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PANMUA-D-gumep-UXA

LDP100

1.HA3BHAYEHME

MonHoe HauMeHOBaHue MeOUUUHCKOro nsgenuvsa
HaGop  peareHTOB  «3Kcnmpecc-TeCT  Ans  MOMyKONMYECTBEHHOro  onpedenenuss  D-gumepa  meTopom

MMMyHoXpomaTorpacuyeckoro aHanusa B nnasme kposu yenoseka «PAMWA-D-gumep-UXA» ana anarHocTuku in vitro, B
BapuaHTax ucnonHeHus», no TY 21.20.23-007-44090553-2021, panee no tekcty — «PAMNA-D-aumep-MXA».

CocTaB MeAULIMHCKOro nsaenus

 TecT-KacceTa (kacceTa, coaepxallasi TECT-MONoCKy Ans ONpeaeneHus KOHUeHTpauu D-aumepa);

* dnakoH-kanenbHULa ¢ GychepHsIM PacTBOPOM.

« KoHTponbHast kapTa (6ymaxHbIi 6naHk ¢ LIBETHOI LUKaNon Ans onpeaenenns koHueHTpauu D—gumepa ¢ rpachammn
ANS yKasaHWs UMEHN NaumMenTa, aTbl, BPEMEHW 1 pedynbTaTa aHanusa);

© VIHCTPYKLMS N0 NPUMEHEHMIO.

«PAMUO-D-aumep—MXA» BoinyckaeTcsi B AByX 6a30BbIX BapUaHTax KOMMMeKTaLum:
- Komnnekt Ne1 ¢ TecT-kapTpuakeM paccunTaH Ha uccnegosanve 20 o6pasuos,
- Komnnekt Ne2 ¢ TecT-kapTpuakeM paccunTaH Ha uccnegosanve 50 o6pasuos,

B coctas «PAMUO-D-anmep—VIXA» BXOAAT crneayloLme KOMNNeKTyoLme:

MHCTPYKUWA NO NPUMEHEHUIO
MEOVLIMHCKOrO USAENNSA ANIA AMATHOCTUKM IN VITRO

TR
ISO
NIz

13485:2016

2.XAPAKTEPUCTUKA MEOULIMHCKOIO U3OENUA

XapakTepucTuka n Hopmbl
1. BHewHuit Bua

MNacTUKOBbIA KOHTEMHEP NPSIMOYToNbLHON POPMbI C ABYMSI OTBEPCTUSIMU, B
KOTOpbI/ NOMELLIEHa TECT-NONOCKa

Hanwverosarue nokasatens I

1.1. TecT-kacceTa

1.2. dnakoH-KanenbH1Ua ¢

GychepHbIM PACTBOPOM MnacTukoBebIit hnakoH-kanenbHuLa, coaepxallni GydepHslin pacteop

BymaxHbIn GnaHk ¢ LBETOBOV LWKANoW Ans OnpeseneHnst KOHLEeHTpauum
D-gumepa ¢ rpachamm Ans ykasaHus UMEHN NauneHTa, AaTkl, BpeMeHn 1
pesynbTata aHanmsa paamepom 120+£1x75+1 mm

2. TeXHUYECKNEe XapakTepUCTUKN

1.3. KoHTponbHas kapta

2.2. Bpemsi foCTWKeHNs 20 MUH.
YCTOMUMBLIX BU3YaNbHBIX

pesynbTaToB

2.3. OTpuuaTenbHblil KOHTPOSb MosiBNeHNe ToNbKO KOHTPOMNbHOM Nk (C)

2.4. MNonoXuTenbHbIA KOHTPOMb MosiBneHre AByX NUHWIA: KOHTPONbHO NHUK (C) 1 TecToBOM NHMIA (T)

- TecT-kacceTa — 20 wr.

- ®nakoH-kanenbHuLa ¢ 6ydepHbIM pacTBOPOM — 1 WT.
- KoHTponbHas kapta — 20 wrT.

- VIHCTpyKUmMA No npumeHeHuto — 1 wT.

- TecT-kacceTa — 50 wr.

- ®nakoH-kanenbHuLa ¢ 6ydepHbIM pacTBOPOM — 1 WT.
- KoHTponbHas kapta — 50 wr.

- WMHCTpyKums no npuMeHeHmto — 1 wT.

Komnnekr Net:

Komnnekr Ne2:

HasHauyeHue Habopa

Ha6op pearentos «PAMWA-D-aumep-UXA» — npeaHasHaveH Ans nonykonuiecTBeHHoro onpeaenexns D-quvepa B
nnasme kpoBu YenoBeka METOAOM MMMYHOXpOMaTOrpachieckoro aHanusa in vitro.

Ha6op pearexTto «PAMNWA-D-aumep-UXA» npegHasHayeH TONbKO Ansi OHOKPATHOrO NPUMEHEHUSI MO HA3HAYEHWIO B
NaBopaToOPHBIX YCTOBUAX KBANMAULMPOBAHHEIM NEPCOHANOM (Bpay KNMHUYECKO! NabopaTopHOW ANarHOCTMKM,
MeAMLMHCKUI NaBopaTopHbIv TeXHUK/henbaLwep-nabopaHT, MeauuUHCKUn paboTHIK).

