«YTBEPXJIAIO»

HMHCTPYKLIMA
110 ipumenennio Habopa pearentos s mMMyHO(EPMEHTHOTO Ompeieenus

anTureHa HE4 B ceBOpoTKe (I1a3Me) KpOBH

«HE4-U DAy

1. ObIIAS MTHOOPMALIM .

1.1. Haznauenue.

Habop peareHTOB 111 HMMYHO(EPMEHTHOTO onpenenenus antureHa HE4 B ceiBopoTke (mmasme)
kposu «HE4-UDA» npennasHader 1uisi KONHMYECTBEHHOTO ompe/eIeHus KOHIeHTpauun anturena HE4 B
CBIBOPOTKC (IL1a3Me€) KPOBU METO/IOM TBEPAO(HA3HOro HMMYHO(EPMEHTHOTO aHaJIn3a.

1.2. Bregenue.

Onxomapkep HE4 mpescrapisier co6oii Genok, ACCOLMMPOBAHHEIA C aJCHOKAPIIHHOMON SMYHUKOB
¥ HCKOTOPBIMH NPYTUMH oIyxojsiMi. KomudecTBeHHOe ompesencHue anturena HE4 B CBIBOPOTKE
(TI1a3me) KpOBH HCTIONIB3YeTCs I MOHHTOPHHTA GOJBHBIX C aJICHOKapLIUHOMAaMH STHYHUKOB.

Anturen HE4 (cornmacHo GHOXMMUYECKOI HoMeHknarype — Oenok WFDC2) — mpencrasurens
OenmkoBoro cemeiictea WAP, B KOTOpoe BXOMAT HHITHOMTOPE! IPOTEONTUTHICCKAX (PEPMEHTOB,
HaxONAMMEC] B OMMTEIMANBHBIX TKaHIX. TouHas MONeKyJsipHas Macca ecTecTBenHoro oemxa WEDC?2
BapeupyeT B auanasone 25-35 x/la. [Ipoxykuusa anturema HE4 moBbImactes IIPA aI€HOKAPITMHOMAX
SUYHUKOB  pasIMdHOM rucTtosiormd. Kpome Toro, amturen HE4 OOHapy’>XHBaeTcs B BBICOKOM
KOHIICHTpallMM B HOPMATLHBIX CEKPeTaX (CEMEHHOH M albBEOAPHOM SKMAKOCTH, OTHEISEMOM M3
TIOJIOBBIX OPTaHOB, CITIOHE).

[loBeimieHne KoOHUEHTpamuu anturema HE4 B CBIBOPOTKE (IUTasMe) KpOBH Habmomaercs y
OONBIIMHCTBA GONMBHBIX ¢ aJeHOKAPIUHOMAMH SHIHHKOB — B TOM 4UCIIe, Ha IEPBOM CTaAWU U y
TIAIUCHTOK ¢ HOPMaIbHBIM ypoBHEM aHTHrena CA125. Oupernenenue yposHs anturena HE4 momesHo
A7 KOHTPOJIA 9()(PEKTHBHOCTH JIEYEHUS U CIICKEHUS 32 TCUCHIEM aJICHOKapIIMHOM SAWYHUKOB; BMECTE C
TCM, PpC3ylbTaThl M3MepeHus anTHrena HE4 Bcerma crmepyer mHTepmpeTHpoBaTh B KOMIITEKce ¢
PESyJIbTATaMU IPYTUX METOJOB MCCIIEOBAHMS ¥ KIMHUYECKHIMY JIaHHBIMH. 3HAYMMOCTH ONpENeTCHHs
anturena HE4 npu omyxomsx apyrodt nokammsamum U3y4YeHa HEAOCTATOYHO, €CTh YKAa3aHWs Ha

HOTCHIHAIBHYIO II0JIb3Y IIpU MOHUTOPHUHTIE AZICHOKAPIUHOMEI JIETKOTO U HOI{X(%HYHOHHOfI KCJIC3BI.
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1.3. ®yHKIMOHATEHOE HA3HAYEHIE.

Onpenenenre koHueHTpanun anturena HE4 B CBIBOPOTKE (ILIA3M€) HCIONL3YETCS B KAadeCTBe
BCIIOMOTATEILHOrO  METO/Ia  paHHEH JIMarHOCTHKH, MOHMTOPHHTa 5((EeKTHBHOCTH Tepauyu TpHU
HHBA3HBHOM JIHUTEIMATLHOM PaKe SINYHIKOB W SHIOMETPHSL, ISl BCEX IPYII HACEICHHUS.

1.4. Habop npexsasHaden IS UATHOCTUKH 1 sumpo.

1.5. O6nacTs mpuMeHeHNs — KITHHIYECKAs 7TabopaTopHas THArHOCTHKA.

2. XAPAKTEPUCTHUKHY HABOPA

2.1. Ha6op pearentos « HE4-UDA » paccunran Ha 96 OIlpe/IeIeHU I, BKIFOYasi KOHTPOJIH.

2.2. lpunrmn paborsr HaGopa.

Omnpenenenne anturena HE4 0cHOBaHO Ha HCIIONB30BAHUE «COHIBUY»-BapUaHTa TBEPAO(A3ZHOIO
MMMYHODEPMEHTHOTO aHaim3a. Ha BHyTpeHHeil IIOBEPXHOCTH JIYHOK ILTaHIETAa HUMMOOHIM30BAHbI
MBIIIMHBIC MOHOKIIOHATBHEIC aHTHUTENa K MPUPOJHOMY (ecTecTBeHHOMY) aHTHreny HE4. B nymkax
IJIaHIIETa, IPU 100ABICHAM HCCIELYeMOro 00pasla, IIPOUCXOIUT CBI3LIBAHME HEA4, coxepxarierocs B
HCCIIENyeMOM 00pasile, ¢ aHTHTEeNaMH Ha TBepfodl ¢aze. OGpa3oBaBIIHiicS KOMIUIEKC BBIIBISIOT ©
TOMOIIBIO  KOHBIOTaTa JPYroro OHHTONA MBILMHBIX MOHOKIOHANBHBIX AHTUTEN K HATHBHOMY
(mpupogromy) HE4 ¢ mepokcmmasoit XpeHa. B pesynerare o6pasyercs CBA3aHHBIA C IIIACTHKOM
«COHJIBHY»,  cOTepKamui  mepokcuiasy. Bo  Bpems uHKyGamuE ¢ pacTBOPOM cyOcTpata
Terpameruibensuauna (TMB) npourcxoaut okpamisanye PacTBOPOB B JIyHKaxX. IHTEHCHBHOCTH OKPacKu
TIPAMO  TIPONOpLMOHATIbHA KOHIEHTpanuy aHturena HE4 B mccnexyemom obpasme. Konnenrpaumio
anturena HE4 B umccmenyembix ofpasmax ompenensior 1o KaauOpPOBOYHOMY TIpaduKy 3aBHCHUMOCTH
ONTHYECKOH IIIOTHOCTH OT cofiepKaHust anTHrena HE4 B KanGpoBoYHbIX npobax.

