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NHCTPYKLP14 MO NPUMEHEHNIO HA MEOVUMHCKOE N3AENVE ONA
OVATHOCTUKUW IN VITRO

Habop peareHToB «Jlngnaé Amyp NapaTmpeonHblii roOpMOH» A1
KO/IMYEeCTBEHHOI O OMNpefeneHns MHTaKTHOro naparmpeongHoro ropmoHa (PTH) B
CbIBOPOTKE 1 Mia3mMe KPOBU YesioBeka MeTOLO0M UMMYHOXEMUTFOMUHECLIEHTHOTO

aHasm3a (MXJ1A) Ha aHa/IM3aTope aBTOMaTUUYeCKOM
NMMYHOXEMUTIOMUHECLIEHTHOM «J1nanad AMyp» Ans AMarHOCTUKKM in vitro no TY
21.20.23-242-65614693-2022

Bepcua 2
TY 21.20.23-242-65614693-2022

2024

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



1. HaunmeHoBanme

Habop pearentoB «JInmna6 Awmyp Ilapatupeomamsii ropMoH» s .
KOJMYECTBEHHOI0 ONpeAe/ieHHs] HHTAKTHOTO NapaTtupeonaHoro ropMona (PTH) B »
CHIBOPOTKE M IUTa3Me KPOBH UeJOoBeKa METOA0OM MMMYHOXEMHIIIOMHHECLEHTHOTO
aHamM3a (UXJIA) Ha aHaJH3aTope aBTOMATHYECKOM
HMMYHOXEMHJIIOMHHECIIEHTHOM «JIuanab AMyp» s QUArHOCTHKH in vitro mo TY
21.20.23-242-65614693-2022 (aanee no rekcty — Habop, HaGop pearento, HaGop
pearenToB «Jlunnab Amyp Ilaparupeouansiit ropMOH», MEOHLIMHCKOE H3ACIHE).

2. Hasnavenmne

Hab6op pearenToB «JIuana® Amyp IlapaTupeonaHsiii FOpMOH» NPEXHAZHAYECH

’ IS8 KOJIMYECTBEHHOro ONpEAeNeHHs HHTAaKTHOIO IapaTHPEOHJHOTO TOPMOHA

(PTH) B  chBOpOTKE H  IUIasMe€  KpOBH  4YeJIOBEKA  METOAOM
HMMYHOXCMHIIOMHHECLIEHTHOrOo  aHanusza (MXJIA) Ha ~ ananmsarope
aBTOMaTHYeCKOM HMMYHOXEMHNIOMHHeclieHTHOM «Jlumiaé Amyp» (OO0
«JIMIKOP», Poccus) u Hchmons3yercs Jns AMArHOCTHKM THIEp- M
THMIOKANBLIIHEMHYECKHX COCTOAHHH, OLIEHKH COCTOAHHA MeTabolnusMa KOCTHOI
TKaHH. PyHKyuOHANLHOE HA3HAYEHUe. JuazHocmuxka in vitro. Ilpumenenue uzdenus
He umeem NONYARYUOHHBIX U 0eMOZPAPUYECKUX OZPAHUYEHUN.

3. Iloxasanss, NPOTHBONOKA3aHHSA H NOOOYHDLIC ABJICHHSE

‘ Ioxazanus K ApHMEHEHHIO: AMATHOCTHKA FHNep- M FTHNOKaNbLIHEeMHYECKIX

COCTOSHHH, OLIEHKA COCTOAHUA METab0NH3Ma KOCTHOI TKaHH.

IIporrBONOKA3alEMA: B pPaMKaX YCTAHOBJICHHOIO IPOH3BOJUTENIEM
Ha3HaueHHA He UMeeT.

Ilobounbie sBAEHHN: TNpU coOmomeHMH yClOBHA M IIpaBHI
TPAaHCHOPTHPOBAHHA, XPAaHCHUA U IIPMMEHEHUS He BHIABIICHEI.

Cnennduueckas NnaTo/oras, COCTOSHAE HIH PaKTOp PHCKAS

- H3MEHEHHE YPOBHA KalbIHA B KPOBH (THITEp- WIH THIIOKANbLMEMUS );

- CHMITOMHE THNEpKanbIHEMHH (YCTaJOCTh, TOLIHOTA, OONH B XHMBOTE,
KDKFA) HIM TUNOKaNbLHeMMH (OONMH B KMBOTE, MEIICYHBIE CYROPOrH,

NOKaNkIBaHHE B NANBLAX);
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- U3MEHEeHHe pa3MepOoB U CTPYKTYphl MApallUTOBUAHBIX Xeje3 MO JaHHBIM
HMHCTPYMEHTAIbHbIX METOAOB (HanpuMep, KOMIIBIOTEPHOH ToMorpaduu);

- HapylleHHe KanbliueBoro obMeHa;

- OCTEOIOpPO3 U U3MEHEHHS CTPYKTYPHI KOCTHOM TKaHH;

- XpoHHYeckHe 3abolieBaHMA NMOYEK M CHH)KEHHAasA CKOPOCTh KIIy6OuYKOBOi
¢UIbTpaLHHy;

- HOBOOOpa30BaHHMA MapallUTOBHAHBIX JKele3, a TaKkKe Mocje HX
XHPYpPru4ecKoro yJaaneHus.

4. IloTeHuHaJ bHbIE NOJb30BATENH H 00,1aCTh MPHMEHEHHS

IloTeHUHAJILHBIH NOTpeOHTEeNb: Bpau KIMHHYECKOH nabopaTopHOit
JHATHOCTHKH M JApYrHe CIEeLHaJHUCTHl B 00/1acTH KIMHHYECKOH J1abopaTopHOit
JUArHOCTHKH, Mpouieuye oby4eHue no pabore ¢ aHaIM3aTOPOM aBTOMATHYECKHM
HMMYHOXEMUITIOMHUHECLIEHTHBIM «JIupnab Amyp». Tonsko s
npo¢ecCHOHATIBHOTO UCIIOJIb30BAHHUA.

O6aacTe NnpHMeHeHHs — KIIMHHYeckas n1abopaTopHas AMarHOCTHKa

Hccnenyemblii OHoJIOrHYecKHii MaTepHaJj: CBIBOPOTKa H Iula3Ma (C
rerapuMHOM JIMTHA, renapuHoM Hatpus, KoOHTA, K33/[TA, uutpatoM Hatpus)

KPOBH Y€JIOBEKA.

OnpenenseMpblii aHAJHT: MHTAKTHBIA MapaTupeouaAHsIH ropmoH (PTH).

Tun aHaIH3a: KOJIHYECTBEHHBIH.

