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110 NpUMEHEHHI0 Habopa peareHToB
M1 KOJTMYECTBEHHOTO HMMYHO(DEPMEHTHOTO ONpeae/ieH s
TPHHOATHPOHHHA
B CbIBOPOTKE KPOBH UeJIOBEKA .

«T3-Umaxcens (IMAXYZ)»
TY 21.20.23-108-94568735-2021

1. HABHAYEHHE

1.1. Habop peareHTOB AN KOMHYECTBEHHOIO HWMMYHO()EPMEHTHOIO ONpelesieHHs TPUHOATHPOHHHA
B ChIBOPOTKE KpoBu 4esnoBeka «Ti-Mmaxcus (IMAXYZ)» npenHasHaueH Ui KOJMMYECTBEHHOrO OMpEASNEHHs
KOHLUEHTpaluMnd TpuHoatuponuHa (T3) B CHIBODOTKE KPOBHM HeNoBeka B KIMHHMYECKOH JafopaTopHoii
AHArHOCTHKE, KIMHUYIECKOH MeIULIMHE, MEJIMLIMHCKON OMOXHMHUM M Hay4YHO-MCCNEN0BaTENbLCKON pakTHike. HaGop
pearentoB  «Ti-Mmakcns (IMAXYZ)» npeanasHaueH Juisi j1aGopaTopHOM in Vitro AMATHOCTHKH M JI0JIKEH
NPHMEHATECS CICLHATTHCTAMH, HMEIOLIUMH HEOOXOIUMYIO KBATH(HKALIMIO B ZaHHOH 0G1aCTH B COOTBETCTBHH C
TpeGOBAHUAMMU IOKYMEHTOB, PErIaMeHTHPYIOILMX JAEATENBHOCTD J1a60paTopyH.

1.2. [TokasaHus K MCNONB30BAHKIO Habopa — 06C/IeA0BAHUE MALMEHTOB C 3a00MEBAHMAMH LLMTOBHAHOIN
xenessl (DK) u ana ouenku craryca paGotsl LLDK. IIpoTuronokasaHuii Her.

DyHKUMOHANBHOE Ha3HaueHHe Habopa — OnpeAeeHHe KOHLEHTPAaUMH TPUHOATHPOHHHA B CHIBOPOTKE
KPOBH, Mpe/JHa3HA4YCHHOe [U1 AHArHOCTHKM W MOHHTOPMHra naumMeHToB ¢ 3abonesanuamu LLDK, ans ouenkw
3¢ eKTHBHOCTH NPOBOAMMON Tepanuu u cTaTyca paboTel LK.

1.3. TputionTuponun (T3) — THPOMAHBIA rOPMOH, CHHTE3HPYEMBIH LIMTOBM/IHOMN JKeIe30i H MMEIOLIHI
monekymapusiid Bec 650 Jla. Oxkono 80% obwero konuuectsa T; ofpasyercs B pesyibTare AeHoaupoBaHHs
tupokcuHa (Ty) B meprdepryecknx TkaHax (TeveHH U noykax), a 20% cexperupyercs LK.

Bonbimas wacte uupkynupyiomero B kpoeu Ts; o6paTumo cBfzaHO ¢ GelKAaMH ILUIa3Mbl, B OCHOBHOM,
¢ THpoKCHHCBA3BIRaOWNM io6ynunoM (TCT) u Tombko 0,3% T; oT ero ofiiero KOMHYECTBA B CHIBOPOTKE
MPHCYTCTBYET B cBOOOAHOH dopme. XoTs koHuentpauus T; 3HAUMTENLHO HHke, yem T, MeTabonuueckas
AKTHBHOCTB €0 3HAYUTEJILHO BBIIIE,

Onpenenenne yposus Ts; mnossonser BbiiBUTE (opmy Ti-rHneprTHpecsa, NpH KOTOpol y mogeit
C THPEOTOKCHKO30M ypoBeHb T3 moBblinaeTcs, a ypoBeHb T4 ocraercs HOpManbHBIM. [loBbiueHue yposHs T
©e3 moskienus ypoBHa Ty uacTo mpeaIecTByeT NOBTOPHOMY BOZHMKHOBEHHIO THPEOTOKCHKO3a Y MALMEHTOB,
paHee yiKe NoJABepraBIInXCcA TEPArHH.

Yposenb T3 Bo3pacraeT npu GepeMeHHOCTH, PHEME OPaTbHBIX KOHTPALENTUBOB H 3CTPOreHOB, a TAKKe
napamenbHo ¢ pocrom KoHueHrpauuu TCI. Opnako Takue u3MeHeHHMs ypoBHA T3 MOryT He ABIATLCS
OTPaXEHUEM pPEaIbHOrO THUPEOUJHOrO CcTaTyca nauueHta. B nomofHeIX ciyuasx HauGonee BakKHYIO
AHAarHOCTHYECKYIO HMH(OPMALMIO MOMKHO NOMYUHTH € TMOMOLIBIO aHA/M3a THPEOTPONHH-PENH3IUHT TOPMOHA
(CTPL) ;

1.4. HaGop pearentoB «T3-Mmakcuz (IMAXYZ)» MoskeT ObiTh MCNOMB30BAH Ui OOCIEA0BAHMSA BCEX
rpynn HaceneHus 6e3 rpafgalyy rno AeMorpagpuuecKoMy HITH TTOTYISIMOHHOMY MPU3HAKY.

1.5. B cocras Habopa BXOAAT cleyrOLMe KOMIIOHEHTBI:

— MHKpPOIUTAHIIET — | YITaKoBKa;

— KkoHbioraT — | dmakon (14 mi);

—  KOMIUIEKT KanuOporoyHbIX pob — 6 dnakonos (mo 0,5 mi);
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—  KOHTponbHas ceiBopoTka — | pnaxon (0,5 mi);

~  pactBop AHC-T3 — 1 dnaxon (14 mi);

— pacreop TMB — 1 dnakon (14 mi);

— cron-peareHt — | dnakon (14 mi);

—  DBydep I1—1 draxon (20 mn);

—  MAaKeT 3aKphlBatolMiics — 1 wr.;

—~  TAEHKA [Ulsl 3aKJIEMBAHWSA MUKpPOIJIaHIIeTa — 1 T,

—  BAHHOYKM [UIsl BHECEHHS PEareHTOB — 2 IUT.,

—  OJHOpa30Bble HAKOHETHHUKHM /I 03aTOPOB — 16 1T,

1.6. HaGop «Ti;-Mmakcus (IMAXYZ)»  paccudran Ha  NPOBEAEHMC  aHamMsa B nyOmMKarax
40 HeusBecTHBIX, 6 KATMGPOBOUHBIX Tpob, OAHOM NpOGBI KOHTPONBHOH CBIBOPOTKM M OHOH npoGbl
JUTSL OTIpeie/ieH s ONTHIECKOH MIOTHOCTH pacTopa TerpamerunGensuauna (TMB), Bcero 96 onpeneneHui
IPH UCMONB30BAaHHH BCEX CTPUIIOB OJHOBPEMEHHO.

B ciyuae npo6Horo npuMeHeHHs HeoGXoauma obs3aTesibHas MOCTAHOBKA BCEX Ka MO pOBOYHEIX POl
IUTS KaJKAOro OTAEIBHOTO aHalnu3a.

2. IPUHUUII PABOTHI HABOPA

21. B nabope «Ts;-Mmakcus (IMAXYZ)»  ucronbzoBaHa — TEXHOIOrMS  KOJNHYECTBEHHOTO
KOHKYPEHTHOTO ~ TBEpAO(Aa3HOr0 HMMMYHO(EPMEHTHOTO — aHaJM3a. Ing peajnusauuy 3TOrO  BapuaHTa
HA BHYTPeHHEH MOBEPXHOCTH JIYHOK MUKPOTJIAHIIETOB MMMOOUIIM30BAHEI MOHOKIOHANBHBIE aHTHTE/IA K T;. [pwm
nobagneHHH wuccieayeMbix 00pa3loB M KoHbiorata T3;-MepoKCHAaskl MPOUCXOIMT KOHKYPEHLMA MEACTY
sKk30reHHbIM T3, COEP/KAIMMCS B HCC/IeLyeMbIX obpasuax, U KoHbrorarom Ts-MepoKcuasbl 3a CBA3LIBAHME C
apTuTenamMu K Ty, MMMOBWIN30BAHHBEIMY HA BHYTPEHHEH MOBEPXHOCTH JIYHOK, J10 YCTaHOBJICHHA paBHOBECHA.

