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1. HA3HAUYEHUWUE
Hab6Gop
vitro

KOJMTUYECTBEHHOTO in

(TT) B ciBOopoTKeE

peareHTOB

«TI'-Umaxkxcus (IMAXYZ)» nNpengHa3Ha4Y€eH o

onmpengeneHUNs ] KOHINEHTpPAaULHUHU THPEOTTOOYyITHUH

KpoBH 4YWelIOBCKAaA.

1.2. TI' — wMWoIuUpOBaAaHHBHA TIHUKONPOTEHMH C MOINEKYISApPHOH Maccoi
okono 660 xJZla® xoTopbi# BHpabaTeBaeTcs G(GONTNTUKYITaAaMHU LI HTOBUJHOIMNI
K €€ 3Bl (1T XK ) u ABNSAECTCA HENOCpPEACTBEHHEM ONpeal ECTBEHHUKOM

TUPpEOHUOTH Bl X ropMOHOB

Yranesogunas u O6GenkoBas

TUPpEOUAHOTO smuTtenusg. T

(T4) (T3).

- THPOKCHUHA U TPUHOAZTHUPOHHUHA
gactu TI cumHTe3mpymwTcs B pumbocoMax KIETOK
I''copnepxurtr npumeprno 110 octTaTkoB THPO3HUHaA,

nocineayomee HogAMpPpPOBaAaHUE KOTOPOTO MPHUBOXAUT K obOpaszoBanuniw Tg4 nm T3,
KOTOpHE OCBOOOXHTamwTCcad B KpPOBB B pe3ynbTaTe oTmennenus oT TI monxg
neficTrBueM nporteonurtuueckux ¢pepmenton U XK. Yposrmu TI B caBOpoOTKeE
OTHOCHTENBHDO BB COKH npu 6epeMeHHOCTH B TpeTheM TpuMecTpe, B

NynoBHHHOIH KpOBH y H
nepBBH X JIABYX JT€T XHU3HHU.
BH ABIAETCSA MNPHU Ppas3idIHdHB X

(bI'), NOJZOCTpPOM u

TOKCHUYECCKOM n

€ro mMmeTacrtrasax.

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM

AayTOUMMYHHOM

HCETOKCHYECCKOM

OBOPpOX OCE€HHEBH X, n YMCEHDBII a0 TCHA B TECE4YCHHUEC

Mo menne ypoBHss TI B cEHBOpPOTKE KpPOBH

bopmMax TupeorTorcukosza: bomnesmum I peiiBca

TUPpEOHU AUTEC, MHOIroys3Jl1Io0BOM

300e, sHageMuueckoM 300e, pake I XK =n



TIr-Umaxkcusz (IMAXYZ)

1.3. Hpu Tupeomagurtax KoHumeHTpanmusa TI B CRHHBOpPOTKE KPOBH MOXET
HE COOTBETCTBOBAaTh CTENMEHHW KIHUHHUIYECKHUX CHMIOTOMOB THPEOTOKCHKO3A.
debuumur CHHTE3a TT HabOniw gaeTcs y nerten [ BPOX NTEHHSB M
THOOTHUPEOHUTHU3IMOM .

Onpenenenne ypoBHsS TI ogueH  BaxXHO ANXA MOHHUTOpPHHTA JHTEUYEHUHH
nud bpepenuupoBanunoro paxka I XK - ero cogepxaHHUe NOpPHU PpeUUTHUBE H
MeTacTa3upoOBaHUU MOBB Il a€TCH. Mocne TOTAaNbHOM THPOUIADKTOMUH
conepxaunune Tl B cliBOpPOTKEe KPOBHU pPE3KO CHHUX EHO M COCTaBISSeT MeHeEee 5
HT/MI. IMoBe mW eHHUeE B mnocieomnepanuoHHOM nmepuone YPOBHS Tr B

CBIBOPOTKE >10 HT/M I YKa3bpBaeT HAa peuoUuIAHUB HUIHNU MNOABICEHHUECE METAacTa3o0B

paxa II XK.
Cnegyer TakXe OTMETHTHh, YTO HAaITHUYHUE AaHTHTEND K THPEOTNOOYyIHUHY
(arTI') Moxer OPUBOAHUTH K TNONYyYE€HHI HE€BEDPHEH X pe3ynbTaToB onpu

onpegeneHuHn y TakuxXx mnanumeHToB ypoBHsA TI uw omenke P GPexKTUBHOCTH
ONPOBOIXMMOMW Tepamnudu.

Mouurtopurar ypoBHsS TI pgonxesn ONPOBOAZUTHCA C HUCHONTB30OBAaHHUEM
ONHOW W TOW X e METOAHMKH omnpenencecHus ypoBHsA TI B CRIBOpPOTKE KpPOBH
Ha NPOTAXKCEHHUH BCEero mepuonga HabOnio neHnus. I[Ilpm mepexonge Ha APYyTrymw
MEeTOAHUKY HMUIMU APYTOro nNpouMs3BOAHMTENSN HabopoB B n1adopaToOpuUH JNOIXHa
OB T mNpOBEAEHAa KIHHHMUYECKAas NpPpOBEpPKAa U CpaBHeHHME HOBOTro Habopa c
npeas aAym,uM. 3aMeHY MeTona onpepngenenus ypoBHs TI B nabGopartopuumu
cnenyeT o0cyxpmgarTh C KIMHULHUCTOM ; He caeayeT JgenaTtb Od3Toro O0es3s
npeaymnpex TeHUS:.

