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BBEAEHWE

3Kcnpecc-TeCT UMMYHOXPOMATOrpayecKnin As KaueCTBEHHOro OnpefeneHuns in Vitro
CKpPbITOW KpoBW (remornobumHa) B kane «FOB-MIMBUNAH-VXA» no TY 21.20.23-002-39271034-
2022 (panee no Tekcty - «FOB-MIMBUAH-NXA», akcnpecc-TecT, TeCT, Habop).

HasHaueHune

MpegHasHayeH [ANA  O4HO3TANHOrO KayeCTBEHHOrO OMpejeneHns CKPbITOW  KpPOBK
(remornobuHa) yenoBeka B obpasLax Kana 4yenoBeka MeToLOM MMMYHOXPOMATOrpafuyeckoro
aHanmsa (MXA).

MpegHasHayeH A4S AWArHOCTMKKM in Vitro npu nNpog)eCCMOHaNIbHOM NPUMEHEHUN  Kak
BCMOMOraTe/lbHOe CPeACTBO /1  BbISIBIEHUA KE/TY[OYHO-KMLLIEYHOTO KPOBOTEYEHMs Mnpu
naTonornax v 3aboneBaHnsAX Xeny404HO-KMLLIEYHOrO TpakTa.

CokpalleHHOe HanMeHoBaHWe

«FOB-MMBUNAH-NXA».

PYHKUMOHa/IbHOE Ha3HauYeHne

KnuHunyeckas nabopaTopHas gnarHoCTMKa.

TecT MCMonb3yeTcs Kak BCMOMOrate/ibHOe CpeACcTBO B AMArHoCTuMke 3ab0/neBaHun 1
MaToNorni XenyaouHo-kuLeyHoro Tpakta (XKKT).

O6nacTb NpUMeHeHNA

[nsi KNMHNYeCKoi nabopaTopHON AMArHOCTMKM in Vitro.

KpaTHOCTb NpUMeHEeHNS MeANLMHCKOrO 13aenns

3penve o4HOKPaTHOro NPUMEHEHMS.

MoTeHUMaIbHbIe NOTPEOUTENN

TecT npefHasHauyeH [A/19  UCMO/b30BaHWUA  MEPCOHATIOM  KMHUKO-AMarHOCTUYECKMX
nabopaTopuii He MONMoXe 18 feT C BbICWMM W CPefHUM MeAMUMHCKAM (Bpay KAMHMKO-
AMarHoCTUYecKorW  nabopatopuv,  MeQULMHCKWMIA  TEXHUK-N1abopaHT),  BMOMOrnYecKUMm
06pa3oBaHMEM.

MpoeccnoHanbHbIM YPoBeHb NOTEHLUMA/IbHBLIX NOJIb30BaTE el

Bpay KnnMHMYeckor NnabopaTopHO ANArHOCTUKK, MeAMUMHCKMIA NabopaTopHbId TEXHUK,
nabopaHT.

lNokasaHuA

OnpegeneHve HanMuma remornobuHa (CKpbITOM KPOBWM) B Kase YesioBeKa B pamKkax
KOMMN/IEKCHOWN ANarHOCTMKM paHHMX 3TanoB 3aboneBaHnin XKKT.

MpoTrBOMNOKa3aHus

OTcyTCTBYIOT.

Mo60oYHble 3 deKTbI

OTtcyTCTBYIOT,

MonynAaunoHHo-geMorpagmyeckme 0CO6eHHOCTH

TecT He MMeeT HMKaKMX AeMorpauyeckmx Uam NonynsuMOHHbLIX OrpaHuyYeHuin. MoxeT
MCNOMb30BATLCA A/11 BCEX BO3PACTHbIX FPYM, BHe 3aBMCUMOCTM OT MOJa.

MepeyeHb W onNucaHWe MaTepuasioB MeAMLMHCKOro Uu3fgenusa, BCTynawwmx B
HemnocpeACTBEHHbIA WN OMOCPeAOBaHHbIA KOHTAKT C OpraHvM3mMoM nauueHTa (Tesiom
YesioBeKa)

MefunUMHCKOoe n3fenve He MMeeT KOHTaKTa C OpraHM3MOM MNauMeHTa 1 nepcoHana.

MeTo/bl CTepum3aLmm n 06paboTKN MegULMHCKOIO N3Lenns
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W3genve He cTepusibHOE, He TPebyeT OUMCTKN, Ae3UH(EKUUM U CTEPUIN3ALIUN.

MepeyeHb MaTepuUasioB >XUBOTHOIO W (WUIM) YeslOBEYECKOr0 MPOUCXOXKAEHNS,
NleKapCTBeHHbIe CpeacTBa M (hapMaLeBTUYeCKMe CybcTaHLNN.

B coctaBe wu3genmsa  OTCYTCTBYHOT — MaTepuaibl  YeNOBEYECKOrO  MPOUCXOXAEHMS
NeKapCTBEHHbIE CPeACTBa U hapmaLeBTUYeCKe CybCTaHUMN.

MporpammHoe obecrneyeHne paboTbl U3LeNns

OTcyTCTBYET.

TexHnYecKoe 06CNy)XMBaHMe, PEMOHT, MOHTaX, HacTPOIiKa, KannbpoBKka n3genns

N3penune He TpebyeT TEXHUYECKOIO 06CNY>XMBaHNSA, MOHTaXKa, HACTPOMKM, KaIMOPOBKM, He
NOANEXMNT PEMOHTY.

MHBa3MBHOCTb

MeanUMHCKOe N3aenve HerHBa3UBHOe.

OnucaHve LeneBoro aHaanTa, CBeeHNs 0 ero Hay4Hon 060CHOBaHHOCTH

LlenesbIM aHaIMTOM siBNseTca 6enok remorniobuH (Hb), copepXawniics B apuTpoumTax v
OCYLLIECTBNAOLWMIA 0OMEH KMCMOPOAa MEXAY NErkKMMU U TKaHAMU OpraHu3Ma v UMEOLMA B
CBOEM COCTaBe >Kene3o, 00ycnas/MBatOLLee LBET KpPoBW. B TOHKOM W TO/MCTOM OTAenax
KMLWEYHNKA KPOBb MOABepraeTcs BO3AECTBUIO (PEPMEHTOB U TEPSET OKPacKy, BCEACTBUE Yero
OHa MOXET ObITb BM3ya/lbHO He3aMeTHa B cocTaBe (hekasbHbIX Macc. OnpeeneHne CKpbITOM
KPOBM OCHOBAaHO Ha CMOCOGHOCTM TOHKMUX KanwunispoB MOMMMO3HLIX HOBOOOPa30BaHMiA
MoBPEXATbCA M KPOBOTOUUTL MPU MPOXOXAEHWM KaloBbIX MacC 4epe3 MPOCBET KMULLIKM.
FemMOrn06MH MOXET MPUCYTCTBOBATb B Kasle He TO/IbKO BbllLEYKa3aHHOW NpuyvHe, BblaeneHune
KPOB/M MOXET HabnwogatbCs M npu BOCNanutesbHbIX 3abonesBaHuax >XKT. [MpuunHamm
06Hapy)XeHWs KPOBW B Kane MOryT ObiTb: remoppoujasnbHas 60/e3Hb, aHa/bHble TPeLuHbI,
OMyXO0NW 1 NONWMbI KULWEYHWKA, AMBEPTUKYNSPHAS 601€3Hb KULLEYHMKA, OCTPbIE MH(EKLMNOHHbIE
KONNUTbI 1 BOCNaINTENbHble 3a60/1eBaHNSA KULLeYHMKa (60n1e3Hb KpoHa, S3BeHHbI konuT) [1]. Y
20-30% v, C MONOXMWTENbHBIM Pe3y/IbTaTOM aHa/in3a Ha CKPbITYI0 KPOBb OOHapY»XMBaKTCA
afleHOMaTO3Hble MOMWMbl TONCTOW KUWKKW, a Yy 2-10% C NOMOXUTE/IbHBIM pPe3y/ibTaToM
BbISIBNIAETCA KONOPEKTaNbHbINA pak [2].

