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1. HaumeHoBaHHE

Ha6op pearenton «JInmia6 Amyp obmmi T» s KONWIECTBEHHOTO
onpezeNeHns o0uIero THPOKCHHA (o6mmit T4, T4) B CHBOPOTKS M IUIa3Me KPOBH
qeloBeKa METoJOM HMMYHOXEMHOMHHECLEHTHOTO —aHaIH3a (IXJIA) ma
AHANM3ATOPE ABTOMATHYECKOM HMMYHOXEMIUTIOMHHCCLICHTHOM «JTupnab Amyp»
JIs IMATHOCTHKH in vitro mo TV 21.20.23-233-65614693-2022 (nanee no TexCcTy —
HaGop peareHToB, Ha6op peareHToB «JTapnab Amyp obmmii T4», MEAHIBHCKOS
731 (1 () B

2. Hasnauenue

HaGop pearenros «JImanal Amyp obmmit T4» npemHasHaueH A
KONHIeCTBEHHOTO Onpe/ieNeHus obmero THpoxcuna (obuwli T4, T4) B CHIBOPOTKE
H myasMe KDPOBH UEOBEKA METONOM HMMYHOXEMWIOMHHECLICHTHOTO aHAln3a
(UXJIA) Ha aHAIM3ATOpEe ABTOMATHIECKOM HAMMYHOXEMHITIOMHHECLICHTHOM
JIapaé Amyp» (000 «JTUIKOP», Poccus) U1 OUCHKH (YHKUHY MHTOBHHON
xeJe3nl.

OyHKOHOHANbHOE HASHAWEHHE: NHATHOCTHKA in vitro. TIpaMeHeHHE
B3RS He KMeeT TONYIAIHOHHEX H JieMOorpaguyiecknx OrpaHAYeHHN.

3. Iloxazanus, NPOTHBONOKA3ANHY H N0GOUHLIE ABJICHAN

MokasanEs ¥ NPAMEHEHHIO: ONEHKA (YHKITHH IMTOBHAHOH JKENe3Hl.

TIpOTHBONOKASAHHN: B DAMKaX YCTAHOBJICHHOIO IPOH3BOZHTENEM
Ha3HAYEHHS He HMEeT.

IloGounbie SBJACHHS: TIPpH COOCMIONEHHH YCNOBHAK W  IPaBHN
TPaHCIOPTHPOBAHHS, XPAHEKHA H NPUMCHEHHS HE BRIBJICHEL.

CuenudHueckas MATOJIOTHS, COCTORHNEE HIH GaKTOp PHCKA:

— VBenuueHHe IHUTOBHAHOMN XKeNe3H.

— CHMITTOMH THIIEPTHpEO3a: YYamieHHOoe CepAucOneHHe, MOBHIUCHHASA
TPEBOXHOCTb, CHWKEHHE MacChl Tela, GeCCOHHHIA, TPEMOP PYK, GricTpas
YTOMJIEMOCTB, AMapes, CBETOGOA3HB, CHIDKCHHE OCTPOTH 3PEHHA, OTCYHOCTD
BOKpYT I71a3, X CyXOCTb, THIepeMu.
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— CHMIITTOME THNOTHPEO3a: CYXOCTb KOXH, 3aillOpEHl, HenepeHOCHMOCTb
XOJOa, OTEKH, BHIMAACHHE BOJOC, cnabocTh, YTOMISEMOCTH, HApYUICHHE
MEHCTPYANbHOIO INK/A Y AKCHINHH.

4. TorennEajabALIE NOJB30BaTeAH H 001acTL NPHMEHCHRA

IoTennuanbhLili MOTpeGHTENb: Bpay KIHHHIECKOH naGopaTopHOH
JHATHOCTHKE H ApYTHe CTCLHANHCTH B 00AacTH KnmHEecKol JraGoparopHol
OMATHOCTHKH, INpomemmme oOydeHue 1O pafore ¢  AaHAIM3ATOPOM
aBTOMATHIECKHM HMMYHOXeMHTIOMAHeCIeHTHEM «Jlnanab Amyp». Toneko zna
npo¢ecCHOHANBHONO HCMONL30BAHA.

OG6a2¢Th NPEMeRCHHN — KIMHHYCCKAs abopaTopHat AAarHOCTHKA

HMccneqyempiii GHONOTHYeCKHIl MaTepHAJA: CHBOPOTKa M ILUIa3Ma (c
TenapHHOM JIHTHS, TefIapUMHOM HATPHA, K:D/TA, K:9TA, uaTpaToM HaTpHs)
KpOBH 4eJIOBEKA.

Oupenensiemnlit apannT: 06U THPOKCHH (o6umit T4, T4)

THN aEAJAH3A; KONHECTBCHHBIN.

5.  Cocras Bafopa pearesroB

«HaGop pearentos «Jlupna6 Amyp obmwli T4» [ KOIHYECTBEHHOTO
onpenenenns obmero THpokcEHa (oGmmii T4, T4) B CHBOPOTK® H IUIAIME KPOBH
YejoBeKa MeTOOM HMMYHOXCMHJIIOMHHECUCHTHOIO aHalH3a (MXJIA) Ha
AHANW3aTOPEe ABTOMATHYECKOM HMMYHOXEMHIIOMHHECICHTHOM «JInpnab Amyp»
s IMarHOCTHKH in vitro mo TY 21 20.23-233-65614693-2022» BHITYCKaeTCA B
YeTHPEX BapHAHTAX HCIIONHeHUA!

1)  Habop peazenmos na 100 mecmos, & cocmase:

1. Kaprpumk (B cocrape: PeareHT napaMardHTHBIX MHKpO9IacTHL (R1),
3,5 muym; Pearemr-komsiorar (R2), 4,0 Mi/yn.; Pearent ans opabotku
oGpasuos (R3), 4,0 mn/yn.) — 2 mwr.;

2. Kam6parop 1 (CALL1), 1,0 Mn/dnaxon — 1 mr.;

3.  Kam6parop 2 (CAL2), 1,0 Mn/dnaxon — 1 mr.;

4. Kama6parop 3 (CAL3), 1,0 Mn/¢naxon — 1 mwT.;
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Kamu6parop 4 (CAL4), 1,0 mi/¢pnaxor — 1 m.;
TIapOH30IATHONHBIC KPHIIKY — 8 1IT.;
HHCTpYKIHA 110 APAMCHEHKIO — 1 IT.;
AnanuTHdeckuii nacropt — 1 mr.

Habop peazenmos na 200 mecmos, 6 cocmase:

Kaprpumx (B coctase: PeareHT napaMarHATHRIX MHEKPO4aCTHIY (R1),

3,5 mu/yn.; Pearenr-komsiorar (R2), 4,0 ma/ym.; Pearenr mna ofpaGorku
obpasnos (R3), 4,0 Mn/ymn.) — 4 m.;

® N E WD

3)
1.