1.4. Ha6op «TI'-Umaxcus (IMAXYZ)» paccuyuTaH Ha NpoOBEeJACEHHUE aHANTHU3a
B nyb6bnumkartax 40 HeHM3BECTHBHB X, 6 KalHMUOpPOBOUYHB X mnpob6, OoOxXHON mnpoobBH
KOHTPONIBbHON CHBOPOTKH H OZHON mNpoOH AN omnpegeleHHUSN ONTHUECKOH
NIOTHOCTU pacTBopa TeTpamMerunbdbensuaguuna (TMDBb) npu wucnonb3oBaHUU
BCE€X CTPHUMNOB OJHOBpPpEMEHHO.

B cnywdae npobOHOTO OPpPHUMEHECHH S HeobOxoaguwma oOs3aTenbHas
NOCTaHOBKaA BCeEX KanlubpoBOUYHEBH X npoo I s KaX JOTO OTJOEINbHOTO

aHalTv3a.

2. NPUHUOUUID PABOTB HABOPA

B Habope «Tr'-Umaxcus (IMAXYZ)» HCONONB30BAaHa TEXHONOTH A
KOJTHYCECTBEHHOTO CCOHIABHUYI» - BapHUaHTa TBepanodaszuHoOro
AHMMYHOpEpPMEHTHOTO amanusza. Jdus peanusamuu 3TOT0 BapHUaHTa Ha
BHYTpPCHHECH MOBEPXHOCTH JTYHOK MHUKpPODTAaHIETOB HMMOOHUTH30BAH B

MOHOKNOHAaAaIANbHBNE aHTuUTena K ITI'. I pyrue MOHOKINIOHanNIbHBE aHnTurtena k T
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KOHD DWW TIHUPOBAaAHBI C nepoxcn;{asoix’l. Bo BpeEMs I/IHKy63.I_[I/II/I IpounCXoauT
CBSI3bB BaHUEC TF,COHCP)KZ.IIICI‘OCSI Bo6pa3uaX, KOHTPOIIDbBHB X MaTepHuamax u
KaJII/IGpOBO'-IHLIX Hp06ax C M OHOKIOHAQIBHUB MU AaHTHUTCITAaAaMHMU,
I/IMMO6I/IJ'II/I3OB3,HHI>IMI/I H a BHyTpeHHeﬁ MOBEPXHOCTH JYyHOK u

B3aUMOJIEHNCTBHE CBA3aBIm E€roci4a TT C MOHOKITOHA AQIBbHUBMMHU aHTHTECEITaMU,

M CUYCHHUBMHU nepoxcn;{a30171 XpeEeHa. O06a M OHOKIOHA QB H Bl X AHTHUTCIIa
HMCK T pa3HYO S5 MUAUTONDHY IO CHCI_II/I(bI/I‘IHOCTL K TF, 9TO HIO3BOIAECT
NCOHOITb30BATDHb n X PIGNI G| peaxrtunui3zanunuu OQTHOCTAaJUMHOTO

BBHCOKOCNEeNUM () HUUYUHOTO aHaIMU3a.

Mo oxoHYaHUU MHKYyOAaumLuMum BO BpeMsI NPOMB BKHU NPOUCXOJUT yJgaldleHUE
BCEX HECBSA3aBIM MXCA KOMIOHEHTOB M3 30HBl pPEeaKUU.

Bo BpemMms mHkyOamum ¢ pactBopoM TMDBP mpoumcXxoaAuUT OKpam HBaHHUE B
CHHUW HNBET pacTBOpa B AyHKax ¢ npobamu, cogepxasmumvmu TI. Ctemens
OKpPacCcKH @NpPpsAIMO HNpomnopHHUOHAaAalIbHAa KoHODeHTpaunuum TI B aHamnuszupye™BH X
ob6pa3smax, KanuOpPOBOYHB X NpobOaxXx MW KOHTPOINBHB X MaTepuamgax.

MMocne 0CTaHOBKHU peakKUHMHU CTONM-peareHToM (IBEeT pacTBOpa MEHSETCs C
CHHEro Ha X eNTh W) U H3MepeHUSS onTudeckod nunotHoctu (OIl) pactrBopa B
NTYyHKaX NPOBOIUTCS pacueT KoHumueunrtpaunuu TI B mccneanyeMbx obpasnmax H
KOHTPOJBbHBI X MaTepualiax mo KalTuOpPOBOUYHOMY rpaduxy.
Kanub6poBouyHH# TrpaduKk CTpPOHMTCS Ha OCHOBAaHHUHU PpPe3ylIbTaTOB aHaluW3a
KanubpoBOYHBH X npoo, y4acTBYI II ,UX B aHalU3e ONHOBpPpEMEHHO c

ncciameagyemMb MU 06pa3uaMH.