Mo faHHbIM PocctaTta KOMOPeKTasbHbIA TUM paka 3aHMMaeT TPeTbe MeCTO MO 4acToTe
3a60/1eBaeMOCTU Cpean Apyrux hopm OHKOIOTMYecKMX 3ab0n1eBaHunii B MUpe 1 BTopoe B Poccum
[3]. HecmoTpsi Ha pacnpoCTpaHEHHOCTb 3ab0neBaHWsA, B MUPE PErUCTPUPYETCA CHUKEHME
nokasaTefieil CMEPTHOCTM OT AaHHONW naTonormm (Npexae BCero, OT paka NpsAMOV KWLWKW), 3TO
00bACHSAETCA BBEAEHMEM CKPUHWMHIOBbLIX MporpaMmm 06CnefoBaHus, B pe3y/bTaTe KOTOPbIX
KOMOPEKTa/IbHbIN paK YCMEeLWHO AMArHOCTUPYETCS Ha PaHHUX CTagusax, a nauyueHT MonyyaeT
CBOEBPEMEHHOE fleveHve. [N OCYLLECTBMEHUS CKPUHWMHIOBLIX MPOrpamm HeobXoanMbl
[OCTYNHbIE, HEVHBA3MBHbIE, 3KCMPECC METOb! aHanM3a, Takue Kak MIMMYHOXpOMAaTOorpapuyeckme
TecTbl. Llenblo TakmMx TeCTOB SBNAETCS BbISIBIEHME remMoriobuHa (CKpbITOM KpPOBM) B Kane
yenoBeka AnNs  fdafbHeiero WMHCTPYMEHTanbHOro 06CnefoBaHNA Mpy MOOXKUTENIbHOM
pe3ynbTare HeMHBa3MBHOIO TecTta [4].

COCTAB N KOMITJTIEKTAUNA HABOPA

Habop BbLUYCKaeTCs B YeTbipeX 6a30BbIX BapuaHTax KOMMIEKTaLMIA.
KomnnekT 1
- TecTt-nonocka- 1 wir.
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- Mpobupka-kanenbHuua ¢ P (2 mn) - 1 wr.

- luneTkn meguumHcKne nonnmepHole MnHnMepg no TY 32.50.50-028-29508133-2019:
MuneTkn ans nepeHoca xxuakocter (Mactepa), 0,25 mn (PY Ne P3H 2019/8912) - 1 wir.

- Mukponpobupka - 1 Lwr.

- VIHCTpyKUuMA Mo NpMMEHeHWto - 1.

Komnnekr 2:

- TecT-nonocka- 25 wr.

- Mpobupka-kanenbHuua c BP (2 mn) - 25 wr.

- Munetkn meguumHckme nonmmepHole MuHuMeg no TY 32.50.50-028-29508133-2019:
MuneTku ans nepeHoca xuakoctelt (Mactepa), 0,25 mn (PY Ne P3H 2019/8912) - 25 wi.

- Hakneiika ons MapKnpoBKM Npo6MpoK-KanenbHuy, - 25 L.

- Mukponpobupka - 25 wWr.

- TopacTaBka Nofd MUKPONPOOMPKM - 1 L.

- VIHCTpYKUMS Mo NpuMeHeHuto - 1 wr.

KomnnekT 3:

- TecT-KacceTa-1wr.

- Tpobupka-kanensHuya ¢ bP (2 mn) - 1 wwr.

- Mnnetkn megnunHCKne nonumepHsle MuHuMepg no TY 32.50.50-028-29508133-2019:
MvneTkn gns nepeHoca xxugkocten (Mactepa), 0,25 mn (PY Ne P3H 2019/8912) - 1 wr.

“ VIHCTPYKUMSA MO NPUMEHEHMIO - 1 LWT.

KomnnekT 4:

- TecT-KacceTta- 25 L.

- Tpobupka-kanenbHuua ¢ bP (2 mn) - 25 wr.

- [vneTkn meguumHCKMe nonvMepHole MuHuMepg no TY 32.50.50-028-29508133-2019:
MuneTkn gns nepeHoca xugkoctei (Mactepa), 0,25 mn (PY Ne P3H 2019/8912) - 25 .

- Haknelika ans MapKMpoBKM NPo6UPOK-KanenbHuL, - 25 LT,

- VIHCTpYKUMS NO NpuMeHeHnto - 1 .

Mpn 3aKkase MeLUUMHCKOro W3Lenns B KOMMEKT MOCTaBKW MO 3anpocy BKaAblBaeTCA
nacnopT Ha MeaunLMHCKOe n3aenue.

Komnnekt 1 paccuMtaH Ha wuccnegoBaHve 1 obpasua, KOMMIEKT 2 paccuuTaH Ha
nccnepoBaHve 25 06pasLoB, KOMMIEKT 3 paccuMTaH Ha uccnefoBaHve 1 obpasua, KOMNeKT 4
paccumTaH Ha uccnefosaHvie 25 06pasLoB.

OCHOBHBbIE XAPAKTEPUCTUKN MEAVNUNHCKOI' O N3AENTNA

MpuHUMN fencTBus

VIMMyHOXpomMaTorpagmyecknini - aKcnpecc-aHanm3. HaHeceHHas npoba MurpupyeT no
MemMbpaHe 13 HUTpaTa Lie/IH/103bl, MOKPbLITON 3axXBaTbIBAOLLVIM PeareHTOoM.

Mpoba NpoxoamuT Yepe3 MOrnoLLaroLLee YCTPONCTBO, KOHBIOraT MEUYEHHbIX KpacuTesiem
aHTUTen (MOHOK/IOHa/IbHbIE MbILMHbIE aHTUTeNa K 6eflky KpOBM YenoBeka reMornobuHy c
4acTMLaMu KOJIJIONGHOIO 30/10Ta) CBA3bIBAET reMor/siobuH u3 mccnegyemoro obpasua, obpasys
KOMINJIEKC aHTUTEN0-aHTUTEH.