5. CocraB HaGopa peareHTOB

«HaGop pearentoB «JIuana6 Awmyp IlaparHpeoMIHEI# ropMoH» And
KOJIMYECTBEHHOro OMpeJe/ieHHss HHTAaKTHOro napatupeouaHoro ropmona (PTH) B
CBIBOPOTKE M IUIa3Me KPOBH 4€JOBEKa METOJOM MMMYHOXEMHUIIOMHHECLIEHTHOrO
aHanu3a (UXJIA) Ha aHanu3aTope aBTOMAaTHYECKOM
MMMYHOXEMHJIIOMHHECLIEHTHOM «JIn1a6 AMyp» Ui AMArHOCTHKH in vitro mo TY

21.20.23-242-65614693-2022» BbiNyCKaeTCA B YETHIPEX BapHaHTaX UCIOJIHEHHA:
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1) Habop peareHT OB Ha 100 TecTOB, B COCT aBe:
1 Kaptpugx (B coctase: PeareHT napamarHUTHbIX mMukpodactuy (R1),
3.5 mn/yn., PeareHT meyeHbIx aHTUTen (R2), 4,0 mafyn.) - 2 wr.;
2. Kannépatop 1(CALL), nnogunmsmpoBaHHblin, 1,0 Mn/hnakoH- 1wrt.;
3 Kanuépatop 2 (CAL2), nnotunmanposaHHbIin, 1,0 Ma/nakoH - 1 wr.;
4 Kanunopatop 3 (CAL3), nmodunmanposaHHsbli1, 1,0 mn/drakoH - 1 wr.;
5. Mapon30nALNOHHbIE KPLILWKKA - 8 LUT.;
6 VIHCTPYKUMSA NO NPUMEHeHUIo - 1 1WT.;
7 AHaIMTUYECKMA NacnopT - 1 L.
2) Ha6op peareHT 0B Ha 200 TeCTOB, B COCT age:
1 Kaptpumpk (B coctaBe: PeareHT mapamarHuMTHbIX MuKpodactuy, (R1),
3.5 mn/yn.. PeareHT MeyeHbix aHTUTeN (R2), 4,0 mn/yn.) - 4 wr,;
2. Kanunépartop 1(CALL), nnogmnmanpoBaHHbIin, 1,0 Mn/gnakoH - 2 wr.;
3 Kannbparop 2 (CAL2), nnothmnmnsnmpoBaHHbIn, 1,0 M/gnakoH - 2 wr.;
4 Kanunépatop 3 (CAL3), nnotmnuanpoBaHHbIA, 1,0 Mn/nakoH - 2 wr.;
o. [Mapon30NALUNOHHbIE KPbILWKK - 16 LWT.;
6 WHCTPYKUMSA NO NPUMEHeHUIo - 1 1WT.;
7 AHaIMTUYECKNIA NacnopT - 1 wwr.
3) Habop peareHTO0B Ha 500 TecTOB, B COCT aBe:
1 KapTpumk (B coctaBe: PeareHT mapamarHuMTHbIX MuUKpodactuy, (R1),
3.5 mn/yn.. PeareHT meueHbix aHTUTen (R2), 4,0 mn/yn.) - 10 wr.;
2. Kannbpatop 1(CAL1), nnogunnn3mposaHHbli1, 1,0 Ma/nakoH - 5 wr.;
3 Kannbparop 2 (CAL2), nnotmnmnsmposBaHHbIn, ,0 Ma/hnakoH - 5 wr.;
4 Kanunbpatop 3 (CAL3), nnotmnnanpoBaHHbIi, 1,0 Mn/nakoH - 5 wr.;
5. Mapon3onAUNOHHbIE KPbILWKN - 40 wWr.;
6 WHCTPYKUUSA NO NPUMEHEHWIo - 1 LWT.;
7 AHaIMTUYEeCKUA nacrnopT - 1 ww.
4) Hab6op peareHTO0B Ha 1000 TecTOB, B COCT ase:
1 KapTpumk (B coctase: PeareHT napamarHuMTHbIX mMukpodacTtuy (R1),

3.5 mn/yn.. PeareHT MeueHbIx aHTuTen (R2), 4,0 ma/yn.) - 20 wr.;
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2. Kannépatop 1 (CAL1), nuodunusmpoBaHHbIA, 1,0 mn/nakoH - 10

LT,

3. Kannépatop 2 (CAL2), nuodunusunposaHHbid, 1,0 mn/gnakoH - 10 A
WwT.; ’

4. Kanuépatop 3 (CAL3), nnogunmanpoBaHHblid, 1,0 ma/dnakoH - 10
LUT.;

5. Mapon3onaunoHHble KpbIWwKKn - 80 Wr.,

6. VIHCTPYKUMA NO NPpUMEHeHUIo - 1 WT.;

7.  AHanuMTU4yeckmin nacrnopt - 1 wT.

CocTaB peareHToB 1 KannmbpaTopos:
PeareHT rlapaMarHI/ITHbIe MUKpo4dacTuLbl, MOKPLITbIE MbILWWNHBIMW
napamMarHMTHbIX MOHOK/TOHa/IbHbIMW aHTUTEaMN K NapaTtupeonaHoMy TrOpPMOHY,
mukpouactuy (R1) 0,05 % ProClin 300
PeareHT MeyeHblX MbMNNUHbIE MOHOKNOHAa/NbHbIE aHTUTena K napatunpeongHomy
antuten (R2) rOPMOHY, MeyeHHble ampom akpuguHus, 0,05 % ProCln 300

Kanuopatop 1(CAL1) TPWC 6ydep c BCA, 0,05% ProClin 300
Kanu6patop 2 (CAL2) T[apaTtupeounfHblii ropMmoH Yenoseka B TPUC bydepe ¢ BCA, 0,05%
ProClin 300

Kanu6patop 3 (CAL3)  [MapatupeounfHbiit ropmoH Yenoseka B TPAC 6ydepe ¢ BCA, 0,05%
ProCWn 300

B coctaBe  u3genna  OTCYTCTBYIOT  MaTepuanbl, BCTynawwue B
HENnoOCPeACTBEHHBIA WM ONOCPeAOBaHHbIA KOHTAKT C OpraHuM3MOM MaumeHTa
(Tenom yenoseka).

B cocTaBe KOMMNOHEHTOB M34eNNA OTCYTCTBYHOT JIEKAPCTBEHHbIE CPeLCTBa.

KOMMOHEHTbI  M3denna  He SBNAKOTCA CTEPU/IbHLIMA U He TpebytoT
cTepunnsauun.

6. YnakoBKa

- TMepBuYyHaa ynakoBka

MepBnYyHas ynakoBka PeareHToB (R1 v R2) npeactaBnseT co60i KapTpuaK
C YETbIPbMSA M30IMPOBAHHBLIMW APYT OT ApYyra Kamepamu,

PeareHT MeueHbIX aHTUTeN (R2) HaxoAuTcs BHYTPWU CBETOHEMNPOHULLAEMOM

Kamepbl YepHOro upeTta. PeareHT napamarHUTHbIX MukpoyacTul (R1) cogepxuntcs

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



BHYTPH KpaiiHeH KaMephbl Genoro LpeTa UMIHHApHYECKo#i (GOpPMBI, BHU3Y KOTOPOIi
pacrosioxkeH potop. JlBe Apyrue HeHTpalbHble KaMepbl HUYeM He 3aMOJIHEHBI.

BpaiueHue poTopa J0HKHO OCYHIECTBIIATECA CBOOOAHO, 6€3 3aeaHuii.

[lepBuuHas ynakoBKa KanubpaTopoB npeacTaBiseT co0oii (IaKoHEI.
Kamu6patop 1 (CAL1) conepxutcs Bo ¢nakoHe c 3eneHo#t kpbiiukoid. Kamubparop
2 (CAL2) conepxxutca Bo ¢uakoHe ¢ xentoi kpeikoit. Kanubparop 3 (CAL3)
coZiepXHTcs BO (pjlakOHe C pO30BOM KPbIILKO#H. PakOHBI M KAPTPHUIKH HE AODKHBI
MMETh NpUMeCeH, Mac/fHbIX MATEH, TPEIIMH, YCaJO4YHBIX PaKOBHUH, 3ayCEHIIEB,
MOBPEXJEHHIA, CJIeZIOB NPOTEYKH COAEP>KUMOTO.

