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HHCTPYKIHA

MO NPUMEHEHHIO MEAHLIMHCKOTO H3IENHA UIA AXArHOCTHKH in vitro
Habop pearenToB ans BbisBieHHs H KonuuecTBeHHoro onpeaenenus JIHK supyca renatura B
METO/OM MOJIHMEPa3HOH LIEMHO peaku1H
ITOJIUBUP HBV

1. HABHAYEHHE

Habop pearentos IIOJIMBHP HBV npeaHasHauyeH [1f OOHOBPEMEHHOIO BLIABICHHA H
konuyectseHnoro onpeacnenus JIHK supyca renatura B (Hepatitis B Virus, HBV) meTo0M NnonuMepasHo
uenHoit peakuuu ([TLP) ¢ rubpuansaunonHo-pnyopecueHTHo#H aerexuneit B npobax HyKNE€MHOBLIX KHCIOT
(HK), BbiaeneHHbIX U3 KIHHHYECKHX 06pa3uios (n1a3ma H CbiIBOPOTKA KPOBH).

®dyHkuHoHaNbHOE HasHaueHHe — Habop pearentos IIOJINBHP HBV npennasHayueH A1s AHarHOCTHKH
BHpPYCHOrO renaturta B u onpenenenuns BUpYCHO# HarpyskH.

Ha6op npenHasHaueH ans obcnenoBaHHa Bcex rpynn HaceneHus noboro Bo3pacra 6e3 rpapauud no
aemorpaduueckoMy HNH NOMYNALHOHHOMY NpPH3HAKY.

HOJI)"ICHHBIC pe3ynbTaThl HE ABNAIOTCA OCHOBAHHEM 11 NOCTAHOBKH AHArHo3a, a HCNnoJb3yrOTCH TOJILKO
B COY€TaHHH C APYTHMH na6opa1‘opubmu NnoKa3aTensaMH U AHarHOCTHYECKOMH uH(bopmauueﬁ.

2. OBJIACTb IPUMEHEHHSA HABOPA - kanHuueckas nabopatopHas AHarHOCTHKa.

Moka3zanua k npumeHenuio. HaGop pearento IIOJIUBHP HBV Mmoxer ObiTb HCMonb3oBaH B
KJJHHU4eCKo# nabopaTopHo# AHarHOCTHKE ANA BbISBIICHHA HOCHTENLCTBAa BUPYCHOrO renaTurta B, a Taoke
IUIA KOHTPOJbHBIX HCCAeaoBaHHH BO BpeMS H NMOC/1e NPOBEACHHOrO IeYEeHHA.

3. NPEJHA3SHAYEHHBIA IIOJIb30BATEJbL HABOPA - COTPYAHHKM KIHHHKO-
AMarHoCTHYeCKMX nabopaTopuii, npolueawde COOTBETCTBYIOLLYIO MPOGECCHOHANbHYIO MOArOTOBKY B
ob6nactn JJHK-auarHoctuku.

4. XAPAKTEPUCTHKA HABOPA
4.1. Cocras nabopa

Ha6op IIOJIMBHP HBYV Bbinyckaercs B 2 BapHaHTax HCMOAHEHHA. BapnaHTbl ncnonHeHus Habopa
pa3IKyaloTCA THNOM NPOBOAMMOrO aHanu3a (Tabn. 1).

Bapuant ucnonnenns KavecrBennnlif npenHasHaueH s kayecTBeHHoro BuisBneHus JJHK supyca
renatuTa B.

Bapunaut ucnonnenns KonnvecTBenHbli npeHazHaueH Ui KOTHYECTBEHHON OLEHKH CollepKaHHA
JHK supyca renatuta B B 00Opasie, Takoke MoxeT 6bITh MCNONBL30BaH ANS MPOBEAEHHA Ka4€CTBEHHOrO
aHanu3a.

Habop paccuuran Ha nposenenue [ILIP - ananusza 100 o6pa3uoB, BkIO4as KOHTPOJIbHbIE, H
nocneaytowed  ¢auyopecueHTHoi  aerekuwn amruiMduumpoBaHHoro ¢parmenra JHK  meromom
rubpuaH3aUnH C 30HAaMH «B pealbHOM BpEMEHH» Ha alaTHPOBAHHBIX AT 3TOro npubopax.