2.3. KOMITJIEKTHOCTD:

Cocras Konmuecrso
CumBoi Onucanue
KOMITIOHCHTOB
HOJIMCTUPOJIOBBIN, CTPUIIAPOBAHHEIN, HA BHYTPEHHeH
SORB MTP ITnanniet 96-nyHOYHbIH TIOBEPXHOCTH JYHOK IITaHIIETa UMMOOMIN30BAHBI 1 1.
MBIIIMHBIE MOHOKJIOHATIbHBIE K IIPUPOJHOMY
(ecrectBeHHOMY) aHTHreHy HE4, rOTOB K HCIIOJIB30BAHMIO.
Ha ocHoBe Tpuc-Oydepa (pH 7.2-7.4), conepxarye
KanubpoBounsie npoos U3BECTHBIE KoMn4ecTBa anTurena HE4 - C1; C2; C3;
C4; C5; C6 nmomns/n, konuentpanus HE4 B
KanuOpOBOYHEIX IPOGAX yKa3aHa B AHAIUTHIECKOM
6 (axoHOB
CAL1-6 NACTIOPTE M Ha STUKETKAX ()JIAKOHOB, KAIMGPOBOYHEIE (110 0,6 M)
npo6er C2-C6 - mpo3payHble OKPaIeHHbIE KHIKOCTH ’
(UBET KOMIIOHEHTA YKa3aH B AHAJIUTHYECKOM racropTe),
KayOposoyHas npoda C1 — npospaunas GecrpeTHast
KUJAKOCTh, TOTOBBI K UCITOJIL30BAHHIO
KonTponbHas chiBOpoTka WHAKTUBHUPOBAHA, HA OCHOBE CHIBOPOTKH KPOBH YelOBEKa
CONTROL € M3BECTHBIM copepxanueM HE4, npospaunas 1 ¢makon
OKpAaIICHHAs XKHUAKOCTD (IIBET KOMITIOHEHTA YKa3aH B (0,6 M)
AHAIUTHYESCKOM IAcCIIOPTE), TOTOBA K UCIIONB30BAHHUIO
Npo3payHas OKpaeHHas KHIKOCTh o
CONJ HRP | Konnrorar (UBET KOMIIOHEHTA yKa3aH B aHAIHTHYECKOM nacropre), (14 )
TOTOB K HCITOJIB30BAHHUIO.
CyO6cTpaTHblii pacTBop
SUBS TMB | terpameunbemmmna (TMB) npo3pavHas OeCUBETHAS KUIKOCT, 1 ¢nakon
TOTOB K HUCIIOJIE30BAHUIO. (14 M)
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Cocras Konuuectso
CumBon Onucanne
, KOMITOHEHTOB
BUF WASH| Kouuentpar otMeIBouHOr0 npo3pauHas GeclBeTHAS JKUIKOCTD, 1 dmaxon
26X pacTeopa 26-KpaTHbIif KOHIEHTpaT (22 mm)
STOP Cron-pearent npo3pavyHas OeCLBETHAS KUIKOCTD, 1 ¢maxon
TOTOB K HCTOJIE30BAHUIO. (14 M)
B
N003 yMmara JJjiA1 3aKJI€UBaHUs _ 2 1T,
IUIa”HIIeTa
K2391  |MHCTpyKIms 10 NpuMeHeHHo - 1 mmT.
ITaciopT KOHTpONA KauecTBa
K239Q p po ! 1 .
(aHamuTHYeCKUi macnopr)

3. AHAJINTUYECKHE U MTUATHOCTUYECKUE XAPAKTEPUCTUKU
3.1. Aramarrdeckas cuenupuIHOCTS.
Ilpn TecTHpoBaHHE TeCTOBOro myia CBIBOPOTOK C U3BECTHOM KomneHTpamueidr HE4 myrém
JOOABIEHUS Tyla C H3BECTHBIM COJCPKAHHEM IpenoaraéMblX HHTEPHEPUPYIOIUX BEIIECTB C

nomorsio Habopa «HE4-UDA» HU 0lHA W3 WCIBITAHHBIX po0 He NoKasala HaIHYHe MepeKpECTHOM

PEaKTHBHOCTH.
‘Avamr, | [lepexpectHag peakuwms, %o
Anturen CA125 <0,1
Anturen CA19-9 <0,1
Anturen CA15-3 <0,1
Anturen CA72-4 <0,1
KDBA <0,1
IICA <0,1

3.2. BocnipousBoguMOCTb.

Koo dpunment Baprarnmu pesynsratos ompenenenus conepxanusd HE4 B ogHOM U ToM e o6pasiie
CBIBOPOTKH (ILIA3MbI) KPOBH ¢ HCIOJIb30BanneM Habopa «HE4-UMA » He npesbimaet 8,0 %.

3.3. JIuHEeHHOCTS.

3aBucumocTh KonueHTpaunn HE4 B o6pasmax CBHIBOPOTKH (ILTa3MbI) KPOBH IIPH PA3BEIEHUH HX
CBIBOPOTKOM (ILTa3Mo#) KpoBH, He comepxkameit HE4, umeer muHeHHbI XapakIep B JUanazoHe
KoHneHTpanuii C2-C6 u cocrasiser 90-110%.