[lo okOHYAaHMM HMHKyOaluu BO BpeMs IPOMBLIBKH IPOUCXOJWUT YAANEHME BCEX HE CBA3ABIIMXCSA
KOMIIOHEHTOB M3 30HBI PEaKIMH, MPHYEM KOJIHYECTBO CBA3aHHOIO AHTHTENAMM KOHBIOTATa Ts-nepokcuaassl
GyneT 0GpaTHO MPOIOPLIHOHANLHO KOIH4eCTBY T3, CONEPIKAIIErocs B UCC/ISTyeMbIX o0pasuax.

Bo Bpems uukybauuu ¢ pactBopom TMB MPOMCXOAUT OKpaIMBaHHE B CHHHMH IBET PacTBOpa B JTyHKaX.
CTeneHb OKpacku OGpaTHO TNPOMOPLMOHANBHA KOHLEHTpalwH T3 B aHaIH3HMpYeMbIX ofpasuax M IpAMO
NPONOPLMOHANIBHA ~ KONHYECTBY KOHBIOrata T3-NEPOKCHIA3bl, CBA3ABILErocA ¢ UMMOOHJIN30BAHHBIMH
aHTUTENaMH.

PeakLMiO OCTAHABIMBAIOT, A00aBisAs CTON-peareHT (NP 3TOM LIBET pacTBOpa MEHASTCsS C CHHEro
Ha yKenThii). M3MepsaioT ONTHYECKY!O ITUIOTHOCTH PAacTBOpa B JIYHKaX M TMPOBOIAT PaCieT KOHLCHTpalHH Ts
B HCCTIEAyeMbIX 00pa3liax i KOHTPOIbHBIX MaTepHanax Mo KalubpoBOUHOMY rpagiKy. .

KanubpoBoyHbl rpadHk CTPOMTCA HA OCHOBAHWM pe3y]bTaTOB aHaIM3a KanmuOpoBOYHBIX TPOD,
YYACTBYFOLIMX B AHAJIM3E OJHOBPEMEHHO C HCCIIE/TyeMBbIMH 00pasLiaMHy.

2.2. Habop «Ts-Mmakcus (IMAXYZ)» moxer ObITh HCIONB30BAH Ha tdoToMeTpax BEPTHKAILHOTO
CKAHHMPOBAHMS, TIO3BOMAIOIMX MPOM3BOAWTE M3MEPEHHE ONTHYECKOH TIOTHOCTH pacTBOpa B JIyHKax TpH
450 um. [lna nposeleHusl aHann3a HeoOXOAMM aBTOMATHYCCKHUH MPOMBIBATE b IJI MHKPOIUIAHIISTOB H/IH
JO3MPYIOLIEe YCTPOMCTBO W Tpubop AN BCTPSAXHBAHMA MMKPOIJIAHIIETA (TepMocTaTHpyeMbIH LIEHKEp),
MO3BOJISIOLIME [IPOM3BOJUTL BCTpAXHUBaHHE co ckopocTbio 500-800 ob/MuH rpu TeMnepaTtype +37 °C. HaGop
MOKET BbITh MCTIOMB30BAH HA ABTOMAaTHYECKMX MMMYHO(EPMEHTHBIX aHAW3aTopax, NporpaMMel aaantalii Ha
ABTOMATHUECKHE aHATH3ATOPEI IPEOCTABIIAIOTCS 1O 3a1poCy.

3. COCTAB HABOPA

MHUKPOILTAHIIET 1 ynakoBKa

Pa36opHbIii MONMMCTUPOILHBIH MHKPOIUIAHIUET CO CTPHITAMH, PasfeNAEMbIMH HA OTACIBHBLIC JIYHKH,
¢ UMMOOH/IN30BAHHBIMYM Ha BHYTPEHHEH NOBEPXHOCTH JIYHOK aHTHTEIAMH K Ts, MapkupoBa «MUKpOTUIaHILET
¢ aHTUTENaMHu K T3».

KOHBIOI'AT daaxon, 14 ma
Konstorar Ts ¢ nepokcuiasoii, Mapkuposat «KoHbrorar. -
KAJMBPOBOYHBIE ITPOBBI (KII) KOMILIEKT

KoMmekT KaaubpoBouHbIX Mpo6 HA OCHOBE CHIBOPOTKH KPOBH, M3IOTOB/JEHHBIX IPaBUMETPHUCCKNM
METOAOM M ATTECTOBAHHLIX [0 BHYTpPEHHEMY pe(epeHCHOMY CTaHAapTy TMpOW3BOACTEA AO «Buran
JesenonmeHT Kopriopaiiu{», U3rOTOBIEHHOIO ¢ HCMONL30BAHHEM L-T; (uncToTa no pandeiM BOXKX >98%).

KIINe1 — | chnakon, 0,5 My, coneprailuit uzecTHOe KonuuecTBo Ts, MapKuposaH «KamubposouHas
ripofia Ne 1».
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KIINe2 - 1 dnakon, 0,5 mn, comepskaiiuii n3BecTHOE KOMHUeCTBO T3, Mapkuporan «KanubpoBouHas
nipoba Ne 2y,

KII Ne3 - 1 dumakon, 0,5 M, comepskampii H3BECTHOE KOMHYeCcTBO Ti, MapkuposaH «KanubpopouHas
npota Ne 3».

KII Ne4 — 1 ¢naxon, 0,5 M1, cogepskallitii U3BecTHOE KonuuecTBO T3, MapkuposaH «KamubGpopouHas
nipoba Ne 4».

KIINe5 — 1 dnakon, 0,5 mn, comepralliuii M3BecTHO® KOMMuecTBO T3, Mapkuporan «KanuGporouHas
npoba Ne 5»,

KIINe 6 — 1 cnakon, 0,5 mn, comepkani W3BecTHO® KoaMuecTBO T3, Mapkuposan «KanubposouHas
npoba Ne 6».

KOHTPOJIbHAS CBIBOPOTKA (KC) 1 paraxon, 0,5 ma

KoHTponpHas cLIBOPOTKA Ha OCHOBE ChIBOPOTKH KPOBH, M3rOTOBJEHHAS PABUMETPUYECKMM METOLOM U
aTTeCTOBAaHHAas N0 BHYTpeHHeMy pedepeHcHomy cTaHgapty npousoactea AO «Buran [lepenonmeHT
Kopriopa#iuiny, W3roToBneHHOro ¢ uenonb3osanueM L-T; (unuctora no nanusiM BOXKX >98%).

IIpumeuanue
TouHble HOMHHANEI KATHOPOBOUHBIX TIPOO M KOHTPONBHOH CHIBOPOTKH YKa3aHbl Ha 3THKETKaX (IaKoHOB
1 B MacmopTe K Habopy peareHToB.

PACTBOP AHC-T3 1 duiakon, 14 ma
BojHo-conesol pactsop 8-aHuinuHo-1-HadranuHeynb()OHOBOH KUC/I0ThL, MapkupoBaH «AHC-Ts».
PACTBOP TMB _ 1 dnakon, 14 ma
Pactsop Terpamerwinbenzununa, mapkuporad «Pactsop TMb».

CTOII-PEATEHT 1 draxon, 14 ma
IM consnas kucnora (HCL), mapkuposan «Cton-pearenm.

BY®EP II 1 diaxon, 20 ma

KoHueHTpupoBaHHBIA BOAHO-CONEBOH pacTBOp [ NPOMBIBKH JIyHOK (20-KpaTHBIH KOHUEHTpaT),
mMapkupoBaH «bydep I».