— Bropnunas ynakoBka

BropuyHas ynakoBka HaGopa peareHToB mpeacrabiseT coboi kopoOKy u3
MEJIOBAaHHOTO KapTOHa.

BHyTpH BTOpHYHOH ynakOBKH HaXOAATCA [Ba KapTpumka ¢ peareHTamu (R1
u R2), no ogHoMy nakoHy kaxnoro u3 kanubparopos (CAL1, CAL2, CAL3) u no
JIB€ YIaKOBKH C MapOU30IAL{HOHHBIMH KPbIILIKAMH.

BTopuuHble YNakOBKH NOMEHIAIOT B MNOTPEOUTENBCKYIO B KOJHYECTBE,
COOTBETCTBYIOIIEM BAPUAHTY HCIIOJIHEHHS.

s BapuanTa ucnonHeHus «Habop pearenToB Ha 100 TecToB» BTOpHYHAs
yNaKoBKa Takoke SBIAETCH MOTpeOUTENbCKOH, B Hee BioxeHbl MHCTpykuus mo
NPUMEHEHHIO U AHATMTHYECKUH 1acoprT.

— IloTpeOuTenbCKas ynakoBKa

IMorpebuTenbckas ynakoBka NpeAacTaBiseT coboi KopoOKy H3 MEIOBaHHOIO
WM roppUPOBaHHOIO KapTOHA.

BTopu4Hble YNaKkOBKM MOMELIAIOT B MOTPEOUTENBCKYIO YMAaKOBKY B
KOJIH4€CTBE, COOTBETCTBYIOLIEM BAPUAHTY HCHONHEHHUs. KOIMYeCTBO BTOPMYHBIX
yNaKOBOK BHYTPH MOTPEOUTENILCKOM:

Ha6op pearentoB Ha 200 TecToB — 2 1uT.;

Ha6op pearenros Ha 500 TecToB — 5 wT.;

Ha6op pearentoB Ha 1000 TecToB — 10 miT.
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7. OnucaHne MeAMUMHCKOIO wu3genusi, HayyHas 060CHOBAHHOCTb
aHanmTa

MapatupeongHeli  ropmod  (MTI, PTH)  npeacTtaBnset  coboi -
NoAMNEeNTUAHBIA FOPMOH, KOTOPbIA CUHTE3MPYETCS NapalnuTOBUAHBIMI YXene3amu

M UrpaeT BaXXHYIO POfb B PErYNALMM YPOBHS KanbLus 1 ocopa B opraHusMe.

NHTakTHbIN MNTI (LenbHas MoneKyna ropMoHa) CoCToMT U3 84 aMMHOKUCIOT,
MMeET KOPOTKMIN NePUOL NONYXXM3HWN (OKOIO YeTbIpeX MUHYT) 1 ABNSETCA [NaBHOM

6UONOrNYECKN aKTUBHOI (hOPMOIA rOpMOHa.

MTC urpaeT BaXKHY Ponb B perynayumn gocopHo-KanbLmeBoro obmeHa un
obecneumBaeT MoAAepXKaHWe CTabWUIbHOW KOHLIEHTpauMmn KanibLums u docgopa Bo
BHEK/IETOYHON KMAKOCTW. YpoBeHb [1TI TecHO cBA3aH C  KOMMYECTBOM
Kanbuus, ButaMuHa D, (hocthopa, Kanbuys, MarHus B opradusme. MNpu natonornm u
M30bITOUHOM cuHTe3e Tl (rMneprnapaTvpeo3e) pa3BuBaeTCs rUnepKaibLUMeEMmS,
runepdgocgaTtypus, reHepasM3oBaHHbIA OCTEOMNOPO3, KanbUM(UKaums Ccocyaos,
nopaXkeHre CNM3UCTON XenyL04HO-KMLLIEYHOro TpakTa. HegoctaTouHas cekpeuus
naTr (rmnonapatmpeos) COMPOBOXJAeTCH rMnoKasbLmemmneit 7

runepdgoctaTeMmenn, MOXeT NPUBECTU K Cyi0poram, TeTaHUN.

OnpegeneHne KoHueHTpauuu T1TI B CbIBOPOTKE W Miasme  KpPOBU
MCNONb3YIOT B LENISX ANarHOCTUKM TUNep- U rnoKaibLMEMUYECKUX COCTOSHUN,
OLEHKN COCTOSIHUA MeTabonmM3ma KOCTHOW TKaHW. W3mepeHue yposHa [T
YMECTHO MpOBOAMTL NauMeHTaM C HapyLleHWeM  Ka/lbLMeBOro 0OMeHa,

OCTEOrNOPO30M M XPOHWUYECKOI NMOYeYHOl HeJ0CTaTOUHOCTHIO.

Habop peareHToB «Jlngnab Amyp NMapaTtmpeoniHblil rOpMOH» MpeaHasHaueH
01 KOJIMYECTBEHHOIO0 ONpeAeneHns WHTaKTHOrO MapaTMpeouaHOro ropMoHa
(PTH) B CbIBOPOTKe N nnasme KpPOBM  Ye/oBeKa MeTOoA0M

NMMYHOXeMUMIOMUHeCLLEHTHOro aHanusa (MX/1A).
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8. MpuHUMN meToda

MpuHumn aeinctena Habopa peareHToB «JInanab Amyp lMapaTtupeonaHbIi
FOPMOH» OCHOBaH Ha «C3HABMY» WMMYHOXEMWUIHOMUHECLIEHTHOM aHannse
(NXNA).

Nuky6auus: NapaTMPeonHbIi ropMoH obpasLa pearmpyeT ¢ aHTUTeNaMu K
napaTnMpeonaHOMY roOpMOHY, HaHeCEHHbIMM Ha NnapamarHUTHble MUKpPOYacTuLbl, B
cocTaBe PeareHTa napamarHuTHbIX Mukpoyactuy (R1), ¥ aHTUTEnamMm K
napaTMpeoniHOMY ropMOHY, MeYeHHbIMU 3(PMPOM aKpUAMHWSA, B COCTaBe PeareHTa
MeueHbIX aHTMTen (R2), ¢ o6pa3oBaHMEM KOMM/EKCa «aHTUTENo -

napaTMpeounaHbIii FTOPMOH - aHTUTENO.

Mpombiska: MOJ  [EACTBMEM  MarHUTHOrO MNOMS  MapamarHWTHble
MUKPOYaCTHLbl aAcopPOUPYOTCS Ha CTEHKAX PeakLIMOHHOM KIOBETbI, a HECBSI3aHHble

KOMTMOHEHTbI CMbIBAOTCS peareHToM «Jlngiab AMyp pacTBop NMPOMbIBAOLLIN».

JeTekunmsa u unHTepnpeTayunda: K peaKLI,VIOHHOVI cmecun p,06aBJ'IF|lOT
pacTBopbl «JIngnad Amyp Mpe-Tpurrep» n «Jingnad Amyp Tpurrep». CurHan ot
XEMMﬂ}OMMHeCLI,eHTHOVI peakunn n3MepsaeTcad B OTHOCUTE/IbHbIX CBETOBbIX

egnHuyax (OCE).