O6nacTb NpUMeHeHUs MeaULIMHCKOro usaenus

Ha6op pearentoB «PAMWA-D-anmep-UXA» npeaHasHayeH TONbKO AN OAHOKPATHOMO MPUMEHEHUS MO Ha3HauYeHWo B
nabopaTopHbIX YCMOBMSX KBANMNLIMPOBAHHBIM NEPCOHANOM (Bpay KIUHUYECKO NabopaTopHOI ANArHOCTUKMA, MEANLIMHCKMRA
naBopaTopHbIi TexHWK/denbaLep-nabopaHT, MEAULIMHCKUI paBoTHWK).

Ha6op peareHtoB «PAMWO-D-aumep-VXA» wucnonbayetcs npu BCnoMoraTenbHoi naGopaTopHOW AuarHocTUke
HapyLIEHMiA CUCTEMBI KOAryrsiuuv KpOBM, B TOM YMCTIE NPU AMArHOCTUKE COCTOSHUIA TUnepKoarynsaumui — TpomGoaa rny6okmx
BEH HKHUX KOHEYHOCTEW, TPOMGOIMBONMM NEroYHoi apTepuu M apTepuid  Apyrux Nokanu3auui, CUHAPOMa
[INCCEMMHMPOBAHHOTO BHYTPMCOCYAUCTOO CBEPTLIBaHMS ([BC-cuHapom).

MeToa NOCTaHOBKM — PY4HOIA.

MokasaHusa k NpUMeHeHuro nsgenua

«PAMUA-D-aumep-UXA» ucnonb3yeTcs Npu BCoMoraTensHon nabopaTopHOi AVarHOCTUKWM HapyLIEHU CUCTEMbI
KOarynauMM KpoBM, B TOM YMCMIE MPU AMArHOCTUKE COCTOSHUA TUNEpKoarynsiuun — TpomG0o3a ryBOKMX BEH HIDKHUX
KOHEYHOCTEW, TPOMBOIMBONNM NETOYHON apTepuu U apTepuid ApyrvX Nokanu3auui, CUHAPOMA AUCCEMUHUPOBAHHOTO
BHYTPUCOCYANCTOrO cBepTbiBaHus ([ABC-cuHapom).

Mpo n AENCTBUA: NPU UCNIONL30BAHUM CMELNanbHO 0GYYEHHbIM NEPCOHANOM U C yyeToM
MPUMEHEHNSI MO Ha3HAYEHIO NPOTUBOMOKA3aHMS! He BbISIBIEHBI.

Magenue He MeeT MEANLIMHCKMX KOMMOHEHTOB, TPEBYIOLMX CTEpUNN3aLnM.

XapakTtepuctuka D-gumepa

D-gumep sBnsieTcst GMOMapkepoM, FMaBHbIM 06Pa3oM, yka3biBaloLUM Ha aKTMBALMIO MPOLIECCOB Koarynsiuum Kposu,
obpasosaHus Tpomba 1 nocneaytollero ubpuHonusa. OH SBNAETCA NPOAYKTOM paspyluieHus ¢ubpuHa u obpasyeTcs B
pesynbTaTe AerpajaLuu nonepeyHo-CLIMTOro uGpUHa NPY MHAYLIMPOBAHHOM NNa3MUHOM (PUGPUHONUTUYECKON aKTUBHOCTH.
D-Aumep - nokasaTenlb MOCTOSIHHOTO 0Gpa3oBaHMs U paspylueHust hBpUHa, YTO MOXET MPOMCXOAUTL MPU NOBPEXAEHUN
BHYTPEHHEN CTEHKM COCY/I0B U HapyLLIEHWM NIOKaNbHOM reMoAUHaMUKN. 3TO HauGomnee LIMPOKO UCMONb3YEeMbIi B KITMHUYECKOI
npakTuke NaBopaTopHbIi TECT ANs BbISBNEHUS aKTUBALMM CUCTEMbI Koarynsuum. Mockoneky nocne hopmM1poBaHmus TpomGa
yposeHb D-auMepa B nnasme BO3pacTaeT, onpefenieHve AaHHoOro Guomapkepa OGbIMHO OCYLIECTBASIOT B COMETaHMN C
KIMHUYECKAMU NapaMeTpaMit Mpy HauanbHON OLEHKe BEPOSITHOCTW Pa3BUTUsi OCTPOro TPOMGO3a. MOBbILLEHHbIE 3HAUEHNS
ypoBHsi D-AuMepa SBASIOTCS NPOrHOCTUYECKMMM NOKa3aTeNsIMU Pa3fMYHbIX NATONOrMYECKNX COCTOSIHUIA, BKMIOUYAs BEHO3HYIO
TpomGoamGonuio, [IBC-cHAPOM, cepaeHHo-cocyancTble 3abonesanus (B T.4. hubpunnauma Npeacepauii, ocTpblil MHdapkT
MuoKapaa), TsKernoe TedeHne MHGEKUMOHHbIX 3abonesaHuii [1, 2].

KoHueHTpaums D-guvepa B nnasme KpoBy 3A0POBbLIX Niofeit coctasnseT meHee 250 Hr/mn. MokasaTenu oT 250 Hr/mn
710 750 HI/MN CBMAETENLCTBYIOT O BOIMOXHBIX apTepuarbHbIX WM BEHO3HbIX TPOME03ax Mio6oil NoKanuaaLum, Hanuimm
nerkoro BoCnanuTenbHoro npouecca. YposeHb D-gumepa oT 750 Hr/mn go 1000 Hr/mn cBWAETENbCTBYET O pasBUTUM
OCMOXKHEHHbIX TPOMGO30B C  BO3MOXHBIM MOPAXKEHNEM BHYTPEHHUX OPraHOB, HANM4YMM YMEPEHHO  BbIPAKEHHOTO
BOCNanuTenLHoro npouecca. YposeHb D-aumepa Bbile 1000 HI/MN ¢ BbICOKOW A0rel BEPOSITHOCTY yKasbiBaeT Ha pasBuTuhe
TSXKENOro  apTepuansHoro  WWnKM  BEHO3HOrO  TpomMB03a C  MOPakKEHWEM  BHYTPEHHMX —OpraHoB, — BbIP@KEHHOrO
MHPEKLMOHHOro/BOCNanMTeNLHOro npoLecca ¢ pas3BUTUeM MHMEKLMOHHO-TOKCUYECKOro WokKa, cencuca, [IBC-cunapoma [3].