IlakeT 3aKpbIBAIIHIICH 1 mr.

[TakeT mnpo3pavyHBIH C 3aMKOM K3 TUIEHKH [OTM3TUIEHOBOW, TNpeIHasHAaYeHHbIH [ XpaHeHUs
MMKpPOIUIAHILIETa ¢ aHTHTeNaMH K T3 B ciiydae Apo0HOro ucrnonb3opanua Habopa.

Inenka as 3aKk/IeHBAHAT MUKPONJIAHIIETA 1 .,

[Tpospaunas ULEJUTIONO3HAs IUIEHKA HA JIMIIKOH OCHOBe, [MpegHasHayeHHad Uil 3akjJeHBaHHS
MMKPOIUIAHIIETa [TPH NPOBEASHHHN HHKYOALMH s IPeIOTBpalle s HepaBHOMEPHOTO HCITapeHHs peakLMOHHOH
CMECH M3 IYHOK MHKPOIUIAHIIETa | JUIS 3aIUTHI OT 3arpA3HCHHI.

Bannoukn nyisi BHECEHHS peareHTOB : 2 wmr.

BaHHOYKM M3 NONMIIPONHIEHA, NMpeIHA3HAYEHHBIS AJS ONTHMH3AaLMH 0TOOpa pacTBOPOB KOHBIOraTa M
TMb 8-kaHanbHBIMH H03aTOpaMH BO U30eKaHUe MX KOHTAMHUHALIUH.

Onnopa3zoBbie HAKOHEYHHKH 15 103aTOPOB 16 miT.

KonycooOpa3Hele HaKOHEUHUKHM M3 TONWUIPONMIEHa, MpeaHa3sHayeHHLle Uil OoTOOpa pacTBOPOB
Konsrorata 1 TMb nipu momomniy 103aTopos.

IIpumeuanns

1. CBIBOPOTKH KPOBH . UETOBEKA W KOMITIOHEHTBI CHIBOPOTKH KPOBH, BXOJISIINE B COCTAB KATHOPOBOUHBIX
npo6 U KOHTPONBHOH CHIBOPOTKH, MHAKTHBUPOBAHBI M [IPOTECTHPOBAHBI HAa OTCYTCTBHME aHTHTENn K BHMY 1.2,
Bupyca remaruta C u HBsAg.

2. MaTepuaibl dKMBOTHOTO MPOHCXOKIEHHs, BXOSILME B COCTAB KOMIIOHEHTOB Habopa, He NMpeAcTaBfioT
ONACHOCTH AJIf UETIOBEKA.

3. Metponordyeckas MpoC/IesKHBAEMOCTh KaIUOPOBOYHBIX P00 ¥ KOHTPOILHOH CHIBOPOTKH, BXO/SILIMX
B coctaB Habopa «Ts-Mmakcus (IMAXYZ)» ocymiecTeiieTes ¢ ucrnonb3oBaHuem L-T; (4yuctora no JaHHBIM
BOKX >98%).

KanuGpoBounsle npobbl W KOHTPONBHAA CHIBOPOTKA ATTECTYIOTCA OTHOCHTEJIBHO BHYTPEHHMX
peepeHCHBIX CTAHAAPTOB, M3TOTOBJIEHHBIX C HCIIONb30BAHHEM nepsuunoro kanubparopa (L-Ts (wmctora mo
nanneiv BOXX >98%)) B cooTBeTcTBHH ¢ npoTokonom nepeHoca kannbposka no F'OCT ISO 17511-2011.

4. B ciiyuae e€c/id MUKPOIUIAHIIET YIIaKOBaH B MAaKET 3aKpPbIBAOLIMICA, JOMOMHUTE/ILHBIN IAKET B COCTAB
HaOopa He BXOIHT.

(FF]
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4. AHAJIMTUHYECKHUE U JIMATHOCTHYECKHE XAPAKTEPUCTUKH HABOPA

4.1. YyBerBuTeIbHOCTL. MuHUManbHas [JOCTOBEPHO onpejensgemas HaGopom koHUeHTpauus T
B ChIBOPOTKE KpoBU YesnoBeka — 0,25 umons/n.

4.2. Cnennduunocts. IlepekpecTHbe peaKLMy aHTUTE ¢ APYTHUMH THPOHAAMH MIPHUBEACHBI B TaOIHLE:

Tupoun IlepexkpecTHAs] peAKTHBHOCTD, %
TpuitonTHpoHHH 100%

TrpokcHH Mesnee 0,1%

HuttongTupoHuH Menee 0,1%

PepepcuBHBIHA TPUHOATHPOHHH Menee 0,1%

Takas cnenuduuHOCT 00yCIaBIUBAET JOCTATOYHYIO JUATHOCTHYECKYIO 3 (heKTHBHOCTh HCCIeNORAHM
JUTSL MCTIONB30BAHKS B AITOPUTME THG{epeHIIHANBHON MHarHOCTHKY 3a001eBaH|H [IHTOBUHOH JKeJIe3bl.

4.3. Tounocts. CoOTBETCTBME H3MEpPEHHOH KOHUeHTpauuu T3 B mnpobe, TOIYYeHHOH myTem
CMELIMBAHKS PaBHBIX 0GBEMOB KOHTPOIBHOH CHIBOPOTKH M KanuOGpoBouHoi npober Ne 3, coctasnser 90-110%

4.4, JInneiiHocTb, 3aBUCHMMOCTh KOHUEHTpauuu T3 B oOpasiax CHIBOPOTKH KPOBH TPH pasBe/IeHHH
kanubpoBoyHoH npoboi Ne 1, HMBGT JMHEeHHBIH XapakTep B JuarazoHe KOHuempaunn KanuOpoBOYHBIX Mpob
Ne 2 — Ne 6 1 cocrasaser 90-110%

4.5. Koadppuuuent Bapnaunu pe3ynpTaToB onpeaenedds T; B oaHOM M TOoM ke oOpasue
¢ uenosszoBaHueM Hadopa «Ts-Mmakens (IMAXYZ)» ne nperbimaet 8%

4.6. Hopmanbubie 3Hauenus. HopmanbHele 3HaueHUs T3 B cbIBOpOTKE KpoBH cocTaasior ot 0,9 1o 2,8
uvone/n.  Tlpu  Hcronb3oBaHMH HaGopa PEeKOMEHAYeTCs YTOYHWTh 3HaueHMda  KoHueHtpauuid T,
COOTBETCTBYIOIIME HOPMATBHBIM, C YUETOM 0COOSHHOCTEH MOMYJIALIMH.

4.7. Aurepdepenunsi. Ha pesyaprarThl aHanM3a HE OKa3blBal0 BIMSHHE MPUCYTCTBHE TaKWX
NOTEHMATBHO HHTEPhEPUPYIOIINX BEINEeCTB, KAK reMOrJIOOWH B KOHUGHTPALUMU 10 5 /)1, TPHIJIMLEPHAIBI /10
KOHUEHTpauun 20 MMosb/J1, Gunipy6GuH 10 KoHUeHTpatm# 50 Mr/an u o6mmit 6enok 1o kounuentpauun 100 r/.

4.8, AHaIUTHYECKHE  XapaKTEPUCTHMKH  METOJa  HCCle[OBaHHd, HCrone3yemoro B Habope
«T3-Umakcus (IMAXYZ)», ycTaHOBIeHBI B COOTBeTCTBHH ¢  TpeboBanuamu I'OCT P 53022.2-2008,
I'OCT ISO 17511-2011.