CyuiecTByeT npsiMas 3aBUCUMOCTb MeX[y KONNMYeCTBOM MapaTupeonaHoro
ropMoHa B o6pasue u 3HadyeHnemM OCE, o6Hapy>XeHHbIM OMTUYECKOW CUCTEMOW
«AHanM3atopa aBTOMaTMYeCKOro  MMMYHOXEMUIFOMUHECLEHTHOIO  «Jlnanab
Amyp» 0014 OmarHoctTuky in vitro no TY 26.51.53-283-65614693-2022, B

BapunaHTax UCMOJIHEHUA».

Pe3ynbTaTbl ONpeAenstoTcs C MOMOLLbI KannbpOBOYHON KPMBOM, KOTOpas
co3faeTcs NyTeM KaJIMOPOBKM MO TPEM TOUKaM, 1 3Ta/lOHHOW KPUBOW, 3a1aBaeMol

QR-KoOM peareHTa.

9, Mepbl NPefoCTOPOXHOCTU N OFPaHNYeHnsa MmeToda
- MMoTeHUMaNbHbIA PUCK MPUMEHEHNS Habopa - Knacc 2a (corfacHo

Mpukasy MuHucTepcTsa 3apaBooxpaHeHns PO NedH ot 06.06.2012 r.).
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- [na omarHocTuku in vitro.

- [ns 0HOKPATHOro NPUMEHEHWS.

- B coctaB PeareHTa napamarHutHbix MukpodacTtuy, (R1) u PeareHTa
MeyeHbIX aHTUTen (R2) BXOAAT MbIWWHbIE MOHOK/IOHA/IbHbIE aHTUTEeNa K
napaTMpeouMgHoOMy TOPMOHY; B CcoCTaB KanmbpaTopoB BXOAUT  Gblumi
CbIBOPOTOYHbIN anbbymuH (BCA). Hannune ceptudmkaTa o MpoucxXoxaeHum n/mnm
CaHUTaPHOM COCTOSIHUM >KMBOTHbLIX HE MOXET MOMIHOCTbI0 rapaHTMpoBaThb
OTCYTCTBME WHMEKUMOHHBIX MAaTOreHHbIX areHToB. [103TOMy peKoMeHAyeTcs
cobnogatb 06blYHbIE Mepbl MPeAOCTOPOXKHOCTU (HanpuMmep, He rnoTaTb UM He
BAbIXaTb).

- PeareHTbl 1 Kanmbpatopbl Habopa cogepxxat koHcepsaHT ProClin 300,
KOTOpPbIA MOXET ObITb BpeAeH MpW MNpornarbiBaHUK, Bbi3blBaTb aslepruyeckyto
KOXHYHO peakuMi0 M OKa3sblBaTb TOKCMYHOE [EiCTBME Ha BOAHblE OpraHu3Mbl.
OpfHako wucnonbdyemas KoHueHTpauma (0,05 %) sBnsetca 6GesonacHon Ans
UesIoBEKa M OKPY)KatoLLein cpefpl.

- CobntofainTe 06bl4HbIE Mepbl NPEAOCTOPOXHOCTM, HEOBX0ANMbIe ANA
obpalleHnsi Co BCemMr NnabopaTopHbIMI peareHTamu.

- Mpn pabote ¢ Habopom peareHTOB W KAMHUYECKUMW 06pasLamm
HajeBaliTe 3alWMTHYIO OfeXay W 0oAHOpa30oBble nepuyaTku. [locne nposefeHUN
npoueaypbl aHanmM3a TLaTeIbHO BbIMOWTE PYKM.

- [e3snHpekuna pasnnTbix 06pasLoB WAN peareHTOB BbIMOSHAETCA C
MCMONb30BaHNEM  [e3VH(ULMPYIOLWMX CpeacTs B cooTBeTcTBum C  CaHlluH
2.1.3684.

- PactBop "Jlngnaé Amyp Tpurrep” COAepXWUT TUAPOKCUL HaTpus
(NaOH) B KoHuUeHTpaumn 1 %, cnefyeT mn3beratb MPSAMOro KOHTaKTa C KOXKeil U
nonagaHusa B rnasa. Pacteop «J/ngnad Amyp Mpe-Tpurrep» COLEPXXUT MepPOKCUA
Bogopofa B KoHUeHTpauun 0,57 %, cnegyeT nsberatb NPsSIMOro KOHTaKTa C KOXKEM

M nonagaHnsa B rnasa.
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- JONoONHUTENBbHYIO MH(OPMaUMIo 0 Mepax MNpPefoCTOPOXHOCTM Npu
obpallleHnn ¢ peareHTamm BO BpeMsi paboTbl aHasm3aropa cM. B PYKOBOACTBE MO
aKcnnyataunm «AHanmsaTopa aBTOMaTUYeCKOro MMMYHOXEMUTFOMUHECLLEHTHOIO
«Jlngnad Amyp» ana AMarHoCTUKM in vitro no TY 26.51.53-283-65614693-2022, B

BapunaHTax UCIOJTHEHUA».

10. Pab6ora c peareHTamu

- [ns nonyyeHWs [OCTOBEPHbIX pPe3ynbTaToB HEO0O6X0AMMO CTPOro
C/lefoBaTb UHCTPYKLUMW MO MPUMEHEHMIO.

- Habop peareHTOB He CnefyeT UCNoNb30BaThb MO UCTEYEHUM YKa3aHHOIo
CpoKa rogHocCTu.

- He ncnonb3yite KOMMOHEHTbI 13 Kakoro-nnmbéo Apyroro Habopa AN
npoueaypbl aHanmM3a BMECTO KOMIMOHEHTOB 3TOro Habopa peareHTOB.

- He ncnonb3yinTe KOMNOHEHTbI Habopa U3 NOBPEXAEHHOW YNaKOBKU.

- 36erainTe 06pa3oBaHns MeHbl CO BCEMU peareHTamu.

- PeareHTbl Habopa rotoBbl K UCMO/b30BaHUIO.

- Kannbpartopbl NOCTaBNATCA B NMOGUIN3MPOBAHHOW (hopMme W
TpebyoT BOCCTaHOBMEHNA. [19 3TOro B KaXKAbIA (PakoH C NMOGNIN3NPOBAHHbLIM
MOPOLLKOM  KanubpaTtopa Heobxoaumo fgo6aBuTb 1,0 M OYMLLEHHOWA
(aucTnNMpoBaHHOM) BOAbI, PacTBOPUTL B TeyeHMe 15 MUHYT M OCTOPOXKHO
nepemMeLLaTsb.

- Kannbpartopb! 40/MKHbI ObITb UCCNeA0BaHbI B TedeHe 90 MUHYT nocre
BOCCTaHOB/1EHUA.

- 3akpbiBainTe iakoHbl C KanmMbpaTopaMu cpasy nocre KaJmbpoBKn w
XpaHuUTe Npu Temnepatype oT +2 o -18 °C, nnbo npu -20 °C ans AanbHenwmnx
NCMbITaHWIA.