STOT MMMYHHbIA KOMMMEKC MUrpUpyeT Mo MembpaHe W, NMpu HanuumMm B obpasle Kana
reMorniobvHa, OH CBA3bIBAETCH C aHTUTeNaMy K reMorsiobvHy (MOHOK/IOHa/IbHble MbILLNHbIE
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aHTUTeNa K remMorniobrHy 4YesioBeka) B pPeakLUMOHHOM 30He M 06pa3yeT LBETHYIO NIMHUIO B
TECTOBOW 30He «T». LIBeTHas NIMHUA B TeCTOBOM 30He «T» yKa3blBaeT Ha MOSIOXMTE/bHbIN
pe3ynbTaT 3KCMPecc-TecTa, ee OTCYTCTBME - Ha OTPULATE/bHbINA.

HecBs3aHHble KOMMOHEHTbI MPOALO/MKAIOT ABVMXKEHME MO MemOpaHe W CBS3bIBAOTCS B
KOHTPO/IbHOMN 30HE «C» (a)MHHOOUMLLEHHbIE aHTUTENA KO3bl K 1gG MbiLLK), 06pasys BUANMYHO
OKpAaLLEHHYHO IMHUIO. LIBETHAs IMHNSA B KOHTPO/bHOM 30He «C» SBNAETCA NoKasaTenem Toro, 4to
npoueaypa aHanmsa BbINOSHEHA BEPHO, NMPO6bLI HAHECEHbI B HY)XKHOM 06beMe W pacnpejeneHbl

npaBu/bHO.

OnucaHne KOMMNOHEHTOB, BXoAALWMX B coctas MU

CocTaB
TecT-nonocka

Mpobupka-kanensHuua ¢ P (2
M)

MMUNeTKn MeanumnHCKMe
nonvmMepHole MuHuMeg no TY
32.50.50-028-29508133-2019:
MuneTkn ana nepeHoca
xungkoctein (Mactepa), 0,25 mn
(PYNeP3H 2019/8912)
Hakneiika /151 MapK1poBKM
NPO6UPOK-KaneibHUL,
TecT-KacceTa

OnucaHune
MHorocnonHas MOS0CKa, NMeroLas  YTO/LLEHHbIE
NaMUHMPOBAHHbIE  KOHUbl W CPEfHIOH  OTKPbITYHO

aHa/IMTUYECKYHO 30HY
MpobunpkKa-KanenbHULa C 3aBUHUYMBAOLLIENCS KPbILLKOWA-
annjMkaTopoM C pe3bboint ana cbopa aHaIU3MPyemoro
obpasya, cogepxauwas 2 Mn  OytepHoro pacteopa
(npo3payHas 6ecupeTHas XNAKOCTb)

Munetkn meguumHckme nonumepHole MuHuMepg no TY
32.50.50-028-29508133-2019. 1 TIuneTkn gns nepeHoca
xupakoctein (Mactepa). O6bEM nunetkn 0,25 mn. PY Ne
P3H 2019/8912, nponssoactea OO0 «MuHuMepy», Poccus

MpsAMoOyronbHasi 9TUKETKA Ha KNeeBO OCHOBe ANS
MapKMPOBKU NPO6MPOK-KanenbHUL

KoHTeliHep M3 nnacTuka C Kpyr/ibIM OTBEPCTUEM ANS
BHECEHWSI aHa/IM3MPYeMOro 06pasuia U ¢ NPSIMOYTo/bHbIM
ANs aHAINTUYECKOIA 30HbI

Mwukponpobupka OfiHopa3oBas NIacTMKoBas MUKPONPobUpKa ANs peakumm
MoacTaBka nog, MoacTaBKa Nof MUKPONPOOUPKK Ha 25 sueek
MUKPONPOBMpKH

AHANVUTNYECKNE N ANATHOCTUNYECKUWE XAPAKTEPUCTUKN

AHannTnyeckas 4YyBCTBUTENILHOCTL (Mopor obHapy»eHuns) - 30 Hr/mh.

YyBCTBMUTENbHOCTb 3KCMpPEecc-TecTa ONpeaenseTca no KOHTPoAbHOM naHenn «COMM-FOB-
18» (®PIrBHY ®UL, ®TM, Poccus) Kak NPOLEHTHOE COOTHOLLEHWE UCTUHHO MOMIOXKMUTENbHbIX
pe3ynibTaToB K CyMME UCTMHHO MOOXUTENBbHBIX U NTIOXXHOOTPULLATENTIbHBIX KNACCUMPULMPOBaHHbIX
pe3ynbtatoB. ObpasLbl C COAep>KaHNeM onpeaenseMoro 6eka remornobuHa B KoHuUeHTpaumm 30
Hr/Mn 1 6onbLue B 100 % cnyyaeB Aat0T MNONOXKUTENbHbINA pe3ynbTar.

Cneym@mrUHOCTb 3KCMpecc-TecTa ONpeaenseTcs no KOHTPobHoM naHenn «COM-FOB-I 8»
(PreHY ®UL, ®TM, Poccusi) Kak MNPOLEHTHOE COOTHOLLUEHME WCTUHHO OTpULAaTeNIbHbIX
pe3ynibTaToB K CyMMe UCTMHHO OTPULLATE/IbHBIX U TOXKHOMONOXUTE/IbHBIX KNacCUPULMPOBaHHbIX
pe3ynbTaTtoB. O6pasubl C cofepXXaHueM onpeaensemMoro 6enka remMorsiobvHa B KOHLEHTpaumm
meHbLUe 30 Hr/mn 100 % cny4aeB JaloT OTpULaTebHbIA pe3ynbTarT.

BHyTpucepuitHas n mexcepuiiHas NOBTOPAeMOCTb pe3ynbTaTtos - 100%.

Bpemsa [oCTUXeHMA YCTOMYMBBLIX TMOKasaTenen Tecta 5-15 MUHYT.
MOJTYYEHHBIA MO UCTeYeHUN 15 MUHYT cunTaTh HeeCTBUTE/IbHBIM.

Pe3ynbTar,
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Bocnpon3BoaMmocTb aHam3a

lMpoBeAeHa oOueHKa pe3y/bTaToOB MOBTOPSAEMOCTM aHaaM3a B [BYX J/labopaTopusix:
NpoBefeHNe  npeaBapuTe/lbHbIX — WUCMbITaHUA B N1abopaTopum  3KCMepUMEHTaIbHOro
MOAENNPOBAHNA W NaToreHesa WHMEKUMOHHbIX 3aboneBaHnii ®UL, ®TM wn nposeaeHne
KMHWYECKMX  ucnblTaHuidi B EN3N  ®ULL  OTM. HecoBnafgeHuii He  BbISB/EHO,
BOCMpPOU3BOAMMOCTbL - 100%.