Tabnnua 1.
BapHaHT HCNOJIHEHHA Cocraa Bapuaute! GpacoBku
KauecTBennbiii 1. PeakunoHHas cMech | npobupka - 1100 Mk
2. Paz6asutens 2 npo6upku no 1,8 mn
3. Taq-nonumepasa 1 npobupka - 50 Mkn
4. BKO | npoGupka - 550 Mkn

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM




5.TKO 1 npoGupxa - 400 mxn

2 | KonuvecTbennnis 1. PeaxusoHHan CMeCh 1 npoGupxa - 1 100 mxn
2. PasGaprTem 2 npoBupkx no 1,8 M
3. Tag-nonaMepasa 1 npoGupxa - 50 Mxn
4, BKO 1 npoGupxa- 550 mxn

Szaaumﬁmmumﬁoﬁpﬂeul 1 npoGxpxa - 400 mxn
6. Cranpaprioniil koNTpoAblkit o6pasen2 | 1 npoGupxa - 400 Mxa

B coctas kommnexrauuii Ha60pa BXOAST FOTOBKC K NPHMCHEHHIO PEATOHTHI,

B coctas kaxno#i peaKuHOHHON CMeCH BXOANT:

¢ pacteop 2HT®;

o TILP-Gydep;

¢  QUIyOPEeCUCHTHBIC JOHAN: 30HR A4 cneundHIecKoro (pparMenTa reHoMa BHpyca renatira B
conepkut duryopopop FAM, soun 1uia BHyTpeHHero koHTpons conepaut qnyopogop HEX.

¢ npativepsi ans suigsnenns JJHK supyca renatura B;

¢ mpaliMepsl VN BHSRICHHR BHYTPCHHONO KOHTPOAS; BHYTPCHHUE KOHTPOAL NO3BOASCT
KOHTPOJIHPOBATS MPOLIECC MPOXOKACHHA PEAKLMH AMIUTHOMKALIMH, 8 TAKKS TECTHPOBATH HanHvKe & npobax
BEILICCTS, HHrHOHPYIOUIHX NOHMEPA3HYIO LENHYIO PeakiKio i KauecTso Bhiaenchns JHK.

Ana nposeneHHa HCCneROBaHHA HeolXxoAMMO NPUrOTOBHTL AMIUIHOHKALUMOHHYIO CMeCh M3
Peaxumonnoli cmecn, PasGasurens u Tag-nonuMepassl, BXOAAMMX B ¢OCTaB Hafopa,

BKO (snyrpennnit xoutponsuuili ofpasen) npeacrasnser coboli JHK-mmumeHs BHyTpenuero
KOHTPO/A, HCTIOAL3YETCA Ha ITane NpobonoAroTOBKH.

KO (nonoxurensinil kontponsuuili o6pasew) npeacrasnser cobolt cmecs AHK-muwieHn reHoma
BHpYCa renatuta B 4 BHyTpeHHero KoHTpos.

Cranpaprunii xoHTpontHb oSpasen npeacTasiger cobol KONHYECTBEHHO OXAPAKTEPHIOBAHHYIO
cmecs JTHK-kanuGparopos (oSpasuos JTHK-muwenedt resoma HBV u BHYTPEHHETO KOHTPONS HIBECTHOH
koHuenTpaunn). Bo Bxnazmine x kakaol cepuu Halopa peareHTOB yKA3aHA TOMHAN KOHMEHTPaUMS
COOTBETCTBYIOUICNO XKaNHGPaTOpa B CTAHAAPTHOM KOHTPONLHOM 00pasue, a8 TAKKS AUANA3OH ZONYCTHMBIX
sHavYeHHUH WMKIOB MepecevieHHs kpusol duyopecuenusn ¢ noporosol aunuedi (Ct) AN cTaHAAPTHOrO
KOHTPONLHOO 00pasita Ha PASTHYHLIX THNAX AMMIH(HKATOPOS.

4.2. KomnnexrmocTn

B XOMNAEKT NOCTABKH BXOART:

- Ha0Op pearcHTOB;

- NAMATKA NO NPHMEHCHIWIO Habopa;

- sxnaaum ¢ naHHeiME TIKO (ana sapuanTta HenonHeHHs KauectsenHbill) HANW CTRHARPTHRIX
KOHTPONbHBIX 06pasuos (ana papuanTa HenonaeHus KonnaecrsenHniil).

Tlacnopr npeaocTaBALEeTCA NO 3ANPOCY NONILIOBATENA,

TNonuas HHCTPYKUMA N0 NPAMCHOHMIO NPEACTABACHA HA caltre mporssoaurens www.lytech.ru (FOCT
51088). Ha GymMaxHOM HOCHTENS WHCTPYXUHA NPEJOCTABALETCA NO 3ANPOCY NONBIOBATENA.