Kamu6patop 1 (CAL1), 1,0 Mn/¢dnaxon — 2 mrT.;

Kamu6Gparop 2 (CAL2), 1,0 mi/dnaxor — 2 mr.;

Kanu6parop 3 (CAL3), 1,0 m/dnaxon — 2 mr.;

Kama6parop 4 (CAL4), 1,0 mn/pnaxos — 2 nor.;

TMapor30NALEOHHbIE KPHIIKHE — 16 mwT.;

HucTpyxipas mo NpuMeHeR o — | mT.;

Ananurideckuii nacmopr — 1 mr.

Habop peazenmos na 500 mecmos, 6 cocmase:

Kaprpumk (B cocrape: PearenT napaMarBATHBIX MHKposacTHll (R1),

3,5 ma/yn,; Pearemr-komsiorar (R2), 4,0 muw/ym.; Pearemr min olpaGotku
06p83u03 (R3)9 4,0 MJI/yn-) — 10 wr,;

2.
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KamatGpatop 1 (CAL1), 1,0 mn/dakon — 5 mr.;

Kamu6parop 2 (CAL2), 1,0 Mn/dnaxon — 5 mrr.;

KamuGparop 3 (CAL3), 1,0 mn/¢pnaxon — 5 mr.;

KamnGparop 4 (CAL4), 1,0 mn/¢pnakon — 5 wrT.;

IMaporsonmoHHEE KpRIkH — 40 WT.;

MEecTpyXuns no npaMenenyio — 1 mr.;

AHamaTHgeckuri nacnopr — 1 mT.

Habop peazenmoe na 1000 mecmos, ¢ cocmase:

Kaptpamk (B cocrase: PearenT mapaMarHMTHBIX MuxpodacTan (R1),

3,5 mu/yn.; Pearenr-komsiorar (R2), 4,0 mnfyn.; Pearenr mua oGpaGorxu
obpasuos (R3), 4,0 mi/yn.) — 20 wr.;
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Kami6patop 1 (CAL1), 1,0 mn/daxon — 10 mr.;
KamuGparop 2 (CAL2), 1,0 mn/dnaxon — 10 mrr.;
Kamu6parop 3 (CAL3), 1,0 mn/dpnakosn — 10 mT.;
Kama6parop 4 (CAL4), 1,0 ma/dnakon — 10 mr.;
Tapon30IIAOHHEIE KPHIIKY — 80 INT.;
HHCTpyKIHEs M0 NPAMEHEHHIO — 1 MIT.;
AHanuTHYecKwit macnopt — 1 mT.

CocTas peareEToB H KaaubpaTopos:

© N oA WD

Pearent napaMarHuTHRX | [IapaMarHHTHEE MHKPOYACTHIN, NOXPHITHC MEIIHHEIMH
muxpogacTait (R1) MOHOKJIOHANBHEIME anTHTeNaMH X T4, 0,05 % ProClin 300

Pearenr-xonniorar (R2) T4, MeuerEmi 3¢pupoM axprmarnd, 0,05 % ProClin 300

Pearent s oGpaGotkn obpasuos | Pacteop, cosepxaumit  8-((pemmnamuno)-sapTamu-1-
(R3) cynsponar marunug, 0,05 % ProClin 300

KamiGparop 1 (CAL1) TPHUC 6ydep ¢ BCA, 0,05% ProClin 300

Kamutparop 2 (CAL2) T4 uenonexa B TPAC Gydepe ¢ BCA, 0,05% ProClin 300
KamuGparop 3 (CAL3) T4 uenonexa B TPUC Gydepe ¢ BCA, 0,05% ProClin 300

Kamm6patop 4 (CALA) T4 uenonexa B TPHC Gydepe ¢ BCA, 0,05% ProClin 300

B cocTape MeAMIIAHCKOTO H3ACKHA OTCYTCTBYIOT MaTepPHANb], BCTyHalolme
B HENOCPEACTBEHHBIY WIH ONOCPENOBAHHEIN KOHTAKT C OPraHM3MOM MNaUHCHTa
(TenoM JenoBeka).

B cocTaBé KOMIIOHGHTOB MEHMIMHCKOTO H3ACNHA  OTCYTCTBYIOT
JIeKApPCTBEHHBIC CPeACTBA.

KoMnoneHTsl W3fieHs HE SABIAIOTCH CTEPWIBHBIMH M He Tpebyior
CTCPHIH3AIHA.

6. VYnaxoska

— IlepeavHAS YNAKOBKS

epsuunas ynakoeka PearentoB (R1, R2 m R3) npeacrasnser coboii
KapTPH/DK ¢ YeTHPbMA H30MHPOBaHHBIMA APYT OT APYTa KaMepaMH.

Pearent-konsiorar (R2) HaXOAMTCH BHYTPH CBETOHENPOHHIIAEMOK KaMephl
YepHOro npeTa. PeareHT NapaMarHMTHHX MHKpo4acTHI! (R1) copepXnTcs BHYTPH
Kpalinelf Kamepm Geloro neera WWIMHApHYecKol (OpME, BHH3Y KOTOpOH
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pacroJioxeH porop. PearenT Ana obpaGorku o6pasuos (R3) RaxoauTcs BHYTPH
OHOI H3 EHTPATLHEX KaMep, Apyrad LeHTPAIbHAS KaMCPa HUCM He 3all0JIHCHA.

Bpamienne poTopa AODKHO OCYIIECTBIATECA cBOGOIHO, §e3 3acRAHMIA.

IlepBHuHAY YNAKOBKA KANMHGPATOpOB MPEACTARIACT coboli (makoHsl.
Kambparop 1 (CAL1) conepxuTca BO ¢naxone ¢ 3eNeHOH KPHINIKOK.
Kanu6patop 2 (CAL2) conepxutcs B0 (axone xenrolt kpuuxott. Kanabparop
3 (CAL3) copepxurcd B0 ¢naxone ¢ posopoii kpsumkol. KamGparop 4 (CALA4)
collepkuTcs BO (uiakoHe C KpacHOH kpHmKolf. QNAKOHH H KapTPHKH HE
JOJKHK HMETh TpHMecelf, MacIAHEIX IIATEH, TPEIHH, YCANOYHBIX PakoBHH,
3ayCeHIIeB.

— BTopAYHAN YNAKOBKa

Bropuunas ynakoeka HaGopa peareHTOB NPe/CTABIACT coboii kopoOky H3

MEJIOBAHHOTO KapTOHa.

BHyTpH BTOpHYHON YNaKOBKH HaXOJATCA ABA KaPTPH/DKA ¢ PCareHTaMH Rl,
R2 1 R3, 1 110 oxHOMY QuIakoHy Kaxzoro u3 kanuGparopos (CALL, CAL2, CAL3,
CALA4).

BropHYHHe YNAKOBKH NOMEIAIOT B IOTPEGHTENECKYIO B KOJNHYECTBE,
COOTBETCTBYIOILIEM BapHAHTY UCNONHEHNA.