3.4. TouHOCTS.

JIaHHBIA aHaTUTHYECKHH TapamMeTp MHpoBepseTcs TECTOM Ha OTKPBITHE» — COOTBETCTBUE
M3MEPEHHON KoHIeHTpanuu HE4 mnpenmucanmol, MOMyYeHHOM MyTeM cMeIMBAHUS paBHBIX 00BEMOB
KOHTPOJIbHOM CBIBOPOTKH U KamuOpoBo4HO# 1po6s C3. TIpomenT «OTKpPBITHA» cocTaBiieT 90-110%.

3.5. UyBCTBUTENBHOCTS.

Munumanbhas  mocToBepHO ompesesieMast HaGopom «HE4-U®A» xonmenrpamus HE4 B
CBIBOPOTKE (IJIa3Me) KPOBH He MPEBHINIACT 2,5 MMOJIb/IL.

3.6. UnTepdepenms.

Ha pesyibratel aHamusa He OKashIBAIO BIMSHHS WCIIOJIB30BAHHE aHTHKoaryissHToB OJITA,
Tellapuia ¥ [ATpaTa HATPHUS, & TaKkKe IHPHCYICTBUE I'eMOTIOOWHA, TPHUINHMIEPUIOB, XOIECTCPHHA,
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ounupyOrHa u oOmero Oeiika B KOHICHTPAUUAX, HE IPEBBINAIONINX HOPMAJIBLHBIE KIMHUYECKHE

SHA4YCHUSI.

3.7. PedepentHoe 3nauenue.

. E;tmnmzm, IIMOJ‘IB/JI.,,
- HI/I}KHI/IH npe):{en ' Bepxuuit gﬂeﬂeﬂ

- 150

. Ucemenyemas rpynna |

310pOBEIE TOHOPHI

B coomsemcmeuu ¢ npasunamu GLP (Good Laboratory Practice, naonescawas Jlabopamopnas
NPAKMUKA), pexomeHdyemcs Kadicooti 1abopamopuu ymoyHume napamempul pegepeHmno20 uHmepeaa,
xXapaxkmepuvie 0715 06cnedyemoti nONyaAYUlU.

Ipumeyanue. 3navenns xomuentpamuii HE4 B mccmemyeMbix obpasnax, HaxOMAIIUECS HIDKE
TPaHULE! HyBCTBHTENbHOCTH Habopa (2,5 mmoms/m), a Taxke NpEeBBIMIAIONIME 3HAYECHHE BEPXHEH
KaimbpoBouHOH 1poOsr (C6 mMoNb/) chemyer IPUBOJUTE B Cleayromedl ¢opme: B HCCIEAyeEMOM

obpasue X xonnentpanus HE4 mmxe 2,5 mvous/1 wian Bemme C6 mMONIE/L.

3.8. Xyx-addexr.

Bepostaocts  Xyk-sddexra wuccrenosamack mytem TECTUPOBAaHUS OOpa3lloB C BEICOKOM
KoHuentpanuedr HE4 w wmx passenenms. He mHaGmiomamuch OTpHIATEIBHBIE pesynbTaTel  Ha
HEPa3BEJICHHEIX 00pasnax Mo CPaBHEHHIO C DPa3BEeIEHHBIMH 00pasinamu. WIeHTHYHOCTS pe3ybTaToB
HCPa3sBEICHHBIX M Pa3BENCHHBIX 00pa3LOB yKa3pIBaeT Ha OTCYTCTBHE XyK-3ddexTa 10 KOHILIEHTPAI[uN
300000 mmos/m1.

3.9. Merposnormaeckas Ipocie)RnBaEMOCTh OCYIIECTBILUIACh, cortacHo T'OCT ISO 17511-2011 ¢
HCIIONB30BaHUEM peQEPEHTHBIX METOMMK. [IpH HCIONB30BAHWH B 7abOPaTOPHBIX  YCIOBUAX
PEKOMEHIYETCA MPOBCCTH BAIMJALMIO C HCIOJB30BAHUEM KOJIMYECTBCHHO OXapaKTePHU30BaHHEIX

o0pasmos.

4. MEPBLI ITPEJJOCTOPOXHOCTU.

4.1. lloTeHnmanbHbIA puck npumenenus Habopa — knace 26.

4.2. O6pa3susl CHIBOPOTKH KPOBH YeIOBEKa, UCIIOIb3YEMBIE IPU IPUTOTOBIEHUH KOHTPOJILHON
CBIBOPOTKH, HHAKTHUBUPOBAHBI M HE COAEpXKaT aHTHTeN K Bupycy remarura C, amrturen xk BUY 1, 2, a
Tafoke antureHa p24 BUY-1 n anturena supyca remaruta B (HBsAg).

4.3. HaGop npensasHadeH TOILKO VIS TPOMECCHOHATBHOTO HCTIOb30BAHMIS.

4.4. Bee xommonenTs! Habopa B HCIOIB3yeMBIX KOHIICHTPALUX SIBISIOTCS HETOKCUYHBIMU.

4.5. Ilpu pabore ¢ HaGopoM HEOOXOMMMO HCIIONB30BATEH HHJIUBHUyaJbHbBIC CPEIACTBA 3all[UTHI:
XajiaT, roJIOBHOH yOOp, Pe3NHOBbIE MM ILTACTHKOBBIE NIEPYATKH, CHCIHATLHYIO 00yBBb, 3aIlIUTHBIC OYKH
WM IUTOK), TaK Kak OOpasHbl CHIBOPOTKM HIM IUIa3MBI KPOBH CIIEZlyeT paccMaTpuBaTh Kak

IOTEHINANBHO HHHUIUPOBAHHBIA GHOMAaTepHal.
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4.6. Bce OTMBIBOUHBIE pacTBOpEI ClIeflyeT cobupath B CleNHaIbHbI KOHTeHHEp U 06pabaThBaTh
AC3HHQUIUPYIOMIMA ~ CPEACTBAMH, PaspelICHHBIMU 11 [PUMEHEHUs Ha Tepputopud PP B
YCTaHOBJIEHHOM IIOPSIJIKE.