5. AHAJIM3UPYEMBIE OBPA3IbI

5.1. Hcenenyemble o6pa3ibl — HEreMONU3UPOBAHHA, [1PO3patHasi, HEJIMIIEMHYHAA CEIBOPOTKA KPOBH.

5.2. BszsaTHe KpOBH Ui aHaNH3a CIEAYET NMPOBOAMTEL C MCIONB30BAHMEM CTaHIAPTHBIX MPOLELYP A
BEHO3HOH KpoBH, a 00pasupbl CHIBOPOTKH AOMAKHB! ObITh OCBOOOKAEHB! OT KIETOK KPOBH LIEHT quJyerOBaHmM
[Tocne uenTpudyrupoBaHus CHIBOPOTKA KPOBH A0/DKHA ObITH NepeHeceHa B OTASIbHYIO NPOOHpKY.

5.3. Cnenyer uszberarb WCIOJB30BAHMS B aHaJM3e TUIa3Mbl KPOBHM, MeMOMM30BAHHOW, MYTHOH MM
IUNEPIMIEMHUYHOM CBIBOPOTKH.

5.4. He nmonyckaetcs WMCHONB30BAHME B KAYECTBE KOHCEPRAHTA a3ufa HaTpus, Tak Kak OH SBISETCH
MHUOUTOPOM (hepMEHTHON METKH, BXOAALIEH B cocTas Habopa.

5.5. OOpazup! CHIBOPOTKKM KPOBH CIEAYST MCIOIb30BATh B TEYEHHUE 5 CYTOK ¢ MOMEHTA MX TIONYYEHH
MpH YCIOBUHM XpaHeHUs npu Temmneparype +2-8 °C. [lnga Gonee AMUTENHOr0 XpaHeHHs 00pasLibl HEOOXOAMMO
3aMOPO3HTH [PH TEMIEPATyPe HIHKe —20 °C ue Gonee yeM Ha 1 Mecai. [Ipu HeoGxonuMocTH GoJee JUTHTENEHOTO
XpaHeHHs 00pa3LbL 3aM0p03PITB npu Temneparype Huwke —70 °C. M36erars MOBTOPHOIO 3aMOPasKUBAHHA 00pasiloB.

6. MEPBI ITPEJOCTOPOKHOCTH

6.1. TloTeHuMaILHEIM pUCK IpUMEHEHHS Habopa — Kiacc 2a.

6.2. Pearentpl, BXO[silWe B CcOcTaB Ha®opa, MpeiHa3HAueHbl HCKIIOUYMTENBHO Ui J1abopaTopHOMH
in vitro quarHOCTHKH, HAGOP AOIIKEH IPUMEHATHCS CIIEHHATUCTAMH, MMEFOUAMH HEOOXOAUMYIO KBATH(HKALIMIO
B IaHHOH 007MacTH B COOTBETCTBHH C TpeOOBAHMAMH JIOKYMEHTOB, PEIAMEHTHPYIOIUHX AESTEIBHOCTD
naGopaTopuH,

6.3. Crorn-pearent npezacrasigeT coboit 1 M pactBop conaHoM kucnoTel. M3beraTe pazbpeiarusaHus u
nonagaHus Ha KOXKY M ClM3WcTele 00onmoukd. B ciyudae nomajaHus pacTBOpa CTOIN-peareHTa Ha KoKy |
cii3ucTbie 060/104KH HEOOX0JUMO NPOMBITh TOPAKEHHBIH Y4acTOK 00BIIMM KOHYECTBOM NMPOTOHHON BO/bI.

6.4. B yupex/IeHHAX, B KOTOPBIX OcyliecTeasercs pabora ¢ HabopaMu peareHToB, celyeT cobmoaars
['OCT P 52905-2007 «JlaGopatopun meguumHckue. TpeGoeanua OGesomacHoctw» u  CII1.3.2322-08
«bezonacHocTs paborhl ¢ mMuKpoopranusmamu III-IV rpynn natoreHHocTH (OMacHOCTH) M BO3OYAMTENSMH
napasuTapHeIX OonesHe».
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6.5. HecmoTpst Ha TO, YTO MpPOW3BOJHEIC KPOBH UeNOBEKa, BXOAfAlME B cocTaB HabopoB, ObLiu
npoBepeHsl Ha Hanuuue antuten K BUU 1 w 2 Tuma, Bupycy rematura C, a Ttakke HBsAg u panu
OTpHIATENbHBIH Pe3yabTaT, HeoGXOAWMO ¢ KaTHOpaTopaMH M KOHTPOJIBHBIMH MaTepHaiaMu obpallaThesl Kak
¢ oOpa3uamy, HecyllMMH HHGEKIMOHHYIO ONACHOCTb, TAK KAK HU OJMH CYILECTBYIOLIMH METOA TECTUPOBAHHS
He MmoskeT Ha 100% rapaHTHpoBaTh OTCYyTCTBMe HHGEKUHMOHHBIX areHToB. IIpu pabote c¢ wuccrnenyemeiMu
ofpasuami MAlMEHTOB CleAyeT cob0AaTh Mepbl MPeNoCTOPOXKHOCTH KaK B OTHOIUEHMH HH(EKUMOHHO
ONacHOro Marepuana. HacTosrenbHO PeKOMEHIYETCS HCIONb30BAHUE OJHOPA30BBIX IMEPYATOK W APYrHX
PeKOMEHIOBAHHBIX Mep 3alLMThI (CNeL0IesK/1b1 ), MO3BOJISIOLMX CHU3WTL PUCK MHQHLIMPOBAHHA.

6.6, Bce Marepuanbl, KOHTakTHpoBaBluMe ¢ oOpa3uaMd KPOBM MALMEHTOB, [0/UKHbI  Obllb
MHAKTHBUPOBaHB! ODULHMANBHO perfiaMeHTHPOBAHHEIMM METOaMH (aBTOK/IaBUPOBAHWEM B TeYeHHE | vaca rpu
+121 °C unu 0GpaGoTKOH B COOTBETCTBUH ¢ HMHCTPYKLUHMEH KakWM-TMOO NMadopaTOpHBIM JAe3MH(EKIaHTOM).
Xuakue oTX0mbl, BK/IKOUAsh MPOMBIBOUHBIE BOJBI, MAODKHBL ObITb WHAKIMBHPOBAHBI B COOTBETCTBHH
C HHCTpYKLMeH KakuM-Tu60 1abopaTopHBIM Ae3UH(EKTAHTOM, TIPE/Ha3HAUEHHBIM /1718 3THX LeJeH.

6.7. DusznuecKHe PUCKH (BO3MOXKHOCTH CAMOMNPOH3BOIBHOIO B3PhIRA M BO3IOPaHHs) OTCYTCTBYIOT.

6.8. 3anpemaercs npueM IHIIM, HCIONL30BAHME KOCMETHYECKHX CPEACTB M KypeHHe B IOMELICHHUSX,
npeHa3HauYeHHbIX 1711 paboTsl ¢ HabopaMH peareHToB.

7. OBOPYJIOBAHHWE U MATEPUAJIBL, HEOEXOJUMBIE ITPH PABOTE C HABOPOM:

—  OJIHO- WIH MHOTOKaHaJIbHbIe J103aTOPBI C M3MEHAeMbIM 00beMOM 0TOOpA JKHAKOCTEH B JIMANa3oHax
10-100 mxn, 50-300 mK1 [1d MOCTAHOBKM aHanu3a W B auanasonax 100-1000 mki, 1000-5000 mrn, 1000
10000 MKn ons MPHUCOTOBNEHUS PEAr€HTOR;

—  OOHOPA30Bble HAKOHEYHWKH IS 1O3aTOPOB;

—  BAHHOYKH JJI BHECEHHUSA PEarcHTOB;

—  oTOMETp BEPTHKAILHOTO CKAHMPOBAHHS, O3BOMAKIIHA MPOM3BOANHTE H3MEPEHHE ONTHUECKOM
MJIOTHOCTH pacTBOpa B JIyHKax 1pH 450 Hm;

—  aBTOMaTHYeCKHI mpomblBaTe/b ANs [IAHILISTOB WK JO3HPYIOLIee YCTPOHCTRO,

— npuGop [JIs BCTPAXMBAHMS MMKpOMIAHIIETa  (TEPMOCTATHMPYEMbIH  LUEHKep), MO3BONAIOLIMH
MPOM3BOIUTE BCTPsixuBaHUe co ckopocTeio 500-800 o6/Mun npu temreparype +37 °C;

—  ¢uneTpoBanbHas Oymara;

—  IWIMHAP MepHbIA Ha 200 mn;

—  CTaKaH CTeKISHHEIH BMecTHMOCTEIO 500 mut;

—  BOAA NEMOHHM30BAHHAS WIH DHCTHIIUPOBAHHAS,

—  Mepy4aTKH OJJHOPazOBEIE.