Koarynonatus npu HOBO# KOpoHaBMpYCHOW WHdekumn (COVID-19) xapakTepusyeTcsi akTuBauveid CcucTeMbl
CBEPTLIBAHMS KPOBU B BUAE 3HAYUTENBLHOTO MOBLILEHNS KOHLEHTpauun D-aumepa B KpoBW. B CBS3M ¢ 3TUM ypoBeHb D-
[AvMepa BXOAMT B YKCIIO TaGOPaTOPHBIX NokasaTener, TpeGyloLLyX MOHUTOPUHIA Y NALMEHTOB CO CPEAHETSIKEMbIM U TSHKEMNbIM
TeyeHnem COVID-19 [4].

OnucaHue U3MepUTeNbHbIX XapaKTepPUCTUK U MporpaMmMHoro o6ecneveHus

He npumennmo.

HaGop  peareHTOB ~ «3KCnpecc-TeCT — Ans  NOMYKONWYECTBEHHOTO  onpefeneHust  D-avumepa  meTogom
VMMyHOXpomMaTorpacpuieckoro aHanmsa B nnasme kposu yenoseka «PATMUI-D-aumep-UXA» ans auarHoctvku in vitro» He
aBTOMATU3MPOBaH U HE COAEPXKUT NPOrPaMMHOTO OBecreyeHus.

MonynsaunoHHble, Aemorpaduyeckue acnekTbl
nspenus

YpoBeHb D-gumepa MOXeT yBenuumMBaTthecs npu usnonornyecku npoTekatollenn GepemeHHocT, Hapactas k I
TpUMecTpy. Bbicokue 3HaueHust D-aumepa Npu 5TOM He SIBMSKOTCS CeumbrUieckuM NPU3HaKkoMm NaTomnorim GepeMeHHOCTY ¢
pasBUTMEM TPOMGOTUHYECKMX MPOLLECCOB. OBbILIEHHBIA ypoBEHb D-AMMepa MOXET onpefensitCs y MOXWMbIX MIOAEN,
NaLWeHTOB Nocne OBLIMPHBIX XUPYPrUYECcKUX BMELLIATENLCTB, TPABM, OXOroB [5].

Knaccud)ukau,vm MeguUUHCKOro nsgenus

Ma/:lenwe OTHOCUTCA K MeAULUNHCKUM usaenuam ans in vitro ANarHoCTUKK.

Kop O6Lepoccuiickoro knaccudukatopa npoayKLumn No Buaam SkoHoMUYeckon AesitenbHoctn OKMAO2 — 21.20.23.110.

Knacc NOTEeHUManbHOro pucka MnpuUMeHeHuss MeauuMHCKOro usgenus B COOTBETCTBUM C HOMeHKJ‘IaTypHOIZ
knaccucukauueii (no Mpukady Munsgpasa Poccum ot 06.06.2012 N 4H) — 2a.

Bua meauumHckoro nagenus — 217930

NpuUMeHeHua MeauUUHCKOro

2.5. AHanuTideckas 100 Hr/mn*

UYyBCTBUTENBHOCTb

2.6. AHanuTtnyeckas CopnepaHue obluero xonectepuHa (12 mmons/n) v remornobuxa (150 r/n)

CNELMGUIHOCTb He OKa3blBalOT BMUSHWE Ha pe3ynbTaTkl Tecta. CogepkaHue GunupybuHa
meHee 150 MKMOnb/N He okasblBaeT BNMSHWE Ha pesynbTaThl TecTa
2.7. BocnpousBoguMocTb 100 %

*lMpumeyarue: B Hopme y 39opossix modell koHueHmpayuu D-Oumepa domkHa 6bimes MeHee 250 Ha/mi.

3.AHAJIMTUYECKUE U OUATHOCTUYECKUE XAPAKTEPUCTUKUN

3.1. Bpems npoBeaeHus aHanusa

Bpems AoCTUKeHNA yCTonuMBLIX nokasaTeneit 20 MUHyT

3.2. AwWanuTMueckas YyBCTBUTENbHOCTb

AHanuTyeckas 4yBCTBUTENBHOCTE (MUHUMAIBHO 1OCTOBEPHAS KOHLIEHTPaLMs) cocTaensieT 100 Hr/mn

3.3.  AHanuTuveckas cneumdpunyHoCcTb

MoBbiweHHOe copepxaHve obluero xonectepuHa u remornobuHa (12 mmons/n n 150 r/n, COOTBETCTBEHHO) He
0Ka3blBaloT BMUSHUE Ha TECTUPOBAHMN 0GPa3uLoB. [MOBbILEHHbIA GUNNPYBUH B KOHLEHTPauuM Bblwe 150 MKMONbL/N
3aTpyAHSIET CYNTLIBAHNE PE3YTbTATOB U ABNSETCS OIPaHMYEHNeM MeToaa