Bcero nposefeHo uccnefoaHne 406 06pasuoB, Nofy4veHHbIX 0T 406 NauMeHTOoB, M3 HUX
144 o6pasya OT YC/NOBHO 3[0POBbIX NauMeHToB, 191 obpasel, OT NauMEHTOB C 3ab60/1eBAHNAMM
XKT, B TOM umucne o6pasubl, COAepXaline B MOBbILIEHHOW KOHUEHTpauun ansbymuH (100
mr/mn), 6unupy6uH (50 mkr/mn), modeByto kucnoty (100 mkr/mn), moyeBuHy (600 MKr/mn),
ackop6uHoByto kucnoty (50 mkr/mn), »xeneso (2000 mr/n), raokosy (2000 mkr/mn) n 71 obpasel
C COZepPXKaHVeM CrefyroLmnX XUBOTHbIX 6eKOB reMorsiobuHa B KoHUeHTpauun go 0,1 mr/mn:
KO3WIA remMornobuH, KOpPOBMIA remMornobuH, NoWagnHbIi remMornobuH, KypuHbIA reMornioouH,
CBWHOM remMorno6mH, KpoamUnii reMorniobvH 1 reMornobmH NHAENKMN.

[AnarHocTnyeckme xapakTepucTuKn

[narHoctnyeckas 4yBCTBUTENLHOCTL U3aenunsa: 100 %, (4AW: 100%, 4: 98,09% -100,00%,
C A0BEPUTENIbHOI BEPOATHOCTLIO 95%).

[AnarHoctuyeckas cneympuyHocte m3genusa:  100%, (AW; 98,30% - 100,00%, c
[0BEPUTENbHON BEPOATHOCTLIO 95%).

MepeKkpecTHas peakTUBHOCTb

OTCyTCTBME IOXKHOMOMOXUTENbHBIX MNEPEKPECTHbIX peakuMini  NoATBEPXK4aNoCh  Mpw
nccnefoBaHMM 06pasLoB KIMHUYECKOrO MaTepunana (Kana) CoLepy allmx reMor/iobuH >XMBOTHbIX
B KOHUeHTpauum 4o 0,1 Mr/mA, NpUcyTCTBYIOLMIA B MACHBIX NMPOAYKTaX:

Ko3nin  remornobuH, KoOpoBWiA TeMOrNI00MH, NOLWAAWHbIA  FEMOrN06WH,  KYPUHbIIA
remorsiobvH, CBUHOM reMoriobuH, Kpomymnii reMorfiobuH 1 remornoomH HAENKN.

WccnenoBaHme 06pasLioB, COAepXKaLLMX BbllLeyKa3aHHble BELLeCTBa, CBUAETEIbCTBYET 06
OTCYTCTBMWN NEPEKPECTHON PEaKTUBHOCTMU.

BAnaHue nHTephepmpyowmnx BeLLecTs

[N OUEHKN BVAHUA WHTEPMEPUPYIOLLMX BELLECTB Ha pe3y/bTaTbl aHaimn3a «FOB-
NMBUNAH-NXA», nccnegosannce cnegyroLine aHA0reHHbIE M 3K30reHHbIe BELLeCTBa:

9H[OreHHbIe BELLEeCTBa:

- anbbymuH (100 mr/mn), 6unmnpybuH (50 mkr/mn), mouyeBas kucnota (100 mkr/mn),
mMoyeBuHa (600 mkr/mn);

9K30reHHbIe BELLeCTBa:

- ackop6buHosas kucnota (50 mkr/mn), xeneso (2000 mr/n), rnoko3a (2000 mkr/mn).

NHTepepeHumnsa He Habmwoganuce nNpu  WUCCMefoBaHUM  06pasLoB, COAepXalimx
BbMMeyKa3aHHbIEe BeLLeCTBa.

MEPbI NMPEAOCTOPOXHOCTU

MoTeHUManbHbIA pUCK NPUMeHeHWst n3aenms - Knacc 26 (Mpukas MuH3gpasa Poccum Ne 4H
ot 06.06.2012 r.).

Mepbl NPeAoCTOPOXHOCTY NpK paboTe ¢ HAbopoM - Co6t0AeHME NPaBuU «HCTPYKLUUN MO
mepam NpoguNaKTUKK pacnpocTpaHeHUs NHDEKLNOHHbLIX 3aboneBaHuUiA Npy paboTe B KINMHUKO-
AMarHOCTUYeCKMX  flabopaTopusix  N1e4ebHO-NPOUNAKTUYECKUX  yupexaeHuin»  (YTB.
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MwuH3gpasom CCCP 17 auBapsa 1991 r.), FOCT P 52905-2007 (MCO 15190:2003) «J1abopatopun
mMeauumHcKne. TpebosaHus 6esonacHocT» 1 CaHlMuH 3.3686-21.

He wucnonb3oBaTb TecT-KacceTy W TeCT-MOMOCKY W3 MOBPEXAEHHOW WHAMBUAYaA/IbHON
YMaKoBKMU.

He wcnonb3oBaTb u3genune, ecnm Obinn  HapyLleHbl YCM0BMA TPaHCMOPTMPOBAHUSA W
XpaHeHwus.

Mpu pabote ¢ Habopom crefyeT HageBaTb OLHOPA30Bble PE3VHOBbIE WAN HUTPW/IOBbLIE
nepuyaTtku, TakK KakK uccnefyemble 00pasubl CrefyeT paccMaTpmBatb KakK MOTeHLMasbHO
NHMULMPOBaHHbIE, CNOCO6HbLIE COAEPXKaTb Nt0Oble BO3OYANTENN UHDEKLMN.

MepcoHasn, paboTaroWmnin ¢ U3LeNMAMN, OO/MKEH ObITb MPOUHCTPYKTUPOBAH MO OXpaHe
TpyZa B COOTBETCTBUM C AeMCTBYIOLLMMUW Ha NPeSnpUATUN-U3rOTOBUTENE NpaBuiamMu.

Heobxo4umo npoBepsaTb faTy UCTeYeHWS CPOKa rOAHOCTM U LieIOCTHOCTb NHAMBUAYA/IbHOM
YNakoBKM KOMMOHEHTOB MEAMUMHCKOIO W3fenus nepej  WUCMonb30BaHWEM.  3anpeLaeTtcs
1CMO0/b30BaTh MO UCTEYEHWM CPOKa FOAHOCTK, a TaKkXKe B C/lyyae NMOBPEXAeHHOM YNaKOBKU.

BHumaHwme!

[aHHbIA Habop 06ecneyunT MpaBW/bHBIA pe3ynbTaT TONbKO B C/lyYae HEYKOCHUTENbHOro
CO6/0AEHNSA MHCTPYKLMM NO NMPUMEHEHWIO.

YKazaHue Ha He06X0AMMOCTb CreyyranibHbIX Mep NPeLOCTOPOXKHOCTU Mpu
YTUAU3aLNM NN YHUYUTOXEHUN

Mcnonb3oBaHHblE M34enns OTHOCATCA K OTX0f4am Knacca b v ytunmsupyrotcs B
COOTBETCTBUYU C TpeboBaHnAMY CaHlMnH 2.1.3684-21.