- He o6beanHANTe peareHTbl B HAO0Pe peareHToB UM MeXay Habopamu

PEareHToB.
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- Mepen nepBoi 3arpys3koil peareHToB Habopa «J/lgnab Amyp
MapaTMpeouaHbIi  TOPMOH» B CUCTEMY pecyCrneHauMpyinTe MMUKPOYacTULbl,

aKKypaTHO MepeBopaumBasl KapTPUIK C peareHTamu.

11. CTa6I/II1bHOCTb, ycnosus XpaHEHNHA, nCcnonb3oBaHNA 7
TPaHCNOPTUPOBKN

YcnoBua XxpaHeHUs

Habop peareHTOB [JO/MKEH XPaHWUTLCA B YNakoOBKE W3roTOBUTENA B
BEPTUK&/ILHOM MOJIOXKEHUW NpU TemnepaType oT +2 fo +8°C, CpoK rogHoctn - 12
MecALeB. He fonyckaeTcs 3amopaxknBaHve Habopa peareHTOoB.

3nenus B ynakoBKe U3roTOBUTENA C/IEAYET XPaHUTb Ha CKnagax. XpaHeHue
n3nennii nNpu Temnepatype oT + 2 A0 + 8 °C AO/MKHO OCYLUECTBNATLCA B
XOMOAWNbHBIX ~ Kamepax WM B XOMOAWIbHWKaX,  06ecrneynmsaroLLmX
pernameHTUPOBaHHbIA TeMMNepaTypHbIA PEXMUM C eXeAHEBHON perucTpauueit
TemnepaTypbl. XpaHeHue W3LeNuin [O/MKHO OCYLLECTBNATLCA B TEMHOM MECTE.
N3penna, XpaHuBLUMECH C  HapyLleHWeM  pernameHTMPOBAHHOIO  Pexunma,
MPUMEHEHMIO He MOoZ/1exar.

CTabnnbHOCTb

CtabunbHocTb Habopa peareHTOB «Jlngnad Amyp [lapaTvpeoniHbli
TOPMOH»:

- B HeBCKpbITOM BMae npu Temnepartype ot +2 1o +8 °C cTabunbHOCTb
Habopa peareHTOB coCTaBnseT 12 MecsLEeB;

- [Mocne BCKPbITUA YMakOBKW CTabWNbHOCTb peareHToB Habopa npw
Temnepartype oT +2 go +8 °C - 56 cyToK;

- Ha 6opTy aHaim3atopa CTabuibHOCTL peareHToB Habopa npu
Temnepatype ot +2 o +8 °C - 56 cyToK;

- CTabubHOCTb BOCCTAHOB/IEHHbIX Ka/IMbpaTopoB Npu Temnepartype oT
+20 go +25 °C - 90 MuHYT, npu Temnepatype oT +2 go +8 °C - 1 cyTKu, npu
Temnepatype -20 °C - 56 cyToK. [lonyckaeTcd MOBTOPHOE 3aMopakMBaHue-

OTTamBaHWe BOCCTaHOB/IEHHbIX KaimbpaTopos He 6osiee 1 pasa. PasmopaxusaHue /

n
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OTTaMBaHME  3aMOPOXEHHbIX  BOCCTAHOB/EHHbIX  KaiMbpaToOpoB  CregyeT
NPou3BOAWNTL MPW  KOMHATHOW TemnepaType B TedeHne 30 MuH. [Mocne

pa3MopaXkMBaHWs KanmnbpaTopbl HEOOXOANMO BCTPAXHYTh.

YcnoBua Ucnonb3oBaHUA

Habop peareHTOB CfiegyeT UCNoNb30BaTh Cpasy Moc/e M3B/eYeHNs U3 MecTa
XpaHeHua npu Temnepatype oT +2 go +8 °C.

YCcnoBua TPaHCNOPTUPOBKN

TpaHCcnopTMpOBaHMe M3AeNUA A0 KOHEYHOro MOTPebuTens Ha BCex aTanax
NO/MKHO MPOM3BOAMTLCA BCEMU BMAamMy TpaHcnopTta (BO3AYLUHbIA, BOAHbLINA,
XKENe3HOA0POXHbIN, aBTOMOOW/bHBIN) B KPbITbIX TPAHCMOPTHLIX CpPeAcTBax B
COOTBETCTBUM C NpaBWIaMu NMepeBo30K, AENCTBYHOLMMMN Ha TPAHCMOPTE AAHHOrO
BUAa npv Temneparype ot +2 10 +8 °C ¢ cobMt0AeHNEM X0040BO Leny B TeUeHne
12 nHeit. He nopgepraTb A/IMTENIbHOMY BO3AEMCTBUIO Tensa, Bnaru, MnpsMbIX
COMHEYHbIX Jlyyell. 3amMopaxuBaHMe Habopa peareHTOB He [1OMYyCKaeTcs.
TpaHCnopTMPOBaHME W3AEeNWIA [AO0/MKHO OCYLLECTBNATLCS B TEPMOKOHTeHepax
O[lHOpPa30BOr0  MOMb30BaHUSA  cogepXKawmx  Xnafo3/leMeHTbl, WM B
TEPMOKOHTEMHEPAX  MHOMOKpPaTHOro NPYMEHEHNUSA C  aBTOMaTU4YecKu
NoALepXX1BaeMO TemMMnepaTypoil U B aBTopedpvKepaTopax C UCMO/b30BAHNEM
TEPMOMHAMKATOPOB. W34enns,  TPaHCMOPTUPOBaHHbIE  C  HapyLUeHWeMm

TeMnepaTypHOro pexuma, NPUMEHEHNIO He Noa/Iexar.

12. O6opyfoBaHue ” MaTepuasnbl, He BXOAALWME B KOMMNEKT
NoCcTaBKW, HO HeOb6XoaMMble 47151 MPOBEAEHMST aHanmnsa

- Habop KOHTPONbHbLIX MaTepuanos «/inanad Amyp MynbTu-VMIMmyHO
KOHTponb» ANa KOHTPO/S KayecTBa onpeaeneHns MHOXKECTBEHHbIX NOKa3aTenel B
CbIBOPOTKE U NasMe KPOBW YesioBeKa MeTOA0OM MMMYHOXeMWUIKOMUHECLEHTHOIO
aHannsa (MXNA) Ha aHanmsatope aBTOMaTUYeCKOM
MMMYHOXEMUIIOMUHECLIEHTHOM «JTlngnad AMyp» Ans AnMarHoCTUKK in vitro no TY
21.20.23-205-65614693-2022;
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- PactBop 3anyckawowmi "fingnad  Amyp [Mpe-tpurrep"  ans
aHasM3aTopa aBTOMaTUYeCKOro MMMYHOXEMUTIOMUHECLIEHTHOIO «Jlnanab Amyp»
ANA AMarHoctMkm in vitro no TY 21.20.23-277-65614693-2022 (PY Ne
2023/21099);

- PactBop 3anyckatowmin "/ingnaé Amyp Tpurrep” ans aHanusaTopa
aBTOMaTMYeCKOro  MMMYHOXEMW/IIOMUHECLEHTHOrO  «Jlngnaé  Amyp»  ans
ANArHoCTUKM in vitro no TY 21.20.23-279-65614693-2022 (PY Ne 2023/21100);

- PacTBOp MpOMbIBAKOLWLMIA AN aHa/mM3aTopa  aBTOMATUYECKOro
UMMYHOXEMUTIIOMUHECLIEHTHOTO «Jlngnab AMyp pacTBOp NPOMbIBAOLLMIA» A1
ANarHoCTUKN in vitro no TY 21.20.23-276-65614693-2022 (PY Ne 2023/21305);

- KioBeTa ofHOopa3oBas «J/lugnab AmMyp KioBeTa» A/ aHajm3aropa
aBTOMATUYeCKOro  MMMYHOXEMWUIOMUHECLEHTHOrO  «Jlngnaé  Amyp»  ans
ANarHocTuKK in vitro no TY 32.50.50 - 281-65614693-2022 (PY Ne 2023/21261);

- AHanmsatop  aBTOMaTUYeCKUn  MMMYHOXEMWUTFOMUHECLEHTHBIN
«JIngnad Amyp» Ana AUarHocTuku in vitro no TY 26.51.53-283-65614693-2022, B
BapuaHTax ucnosiHeHns (PY Ne 2023/21152).