8. IOAT'OTOBKA

8.1. Bce peareHTsl mepen NpoBeicHHEM aHATM3A A0/DKHBI OBITH TLIATENBHO NEepPeMellaHbl i J0BEICHbI
[0 KOMHATHOH Temnepatypsl +18-25 °C.

8.2, Mukpomnaunmer. Ilepeq BCKpHITHEM YMAaKOBKY C MMKpPOIUIAHIIETOM HEOOGXONMMO BHIIEP/KATh
TpH KOMHaTHOH Temmeparype +18-25°C He wmenee 30 MuHYT BO u30DeKaHWEe KOH/IEHCALIMM BIIATH
Ha MOBEPXHOCTH JIYHOK. OTKPBITE YIIAKOBKY M [IEPECTABUTH Ha CBOOOAHYIO pamMKy HEOOXO0JMMOE KOTMYECTBO
CTPHUIMOB WK JyHOK. OCTaBIIHECs CTPHUIMBI XPAHHTH B YIAKOBKS H B MaKeTe 3aKPHIRAIOLIEMCH C FEPMETHYHO
3aKPbITEIM 3aMKOM MpH Temnepatype +2—8 °C B TeueHHEe BCEr0 CpOKa FOAHOCTH.

8.3. Konnlorar, kaanbposounble npodbl, KOHTPOJLHAsS chiBopoTKa, pactBop AHC-T3, pacreop
TMB, n cTon-peareHT rOTOBbI K UCMONB30BAHHUIO.

8.4. lpurorosnenne paGouero pactBopa «Konblorar-AHC-T3». Henocpencreenno nepen
nposejeHneM aHanuza cmewarts Kowbiorar u Pactsop AHC-T3 B cootHomenum 1:1 B 3aBUCHMOCTH OT
KOJTMUYECTBA UCTIONb3YEMBIX CTPHIIOB.

Hanpumep:

[pY UCIONTBE30BAHUH 2 cTpunoB cmetats 2,0 mi Konstorara u 2,0 mi PaCTBOpa AHC-T3.

IIpuroToB/eHHbIH PacTBOP XpAHEHHEO He IO/JIe/KHT!

8.5. llpuroTosaenue upomsiBounoro Gydepa. Heobxomumoe xonuuectso bydepa Il paseectu
JEMOHM30BAHHOM MITH TUCTUUIMPOBAHHOH Bonoi B 20 pas.

Hanpumep:

10 mn Bydepa IT+ 190 mn JICHOHH30BAHHOMN WIIH JUCTHITMPORAHHOM BOABI.
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TmarenbHO nepemeniats, u3deras neHooGpazoBanus. I'0TOBbIH K HCIOIb30BAHHIO TPOMBIBOYHBIA Oydep
XPaHHUTh 3aKPBLITEIM TIPH KOMHATHOH Temnepatype +18-25 °C ne Gonee 7 cyrok. OcTaBiMica HEHCIIONL30BAHHBIM
20-kpatHsli Bydep IT xpaHUTb 3aKpBITEIM TIpH Temmnepatype +2—8 °C B TeueHHe BCero CpoKa rofHOCTH.

9. MPOBEAEHUE AHAJIU3A
9.1. CocTaBuTh IPOTOKOI MAPKHPOBKH JIYHOK. JIYHKH NpOMapKUpOBaTh C/IeyOIIHM o0pasom:
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9.2. BHecTH B COOTBETCTBYIOIME JIYHKH 110 50 MKJI KalHOPOBOYHEIX NMPOO M KOHTPONLHYIO CBIBOPOTKY]
B OCTaBIIHeCA TYHKH — no 50 MK McclenyemMoil CBIBOPOTKH Kpoed B nyOGnukartax. Obujee epems sHecenus
KanuBPoGouHbIX RPOD, KOHMPONLHOL COIEOPOINKY U UCCIeOYeMbLX 00PU3YOE He OOMNCHO NPeshiuiame 15 MuHym
80 uzbedcanue nonyyenus HenpasunbHelX Pe3ynbmanios Uccied08ans.

9.3. Bo Bce ayHku, kpome Al u A2, Baectu no 200 mxn PaGouero pacrsopa Kombrorar-AHC-T3,
MPUTOTOBIEHHOTO 1o 1. §.4.

9.4, 3akieHuThb JIYHKH MHKPOTUIAHLLIETA [UIEHKOH, BXOAALIeH B cocTas Habopa.

9.5. AKKypaTHO TEpeMeLIaTh COAEPKUMOE JIYHOK MOCTYKHBAHHEM MO KPaK) MHUKPOIIaHILIeTa B TEHSHHE
1-2 MHUHYT.

9.6. MukyGuUpoBaTE MHKPOIUIAHILET MPU BCTPAXUBAHMM B TedeHHe | dYaca B TEpPMOCTATHPYEMOM
ureiikepe mpu Temnepatype +37 °C co ckopoctbio 500-800 o6/muH.

9.7. Tlo oKOHYAHHMH MHKYOAIIMH YIAIUTb MIEHKY, YAAJIUTh COAEPKUMOE JIYHOK B CIIELMAIBHYIO EMKOCTD
ams cGopa MHQHUIMPOBAHHOTO MaTepyasa U POMBITh JIYHKH 4eThIpe pa3a. ITpu kax10#i NpoMbIBKE BO BCE JYHKH
noGasure no 300 MK NpoMbIBOYHOTO Oydepa, MPUroTOBIEHHOro 1O I 8.5, ¢ TMOCHEIYHOLUM YAaleHHEM
KHIKOCTH B €MKOCTB TSl MH(UIMPOBAHHOIO MaTepHasia, 110 OKOHYaHHH MPOMBIBKH TLIATE/ILHO YAAIUTE OCTATKH
JKUIKOCTH M3 JIYHOK TOCTYKHBAHHEM MHKPOIUIAHIIETA B MEPEBEPHYTOM MOJIOKEHHH 10 (HIBTpoBalbHON Oymare
10 HCUE3HOBEHHS CJIE0B HATMYMA JKMIKOCTH B JIyHKaX. [Ipy HCnonb30BaHHYM aBTOMATHYSCKOTO NPOMBIBAIOLLECTO
yCTpolcTBa TINATENBHO CIEAWTH 3@ TOYHOCTBIO HATONHEHHs H TIONHOTOH YHAANeHHs JKHAKOCTH M3 JIYHOK
MMKPOIJIaHILETA.

9.8. Buectu Bo Bce nyHku no 100 mkn pacteopa TMB. MHkyOupoBaTh MHMKPOMIAHILET B TEMHOTE.
BoamoskHe! 2 papuanTa HHKyOauuu ¢ TMb:

—  WHKYOWpOBaTH MHKpOTUIAaHUIET B TeueHHe 10 MHHYT B TeMHOTE HNPH BCTPAXMBAHWH B TEPMO-
craTupyemoM uielikepe npu Temueparype +37 °C co ckopoctbio 500-800 o6/muH;

—  WHKYOMpOBaTh MHKpOIUIAHIIET B TedeHHMe 15-30 MMHYT B 3aBHCHMOCTH OT CTEMEHH Pa3BHTHIA
OKpacKy B TeMHOTe 0e3 BCTPSIXMBAHMS NPH KOMHATHOMH TemmnepaType +18-25 °C.