3. COCTAB HABOPA

MUKPOINIITAHIET l ymakoBKka

Paszbopus i MOMTHUCTHUPOITHHBH I MUKpPONNTAaHTII €T co cTpumamu,
pas3nenseMBb MHU Ha OTHOEJNbHB € NTYHKH, c HMMOOHMIHU30BAaHHB MHU
M Bl Il MHB MH MOHOKIOHAQaIbHB MH aHTHUTENaMHu K TC, MapKHpPOBaH

«MuxkponmnnaHmEeT ¢ MOHOKIOHAaINBbHB MU aHTHTenamMu kK TI».
KOHBIOTAT ]l ®nakoun, 14 mn
Konpsmorar MOHOKIOHAaIlB5bHEBH X AaHTHUTEI K Tr c mNepoKcHgZaAa30H,
MapkupoBaHn «KoHbplorary.
KAJUWUBPOBOUYHBIE NPOBBbI (KII) KOMIOIIEKT
ATTecTOBaHBH mo EBpomeiickomMy pedepeHC-CTaAaHOApPTY CRM 457,
cogepiX aT U3BEeCTHHB € KonumuuyectBa TI.
KII Ne 1 - 1 ¢dnaxown, 0,5 Mman, coagepxwut O wHr/Mmn TI, MapkupoBax

«KanubpoBounas mpoba Ne 1».
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TIr-Umakcusz (IMAXYZ)
KIIT N 2 - 1 ¢nakouw, 0,5 mMman, comgepxwut 3,0 wHr/Mmn TI, mMmaprkupoBaH
«Kanub6bpoBounas mpoba N 2».
KII Ne 3 - 1 ¢dnakonm, 0,5 MO, cogepxXUuUT 10 ar/mMma TI, MapxupoBaH
«KanuobpoBounasa npob6a Ne 3».
KII Ne 4 - 1 ¢nakxouw, 0,5 Mn, comepxwut 30 w©wHr/Mmn TI, mMapkupoBaH
«KanuobpoBouunas mpoba N 4y».
KII Ne 5 - 1 dnakxonw, 0,5 mMa, cogepxwutr 100 wr/man TI, MmapkupoBaH
«Kanub6poBouHnas mpoba Ne 5».
KIT Ne 6 - 1 ¢nakon, 0,5 mMa, cogepxwutr 300 uwr/mMma TI, mMmapkupoBas
«KanubpoBounas nmnpoba N 6 ».
INPUMEYAHHUE: TouHB ¢ HOMMUHAaIB KalHOPOBOYHB X NpobO yKa3aHBH
Ha 3THUKEeTKax ) ITaKOHOB M B mMacnopTrTe K HAaOOpy peareHTOB.
KOHTPOJIJBHASA CBIBOPOTKA (KC) ]l ®nraxkon. 0.5 wma
@ MapkupoBaH «KonTtponsuas CBIBOPOTKAa», cogep kK UT H3BECTHOE
konunuecTtBo T, tmama3oH KOHNONEHTpPaOHUi yKa3zaH Ha d3THKEeTKe pITakKkoHa.
BYOEP ]I PASBEAEHUA ]l ®naxon. 3.0 m
00pa3moB CBIBOPOTKHU KPOBU.
Boanno-coneBoii pacTBOoOp, MapkKkupoBaH «bydep P»
PACTBOP TMG5B ]l ®nraxkoH. 14 M1
PactBop TerTpamMmerunbeH3uguuaa, mapkuposaHn «PactBop TMBbB».
CTON-PEATEHT ] ®nakorn, 14 muax
IM consmas kucnorta (HCI), mapxkupoBaun «Crtrom-peareunry».
NPOMB BOUYHB I BYDEP. ]l ®naxorn. 20 M1
KomnmeaTpupoBaHHBHA BOOJHO-COJNEBOW pacTBOpP AN MHNPOMBBKH JIYHOHK
" (20-kpaTHBH U KOHLEHTpPpAaTrT), MapkupoBaH «bydep II».
" JJomonHMTEenNpbHO B COCTaB Habopa MOTYT BXOJAHUTSH:
-3am UTHAasg NIEHKa AIf MUKpPONITAaHI €TOB;
-NNTacCTUKOBB € BAaHHOUYKH OIS pPEeaxKTHBOB,;
-0OJHOpPAa30BB ¢ HAaKOHEYHHUKH,;

-MOJMTUDTUICHOBB H HMaKeT C 3aMKOM A1 XpPaHCEHHUI MUAUKpOODJTaHImIETa.

4. AHAJTUTHUYECKHE 14 JUATHOCTHYECKMUWE XAPAKTEPUCTHUKHU
HABOPA.
4.1. YUyBCcTBHUTENbHOCTb. MMUHHUMANIbHAA JOCTOBEpPHO oONpepensemas

HabopoM KoHumeHnrtpangus TI B cCBlBOpPOTKEe KPOBH UYelNOBEeKa HE NpPEeBH U aeT
0,5 ar/mMmu.
4.2. Cneuudpuunoctsr. [lepekpecTHOW peakuumum OOOHMX MOHOKIOHAIDBHB X

antTurten k T c anvpadertonporenunomM (ADPI), ponNITUKYTOCTUMYIHUPYI Il UM
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TOPMOHOM (®CT), TUPOKCHHCBSA3B BAaw IO UM rrobynuuaom (TCI),
INHOOTUPOHHUHOM (TF), TPUHOAOTUPOHHUHOM (TS), TUHPOKCHHOM (T4) He

OOHapyX eHo.

4.3. JluHeHWHOCTS. 3aBUCUMOCTH KOHIEHTpPAaNHuHU T B obpasmax
CEIBOPDOTKH KPOBH OIpH pa3BEeEAECHHUH «Bydepom P», umwmMeer nuHelHHBHIH
XapakKTep B AHama30HEe KOHNEHTpPAaOHUH KaTUOPOBOYHB X npobd N 2 - N 6 u

coctaBunser 90-110%

4.4. Tounmocts. CooTBeTCTBHE H3MEepeHHOHN KOHumemntpanmnumumu TI B mpobe,
HONYYEeHHOHN myTeM CMEmMUBAaHUSA PAaBHBX 00BEMOB KOHTPOINBHOH CHBOPDOTKH H
kanubpoBouHOH nmpoOe N 3, coctaBunser 90-110%

4.5. KosdbdPumuumenrt Bapuanuu pesynbrTaToB onpenenenus TI B ogHOM
uToM Xxe obObpasunue ¢c ucnonbr3oBanuem Habopa «TI-Umakcusz (IMAXYZ)» ne
npesb maetrT 8%.