Heuncnonb30BaHHbIE U34S OTHOCATCA K 0TXOZaM Kracca b B ciyyae HEBO3MOXHOCTM
MpYMeHeHNs (MCTeYeHMe CpoKa rOAHOCTM, MOBPEXAEeHWe YMNakoBKW, HapyLUeHVe YC0BUiA
XpaHeHUs W/ Wan TPaHCMOPTUPOBaHWUA) YTUAN3UPYIOTCA B COOTBETCTBUM C TpPebOBaHUAMU
CaHllunH 2.1.3684-21.

YTUnnsaumo Unu YHUUTOXeHWe, Ae3NHMEKLMIO IKCMPECC-TECTOB CNefyeT MPOBOAUTL B
cootBetcTBMM ¢ CaHlnH 2,1.3684-21 wn MY 287-113. ¥YTunmsauus npoBOAMTCA
cneumann3npoBaHHbIMU OpPraHn3aumaMu, KOTOpble UMEHOT NNLEH3UK0 Ha MpaBo YTUAn3auum
MeMLMHCKMX OTXOL0B.

YTunusaumm fo/mkHa NoAnexxarb BCS YNakoBKa, B TOM YMC/ie U TpaHcnopTHas. MepcoHan,
OCYLLECTBNAIOWMNIA  YHUUTOXKEHNE U3AENUIA, [O0/MKEH Co6MoAaTh npasuia 6e30nacHOCTU
MPOBeAeHNS TOro UM UHOMO Croco6a YHUUTOXEHMS.

OKOM0rMYecKme N PU3NYECKME PUCKU

Mpn cobnogeHN MeTOA0B  YTUAM3ALMKM  3KOSIOTUYECKME W (PU3NYECKME  PUCKU
OTCYTCTBYIOT.

METOAbI MPUMEHEHWNA

MaTtepuanbl, Tpebyrowmeca 1A MPOBeAeHUSA aHan3a, HO He Ccofeprkallnecs B
KOMMeKTe

- XONoANNbHUK ObITOBOIA;

- Taiimep;

- CpeAcTBa UHAMBMAYa/IbHON 3alUMTbl: MacKu, PecrnupaTopbl, OAHOPA30Bble /ATEKCHbIE
(pe3nHOBbIE) NepyaTKu, XanaT, 3aUTHBIA 3KPaH 418 nua Un O4KY;

- KOHTeHep a1 cbopa 06pasLos;

- KOHTeNHep A/15 6MoN0rnyYecKnX 0TX0L0B;
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- AE3NH(ULMPYIOLLME CPEeLCTBa, KPOME X/TOPCOLEePXKaLLIMX.

Mpwn 3a6ope AMarHOCTUYECKOro Matepuana MeauuMHCKUA paboTHUK LO/MKeH cOobMoaaTh
npasuia TeEXHNKN 6e30NacHOCTK, BKKOYasA UCMO/b30BaHNe CPeACTB HANBUAYA/IbHOM 3aLUMTbI.

[Jonyckaetcsa ncnonb3oBaHve aBTOMaTUYECKMX [103aTOPOB.

Vccnepyemble obpasypl

Martepuanom uccnefoBaHua ABNSETCA GMONOrMYECKUA MaTepuan - Kas YesioBeka.

[na nposefeHna uccnegosaHns Heobxoanmo 50-100 mr TBépgoro mnv 100 MK XXUAKOro
Kana. [nsa Kaxpgoro obpasua Kana cnefyer 1UCnonb3oBaTh OTAEbHYH NPOBUPKY-KanebHULY C
BP (2 mn). O6pasLbl Kasia peKOMeHAyeTcs 0ToMpaTh C UCMO/b30BAHWEM O4HOPA30BbIX MepyaToK
B CYXOW YMCTbI KOHTEHeP.

AHanuns creflyeT NpoBOAMTbL Cpasy e nocne cbopa obpasua Kana yenoseka. Ecin obpasel
He MOABEPratoT HeMeA/eHHOMY WCMbITaHUIO, ero [OMyCKaeTCcA XpaHWTb MNpuM  KOMHaTHOM
TemnepaType He 6onee 6 4acos, Npu TemnepaType OT +2° A0 +8 °C He 6onee 72 vacos, npwu
Temnepatype -20° C He 6onee 2 Hepenb. JlonyckaeTcs OLHOKpPATHOE 3amOpaXkuMBaHue U
pasmopaxusaHue 00pa3suoB. epes NpoBefeHVEM aHan3a [aiTe 3aMOPOXEHHOMY 06pasuy
NPOrpeTbCst 40 KOMHATHOWN TemnepaTypbl.

Wccnepyemblin o6paseL, MOXET 6bITb NosTyyYeH B Nt060e BpeMs CYTOK. [NoanepxaHune neTbl
rnepeg TeCTMpOBaHMEM He TpebyeTcs.

C6op wuccnefyemMoro marepuana OCYLWeCTBATb B COOTBeTCTBMM ¢ MY 4.2.2039-05.
«MeTofbl KOHTpONA. Bbuonornyeckre v MUKpOOMONOrMyeckme (akTopbl. TexHWka cbopa u
TPaHCMoOPTUPOBKN Buomateprasna B MMKPOOMONOrnyeckne nabopaTopum.

Bce 06pasubl cunTaTh NOTEHLMATILHO MHPULMPOBAHHBIMMU.

HenpaBunbHble cbop, 06paboTka WM TPaHCMOPTUPOBKA 06pasyoB MOrYT MPUBECTU K
NOXHOOTPULLATENILHOMY pe3y/bTaTy.

lMoaroTtoBka K TeCTMPOBaHMUIO

BHuMmaHue! TwaTensHoe cOOMOAEHME OMUCAHHbIX HUXKe Tpe6oBaHWn MNO3BONNT
N36e>KaTb NCKaXKEHNS pe3y/ibTaToB.

Henb3d MCNosb30BaTb KOMMOHEHTbI U3 aHa/IOMMYHbIX 3KCNPEecc-TeCTOB APYrux (upm-
NPOM3BOAUTENEN.

Mepen npoBefeHVEM aHaIn3a KOMMOHEHTbI 3KCMpecc-TecTa CNeAyeT BblAepXKaTb Mnpu
KOMHaTHoI Temnepatype (o1 +18°C go +25“C) B TeueHue 30 MUHYT O BCKPbITUS.

Bce KOMNOHEHTBI 3KCMPecc-TecTa roToBbl K MPUMEHEHNIO.

OTKpbITb NPo6UpKY-KanenbHuyy ¢ BP (2 mn). C MOMOLLbK KPbILWKK-KanebHULbl Co
CTepXXHeM A58 cbopa obpasuia cobpaTb Kas nMyTeM MOTPY>KEHWUA Pe3HOro KOHYMKa B TPU pasHble
TOYKMN Mccnenyemoro obpasua. MomMecTuTb CTpeXxXeHb 06paTHO B NPOOMPKY-KanenbHuuy ¢ bP (2
M), MI0THO 3aBUHTUTL KPbILKY-KanenbHuLy. BCTpaxHYyTb NpobupKy-kanensHuuy ¢ BP (2 mn)
Tak, YTOObI Kasl XOpoLo nepemeLuasncs ¢ 6ygepHbiM pactBopom (PUCyHOK 1).