3.4. BocnpousBoAMMOCTb
BocnpoussoanmocTs onpeaeneHus coctasnset 100%.
3.5. [unarHocTuveckue xapakTepucTUKu

Mo pesynbTatam npoBeAEHHbIX WCMbITaHWW, 4YyBCTBUTENbHOCTb U cneundmyHocTs  «PAMA-D-anmep-UXA»
COCTaBNSIeT: AMArHOCTUYECKas YyBCTBUTENBHOCTL — 95% (C [10BEPUTENBHON BEPOATHOCTBI0 95%, I0BEPUTENbHBIA MHTEPBAN
92-96%), AuarHocTudeckas crneuncuyHoCcTb — He MeHee 99% (C AOBepUTENbHOM BEpPOSTHOCTbIO 95%, AOBEpPUTENbHBIN
nHTepBan 98,8-100 %). MpumeyaHve: B HopMe y 300pOBbIX NMtoAen KoHUeHTpauun D-aumepa fomkHa 6biTe MeHee 250 Hr/mn

MpuHUMN pa6oTkl TecTa

MeToz onpeAeneHUsi OCHOBaH Ha MPUHLMNE WMMYHOXPOMAaTOrpachyeckoro aHanusa, B OCHOBE KOTOPOrO NEXuT
BbICOKOCTELMPUYHOE B3AMMOAEHCTBIME aHTUIEHa C aHTUTENOM, YTO NPUBOAUT K 0GPA30BaHMI0 UMMYHHOTO KOMMEKca.

Mpu BHeCeHMN B OkHO Ansi 06pasua, UCCNeayemblit aHanuT CBA3LIBAETCS C aHTUTENamm, KOHBIOrMPOBaHHLIMU C
HaHOUaCTULIAMM KOMNMOWAHOTO 30M10Ta, U NOA [AEeNCTBMEM KanUMMSPHBIX CUN AUM@YHAMPYET MO HUTPOLIENIONO3HON
MemGpaHe. Koraa STOT KOMMMEKe NpoxoauT Yepes TecToyio 3oHy (T), coaepxallyio MMMOGUNM30BaHHbIE Ha NOBEPXHOCTU
MemBpaHb! Crieunduyeckie aHTUTena, NPOUCXOAUT peakuMsi C OGPa3oBaHMEM OKPALLEHHOTO «COHABUY»-KOMMMekca —
[MmMmoBunu3oBaHHble aHTuTena) — [D — aumep] — [aHTUTENA-KONMOUAHOE 30M0TO]. Mo KOHLIEHTpaLm U1cc; oro
aHanuTa NPUBOANT K NOSIBNEHNIO BUAWUMON Ma30M OKPALLEHHO! NHAM B TECTOBOI 30He (T) TECT-NOMNOCKN, UHTEHCUBHOCTL
KOTOPOIi HaMpsIMylo 3aBUCUT OT KOHLIEHTpauuu D-aumepa B npoGe. Ecnu D-gumep oTcytcTByeT B oGpasuax unu ero
KOHLIEHTPALMSA HIKe NUMUTA AETEKLMM, TO TECTOBAS NMHUSA He NOSBNAETCS.

Cnenys Aanee no mMemBpaHe, He CBA3ABLUNECA B aHANNTUYECKOI 30He Mapkeps! AOXOMNT 10 KOHTPOMbHOM 30HsI (C),
Tfle CBS3bIBAIOTCA Y)XEe HEe3aBUCUMO OT Hanuuus D-gumepa B npobe. 3Ta peakuws NPUBOAUT K 0Gpa3oBaHMio BTOPOW
(KOHTPOMBHOI) OKPALLEHHOWM NMHUK, KOTOPasi CAYXKMUT [N KOHTPONs paGoTel Tecta. KonTponeHas nuns (C) cnyxut ans
NpOLIeAlyPHOTO KOHTPOIIS 1 10MKHa BCEraa NosBNATLCS, NOATBEPKAAA NPaBUIbHOCTL NPOBEAEHIS NPOLIEyPbl TECTUPOBAHMS.

OrpaHuyeHue metoaa

Ha6op «PAMNO-D-aumep—XA» ykasbiaeT Tonbko Ha npucyTcTeue D-aumepa B o6pasLie B KOHLEHTPaLMM He MeHee
100 Hr/mn. PekomeHayeTca WHTepnpeTupoBaTh pesynbTaTbl B COMETaHUM C APYrUMU NabopaTopHbIMU AaHHLIMU W OBLen
KIMHNYECKON KapTUHOM.

MoBbllWeHHbI ypoBeHb D-AvMepa MoXeT HabnioAaThCsi y HEKOTOPbIX Pynn NaLUMEHTOB M TpeGyeT KOHCynbTaLuu
cneyuanucTa, BKKOYAs MOXWMbIX MioAel, GepemMeHHbIX JKEHLWH, MaLUWEHTOB Mocne OGLUMPHBIX  XMPYPrUYeckinx
BMeLLaTenbLCTB, TpaBM, oxoros. CneayeT uHTepnpeTuposaTh pesynbtathl «PAMUA-D-aumep-UXA» B codeTaHum ¢ apyruMn
NaGopaTOPHLIMY AGHHBIMIA 1 KITMHUYECKO KApTUHO.

He ncnons3oBaTtk u3fenve ¢ BUAMMBIMI AedekTamu.

