
MY Npoby cnefyeT pa3BecTU.gmsmonormnyecknum pactsopom (0,9% NaCl) B 5 pa3, NOBTOPUTL aHa-
N3 1 NONYYEHHbIN Pe3yNbTaT-yMHOXUTb Ha 5.

KOHTPOJ1Ib KAHECTBA

[ns BHYTPEHHero.KOHTPO/IS KauyecTBa C KaK4ol Cepueli 06pasLoB peKOMeHAyeM fIpOBOAUTD
N3MEPEHNS KOHTPONbHOWCbIBOPOTKN «Hopma» (TruLab, N) (meTog Szasz/Persijn) 1/KOHTPONbHON
cbiBOpoTKM «[MaTonorug» (TruLab P) (meTop SzaszlPersijn) npowussopactsa «DiaSys Diagnostic
Systems GmbH>» (CepmaHms).

B0O3MOXHO MCRO/b30BaHWe APYTrX KOHTPO/IbHBIX CbIBOPOTOK, aTTECTOBAHHBIX AaHHbIM METO-
[OM U He YCTynaroLmux no CBOMM CBOMCTBaM PEKOMEHAYEMbIM.

[na  KaMOPoeBKM aBTOMATUYECKMX (POTOMETPUYECKUX CUCTEM W YTQUHEHWUSA (hakTopa
rnepecyeTa Ana NOAYaBTOMATUYECKUX BUOXMMNYECKNX aHA/IM3aTOPOB PEKOMEHAYEM MCMOMb30BaTh
MynbTukanmoéparep TruCal U (meton Szasz/Persijn) npowussoactea «DiaSys Diagnostic Systems
GmbH» (Il'epmaHns). KoHueHTpaums TTT_8 TruCal U npocnexunsaenca A0 Ko3h(puumeHTa
MO/IAPHOM 3KCTUHKLMW B COOTBETCTBUN C OpPUFMHabHOM npoueaypon IFCC.

KannbposKy pekomeHAyeM NPOBOAUTE-B CNefyrLIMX Cnyvasx: Mpw- HEMPOXOXKAEHUN KOH-
Tpons KadecTBa (B C/lyyae BbIXOLa 3HAYEHUA KOHTPOS KayecTBa 3a Npefesbl YCTaHOBNEHHbIX Ana-
Na3oHOB AAS 1CMO/b3YeMOro /I0Ta KOHTPOALHOIro Matepuana), npu UCnoaAb30BaHUM HOBOIO Habopa.

PE®PEPEHCHBIE/HOPMAJIbHbLIE 3HAYEHWNA
B cbiBopoTKe kposu no W. Heil, V. Ehrhardt, 2008:

Bo3spact T, E/n
Oetu:
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HOBOPOX/EHHbIE fo 185

110 6 Mec fo 204
[0 12 mec fo 34
1- 3roga fo 18
3-6 net [0 23
6-12 ner o 17
12-17 net (Myx) [o 45
12-17 nert (KeH) no 33
B3pocnble: My>K4MHblI [0 61
JKeHLWNHBI fo 36

PeKOMeH/yeTCs B KXK/0ii NabopaTopun YTOYHSATH 1ana3oH 3Ha4eHWn HopMalbHbIX BEMMYMH
ANs 06CNeyeMOro KOHTUHIEHTA NOfENA.

OBPA3LbI

CbiBopoTKa (6€3 remonusa). Badtue KpoBu ANnd aHanusa cneayeT NpPoBOAUTbL C UCMO/b30Ba-
HMeM CTaHAaPTHbIX Npoueayp Ans BEHO3HOM KPoBW. O6pasLibl CbIBOPOTKM AG/KHBI ObITb OTAENEHbI
OT (DOPMEHHbBIX 3/1EMEHTOB KPOBM LIEHTPUPYIMPOBaHNEM He NO3aHee, YeM Mepe3 14 nocre 3abopa.

