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1.HA3HAYEHUE

NMonHoe HanMeHOBaHNe MeAULIMHCKOro u3aenus

HaGop peareHToB «3KCMPECC-TECT ANs  MOMYKONUYECTBEHHOTO  OMPEeAeneHns NPOKanbLUMTOHMHA  METoAoM
MMMyHOXpoMaTorpapuyeckoro aHanmsa B CbiBOPOTKe M nnasme kpoeu yenoseka «PAMUO-MpokanbUMToHnH-UXA» ans
AnarHocTuku in vitro, B BapuaHtax ucnonHenusi», no TY 21.20.23-006-44090553-2021, panee no Tekcty — «PAMAO-
MpokanbUUTOHUH-UXAY.

CocTaB MeAULMHCKOro usaenus

«PAMNWO-MpokanbUMToHNH-UXA» BbinyckaeTcs B AByx 6a30BbIx BapUaHTax KOMMeKTaumum:
- Komnnekt Ne1 ¢ TecT-kapTpuakem paccumnTaH Ha uccnegosanve 20 o6pasiios
- Komnnekt Ne2 ¢ TecT-kapTpuaxem paccumTaH Ha uccnegosaHue 50 obpasLos

B coctae «PAMUA-MpokanbunToHMH-UXA» BXOAST crieaytolimne KOMNIeKTyoLme:

MHCTPYKUMA NO NPUMEHEHUIO
MEAVLIMHCKOrO USAENWA ANA AMATHOCTUKM IN VITRO

NPOWU3BOAWTEb: 000 «PAMUA BMO»

Apec MecTa NpoM3BoACTBa:

121205, r. Mockga, TeppUTOPA UHHOBALIMOHHOIO LieHTpa “CKOMKOBO',
Skolkovo yn. Bonbuwoi Gynbaap, 42¢1, odb. 182.
Apec opuaMIeckoro nuija:
670017, Pecny6nuka BypsiTus, 1. Ynaw-Yao, yn. Ceepanosa, A. 13a, ocbuc 4.

Tenechon: +7 495 105 9916
e-mail: info@rapidbio.ru
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2. TexHn4eckve xapakTepucTmkv
20 MuH.

2.1. Bpems gocTinkeHus
YCTOMUMBbIX BUASYamNbHBIX
pesynbTaTos

2.2. OTpuuaTenbHblii KOHTPOMNb MosiBneHue Tonbko KOHTPOMbHOW NinHuK (C)

2.3. MonoXuTenbHbIA KOHTPOMb MosiBneHve ABYX NUHWIA: KOHTPOMNbLHOM MWK (C) 1 TecToBoW NMHUK (T)

2.4, AHanutnyeckas 0,1 Hr/mn*

YyBCTBUTEMNLHOCTL

2.5. AHanuTtuyeckas CopepxaHue obLuero xonectepuHa (12 mmons/n) u remorno6una (150 r/n)

cneLmbuIHOCTL He OKa3bIBAOT BNUSHME Ha pe3ynbTaTtkl Tecta. Copepxatne Gunupy6uHa
meHee 150 MKkMonb/n He okasblBaeT BMMSHME Ha pesynbTaTbl TecTa
2.6. Bocnpou3sBoaumMocTb 100 %

- TecT-kacceTa — 20 wr.
- KoHTponbHas kapta — 20 wr.
- VIHCTpyKUMA no npumMeHeHnto — 1 wwT.

Komnnekr Net:

- TecT-kacceTa — 50 wr.
- KoHTponbHas kapta — 50 wr.
- WMHcTpykums no npuMeHeHumto — 1 wT.

Komnnekr Ne2:

HasHaueHune Habopa

«PAMUNIO-MpokanbunToHMH-MXA» npeaHasHayeH Ans MOMyKONMYECTBEHHOrO OnpefeneHus NpokanbLMTOHWHA B
CbIBOPOTKE 1 Mra3me KPOBM YENOBEKa METOLIOM UMMYHOXPOMATOrpacuieckoro aHanuaa in vitro.

*MpumeyaHue: B Hopme y 390posbix 1todeli KOHUeHMpayusi npokanbyumoHuHa domxHa 6bimes meHee 0,5 Ha/mn.

3.AHAJIMTUYECKUE N ANATHOCTUYECKUE XAPAKTEPUCTUKA

3.1. Bpems nposeaeHus aHanusa

Bpemsi gocTikeHns ycToiumBbIX nokasartenen 20 MuHyT

3.2. AHanuTtuyeckas 4yBCTBUTENLHOCTL

AHanutuyeckas 4yBCTBUTENBHOCTL (MUHUMAMNLHO JOCTOBEPHAs KOHLEHTpauus) coctaenseT 0,1 Hr/mn

3.3. AHanuTMyeckas cneunU4HOCTb

MoBblleHHOe copepxaHue oblero xonectepuHa u remornobuHa (12 mmonb/n M 150 /N COOTBETCTBEHHO) He

«PAMANI-MpokanbUunToHMH-UXA» npegHasHayeH TOMbKO [Ansi OAHOKPATHOro Mpl no Ha: 0 B
NaBopaTopHBIX YCNIOBUSX KBANMULMPOBAHHLIM NEPCOHANOM (BPaYy KIMHUYECKOM NaGopaTopHOM ANarHOCTUKM, MEANLIMHCKIA
nabopaTopHblii TeXHUK/ enbaLep-nabopaHT, MEANLIMHCKMUIA paBoTHUK).