4.6. Knuunuueckas npoBepka. Kowumenrtrpaunums TI' O6muna wum3mMepeHna B
CBIBOPOTKaX KPOBH 200 310pOBBH X 110 gei B BoO3pacrTe 21-45 TEeT.
IlonyuenHnbe 3HaueHnus KoHHneHntpaunuuu TI He mpeBswmmcunu 70 Hr/Mma B 99%
cnyuaeB. IIlpu mncnonp3oBaHHUHE Habopa peKOMEHJIYyeEeTCS YyTOYHHUTD 3HAaYECHUSI
KOHIODEHTpamui TI, COOTBETCTBYII II ,H € HOpPMaAamnhbHEBE M, c yaeToMm

0OCOOEHHOCTEH HONMYNSIUHUHU.

5. MEPB ODPEJOCTOPOXHOCTH.

5.1. PeareHnrts, BXOJOSAI ,UE€ B cocTas Habopa, NpexsHAaAa3HAaYeHBH
HCKITIUYUTENAbHO a1 nabopaTOoOpHOHN in Vitro THarHOCTHUKH .

5.2. MNorTeHuunanbHB I pUCK NpuMeHEeHHUS Habopa — Kkunacc I.

5.3. B yupex teHussX, B KOTOpPHB X Oocym,ecTBIsiercsds pabora ¢ Habopamu
peareHToB, cneayer cobnw 1aTh rocrt P 52905-2007 «Jlabopatopumn
MenunuHckue. TpeboBaHuUg O0€30MaCHOCTH».

5.4. HecmMoTps Ha TO, Y4TO HNPOHU3BOJHBE KPOBH dYeIOBEeKa, BXOOAI ,Me€ B

coctaB HabOopoB, ObBNIHM NpPpOBEepEeHB HAa Haauuume aHntuten k Bl/IU 1 wmw 2 Tummna,

Bupycy renmartrurta C, a Taxkxxe HBsAg wu nganm oTpuULaTeNbHB H pe3ynbpTart,
HeoOXoguMO ¢ KaxrumbpaTopaMH, KOHTPOJIBHBHMH MaTEepHalaMHU oOpamaTrTbcs
Kak ¢ oO0pasmaMu, HeCym,HMHU HHPEKNIUOHHYI ONACHOCTH, TaK KaK HH OJHH

CyIIIeCTBy}OHI,I/Iﬁ MECTOI TCECTUPOBAHUA HC M OXET Ha 100 % TrapaHTHpPOBAaThH

OTCYTCTBHEC I/IH(l)eKLII/IOHHI)IX Aar¢cHTOB.

5.5. Hpu paboTe ¢ HCCIHEeAYyEMB MU obpasmamu HNaAaMUEHTOB CclHegyerT
cobnw garts M €p Bl ONPEeNOCTOPOXKHOCTH K aK B OTHOII EHUHU MHP eKIUOoHHO
OmMacHOTO MaTepuana. HacrtodaTtenbHo pekoMeHgyeTCH HCNONb30BAaHUE
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O HOpPpa3s3oOBHBH X mepuyaTok n Apyrux PEKOMCEHJOBAaHHBI X M €Dp 3all U TBHI

(cmemongexnay), DO3BOJNSION UX CHU3UTh PUCK HHOUIOUPOBAHHUSIA.

5.6. Bce MmaTepumanbe, KOHTAaKTHpPOBAaBMmMUE C oOpas3ngaMu KPOBU HAaLNHUEHTOB,
KOHTPOJUBHB MU u KaaluOpPOBOUHB MU MaTepualaMHu IO JOXK H Bl OBl ThH
HHAaKTHUBUDPOBAH B obuUuOUaNbHO perntaMeHTHUPOBAHHB MHU MeTodaMHu
(aBTOKnNaBuUpoOBaHUEM B TeueHue | waca npu 12I'C, 3amavuBanuemM B 5%

pacTBope XxnopamMmuHa b B Teuenunme 1 waca mnum o6paboTkoidfl B COOTBETCTBHHU C
HHCTpYyKHOUEH KaKMUM-1unub6bo HMHBM nabopaTopHB M aesunpexktanToMm). XKungkue
OTXOIbl, BKJIIUYAasg MHNPOMB BOUYUHB € BOJIB , JOIXHDB OBITh HMHAaKTHBHUPOBAaHBH
nobaBuneHHEeM Cyxoro xnopamuuna b usz pacuerta 50 r/n BTeueHue 2 yacoB, 1uboO
obpaboTkoil B COOTBETCTBHU c HHCTpYKIHUEH KaKHUM-IHOO U HBH M
1a0opaTOpPHB M A€3MHPEKTAHTOM .

5.7. Crom-pearenr npeancraBasgerT coboit 1 M pacTBODp CONIAHOM
KHCIOTH HWU oOnapmgaeT pasapaxaw Il UM JelHcTBUEM HAa KOXY H CIH3HUCTBH €
o6bomouxu. B cnmywae mnmomamgamHmsa pacTBOpa CTOHD-peareHTa Ha KOXY H
CIU3HUCTEH € HeoOXoaAHUMO OPOMB Th NOpajxX eHHBHB H ydacToK 6o0nNbpm UM
KOJIHNYECTBOM NPOTOYHOMN BOISH .