4.3. liprammn MeToaR

Habop pearenror MIOJTHBHP HBV ocHOBAH HA WCMIONb3OBAHWM METOAA MonMMepasHoll uenuoli
peaxunn (ITUP) ans onpeaenenns cneunduueckux ywactkos JIHK HBV nyTeM HaxorsieHHS
(amnnudrxaumm) cneundutiecknx gparMenTos.

B pesynsTare MHOrOKpaTHO MOBTOPNIOUINXCA UHK/IOB CHNTe3a HOBbiX uenelt THK, roMonoruvubix
cneidnveckoli obnact JHK-mumenn, npoucxoaur Hakonnesue ¢parmentos JHK B xonuuecTse,
JAOCTATOMHOM ANA ACTeXIHH.

IuGpransalMoHHO-QIYOpecIeHTHAS ACTEKIMA MOIBONASCT NMPOBOAHTE PETHCTPALMIO APOAYKTOS
AMITROUKALAR B NPOLECCe PCAKUHH («B peanbHOM BpeMeHH»). Herexima nmpoaykroB amnaxdHxauuy
TIPOBOAHTCA B PEaKIMOHHOM pacTeope. ONRTOHYRNCOTHAHIN 30HA, HeCYmMIl GUTYOPSCUSHTHYIO METKY,
cnenndrvecku re6pHAK3YeTCS ¢ SMILTHKOHOM. B xon1e nocheayiollieH 3MOHrAUHK MPOHCXOAHT paspyllieHHe
30HAA H BHCBOGOXACHHE (UTYOPECLIEHTHON METKH B PACTBOP, YTO AC/ACT BOIMOKHBIM €8 PErHCTPALIMIO HA
$nyopecueHTHOM ZieTeKTOpe.

Tpu nposeseHnn perncTpanl NPOAYKTOB AMMIHGMXALMH B8 NPOLECCE PEAKUMH (4B PEATLHOM
BPCMCHN») MIMEPEHHUS NPOBOANTCA 8 KAKAOM Lkne aMnanpuxkaunn. C UCNIONLIOBAHHEM CTICLUHANBHO
AOROGPAHHLIX HACTPOSK AHANH3UPYIOIIAN NPOTPAMMA ABTOMATHYECKH PACCUMTACT LHKAH FCPECEYCHHN

2

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU




KPHBBIX HAKOIUICHHS (UTYOPECUEeHTHOrO cHriana ¢ noporosoli aunuelt (Cycle threshold, Ct). 3navenne Ct
obpatro nponopimonansHo koruentpaun JIHK s oGpasue.

BosmoxsocTs  konmvecTsenHoro onpeaenenus JIHK HBV B pexume «peanbHoro BpeMeHH»
OCHOBBIBACTCA HA CYILCCTBOBAHHH 38BHCHMOCTH MOXEY HoXogHoM konuenTpaumed JHK-muwenu s
HecneRyemMom oSpasiie H IHK/IOM HAYANA IKCNIOHSHLHANLHONO YBeNHYeHHA (ayopecueHTHoro curnana (Ct).

Jna nposenenms xonmvecTseHHoro tecta amwmdpuxkammo JHK n3 uccneayemmix obpasuos
NPOBOAST ORHOBpeMeHHO ¢ Kamubparopami ¢ ussecTHOH xonnerTpannelt THK-Mumenu,

AHAIH3 Pe3yNHTATOB NPORCXOANT NpH Nomowy KanuOporouNoHi npamoil, NOCTPOSHHOK NO ABYM
xamubposounniv  ofpasuam. [locne BLICTABAGHHA HACTPOSK AHANH3A, NporpamMmuoe ofecnedenne
aMIIHHEATOpPS ABTOMATHYCCKH onpeaeciser Ct (NOporoebili UMKN KA TONKY ACPEceucHMA rpadmka
naxomnenus JIHK 1 nopororoii aunsn) Beex 06pasiion, NPOBOAMT MOCTpocHNHE kannGposourol npamoii no
COOTBETCTBYIOMIMM CTAHAAPTHHM ofpasuaM ¢ onpeacnseT no HeH KOHLCHTPALMIO AHANHIHPYEMOIO
oGpa3ua.