O6nacTb NpMMeHeHUsA MeAULIMHCKOro usaenus

HaGop peareHToB «PAMUO-MpokanbunToHnH-MXA» npefHasHavyeH TONMbKO Ansi OAHOKPATHOrO MPUMEHEHWUs no
Ha3Ha4YeHMIo B NaBoPaTOPHbIX YCHIOBUSIX KBANNMNLMPOBAHHBLIM NEPCOHANOM (BpaY KIMHUYECKOM NabopaTopHON ANarHoCTUKA,
MeAnUMHCKUIA nabopaTopHblii TexHWK/denbawep-nabopaHT, MeaULMHCKUA paBoTHHK).

Ha6op pearentos «PAMA-MpokanbUmToHUH-VIXA» ncnonb3yeTcst Npu BcnoMoraTenbHo nabopaTopHoi AnarHocTuke
1 MOHUTOPUHTE TSXENbIX (hOpM BakTepuanbHbIX MHAEKLIA, Cencuca 1 CenTUYEcKoro LoKa.

MeToz NoCTaHOBKU — PY4HON.

lMoka3aHusa 1 NPOTUBONOKAa3aHMA K NPUMEHEHUIO

«PAMUNI-MpokanbunToHMH-XA» ucnonb3yeTtcs npy BcrioMoratesibHo NlabopaTopHoii AUarHocTUKe Arnst MOHUTOPUHTa
TKENbIX  (hOpM  GakTepuaribHbiX  MHGEKUMIA, Cencuca U CenTUYEeckoro wWoka. PesynbTaThl aHanuaa  AOMKHb
MHTEPNPETUPOBaTLCH B COBOKYMHOCTU C [aHHLIMU APYMAX AWArHOCTUMECKUX MCCIEA0BaHWA M AOCTYNHON KIMHUYECKOM
VHopmaumein.

MpoTnBoONOKa3aHmii 1 No6o4HbIX achdpekToB Npu ncnonbaoBaHun «PATMA-MpokanbLUMTOHUH-UXA» HeT.

Vanenue He MMEeT MEANLIMHCKUX KOMMOHEHTOB, TPeBYIOLLMX CTEpUNU3aLIM.

XapakrepucTuka npokanbUUTOHUHA

MpokanbuutoHuH (MKT) Gbin OoTKPLIT B 1984 T, Kak NPeAWEeCTBEHHMK KanbLMTOHUHA. [MpokanbLUMTOHUH NpeacTaBnseT
co6oii rMUKONPOTENH, CocTosILMIA M3 116 aMmMHOKMCIOT, MonekynspHas macca 14,5 kla. KanbUWTOHWH — NeNTUAHbIA FOPMOH,
CUHTE3MPYEMbIVi MPEMMYLLIECTBEHHO NapadonMKynnspHeIMi C-KneTKamu LMTOBUAHON Xenesbl, a Takke B HeGOMbLIOM
KOMMYECTBE U B APYrUX OpraHax, Hambonee 3amMeTHO — B nerkux. MpoKanbLUMTOHNH MOXET BblpabaTbiBaTbCA Pa3NyHbIMMI
KNeTkamMu 1 OpraHamu focne NPOBOCMANUTENLHOM CTUMYNALMM, B YACTHOCTU KOHTakTe ¢ Gakrepusimu [1]. MoBbieHune
KOHLEHTPALWM NPOKaMbLUMTOHUHA NPOUCXOAUT CrieLMdUUHO Npu GakTepuanbHbIX MHeKLMsX 1 cencuce. Mpu rpubKoBbIX 1
BUPYCHBIX UHDEKLNAX, NPU annepruyeckux 1 ayToUMMYyHHbIX 3aG0NeBaHNsX ypoBEHb NPOKanbUMTOHWHA, Kak NPaBumo, He
MOBbILIAETCS, YTO NO3BOMSET UCMOMBL30BATL ATOT TECT C ANt dEPEHLNaNbHO-AMArHOCTUYECKON LieNbo [2].

YpoBeHb MPOKambUUTOHMHA MOXET CIyXMUTb MokasaTenem JTMOMOMMMU WH(EKLMNA 1 PYKOBOACTBOM ANs MPUHSATUS
pelleHnsi 0 HadHaveHun aHTuBakTepuanbHbix npenapatos. B 2019 rogy BOS3 onybnukoBana [OKYMEHT, NpU3HalOWmin
NPOKaNbLUMTOHNH €ANHCTBEHHBIM MAPKEPOM, PEKOMEH0BaHHbIM B ka4eCTBe BCMOMOraTeNibHOro TecTa Ans peLleHrs Bonpoca
0 HeobBXOAMMOCTU HasHauYeHus aHTUGaKTepuanbHoOW Tepanuu, a Takke MOHUTOpuHra ee addektusHocTn [3]. Mepuoa
NonyBbIBEleHNs NPOKANbLUMTOHMHA CocTaBnsieT 25-35 4acoB, YTO MO3BOMAET GbICTPO OTCNEAUTL CHUKEHUE YPOBHS Mpu
YNyYLWEHUN COCTOSIHUSA NauMeHTa. MIMEHHO NO3TOMY TECT Ha NPOKaNbLUWUTOHWUH B GonbLuen cTeneHn, Hexenn C-peakTUBHbIR
6enok, MoxeT OblTb MCMONb3OBaH ANSi MOHWTOPUPOBAHUS TeueHusi 3aboneBaHnsi M APHEKTUBHOCTU NPOBOAUMON
aHTUGakTepuansbHon Tepanuu [4].