Mpn HEeBO3MOXXHOCTM 3abopa obpaslia Kasia C MOMOLLbHO CTEPXHA BBUAY €ro XWAKOro
COCTOSIHMA BOCMO/b30BaTbCA MUNETKOM Ana nepeHoca xwuakocTen (Mactepa). Cnefyet Takxke
cobpaTtb O6pasel, C Tpex pasHblX To4yeK. [MOMEeCTUTb COAePXMMOEe MUMETKU NS nepeHoca
Xugkocteid (Mactepa) B MpPoOMpKy-kanenbHUWY ¢ BP (2 Mn) NAOTHO 3aBUHTUTL KPbILKY-
KanenbHuuy. BCTpsiXHYTb NpobupKy-KanenbHUUy ¢ BP (2 mMn) Tak, 4TOObl Kaji XOpOLUO
nepemeLuasncs ¢ 6ydepHbIM pacTBOPOM (PUCYHOK 2).
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PucyHok 1. NoaroToBka uccnegyemoro PucyHok 2. lNoaroToBka muccnegyemoro
06pasua K TeCTMpOBaHUIO o6pasLa K TeCTMpoBaHMIO (B C/lyyae XXMUAKOro
COCTOSAHWSA)
Mpy MCNoMb30BaHUM KOMIMJIEKTA 2 U KOMMJIEKTa 4 OKNeUTb MPO6UPKY-KanenbHUUY C

nccnefyembiM 00pasLoOM  Haknelikod Ans MapKUPOBKM NPOGMPOK-KanenbHWL, W HanucaTb
®LO/Homep naumeHTa.

Mpouenypa TecTpoBaHUA

[na komnnekTa 11 KomnnekTa 2 (TecT-Mnosiocka)

BckpoliTe ynakoBKy TeCT-MosIoCKu, paspbiBast ee BAO/b Npopesn. 3BneknTe v nonoxunte
TECT-MO0JIOCKY Ha CYXYHO FOPU3OHTA/IbHYHO MOBEPXHOCTb.

OTnomMuTe MM OTPEXbTE KOHUYMK KPbILWKW MPOGUPKU-KanenbHUubl ¢ BP (2 mn) ¢
uccnesyemolm ob6pasuom. BHecute 8-10 kanens (500 MKs) TecTMpyeMol CMecu B
MWUKPONPOBMPKY.

Bo3bMuUTE TECT-NOMOCKY Y ONYCTUTE €e B MUKPOMPOBUPKY «CTPenKamu BHU3» (PUCYHOK 3).

3anyctuTe Taimvep.

OueHuTe pesynbTar peakummn BU3yasibHO Yepes 5 MUHYT. He MHTepnpeTnpoBath pesy nbTaThl
nosgHee 15 MUHYT noc/ie BHECEHUS MPOObL.

Mpumeyanne: MPU WUCNOMb30BaHUM KOMMEKTa 2 BOCMOMb3YNTeCh MOACTaBKOW MNOA
MUKPONPOBUPKN.

[na komnnekta 3 1 KomnnekTa 4 (TecT-KacceTa)

BCKpoliTe ynakoBKy TeCT-KacCeTbl, pa3pbiBasi ee BAO/b Npope3n. V3BekuTe 1 noioxute
TECT-KaCCeTy Ha CyXYH ropu30HTa/IbHYO MOBEPXHOCTb.

OTnommnTe NN OTPEXbTE KOHUYMK KPbILLKK NPOBGUPKU-KanenbHUUbl ¢ BP ¢ nccnegyembiv
ob6pasuom. BHecute 2 Kanam (80 MK) TeCTUPYeMOM CMeCK B lYHKY ANns obpaslia TeCT-KacCeTbl,
NMPOMapKMPOBaHHYHO 3HAKOM «8» (PUCYHOK 4).

3anycTuTe Tanmep.

OueHuTe pe3ynbTaT peakLun BU3yasibHo Yepes 5 MUHYT. He nHTepnpeTupoBarth pesyibtaTbl
nosgHee 15 MUHYT Moc/e BHeCEHNSA NPOObI.
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PucyHok 2, lNposeaeHne
TecTUpoBaHuA 4N KomnnekTa 1
1 KomnekTa 2 (TecT-MnosiocKa)
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PucyHok 3. lNpoBeaeHne TeCTUPOBaHWA ANg
KomnnekTa 3 1 KomnnekTa 4 (TecT-KacceTa)

YUeT 1 nHTepnpeTaumsa pesynbTatoB
NHTEHCMBHOCTb OKpAacKW fIMHWUIA MOXET MEHSATbCA B 3aBMCMMOCTM OT KOHLEHTpauuu
CKPbITON KpoBW (remMornobuHa) B nccnefyeMom obpasLe.

Tabnuua 2. IHTepnpeTaums pe3ynbTaTtoB 415 KOMMIeKTa 11 KOMMeKTa 2

OTpuuaTenbHblii pe3ynbTar:

BbisiBNneHMe B TECTOBOI 30HE TECT-NOMOCKM
TOMbKO  OLHOM  /IMHUM  Ha  YPOBHe
MapKMpoBKN  «C»  (KOHTPO/SibHas  30HA)
CBUAETENbCTBYET 06  OTpuUaTe/ilbHOM
pesy/bTaTe aHaaM3a, 3TO 03Ha4aeT, 4To B
aHa/mM3mMpyemomMm  obpasule  KOHLeHTpaums
remornobvHa (CKpbITO  KpPOBM)  HMXKE
MOPOroBOr0 3Ha4YeHUs WAN  OTCYTCTBYeT

(puc. 1).
TERDA KOFOBABIA

Puc. 1. OTpuuaTenbHblil pesynbTar.

MonoXuTeNnbHbIA pe3ynbTar:

BbIsiBNeHMe B TeCTOBOW 30He TeCT-KacceTbl Ha
YPOBHE MapKMpPOBOK «T» (TecToBas 30Ha) U C

(KOHTpO/bHas 30Ha) ABYX NNHWNA
CBUIETENbCTBYET 0 MOMOXUTENIBHOM
pesynbTate aHamM3a, 3TO 03Ha4yaeT, 4TO B
aHamsMpyemom  obpasue  npucyTCTBYeET

remorsio6uH (CKpbITas KPOBb) B KOHLEHTpaLMK
PaBHOM UK BblILLie NOPOroBoi (puc.2).
ERAGY pO- KHMTOBABDA
E1 1

ri 1 A IffMALNWT; N

Puc.2. MonoXutenbHbIA pesynbTar.