4.MEPbI NPEAOCTOPOXHOCTHU

Toneko ANs AMArHOCTUKM in Vitro, Ans NPOtheCCMOHaNLHOO MCMONb30BaHMS.

MoTeHumanbHbIA pUck NpuMeHeHusi Habopa - knacc 2a (Mpvkas M3 PO Nedx oT 6 uioHs 2012 ).

He fonyckaeTcst Ucnonb3oBaHue HaBopa v ero KOMMOHEHTOB MOCNE UCTEYEHUS CPOKA FOAHOCTM UMM MPU Hanuummn

BUANMBIX 16CHEKTOB.

He ncnonb3oBaTh TECT-KAcCeTy U3 NOBPEX/AEHHOI YNaKOBKM.

Bce 06pa3ibl, B3siTble HA aHanM3, JOMKHLI PACCMaTPUBATLCA, Kak NOTEHLMANbHO MHDULIMPOBAHHBIE U XPaHUTLCS Kak
VHEEKUMOHHBIE areHTbl. MepcoHan AomkeH GbiTe MHAOPMUPOBAH 1 OGy4YeH NpaBunam 6e30nacHoro B3sTMs 06pa3LioB 1
[IOMKeH pacronaraTe CPeACTBaMM 3aluTbl (NepyaTku, YCTPOCTBa AN Ge3onacHoro c6opa UCMoNb3oBaHHLIX UMM 1 T.n.) B
cooTBeTcTBuM ¢ Tpebosanusmm MOCT P 52905-2007.

YTUnusaumio Unu yHUYTOXeHWe, AesnHdekumio Habopa peareHtoB «PAMWUA-D-auvep-UXA» cnegyeTt nposoauts B
cooteeTcTBuM ¢ CanlluH 2.1.3684-21 « CaHuTapHo-anmaemmonornieckie TpeboBaHns k CoaepaHunio TepprUTopuiA ropoACKUX
1 CeMnbCKUX MOCEMNEHWIA, K BOOHBIM OGbeKTaM, NUTLEBON BOAE W NUTLEBOMY BOJOCHAGKEHWIO HaceneHusi, aTMochepHoMy
BO3/lyXY, NOYBAM, XWMbIM MOMELLEHMUSIM, SKCTINyaTaLmMu NPOU3BOACTBEHHbIX, OBLIECTBEHHbIX MOMELLEHWUA, OpraHn3aLmmn n
NPOBEMEHNI0 CaHWTapHO-NPOTVBO3NMUAEMUYECKUX (NpocunakTuyeckux) meponpusTnid u MY 287-113 «MeTtoaunueckue
yKasaHusi N0 [e3VHMEKLMM, NPEACTEPUNN3ALIMOHHON OYMCTKE M CTEPUNMU3aLMM U3AENUA MEOULIMHCKOTO Ha3HaueHUs».
OTxopp! knacca b.

BycbepHblit pacTBOp COEPXUT HaTpUs asna B KOHEYHOW koHUeHTpauun 0,01 %. [laHHas KOHUEeHTpauus siensetcs
6esonacHoii.

5.HEOBXOOMMbIE OEOPYAOBAHUE U MATEPUAIbI

PekomeHayemoe 06Opya0BaHue, HEOBXOANUMOE Afisi NPOBEAEHWS aHannaa:
- CekyHaOMep,

- aBTOMaTU4eCcKue nuneTkn ¢ usmeHsemMblm OﬁbeMOM,

- 04HOPA30Bbl€ HAKOHEYHWUKM K NUneTkam.

«PANNA-D-anumep-UXA»

WHcTpykumsa no npumeHenuio. Bepcus 1.0

Crpanuua 1


http://www.rapidbio.ru/

6.AHAJIUSNPYEMbIE OBPA3LbI

O6pa3subl Nnasmbl 4O NPOBEAEHUA aHanM3a MOXHO XpaHuTb Npu Temnepatype oT 2 Ao 8°C He Bonee YeTbipex CyTOK.
TMpy1 HEO6XOANMOCTY XpaHeH!si 06pa3LIoB NNa3Mbl Gonee 4 [He! PEKOMEHAYETCS PasAeniTb UX Ha annKBOTLI U XPaHUTB Npu
Temnepatype oT MuHyc 20 go muHyc 70 °C. PaamopoxeHHble o6pasubl nepef MCCNEAOBAHMEM HYXHO TLATENbHO
nepemewatb. [pn paboTe C pasMOpOXeHHbIMKM OBpasuamn creayeT yuuTblBaTb, HTO Kaxabli LMKN OTTauBaHuUsi-
3aMOpaXu1BaHNs NPUBOAVT K Pa3PYLLEHNIO BLIABISIEMOrO aHanuTa, CHWKas KauecTBo Uccneayemoro matepuana. C Lensto
NOMyYeHs A0CTOBEPHBIX Pe3yNbTaToB UCCNEA0BaHNs PEKOMEHYETCS NCMONb30BaTh TOMLKO OAHOKPATHOE 3aMOpaXMBaHie-
oTTanBaHue o6pa3LioB.

He ponyckaetcsi ucnonb3oBaHue Ansi UCCNefoBaHUst 06pasLioB C MOBbILEHHBIM CoAepXaHemM nunuaoB U (unu) c
npu3Hakamu remonusa,  (Unn) C BUAMMBIM MUKPOGHBIM NPOPOCTOM. HeofHopoaHash Unu reMonuanpoBaHHasi nnasma,
cofiepxallas kakue-nnbo BUAMMbIE BKIIOYEHMS, aHanuay He noanexut. O6pasiibl NnasMbl, coaepxallne ocaaok, nepes
aHanu3oM LeHTpudyruposaTh B TedeHne 10-15 MuHyT npu 2500-3000 06/MUH.