4.7. JlabopaTopHyi0 mOCYTy MHOIOpasoBOrO WCIIOIB30BAHUSL W pPacxXofHbIE MaTepHAab,
KOHTAKTHPYIOIHE C HCCICYeMBIMH ¥ KOHTPOJBHBIME 00pasuamu, ClIeayeT o0e33apakhBaTh ¢
HICIIONIb30BAHMEM  JIC3UH(QUUMPYIONNX CPEICTB, HE COMEPIKAIINX AKTHBHbIH KHCJIOPOZ, ®  XJIOp,
OKa3pIBAIOIIMX HETAaTHBHOE BO3/ICHCTBHE Ha KayecTBO MDA,

4.8. Tlpu pabGore cuemyer cobmomarTh TpeboBanms ['OCT P 52905 (ISO 15190:2003)
«JTaboparopun Meauuunckue TpeGoBanus 6e30MaCHOCTHY.

4.9. VIHCTpyMeHTHI, O0GOPYIOBaHHE, a TaK¥Ke pabo4ne IIOBEpXHOCTH CTOJOB HEOOGXOIAMO
npoTupath 70% pacTBOPOM STUIOBOTO CIUPTA.

4.10. Ilpy WCHONB30BAHMM COMNACHO HHCTPYKIHH IO IPUMEHEHHUIO WU3JIENIHE . ABISETCS
Oe30macHbIM (He HeCeT (pU3MUECKUX, SKOTOTHUECKIX ¥ HHBIX PHUCKOB).

4.12. Habop «HE4-DA» He conepsKUT IeKapCTBEHHBIX CPEICTB ISl MEIUIMHCKOTO TTPHMEHEHHUSL.

4.13. TlokasaHHs K IPUMEHEHHIO MEIUIMHCKOTO H3/IEIIHS: NPUMCHATE B COOTBETCTBHHM C

HAa3HA4YCHHUEM.

4.14. TlpoTuBOIOKA3aHUS K TPHMEHEHHIO MCIMIMHCKOTO H3ICIIAS: IPOTHBOIIOKA3aHUH B paMKax

YCTaHOBJICHHOI'O Ha3Ha4YeHUs He uMeeT. He IIPUMEHATH HE 10 HA3HAYECHUIO.

5. OBOPYJIOBAHUE, MATEPUAJIBI 1 PEATEHTBI,
HEOBXO/JIMMBIE ITPU PABOTE C HABOPOM:

— (oTOMETp BepTHKANBHOTO CKAHMPOBAHWS, T03BOISIONIAIL U3MEPSTh ONTUYECKYIO ILIOTHOCTD
COZICPIKUMOTO JIYHOK IITaHIIeTa IPH JUTHHE BOIHEI 450 HM;
— TePMOCTAT, IOACPXKUBAOIIUH TeMIieparypy +37°C + 2,0°C;
— /103aTOpPELl CO CMEHHBIMU HAKOHCYHMKAMH, MO3BOJISIOIINE JO3UPOBATh 0OBEMBI B muanaszone 20—250
MKJT;
— WUITHHIP MEPHBIH BMECTUMOCTRIO 1000 Mi;
— BOJIa JMCTH/UTUPOBAHHAS;
— [I€PYATKH PE3MHOBBIE WJIH ILIACTUKOBBIE,

— Oymara QuibTpoBabHas.

6. AHAJIM3IPYEMBIE OBPA3LIBI.
B kavectse amamusupyemoro o6pasma UCIOJIB3YETCs CHIBOPOTKA (IL1a3Ma) KPOBH.
6.1. Ilponietypa 1oty e Hns aHaTH3upPyeMoro Marepuaa.
COop 00pasIoB KpPoBH 4YeOBEKAa IPOBOIMTE B COOTBETCTBHH C TEKylIed NPaKTUKOH METOAOM
BEHEIYHKIMY, COOJIOIas CTaHapTHEIE 1a60PATOPHBIE npouenypsl. Jis aHamm3a ucoas30BaTh

HEPa3BeIEHHYIO CHIBOPOTKY (ILTA3MY) KPOBH.
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6.2. [lofroToBKa aHANM3HPYEMBIX 06PA3LIOB.

Bei6op mpobupox s momyderus CBIBOPOTKM MJIM IUTa3MBI, IOArOTOBKY, IICHTPH(PYTHPOBaHUE,
XpaHCHUC W TPAHCIOPTMPOBKY  00pasiia  NPOM3BOXMTL  COIVIACHO  NpPABHIAM  [POBEJECHUS
IIpeaHaJIMTUYCCKOrO  5Tala, yTBEPXKACHHBIM Ul J1aboparopud. PexoMeHIyeMoe COOTHONIEHHE
aHTHKOATYIIAHTA H OMOMATEpHAla, a TAKXKe CIIOCOOBI MOJTOTORKY 00Pasla i peHMbI
LEHTPUYTUPOBAHKS OIICAHE! B HHCTPYKITHH 1O IPHMEHEHHIO IPOOHPOK, HCIIONB3YEeMbIX JTabopaTopuei.

6.2.1. Ilony4enue aHATH3HPYEMBIX 06PA3OB CHIBOPOTOK KPOBH TAIIUEHTOB.

KpoBb 0TOGpaTh BeHENMyHKIWEH, HaTh MOJHOCTHIO CBEPHYTBCS, OTJAEIHUTH CHIBOPOTKY
IEHTPUGYrUPOBaHIEM HIPH KOMHATHOH TeMIeparype.

6.2.2. TlomydeHne aHATU3UPYEMBIX 0OPA3IIOB [IA3MbI TAIHEHTOB.

COop KpoBH cieyeT HPOBOJUTE B IPOOMPKH, COJEPIKAINNE AHTHKOAryISHTBI, COTJIACHO
YTBEDXKIECHHOH —mpomesype cOopa Tmasmbl, mocie cGopa meHTpHdYrHpoBaTh. B KauecTme
AHTHKOAryITHTOB MCIOIb30BatTh DJ[TA, remapus u uurpar HaTpus.