CTabunbHOCTb:

| Hepq mexxay -20°C n 25°C

XpaHUTb B TeMHoTE!
3amopaxusaTb 06pasLbl MOXXHO He 60/1ee 0A4HOro pasal
3arpssHeHHble 00pa3sLbl XpPaHEHWO He MoAexar.

MEPbLI MPEJOCTOPO>XXHOCTW

MoTeHUmManbHbIA PUCK NPUMeHeHMs Habopa - Knacc 2a (Mpukas MuHagpasa P® o1 06.06.2012
Noe 4H).

B PeareHTax 11 2 COAEPXXUTCSH TOKCUYHBIA KOMMOHEHT - ‘a3uf Hatpusi. Mpn paboTte ¢ HAMMK
cob6ntoanTe OCTOPOXKHOCTb M HE JOMyCKainTe nonafaHus Ha-KOXy W CIU3UCTbIE; NPU nonagaHunm
HeMe//1eHHO NPOMOIATe MopayKeHHOe MeCTO 60/1bLUMM KO/IMYeCTBOM NPOTOYHOM BOAbl. Mpu.nporna-
TbiBaHWM BbinelTe 0,5 N Tenjon Boapl U BbI30BUTE PBOTY. Mpy HEO6XO0AMMOCTM 06PaTUTECH K BpaYy.

Bce KOMMNOHeHTLI HABopa, B MCNO/b3YeMbIX KOHLEHTpaUUaX 418 in Vitro AMarHoCTuKK, SBs-
FOTCA HETOKCUYHLIMMU.

Ha MapKvpoBKy peareHTa 11 peareHTta 2, KOpOOKM.C HAOOPOM HaHOCUTCA rPaPUYECKNIn CUM-
Bon XK - OcTopo>kHO! O6paTuTech K MHCTpYKuynu-no:npumeHeHnto (no FOCT P UCO 15223-1).

Mepb! NPefoCTOROXKHOCTU - cobtoaeHne «IpaBua yCTPOMCTBA, TEXHWUKM 6e30MacHoCTH, Npo-
M3BOACTBEHHOI CaHUTapuK, MPOTMBO3NMAEMUYECKOT O PEXMMA 1 TIMYHOIN TUreHbI Py paboTe B Nna-
6opatopusx (OTAeNeHUsX, 0TAenax) CaHMTapHO-INUAEMNOOTMYECKUX YUPEXAEHUA cucTembl Mu-
HMUCTepCTBa 34paBooXpaHeHus» (Mockea, 1981 r.).

Mpy paboTe ¢ Habopom HazeBaliTe 04HOPAa30Bble PE3VHOBbIE U/IN NIACTUKOBbIE NepYaTKu, T.K.
06pasLpbl KPOBW/He/IOBEKA ClieflyeT pacCMaTpuBaTh Kak MOTEHUMAbHO MH(UUMPOBaHHbIE, Crocoo6-
Hble ANNTeNbHOR -BPEMS COXPaHATb M Nepeaasats BNY, BupycC renatuta unmguo6oin gpyroii Bo3oy-
ANTENb BUPYCHON MHGEKLMN.

Cobntogante TpedosaHns FOCT P 52905-2007 «J/labopaTtopun MeAuLMHCKMe. TpeboBaHuMs
6e30nacHOCTH.