MpokanbLUWUTOHWH NpY HOBOW KOpPOHaBUPYyCcHOMN nHekuun (COVID-19) ¢ nopaxeHnem pecnupaTopHbIX OTAEMNOB Nerkux
HaxoNTCs B npeaenax pediepeHcHbIX 3HaueHuit. MoBbillieHMe NPOKarnbLMTOHNHA CBUAETENLCTBYET O NPUCOEANHEHUM
GakTepuanbHON MHAEKLUN U KOPPENUPYET C TSHKECTBIO TEYEHUS!, PacPOCTPAHEHHOCTLIO BOCMANMUTENbHON UHPUNbTPaLMK U
NPOrHO30M NpW GaKTEPUanbHbIX OCTIOKHEHUSX. AHANM3 Ha NPOKaNbLUWTOHVH B NPUEMHOM NOKOE ABNSETCA AONOMHNTENLHOM
WHopMaumMeil ANs paHHel OLEHKM pucka U UCKNloYeHus GakTepuanbHoii KouHekumn y naumeHtoB ¢ COVID-19.
MccnenoBaHve Ha NpokanbLUMTOHWH BXOAUT B NnabopaTopHbIi MOHUTOPUHT nauueHtoB ¢ COVID-19 co cpeaHeTskenbiM v
TSKESbIM TeYEHMEM U ¢ noao3peHnem Ha COVID-19 [5].

KOHLIEHTPaLs NPOKaMbLUUTOHMHA B CHIBOPOTKE KPOBY 3[0POBLIX Miofiel cocTasnsieT MeHee 0,1 Hr/mn. Mokasatenu ot
0,1 Hr/mMn go 0,5 Hr/Mn CBUAETENLCTBYIOT O NOKANbHOM MHMEKLMOHHOM MPOLIECCE C HU3KOW BEPOSITHOCTBIO CUCTEMHOMN
WHeKUMU. YpoBeHb MpokanbLUWTOHWHa Bbiwe 0,5 Hr/MN cBMAETEenbCTBYeT O BO3MOXHOW CUCTEMHOW GakTepuanbHoi
MHpEKUNM. YPOBEHb MPOKAmNbUMTOHMHA BbIE 2 HI/MA MOXET TPaKTOBAThCS Kak CUCTEMHas BOCManuTenbHasi peakuus,
onocpeoBaHHas CencucoM. 3HaueHNst NPOKanbLUMTOHMHE Bbilwe 10 HI/MI yKkasbiBaloT Ha Pa3BUTIE TSXKENOro cencuca u/unm
CenTu4eckoro Lwoka [6].

OnucaHue U3MepUTENbHbIX XapaKTepPUCTUK U NPorpaMMHoOro oéecneyeHus

He npumennmo.

HaGop peareHTOB «3KCMPECC-TECT AMs  MOMYKONUYECTBEHHOrO  OMPEAENeHNs NPOKaNbLMTOHMHA  MEeTOAoM
MMMyHOXpOMaTOrpachyeckoro aHanuaa B CbIBOPOTKE M Ma3Me KPOBW YENoBeKa» He aBTOMATM3NPOBAH U He COAEPKUT
MPOrPaMMHOTO oBecneyeHus!.

MonynsiunoHHble,
un3genuvsa

B cBS3K € Tem, 4TO YpOBEHb NPOKaNbLWUTOHWHA YBENNYNBAETCS Y HOBOPOXKAEHHBIX, AOCTUrasi MakcuMyMma B nepsble 24-
36 4acoB XW3HM, PEKOMEH/YETCS NPOBOANTL UCCNEN0BaHNE He paHee 4-AHEeBHOro BospacTa.
Knaccudukauma meguumHckoro usgenvs

M3nenme oTHOCUTCA K MEAULIMHCKUM U34ENUAM ANS in Vitro AMarHOCTUKK.

Kog O6Lepoccuiickoro knaccudukatopa npoaykLumn no Buaam SkoHoMuyeckoi aesitenbHoctn OKMA2 — 21.20.23.110.

Knacc NOoTeHUManbHOro pucka mnpuMeHeHns MeauuMHCKOro usgenus B COOTBETCTBUMM C HOMeHKJ'IaTyPHOVI
knaccudukaumeii (no Mpukady Munsgpasa Poccun ot 06.06.2012 N 4H) — 26.

Bua meamumHckoro wmagenmns — 122730 «MpokanbumtoHnH WB[, HaBop, MMMyHoxpomaTorpachuyeckuin aHanms,
3KCIPECC-aHanuay.

2.XAPAKTEPUCTUKA MEOULUMHCKOIO U3OENNA

HanmeHoBaHve nokasarens |

Aemorpadmyeckme  acnekTbl NPUMEHEHUS MeAULIMHCKOro

TMapameTpbl 1 XapaKTepuCTUKK
1. BHELWHWiA BUg

MNacTVKoBbIA KOHTEHEP NPSIMOYroNbHON hOPMbI C ABYMSI OTBEPCTUSIMU, B
KOTOpbIt NOMELLEHa TECT-NoMNocka

1.1. Tect-kacceta

BymaxHbIi GnaHK ¢ LiBETOBOI LUKaNoi Ans onpeeneHnst KoHueHTpauum
NpoKanbunTOHNMHA C rpad)aMM AN yKasaHus MMeHW nauwneHTa, Aathl,
BPEMEHU W pe3ynbTaTa aHanusa paamepom 120+1x75+1 mm

1.2. KoHTponbHas kapTa

ol 0T BNWsIHME Ha TeCTMpOBaHWM 06pa3uoB. [OBbIWEHHbIN GUAMPYOUH B KOHUEHTpauuu Bbiwe 150 Mkmonb/n
3aTpyAHSET CYMTbIBaHWE pe3ynbTaToB U SBMAETCA OrpaHu4YeHnem metoga

3.4. Bocnpou3BoauMocTb
BocnpousBoaumocTs onpeaenexus coctaenset 100%.
3.5. [narHocTu4eckue xapakTepucTuku

Mo pe3ynbTaTam NPOBEAEHHBIX UCMbITAHWUA, YYBCTBUTENBHOCTL U cneumduiHocTe «PAMO-MNpokansuMToHUH-MXA»
COCTaBMsieT: AnarHocTuyeckas YyBcTBUTENbHOCTL 95% (C AOBEPUTENbLHOW BEPOSITHOCTLIO 95%, AOBEpPUTENbHLIA UHTEpBAN
92-96%), AnarHocTudeckas cneumduyHOCTb — He MeHee 95% (C [oBepUTEnbHON BEPOSTHOCTBIO 95%, AOBEPUTENbHBIA
wHTepsan 92-96%).