13. Co6op n noarotoBka obpasyoB

Cobepute 06pasel, KpoBu B MPoOMPKY Ana cbopa, coaepykallyto renapuH
NATUS, TEnapuH Hatpusd, wuamM  npobupky pnns cbopa, He Ccofepxallyro
aHTMKOArynsgHTOB A/151 CbIBOPOTKM, C MOMOLLbIO BEHEMYHKLMN.

YT06bl NoNyunTh 06pasew, Nnasmbl, LEHTPUDYTMpyinTe cobpaHHble 0bpasLbl
1 OCTOPOXXHO MepeHecuTe nnaasMy B HOBYHO MpefBapuTe/IbHO MPOMapKUPOBaHHYHO
NPOGUPKY.

YTobbl nonyuntb o06pasel, CbIBOPOTKW, fdalTe KpPOBW CBEPHYTbLCA [0
o6pasoBaHusA Cryctka (He MeHee 1 4aca; Ans 06pasLoB, 3a0paHHbIX Y NaUMEHTOB,
MOTyYatoLWmMx renapuH, BPeMs fO/MKHO ObITb YBENMYEHO), 3aTEM LLEHTPUPYrmnpyinTe
cobpaHHble 06pasubl W  OCTOPOXHO TepeHecuTe CbIBOPOTKY B HOBYHO

npeaBapuTeibHO NPOMaPKMPOBaHHYH NPOGYMPKY.
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Hccnenyitte oOpa3ubl kak MOXHO ckopee mocne c6opa. ObGpa3isl MOXKHO
XpaHHUTb NIpH KOMHaTHO# Temnepartype ot + 20 1o + 25 °C He 6onee 8 yacos. Ecnu
aHanu3 He OyJeT 3aBeplueH B TedeHHe 8 yacoB, TO ciiefyeT ybpaTh o6Gpa3isl B
XONOAUIBHHK IIpH TeMnepatype ot + 2 go + 8 °C. O6pa3ipl MOXXHO XpaHUTh NP -~
temnepatrype ot +2 no +8 ° C mo 3 gueii. [lnsa Gosnee MINTENBHOrO XpaHEHHA
obpasusbl cneayet 3amopo3uTh npd -20 ° C unm HUXKe M XpaHUTh A0 90 nHeit.
OO6pasisl pekoMeHIyeTcs 3aMopaxuBaTh He 6osiee 1 pa3a. [Tocne pasmopaxuBaHus
o6pa3ubl He06X0UMO OTLEHTPHPYTHPOBATh.

Ilepen TecTMpoBaHHEM MEIUIEHHO JOBEAMTE 3aMOPOXEHHBbIE 00pa3sipl 10
KOMHATHO# TeMITepaTypbl H OCTOPOXXHO nepeMeluaiite. [iinsa 06pa3noB ¢ TUIHIAHBIM
CIOEM CBepXy, Ccrycrkamu ¢uOpuHa, KIETOYHBIMH BKIIOUEHUAMH: IIOCTE
LEHTpU(YrHpOBaHUA MEPEHOCHTD TONBKO OCBETIICHHYIO 4acTh oOpasla.

He ucrnionb3yiiTe 00pa3isl ¢ BHIpaXXEHHO TUNEMHUE, 06111MM reMOIH30M HITH

MYTHOCTBIO.
He ucnons3yiiTe 00pa3ibl, HHAKTUBHPOBAaHHBIC HArpEBaHHEM.
CobmofaiiTe OCTOPOXXHOCTH NMpH obpaleHnH ¢ o6pa3suamMy NaLHUEeHTOB LA

NpeJOTBpalleHUs EPEKPECTHOrO 3arpsA3HEHH.

14. IIpoueaypa anaau3sa

1. O6patutech k PykoBoACTBY 1O 3KCIUTyaTallMu aHanu3aTopa «JInanab
AMyp» mns mnonyuyeHus nNoApoOHON HMHPOpPMAalLMH O MOATOTOBKE K MpoLexype
aHanu3a.

2.  Huadopmauus o Habope peareHTOB aBTOMaTHYECKH CYHTHIBAETCHA CO
IUTPUX-KOAA Ha KapTpumxe C peareHTamd. EciM wuTpuXx-KOA He pacro3Haercs,
BBEAMTE LUMQPHI, PaCNONIOKEHHbBIE PAIOM C HUM BPY4HYIO.

3.  Ilpu HeoGXOAMMOCTH BBIMONHHTE KATMOPOBKY (cM. 16. Kannbposka).

4. 3arpysute o6pa3supi (aHanu3aTop ot6epet 100 Mk kaxaoro obpasua u

N00aBUT B KIOBETY Ul 06pasua).
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5. Haxmute «3amnyck», aHanM3aTop aBTOMATUYECKW BbIMOMHUT BCe
(YHKLMK, NOACUNTAET Pe3yNbTaTbl M ONPEAENUT KOHLIEHTPALMIO aHaNNTa B K&XKA0M

obpasue. PesynbTat Bblgaetcsd B nr/mn (MAKOrpaMMbl B MANIUANTPE).

15. OXwupaemble  3Ha4yeHUs (bnonormnyecknii pedepeHTHbIN
NHTEpBan)

WccnegosaHme ¢ nomMowpto  Habopa peareHToB  «Jlugnab  Amyp
MapaTmpeonHblii TopmoH» 240 06pasloB OT 3[0POBbLIX /UL, Pa3HOro Bo3pacTa

rnoKasano creaytoLuii pesynbtat (¢ 95%-Holi J0CTOBEPHOCTHIO):

Hopma: 15-65 nr/mn
PekomeHayeTcsi, 4TOObl KaXKgas /flabopatopus  ycTaHaB/vBasia CBOM

COBCTBEHHbIN 0XXMAAEMbIV peepeHTHbIN AManasoH 419 KOHKPETHOW Monynsymn.

16. KanubpoBka

1  Kaxabii Habop peareHToB «JlManad Amyp [MapaTvpeonHbiii
FOPMOH» MMeET 3TUKETKY ¢ QR-KOLOM, COAEP>KaLLyto YaCTHY MH(opmaumio ans
Ka/IMOPOBKM KOHKPETHOM MapTumM peareHToB.