6.3. Eciii amanus mpoBOJMTCS HE B JIEHb B3ATHA, 00pasibl CBIBOPOTKH, ILIA3MBI KPOBH, CIIEAYET
XpaHuTh IpU TeMiieparype +2-8°C He Gonee 7 cyTok wiu npu Temneparype -20°C He Gojee 2 MecsIIes.
JlomycKaeTcst 0THOKpaTHOE pasMOpPaKUBAHKE/3aMOPAKABAHIE 00pas3IoB.

IToBTopHOE 3aMOpaskuBaHie-OTTanBaRHe 0GPA3IIOB CHIBOPOTKHU (T71a3MBI) KPOBH HE JIOITYCKAETCH.

6.4. HCcKIIO9aeTCsl MCHOIB30BAHUE TS aHATH3A 00pasoB CHIBOPOTKH (IUIa3Mbl) KPOBH JIFOZCH,
HOJTYHaBIIUX B HEIIX HArHOCTHKH WM TCPAIlMH NPENaparthl, B COCTAB KOTOPBIX BXOST MBIIIHHBIE
aHTUTeNA.

6.5. O6pasubl ¢ TeMONH30M, THNEPIHIHICMHCH HIH OYEBETHBIM OaKTepHATBHBIM IIPOPOCTOM
MCCIIC/IOBAHIIO HE IOIUICIKAT, a TaKKe HCCIEeAyeMble 00pasIbl, COACpIKAIIME a3k HATPHS B KAauecTBE
KOHCEpPBaHTA.

6.6. Ilepes mpoesiennem aHaM3a HccenyeMbie 0OpasLbI CBIBOPOTKHM (ILJIa3MBbI) KPOBH, CIIEAYET

BBIICPXKATh P KOMHATHOM TemnepaType +18-25°C e menee 30 Mum.

7. IIOAI'OTOBKA PEATEHTOB J{JI5I AHAJIU3A.

7.1. Ilepen mpoBeieHHEM aHATHM3a KOMIIOHEHTHI Habopa u mccnenyemsie 06pasibl CHIBOPOTKH
(I1a3MbI) KPOBH CIIEIyET BBLIEPIKATh IIpY KOMHATHOM TemmepaType +18-25°C ne menee 30 mum.

7.2. IlpuroroBieHne miaHmeTa.

BCKpBITE AaKET ¢ MIAHIIETOM ¥ YCTAaHOBUTH Ha paMKy HEOOXOIMMOE KOIHYECTBO CTPUIIOB.

OcraBuecs HeMCIIONB30BAHHBIME CTPHIB HEOOXOMUMO TINATCIBHO 3aK/ICHTH Oymaroit st
3aKJICHBAHKs [UIAHIIETa, YTOOB! IPETOTBPATUTE BO3ICHCTBIE HA HUX BIATH BO BpeMs XpaHEHUS.

7.3. IIpuroTOBIIEHNE OTMBIBOYHOTO pacTtBopa.

Conepxumoe (rakoHa ¢ KOHIEHTPATOM OTMBIBOYHOTO pactBopa (22 MiI), IEPEHECTH B MEpHBIH
OWIHHAP BMecTUMOCTBIO 1000 Mir, gobGaBute 550 M JUCTHIINIMPOBAHHON BOABI M TIIATEIBHO

nepememare. B cirydae npo6uoro mcnonssosanus Habopa crenyer 0TOOpaTh HEOOXOAUMOE KOIUYECTBO
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KOHIIEHTpaTa OTMBIBOYHOTO PACTBOPA M Pa3BECTH JAUCTHILIMPOBAHHOMN BOJIOM B 26 pa3 (1 M1 xoHUEHTpaTa

OTMBIBOYHOTO PACTBOpPA + 25 MII JIMCTHINIPOBAHHON BOJIEI).

8. I[IPOBEJIEHUE AHAJIN3A.

8.1. IlomecTHTe B paMKy HEOOXOAMMOE KOTHIECTBO CTPHIIOB JIJist 6 KaIMOPOBOYHEIX P00, 1 mpoOkI
KOHTPOJILHOH CBIBOPOTKH M JIYHKH JIS HCCIIEyeMBIX 00Pa3IOB.

8.2. Bmecute B cooTBeTCTByIOIME TyHKH 10 20 MK KaauOpoBOYHOW MPOOBI M KOHTPOJIBHON
CBIBOPOTKH. B ocTambhble nynku BHecute mo 20 MK HCCTIelyeMbIX 00pasIloB CHIBOPOTKH (ILIA3MEI)
KpoBH. BHeceHue KammOPOBOUHBIX Npo6, KOHTPOIBHOH CBIBOPOTKH M HCCIEAYEMBIX 00pasIoB
HEOOX0MMO MPOM3BECTH B TeueHue |5 MUHYT.

8.3. Brecute Bo Bee nmynku mmo 100 MKJI KOHBIOTaTA.

8.4. BakneliTe mIaHIET GyMarol I 3aKIeHBAHHS [LIAHIICTA U HHKYOHpyiiTe ero B TeueHue 60
MHHYT IIpy Temreparype +37°C.

8.5. Ilo oKOHUAHWY MHKYOAMH YaaIHTe COJIEPXKUMOE JIYHOK U OTMOMWTE JIyHKH 5 pa3. [Ipu kaxmoi
OTMBIBKE J00aBbTE BO BCE JIYHKH MO 250 MKJI OTMBIBOYHOTO pactBopa (cM. 1. 7.3), BCTPAXHHUTE IUIAHIIET
KpYTOBBIMH  JIBIDKCHMSMU 110 TOPHU3OHTANBHOM MOBEPXHOCTH C MOCHTEAYIOmel acmupanueii wim
ACKAHTUPOBAHMEM. 3alepKKa TP OTMBIBKE (3aMadMBaHHE JYHOK) He TpeOyetcs. [lpu kaxkmom
ACKaHTHPOBAHUHM HEOOXOJMMO TINATEIHHO YHANSATh OCTATKH SKUIKOCTH W3 JYHOK IIOCTYKHBaHHEM
IIIaHIIeTa B TIEPEBEPHYTOM IIOJIOKEHHUH 110 GHILTPOBATLHOIM GyMare.