Jina BaprawuTa ucnonnenns «Habop peareHToB Ha 100 TecTOB» BTOpHYHAL
YNaKoBKA TakKe ABIAETCS MOTPeGHTENBCKOM, B Hee BIOKCHH HucTpykuus 1no
IPHMEHCHHIO H AHATHTHIECKHH Nacmopr.

— IoTpefnTennckag ynakoBka
IoTpeGHTeNbCKas YIAKOBKa IpeACTaBnseT cobok KOpOOKy H3 MENIOBaHHOTO
WIH rodpHAPOBAHHOTO KapTOHA.

BTOpHUHEE YNAKOBKH MOMEMIAIOT B MOTPEGHTENECKYIO YMAKOBKY B
KONHYECTBE, COOTBETCTBYIOMEM BapHAaHTY HcnonHeHus. KoauiecTso BTOPHYHEX

YIIAKOBOK BHYTpH NOTPEOHTENBCKOM:

Ha6op pearenToB Ha 200 TeCTOB — 2 HIT.;
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Ha6op pearenToB Ha 500 TecToB — 5 WT.;
Ha6op pearenTos Ha 1000 recros — 10 mr

7. Ongrcanne MEAHNHHACKOTO H3AeNHN, HAYYHAH 060CHOBARHOCTD
AHATHTA

[{uToBHAHAS XKelNe3a CHHTE3WPYeT H CEKpeTHpYeT Ipa THPEOHHBIX
ropmona: 3, 5, 3', S-TerpalionTHpoHHH (HWIM THPOXCHH, T4) u 3, 5, 3-
tputioxraponuH (T3). Or 60 Ko 80 nponeHTOB obImero Komm4ecTsa THPEOHAHEIX
rOpPMOHOB, IPOM3BOMMMEIX IMHTOBHAHOH *KeJNe30H, TOCTynaeT B Kposb B Qopme
THPOKCHHA, KOTOpPHIH SBJAETCS OTHOCHTCJBHO MAJOAKTHEHEIM THPEOHTHEIM
TOPMOHOM, (aKTHYeCKH —  NPOTOPMOHOM, H cnabo  CBA3BIBACTCA
BeMOCPeACTBEHHO ¢ PElCITTOpaMH THPEOH/HLIX NOPMOHOB B TKAHAX. Tlepen TeM,
KAK OKa3aTh HeliCTBHe Ha KJIETKH OpraHoB-MuIIcHe}, Gonbmas J4acTh THPOKCHHA
HENOCPEACTBEHHO B KNETKAX KOHBEPTHPYETCS B GHONOrHYecKH aKTHBHYIO dbopmy
— TpHHAOATHPOHHH. JTOT MPOLECC MPONCXOIAT NPH yIaCTHH MeTatopepMeHTa
— cesleH-3aBHcHMOil MoroAelomuHEasH. [Ipr nedrIATe MAKPOIIEMCHTA CE/ICHA B
OpraHM3Meé HIE DNpM  TeHeTHUECKOM  JAedexre MoHoAeHOMMHA3EL,
npefonpeAenmonieM ¢ NOHIDKEHHYIO AKTHBHOCTP B TKAaHAX, Pa3BHMBACTCH
COCTOSHHE HEOCTATOYHOCTH TOPMOHA INUTOBHJIHOM JKeJie3bl, HECMOTpA Ha
Kax(ymuics HOPMANBHEIM ypoBeHb T4 B mnasme KpoBH — TaK Ha3BIBACMEIH
euthyroid sick syndrome. AHaNOrHYHOE COCTOAHHE MOXeT HabmozaTsca IpH
npHéMe HEKOTOPHIX JEKAPCTBCHHBIX BEIeCTB, YTHETAIONHX aKTHBHOCTS TKaHeBOH
MOHOACHOMHAEL

Tupeonube TOPMOHE CTHUMYJIHPYIOT POCT H Pa3BHTHC OPraHH3Ma, pocT H
naddepenimpoBky Txanel. ITOBEIIAIOT NOTPeGHOCTD TKaHe#l B KHCIOPOZE.
TToBBIINAIOT CHCTEMHOE ApTepPHANBHOC HABICHHE, JaCTOTY M CHIY CepACYHBIX
coxpamenuit. ITopHInaOT ypoBeHb GOAPCTBOBAHHA, NCHXUYECKYIO JHCPraio H
aKTHBHOCTb, YCKOpAT TCYCHHE MBICTHTCNBHEX accolHanuli, NOBHIIAET
ABMTATENBHYIO aKTHBHOCTS. [TOBRIMAIOT TEMMEpaTypy Telia H YPOBEHb OCHOBHOTO

obmMmeHa.
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Tnpeommue TOPMOHKE NOBHINAIOT YPOBCHD FIOKO3K B KPOBH, YCHINBAIOT
IMIOKOHEeOTeHe3 B Me4YeHH, TOPMO3AT CHHTE3 IMHKOreHa B HCHCHH R CKCJCTHRIX
MEIONAax. Taixke OHH MOBHIIAIOT 34XBaT H YTHIH3ALMIO TOKO3HN KIICTKaMH,

TMIOBHINAS AKTHBHOCTH KIIOYEBEIX PepMEHTOB IIIHKONH3A.

JleficTBHe THPCOMAHHX TIOPMOHOB Ha oOMeH O0elkoB 3aBHCHT OF
KOHIICHTPAIAH TIOpMOHOB. B MayBiX KOHIEHTPAMAX OHH OKA3HBAIOT
aHabomueckoe melicTBHe Ha oOMeH OGenKoB, NMOBHIDAIOT CHHTE3 OENKOB H
TOPMO3SAT HX PACTIAA, BHI3BIBAA MONOKHTEHbHE asoTHCT: Gananc. B Gombmmix
*e KOHIEHTPAIHAX THPeOHIHEE FOPMOHE OKAa3HBAIOT CHIBHOe KaTaGomdeckoe
fetictBHe Ha Genkopeii oOMeH, BH3MBAaA yCHNeHHEH pacnap OGenkoB H
TOPMOXEHHE HX CHHTE3a, H KAK ClIe/ICTBHE — OTPHIATENBHEIH a30THCTRIH GanaHc.