4.4, MeTpOAOTATIeCKAS NPOCHERXRBACMOCTS JHANCHHH KOHUCHTPAIHH KATHOPATOPOB, BXOAAIINX B
COCTAB CTAHAAPTHHIX KOHTPONMbHHIX 06pA3LOB, MPOBEACHA IO YPOBHA KOHTPOILHOTC 06pA3LA NPSANPHATHA
(xanuGpatopa BTOpOro nopsaka), H3roTosnexnsoro 13 ressiomioll JIHK ABYV. KOHUSHTPAUMIO KOHTPOALHOTO
ofpa3la NPEANPHATHA ONPEACIAIOT CTAHAAPTHIHPOBAHHOH MetonukoR koanuecrsenHoli [ILP ¢
HCTIONBb3OBAHHEM MEKAYHAPONHOIO KONHYSCTBEHHO OXAPAKTEPHIOBAHHOTO CTaHmapra (4th WHO
International Standard for HBV DNA for NAT, 10/266 NIBSC). KommyTaGeasnocTs KORTPONLNBX
ofpasuoB NPeANPHATHA NOATBEPKACHA pe3y/IbTaTaM HiMepenns konuentpaunn JHK pedepenthol u
PYTHHHON METOAMKAMH, NPEAHAHAYCHHHIMH J/IA H3MCPCHMA NOKAZATCNCH KOHLCHTPAUHH NPH
xonuuecTeeHHOM Hecheaopanu JIHK, BLACACHHOMN H3 COOTBETCTBYIOLIMX KTMHHMOCKHX 00pasLos.

4.5, Orpanuyennn MeTOAR

TTpu Bamauyu MyTaLKii B aHANUSHpYeMON 06NaCcTH reHoMa, BCSACTEHE YXyAIleH!a rnbpuansaumuy
npatiMepon wau 30na08 ¢ JIHK, Moryr HabmoaaTsca NOMHOOTPHLUATENBHBIC PCAKUHH, 8 TAIOKE 38HIDKCHHE
peansHoro conepanus IHK sosGyautena s xmunveckoM obpasue.

S. AHAJTHTHYECKHE XAPAKTEPACTHKH EABOPA
5.1, ARRARTRIECKAN CHEIHGNIHOCTD

CrelHpHIHOCTS OTPEASNICTCA OIMTOHYKICOTHAHBIMH 3aTPaBKaMH (npatiMepamu), nonoGpaHHEIMK
K TOMOJOIHYHBM YYACTKAM BHAOCTICUMQHWHBIX TreHOB Bosfyawrenel, a Takke CRCLMOHYHBIMH
ONUMOHYKNCOTHANBIMH 30HIAMH V1A FHGPHAN3ALMH C KOMIUIOMEHTAPHLIMH YYACTKAMH
AMIVIHKOHOB (CneLMpHYECKHX TIPOAYKTOB AMIVIHGDHKALMH), YTO HCKIIOUACT MCPEKPOCTHRIC PEAKLMM C
GHIKOPOACTEBOHHBIMH MHKPOOPraHHIMAMH H APYTHMH HHPCKUHOHHBIMH BO3Gymurenani.
Ananuruvieckas cneuHuyHocTs HaGopa peareHToB, T.e. cnocoSHocTs BeiABAATs Tonbko JJHK HBV,
BHE 3aBHCHMMOCTH OT MPHUCYTCTBHA B aHanmmsupyemom ofpasue HK apyrux sosCyawreneh, aoxasana
npoussoanrenem npu uccneaosanny JHK creayiommx muxpoopranusmos: HSV 1 u 2 muna, CMV, EBV,
VZV, Adenovirus, Parvovirus, Enterococcus faecium, Escherichia coli, Klebsiella pneumoniae,
Staphylococcus aureus, Streptococcus pneumoniae, Pseudomonas aeruginosa, Acinetobacter baumannis,
Candida albicans, Neisseria meningitides, Mycobacterium tuberculosis, Leprospira spp., Haemophilus
influenza, Treponema pallidum, a Taxxe renomuolt JTHK senobexa.
ONOXKHTENIBHBIE K  JOXKHOOTPHLATENbHHIE  PESYNLTATH  BLIABACHH He  Obinn,
CneundHYHOCTS, PACCYHTAHHAS Kax % HCTHHHO OTPHLATEABHBIX PE3YALTATOB ANM OTPHUSTEAbHBIX Npod Ha
uenesoit mapkep, cocrasana 100%.