2. Ob6paTtutecb K PyKOBOACTBY MO 3KCnyaTauuy aHanmMsaTopa Ans
noslyyeHnst NOAPOGHON NH(oPMaLUN O KaIMOPOBKE.

3. AHanmM3aTop aBTOMAaTUYEeCKU ABaxXKAbl TecTupyeT kanmnbpatopsl (CALL,
CAL2 n CALJ), a npeaBapuTenbHO 3aflaHHas 3aTa/lOHHasA KpuBas afanTupyeTcs K
aHanmMsaropy.

4. Mocne Toro Kak kannéposka ansa Habopa peareHToB «Jlngnad Amyp
MapaTupeouniHbI TOPMOH» MPUHATA M COXpaHeHa, BCe Mocnefytolive obpasupl
MOTYT ObITb NPOTECTUPOBaHbI 6€3 A0MOTHUTENIbHON KaIMOPOBKN, 3a UCK/THOUEHUEM
C/yyYaes:

- Uepes 56 gHel npy MCNonb3oBaHUK TO XKe cepun Habopa peareHTOB.

- Ecnn ncnonb3yetcs HoBas cepusi Habopa peareHTOB.
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17. KomrTpoab xadecrsa

Jng KOHTpOJIA Xa4yecTBa MPOBOAMMEBIX HCCIICAOBAHUE CIEAYET PEryIAPHO
tecTHpoBaTh Habop KOHTpONBHRX MaTepuanoB «JInanab Amyp MynsTu- o
KonTpons» B BHAe efHHUYHKIX ONMpeAcNCHUN He peke ONHOro pasa Kaxjasie 24
Yaca, KOTJia NMPOBOAMTCS aHaNW3, OAMH pa3 ANd KaXIOro OTAeIsHOro HabGopa
peareHToB H mociie Kaxaoh kanuOpoeku. Cnexyifre HHCTPYKIME NPOH3BOAMTENA

o MOATOTOBKE K XPaHCHHUIO KOHTPOJBHEIX MAaTCPHAJIOB.

Jna momyyeHHs CTATHCTH4YECKH OGOCHOBAHHOIO JAMANAa3’0HA 3HAYCHMH,
Kaxzan yabopaTopHs AO/DKHA YCTAaHARIMBATH COOCTBEHHBIC LEJIEBEIC 3HAYCHMS
KOHLCHTpaUuH M AWana3oH KOHLUEHTpalUMii I HOBBEIX CEpHH KOHTPOJBHBIX
MaTepHaOB HAa KaXAOM KIMHHYECKH 3Ha4YHMOM YpoBHe s obecneueHHs

Hajnexateil paboTel. Pe3ynbTaThl KOHTPO/IS Ka4eCTBA, KOTOPEIE He MONAfaloT B

: AOIMYCTHMBiE JHANa30Hbl, MOTYT YKa3blBaTh Ha HeIeHCTBHTEJBHBIE Pe3yJbTaThl
HccneqoBaHuil. B naBHOM ciydae HccnefoBaHWe HEOOXORMMO MOBTOPHTH. IIpH
MOBTOPHOM HECOOTBETCTBHH HEOOXOJHMO MCTIONB30BATh HAOOP pearcHTOB ApYroif

CEpHH.

18. YTrauzanus
VTUAM3AIHA H3ACIHA JOMKHA IPOU3BOAUTECS B COOTBETCTBHH C HOpMaMH H

i mpaBUIaMH, neﬁCTBYIOIIlHMK Ha MOMCHT YTHJIH3alHH.

Otxonn, 0GpasyiolHecs B pe3ylbTaTe MCNONL30BAHHA W3/le/IHd, a TaKKe
HEHCTIONL30BAHHEIE M3Ie/IHA, HOTEPSABIINE CBOH MOTPEOUTENHCKHE CBOHCTBA, HIIH
H3JETHA C HCTEKIIMM CPOKOM NOJHOCTH TOVIEXKAT YTHIH3AMH KIH YHHYTOXECHHIO
B coorBercTBUH ¢ CanlTuH 2.1.3684-21 kak oTx0Ak KNnacca b (31HaeMHONIOTHYECKH

ONacHbIe OTXOMEL).

VYNaKkoBOYHEIE MAaTepHAibl H CONPOBOAMTENbHAN AOKYMEHTAlHA [OJJIeXAT
yTunuzauud B coorBercTBHH ¢ CanllmH 2.1.3684-21 kak oTxomel Kimacca A

(3nHAeMuonoruiecky Ge3onacHble OTXOIE).
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19. ®yHKUMOHAalNbHbIe XapaKTepucTUKM Habopa peareHToB

19.1. AHanuntunyeckasa YyBCTBUTE/NbLHOCTb

Mopor o6Hapy>XeHuUA 1,2 nr/mn

19.2. AHanutunyeckas crneunPmyHoOCTb

MepeKpecTHasi PeaKTUBHOCTb

OTCYTCTBYET NEPeKPecTHast PEaKTMBHOCTb CO CIeAYHOLLUMM BELLIECTBAMM:

HanmeHoBaHue KoHueHTpauus
MnTr(1-34) 10000 nr/mn
MnTr (39-84) 10000 nr/mn

OTHOCUTENbHAst MOFPeLIHOCTb Pe3y/bTaToB NpU A06aBNEHWN YKa3aHHbIX

Bewects Az 10 %.
NHTepgepeHuma

OTCYTCTBYET MHTEP(EPEHLMA CO CNEAYIOLLIMMI BELLLECTBAMUA:

HavmeHoBaHue KoHueHTpayuns
Bunupy6uH 40 mr/gn
FemornobuH 500 mr/gn
Tpurnnuepubl 2000 mr/gn
O6uwwuii 6enok 12 r/gn
PeBmMaTOMAHLIV (hakTOp 2000 ME/mn

OTHOCUTENbHaA MOrpeHOCTb PE3YNbTaTOB TMPU lEI,O68.BI'I€HI/II/I YKa3aHHbIX

nHTepdepeHToB A + 10 %.

19.3. To4yHOCTb

19.3.1. Mpeunms3snoHHOCTb
MoBTOPsSiEMOCTL: KO3pduumeHT Bapnaumm CV < 8 %.
BocnpounssognumocTtb: KoapduumeHT Bapnaummn CV < 8 %.
19.3.2. MpasunbHoCcT b: 3HaYeHME cMelleHuns Bias £ 10 %.

19.4. TecCT Ha «OTKpPbITUE»

3HaueHne «OoTKpbITUA» HaxoauTca B npegenax 90-110 %.
17
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19.5. Anana3oH uamepeHus: 1,2 - 3000 nr/mn. 3Ha4YeHUS HDKE HDKHETO
npegena ananasoHa U3MepeHns oTobpaxkatoTca Kak <1,2 nr/mn. 3HayeHus Bbllle

BEpPXHero npegesna avanasoHa nsmepeHuns otobpaxarotcsd Kak > 3000 nr/mn.

19.6. JInHenHOCTb
3aBMCMMOCTb KOHLEHTpauuy napaTtumpeongHoro ropmMoHa B 06pasue ot
pasBefieHNs MMeeT JINHENHbIA XapakTep B Avana3oHe KOHUeHTpauuin 1,7 - 1500

nr/mn. JinHenHocTb HaxoauTcs B npegenax 90-110 %.