9.9. OcTaHOBHTH (PEPMEHTHYIO peakluio JoOaBneHHeM B Kaxayio JiyHKy mo 100 mkn cron-peareHia
C TOH JKe CKOPOCTBIO U B TOM K€ MOC/Ie0BaTeNBHOCTH, UTO M pacTsop TMB. LIBeT peakMOHHOH CMECH B JTYHKaX
JO/DKEH M3MEHHMTBCS C CHHEro Ha JKeJThiH. BpeMs MesKIy OCTAHOBKOH PeaKUMH M H3MEPEHHMEM ONTHYECKOH
motaocty (OIT) He moMmKHO TipeBsILaTh 20 MHHYT.
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Ilpumeyanne

nuHeliHoro wusMepenus npubopa,

MaxkcumaneHas OIT npu mpoBeaeHWM (JepMEHTHOH peaklMH He J[AO0/UKHA TMpPEBBIATE NPEAL/IOB
HCIIONb3yeMOoro B JabopaTopHH.
2,5 en. OINL

Huana3zon JIMHEeHHOCTH H3MepeHHs
HeoOX0IMMO YTOUHHTE B ITacriopre lpubopa. PexoMeniyemas MakcHMallbHast ONTHYeCKas MIOTHOCTE — He Gonee
Cxema nporeeHns aHalK3a NpHBegeHa Ha Pucynke 1.

9.10. B cnyuae apoOHOI0O MCNONB30BAHMA MHKPOILIaHWIETa HEOOXOAMMO pasfe/uTh MHUKPOIUIAHILET
Ha CTPUIIBI M MCIIONIB30BATE NPH NPOBEASHHH aHATH3a HEOOXOAHMOE KOJTMYECTBO CTPHITOB.
10. PETHCTPALIUA PE3YJIbTATOB

10.1. M3mepute Ha ¢oToMeTpe BepTHKanbHOTO ckaHMpoBaHus OIl pacTBopa B NyHKaX IpH AJIMHE
BonHbl 450 HM. JlonyckaeTcs ucnonb3oBaHue pedepeHCHOH AMHBL BOJIHBL B JHanasoHe 620-655 HM.

10.2. Onpenenuts cpenHee 3HaveHue OIl B mynkax Al u A2 (konrpons TMB) u BelYecTb €ro u3
11. YUYET PE3YJIbTATOB

cpenHero 3HavyeHus Ol kanuGpoBouHeIX MPod, KOHTPOIEHOH CHIBOPOTKH M aHAJIW3MpyeMbIX 00pasLioB.

He npeepimaet 0,1 en. OIT.
11.2. B nuHeHHBIX KOOpOWHATAX

MOCTPOUTE
11.3. OnpepenuTts

11.1. PesynpraTthl aHanu3a CiegyeT Y4UWTBIBAaTh, eciu cpenHee 3uadenwe Ol B myHkax Al u A2
rpachuk

OT KoHIeHTpauuu T; B kanuGpoBouHelX pobax (HMOIb/IT), Heronb3ys cpeanue 3Havenus OI1 qybnukaros.

coAepIKaHue

zaucumoct  OI1
T3 B

(e1.0MNT.IJIOTH.)
HccnenyeMbelx  ofpa3uax W KOHTPOJNBHOH  ChIBOPOTKE
1o KanHOpoOBOUHOMY rpaduky, Henonbs3ys cpeanee 3Hauenue OI1 ang nyOnukaros.

11.4. Tlpu HeoOXOAMMOCTH MEpecueTa eqUHHL H3MepeHHs Ans T; creayeT HCons30BaTh GopMyny:
1 ur/mn=0,651 amoan/i.

11.5. Ilpy HanmW4YMM aBTOMAaTHYECKOHM NporpaMMbl pacyeTa Ha (OTOMETpPe B KadecTBe MeTona
annpokcUMaluy KanubpoBouHoi kpuBoH BeiOpars Metox 4PL, SPL unu kyOuueckuii cnnakiu

Pucyrox 2

oy

iy

— f"’fl‘\'buuenﬂ)-amm"f,.' MO/

BEIOPAHHOTO METOIa arTPOKCHMALIHH.

Ha pucynke 2 npuBeneH TUNUYHEINA rpaduk 3aBucuMocTd OIT kanuOpoBoUHbIX NPob OT KOHLEHTPALMK
AU pacyeTa KoHUeHTpauwd T3 B obpasnax CBIBOPOTOK mNalMeHToB. BHewnwmit Bun rpaduka sasucur ot

B HUX T3. JlaHHbIH rpaduk MpUBEAEH HCKIIOUUTEILHO B LENAX MIUTOCTPALIMA M HE MOMKET ObITh HCNONb30BaH

12. OI'PAHUYEHMWA ITPHU ITPOBEJEHMM AHAJIM3A

12.1. Tlpu wucnone3oBaHWM Habopa I/l IPOBEJEHHMA HECKOJIBKHX HE3aBHCHMBIX CEpPHH aHallM30B
HeoOXOAMMO MMETh B BHAY, 4YTO KOJIMYECTBO HE3aBUCHUMBIX 3KCIIEPHMEHTOB OrPaHHYEHO 00BEMOM
KamHEpOBOYHBIX TIPOG.

12.2. JInsg K&XA0TO HE3aBMCHUMOTO SKCMNEPUMEHTa HACTOATENEHO PEKOMEHIYETCs TOCTPOSHHE HOBOIO
kaTMOpoBOYHOTO rpaduKa W ONpeaeneHue KOHUEGHTPALMU aHaJluTa B KOHTPOIIbHOH ChIBOPOTKE.

12.3. He nmomyckaeTcs MCHONbL30BAHME PEareHTOB PasHBIX CEPHH INpH MPOBEAEHHH dHAIM3a, 3 Takke
ucnonszosaHue TMB, cTon-pearenTta v npombiBoYHOro Oydepa Apyrux GUPM-NPOH3BOAUTENEH.

12.4. Tlocne OKOHUAHHWA BHECEHMs PEareéHTOB HeoGXOAWMO TMUIOTHO 3aKPbITh KPBILIKH (IAKOHOB M
MIOMECTUTE UX Ha XpaHeHHe npu temneparype +2-8 °C.
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12.5. Ilpu unTepnpeTallyy pe3yibTaTOB HCCIEI0BAHKSA CIIEAYET IOMHHTB, YTO!

—  npu onpeaeneHun T3 B CBIBOPOTKE KPOBU HEOOXOJIMMO YUMTHIBATE U3MEHEHHUs €ro KOHLEHTpaLuH
rnocJsie 3K30reHHoro seesienns ropmonos LIPK, a rawke 3asucimocTs KoHLueHTpanuy Ts ot ypoeus TCI

—  TOBBbILIEHHBIE KOHUEHTpaluk T3 B CHIBOPOTKE KPOBW HAaOMIOMAIOTCA MPU IPHEME 3CTPOTEHOB,
repoMHa, METa/I0Ha, TIEPOPATBHBIX KOHTPALEIITHBOB, (JEHOTHA3HHOB;

—  NOHWKEHHWe KOHLEeHTpamuu T3 B KPOBH MNALIMEHTOB OTMEYEHO MPH NPUMEHEHHH aHApPOreHOB,
[aHazona, JeKcameTa3oHa, TMpornpaHonoja (Ipy TUMEepTUpeO3e) MNpH [pUeMe MPOM3BOJHBIX KyMapHHa,
CallULUJIaTOB;

—  HaJW4YMe HHUPKYTHUPYIOIIHUX aHTUTE K T3 MOKET MOB/IHATh HA PE3YJIbTATEl aHATH3A.

13. YCJIOBUS XPAHEHUS 1 TPAHCITOPTUPOBAHUSA HABOPA

13.1. Habop peareHTOB A1 KOJIWYECTBEHHOr0 MMMYHOGMEPMEHTHOTO ONpeaeNeHHs TPUHOATHPOHHHA
B chIBOpOTKe KpoBH uenoseka «Ti-Mmaxcus (IMAXYZ)» nofked XpaHurecs B YINAKOBKE TMPEANPHATHSA-
M3roTOBHTENS NpU TemnepaType +2—8 °C B TeUeHHE BCEro CpoKa roAHOCTH.