5.2. ARANNTERECKAN YYBCTBHTEILROCTD

C nomomsio vabopa IOJIHBHP HBV moxsio obuapyxurs 100 1 6onee ME/Mn supyca renatura B,
NpHCYTCTBYIOUIEro 8 mpowmemuek oGpaborky (Boaenenue JIHK) npobe.

5.3. TecT Ha NpeRBINOBHOCTD

TecT Ha NPCLM3HOHHOCTL XAPAKTCPHIYOTCS PACCCAHMOM 3HAYCHHH HIMOPEHHBIX KOHLCHTPaUWH,
NOMYMaeMbIX NPH HCNONBIOBAHHH HA00Pa OTHOCHTENLHO BEIHMHHB cpeanel xoruenTpaiu. Jlnx o6pasua
¢ xouuexTpaumedt 1x10° ME/Mn ana HBY xoadpuumeHT sapualmn cocrapaser se Sonee 10%.
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5.4. TeCT Ha NpaBu/IbHOCTb OMpPeAeNeHnUs KOHLEeHTpaumm

TecT Ha NPaBWU/LHOCTL OMpeaeneHns - npu eTekumn 06pasLoB ¢ KOHUeHTpaumamm 1x10%, 1x10* n
5x10" ME/mMn gnsa HBV NpoUeHT OTKIOHEHUS M3MEPEHHON KOHLEHTPaLUK OT 3Ha4YeHWs, NPUHUMAEMOro 3a
NCTUHHOE, HaxoamTca B gnanasoHe 90-110%.

5.5. lnanasoH IMHEAHOCTH

[vana3oH TMHENHOCTI - 3TO AMana3oH KOHLUEHTPaLMiA, Npy AeTeKUMM KOTOPbIX 3aBUCUMOCTb MEXAY
3HaveHuaMn Ct u log KOHUEHTpauuu YAOBMETBOPSET NMHEHOW mogenn. Mogynb KoahgpuumeHTa
Koppenaummn ans o6pasLos ¢ KoHUeHTpaumamm 1x10*, 1x10* n 5x10" ME/mn gna A KcocTaBnseT He MeHee
0,99. Takum o6pasom, Armana3oH nuHenHocTn ans AHK HBVcocTtasnseT ot 5x10" go 1x10* ME/mn.

6. JNATHOCTNYECKUWE XAPAKTEPNCTUKW HABOPA

6.1. JuarHocTuyeckas 4yBCTBUTENbHOCTL BbisBneHUs OHK Bupyca renatmuta B; 100 % (nHTepsan
97,1 % - 100 %, c fLOBepUTENbHON BEPOSTHOCTLIO 95 %).

6.2. narHocTtumyeckas cneunguyHocTs BoiseneHua AHK supyca renatuta B: 100 % (nHTepsan 97,6%
- 100 %, ¢ foBepUTE/IbHON BEPOSTHOCTLIO 95 %).

6.3. MNMoka3aHa TOXAECTBEHHOCTb AMarHOCTUYECKUX XapaKTepucTuk Habopa MOSIMBUP HBV Ha
pasHbIX BUAAX KNIMHUYECKMUX 06pa3LoB (CbIBOPOTKA M Nia3Ma KpoBW).

Tabnuua 2.
K IMHNYECKIIA KonnuecTtBo Konnyectso Pe3ynbTaThl UCMbITaHUi
maTepuan 06pasLoB  MOMIOKNTENbHbIX [MarHocTUdeckas MArHOGTHHECKSS
OT NaunenTos 00pas3Lios YyBCTBUTENLHOCTb creumdnIHOCTb
100% 1006
e o 2 1 (95% Mz 97,3-100%) (95% Mz 97,9-100%)
CbIBOPOTKA KPOBM 224 12 1006 1006

(95% 1= 97,1-100%) (95% V1= 97,6-100%)

6.4. Koppensauus pesynbTatos

lMoKasaHa BbICOKas CTereHb KOPpPenduMm pesy/bTaToB M3MepeHus KoHueHTpaumum OHK HBV,
MO/yYeHHbIX C MOMOLLbIO HabopoB peareHToB «AMnaulpaiM® HBV-Fl», «Amnaulpaim® HBV-
MoHuTop-El», Peanbect BI'B MUP n NOANBUNP HBV.

PasHuua Mexay 3HavyeHnsaMu koHueHTpaumn AHK HBV B o6pa3uax nnasmbl KPOBU He MpeBblLllana
05 Ig B 96,3% cnyuyaeB. PasHuua mMexay 3HaueHusaMu KoHueHTpauun AHK HBV B o6pasue 05 Ig
oTMeyanack B 3,7% cny4yaeB. PasHuLa Mexay pesy/nbTataMmuy He npesbiwana 1,1 1g.