8.6. Buecure Bo Bee myHku mo 100 M CyOCTPaTHOrO pacTBOpa TeTPaMETHIOCH3MIMHA (TMB).
Brecenue cybcrpaTtHOro pacTsopa TeTpaMeTHIGEH3HNHA B JTYHKH HEOOXOIUMO NPOM3BECTH B TEUCHUE
2-3 wmuH. VEHKYOHpyiHTe HIaHIIET B TEMHOTE IpH KOMHATHOW Temmeparype (+18-25°C) B Teuenme
10-20 MuHYT B 3aBHCHMOCTH OT CTENIEHH Pa3sBHTHS CHHETO OKpallluBAHMUS.

8.7. BHecuTe BO BCe JIYHKH C TOH e CKOPOCTBHIO M B TOH IKe MOCIIEI0BATENBHOCTH, KaK U
CyOCTpaTHEI PacTBOp TeTpaMeTHIOeH3mmHa, o 100 MK CTOI-pPeareHTa, PU 3TOM COACPIKUMOE JIYHOK
OKpAIIMBAETCS B SIPKO-)KEJITHIA ITBET.

8.8. MsmepbTe BeNMUMHY ONTHYECKOH TIUIOTHOCTH (OII) comepxuMOro JyHOK IDNIAHIIETA HA
(hoTOMETPE BEPTHKANBLHOrO CKAHMPOBAHMS LPH JUTHHE BOTHBI 450 HM. Hsmepenne OIl comeprxumoro
JIYHOK IUIAHIIETa HEOOXOIMMO IPOU3BECTH B TEUCHHE 15 MHH MOCIE BHECCHMUS CTom-peareHTa. biank

(hoTomerpa BEICTABHTE 10 KATHOGPOBOUHOM pode C1.

9. VUET PE3VJIbTATOB PEAKITHU.

9.1. TlocTpoiiTe B JHHEHHBIX KOOpIHHATAX KaIMOpOBOYHEIA rpaduk: ock abemuce (X) -
Konnenrpauus HE4 B xanmuGpoBounbx 1mpobax (mvmosIB/T), och opauHAT (y) - ONTHYECKas ILIOTHOCTD
KanmuOpoBounbx mpod (OIT 450 mwm). s ajropurMa obcyera (ANIPOKCHMAIMK) KaTUOPOBOYHOTO
rpaduKa HCIIONB3yTe HHTEPBANBHBIN (KyCOIHO-TTMHENHBIH, «OT TOYKH K TOUKE») METO.

9.2. Onpenenute 10 KATHOPOBOUHOMY rpaduKy coxepxanne HE4 B nceneyemsix obpasnax.
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10. O'PAHUYEHUE METOJIA.

10.1. Tlpu ucrons3oBanuu HaGopa s IPOBEJIEHUs] HECKOJIBKUX HE3aBHCHMBIX CCPUM aHAIH30B
CICNYeT UMCTb B BHAY, YTO JULA KaXK/I0TO HE3aBHCHMOTO OLPEICICHHA HEOOXO0MUMO TOCTPOCHHE HOBOTO
KaIHOpOBOYHOTO Tpadyka; KPOME 3TOr0, PEKOMEHIYeTCs omnpeneneHue KouneHtpamuu HE4 B
KOHTPOJIEHOU CHIBOPOTKE.

10.2. Ha6op pearentos «HE4-UDA» IpeAHA3HAYeH Ui JAMArHOCTHYCCKHX Ilelel, OIHAKO
OKOHYATEIbHBIMA IUArHO3 HE JOJDKEH OCHOBBIBATHCS TOJIBKO HA PE3yIbTaTax JAHHOTO TECTA.

10.3. Jlnarnos noikeH GBITH MOCTABIEH BPadoM IIOCTE ITOJHOTO KIMHAYECKOTO H 1a00paTOPHOIO
o0cienoBaHus IMalueHTa.

11. YCJIOBHUA TPAHCIIOPTHUPOBKH,
XPAHEHWMS U OKCITUITYATALIMU HABOPA.

Mupopmanys, 06 O0COGEHHOCTSX TPaHCHOPTHPOBAHHS JONKHA YUHTHIBATHCS BCEMH JTUNAMU,
YYacTBYIOIIMMH B XPaHEHUU, IICPCBO3KE U YTUIIN3ANUH (YHUYTOKEHIH) STOTO U3EIIHS.

11.1. TpancnopTtupoBanue.

11.1.1. Tpaucnopruposanue Habopa pearentoB «HE4-UDA» momkHO IIPOU3BOJUTHCS BCEMH
BHJIaMU KPBITOTO TPAHCIIOPTA B COOTBETCTBHHU C TPEOOBAHUSAMH U NPABHIAMH, YCTAHOBIEHHBIMH Ha
JJAHHOM BHJI€ TPAHCIIOPTA, IpH Temmeparype +2—-8°C.,

Homyckaercs tpancnopruposanmne HaGopa npu Temmeparype 1o +25°C ne Gonee 15 CYTOK.

He nomyckaercs 3amopaxupanue nenoro HaGopa.

11.1.2. TpancnoprupoBanre u3/enuii pu TeMIepaTypax, TpeOyOmmX cobmoaenns "Xo1010Boi
nenu”, oOecHevrBaIOIeil COXPAHHOCTH TEMIIEPATYPHOTO PEKHMA, IOJGKHO OCYIIECTBISATECS B
TEPMOKOHTEHHEPAaX ~ OJHOPA30BOIO  IIOJIG30BAHMS,  COAEPKAMMUX  XJIAJZOIEMEHTB, WM B
TEPMOKOHTEHHEPAaX MHOTOKPATHOTO IPUMEHEHHsI C aBTOMATHYECKH II0JIEPKHBAEMOI TeMIIepaTypoit
MM B aBTOPE(PUIKEPATOPAX C UCIIONB30BAHMEM TEPMOMH/IUKATOPOB.