THpeonHElE TIOPMOHHl MOBHINAIOT YYBCTBHTENHHOCTh TKaHel K
KaTexonamuHaM. JlelicTBHe THpEOMAHHIX TIOPMOHOB HAR POCT H Pa3sBHTHE
OpraHH3Ma CHHEPIHIHO C AeHCTBHEM COMATOTPONHOrO NOPMOHA, NPHYEM HAIHIHE
onpefieNEHHON KOHUEHTPAlMH THPEOHAHBIX TOPMOHOB AB/SETCA HEOOXOAUMBIM
YCIIOBHEM JUIA IPOABNEHNS pajia 3¢$ekToB COMATOTPOMHOrO FOPMOHa.,

THpeoHAHEE TOPMOHE YCHIMBAIOT NPONECCH 3PHTPONOAEa B KOCTHOM
MO3re, & TAKKE OKA3WBAIOT BIHAHHEe H4 BOAHBIA OOMEH, TNOHIKANOT

rHAPOQUIBHOCTD TKAHEH H KaHANbLEBYIO peabcopOUMIO BOMEL

Tupokcun (T4) wupKynupyer B KpoBH B ABYX (opMax: B CBI3aHHOH C
Genkxom dopmMe u B cBoGomuol dopme T4 (FT4), koropas criocoGHa NPOHKKATH B

pa3THYHEE TKAHH-MHIICHH. THPOKCHH OOGBIYHO M3MEPACTCH B CHIBOPOTKE KPOBH
venoBeka kax obmmit T4, ofo6man xak cBszaHHEIM, Tak M cpoSomueli T4. On
HCINONB3YETCA B KAYECTBe CKPMHHATOBOTO TeCTa COCTOSHHA LHIMTOBU/IHOM JKeNIe3nl
OTHENBHO MM B COYETAHMH ¢ ApyruMH Tectami. H3mepenne obmero T4 naer

HaJleKHOC OTpaXeHMe OQYHKUMH DOATOBHAHON XeNe3l IpH OTCYTCTBHH
HapymeHWif cBa3HBaHMS., OIHAKO MOTYT MPOHCXOMHTh H3MEHCHHA B
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CRA3HIBAIOIMX GeNKax, KOTophle BIMAIOT Ha YPOBCHD obmero T4, HO H¢ MCHAIOT

yposeHs caoGomsoro T4,

Onpenenenne obmero T4 Moxer OHTH HCHONB30BAHO JJI1 OLCHKH

3a60eBanHil IETOBKIHOMN JKeNe3sl, TAKHX KK THNepTHPEe03 H FEMOTHPEO3.

HaGop pearesroB «JImpna6 Amyp obumait T4» npemHasHadeH L
KOJIMYESCTBEHHOrO ONpeAeNeHHs o6mero TRApOKCHHA (o6muit T4, T4) B CEIBOPOTKE
H IiasMe KPOBH UEJOBEKa METOAOM MMMYHOXEMIIOMHHOCIEHTHOTO aHaIA3a

(UXJIA) 4 uCTIONB3yeTCs AJiA OLCHKA GyHEKIME DETOBHAHON KeIC3H.

8. Ipuaoun MeToaa
Tpunumun aetictus «JInwiab AMyp obmmii T4» ocHOBAH HA KOHKYPCHTHOM
MeTozie HMMYHOXeMIIIOMHHECIICHTHOTO aHA/IH3a (MXJIA).

Huxybayus 1: T4 B obpasue pearupyer ¢ PeareHToM K1 0GpaGoTKH
o6pasnos (R3), 9TO PHBOANT K BHCBOGOKACHHIO T4.

Huxybayus 2: nipu noGapneHuH PeareHTa-KOHBIOraTa (R2) T4, meuenHnilt
a¢upoM axpupuuus, 1 T4 ofpasua KOHKYPHPYIOT 33 CBASHIBAHHE C AHTHTEIaMH K
T4 B cocrase Pearemrta mapamarmuTHEX MukposactHn (R1) ¢ obpasosanmeM

KOMILTEKCOB «aHTHTENO - T4 06pasna» H «aHTHTeNOo - T4 KOHBIOraTay.

ITpomwexa: mon feficTBHEM MArHHTHOrO TOJ4 napaMarHiTHEIS
MMKpOYACTHIB  aacopbupyloTcs Ha CTeHKaX PEaKIHOHHOH KIOBETH, @&
HecBA3aHHEE KOMIOHEHTH CMBIBaloTca pearentoM «JImmna6 Amyp pacTsop

MIPOMBIBAIOIIHIA.

Jemexyun u UHmMepnpemayus: KX PEaKIMOHHOX CcMecH H00aBITOT
pacTeopHl «JIuanaG Amyp Ilpe-Tpurrep» «JTumnab Amyp Tpurrep». CHrHAN OT
XeMWIOMHHECIICHTHOH peaxkiMi H3Mep#eTcsi B OTHOCHTEIBHBIX CBETOBRIX

emaannax (OCE).

Cymectsyer oGpaTEas 3aBHCAMOCTb MEXAY KONHIECTBOM T4 B obpaslie H
sHauenmeM OCE, OOHAapyXeHHWM onTWdeckoli cucTeMoli «AHamu3aTopa

9
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aBTOMATHYECKOr0 MMMYHOXCMHJIIOMHHECLICHTHOIO «JIugna® Amyp» At
gmarfocTaka in vitro mo TY 26.51.53-283-65614693-2022, B BapHaHTaX

HCIIOJHCHHA.

Pe3ynbTaTsl ONpEACAWOTCA ¢ TIOMOMIBIO KanmHOpOBOUHOM KpHBOH, KOTOpAL
co3nacTcs NMyTeM KanuOpOBKH IO deTHpEM TOdYKaM, H ITWIOHHOHX KpHBOH,
sanasaemMoii QR-kooM pearcHra.

9, Mepsi NPeAOCCTOPOXKHOCTH B OTPANUICHAS MCTOAA

-  TlorennmansHHl pHCK NpuMeHeHHs Habopa - Knacc 2a (corsnacHo
Ilpukasy MurkcTepcTBa 3ApaBooxpaneHus PO Nedu ot 06.06.2012 r.).

—  Jlnd ZMArHOCTHKH in vitro.

—  JIna OAHOKPATHOINO NPHMCHCHHI.

- B cocras Pearenra mapaMarHuTHEX MukpouactHL (R1) BXOZAT
MEIMHEE MOHOKIOHANbHEE aHTHTeNa k T4; B coctas KanuGpatopoB BXOZHT
Guramii  cmmoporounmt ansGymmr (BCA). Hamrame ceprudpHKaTa O
NPOHCXOXKICHHH W/WIH CAHHTAPHOM COCTOSHHHM JKMBOTHBIX HE MOXKET IOHOCTBIO
rapaHTHpOBaTh OTCYTCTBHE HH(CKIHOHHEIX NATOrCHHLIX ArcHTOB. ITozToMy
pexoMenayerca coGmoaTs OORYHEE MEPH IPeAOCTOPOKHOCTH (manpumep, He
TIOTATH WM HE BABIXATD).

—  Pearents u xamabparops HaGopa comepxar koncepsart ProClin
300, xoTopmif Moxer OHTh BpeAeH MNpH NPOINATHBAHAH, BEI3KBATH
AIIEPTHYECKYIO KOXKHYIO PEaKIHIO K OKA3LIBATH TOKCHTHOC HOelicTBHE Ha BOIHHE
opranu3Mel. OfHAKO HCTIONE3yeMas KOHUCHTPAA (0,05 %) spnserca GesomacHoH
1A 9eJIOBEKa W OKpyXaloleR Cpeasl.

-  Cobmonaifre OGLMHEE MEPE MPEAOCTOPOKHOCTH, HeoGXOAMMEIe Ui
obpanreHns co BceMH nabopaTopHEIMH peareHTaMH.