5.8. 3anpemaercs OpHueM numiu, HCMONTb30BAHUE KOCMETHYECKHX
cpencTB ¥ KypeHHEe B NOMEIm eHHUAX, MNpPeJHa3HadYeHHHB X AIA pabOTH ¢

HaGOpaMI/I peareH"HToOB.

6. OBOPYAJOBAHME )4 MATEPHUAIBI, HEOBXOJUM Bl E mpunu

PABOTE C HABOPOM:

. OIXHO- MWIW MHOTOKAaHAaNlbHB € J03aTOPB C H3MEHSIEMB M 00BEMOM
orbopa KU IKOCTECH B JOAHMama3s3o0Hax 10 - 100 MK, 50 - 300 MKI JO1a4
MOCTAaHOBKHWH aHaluwuiza W B numamaszowmax 100 - 1000 mMmxkx, 1000 - 5000 mMkmu,
1000- 10000 MKJI OIS NPUTOTOBIEHHNUSN pPearcHTOB.

. OngHOpPa3oOBBH € CMEHHB € HAaKOHEYHHUKHU OIS J03aTOpPOB.

. BaHHOYKM A0 peakKTHUBOB OIS MHOTOKaHAalbHOTO JO3aToOpa.

. CnexkTpodporomeryp, MO3BOJNSNIO Ol U U ONPOUBBOIOHUTES H3MEepeHUHeEe

ONTHYECKOHN HITOTHOCTH pacTBopa B ayHkKkax npu 450 HM.

. TepmMocTatTupyeMmEBH i menkKep, MO3BOMNSNI Il U I NPOHU3BOAUTEH
BcTpsaxuBaHue npu temneparype +37°C co ckopocTtbrio 400 - 650 o6/Mumn.
. ABTOMAaTH4YEeCKHH OpOMBBAaTeIh bigh ODIaHOETO B U1u

JO3HpYKOI ee YCTPOHCTBO.
. dunsrTpoBanbHasgs Oymara.

. Hunuuaap MmepuHbs i Ha 200 ma.
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. CTakaH CTEKASHHB W BMecTUMOCTBhI 500 ™.

. Bona nevmoHUM30BaHHAaMY UIU AUCTHUIIHUPOBAHHDS aSI;.

. IlepuaTku pPEe3MHOBB € MJIHU MNIACTHUKOBE C.

7. AHAJITU3BUPYEMBIE OBPAS3IBbI.

7.1. B3ssgsrtue KpPOBH o aHanu3a cnenyer OIPOBOIAUTH c
HCOONB30BAaHHUEM CTaHAZApPTHBH X npomenyp I s BEHOS3HOIMH KpOBH, a
o0pasmse CBIBOPOTKH I O JI K H B OBl Th OCBOOOVX O ¢€HBH 0T KJI€eTOoK KpPOBH
HeHTpUpyTrupoBaHHUEM . IMMocne OeHTpU G yrupoBaHHUSA CEIBOPOTKa KpoOBH

JOoOXTX Ha OB THh HEepeHECEHAa B OTHCINbBHYIH0 HOpPOOHpPpKY.

7.2. Cnemgyetr wm36eratp HUCHOJNB30BAaHUI B aHaolu3j3e IIJa3M bl KpoOBH,
reMoOJIHM30BaAaHHONW, MYTHOH MIM THUNEPIHUNEMHUUIYHON CBIBOPOTKH.

7.3. He momyckaeTcs HCHNOJXIb30BaHHUE B KadecTBEe KOHCepBaHTa as3uiga
HaTpHs.

7.4. OO6pasub CHHBOPOTKH KPOBH ClIelnyeT HMCHONb30BaTh B TeyeHUue 24-
48 Y4acoB ¢ MOMEHTAa NONYydYeHHUS NpPH YCIHTOBMH HUX XpaHeHus npu +2...8°C.
Jdns OGonee ONHUTENHBHOTO XpaHEHUsS O0O0pas3sish HEeoO0XOoOaAUMMO 3aMOPO3HUTH
npu TeMmMneparype HHUxe -20°C. H306erarTb MNOBTOPHOIO 3aMOpPa>X MBAaHUSI

oOpas3moB.

8. NOATOTOBKA PEATEHTOB JJJA1 AHAJIUW3A.
8.1. Bce peareHTBsl nmepen NpoOBEAECHUECM aHaAaITHU3a IO J X H B OBl TH
TOlAaTENIhHDO mepemMen aHB5 U JTOBEJEHEH o KOMHATHOMH TeMIOIepaTypH

(+18...25°C).

8.2. Il penBapuTenbHOE pa3BedgeHUE HCCIAEenyeMBl X oOpas3moB. Ecnu
3HadeHuss Tl B mccnmepnyeMb X oOpa3nax NTo NpeaABapUTENbHB M JTaHHB M BEBE I ¢
3HaYeHUWUd KOHINEHTpPaUMUU KalHUOPOBOUYHOHW mnpobOB N 6, oOpasumb clanenyer
pas3Bectu bydbepom P B 20 pas:

-190 Mmxn bydbepa P+ 10 Mmxn mccneanyemoro ob6pasma.

Tmw,aTenbHO NMepeMem aTh.