7.NPOBEAOEHUE AHAJTIU3A

Bce peareHThl, Bxopsiwue B coctae «PAMUA-D-aumep-VIXA» roToBbl K UCMONL30BaHMIO, U HE TPEBYIOT cneyuansHon
NOAroTOBKN.

7.1. T b

Mpc COCTOWT U3 C.

- nony4yeHve aHanuanpyemoro oﬁpaaua;
- BHECEHMe NoAroToBfEeHHOro oﬁpaaua B OKHO Ansi BHECEeHUs oﬁpaaua;
- NpoBeAeHne aHanusa;

- y4eT pe3ynbTaToB.

7.2. MonyueHue o6pa3ua

aTanos:

CBop 06pasLoB KPOBM OCYLLECTBASIETCS B NPOBUPKY ANnsi 0T6opa nna3mbl B COOTBETCTBUE C NPAKTUKOW, NPUHATON B
MEAMLIMHCKOM OpraHn3aumni. MpoGbl NNasmbl, KOTOPbIE He NNaHMPYETCH aHanMavpoBaTh B TeueHue 6 4acos nocne BIATUS
obpasua, CreayeT 3aMopo3nTh U XPaHUTb Npi MUHYC 20°C. C Lienbio NoMy4eHs AOCTOBEPHBIX PE3ynbTaToB UCCNeA0BaHNs
PEeKOMeHyeTCs UCMONb30BaTh TONBKO OHOKPATHOE 3aMOopaXiBaH1e-0TTauBaH1e 06pasLIos.

AHTUKOarynsHThl (renapu, SATA, uuTpaT HaTpusi) He BNUSIOT Ha pe3ynbTaTbl aHanusa. [ns ucKnioyeHus
TIOKHOMOMOXMUTENbHBIX PE3YNbTATOB aHaNM3upyemble 06pasLibl FOTOBAT W XPaHST B YCIOBUSX, MCKIMIOHAIOLLIMX BO3MOXHOCTL
6aKTepuanbHOro NpopocTa. 3anpeLeHo UCnonb30BaTh 06pasLibl C BbIPaXEHHBIM FEMOMM30M, XMNe30M 1 BakTepuanbHbIM
NPOPOCTOM.

7.3. BHeceHue o6pa3ua B TecT-kacceTy

Mepen Hauanom pa6oTbl BCce KOMMOHEHTbI Habopa «PAMWA- D-gumep -UXA» [omkHbl GbiTb BblgepkaHbl npuv
KOMHaTHOW TemnepaTtype oT nntoc 20°C o nntoc 25°C B TeyeHne 15 MUH.

HenocpeAcTBEHHO nepea NPOBEAEHUEM WCCEA0BaHUs!, W3BMEYL TECT-KACCETY W3 WHAMBMAYANbHOW YNakoBkv U
NOMOXWUTb Ha POBHYIO FOPU3OHTANbBHYIO MOBEPXHOCTL. MPOMapKMpoBaTh TeCT-kacceTy (hamunuei uni KomoBeIM HOMEPOM
nauuenTa. Mpoaybn1posaTh MHAHOPMALWIO O NALMEHTE B KOHTPOSLHYIO KapTy.

BHecTu nuneTkon NoaroToBneHHbIN obpasel) nna3mbl 06bemMom 20 MK, NOMYYEHHBIA MO N.7.2., B OKHO ANs BHECEHWs
obpasua. Obpasel; AOMKEH MOMHOCTLIO BNUTaTbCsl. B TO e okHO Ans BHeceHus obpasua BHectn 100 mkn GydepHoro
pacTBopa, yaepkvBas (hrakoH-kanemnbHuLly BEPTUKanbHO. BKIIOUNTL cekyHaomep.

OueHka pe3ynbTaToB MpoBOAMTCS 4epes 20 MUHYT nocre BHeceHust obpasua. PerucTpauusi pesynbTatos
OCYLLECTBMSETCA BU3yarnbHO C UCTONB30BAHMEM KOHTPOMLHOM KapThl. Bpems Hauana TecTUpoBaHUs HEOGXOAMMO OTMETUTL
B KOHTPOTLHOW KapTe. PeadyrbTaT paboThl TeCTa 06s3aTenbHO NPOBEPSIETCS HAMMYNEM OKPALLIEHHOM MIMHUN B KOHTPOMbHOM
30He (C) u cpaBHEHMEM WHTEHCMBHOCTM OKpalMBaHus TecToBoW nuHMKM (T) CO CpaBHWTENbLHON LIBETOBOW LUKanon,
NP1BEAEHHOI B KOHTPOMLHOM KapTe.

7.4. WHTepnpeTauusa pe3ynbTaToB

KoHueHTpaLms D-Anmepa onpeaensieTcs nyTem BU3yarnbHON OLIEHKN UHTEHCMBHOCTU OKPALLVBAHMA TECTOBOM NNHNM
(T) oTHOCMTENBHO LIBETOBOIA LKanbl KOHUeHTpauuin D-auvepa, npueeaeHHoN B KOHTpoOnbHO KapTe.