- Hmpﬁmc%ommmmsnmmqwmoﬁpasum
HajleBaliTe 3AIIATHYIO ONEKAY H OJHOpasoBhe mep4yarké. [locne mpoBelieHAA
TpOLEAYPHl AHANH34 THISTENBHO BEIMOKTE PYKH.
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- Jlesundexuns pasiHTHX OGPA3NOB MM PEArcHTOB BHINONHACTCA ©
MCIO/NB30BaHEEM JAeSHHOHIHMpPYIOIMX CPEACTE B COOTBETCTBHH C CanlluH

2.1.3684-21.

—  Pacrsop "Jlumna6 Amyp Tprrrep" CONSPXHT IHAPOKCHA HATPHA
(NaOH) B xonueHTpaiu 1 %, cnenyer u36eraTh MPAMOTO KOHTAKTa C koxelf W
ronaganus B rnasa. Pacrsop «JIuanab Amyp Ilpe-Tpurrep» COACPKHT NEPOKCHA
Boziopoaa B kontentpauun 0,57 %, cuexyer u36eraTh MpAMOro KOHTAKTa ¢ Koxkel
H NONAJaHuA B I71a34a.

-  JlononHHTENBHYI0 HH($OpMALHIO O Mepax NPEefoCTOPONHOCTH IPH
ofpallleHHH ¢ PeareHTaMH BO BpeMA paboTEl aHANH3ATOpa CM. B PykoBo/JICTBE MO
SKCIUTYaTAME KAHATH3ATOPS ABTOMATHIECKOr0 HMMyHOXeMHIIOMHHECIICHTHOTO
«JTaat AMyp» A% JHArHOCTAKH in vitro mo TY 26.51.53-283-65614693-2022, B

BapHaHTaX HCIOHCHHD?.

10. PaGora ¢ peareNTAMH

~  JlnA TONYYeHRA JOCTOBEPHBIX Ppe3y/ILTaTOB HEOOXOMMMO CTPOro
CIeNOBATH HHCTPYKIAY IO MPAMEHEHHUIO,

—  Hafop peareHTOB He CleAyeT HCHONB30BATh IO MHCTCUCHHH
YKa3aHHOTO CpOKa FOHOCTH.

~  He mcmoms3yiite KOMIOHEHTH W3 KaKOro-muGo xpyroro HaGopa Ans
TMPOLIEAYPH! AHATH33 BMECTO KOMIIOHCHTOB 3TOr0 Ha6opa peareHToB.

-  He ncrions3ylite KOMIOHEHTH! HaGopa W3 NOBPEKACHHOM YNAKOBKH.

—  UsGeraifre o6pa3oBaHms NEHH CO BCEMHA PEarcHTaMH.

—  PeareHTH ¥ KaTHGpATOPH B yNAKOBKE NOTOBH K HCIIOIb30BAHHIO.

—  3akpuBaiite PnaxoHH ¢ xanubparopaMH cpasy mocie KanKOpOBKH H
XpaHuTE IpH Temnepatype ot +2 no +8 °C nns JanbHeHIHX HCTBITAHRH,

—~  He obvenmusiite peareHTHl B Habope peareHTOB HIH MEXAY
HabopaMi peareHToB.
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~  Tlepex nepsoit 3arpy3koli peare¢HTOB HaGopa «JIugnaé Amyp obmpmit
T4» B cHCTeMy pecyCHeHmupyliTe MHKPOYaCTHIH, AKKyPaTHO nepeBopavyHBas
KapTPH/K C peareHTaMy.

11. CrTabuAbHOCTB, YCJAOBHS  XPAHCHHS, HCHOJIL3OBAHHR H

TPAHCHOPTHPOBKH
Venosus xpaHeHHd

Ha6op peareHTOB JOKEH XDaHHTECA B YNAKOBK® HIIOTOBHTSNA B
BEPTHKAIBHOM NOJIOXKEHHH TIPH TEMIIEPATYPe OT +2 no +8°C, cpok rogHOCTH — 12
mecsues. He fomyckaercs 3amMopaknsanue HaGopa peareHToB.

Hapenss B YNakoBKe H3TOTOBHTENA CNeflyeT XPaHHTb Ha CKIAjax.
XpaneHHe H3zie/ni IpH TeMnepaType oT +2 o + 8 °C HOIDKHO OCYIIECTRIATHCA B
XONOMMIEHHX KaMepaX HAH B  XONONWIHLHHKAX, OOeCICYHBAIOMIX
pernaMeHTHPOBAHHEIA TeMIICpAaTYPHHI PpexuM C exe/lHeBHOM perucTpauuei
TeMIepaTyphl. XpaHeHHe H3ZeNHH NOKHO OCYIIECTBIATECA B TEMHOM MECTe.
Hazienus, XpaHHBIIMECS C HApYMEHHEM DErIaMCHTHPOBAHHOTO PEiKHMA,
NPHMEHEHHIO HE NOANESKAT.

CrabuanBocTh

Crabunsaocts HaGopa pearentos «JInaaG AMyp obmmit T4»:

~ B HeBCKpHTOM BHfe PH Temmepatype oT +2 10 +8 °C crabmnbHOCTS
Habopa peareHToB COCTAaBIACT 12 MecALEB;

-~  Tloche BCKpHTHS ymakoBkn cTabmisHOCTS pearentos HaGopa mpn
temmepatype ot +2 fo +8 °C — 56 nnel;

-~ Ha 6opry aHanmsaTopa craGmibHocTh pearemtos HaGopa mpu
Temmepatype oT +2 no +8 °C — 56 nuei.

VcIoBHS HCHOAb30OBAHHSE

Ha6op peareHTOB clieAyeT HCION3OBATH CPasy IOC/E HIBICUCHHUA H3 MECTA
XpaHEeHHS TpH Temiepatype ot +2 Ko +8 °C.

YenoBHS TPARCHOPTHPOBKH
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TpaHCHOPTHPOBAHHE H3AE/NHNA /10 KOHEYHOro norpebuTeNa Ha BCEX ITanax
NOIDKHO MPOM3BOIMTECA BCEMH BHJIaMH TPaHCHIOPTA (BO3MyIHELA, BONHSIH,
AKeNe3HOAOPOXKHEH, aBTOMOGHIBHEIM) B KPHTHX TPAHCNOPTHRIX CPEACTBAX B
COOTBETCTBHH C TPABHJIAMHE NEPEBO3OK, AHCTBYIOIMME Ha TPAHCIIOPTE JaHHOTO
BHAa NMpu Temmepatype or +2 jo +8 °C ¢ coGmozenHeM XONOJIOBOH LenH B
teyenne 12 gmedi. He moaBepraTh MIMTeNbHOMY BO3MCHCTBHIO TeIUIa, BJArH,
NpAMLIX COMHETHBIX ydel. 3aMopakHBaHUE Ha6opa peareHTOB He JOMYyCKaeTCs.