11.1.3. U3nenus, TpaHCIopTHPOBaHHBIE C HAPYIICHIEM TEMIIEPATYPHOIO PEKUMA, TPUMEHEHUIO HE
IIOJIJIeKAT.

11.2. Xpauenmne.

XpaHCHHE U3IETUH M/UTH KOMIIOHCHTOB TIPH TeMIleparype oT +2—8°C MoImKHO OCYIIECTBIISITHCA B
XOJIOMUJIPHBIX — Kamepax HMIM B XOJNOJWIbHUKAX, OOECIICUMBAIONIMX  pErIaMEHTHPOBAHHBIA
TEMIIEPaTYPHBIH PEXUM C eKEIHEBHON PerncTpaluel remmeparypsl. XpaHeHHe CBETOYYBCTBUTEIHHBIX
U3IETUA W/UIIH KOMIIOHEHTOB JIOJDKHO OCYIECTBIIATHCS B TEMHOM MECTE. Xpanenne m3nennii Hike 0°C
AOJDKHO OCYIIECTBIATECS B MOPO3HJIBHUKAX, 00CCIICYMBAIOIIMX PETIAMEHTHPOBAHHBIA TeMIIepaTypHbIit
PEXHUM C eXEAHEBHON PErUCTpaIei TeMIIEpaTypEL.

11.2.1. Habop pearentoB «HE4-UDA» nomKeH XpaHUTHCA B YIIAKOBKE TMPENIPUATHS-
H3TOTOBUTCISL Npu TemmnepaType +2-8°C B TedeHHMe BCETO CpPOKa TOJHOCTH. J[OMycKaeTcss XpaHeHHe
Habopa npu Temmeparype mo + 25°C ue 6omee 15 cyToxk.

He nomnyckaercs 3amopaxuBanwe nesoro Habopa.
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11.2.2. B ciyuae qpo6HOTO HCIOIB30BAHMS Habopa KOMITIOHEHTHI ciieyeT XpaHuTh CIIEIYIOIIUM
obpazom:

— OCTaBIIMECS HEHCIOJIB30BAHHBIME CTPHIIBI HEOOXOAMMO TINATENHHO 3aKIEHMTh OYMAarod i
3aKICHBAHUA IJIAHIIETa U XPAHUTE IIPU TeMIeparype +2-8°C B TeueHHe BCEro ¢poka rogHOCTH Habopa;

— OCTaBIIMHCS HEHCIIOIB30BAHHEIM KOHIICHTPAT OTMBIBOYHOTO PACTBODA, KOHBIOTAT, CyOCTpaTHBIH
pacTBop TeTpameruiaoeHsumna (TMB), crom-peareHT mocie BCKphITHs (IaKOHOB CIIEyeT XPaHUTh MPH
Temueparype +2-8°C B TedeHHe BCEro cpoKa rogHOCTH Habopa;

— KaIMOpOBOYHEIE TIPOOBI M KOHTPOJBHYIO CHIBOPOTKY IIOCIE BCKPBITHS (DITAKOHOB CIIEIyeT
XPaHUTh IPU TeMIreparype +2-8°C B TeueHue BCero cpoKka TOTHOCTH Habopa. Jlomyckaercst oJHOKpaTHOE
samopaxuBanue (-20°C) kaTuOPOBOUHBIX IPOO U KOHTPOILHOMN CBIBOPOTKH B JIMKBOTAX.

— IIPUTOTOBIICHHBIA OTMBIBOYHBIR PacTBOp XpaHUTh NPU TeMIeparype +2—8°C He Gonee 45 CYTOK,
AOILYCKACTCA XpaHCHNE TIPU KOMHATHOHU Temmeparype +18-25°C ue Gosee 15 cyTok.

IIpumeuanue. llocne HCMONB30BAHMS pearcHTa HeMeEIEHHO 3aKpbIBaiiTe KpeIMKY ¢rakoHa.
3aKphIBaliTe KaxKIbIA (DIIAKOH CBOEH KPBIIIKOIL.

11.2.3. Wzpenus, XpaHUBIIMECS ¢ HapyIICHHEM PErIaMEHTHPOBAHHOTO PEKUMA, IPHMEHEHHUIO HE
IIO/IJISKAT.

11.2.4. Cpok rogaocts HaGopa pearento « HE4-MMA » - 18 Mecsries.

11.3. Oxcrutyaranys.

Bce xoMmuekTsI ipeHasHaveHbI /IS PYYHON MOCTAHOBKM M JUTA TIOCTAHOBKH HA ABTOMATHYECKIX
aHaIm3aTopax JUii MMMYHO(DEPMEHTHOTO aHANH3a OTKPHITOIO THIIA ¢ BO3MOXKHOCTBIO, KaK ZIpoOHOTO
UCIIOJIB30BaHMsA TUTaHImeTa (Habopa), Tak 1 17 IOCTAHOBKHY IEJIOr0 IUIAHIIETA (Habopa).

lHoreHunanbnplii  motpeGuTeNs  —  BpauM  KIMHHKO-THATHOCTHUCCKHX n1abopaTopwit.
IIpodeccronansuas KBanuKanMonHas TpyIma "Bpaun u npoBmsopsr" Beex yposmeit (ITpukaz No526 ot
06.08.2007 r «O6 yrBepKHEHHH TPOBECCHOHATBHBIX KBATM(UKAIMOHHBIX TPYII  JODKHOCTEH
MEJIMIMHCKUX U (papMaleBTHYECKUX PAGOTHHKOBY).

Menuuuackait  mepcoHan  KIMHUKO-IHATHOCTHYECKUX nabopaTopuif  JODKEH — MMeETh
AOKYMCHTMPOBAHHOE TIOATBEPXK/ICHHE MPOBEACHHOIO OOYYEHHs, CBA3AHHOTO C MOTEHIWAILHEIM PHCKOM,
COYCTAIOIIMMCS € PAOOTOH € JIFOOBIM MEUIIHCKAM (KTHHIYECKHM) 1a00PaTOPHBIM YCTPOUCTBOM.

11.3.1. Ilpu ucnons3oBanuu Habopa HEOGXOIUMO IPUACPIKUBATHCA CIIETYFONINX TTPABHIL:

— He ucmonk3oBark Habop mocie okonyanus cpoka rogHocTH;

— He ucnonb3oBaTh Habop peareHToB, eCiin ynakoBKa IOBPEK/ICHA.