MonoxutenbHbIN pesynbTar,

MONOXUTENbHBIM PE3YTNLTATOM CHATAETCA Hanuune AByX napannenbHbiX ChOPMMPOBAHHBIX NUHIUA PO3OBOIO LiBeTa
(TECTOBOW U KOHTPOMbLHOM), C MHTEHCHMBHOCTBIO OKpalUMBaHusi TectoBon nuuuu (T) oT 250 Hr/mn D-gumepa u Bbiwe.
KoHueHTpauus D-aumepa onpefensietcs B guanadoHe ot 250 Hr/mn ao 1000 Hr/mn.

VIHTEHCMBHOCTb OKPALUMBAHMA TECTOBOW NMHAM MPSIMO KOPPENUPYeT C KOHLeHTpauweir D-avmepa B obpasue.
OkpalunBaH1e TECTOBOW NUHUN HEOGXOAMMO CPaBHUTL C LIBETOBOI LIKANOW KOHLEHTPaumii D-aumepa, npuseseHHON B
KOHTPOMLHOW KapTe 1 OTHECTY K CRIeAYIoLLIMM Anana3oHam:

WHTEHCMBHOCTbL OKpaluvBaHusi TecToBow nuHuu (T), COOTBETCTBYyIOLWAs OTMETKe LBETOBOW wWwkanbl 250 Hr/mn, HO
6nepHee otmeTku 750 Hr/Mn, onpeaensieT KoHUeHTpauuio D-aumepa nexatyei B auanasoHe ot 250 Hr/mn Ao 750 Hr/mn.

WHTEHCMBHOCTb OKpaluvBaHusi TecToBow nuHuu (T), COOTBETCTBYyIOLWAs OTMETKe LBETOBOW wWwkanbl 750 Hr/mMn, HO
6nepHee otmeTku 1000 Hr/mn, onpeaensieT KoHUeHTpauuo D-auvepa nexaluein B ananasoHe ot 750 Hr/mn go 1000 Hr/mn.

MHTEHCMBHOCTbL  OKpaluMBaHUsi TecToBoi NuHuM (T), cOOTBETCTBYyIOLWAs OTMeTKe LBeToBOW wWwkanbl 1000 Hr/mn,
onpeaensieT koHueHTpauuio D-aumepa nexaluen B AnanasoHe 6onee 1000 Hr/mn.

OTpuuaTenbHbIi pesynbTar.

OTpULATENbHBIM PE3yrbTaTOM CHUTAETCs HanuuMe TOMbKO OAHOM KOHTPOMBHOW MUHMK, NMMBO Hanuuve ABYX —
KOHTPOMLHOM MUHUI 11 TECTOBOW MIMHIN C UHTEHCUBHOCTbIO OKPALLIMBAHIS, COOTBETCTBYIOLLEN KOHLEHTPaLMM MeHee 250 Hr/mn.

OkpalunBaH1e TeCTOBOW NIMHUN, COOTBETCTBYIOLLEI MHTEHCUBHOCTU MeHee 250 H/MI, CBUAETENLCTBYET O ComepKaHnm
D-AvMepa HKe MoporoBoii KOHLIEHTpaLMK.

HepeiicTBuTeNnbHLIN pesynbTar.

HenencTBUTENbHLIM - PE3YrbTaTOM CUUTAETCs MOMHOE OTCYTCTBUE OKpalUMBaHWS [BYX INUHWIA WNKM  Hanuuue
€[INHCTBEHHOM OKPALLEHHOW TECTOBOWM NHAM U ABNSETCA MPU3HAKOM OLIMGKA BBINOMHEHUS TECTUPOBAHWS W/WUNM NOpyM
peareHTa. BeINONHNTL aHanua elie pa3 C UCNoMnb30BaHNEM HOBOII TECT-CUCTEMI.

OTpuuaTenbHbIi pe3ynbTat

B KOHTPOINbHO 30HE (C) NPOABNSETCA OKpaLUeHHas NUHNS, B
TecToBo 30He (T) OKpaLUMBaHWS HE MPOUCXOANT

0] [0

MonoXuTenkHeIN pesynbTat

MoaBnaoTCcA ABE OKpaLUEHHbIe NMHUM

WHTeHCcMBHOCTL LiBeTa B o6nacTu Tectooi nuuum (T) BapbupyeTcs B
3aBUCMMOCTY OT KOHLiEHTpauun D-aumepa B 06pa3Lie v 0MmkHa GbiTb
CconocTaBneHa CO CTaHAapTHbIMKA NUHWSIMU  LIBETOBOW  LUKanbl
KoHTponbHON KapTbl.

HepevicTBUTENbHBIN pe3ynbTaT

B koHTponbHoM 30He (C) He NOSIBNSETCA OKpaLLIEHHOW JIMHUU
HE3aBMCUMO OT HanM4ns Ui OTCYTCTBUSA NMHUN B TECTOBO 30He (T)

:0 -0

KoHTponb kauectBa

BHYTpEHHMI KOHTPOMNb BCTPOeH B TecT. LiBeTHasi NuHUSA, NPOSBNAIOWANCA B KOHTPOnbHOW 3oHe (C), sBnsieTcs
BHYTPEHHUM KOHTporeM. E& Hanuune noaTeepxaaeT A0CTaTouHbI 06beM Npobbl U NPaBUMLHOCTE MPOLEAYPb! BbINOMHEHMS.