8§.3. Mukponnaunmer. Ilepenx BCKpPBTHEM MNDaKeT HEOOXOAZUMO BB IEpPXaATh
onpu KOMHAaTHOH TeMmneparTtype (+18...25°C) He M EHEEe 30 MHUHYT B O
n3bexaHuWe KOHJEHCANMUM BIATW HAa HNOBEPXHOCTH JNYHOK. OTKpPHBHTH HaKeT H
nepectTaBUTh Ha CBOOOXZHYW paMKy HeOOXOAHMUMOE KOJIHMYECTBO CTPHUINOB
nau NTyHOK. OctaBmuecs CTPHIH XpPaHUTDH B HNakeTe c repMeTHUYHO
3aKPB THLM 3aMEKOM npu Temnepatype +2...8°C B TeueHHE BCEro CpoOKa

TOOAHOCTH.
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TIr-Umakcusz (IMAXYZ)

8.4. KanubpoBouHEHE npoo0s u KOHTpPOJBHAaSI CEIBOPOTKaA TOTOBEI K
HCNONB30BAaHUI .

8.5. IIpomMbBOuUHBU Oydep. Heobxongumoe KOJNTHYECTBO Bybepa II
pa3BeCcTH JUCTHINHUPOBAaHHOMK BOJOH B 20 pas.

Hanmpuwmep:

10 Mmn Bydepa I + 190 M1 nOEeMOHHU3OBAaHHOMW HUIMU ITUCTHUINITHUPOBAHHDOI
BOJBH .

TuarenbHO mepemMemars, nzberas mMeHoOoOOpa3oOBaHUSH. FotoBw i K

ncnonb3oBaHUW IlpoMBHBOUYHBKMUE Oydbep XpaHUTH 3aKPBTHM IOpPH KOMHATHOM

TeMIOonepaType (+18...25°C) He bonee 5 cyToK. OcrtaBmuics
HEHUCNONb30BAaHHEBL M 20-xpaTHB H «bydpep II» XpPaHUTH 3aKpPBH TH M npu
TemMmnepartrype +2...8°C B TedyeHHUE BCEro cpoka TOIXIHOCTH

8.6. Kounpswrar asatu-Tl-mepokcuagasza TOTOB K HCNOJAHh30BAHHUI .

8.7. PactBop TM b ToToB K HCIONB30BAaHUI .

§8.8. Crom-peareHT ToOTOB K HCNONb30BAaHUII.

8.9. Bydep P roroB Kk ucnonb30BaHUIW.

9. NPOBEAEHUWE AHAIU3A

9.1. CocTaBUTh NPOTOKOI MAapPKHUPOBKHU NYyHOK. JJyHku mpomMapKkuUpPOBATH

cnHeaymwOIMmMMUM 00pa3om:

1 2 3 4 5 6 7 8 9 10 11 12

A 1W 9OwW oW 17W 17W 25U 25W 331 ( 33
B

1010 ' 1 f Il T 18) I' 3 I' 34

11 f IUT f 191 ( 191 T 27~ f 27\ ( 35" ( 35
D

nr T 12) T 20) T 200 f 28) ( I 36) ( 30)
E 13~ T 130 ( 2J0 ( 21\ T 29) f 291 f 37\ IT' 37

14) ( wJ T 222 T 22 f 30A f 30) I' 38~ f 38
G rknen (7 15 T 15T 251 I 231 T 31) £ 3] T 391 T 39
H 8 W 16W 160 T 24\ T" 24~ T 32" T"32M T' 40M T 40
9.2. Bo Bce nymxku, kpome Al wmw A2, BHecTH 1O 100 MXKnI KOHBITIAarTa

anTu-TI-mepoxcupgasa.
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TIr-Umakcus (IMAXYZ)

9.3. BuHectu B coOTBeTCTBYl ImMHUe JNIyHKH no 50 MKI KaauOpoOBOUYHEBH X
npob6 u KOHTpPOIDbHOI CBIBOPDOTKH, B OCTaBII HECH Ny HKH I 0 50 M K JI
nccanengyemMod CHBOPOTKH KpoBH B aybnumukatax. O 6wy ee 6pemMsas 6HeceHU:A

KaaiubpoeouHuos X npoo, KOHM POAbHOIU

obpas3zyoe He OonxHn HO npeev wwamusv 15 mMmunwym 60

HenpaeuilbHbOB X pe3ylbmamoe uccneooeamnuss.

cCbl 60pOmMKIU

uzbexn aHue

u uccareoyem b X

noaxry4veHnus

9.4. MuekyOupoBaTh CTpPHUNDB NOpPHU BCTPSIXUBaAaHUMU B TedeHHUe | waca B
TepMOCTaTuUpyeMoM mekhkepe npu Temnepartype +37°C co cxkopocTthrio 400 -
650 o6/MuH.

9.5. ITo OKOHYAaHHUMU nHKyOanguu yaianurthsb coaxepk HMOE€ Ty HOK B
cmenHalbHY IO €eMKOCTH oS cbopa HHGUOUPOBAHHOTO MaTepuanla u
OPOMB THh NYHKH NATh pa3. [Ipu kax 1off mpoMBEBKE BO BCE€ JIJYHKH JO00OaBHUTH

no 300 wMk1x OPOMB BOYHOTO 6ybepa,

mociuneanytwu um YaaiadeHHUueEeM KU ITKOCTH B €EMKOCTHB

MaTepHama. IT o OKOHYAaHUU OIPOMEBE BKH T AaTEJNbHO
KUAKOCTH H3 IYyHOK HOCTYyKHBAaHHEM pPaMKH CO CTpPHIONAaMUu
MONOXEHHH mo GuUnTbBTPOBANDbHOI Gymare I o
HalU4YUs XKUJIKOCTHU BIYHKAaX CTPHUIOB.