— He CMemuBaTh  KOMIOHEHTHI HabopoB pasHBIX —cepuif, KpomMe YHHQHIEPOBAHHBIX
HECIICUU(DHIECKHX PEAareHToB (KOHIEHTPAT OTMBIBOYHOIO pacTBOpa, CTOIN-peareHTa, CyOCTpaTHEIA
pactBop terpamernnbensununaa (TMB);

— THIATeIbHO MEPEMEIINBATE PEAreHTHI IIPU HOATOTOBKE M IIPOBE/ICHUN aHAH3A.

— HCHOJB30BATL UL IHPUTOTOBIIEHHS PEArceHTOB XUMHYECKH YHCTYIO IOCYIy, 00pabOTaHHYIO

JUCTUITAPOBAHHOM BOMIOM.
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~ HCHOIB30BATE TONBKO 000PYI0BAHKE, MPOIIE/IIee METPOTIOTHIECKYIO IIOBEPKY.

~ HCKIIOYATL IPAMOC BO3JCHCTBHE COJHEYHBIX JIydel Ha IUIAHIIET BO BPEMs MPOBEICHHS
HCCIIEIOBAHNS.

— HC JOIyCKaTh NPHCYTCTBUE NAPOB HEPEKUCH BOAOPOA U XJIOPA B OMEMICHUX PH IPOBEICHIH
UMMYHO(EPMEHTHOTO aHAIH34.

11.3.2. Bee xommonentsr HaGopa pearenros « HE4-MDA » pU cOOIIOACHIH TpeOOBaHUH TaHHOM
Wnerpyknuy cTabuiIbHEL B TedeHHe BCEro CpoKa rOMHOCTH. Cpox rogrOCTH HabOpa yKa3aH Ha BHEITHEH
CTOPOHE YIIaKOBKH.

11.3.3. HenpaBunbHoe obparmenne ¢ o6pasnamMy ¥ H3MEHEHHE IIPOIENYPBI TOCTAHOBKU aHaan3a
MOIYT NOBIMATE HA PE3yNbTAThL JIis IONYYCHWsS HAMEKHBIX PE3yIbTATOB HEOGXOMMMO CTPOrOe

cobmonenre MHCTPYKIUHU 10 IpUMEHEeHHIO.

11.3.4. He ucnonp3yiite KOMIOHEHTHI H3 APYTHX HabOPOB MJIM W3 aHAIOTHYHBIX HAOOPOB APYTHX
cepuii.

11.3.5. Uspenus n/mm xommnorents: HaGopa pearenToB «HE4-UDA)» peMOHTY U TexHHYIECKOMY
OOCITy)XKMBaHHUIO HE MOJIJIEIKAT.

11.4. Yrunuzanus.

11.4.1. Vizmenus, mpumiepmvie B HENPHTOTHOCTb, B TOM UHCIE B CBS3H © HCTCUCHEEM CpoKa
TOJHOCTH, IOAJIEXKAT YTHIM3AIHNH.

11.4.2. Menuiuackue otxonsl kinacca b. VTuwimsammio wim YHHYTOXKEHHE HaOOPOB pEarcHTOB
TpeOOBaHUA K OOPALICHUIO ¢ MEAMUIIMHCKAMA OTXOMaMiy» 1 MY-287-113 «Meroauueckue ykazaHus 110
Ae3uH(EKIUH, TIPEICTEPUIN3AIOHHON OUMCTKE 1 CTEPWIIM3AIUH U3JIEIUNA MEUITUHCKOTO HAa3HAYECHUS Y.

11.4.3. YTmmsauus uposogurcs CHCNUATH3UPOBAHHBIMUA  OPraHHU3allisAMH, KOTOpPBHIE HMEFOT

JIMICH3HUIO Ha IPABO YTUIIHU3aIMHA MCIUITTHCKIX OTXOO0B.

lpennpusie-u3roroBuTes TapaHTHPYET CTAOMIBHOCTD KOMIIOHCHTOB H HaGopa, a Taxxke
coorseTctBe  Habopa TpeOoBammsm  TexHumueckmx  yciaoBmit OpU  COOJIOAGHHHM  YCJIOBHH

TPaHCIOPTUPOBAHUS, XPAHEHUS M TPUMEHEHUS.

Ilo 6onpocam, kacarowumes kavecmea Habopa peazenmos « HE4-HDAy, credyem obpawamocs 6

000 «XEMA» no aopecy: 105264, Mocksa, yr. 9-as Iapxoesas, 0. 48, men/paxc: (495) 510-57-07.
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- Cumpoa

 3HaueHHe CHMBOJIA

[IpouzBourens

Jara mpousBojacTea

HOMCp I10 KaTajory

Howmep cepun

Hcmonb30Bath 10 (TOA-MECSI)

OrpannueHue TemMIeparypsl

Tonsko ans un 6UmMpo NUArHoCTUKU

Octoposxuo! OOparuTech K HHCTPYKIUH 110
IIPUMEHEHHIO

OobpaTtuTech K MHCTPYKIIMH 110 IPUMEHEHUIO

bepeusb oT Binarn

He nomyckaTh BO3CHCTBHS COJTHEYHOIO CBETA

B coctaB BXOIAT «pazipakaroIlue) BEIeCTBa.
He gBisroTcs e IkuMH.

Imananrer

Kanmubposounsre mpoOb1

KonTponrHas ceiBopoTKa

Konrrorar

SUBS TMB

CyOctpatabrit pactBop TeTpamerwidoen3umuaa (TMB)

IBUF WASH n-X]

KoHneHTpaT 0TMBIBOYHOTO pacTBOpa

STOP|

Cron-peareHt

3aMeCTUTENh FEeHEPATBHOTO AUPEKTOPa

o Texuonoruu OO0 «XEMA»
«3 0» 0.9 2020 T.

«COI'TACOBAHO»
['enepaibHBIN TUPEKTOP
000 «BBIMIIEJI-MEJLIEHTP»

« DG 05 2020 .
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Koctpukuna E.C.

Bapnasuuyc I1.K.
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