MpuHUMN pa6oTel TecTa

MeTO,El onpeaeneHnsa OCHOBaH Ha npuHUune VIMMyHOXpOMaTOI’panVHECKOI’O aHanusa, B OCHOBE KOTOpPOro nexurt
BblCOKOCI‘IeLLVId)MHHOe BSaMMOﬂEI:iCTEIAE aHTUreHa ¢ aHTUTenomMm, 4YTo NPUBOAUT K oﬁpasoaanmo WMMYHHOrO KOoMMnnekca.

Mocne TOro, Kak aHanuaupyemas npoﬁa, cogepxaiiass NpokanbUNTOHUH (CbIBOpOTKa unu nnasma Kposu I'IaLlVIeHTE),
Bbina BHeceHa B OKHO ans oGpaaua, OHa BCTynaeT B peakuuto co CI'IeLlVI(bVI‘-leCKMMM MOHOKIOHanNbHbIMW aHTUTENamMu NpoTUB
NpoKanbUMTOHWHA, KOHBIIMMPOBAHHBIMW C YacTUUaMW KOMAOUOHOro 3050Ta, M OKpacky. Obpasc vica
Komnnekc nog ﬂEﬁCTBMEM KanunnsapHbIX cun nepemelaeTcs BAONb TECT-NOMNOCKA. Kor,qa OH NpPOXoAuUT Yepe3 TEeCTOBYIO 30HY
(T), coepxaluyto UMMOBUNM30BaHHbIE HA MOBEPXHOCTU MeMBpaHbl cneuuduyeckue aHTUTena NPoTUB NPOKanbLUTOHWHA,
NPOUCXOANT peakuust ¢ oBpa3oBaHWEM OKPALUEHHOTO «CIHABWUY»-KOMMMEKca: [MMMOGUNN3oBaHHbIe —creyududeckue
aHTUTena) — [NPoKanbUMTOHUH — LBETHOM KOHBIOTaT creuudunyeckux aHtuten)]. Hakonnexue LIBETHOTO KOHbIOraTa npuBoauT
K NOSIBNEHMIO BUAUMON 1N1a30M OKPaLLEHHOV NOmnockl B TeCTOBOW 30He (T) TECT-NOMNOCKN, MHTEHCMBHOCTL KOTOPOW HaNpsiMyto
3aBUCUT OT KOHLEHTPALMM NPOKaNbLMTOHNHA B Npo6e. ECnv npokansLUMTOHWH OTCYTCTBYET B 06pasLiax unm ero KOHUEHTpaumus
HWXe nuMmuTa AeTekunn, To TeCTOBasi NIMHUSA He NoABNAETCS.

KoHTponbHas nuuus (C) cnyxuT Ans npouedypHOro KOHTPONs M [OfKHa BCerga MNosBNsTbCS, NoaTBepkAas
NPaBUNbHOCTb NPOBEAEHUSA NPoOLieAypbl TECTUPOBAHUS.

OrpaHuyeHne metoaa

«PAMUO-TpokanbUMToHMH-MXA»  nokasbiBaeT NpUCYTCTBME MPOKanbLUMTOHWHA B o6pa3ue, KOTOpoe MOXeT
BapbUPOBATLCS Y NALMEHTOB B PA3NINYHBIX KIMHUYECKUX CATYaLMSX.

TTOBbILLEHHBIVE YPOBEHb MPOKANBLMTOHUHA MOXKET MOSIBASITLCS Y HEKOTOPLIX rPYMM NaLMEHTOB 1 TpeByeT KoHCyNbTaLmm
cneumanucTa:

* HOBOPOX/EHHbIE 10 72 4aCOoB XU3HU (Ch13NONOTMHECKOE MOBLILLIEHUE);

* NepBble [IHM MOCe TSHKENOM TPaBMbl, CEPLE3HOrO XMPYPrUYECKOTO BMeLLATENbCTBa, TAXKENbIX OXKOroB, NeYeHNs ¢
NPUMEHEHNEM aHTUTEN 1 APYIMX NpenapaTos, CTUMYNNPYIOLIMX NPOAYKLMIO NPOBOCMANNTENbHBIX LINTOKNHOB;

* NaLMEeHTbI C OCTPLIMM NPUCTYNaMMU MOMTHUEHOCHO TPEXAHEBHOW NNasMOAUNHOR Manspuu;

* NALMEHTBI C ANUTENbHBIM UMK THKENbIM KaPAMOTEHHBIM LLIOKOM, ANUTEMNbHLIMIA THXENbLIMIA aHOMANNSMMU KPOBOTOKA B
opraHax;

* NaLMeHTLI C MEAYNMSAPHLIM C-KNETOUHBIM PaKOM LUMTOBUAHON Xenesbl.

CnepyeT uHTepnpeTuposaTh pe3ynbtathl «PAML-TpokanbunToHnH-UXA» B coueTaHnm ¢ ApyrMmmn nabopaTtopHbiMi
[iaHHBIMM 1 KIIMHUYECKOM KapTUHON.