Pu3nYeckme puckn (BO3MOXXHOCTb “CaMOMpPOM3BO/ILHOMO B3pblBa MM BO3rOpaHus) OTCYT-
CTBYHOT,

OBOPYOBAHUVE N1 MATEPUAJIbI

. BUOXMMUYECKNIA aHaIM3aTop, NOAAEPXMBAOLMNIA ANNHY BOMHBI 405 HM;
. CMEKTPOOTOMETP, MOALEPXKMBAIOLMIA ANMHY BOMHbI 405 HM, C A/IMHON ONTUYECKOro nytn 1
cMm;
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TepmocTar BOASHOW;

MUNETKN NOJTyaBTOMaTUYeCKNe OAHOKaHa/IbHbIE C MepeMeHHbIM 06bEMOM CO CMEHHbIMU
HaKOHEeYHMKaMu, NOo3BO/sAKOLLME O0TOUPaTh 06bEMBI XMAKoCcTM 0T 10 4o 5000 MKn,
aTTeCTOBaHHbIE MO 3HAYEHWIO CpefHel [03bl U CXOAMMOCTYW pe3ybTaToB NUMEeTUPOBaHUA
(ponycTnmas norpeLHocTb He 6onee 3%);

mynbTukanmoparop TruCal U «DiaSys Diagnostic Systems GmbH»;

nocyfa CTeKnsHHas MepHas naboparTopHas;

BOAA AUCTWUNIMPOBaHHaS;

(m3monormyeckuin pacteop (0,9% NaCl);

nepyaTkv MeauLMHCKMe AnarHoCTUYeCcKne 0fHOPasoBbIe.

MnoAroToBKA ‘(K" AHANN3Y

BupeareHTHas cxeMa ~ 3arnycK peakuumn cy6eT paToMm.
PeareHTbl 11 2 rotoBbl K UCMOJ/1b30BaHUHO;

MoHopeareHTHas cxema - 3anyck peakLui)obpasLom.

[ns npuroToBneHnst paboyero peareHTa: cMmewartb 4 ob6bema PeareHTa 1'm ognH o6bvem Pea-
reHta 2. ins ctabunusauum KOMNOHEHTOB PacTBopa, pabounii peareHT nepes 1Ccronb3oBaHNEM Crie-
ayeT Bblaepxatb 20-30 MUH Npu KOMHaTHOMW Temnepatype (15-25°C). Paboumii peareHT MOXKHO Xpa-
HWUTb Npu Temnepatype 2-8°C B TeueHue 4 HefeNb WA NPU KOMHaTHOM Temnepatype (15-25®@C) B
TeueHue 5 CyTOK, NP1 YCNOBUW JOCTaTOUHOM repMETUYHOCTU (D1aKOHOBMOTCYTCTBUM 3arpPs3HEHMS,
B 3alLMLLEHHOM OT CBeTa MecTe.

CnepyeT TwaTelbHO 3aKpbiBaTb IakoHbl ¢ PeareHTamy 1 1 2 HENOCPEACTBEHHO MOC/E KaXK-
[0r0 MUCMO0/b30BaHNSA, B TOM YKC/Ie NPU.XpaHeHUN Ha BOPTY aBTOMaTUYECKUX BMOXUMUYECKNX aHa-
nun3aTopos (B Hepaboyee Bpems).

NnodmnmsmpoBaHHbIi MynbTukanmopatop TruCal U npousBoactea «DiaSys Diagnostic Sys-
tems GmbH» (epmaHns) roTOBUTH:COrNMacHO NPWIaraeMomn K KaKaoMy 0Ty UHCTPYKLMUN.

Mpy HaMunK cUCTEMbI MAEHTU(MKALMN Habopa peareHTOB-aKT1BMPOBaTb aHaIM3aTop C Mno-
MOLLb N AEHTU(PMKALMOHHON .METKN CMOCO60M, MpefyCMOTPEHHbIM MPOM3BOAUTENIEM aHaM3a-
TOpa.

NMPOBEJEHUVE AHAJIASA
ApjanTauuy K aBT.OMaTW3MPOBaHHbIM CUCTeMam 3anpalunBainTe AonoHUTENbHO.
KOMMOHEeHTbI peakLMOHHOM CMecy 0TOMpaTh B KONMYECTBAX, YKa3aHHbIX B TabimLax.
BupeareHTHas cxema - /3anyck peakyum cy6cTpaToM.