8.YCNOBUA XPAHEHUA U MPUMEHEHUA

«PAMNT-D-anumep-MXA» fomKeH XpaHUTLCS B T€YEHME BCEro CPoKa rofIHOCTM B yNakoBKe NPOU3BOAUTENS, B 3aKPbITbIX
roOMeLLEHNSIX B CYXOM NPOXITaiHOM MecTe Npu Temnepatype oT nnioc 2°C go nnioc 30°C 1 BnaxHocTu He Gonee 60 %. He
[I0NYCKAIOTCS pe3kie konebaHUst OTHOCUTESLHOI BIaXHOCT BO3/lyXa 1 TeMNepaTypbl B MOMELLEHUN.

V13nenusi, XpaHNBLUNECS C HApyLLIEHNEM PETNaMeHTUPOBAHHOTO PEXUMA, NMPUMEHEHWIO HE Moanexar.

Bce peareHTbl, Bxoasiwme B coctaB «PATMNI-D-aumep-UXA» rotoBbl K UCMONb30BaHMIO, U He TpebytoT cneuuanbHoi
npeBapUTENbHOM MOATOTOBKM.

Bce KOMMOHeHTbI HaGopa — OHOPa30BbIE, HE MOAMEXAT NOBTOPHOMY MPUMEHEHNIO.

PeKoMEeHAYeTCs MCMOMNb30BaTh TOMBKO YACTLIE UMK OfHOPA30BbIE UHAMBWAYAIbHBIE HAKOHEUYHMKM 115 [103aTOPOB.

Mocne BekpbITUS MHAMBUAYanbHoON ynakosku «PAMA-D-gumep-UXA» fomkeH BbiTb MCNONb3oBaH B TeYeHne 3 YacoB
1 B 9TO BPEMS XPaHUTbCA B CyXOM MecTe Mpu KOMHaTHoM Temnepatype (ot nntoc 20°C go nnioc 25°C). B cnyyae nopuu
VHAOMBUAYaNbHON ynakoBku He wcnonb3ayiite «PATMUA-D-aumep-UXA», Tak Kak noBpexaeHWe YnakoBKM MOXET okasaTb
BRMsHWE Ha paBoume XapaKkTepUCTMKM NPOAYKTa.

CknapavpoaHue «PATMVA-D-anmep-UXA» nonyckaetcs B TpaHCMOPTHOM ynakoBke W MpousBoauTcs B WTabensx Ha
nofLI0Hax UNu Ha cTennaxax. [lonyckaetcs cknaavposaHue B 3—4 sipyca.

TpaxcnopTuposath «PAMUA-D-aumep-VXA» HaanexuT TpaHCNOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPTHBIX CPEACTBax
B COOTBETCTBUW C MpaBUnami NEPeBO3OK, AEMCTBYIOLMMIA Ha TPAHCMOPTE aHHOrO BUAA, B YNakoBKe MPOU3BOAUTENS Npu
Temnepatype ot nntoc 2°C ao nntoc 30°C, BnaxHocTu He Gonee 60%.

Habop peareHtoB «PAMVA-D-anmep-UXA» He NOANEXUT 3aMOpPaXuBaHuIo.

Vi3nenus, TpaHCNopTMPOBaHHBIE C HApYLLIEHUEM TEMMEPATYPHOrO PEXMMa, MPUMEHEHMIO He NOoANexXar.

9. TEXHWYECKOE OBCIY>XMUBAHUE N PEMOHT
W3penve He NoanexuT TEXHUYECKOMY OBCITY)XMBAHMIO 1 PEMOHTY.

10. TAPAHTUX NPOU3BOAUTENA

MpeanpusTie-u3rotoBuTeNs  rapaHTupyeT  cooteeTcTBue  Habopa — peareHToB  «Jkcnmpecc-TectT — Ans
NOMYKOMNYECTBEHHOTO OnpeaeneHnsi D-aumepa METOA0M MMMYHOXPOMATOrPacthiecKoro aHanuaa B nnasme KpoBM Yenoseka
«PAMWO-D-aumep-UXA» ans anarHocTMkM in vitro, B BapuaHTax MCMOMHeHUs» TpebGoBaHUSM TeXHUYeckux ycnosuit TY
21.20.23-007-44090553-2021 npu cobntoaeHnn ycrosuii TPaHCMOPTUPOBAHWS, XPaHEHNA N NMPUMEHEHUS!, YCTaHOBIEHHbIX
TEXHUYECKON AOKYMEHTaLMeN NPeAnpUsTUS—M3rOTOBUTENS!.

Cpok rogHoctv «PAMUA-D-anmep-UXA»: 24 mecsiua ¢ aaTbl usrotoenenus (fJaHHble ycTaHoBneHbl cornacHo FOCT P
NCO 23640-2015, n.5.3 «YckopeHHas OLieHKa CTabunbHOCTUY W HE NOATBEPX/AEHb! UCCNEA0BAHUSAMI B pearnbHOM BpEMEHHM).

[ns nony4eHuns HaaeXHbIX pe3ynbTaToB HEOBXoaUMOo cTporoe cobrniogeHne MHCTpykummn no npumerenmto «PAMUA-D-
Anmep-UXA».

Mo Bonpocam, kacatowmmcsi kadectBa «PAMWO-D-auvep-UXA» cnepyet obpawatecs k npoussogutenio OO0
«PANWA BUO», 121205, r. Mockea, TEppUTOPUSI MHHOBALIMOHHOTO LieHTpa «Ckonkosox», Bonbloii 6ynesap, 4. 42, cTp.1,
nom. 182, +7 (495) 105 99 16, info@rapidbio.ru.
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12. CUMBOIbI, MPUMEHAEMbIE NMPU MAPKUPOBKE MEOULIUMHCKOIO
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