4.MEPbI MPEAOCTOPOXHOCTH

Tonbko Ans AnarHocTuk in vitro, Ans npoeccoHanbHOro UCMoNb30BaHUS.

MoTeHuManbHbIA PUCK NPUMEHEHUS MeanLIMHCKoro nsgenus — knacc 26 (Mpukas M3 PP NedH ot 6 mioHst 2012 ).

He AonyckaeTca ncnonb3oBaHne Haﬁopa U ero KOMMOHEHTOB MOCre UCTeYeHUs CpOoKa rogHOCTU UNu Npu Hanuyun
BUAUMbIX JedeKTOB.

He ncnonb3oBatb TecT-KacceTy u3 I'IOBpS)KJ:lSHHOI;i YNaKoBKW.

Bce o6paastibl, B3siTble HAa aHanK3, AOMKHbLI PacCMaTpPUBaTLCS, Kak NOTEHUMANbHO MHMULMPOBAHHLIE N XPAHWUTLCS, Kak
WHMULMPOBaHHbIE areHTbl. MepcoHan, aomkeH GbiTb MHOpMUPOBaH 1 06yyeH npasunam 6e3onacHoro B3sTUs 06pasLoB U
[OMKeH pacnonaratb CpeAcTBamu 3alwmTbl (NepyaTtku, ycTpoiicTea Ans 6esonacHoro c6opa UCMoNb3oBaHHbIX UM U T.N.) B
cooTBeTcTBUM ¢ TpebGosaHusimm MOCT P 52905-2007.

YTunusaumo WM yHUUTOXeHue, AesnHdekumio Habopa peareHtoB «PAMUO-MpokanbunToHnH-UXA» cneagyet
npoeoauTe B cootBetcTBUM C CaHluH 2.1.3684-21 «CaHnuTtapHo-anuaemuonornieckue TpeGoBaHWsi K COAepXaHUi
TEPPUTOPUIA FOPOACKUX U CENbCKUX MOCENeHUN, K BOAHLIM OOBbEKTaM, MUTLEBOW BOAE W NUTLEBOMY BOAOCHAGKEHWO
Hacenexus, aTMDCEbepHDMy BO34yXy, no4sBam, XWnbiM NOMeELLEeHNsAM, 3KcnnayaTauuv npon3soACcTBEHHbIX, OGLLleCTEeHHbIX
MOMELLEHNIA, OpraHn3aLnMn 1 NPOBEAEHWNIO CaHUTapHO-NPOTUBO3NUAEMUYECKUX (NpochunakTuyecknx) meponpustuin' u My
287-113 "MeToaudeckue ykasaHWsi Mo AE3NHbEKUMM, NPEeACTEPUNN3ALIMOHHON OYUCTKE W CTepUnU3auun  13nenuin
MEANLMHCKOro HasHaveHus». OTxoabl knacca b.

5.060PYOOBAHUE U MATEPWUAIJbI, HEOBXOOUMbBIE NMPU PABOTE

PekomeHayemoe 0GopyaoBaHI1e, HEOBXOAUMOE [i1st NPOBE/EHNS aHanu3a:
- CeKyHaomep,

- aBTOMATUYECKNE NUNETKMA C U3MEHSIEMbIM OGBEMOM,

- O[]HOPA30BbIE HAKOHEUHWKM K MANETKaM.

6.AHAJTU3NPYEMBIE OGPA3LbI

B kayecTBe o6pa3lia MCMONL30BaTh CbIBOPOTKY W/UMM Nna3my KPOBM 4YenoBeka He paHee 4-AHEBHOrO BO3pacTa.
CbIBOPOTKY MOMY4aloT MyTeM €CTECTBEHHOrO CBEPTbIBAHUA NMGO C UCMONbL3OBAHNEM aKTMBATOPOB CBEPTLIBAHMUS KPOBM.
HeoaHopoaHas Ui reMonnanpoBaHHas CbIBOPOTKa /UMW Nasma, CoAepXallas kakue-nbo BUAMMBIE BKIIOYEHNS), aHanmu3y
He MoanexuT.

O6pa3Lbl CbIBOPOTKM M/UNK nnasMbl A0 NPOBEAEHWS aHanu3a MOXHO XpaHuTb Npu Temnepatype ot 2°C go 8°C He
Bonee yeTblpex cyTok. [pn HeoBXxoaAMMOCTU XxpaHeHnsi 06pa3LIOB CbIBOPOTKM U/Mnu nnasmbl Gonee 4 AHelt pekomeHayeTcs
pasfenuTb UX Ha anuKBOTbI U XpaHUTL Npu TeMnepaType oT MuHyc 20°C ao muHyc 70 °C. PasmopoxeHHble 06pasubl nepes
MCCEA0BaHNEM HYXHO TwaTenbHO nepemeluatk. Mpu pabote ¢ pa3mMoOpoXeHHbIMM 0BpasLamn criefyeT yunTbIBaTb, YTO
KaXAbll LMKN  OTTaNBaHUS-3aMOPaXWBaHUS MPUBOAUT K Pa3pYLUEHWIO BLISBNSIEMOrO aHanuTa, CHXasi KayecTBO
uccneayemoro matepuana. C Uenbio MofyyeHns [JOCTOBEPHBIX PE3YmbTaToB UCCIENO0BAHUS PEKOMEHAYETCS UCMOMNb30BaTh
TOMBKO OAIHOKPATHOE 3aMOpaXuBaHNe-oTTanBaHe oGpasLos.