OTMepUTb, MK/ KoHTponbHas KanmbposoyHas OneITHaa npoba
(xonocTas) npoba npoba

AuctunuposaHHas Boda 100 - -
MynbTukanmbparop - 100 -
ObpaseL, - - 100
PeareHT 1 1000 1000 1000
MepemeLatb;-MHKY6MpoBaTh 1 MUH Npu 37®C, 3aTeM 106aBUTb:

PeareHT 2 250 250 250

Mpo6b! TLWATEeNbHO NepeMellaTtb. Yepes LMUH M3MEPUTb ONTUYECKYHO MIOTHOCTL (A)i U BK/IO-
YUTb CeKYHZOMEp. 3MepuTb ONTUYECKYIO-RI0THOCTL (Ar) Yepe3 1, 2 1.3 MUH Npu A/IVHE BOJHbI
405 HM, TIpn 37®C, 0THOCUTENLHO XO/QCTON NPOOLI, B KIOBETAX C A/IMHON ONTUYeCKOro nytn 1
CM.

MoHopeareHTHas cxema - 3anyck peakuum obpasLom.
Mepep NpoBefeHMEM aHann3a paboumnii peareHT credyeT NporpeTs npu Temnepatype 37+1,00C
B TEYEHME 5 MUH.
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OTMepUTb, MK/ KoHTponbHas Kann6poBouHas OnblITHas npoba

(xonocTasn) npoba npoba
AuctunnnpoBaHHasa Boga 100 -
MynbTuKanmbpaTop - 100 -
Ob6pasey, - - 100
Pabounin peareHT 1000 1000 1000

Mpo6bI TwartenbHO nepemellatb. Yepes 1 MUH M3MEPUTL OMTUYECKYH NMIOTHOCTL (Af) WM BK/IIO-
YNTb CeKyHAOMep. VI3mMepuTb ONTUYECKYHD NIOTHOCTL (Ar) Yepe3 1, 2 1 3 MUH NpW AUHE BOJHbI
405 Hm, npun 37°C, OTHOCUTENLHO XONOCTOM NPO6bI, B KIOBETAX C A/IMHON ONTUYECKOFO-NYTH 1CMm.

BbluncnnTb cpefgHee 3HauyeHne JA/MUH O6pasua/mynsTukanmbparopa

npumeYvaHme: KonmyecTso peareHTOB U aHaIM3npyeMbiX 06pa3LioB MOXET ObITb MPONOPLIMOHANBHO
M3MEHEHO B 3aBMCUMOCTM OT 06bEMA UCMO/b3YEMOW KIOBETbI M TUMA UCMO/b3yeEMOro buoxmummnye-
CKOro aHanm3artopa (COOTHOLLEHMe 0bpa3Lia K paboueMy peareHTy cocTasnsieT 1:10).

PACYETDI
Mo MynbTuUKannébpaTopy:

AA [ MyHN
AkTtusHocTe I'TT [E/n] = XAKTnBHocTb I'T'T B MynbTuKanuépatope [E/n],

AA [ MUH

roe:  OA/MVHOM - M3MEHeHVe ONTUYECKON NAOTHOCTU OMNbITHON NPO6LI B MUHYTY, e4.0NnT.n/.;
OAMVHKaN - U3MEHeHVe ONTUYECKOV NNOTHOCTY KaIMGPOBOYHOIA-NPOOLI B MUHYTY, €4.0MT.MNJ.

Mo pakToOpy (YKasaH B nacnopTe KHabopy):

OnpegenexHne akTMBHOCTM T MOXHO NPOBOAMTL MO (HaKTOPYy, KOTOPLIA YKa3blBaeTcA B
nacnopTe K Habopy ((hakTop 3aBUCKT OT TMMA UCMOJIb3YEMOr0 aHa3aTopa). PeKOMeHAYeM YTOYHATb
3HayeHuWe hakTopa no mynbTukasubpatopy TruCal U npoussogetBa «DiaSys Diagnostic Systems
GmbH» (F'epmaHus), aTTecToBaHHOMY MO aKTUBHOCTW I'T'T B COOTBETCTBMM C METOA0M Szasz/Persijn.