HepnencTBUTENbHbIN pe3ynbTaT:
OTCyTCTBME B KOHTPO/IbHO 30HE TECT-NOMOCKN IMHUN Ha YPOBHE MapKUPOBKM «Cx», faxe npu
Ha/IM4YMK NIMHUN B TECTOBOW 30HE «T» CBUAETENbCTBYET 06 OLWMOKe TecTMpoBaHus. Cnegyet
MPOBeCTV NOBTOPHOE OMNpefeneHne C UCMoNb30BaHWEM APYTOi TeCT-NOM0CKM (puc.3).

TERDA =02 @IFB@%%IDA

rl

Puc.3. HepeiicTBUTENbHbIN pe3ynbTar.
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Tabnuua 3. IHTepnpeTaLys pe3ynbTaToB KOMNAeKTa 3 U KomnniekTa 4

MonoXkuTenbHbIN

OTpuuaTtenbHbIii

HegencTBuTeNbHbIM

pe3ynbTar: pesynbTaT: pe3ynbTar:
"eMOrfI06MH (CKpbITas KPoBb)  "'eMorno6bmH (ckpbiTass  OTCYTCTBME KOHTPONMbHOM «C»
B Kase OOHapy>eH, npy KpoBb) B  Kale  He MofioCbl BHE 3aBUCMMOCTM OT
BbIAB/IEGHUN  [BYX  MONOC OOGHapYy>XeH, npyv HaMumMg WM OTCYTCTBUSA
(KOHTPObHOW «C» W BbISBMIEHWN TONMbKO OAHOW TecToBOM «T» MOMOCHI O3HAYaET,
TECToBOM «T») Monocsl (KOHTPO/MIbHOM  YTO TECTUPOBAHWME BbLUOMHEHO
«C») HenpaBWbHO.
Heobxoanmo MOBTOPUTH
TecTMpoBaHue C
MCMO/Mb30BaHMEM HOBOM  TeCT-
KacceTbl.

OTpuuatenbHbld pesynbTaT TeCTUPOBaHUA YKa3blBaeT Ha OTCYTCTBME remoriiobuHa B
uccnesyeMon npobe UM HaMUMe B KOHLEHTPALMUM HUKe nopora obHapy»eHus (Hopma), HO He
MCK/HOYaeT Halmume remornobrHa (CKpbITOn KpoBKM) B Kane, TaK Kak uccnefoBaHne Morio 6biTb
MPOBEAEHO [0 WM MOC/e aKTUBHOIO BblAeNeHNs reMornobumHa.

MMONOXMTENbHLIN pe3y/bTaT TECTUPOBAaHWS YKasblBaeT Ha HajMume remMornobuHa B
nccnegyemoin npobe. PesynbTaT ABNSeTCA MpeABapuTenbHbIM, MOCNe HEOOXOAMMO MPOBOAUTH
nccnefoBaHne anbTepPHATMBHLIM METOLOM, AMarH03 CTaBUTCA Ha OCHOBaHWM  K/IMHWUYECKON
KapTWHbI BpayoM.

JTIOXXHOMONOXWTENIbHBIN U NTOXHOOTPULATENbHBIN  pe3ynbTaTbl TECTUPOBAHUA MOTyT
ABNATLCA  CMEACTBMEM HenpaBWIbHO 3abopa Mmartepvana A1 UCCNefOBaHUSs WU ero
HeHa/1exallero XpaHeHus.

KOHTponb KayecTBa

«FOB-UMBUAH-NXA» coaep>X1T BHYTPEHHWIA KOHTPO/b KauecTBa (KOHTPO/IbHas NMNHWS
«C»). TlosiBNEeHNe OKpalLeHHOW KOHTPOSIbHOW IMHUU «Cx», CNY>XUT BHYTPEHHWM KOHTPONEM
npouesypbl, NOATBEPXKAAIOWMM  [OCTATOYHbIA 06bemM ob6pa3ua, YAOBMETBOPUTE/IbHOE
MeM6bpaHHOe 3aTeKaHue W MpaBW/IbHYH TEXHWLCY BbIMOSIHEHWUA Mpouenyp aHanmsa. B cnydae
OTCYTCTBUA KOHTPO/IbHOMW JIMHUW Pe3y/ibTaTbl aHa/n3a CUUTAtOTCH HeAeNCTBUTEIbHBIMU.

OrpaHu4eHNs 1 BO3MOXKHbIE PUCKU

TonbKO AN AMarHoCTUKK in vitro.
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JKCnpecc-TeCT NpeAHasHaveH 418 UCCMeA0BaHNA TOMLKO GMONOrnyeckmx 0bpasLoB Kana
YesioBEKa.

JKcnpecc-TeCT 06ecneyvnBaeT TO/IbKO Ka4eCTBEHHOE onpefenieHne reMoriobuHa (CKpbITOM
KpOBM) B 06pasLe Kasia YesioBeka.

PesynbTaT aHanuM3a npeaBapuTenieH M He [O/MDKEH paccMaTpuBaTbCA Kak efMHCTBEHHOe
OCHOBaHWe /1 MOCTaHOBKW [MarHosa u nedyeHusd. KnnHuyeckas Tepanus nauveHTOB LO/DKHA
MPOBOAUTLCA C YH4ETOM CUMMTOMATUKK, UCTOPUN 60NE3HN, pe3y/ibTaToB APYrnx 1abopaTtopHbIX 1
WHCTPYMEHTa/IbHbIX aHa/IM30B, 3htheKTa IeYeHNs 1 aNUAEMUOIOrMYECKON MH(OPMALUN.

OTpuuaTensHbIi pe3ynbTaT TeCTUPOBAHWSA YKasblBaeT Ha OTCYTCTBME TeMorsiobuHa B
nccneayemoin npobe UM Hanmume B KOHLEHTPaL MM HKe nopora o6Hapy>eHus (Hopma), HO He
WCKNIOYaEeT Hanmumne reMorniobmHa (CKpbITON KPOBK) B Kasle, Tak Kak MccnefoBaHne Morio 6biTb
NMPOBeAEHO A0 UK MOC/e aKTUBHOTO BbLLENEHUS remMoriobunHa.

JToXXHOOTpULATENbHBIA  pe3ynbTaT TeCTUPOBaHUSA MOXET — SBNATbCA  CNeACTBUEM
HenpaswW/IbHO 3abopa martepuana /19 UCCefoBaHNs UM ero HEHAL1eXaLLero XpaHeHus.

MoNoXNUTeNbHLIA pe3ynbTaT TeCTUPOBaHMS YKa3blBaeT Ha Haanyme remornobvHa B
nccnegyemoin npobe. PesynbTaT SiBNAETCA NpeABapuUTe/ibHbIM, MOCAe HEOOXOAMMO NPOBOAUTH
nccnefoBaHve anbTepHaTVBHLIM METOLOM, [AMarHo3 CTaBMTCS Ha OCHOBaHWW K/IMHWYECKON
KapTUHbI BPayoM.

JTOXHONONOXWTENbHBIA  pe3ynbTaT TeCcTUPOBaHUSA MOXET  ABMATLCA  CNELCTBMEM
HenpasW/bHO 3ab0pa MaTepuana 411 UccnefoBaHns UK ero HeHaL1eXallero XpaHeHus.