9.6. BuHectu Bo Bce nyHku no 100 Mxn pacTtBOpa
CTpUODB B TEMHOTE NPHU KOMHATHOW TemMmnepartype (+18..

30 MEUHYT B 3aBUHCHMOCTH OT CTENMEHH

9.7. OCTaAaHOBHUTH GepMEeHTHY IO peaxiuimo no6as

no 100 Mxn ctom-peareHTta. L[ BeT peaxkLHMOHH

TIYHKY

T OJ X €H M3MEHHUTHCSI C CHHEero Ha XenTweid. Bpewms

peaxKnmuum U U3MCEpPCHUCM OIl He A0 J X HO

CxeMa NpoOoBEACHMUSA aHAaJJHU3a NPpUBCACHa

10. PETUCTPAILMUA PE3YJIBTATOB.

10.1. U3mMmepurtTs Ha boTtomMeTpe BEpPTHKAITIBHOTO
pacTBOpa BAIYHKaXxX ONpH AOHMUHE BONHB 450 HM.

10.2. Onpenenuts cpennee 3Hagenne OIl B nyrmkax Al
TMBb) u BruecTbh €ero u3 cpenpHero 3HaveHnus OIl xa

KOHTpOHLHOﬁ CBLBOpPOTKH

1. YVUET PE3YJIBTATOB.

11.1. PesyasTaTse aHanusia cnegyeT YYUTH BAaTh,

OIl B nyankax Al w A2 He npeBomaert 0,1 ex.OIl.
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Tr-Umakcusz (IMAXYZ)

11.2. B nuHedHHN X KOOpPAZHMHATAaX MNMOCTPOUTHh TIpadUK 3aBUCHMOCTH

(ex.onT.mnoTH.) oT koHHuentpaunuuu TI B kanubOpoBOoOuHBX nNpobax

HCcnojuadpb3yss Cpe A HUC 3HAYCHUA oIl I[y6J'II/IKaTOB.

on

(Hr/mun),

11.3. Onpenenurs CoOaepX aHHUE TI B HCCOAEOyeEMB X ob6pasmax u
KOHTpPONbHOM CBLBOPOTKE o KaTuOGpPOBOYHOMY rpadpuxky, HCMONb3YyH4
cpennee 3Hauyvenue OIl gnsas nybnukaroB. B cnydvae mnpeaBapUTEIBbHOTO
pa3BeIEeHHSH oO6pasmoB HeobXooguMo H3MEpEeHHYI KOHIEHTpaAaINHUIW Tr

YMHOXHUTb Ha paKTOp pas3BegeHUH .

Huxe mpusegen TunuuHbe i rpadux 3aBucumMmoctu OIl kanub6poBOYHBH X

npoo 0T KOHINEHTpAINUHU B H U X TT. Jd annus i rpad uk NpHUBEIECH

HCKIIW YU TECIBbHO B oemdax UHIIT CTpanmguu n HC M OXET 6Bl Th HCIOIOIbB30BAaH

A1 pacdyeTa KOHIODCHTpPpAaAaUOHWUHU TFBo6pa3uaX CBl BOPOTOK MalmHUCHTOB,;

12. OIF'PAHHUYEHUA IPU NPOBEAEHUUW AHAJTUNUS3A.

12.1. lIpu HCNONb30BAaHHUMU Habopa i s OPpPOBENECHHUSI HECKOIBKHX

HE€3aBHUCHUMBI X CCpI/Iﬁ aHalhsil3oB H€O6XOHI/IMO UMETHh B BUAY, YTO KOJIHUUYECCTBO

HE€3aBHUCHM B X KCHEPHUMEHTORB OrpaHHUYECHO 060B€eEMOM KanubpoBOUYHEBH X
npob6.

12.2. Insa KaX JO0TO HE3aBUCHUMOTO SKCOHEepHMEHTa HacTOSASTEABbHO
peKoMEeHAYyeEeTCH NOCTPOEHUE HOBOTO KaluOpPOBOYHOTO rpadpuxa "

onpeagenNeHuUne KOHIOCHTpPpAaAaUNHUHU aHaJ’IHTaBKOHTpOHLHOﬁ CBLBOPDOTKEC.
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Tr-Umaxcusz (IMAXYZ)

12.3. He gmomyckaeTcss HCOHOIb30BAaHNHE PEareHTOB PAasHB X CepHHA HOpH
nNpoBeIEeHMUHU aHaldTuM3a, a TakKxkxe wHUcnonbrzoBanume TMDB, crom-pearenrta u
NpoMBBOYHOTo Oybepa Apyrux G UupM-NIpOHU3BOAUTECHCH.

12.4. MMocne OKOHYAaHUHA BHECECHHSI peareHToB HeobOXoaguM™MO NJIOTHO
3aKpBH Th KpBl I KH b 1axkoHOB u NOMECTHUTH u X Ha XpaHEeHUE npu

TemMmnepartrype +2...8°C.

13. YCIOBUA XPAHEHUSA U DKCIHNJIYATAILUU HABOPA.

13.1. Habop nmonxeH XpaHUTHhCA U TpPAaHCHNOPTHUPOBATHCS B YNDaKOBKE
NpegnNpUATUA-U3TOTOBUTENS npu Temnepartype +2...8°C B TeyeHHE BCETrO
cpoka rogHocTtu. JlomyckaeTcs XpaHeHHMUEe Habopa mnpu TemMmnepatrype 1O
+25“C He 6onee 5 CyTok.