13.2. TpancrniopridpoBaHHe HaGOPOB JOMKHO TMPOM3BOAMTBECS BCEMH BHIAMM KPBITOrO TpaHCIOpTa
B COOTBETCTBHUHM ¢ TpebOBaHMAMH M MpPaBMIaMM, NPHHATBIMM Ha JIAHHOM BMIE TPAaHCMOpTa, NpH TEMIEpaType
+2-8 °C. JlonyckaeTest TpaHCTIOPTHpOBaHKe HabopoB NpH Temnepatype a0 +25 °C He Gonee 10 cyTok.

13.3. 3aMopakuBaHME KOMIIOHEHTOB He jomyckaerci. Menonbsopanue naGopa, TPaHCIIOPTHPOBARLLET OCH
WM XPaHUBIIEroCs ¢ HAPYILICHHEM PErIaMeHTHPOBAHHOIO TEMITEPATYPHOrO PEKUMA, HE 10y CKAETCA.

14. YCJIOBHUS DKCILIIY ATATIITHA HABOPA

14.1. Cpoxk rommoctu Habopa — 24 Mecsua. Jlo OKOHYaHMsA CPOKa TOIHOCTH Habopa peare¢HTOB, TpU
YCIOBMM  COOMIOAGHHS TeMIepaTypHOTO peKMMa XpaHeHHs, TPaHCIOPTHPOBAHMA M SKCIUTyaTalHH,
MPOU3BOAMTEN rapaHTHpyeT paboTocnocofHoCTs HAGOpa H COOTBETCTBHE BCEX aHATMTHUECKHX XapaKTEPUCTHK
Habopa 3asBneHHblM. He [omyckaeTcss MCronbp3oBaHMe Habopa peareHTOB 110 HUCTEYCHHIO CPOKA TOJHOCTH.
HaGop peareHTOB He MOUIEKHT PEMOHTY M TEXHHUECKOMY 00CITY/KHBAHHIO,

14.2. B ciyuae apoGHOTO MCMONB30BAHHS KOMIOHEHTHI Ha0opa HeoGXOAMMO Mociie BCKPBITHS XpaHHTh
clIeayIOKM 06pazom:

~  CTpMIIBI MHKpPOIUIAHIIETA [OMECTUTb B YNAKOBKY C 3THKETKOH (€C/M CTPHIBI YNAaKOBaHbI
B YNAKOBKY M3 2-CIOWHOrO MOMMATHIIEHA), KOTOPBIA 3aTeM BIOKUIL B MAKET 3aKPBIBANOILMIACH W FEPMETHUHO
3aKpbITh. XPaHHTh B FePMETHYHO 3aKphITOM MakeTe [pH Temneparype +2-8 °C B TeueHHe BCEro CpoKa
FOJIHOCTH;

~  kanuBpoBouHble NPo6Bl M KOHTPOJBLHYIO ChIBOPOTKY TOCNE BCKPBITHS (PIaKOHOB XpaHHIb
B YIaKOBKE MPeANpPHITHA-H3rOTOBUTENS NpH Temneparype +2-8 °C B TeYeHHEe BCero Cpoka roJiHoCTH;

—  xoubtorat, pacteop TMB, pacteop AHC-T3, konuenTpuposanHbiii Bydep I1 1 cron-pearedr nocne
BCKPBITHA ()IAKOHOB XPaHWTh B YNaKOBKE IIPEAINpPHATHI-H3IOTOBMTENA Npy TemnepaType +2-8 °C B Teuenue
BCErO CPOKA MOJIHOCTH;

—  pabouuit pactBop Konstorar-AHC-T3 xpaHeHHIO HE NIOJISHKMT;

—  HpOMbIBOUHBIH Gy(hep, MOArOTOBIEHHBIN K HCIIONB30BAHMIO, XPaHUTh 3aKPHITBIM MPH KOMHATHOH
temreparype +18-25°C ne Gonee 7cyrok. He no6aBnsTe B €MKOCTH € MCHONB3YEMBIM [POMBIBOYHEIM
pacTBOPOM BHOBb [TPUIOTOBJICHHBIH PacTBOP.

14.3. TIpoussoautens Habopa AO «Buran [lepenonment Kopropaiimmy npousses BepHQUKALMIO H
pamupanuio HaGopa «Ti-Mmakcus (IMAXYZ)». PesynpraThl BepHpHMKAUWM M BajWlalWH, OTPaKeHHbIC B
NpOTOKONAX IIPeJBAPUTENBHBIX MCIBITAHWMA ONBITHBIX MapTud HaGopa, NPH3HAHBL YIOBJICTBOPAIOLIMMH
napameTpam, 3asiBlIEHHbIM B HACTOSIIEN TEXHHYECKOH JOKYMEHTALIUH.

14.4. B mpouecce Bepubukauny 1 panupaumu Habopa «Ti-HMmakcus (IMAXYZ)» Geina mposesicta
oLeHKa cTaGHIbHOCTH HAGOpa MPH XpaHeHHH , Henonb3oeatuu 1 TpaHcnoptuposke (TOCT P MCO 23640-2015);
pE3yJIBTAThl, OTPaKEHHBIE B IMPOTOKOMAX CTa0WIBHOCTH Habopa M €ro KOMIMOHEHTOB, COOTBETCTBYHOT
3afBIEHHBIM CPOKAM TOJHOCTH TpPH XPaHEHWH, HCMONb30BAHHM M TPAHCNIOPTHPOBKE B COOTBETCTBYIOLIMX
YCIOBHSIX.

14.5. B npouecce paspaborku HaGopa «T3-Mmakcns (IMAXYZ)» Gbinn OLEHEHBI PUCKH, CBA3AHHbIE C
BO3MOJKHBIM M3MCHEHHWEM MapaMeTpoB MpOBE/eHHs aHaI3a B jaopaTopusax norpebuTenei: u3MeHeHHE
Temreparypbl MHKYOAIlMi, CKOPOCTH BpallleHHsi LleHkepa W BPEMEHHM pacKallbIBaHHA obpasuoB. OugHka
nposoaunack B coorserctun ¢ MM CMK 07 no MCO 14971:2007 «MeauuuHCKHE H3AEIHA — Tlpumenenue
MEHEDKMEHTa pHCKa K MeauiuHCKuM w3fenuam». [lo pesynpTataMm aHajv3a PHCKH MHHAMH3HPOBAHBL 10
YPOBHS «TIPHEMIIEMBIIT.
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14.6. JIna nonydeHHs HaJEKHBIX PE3yIbTAaTOB HEOOXOAUMO CTPOroe CoOMIOACHHE HHCTPYKLIMA. JIrobble
OTKJIOHEHHSI OT PEKOMEHOOBAHHBIX MpPOLEAYp MpOBEAEHHsA dHaau3a W TNPUrOTOBJICHMA PEAreHTOB MOryT
MPUBECTH K 1T0YYEHHK HEBEPHBIX PE3YJIbTATOB MCC/IE/IOBAHUS.

14.7. JlocTOBEpHOCTL W BOCIPOM3BOAMMOCTL  PE3YJIBT4TOB  aHalM3a 3aBMCAT OT  BBINOJIHCHHA
CIIEYIOLMX OCHOBHBIX ITpaBu/ npu pabote ¢ HaOOPOM peareHTOB!