20. KoHUeHTpauua KannbpaTopos

HanmeHoBaHue KoHueHTpayus [nana3oH LeneBbiX 3Ha4YEHW
no pesynbTartam aHanusa
Kanuépatop 1 (CAL1) 0 nr/mn <1,2 nr/mn
Kanunépatop 2 (CAL2) 65 nr/mn 52-78 nr/mn
Kanuépatop 3 (CAL3) 1500 nr/mn 1200 - 1800 nr/mn

MeTpoiormyeckas npocnexXmsaemMocTb KaimbpaTopos OLEeHeHa Nnpu nomoLLm
CTaHZapTHOro obpasua npeanpuaTus «lapatupeongHbli ropMoH CTaHgapT» B
cootBeTcTBUN C TOCT P NICO 17511. KOHKpETHbIe BENNYNHBLI HEONPeAeNeHHOCTH
3HAYeHWI, NPUNUCaHHbIX KanmbpaTopam, MOryT 6biTb MPeLOCTaB/eHbI MO 3anpocy

noTpeouTens.

21. TapaHTuiHbIe 06s3aTeNbCTBA
MpeLnpuATUe-U3roToBUTENb FapaHTUPYET CTabWIbHOCTb M COOTBETCTBUE
n3genus TpeboBaHMAM TeXHUYECKUX YCNOBUIA Mpu  COOMOLEHWUM  YCNOBUM

TPaHCNOPTUPOBaHUA, XPaHEHUA N NMPUMEHEHNA B TEYEHNE BCEro CPOKa rogHoOCTI.

CpoK rogHocT nsgenusa - 12 MecaueB Co AHA NPUEMKM U3Lenns OTAEN0M

KOHTPO/S| N3roTOBUTENS.
Ha6op peareHTOB He MOANEXMUT PEMOHTY U TEXHUYECKOMY 0BC/TY>XXUBAHMIO.

Peknamauuuv cnefyet HanpasnAaTb Mo agpecy npoussogutento: OOLecTBo C
OrpaHNYeHHOM OTBETCTBEHHOCTbIO «JIMAKOP» (OO0 «JIMOKOP»), Poccus

620102, CeepanoBckas 06nacTb, .0. ropog EkarepuHoypr, r. EkatepuHoypr, yn.
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IMocanckas, c1p. 23, oduc 204. Teaedon: 8 (800) S00-71-28. Aapec anexTpoHHOI
noute: marketing@leadcore.ru.

22. Caeaenns 0 NPOH3BOAHTENE MEAHIHHCKOrO H3ACINHS

IIponssoaureneM Meauiuuckoro usgenmna «HaGop pearenroB «JIupna6 -
Awmyp ITapaTHpeouAHEIH NOPMOH» JUI KONHYECTBEHHOTO ONPEAeNIeHHA HHTAKTHOTO
napatupeonanoro ropmoHa (PTH) B criBoporke W miuasMe KpOBH YeNIOBEKA
METOAOM HMMYHOXEMWIIOMHHECLHEHTHOro aHam3a (MXJIA) ma axanusarope
aBTOMATHIECKOM  HMMYHOXEMH/IOMHHEeCHeHTHOM  «Jlnmmaé Amyp» mma
JAHArHOCTHKH in vitro mo TY 21.20.23-242-65614693-2022» aengerca O6mecTBo ¢
orpaHu4eHHOM 0TBeTCTBEHHOCTEIO «JIMIAKOP» (OO0 «JIMIKOP»).

i IOpuaudeckuii axpec: Poccus, 620102, Crepnosckas 061acTs, I.0. TOPoOa
| ExarepunOypr, r. Exarepun6ypr, yn. [Tocagckas, c1p. 23, odpuc 204.

A.npec MECTa MPOU3IBOACTBa MEAHIHHCKOI'O H3OCIHA:

1. 000 «JIMIAKOP», Poccus, 620033, CeepmnoBckas o6nacth, T.
ExarepunOypr, ya. KpacHozapckas, a.15.

2. 000 «JIMAKOP», Poccusa, 141981, Mockosckas obmnacts, r. JlyGHa, yiI.
[TpubopocTpoureneii, 3a.

{ 23. [Ilepeuenb npuMeHAEMbIX CTAHAAPTOB
I'OCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, 'OCT P KUCO
18113-2-2015, 'OCT P UCO 23640-2015, I'OCT P EH 13612-2010, I'OCT P
51088-2013, I'OCT P 51352-2013, I'OCT ISO 14971-2021, FOCT P UCO 17511-
2022, CanlIuH 2.1.3684-21.

24. Pacmudpoka rpadHiecKHX CHMBO/IOB

Cuamsoa PacmindpoBka
REF HoMep no katanory
CAL Kamubparop
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IV D|

W

A
#

D

PeareHTt

MeaunumMHCKoe n3aenune ans AnMarHOCTUKK in Vitro

O6paTnUTECh K MHCTPYKLMMW MO NPUMEHEHMIO

CofepXXMMOro [10CTaTO4HO AN MPOBEAEHMS M KONW4YecTBa

TECTOB

Mpefensl Temnepatypol

bepeyb OT Bnaru

He fonyckaTb BO3AENCTBMS COTHEYHOrO CBETa

M3rotoBuTesb

Jlata n3rotosneHus

Kog naptum

icnonb3oBatb A0

He 1cnonb3oBaTb Ny NOBPEX/EHNMN YNaKOBKM

OcTOopOoXKHO!

BMonornyeckunin puck

lokevso e 1

1
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OnacHo Ana BOAHOW cpefpl

ft XpaHUTb BepPTUKa/IbHO

? Xpynkoe, 06paLlaTbCs OCTOPOXKHO

25. JlnTepaTypHble CCbINIKN

1 Abdullah AS. The role of early postoperative parathyroid hormone
level after total thyroidectomy in prediction of hypocalcemia. Ann Med Surg
(Land). 2021; 65: 102252,

2. Mundy G.R., Guise T.A. Hormonal control of calcium homeostasis.
Clin. Chem. 1999; 45(8): 1347-1352.

3. Bhattarai H.K., Shrestha S, et al. Vitamin D, Calcium, Parathyroid
Hormone, and Sex Steroids in Bone Health and Effects of Aging. J Osteoporos.
2020; 2020: 9324505.

4. Rizzoli R., Vadas L., et al. Determination of circulating parathyroid
hormone levels and differential diagnosis of hypercalcemia. Nucl Med Biol. 1994,
21 (3): 337-47.

5. Marx S. Hyperparathyroid and hypoparathyroid disorders. NEJM.
2000; 343:1863-1875.

6. Jiang W.,, Lee E., et al. The utility of intact parathyroid hormone level
In managing hypocalcemia after thyroidectomy in children. Int J Pediatr
Otorhinolaryngol. 2019; 125: 153-158.

7. Bashir A.Y., Al-Zubidie A.N., et al. The Optimal Parathyroid Hormone
Cut-Off Threshold for Early and Safe Management of Hypocalcemia After Total
Thyroidectomy. Pract. 2021: S1530-891X(21)00058-6.

8. Mattoo S., Agarwal A., et al. Role of postoperative intact serum PTH
as an early predictor of severe post-thyroidectomy hypocalcemia: a prospective

study. J. Endocrinol Invest. 2021.
21

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Bcero npoLHypoBaHo, MPOHYMepOBaHo
M CKIDEM/IEHO MeYaTbio
) n.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