«PAMNNAO-MpokanbunToHnH-NXA»

WHCTpykumsi no npumeHexuto. Bepcusi 1.0

Crpanuua 1


http://www.rapidbio.ru/

7.MPOBEAOEHUE AHAJIU3A

Bce peareHTbl, Bxogsiume B coctaB «PAMUO-TpokanbunToHnH-MXA» roToBbl K UCMONb30BaHWIO, U He TpebyoT
cneuunanbHoi NOArOTOBKN.

71. T HOCTbL

TMpoBeaeH1e aHann3a COCTOUT W3 CNIEAYIOLLMX STanoB:

- NofyyeH1e aHanuaupyemoro obpasiia;

- BHECEHME MOArOTOBMEHHOTo 06pa3Lia B OKHO ANs BHeCEeHUs oGpasuia;
- NpoBeAEHNe aHanu3aa;

- yueT pesynbTaTos.

7.2. TMonyueHue o6pa3ua

CBop 06pasLoB KPOBM OCYLLECTBSETCS B NPOGUPKY ANst 0TGOpa ChIBOPOTKW UK NasMbl B COOTBETCTBUE C NPaKTUKON,
MNPUHATON B MEAULMHCKON opraHu3aumun. Mpobbl CbIBOPOTKW W/MNW NNnaambl, KOTOPbIE He NNaHUpYeTCsl aHanuauposaTb B
TeuyeHwe 6 Yacos nocne B3sTUs o6pasLia, cneayeT 3aMopo3nTb U XpaHWTL Npu MUHYC 20°C. C Lenbio NomnyyveHust 4OCTOBEPHbIX
pesynbTaToB UCCNEA0BaHNsS PEKOMEHYETCs UCMOMNb30BaTh TOMLKO OAHOKPATHOE 3aMopaxuBaHue-oTTanBaHue o6pasLos.

AHTUKOAryNsiHTBl (renapuH, SATA, uMTpaT HaTpusl) He BNUSIOT Ha pesynbTaThl aHanu3a. [ns UCKIoYeHus
NOXHONONOXUTENbHBIX Pe3yNbTaToB aHanu3upyemble OGpaSlel FOTOBAT M XPaHAT B YCNOBUAX, UCKNHOYAKOLWMX BO3MOXHOCTb
6akTepuanbHOro NpopocTa. 3anpeLleHo UCMonb30BaTh 06pasLibl C BbIPaXXEHHbIM eMONIU30M, XWUNe3oMm U GaktepuansHbIM
npopoCTOM.

7.3. BHeceHue o6pa3sua B TecT-KacceTy

Mepen Hayanom paboTbl Bce KOMMOHeHTbl Habopa «PAMNA-MpokanbuMTOHMH-UXA» AOMmKHbI GbiTb BbiAepKaHbl Npy
KOMHaTHoOW TemnepaType oT nntoc 20°C go nntoc 25°C B TeyeHne 15 MuH.

HenocpeAcTBeHHO nepes NPOBEAEHMEM WCCNEAOBaHUs, W3BMEYb TECT-KACCeTy M3 MHAMBMAYaNbHOW YNakosku M
NOMOXNTb Ha POBHYIO OPU3OHTANbHYIO MOBEPXHOCTL. MPOMapKMpPOBaTL TECT-kacceTy (hamunuen Unn KooBLIM HOMEPOM
nauuenTa. Mpoay6nnposaTe MHGOPMALIMIO O NALMEHTE B KOHTPOMBHYIO LIBETHYIO KapTy.

BHecTu obpaseL; CbIBOPOTKM UMK MNa3Mbl, NOMYYEHHbIA MO N.7.2. NMNETKOW B OBanbHOE OKHO TECT-KacceTbl, u3beras
nepenwvea o6pasLia 3a rpaHuLibl OkHa ¥ creas 3a Tem, 4Tobbl 06paseL, NoNHOCTLIO BninTancs. O6beM BHOCUMON NPoBbI 4OMKEH
coctaensTe 100 mkn. BknounTs cekyHaomep.

OueHka pesynbTaToB npoBoguTcst Yepe3 20 MWHYT nocrne BHeceHus obpasua. Peructpauusi pesynbrata
OCYLECTBMSETCA BU3yarnbHO C UCMOMNb30BaHMEM KOHTPOMLHOM KapThl. Bpemsi Hauana TecTuposaHus HEOGXOAMMO OTMETUTL
Ha BGnaHke C LIBETHOM Wkanoii. PeaynbtaT paGoThl TecTa 06si3aTenbHO NPOBEPSETCS HANMUMEM OKpaLLIEHHOW NONOCh! B 30HE
KOHTPOMNbHOM NUHUK (C) 1 CpaBHEHWEM MHTEHCUBHOCTW OKPaLUMBaHWUS TECTOBOW NUHUK (T) CO CPaBHUTENLHON LLKAmNoiA.

7.4. WHTepnpeTauus pe3ynLTaToB

KOHLIEHTPaLS NPOKaNbLUTOHNHA ONPEAENSETCs NYTEM BU3YanbHON OLIEHKN UHTEHCUBHOCTY OKPALLWMBAHWS TECTOBOI
nHM (T) OTHOCUTENBHO LIBETOBOIA LKambl KOHLEHTPaLWIA NPOKanbLMTOHNHA, NpuBeAeHHo B KOHTponbHOM kapTe.

MONOXUTENbHBIA  Pe3ynbTat:  [MONOKATENbHLIM — PE3yNbTaTOM — CYATAETCS  HanuuMe ABYX  napanmenbHbiX
cchopMMpOBaHHBIX MHWIA PO30BOTO LiBEeTa (TECTOBOW U KOHTPOIBbHOM), C MUHTEHCMBHOCTLIO OKpaLLMBAHWS TECTOBON NnHUM (T)
oT 0,5 Hr/Mn NpoKanbLUWTOHWHA W BbilUe.