NHTEP®EPEHLA (CNELUND®UNYHOCTBL/NMOMEXOYCTONYMBOCTD)

AckopbuHoBas kucnotago 300 mkr/mn (30 mr/an), 6uanpyouH go 684 mkmons/n (40-mr/an),
remornobuH po 4,0 r/n (400,mr/gn) v nunemus fo 22,52 mmons/n (2000 mr/gn) TpUrnnuUepuLoBs He
BIMSKOT Ha TOYHOCTb aHam3a. [ONoNHUTENbHbIX BewecTs (AJID), yCTpaHAIOLWMX MNEMUYHOCTb
CbIBOPOTKM, He TpebyeTcs.

TPAHCIMNOPTNPOBAHUE, YCHOBUA XPAHEHUA U
SKCINMYATAUNKHABOPA

Habop fomkeH xpaHUTLCA Npy Temnepatype 2-8°C B ynakoBKe NpeanpuaTUA-U3roToBUTENS B
TeyeHWe BCEro CpoKaTogHOCTW. [lonyckaeTca XpaHeHve Habopos npu Temmnepartype’fo 25°C He 60-
nee 5 CYTOK. 3amopaxumBaHve KOMMOHEHTOB Habopa He A0MyCKaeTcs.

TpaHCnopTUpPOBaHMe AO/MKHO MPOU3BOANUTLEA C UCNO/b30BaHMEM KPbITOr0 rpy30BOro asTo,
aBwa, >/f TpPaHCAOPTa, B COOTBETCTBUW C TPeO6OBAHUAMM 1 NpaBunamMu, NPUHATEIMA Ha JaHHOM Bfe
TpaHcnopTa, npu Temneparype 2-8°C. [lonyckaeTcsa TpaHCNopTUpoBaHue HaOoPOB Npu Temmneparype
[0 25RC He G0nee 5 CyTOK.

3peaus, TpaHCMOPTMPOBaHHbIE M XPaHUBLUMECA C HapyLUEHVWEM TemrepaTypHOro pexvima,
NPUMEHEHWUIO HE NOA/IEXAT.

CpoKTogHOCTN Habopa —I18 MeCALIEB.

[MpeKpaTUTb NPUMEHEHVE CEPUN-M3LENNSA M0 UCTEYEHUIO CPOKa ee roAHOCTN.

Cpok rogHocTn aeHTUMKALMOHHON METKWU - OrpaHuYeH MOMEHTOM aKTVBaLWW aHain3a-
TOpA.

Mpy cobnofeHnn YCnoBuiA XpaHeHUs BCe KOMMOHEHTbI Habopa CTabusibHbl B TeYeHWe BCero
CpOKa rofHocTw.
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PeareHTbl | 1 2 nocne BCKPbITUA (h1aKOHOB MOTYT XpaHUTLCA Npu Temnepatype 2-8®C:B '3a-
LUMLLIEHHOM OT CBEeTa MecTe B TeYeHWe BCEro Cpoka rofHoCTM Habopa npy YCoBUU JOCTATOUHON
repMeTUYHOCTM (D/IAKOHOB N OTCYTCTBUM 3arps3HEHNS.

Pabounii peareHT MOXXHO XpaHUTb Mpu TemnepaType 2-8RC B TeyeHre 1 MecsaLa Uan ipy KoM-
HaTHoi Temnepatype (15-25°C) B TeueHne 5 CyTOK, NpW YCN0BUM JOCTATOUHOM repMeTUYHOCTI (ha-
KOHOB Y OTCYTCTBUU 3arpsA3HeHNs, B 3aLUuLLLIEHHOM OT CBeTa MecCTe.