TpaucnopripoBaHHe H3Aei JIOIDKHO OCYINECTRIATHCA B
TEPMOKOHTelHepax OAHOPA3OBOrO MONB30BAHHSA COACPMANIMX XJIAN03NICMEHTE,
HIH B TEPMOKOHTeHHepax MHOIOKpaTHOrO NPHMCHCHHA C aBTOMATHICCKH
noAAepXKHBacMOli TeMTIepaTypoll HIH B 8BTOPe(hPHKEPATOPaX ¢ HCTIONE3OBAHHEM
TEpMOHHAMKATOPOB.  Visjeqmd,  TPaHCNOPTHPOBAHHME ¢  HApYIICHHCM
TEMITEPATYPHOTO PeXHMa, NPHMEHCHHIO HE NOZUICKaAT.

12. OGopynoBasEe H MATEpHANLI, He BXOASMIHE B KOMIJCKT
NOCTABKH, HO Heo0XoaHMbIE A9 NPOBEACHAS AaHAIH3A

-  Ha6op KoHTpONBHEX MaTepHanos «JIuana6 AMyp Mynsta-HmMmyno
KOHTpONE» /U1 KOHTPOJIA KAYeCTBa ONpe/ie/eHHs MHOXECTBEHHBIX TOKasaTeNeH B
CHIBOPOTKE M IUIa3Me KPOBH YENOBEKA METOIOM MMMYHOXCMAMOMHHECIIEHTHOTO
aHanH3a (XJIA) Ha aHA/IA3aTOpe ABTOMATH4ECKOM
HMMYHOXEMHTIOMAHECICHTHOM «JIip1a6 AMyp» U1 [MarHOCTHKH in vitro o TY
21.20.23 — 205-65614693-2022;

-  Pacteop samyckaommah "Jlmgna6 Amyp Ilpe-tpmrrep”  ana
aHATH38TOPa ABTOMaTHICCKOr0 HMMYHOXeMHIIOMHHECLICHTHOTO «JIuanad Amyp»
ong AWarHocTka in vitro mo TY 21 20.23-277-65614693-2022 (PY Ne
2023/21099),

-~ Pacreop samyckaromut "JIunna6 Amyp Tpurrep” i aHammsaTopa
aBTOMATHYUECKOTO HMMYHOXeMHmOMuHecHeRTHOro «Jluama6 Amyp» s
IHMATHOCTHKH in vitro no TV 21.20.23-279-65614693-2022 (PY Ne 2023/21100);
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-~  Pacteop mpommBalomHi Il aHAIHM3ATOpPA ABTOMATHYECKOTO
HMMYHOXEMHWTIOMHHECIICHTHOTO «Jlupnaé AMyp pacTBop TMpOMBIBAIOIMI» A
JMArsoCTHKA in vitro mo TY 21.20.23-276-65614693-2022 (PY Ne 2023/21305);

-  Kiosera omsopasopas «JIunna6 Amyp Kiosera» i aHAIH3aTOpa
aBTOMATHYECKOTO HMMYHOXEMHNIOMHHECUEHTHOTO «Jugnab Amyp» A
JMarHocTHKY in vitro no TY 32.50.50-281-65614693-2022 (PY Ne 2023/21261);

—  ApamHatrop  8BTOMATHUECKHH HMMYHOXeMHTIOMAHECIICHTHEIH
«JTuanab AMyp» Ans AMATHOCTHKH in vitro mo TY 26.51.53-283-65614693-2022, B
BapuanTax ucnonrenns (PY Ne 2023/21152).

13. CGop = noaroToska obpasuos
CoBepure ofpaser] KpoBa B MpoGHpKy And cGopa, cozepiallyio renaphH
 TUTHSL, FeNapHH HATPRA, K2DATA, K3OATA H# LMTpaT HATPHA A/IS IU1a3MEL, HITH
npobupky Ans cGopa, He COAEpXalyl0 SHTHKOAIYJAHTOB I CHIBOPOTKH, ©
NOMOIIBIO BEHEITyHKI[HH.

Yro6sl momyaHTH ofpaser IIasMsl, NeHTpHYrApyliTe cobpartse obGpasisl
¥ OCTOPOXKHO NIEPEeHeCHTe IUIA3MY B HOBYIO IIPS/IBAPHTENIEHO MPOMAPKHPOBAHHYIO
mpobHpKy.

Yro6i monyuMTh OOpasen CHBOPOTKH, /jaliTe KpPOBH CBEpHYTBCA IO
ofpasoBarns crycTka (He Menee 1 waca; m o6pasiios, 3a0paHHBIX y NAlMeHTOB,

. MONYJAIOWMX Temapud, BpeMi JOWKHO  OHTD yBeJIH4Y€HO), 3aTeM
neHTpHyrHpyliTe cobpaHHEe 00pasuil ¥ OCTOPOXHO NEPEHECHTE CHIBOPOTKY B
HOBYIO IIpEBAPHTENBHO NPOMAPKHPOBAHHYIO NPOGHPKY.

Hccnenyiite ofpasisl Kak MOXHO CKopee mocie cGopa. OG6pasm MOXHO
XPaHHTS IIpH KOMHATHOH TeMnepaType ot + 20 jio + 25 °C ne 6onee 8 vacos. Ecnu
anamu3 He Gyner 3aBepIieH B TeueHHMe 8 4acoB, TO CIEAyeT yOpars 0oOpasusl B
XONORHIBHUK NPH TeMmepaType oT + 2 fio + 8 °C. OOpasiibl MOXKHO XPaHHTH HPH
Temneparype ot +2 a0 +8 ° C o 3 mmefi. Jing Gonee MTHTENLHOTO XPaHCHAA
o6pasmEl ceAyeT 3aMoposath npH -20 ° C wiH Hinke. OGpasisl pekOMEHIy TS
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3aMopaxuBaTh He Gonee 3 pas. Ilocie pasMOpaKHBAHHA ofpasusl HeoOxoaHMO
OTLCHTPH(YTHPOBaTh.

Tlepen TeCTHpOBAHMEM MOJJIEHHO ROBEXHTE 3aMOPOMCHHBIC obpasisl A0
KOMHATHON TeMIepaTypsl M OCTOpOXHO mNepememaiire. Jina obpasuos ¢
JHOHIHEIM CIOSM CBEpXy, CrycTkamu (uOpHHA, KICTOTHBIME BKMIOUCHHAME
nocne neHTpEdYrHpOBaHAA NEPEHOCHTH TONBKO OCBETICHHYIO HacTh obpasua.

He mcronssylite ofpasupl ¢ BHIPaOKEHHOH JwreMuei, obuElé reMom3oM
WIH MyTHOCTBIO.

He ncnonssytire 00pasisl, HHAKTHBHPOBAHHEIC HATPEBAHHCM.

Co6mozaiiTe OCTOPOXHOCTS TpH oGpaleHHH ¢ 00pasiiaMH NAlHCHTOB VI
IpeOTBPAICHHA NEPEKPECTHOTO 3arpA3HCHAS.