VIHTEHCMBHOCTb OKpaLLMBaHUS TECTOBOM MMHMN NPAMO KOPPENUPYET C KOHLIEHTpaLNeil NPoKansUMTOHMHa B o6pastie.
OkpallvBaH1e TECTOBOW NMNHAN HEOBXOAMMO CPaBHUTHL C LIBETOBOW LUKANON KOHLEHTPaLWiA NPoKanbLUMTOHWHE, NPUBEAEHHON
B KOHTPOMBHOI KapTe 1 OTHECTM K CIEAYIOLIMM AanasoHam:

MHTEHCMBHOCTb OKpaluvBaHus TeCTOBOW NUHUM, COOTBETCTBYIOLLAs OTMETKe LIBeToBOW Wwkanbl 0,5 Hr/mn, Ho GneaHee
oTMeTku 2,0 Hr/Mn, onpeaensieT KOHLEHTPaLWMIO NPOoKanbLMTOHWHA, HaxodsLerca B AnanadoHe ot 0,5 Hr/mn Ao 2,0 Hr/mn.

MHTEHCMBHOCTb OKpaluvBaHus TeCTOBOW NUHUM, COOTBETCTBYIOLLAS OTMETKe LIBETOBOW Wwkanbl 2,0 Hr/Mn, Ho BneaHee
otmeTku 10,0 Hr/mMn, onpeaensieT KOHLUEHTPaLWI0 NPOKaNbLUMTOHWHA, HaxodsLeca B AnanasoHe ot 2,0 Hr/mn go 10,0 Hr/mn.

MHTEHCMBHOCTb OKpaluuBaHws TECTOBOM NMUHWW, COOTBETCTBYIOLLAs OTMETKe LiBeToBo LWkanbl 10,0 Hr/mn, onpegenseT
KOHLIEHTpaLMIO NpoKanbLMTOHNHA, HaxoasLueiics B AuanasoHe Gonee 10,0 Hr/mn.

OTpuLaTenbHeIi pesynbTaT. OTpULATENbHLIM PE3yNbTaToM CHUTAETCs Hanuune TOMbKO OAHOM KOHTPONBHON NMHIM,
NMBO HanWUuMe [BYX — KOHTPOMbHOW NUHMKM M TECTOBOW NMMHUNA C MHTEHCMBHOCTBIO OKPALUMBAHWS, COOTBETCTBYIOLLEN
KOHLeHTpauuu meHee 0,5 Hr/mn.

OKpalunBaH1e TECTOBOW NIMHINW, COOTBETCTBYIOLLEH MHTEHCMBHOCTU MeHee 0,5 HI/MI1, CBUAETENLCTBYET O CopepXaHnm
MPOKaNbLMTOHNHA HIXKE NOPOTOBOV KOHLIEHTPALIUM.

HeaencTBuTeNnbHbIN pesynbTar. HeAeNCTBUTENbHBIM Pe3yTbTaTOM CYATAETCS NOMHOE OTCYTCTBUE OKpaLLNBAHWUS ABYX
TIHWIA UK HANU4YMe eAMHCTBEHHO OKPaLLEHHON TECTOBOW MMHIN 1 SBNISIETCS NPU3HAKOM OLIMGKMA BbINOMHEHWS! TECTUPOBAHMS
W/MNK Nopun peareHTa. BbINONHUTL aHanu3 elwle pa3 C UCoMNb30BaHNEM HOBOW TECT-CUCTEMbI.

B koHTponbHoi 3oHe (C) NposiBNsSieTCs OKpalleHHas NUHKS, B TecToBow 3oHe (T)
OKpalvBaHus He NpoucxoanT

OTpuuaTenbHbIin
pesynbTat

MosiBNAOTCS ABE OKpaLLEHHbIE NNHUMA

WHTeHcusHoCTb UBeTa B obnactu
TecTtosoi NiHuK (T) BapbupyeTcs B
3aBUCUMOCTU  OT  KOHLIEHTPaLM
npokansuMToHWHa B obpasue
pomkHa 6BbiTb conocTaeneHa co
CTaHAapTHLIMI NIMHUSIMU LBETOBOI
wiKanbl KOHTPOnbHOM KapTbl.

MonoxuTtenbHbIi
pesynbTat

B koHTponbHoi 30He (C) He NOSIBNSETCS OKPALLEHHOW NIMHUN HE3aBUCMMO OT Hanuuus unu
OTCYTCTBUS NUHWK B TecToBOW 30He (T)

HepeiicTBuTeNnbHLIN
pesynbTaTt

KoHTponb kayecTBa

BHYTPEHHUI KOHTPOMb BCTPOEH B TecT. LiBeTHas nuHWsA, NpOsBNSIOLIAACcA B KOHTporbHoi 3oHe (C), sisnsertcs
BHYTPEHHWUM KOHTponem. E€ Hanuune nofgTBepxaaeT AOCTAaTOuHbI 06beM NPoGbl U NPaBUILHOCTL NPOLIEAYPb! BLINOMHEHNS.

8. ycnoBuA XPAHEHUA U MPUMEHEHUA

«PANVO-MpokanbUMTOHNH-UXA» [OMKEH XPaHUTLCS B TeYEHUE BCEro Cpoka roAHOCTY B ynakoBKe NpousBoauTens, B
3aKpbITbIX MOMELLEHUSIX B CYXOM NPOXNaZHOM MecTe npu Temnepatype ot nntoc 2°C go nntoc 30°C v BnaxHocT He Gonee
60 %. He ponyckatotcsi peskue konebaHns OTHOCUTENBHOM BMaXHOCTU BO3AYyXa U TeMnepaTypbl B NOMELLEHUN.