BHumaHwe!

[aHHoe un3genvie obecrneymBaeT KOPPEKTHYH paboTy (Hasmume KOHTPONbHOW NUHWUM) B
C/ly4ae HeyKOCHUTE/IbHOTO COBNI0AEHNSA MHCTPYKLUN MO NMPUMEHEHNIO.

CPOK rogHocCcTH

CpoK rogHocTv Habopa - 24 Mecsla ¢ MOMEHTa BbiMyCcKa NPeanpusTUEM-U3rOTOBUTENEM.
Habop ¢ NCTEKLLIMM CPOKOM FOAHOCTW NMPUMEHEHNIO HE MOAMEXNT.

XPAHEHWE N TPAHCIOPTPOBAHWE

3amopaxueaHue He gonyckaerca!

3penve XpaHUTCA B yNakoBKe MpeanpuATUa-U3roToBUTENA NpU TemnepaTtype oT +2° Ao
-+30° C B Te4eHMe BCEro cpoka rogHocTu. JonyckaeTca XpaHeHne n3genvsa npu temneparype ot
+2° po +8° C B X0Nnogu/ibHbIX Kamepax WM B XONOAWNbHUKaxX, 06ecnevymBaroLmnx
pernameHTVPOBaHHbIA TeMMEePaTypPHbIA PEXUM C eXeLHEBHOW peructpauuein Temnepatypsbl.
3genvs B ynakoBKe U3roTOBUTENA XPaHUTCA Ha CKnajax.

lMocne BCKPbITUSA YNaKOBOK HENCMO/b30BaHHbIe TECT-MOIOCKMN M TECT-KacCeTbl JOMYCKaeTCA
XpaHUTb Npun Temnepatype ot +15° o +30° C He 60/1ee 4 YacoB, HEMCMO/Ib30BaHHbIE NPOOUPKK-
KanenbHWUbl ¢ BP (2 M) gonyckaeTca XpaHuUTb nNpu Temnepatype oT +2° o +30° C B TeyeHue
BCero Cpoka rofHoCTw.

TpaHcrnopTnpoBaHue

TpaHCnopTMpOBaHWeE 3KCMpecc-TecToB - Npu Temnepatype o1 +2°C pgo +30°C, Bcex BUAOB
B KPbITbIX TPAHCMOPTHbLIX CPeACTBax B COOTBETCTBMU C MpaBuiamy NepeBo30K, AeNCTBYHOLWUMU
Ha TpaHCnopTe A4aHHOro B1aa. JonycKaeTca TpaHCNOPTUPOBKaA U3AENWIA Npu TemnepaTtype oT +2°
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fo +8 °C B XOnogwibHbIX KaMepax WAM B XONOAWIbHMKAX, 06ecneumBatoLLmnx
pernamMmeHTUPOBaHHbIV TeMMepPaTypPHbIV PEXXUM C eXXeaHEBHOI perucTpaLmei TemnepaTypbl.

OKCMpecc-TeCTbl  XPaHMBLUMEC M TPAHCMOPTUPOBAaBLUMECS € HapyLLUeHWeM
pernamMeHTMpPYeMoro pexvma, NpUMEHEHUIO He MO/Iexar.

MH®OPMALIMS O MEPBOHAUA/IbHOM BbIMNYCKE 3KCMNYATALMOHHOW
NOKYMEHTALM

BBefeHO BnepBbIe.

FTAPAHTUW MPOU3BOANTENA

MpesnpuaTe-n3roToBMUTENb rapaHTUPYeT COOTBETCTBME 3KCMpecc-TecTa TPebGoBaHWAM
[aHHOW MHCTPYKLUW NpU COB/IOLEHMIN YCIOBUI TPAHCNOPTUPOBAHUSA, XPaHEHNS N MPUMEHEHUS,
YCTaHOB/IEHHbIX HACTOALLEA MHCTPYKLMENA NO NPUMEHEHNIO.

Mo Bonpocam, KacatoLmMmcs KayecTBa 1 obpalleHns Habopa peareHToB «FOB-UMBUAH-
NXA», cnegyeT obpatutbcsd B OOLWWECTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «/MBUAH»
(000 «MMBUAH>»), no agpecy 630554, HoBocmnbupckas 06nacTb, M.p-H HoBoCMOGUPCKMIA, C.N.
BapblILLeBCKMiA cenbCcoBET, € bapblilleBo, yn JIeHuHa, 34, 247, K. 4, nomedl. 1, Ten. 8 (800) 600-90-
77, 8 (383) 209-34-54, info@imbian.ru.

YCNOBUA OTIMYCKA

OTNyCcK MeLUUMHCKOro 1U3aenns NponssoamTcs 6e3 peuenTa.

BUBJTMOTIPA®NYECKIWE CCbIJIKA

1 AN, TPYXAH, amH., npogeccop, B.A. HNKOHEHKO, «AdntdepeHLnansHbii
AMarHo3 KpoBu B CTynie. ToyHoe 06c/eoBaHne — 3a/10r YCMeLHOro ieyeHns». AMOynaTopHas
xupyprus. CraumoHap 3ameLlatowne TexHonoruu, 2016, 3-4 (63-64).

2. Haug v, Hundt S, Brenner H. Quantitative immunochemical fecal occult blood testing
for colorectal adenoma detection: evaluation in the target population of screening and comparison
with qualitative tests. Am J Gastroenterol. 2010 Mar; 105(3): 682-90,

3. Kanpun A.L., CtapuHckuin B.B., Metposa I.B., pea. CocTosiHME OHKOMOTMYECKOWA
nomoLun Hacenennto Poccun B 2018 rogy. M.: MHUOW um. TL.A. lepueHa - dunman ®rby
«HMWL, pagnonorumn» MunHsgpasa Poccun; 2019.

4. HukutuHa A.B., AkmHwuHa HO.A., Huwakosa H.E., AmennHa E.A., MapgaHnsl C.I'.
«MMYHOXPOMATOIPA®UUECKWIN TECT A/19 BbIABNEHA CKPbITON KPOBW B
KANE». K/IMHUNYECKAA JIABOPATOPHAA OVMAITHOCTUKA. 2019; 64(9). DOI:
http://dx.doi.org/10.18821/0869-2084-2019-64-9.CTp. 536-540.

13

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



PACLLUN®PPOBKA CMBOJIOB MAPKNPOBKI MEAVNLUMNHCKOIO
N3OETNA N ETO YTTAKOBKUW

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



sy o

=\ AVITR fl o0 A

‘W, - mn-Tah WA \T" i to.e T
' ' ' j' - emlw RV ow- L — -
LI A Y I A ‘-

IRV ERREVE AR

<Yy i o' - mm; .

cwe0 ! Y
TRV RS

LAY s - e= me-m

T mn’

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

\J

oo s ¥

-m44'n

Y.n*l»'



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

BaHO, MPOHYMEPOBaHO
nevartbHo.
a
<NAMBUAH>»

||k VBaHoB "N