14. Ilponexaypa aHann3a

1.  O6parurech k PyKoBOACTBY IO SKCIUTYaTallHH aHAIA3ATOPA «JInpnab
Amyp» Zns monyderus moppoGnoff WEopMaiH O NOArOTOBKE K HPONCAYPe
aHaNM3a.

2. Vndopmamus o HaGope pearcHToB aBTOMATHIECKH CHHTHIBACTCA CO
INTPHX-KOfia Ha KAPTPH/DKE C PearcHTaMH. Ecnn mTpux-KoX He paclo3HaeTcs,
BBeJIHTE IH(PHI, PACTIONOKEHHBIE PAZIOM ¢ HHM BPYTHYIO.

3.  TIlpu HeoOGX0AUMOCTH BHIIONHATE KANHGPOBKY (cM. 16, KanmuGpopka).

4, 3mpy3meoﬁpa3nu(anamampo16eper10mmorooﬁpa3nan
noGaBHT B KIoBeTY A1 06pasia).

5. HaxMmure «3anmyck», AHAIM3ATOD ABTOMATHYCCKH BEIIOIHHT BCE
dYHKIHME, NOACYMTEET PeSyISTaTH H ONPEAENHT KOHUCHTPALIMIO AHAIATA B
KaxnoM obpastie. Pesy/srar BEAAETCA B HY/MJI (HAHOTPaMMEI B MUUIHIIHTPE).

15. Ommasemme 3Bavenns  (Gmonormdeckmit  pedepenTanilt
HHTEpBAJ)
HccleoBanne ¢ IOMOIEIO HaGopa pearento «JlmmnaG Amyp oGumit T4»
288 06pasnoB OT 3JOPOBRIX JHI Pa3HOTO BO3pacTa MOKA3AI0 cIeayIomui
pesynstat (¢ 95%-Hol JOCTOBEPHOCTEIO):
15
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Hopma: 55,41 — 128,25 Hr/MI
PexoMennyercd, 9roOH Kkaxaas JabopaTopus yCTaHaB/IHBANA cBOH
co6CTBeHHBIH OXHAACMBLH pedepeHTHEI AHANA30H I KOHKPETHOH NOMY/IALMH.

16. KanuGposka

1. Kasmait Habop pearentos «JImmna6 Amyp obmmii T4» mmeer
atakerky ¢ QR-koZioM, coaepXaulyio JacTHYIO AH(popManMIO IS KamMHOpOBKH
KOHKpeTHOMH NapTHH Pear¢HToB.

2. O6pararech K PyKkoBOACTBY MO 3KCIUlyaTalMH aHaqW3aTopa A
noyseHns noapoGHok MHbopMamin 0 KAGpoBKe.

3.  ABanH3aTOp aBTOMATHYECKH NBXAM TecTHpyeT Kamabparopsi CALI,
CAL2, CAL3, CAL4, a npenpapuTeNBHO 3aNaHHAs OJTAJOHHAd KpHBad
aJIaNTHPYETCK K aHANM3ATOpY.

4. Tlocne Toro Kak KamuGpopka mia HaGopa pearentos «Jlamiab Amyp
o6mmit T4» NpHHATA H COXpaHeHa, BCE MoCHeAyiomue 00pasmsl MOTYT OBITH
NPOTECTHPOBAHE! 6e3 AOMOMHHTENbHOH KAMHOPOBKH, 38 HCKIIOWCHHEM CITyHacH:

-~ Yepes 56 mueli NpH HCTIONL30BAHAH TOX XK CEPHH HaGopa peareHTOB.

-  Ecmu ncnonssyerca HoBas cephs HaGopa peareHToB.

17. Konrtpoan kadecTBa

Ilns KOHTpONA Ka4ecTsa NMPOBOXHMEIX HCCIeZOBaHM CIEAYET PeryiipHo
TecTHpoBaTh Habop KOHTPOJNBHEIX MaTEpPHANIOB «JInanaé Amyp MynsTe-HMMyHO
KOHTpONE» He pexe OAHOTO pasa Kaxable 24 9aca, KOTAa MPOBOJMTCA AHANMS,
ONMH pa3 A KakJOro OTACNBHOrO Habopa PpearcHToB H IOCHE KXot
xaymGposkn. Clie/ylire HECTPYKIHY NPOM3BOJHTENA [0 NOArOTOBKE H XPAHCHHIO
KOHTPOJIbHBIX M&TEPHATIOB.

Jins TONYYEHHSA CTATHCTHUECKH OGOCHOBAHHOTO XHANa3OHa 3HaYCHHH,

Kaxas NaGopaTopuA AC/KHA YCTAHABIMBAT COGCTBEHHEIC LENEBHE SHAYCHNWA

KOHICHTpalpH ¥ AUANAa30OH KOHIEHTpaluit 14 HOBHX CEpHH KOHTPONBHLIX
MATepHANOB HA KAXAOM KIMHHYECKH 3HAYHMOM YPOBHE )% ofecredeHns
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Hagnexamel paGorsl. PesynsTaThi KOHTPONA Ka9ecTBa, KOTOpHE He HONALAOT B
AOMyCTAMBIE AMANAa3OHH, MOTYT YKa3nBaTh Ha HeneliCTBHTENLHEIE Pe3ybTaTh
uccleNioanmi. B ZaHHOM ciIydae HCCIeZOBaHHE HEOOXONHMO NOBTOPHTS. Ipu
IIOBTOPHOM HECOOTBETCTBHH HeOGXOAMMO HCIIONB30BATD HaGop peareHToB ApyTOM

CepHH.

18. YTannizaunHs

VTHIH3ALKA M3AEIHS HOICKHA OPOH3BOAHTECA B COOTBETCTBHA C HOpMaMH H

TpaBRJIAMH, AcHCTBYIOIMMH B3 MOMEHT yTHIH3ALHAH.

Orxozsl, ofpasylonuecs B pe3ysTare HCHONE30BAHES M3/ICIHA, & TAKKE
HeHCHONB30BaHHEE H3e/ms, OTEpABIIHe CBOH IoTpeOHTeNnbCKNe cpoticTea, Wi
W3MENMUS C WMCTEKIIMM CPOKOM TONHOCTH NOMIeXAT YTHIHIALHH WIH
YHHUTOXKCHHIO B COOTBETCTBHH C CanlTaH 2.1.3684-21 xax orxoxm Kiacca b

(3MHMAEMHONIOrHIECKY ONIACHEIE OTXO/EI).