[nsa nonyyeHns HafLeXXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe Cob/0AeHNEe MHCTPYKLUN 0
NPUMEHeHNIO Habopa.

TPEBEOBAHNA OXPAHbI OKPYXXAIOLLE/ CPE/IbI

Ha6op (TAMMA-TNYTAMUWNTPAHC®EPA3A [O/AC) He cOfep>XMT B3pPbIBOOMACHbIX Be-
LLIeCTB, NPELCTaBNAOLLMX YIPo3y OKpYXXatoLLe cpefie 1 340POBb0 MeAMLMHCKOIO - NepcoHana, npu
cobnoaeHny Bcex Mep 6e30MacHOCTY 1 yTUAU3aLUn Habopa, peKOMEHL0BAHHbIX MPOU3BOAUTENIEM.

YTUNMN3AUNA N YHNUYTOXEHNE

3gnenve, npuilesLee B HeNpUrogHOCTh, B TOM YKC/E B CBA3W C UCTEYEHUEM CPOKA rOAHOCTY,
NOANEXUT YTUIN3ALNN.

YTunnsaumio unm yHnuToxkeHne Habopa peareHToB, HEMCMO/b30BAHHbLIX PEaKTMBOB, Ae3UNH-
(bekLmMIo cnegyeT npoBoauTh B cooTBeTCTBUM ¢ CaHluH 2.1.7.2790-10'«CaHnTapHO-3nnaemMmnoso-
rmyeckme TpeboBaHUA K 06paLLEHUNIO C MEAULMHCKMMKN OoTXogaMu» Ang-Knacca «b» MeguumMHCKNX
0TX0#0B N MY-287-113 «MeToanyeckne ykazaHus no Ae3nHMeKUMn, NpeacTepunn3aLoHHON
OUNCTKE U CTepUNM3aLMA N3LENNIA MEAULNHCKOTO Ha3HAUEHNS.

FAPAHTUHBIE OBA3ATE/IbCTBA

AO «JVNAKOH-AC» rapaHTupyeT KauecTBo, 3 (heKTUBHOCTL ¥ 6830MacHOCTb MeANLMHCKOro
N3genus, OTCYTCTBME HefOoMyCTUMOro puUcKa MPUYMHEHUS BPEAA XXWU3HW, 3[0POBbLI0 YeNoBeka U
OKpY>KatoLLel cpede Npy MCMofib30BaHUM Habopa peareHToB [10° Ha3HAYeHUIO B YCOBUAX, Mpeay-
CMOTPEHHbIX AaHHOW WHCTPYKLMER MO NPUMEHEHUIO.

MapaHTUiiHbIE 06s3aTenscTBa AO «AVAKOH-AC» paCRpocTpaHSATCA € AaTbl U3rOTOBEHNS
1 Ha Nepuoj Cpoka rofHOCTU MeAULMHCKOrO N3Aenus, Npy YEnoBun Haalexatlero TpaHCRopTupo-
BaHWA, XpaHeHUs 1 3KCnyaTauum.

Mo Bonpocam, Kacawowmmca kadectBsa Habopa FAMMA-TNTYTAMWITPAHC®EPA3A
OAOC, cnegyet obpawarses B AO «AMAKOH-AC» no ‘agpecy: 142290, MockoBcKas /06nacTb, T.
MywmHo, yn. pysosas; 4. la; Ten. (495) 980-63-38, T/dhakc (495) 980-66-79.

PY Xa ®CP 2007/01436

09 CEH 2020
NHCTPpYKLMS YTBEPXKAEHA

HauvaneHuk Otaena ViccnefoBaHuin n PaspaboTok

AO «ANAKOH-AC», K.6.H. O:1O. IN'yakoBa
«COTJTACOBAHO»

FeHepa/ibHbIV AVMPeKTOp

000 «BbIMMEN-MEALUEHTP» BapHasunuyc
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