Cpok rogHocTu Habopa — 12 mMmecsasmes.

B cnyyae 1po6HOro HMcCHONbB30BaAaHMUSI KOMNOHEHTH Habopa HeoOXOZHMO

mociane BCKPBTHSAS XPAaHUTDbL CaCAy 0 Il UM 06pa30M

. MukKkponmnmnaHmMmEeT CO CTPUNMAaMHU XPaHUTHh B TEPMETHYHO B3aKpPBH TOM
makeTe € 3aMKOM npu Temnepartype +2...8°C B TEUYEHHE BCEeTro cpoKa

TOOXHOCTH,;

. Kousorar u pactBop TMDB mocune BckpoTUS GIaKOHOB XPaHUTH HE
6onee | Mmecsma npu TemMmneparype +2...8%C;
. Kanub6bpoBouHEHE npooes, o6yodep gl S pa3BengeHUH o6pas3mosB

CBIBOPOTKHU KPOBHU M KOHTPOJIBHYI CBBOPOTKY TNMOCJIEe BCKpPBTUSL (pITakoHOB
XpaHUTH He Oonmee | Mmecsasna npu temMmneparype +2...8°C;
c«bBybep II» uw cTOoOm-pearedHT MOCHe BCKPBHBTHS (pITIakKOHOB XPaHHUTHh NpH

TemMmnepartype +2...8°C BTedyeHHnE BCEro cpoka TOZHOCTH.

e IpoMbBBOYHB U Oydpep, TOTOBBH K HCNONHB30BAaHUIKW , XPAHUTHh 3aKPB TH M
He 6omnee 5 cyTtok opu KOMHATHOM# TeMmonepaTtype (+18...25°C). He
nNo6aBIATh B €MKOCTH C HCHONB3YyEeMB M MNpPOMB BOYHB M OydpepoM BHOBS

NPUTOTOBIEHHB H pacTBOP.

13.2. Ons MONYy4YeHUS HajgexX HBH X pe3yabTaToOB HeobOXoagum™mo cTporoe
cobnio neHUE nHCcTpykKknuu. J 1o 05 e OTKIOHEHHH OT pEeKOMEHJZOBAaHHEBH X
npouenyp NpOBEJECHUHH aHanwusa u ONPUTOTOBICHHS peareHTOB MOTYT

NPUBECTH K NOJNYUYEHHUI HEBEPHB X PE3yNbTAaTOB HCCIEJOBAaHUSII.
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TT-Hmakens (IMAXYZ)

CXEMA NPOBEOAEHUSA AHAJU3A Taodoanumwma 1.
KIT 1 KIT 2 KIT 3 KIT 4 KIT 5 KIT 6 KC O 6pas3usb
Komsmwrar 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI
KIT 1 50 Mmxx
KIT 2 50 MKkx
KIT 3 50 MKkuxn
KII 4 50 Mk
KIT 5 50 MK
KII 6 50 Mmxx
KC 50 MKkx
O6pasms 50 MK

Muaxy6bammsa 1 wac, +317°C, repmocrtarTupyemMb i meiikep, 400-650 06 /M uH

Mpoms E(xa (5 pa3z) mo 300 MkaI B Kax JyI0 ITIYHKY

TM B 100 MKI 100 MKI 100 MKI 100 MK 100 MKI 100 MKI 100 MKIJ 100 MK
Mukybanusas B TeMHOTe B Teuenue 15-30 munyrt, KT

CTon—peareHT 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI 100 MKI

Perucrpanusa pesynbratoB, poTtomerp, 450 HM
6 meuvenue 20 munym nocne odobaerieHuUus cmon-peaczeHma
IHpumeuanue xk maonuye:
HIl — xanubposeounas npoba;
KC — xoumponvnas cel 8opom©Ka;

HT — xomunammuasas memnepamypa (+18...25°C).
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NUDPA-TI'-BUTAI

Mo Bompocawm KadyecTBa Habopa obOpamaTshc4 B OAO «Butan
JeBenonMeHT Kopnopoihmauy» mo agpecy: 194156, Poccus, r. CaHKkT-
Metrep6bypr, np. DHTrensbca, ag1. 27, kopu. 38, nmut. K, mom. 18,19, 1ten./dpaxc
(812)293-23-24 nunu B HONL «HMHCcTHTYT nabopatTopHoil Meaumunuuauon» [BOVY
BIIO CII6I'MY umum. axkan. U.II. MasnoBa M uH3IZpaBCOOpPAa3BHUTHUSA HNO agpecy:
197087, Poccus, r. Caunkr-Ilerepbypr, yan. J. Toaxcrtroro, n.6/8, ten. (812)

233-97-26.

IF'eHepanbpHBIHl THPEKTOD

OAO «Butan HesenonmenTt Kopmopoim H» E.H. Cxoans-DHTbGeEepTC.

3aB. kadpegpold KIMUHHYEeCKON mabopaTopHOH

JUATHOCTUKHU C KYpPCcOM MONEKYIAPHON MeJUILUHUHB,

nupextop HOLl «MucTuTyT 1a6opaTOpHONH MeIHUIUHB »

rbOY BIIO CII6TMY um. akang. U.II. TaBnoBa MuH3ApaBCOUPa3BUTHUSA,
I'maBHBIW CHEONMATHUCT-3KCOEPT

no KJIMH. n1ab6. fmarHocTtuke Poc3xgpaBHansopa

no C-30@0, A.M.H., npodeccop NUmanys1b.

L/(/LU-fU'
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