VIaxoBOUHEE MaTepHANH H CONPOBOAMTENbHAS AOKYMEHTAlMA IOICkKAT
YTHIH3allHH B COOTBETCTBHH C CanlTaH 2.1.3684-21 kak OTXOAH Kaacca A

(snmueMuonorndecku 6esonacHme OTXOMBL).
19, @OYEKNHOHAZLHLIC XAPAKTEPHCTHKE Ha6opa pearearos

19.1. AsaaNTHYecKas YYBCTBHTEAbLHOCTD
[Topor oOHapyKeHRA 7 ar/vn

19.2. ABaJHTHEYecKAS cuenHPEIHOCTD (NepexkpecTHAN PEAKTHBHOCTD H
uHTepdepennns)
IlepexpecTHas PEAKTHBHOCTD

OTCYTCTBYET IePEeKpeCcTHAA PEAKTHBHOCTS CO CIIE/yIONIAMH BEIIeCTRAMH:

HaumeHnosanue KoRuenTpauus
O6mpzii patioxraponnd (tT3) 625 ur/un
Pepepcunnbit TputionTaponus (1T3) 100 Br/Mn
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OTHOCHTENEHAA TIOTPENIHOCTs PE3YJIBTaTOB IIPH no6aBlieRHH YKa3aHHBIX
Bemects A = 10 %.

Hurepdepennus
O1cyTeTBYeT HETepGhEpEHIEA CO CNIEAYIONAMH BEIECTBAMA.

HanmeHoBanue Konuenrpauus
BanupyOun 40 Mr/mn
Temornobun 1000 Mr/an
Tparaanepss 2000 wmr/nn
O6umi 6enox 10 r/an
PepMaToHHE dakTop 2000 ME/Mn

OTHOCHTEIbHAS TIOTPEIIHOCTE PE3YJLTATOB NPH A0GABNCHHH YKA3AHKEIX
nHTepdepeHTOB A £ 10 %.

19.3. TouHOCTH

19.3.1. lpeyszuonnocms
ToBropgemocTs: koadumuent sapHanuk CV < 8%.
BocrpoussoguMocTs: Koabdmuent sapramn CV < 8%.

19.3.2. IMpasunsuocmy: 3uavienne cMemenns Bias + 10 %.

19.4. Tect HA «OTKPLITHE»
3HaYeHHe OTKPEITHA» HAXOAUTCA B Npezenax 90-110 %.

19.5. Iuanason m3mepenns: 7-300 Hr/Mi. 3HaueHWd HHXE HIKHEro
npezena AHANA30HA H3MEPEHHA OTOGPaXKAIOTCA KAK < 7 Hr/mn. 3Ha4eHHs BHIIE
BEpXHETO Npe/ieNa THaNa30Ha H3IMEpEeHUs 0TOGpakaoTCH Kak > 300 ur/ma.

19.6. JinuelinocTn

3aBMCHMOCTS KOHIEHTpamuHn T4 B ofpasiie OT pasBelieH s HMeeT JHHEHHbIA
XapaKTep B A@anasoHe KOHUeHTpauuii 8 - 240 Hr/M1. JIHHeHHOCTh HAXOAWTICA B
npeaenax 90-110 %.

20, Konuentpanus xanabparopos

| [ Komnenrpamss | Tianasos LeJcBLX 3HAYEHER IO |
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pesyIhTaTaM AHANN3A
Kaxn6parop 1 (CAL1) 0 ur/un <7 sriMn
KamaGparop 2 (CAL2) 40 ar/Mn 30 - 50 mr/mn
KamGparop 3 (CAL3) 180 ur/Mn 160 - 200 ur/Mn
KannGparop 4 (CALA4) 240 ar/Mn 220 — 260 ur/Mn

Metponornyeckas  NPOCICKHBACMOCTD KanuOpaTopoB  OLIEHEHA IIpH
nomomu Cramjaproro obpasua mnpenmpnatus «TupokcrH Craupapm B
cootsercTeum ¢ 'OCT P UCO 17511. KoHkpeTHEIe BETHIAHE! HEOMPEACACHHOCTH

3HaueHui, NPANMCAREKIX KanmaGpaTopaM, MOTyT GHTH OpeoCTaBICHH TIO 3aIpoCy
norpeSHTeNA.

21. TapanTuiinbie o6g3aTeNbCTBA

MpemnpuaTHe-HINOTOBATENb rapaHTHPYET CTaGHIBHOCTD H COOTBETCTBHE
m3penns TpeGopammaM TexHuueckux yCnoBHH IpH COOMORCHHH YCIOBHIM
TPAHCIIOPTHPOBAHHS, XPAHCHHA M NPHMEHEHHA B TeICHHE BCEro CPOKA rOAHOCTH.

CpoK rofHOCTH M3ACHA — 12 MecslieB ¢O JHA MPACMKH HIREIHA OT/C/IOM

KOHTPOJIA H3rOTOBHTENA.

Ha6op pearenToB He IOLICKHT PEMOHTY H TCXHHIECKOMY o6cmyXUBaHHIO.

PexnaMauny clIeAyeT HAIpaBIATS 10 aApecy NPOH3BOAUTENIO: O6mecTso ¢
orpaHEueHHol oTBercTBeRHOCTRIO «JIJIKOP» (000 «JIUOKOP»), Poccns
620102, CBepAIoBCKas 0ONACTS, I.0. ropoR Exarepautypr, r. Exarepunbypr, yi1.
Mocapckas, c1p. 23, opuc 204, Tenedon: 8 (800) 500-71-28. Azxpec 3eKTpOHHOK
MOYTHI: ing@]leadcore.ru.

22. Cpejenus 0 HPOH3IBOAWTENC MEAHIHHCKOTO HIACNHS

TponssonuTeneM Memuumackoro mazenus «HaGop peareHTOB «JIngnab
AMmyp ofnmif T4» s KONHIECTBCHHOIO ONPEACICHAL ofmero THPOKCHHA
(o6umit T4, T4) B CHBOPOTKe H 1JIa3Me KpOBH HelOBCKA METONOM
HMMYHOXEMHIIOMHHECHEHTHOIO  aHAIM3A (UXJJA) =Ha  aHANH3ATOpE

ABTOMATHYECKOM  MMMYHOXeMIMIOMHHECUEHTHOM  «Jinanaé Amyp» A
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24. PaciundpoBkca rpapaIecKAX CHMBOJIOB

CamBon Pacinndposka

REF Homep 1o karazory

Kam6parop

CAL
R PeareHt
MeHIHEHCKOE H3eNHe i1 AUATHOCTHKH in vitro

r i O6paTuTech K HHCTPYKIHH 110 IPHMEHEHHIO
‘;7 ColiepXHMOTO JIOCTATOYHO JIA NPOBEACHHS N KONMICCTBA
n TECTOB
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Tpenenm TeMnepaTypsl

o

¢ Bepeds OT BIATH

He nomyckars Bo3eHCTBAA COIHETHOIO CBETA

H3roTOBUTENE

Jlata H3rOTOBACHHA

Kox naptan

Hcnoas30BaTh KO

He ncnons30BaTh NpH MOBPEKACHAN YNAKOBKH

Ocropoxuo!

Bronorudeckuii pucK

Toxcuuno

OnacHo /1 BOAHON cpelsl

XpaHHATH BEPTHKAIHHO
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