—  nns  fesMH(EKIMH  MccieqyeMblX 00pasuoB, MOCYAbl W MaTEPHANOB, KOHTAKTHPYHOLIMX
C MCCIGYeMEIMM M KOHTPOJBHBIMK 0Opasiiamu, CllelyeT HCHONb30BaTh AE3MH(HUMPYIOIIME CPeCTBa,
HE OKA3bIBAIOIIME BO3MACHCTBMA HA pearcHTHl, WCHonb3yeMble Ipu mnposeaenud H®@A, Hanpumep,
KOMOHHUPOBAHHBIE CPE/ICTBA HA OCHOBE YETBEPTHUHBIX AMMOHHMEBRIX coenuHenuit (JAC), CMpToB, TPETUYHBIX
aMMHOB, Mcronb3oBaHue Je3MH(HIMPYIOIHX CPEACTB, COMSPyKAlMX aKTUBHBIA KHCIOPOA M XJIOP, a Takike
aJbIeruabl B MOMEIEHUAX, HCHONB3yeMbIX M mocTaHoBkH HM@DA, MoKeT NpUBOAWTE K IMOMYHEHHIO
HEMPaBHIILHBIX Pe3yJIETATOB aHA/IM3a,

~  [OCKOJBKY HANM4YMe MapoB KHCIOT, ILenouel, ajibJeruIoB MOKET MeHATh (epPMEHTATHBHYIO
AKTHBHOCTH KOHBIoratoB u TMB, Henmb3s MPOBOMMTL aHAIW3 MPH HAIUYUM B BO3AyXe paboueil 30HBI TAKHX
COeIMHEHHH;

—  cTaaMs, KOrja NpoBOAMTCA peakuus okpawiuBanua ¢ TMB, 4yBCTBHTE/IBHA K NMPHCYTCTBHIO MOHOB
METAJJIOB, [OITOMY KOHTaKT KaKMX-JIM0O METa/UTMUECKHX NMPEAMETOB ¢ KOHBIOTATOM H pacteopom TMB mouker
H3MEHHUTh X0/ PeaKLHH;

—  MCmonp3yiiTe B paoTe YUCTYIO TOCYAY M YHCTHIC OJHOPA30BbIE HAKOHCYHWKH Ul Kaz10Io
peareHTa, KOHTpons, o6pasla Bo U3GerkaHHe MHKPOOHOH KOHTAMMHALIMH KOMIIOHEHTOB Habopa U 3HAYUTEIBHOTO
CHMIKEHMS CPOKOB XPAaHEHHS! KOMIOHEHTOB, BXOJALINX B €10 COCTaB;

—  3amnpellaeTcs HCMONb30BAHWE OJHOW M TOH K& ©MKOCTH [UIS KOHBIOraTa W pacTBopa TMb
BO H30e/KaHHe KX MEPEKPECTHON KOHTAMHHALIMKM W HCKAKEHHA PE3yJIbTaTOB aHa/IN3a,

—  npu wacTHuHOM oT60pe pactBopa TMB 3 (iakoHa ciielyeT y4uThIBATL TOT (PaKT, 4TO 3arps3sHeHHUe
MOBEPXHOCTH MHMETOK KOHBIOTATOM MOJKET MPHBECTH K KOHTAMHHALIMU BCErO COAEPIKMMOr0 (iakoHa ¢ TMB u,
KaK ClIeICTBHAE, M3MEHEHHIO €0 LIBETA;

— eciM jJomylleHa OUIHOKA NMPH BHECEHHWM PEAreHTOB MM OOpasuoB B JIYHKY, HeJlb3f, YAAIHB
HENpaBU/IbHO BHECEHHBIE PEareHTbl, BHOCHTh B HEE HOBBIA PEAarcHT; Takasd JyHKa JOIDKHA OBITH WUCKIIIOUEHA
MpH YUeTe PE3yNbTaTOB aHAIN3a,

—  paGoune TTOBEPXHOCTH CTONIOB, 000pyHOBaHHA cliefyeT obpabaTeisath 70% STHIOBBIM CIUPTOM WK
CrielMaNbHBIMH pPacTBOPAMH HA OCHOBE CIHPTOB (He JIOMyCKaeTcs WCMONB30BAHHE MEPEKHCH BOIOPOAA,
XJI0pCOIEpIKALLIMX M albICTHACOASPIKALLMX PACTBOPOR);

— B CBS3U C TEM, YTO KAueCTBO MPOMBIBKH JYHOK MMKDOILIAHIIeTa MrpaeT BaKHYH ponb Ul
MOTyYeHHs MPABHIBHBIX Pe3yJbTATOB aHAIN3a, TO /N YAAIeHHs He CBA3ABIUHMXCH KOMIOHEHTOB peakluH H3
JYHOK MHKpOTUIAHILETA M IOCTEAYHOIIeif MPOMBIBKM PEKOMEHIYSTCA HCIOIb30BATh ABTOMATHHECKOS HIH
pYYHOE IPOMBIBAIOILIEE YCTPOHCTBO M KOHTPONMPOBATEH PABHOMEPHOCTE M KAUECTBO HANOIHEHHUA TYHOK, a TAKIKE
TMOMHOTY YAAJIeHHUA M3 HUX KHIKOCTH.

15. CBEAEHHS OF YTUWIN3ALIMH

Corsnacho iraccudukauuu no CanlluH 2.1.3684 «CanurapHO-3nMAeMHONOrMYecKue TPpeboBaHmA K
CONepI/KAHMIO TEPPUTOPHI TOPOACKHMX H CENBCKMX [OCENIEHHH, K BOAHBLIM obbeKkTaM, MHUTLEBOH BOAE H
[IMTBEBOMY BOAOCHAGKEHHIO, aTMochepHOMY BO3IYXY, MO4YBAM, JKWIBIM MOMELICHHAM, SKCIUTyaTallii
NPOM3BOACTBEHHEIX, OOLIECTBEHHBIX MOMEIIEHHH, OPraHu3aLii | NPOBEJCHHIO CAHHTAPHO-TPOTHBOSIHACMHHECKHX
(MpodhHIAKTHYECKMX) MEPOTIPUATHHY KOMIIOHEHTHI Habopa MOryT OBITE OTHECEHEI K Kiaccy «b». Yrunuzauuio
MCMONB30BAHHBIX PEareHTOB M PEareHTOB € WCTEKIIMM CPOKOM TOJHOCTH TIPOM3BOIAMTE B COOTBETCTBHMM C
CanlluH 2.1.3684 B oTHOLIEHHH OTXOMOB Kiacca «b».

JlesuudeKIpio cleayeT NpOBOAMTh B COOTBETCTBMHM ¢ MY 287-113 «Mertoauueckne ykasaHnA
110 Ae3uHDEKINH, TPeCTEPUIH3ALMOHHON OUMCTKE M CTEPUITM3ALINA U3NENNH MEIMUMHCKOTO Ha3HAICHUA.

16. 3ALNUTA OKPYKAIOMIEN CPEJIBI :

TIpoMsBoAMTENL ~ lApaHTHpPYeT, 4TO  Habop  pearcHToB «T3-Umakeus (IMAXYZ)»  nans
MMMYHODEPMEHTHOrO aHaiMza paspaboTaH M MPOM3BEAEH C LEJBIO MPEAOTBpalleHHA moBbIX PHUCKOB
AN OKpyxKarouteit cpersl. HaGop B mpolecce HMCMONb30OBaHHMS HE OKa3biBACT BO3NSHCTBHA HAa OKPYKArOULYIO
cpelly M He MPUBOIMT K yiuiepOy g Hee mpu coOIIOACHHH BCEX MEP 6e30MacHoCTH M yTHIM3auMu Habopa,
PEKOMEHOBAHHBIX NPOH3BOAUTENEM.
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17. JONMOJHUTEJIBHAA NTH®OPMAITHA

[lo Bompocam, Kacarommumes kavectsa Habopa «Ts-Mmaxcus (IMAXYZ)», cnemyer obpawarscs K
npoussoauTenio — B AkuuonepHoe OGmectBo «Buran Jlepenonvent Kopnopsimu»  (AO «Buran
HesenonmenT Koprniopafiuny) no aapecy:

194356, Poccus, Cankr-IletepSypr, nopora B Kamenky, a. 56, 1ut. A

Ten./dbake +7 812 702-10-86.

I'eHepa/bHBIH AUPEKTOP

AO «Buran [esenonment Kopriopsiimny A.l'. Inexos

["enepanbeHbIi JUpeKTOp

000 «BbIMITEJI-MEOLIEHTP» IT.K. BapuaBuuyc
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