V13nenms, XpaHMBLLNECS C HapyLLIEHNEM PErnamMeHTUPOBAHHOTO PEXIMa, NPUMEHEHIIO He noanexar.

Bce peareHTbl, Bxogsiume B coctaB «PAMUO-TpokanbunToHnH-MIXA», roToBbl K MCMONb30BaHWIO U He TpebyoT
cneumansHON NpeBapUTEnbHON NOATOTOBKA.

Bce KOMMOHEHTLI 0IHOPa30BbIe, HE MOANEXaT NOBTOPHOMY MPUMEHEHNIO.

PeKoMeHZYeTCs UCNOMNb30BaTh TOMBKO YUCTBIE UMK O[HOPA30BbIE MHANBUAYASbHBIE HAKOHEYHUKM 1S [103aTOPOB.

Mocne BCKpbITUSt MHAMBUAYanbHO ynakosku « PAMO-MpokanbUmMToHnH-MXA» AormKkeH BbiTb UCMOMNb30BaH B TedeHue
3 4acoB 1 B 3TO BPEMS XPaHUTLCA B CyXOM MECTe Npu KOMHaTHoii Temnepatype (ot nntoc 20 °C ao nnioc 25°C). B cnyyae
MopYY MHAMBMAYaNbHOM YNakoBKku He ncnonb3ayiite «PAMO-MpokanbunToHMH-VXA», Tak kak NOBpexaeHNe ynakoBK MOXKeT
oKa3aTh BMMSIHWE Ha paGoune XapakTepucTUKY NPoayKTa.

CknapupoBaHue «PAMNI-MpokanbumMToHnH-UXA» fonyckaeTcs B TPaHCMOPTHOW YynakoBke W MNPOM3BOAUTCA B
wraGensx Ha NoOAAOHaX UM Ha cTennaxax. [lonyckaeTcs cknaauposaHue B 3-4 sipyca.

TpaHcnopTtuposatb «PAMUIO-MpokanbuMToHMH-UXA» cnenyeT TpPaHCMOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPTHbIX
CpeAcTBax B COOTBETCTBMW C NpaBUnamu MepeBo3oK, AENCTBYIOWMMM Ha TpaHCropTe AaHHOTO BUAa, B yNakoBke
npoussoauTens npu Temneparype ot nnioc 2°C ao nnoc 30°C, BnaxHoctn He 6onee 60 %.

Ha6op peareHToB «PAMUA-MpokanbUMTOHUH-VXA» He NOANEeXUT 3aMopaxuBaHuIo.

M3nenus, TpaHCNopTMPOBaHHBIE C HapYLLEHNEM TEMNEPaTyPHOrO PeXMMa, NPUMEHEHMIO He Nofnexar.

9. TEXHUYECKOE OBCNY>XXNBAHUE U PEMOHT

Vianenue He NoanNexuT TEXHUYECKOMY OBCYKNBAHMIO N PEMOHTY.

10. TAPAHTUU U3TOTOBUTENA

MpeanpusTUe-N3roToBUTENb  FapaHTUpYeT CcooTBeTCTBME Habopa TpeGoBaHWSM TEXHUYECKUX YCMOBMA  Npu
COBMIOAEHNN YCIOBMIA TPAHCMOPTUPOBAHNS, XPaHEHWS M MPUMEHEHMS!, YCTAHOBMEHHbIX TEXHUYECKOW AOKyMeHTaLme
NpeanpUATAS-M3roToBUTENS.

Cpok rogHoctn «PAMU-MpokanbumtoHnH-UXAx»: 24 Mecsia ¢ AaTbl N3roToBneHus ([JaHHbIe yCTaHOBMEHbI COrnacHo
FOCT P UCO 23640-2015, n.5.3 «YckopeHHas oLieHka cTabunbHOCTU» U He NOATBEPXAEHbI UCCNEA0BaHUSIMU B pearnbHOM
BpEMEHM).

[ns nonyyYeHusi HaAEXHbIX pe3ynbTaTtoB Heobxoaumo cTporoe cobrniogerne VIHCTpykumm no npumexexnio «PAMAI-
MpokanbUUTOHUH-UXAY.

Mo Bonpocam, kacatowmmcs kadectBa «PAMUO-TpokanbunToHnH-UXA» cneayet obpaliatbCs K NpOU3BOAUTENIO
000 «PAMI BUO», 121205, r. MockBa, TEppUTOPUSt MHHOBALIMOHHOTO LieHTpa «CkonkoBo», BonbLuoi 6ynbsap, A. 42, cTp.1,
nom. 182, +7 (495) 105 99 16, info@rapidbio.ru.
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12. CUMBOI/1bl, MPUMEHAEMbIE NMPU MAPKMPOBKE MEOULIMHCKOIO
n3neEnuA

NI N

o

Cumson Onucanue

MpounssoanTens

[aTa u3roToBneHus: ro, Mecsiy

TemnepaTtypa XpaHeHusi:
oT +2 po +30°C

CpOK roAHOCTY M3AENNS: FOfl, MEcsiL| BKIIOUNTENLHO

Homep cepuun

KaTanoxHblit Homep

MepauvumHckoe usgenue Ans in vitro AuarHocTukun

O6paTnTech k MHCTPYKUMW NO NPUMEHEHWIO

He ncnonb3osaTh, ecrv ynakoska nospexaeHa

He ncnonb3oBath aBaxab!

TectoB B Habope

«PAMNNAO-MpokanbunToHnH-NXA»
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