PasHuua Mexay 3HavyeHnsMM KoHueHTpaumnm AHK HBV B o06pa3suax CbIBOPOTKM KpPOBM He
npesbiwana 0,5 Ig B 95,6% cnyyaes. PasHuLa MeXay 3Ha4YeHNSMU KoHLeHTpaumm AHK HBV B obpasue 0,5
Ig oTmeyvanack B 4,4% cnydaes. PasHuLa Mexay pesynbTatamMu He npesbiwana 11 Ig.

PaccumtaHHbIi  KoathmumeHT  koppensumm  CnmpmeHa coctasun 0,99  (pv <0,001), uTO
CBUAETENbCTBYET O 3HAUMTE/IbHOM CXOLCTBE (3KBMBAIEHTHOCTN) CPaBHMBAEMbIX TECT-CUCTEM.

6.5. Bocnpon3BoAMMOCTb pe3y/ibTaToB MCCeAoBaHMA C MCMob3oBaHMeM Habopa MOJINBUP
HBV coctaBnser 100% v nNoaTBepXKAeHa B XOAe MPOBEAEHWSI KIMHUYECKMX UCTMbITaHUIA Ha 3asB/IEHHbIX
TepMoLMK/Iepax, PasHbIX Cepusx W BapuvaHTax WCMONMHeHWs Habopa (BHYTpUCEPUIIHAs, MeXcepuiiHas W
BHYTPMMNOCTAHOBOYHAA BOCMPOM3BOAMMOCTL). KoaduuveHT Bapuauum usmepeHns Ct (ang BapuaHTa
NCMonHeHns «KayecTBEeHHbIN») WM KOHLEHTpauun (418 BapuaHTa UCnoHeHWs «KonmyecTBeHHbIN) 41a
O[HOro 1 TOro e obpasLia He npesbiaeT 10%.

7. MEPbI MPEAOCTOPOXHOCTU
MoTeHUMabHbIA PUCK NPUMEHEHMS Habopa - Knacc 3.

7.1. Tpeb6oBaHus 6e30MacHOCTX Mpu paboTe ¢ HabopPoM

PaboTa o/mKHa NPOBOANTLCS B 1a60PATOPUK, BbINOMHAOLLEA MONeKynspHo-6uonoruyeckue (MLUP)
nccnefoBaHNA KAMHMYECKOrO MaTepuana Ha Hanmume BO30yauTenell WHMEKUMOHHbIX 60Me3Heid, ¢
COOMOAEHEM  CaHWUTapHO-anuaeMuyeckmx npasun  CM 1.3.2322-08 «besonacHocTb  paboTbl €
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# IV rpynn narorenHocTH (ONacHOCTH) H BOACYAMTENIMH NAPasSHTAPHEIX Soneanein,
Caul'lul-l 2.1.7.2790-10 «Canurapno-anuaeMuonornueckne tpeopanus K o5palieHHI0 ¢ METHLHHCKHMH
OTXOARMH» H MeTOmHYeCKHX Yykasanmii MY 1.3.2569-09 «Opranusauns paborsi naGoparopii,
HCHIONB3YIOUHX METOAN AMINHGHKALUYM HYKICHHOBLIX KMCNOT NPH palore ¢ MATCPHANOM, COASPIKALINM
MHKpoopratn3Msl 1=V rpynn naToreHHocTH®.

Tlpu paore beeraa ceayeT BLINOMHATD CRCAYIONHE TPeGOBAHMA:

e Cneayer paccMaTpHBATL HCCACHYCMBIC OOPA3LBI KaK HHEKIHOHHO-0NACHBIE, OPraHH30BKBATL
palory u xpanenne 8 coorsercraum ¢ CI1 1.3.2322-08 «besonackocTs paboTnt ¢ Mukpooprasnsmamu [11-
IV rpynn natorensocts (onactocm) u Bo3Gyaurenany napasHTapHsix Goneanelis.

¢ VYOupars H ne3MHGHUMPOBATE PaMIMTHC OGPA3UBM  MNH  PEAKTHBM,  MCRONL3YR
nesundpuumpyrompe cpeactsa B coorpercteuu CIT  1.3.2322-08 «BesonacocTs pabotnl ¢
mukpoopranamami [TV rpynn naroreKHoCTH (ONACHOCTH) H 8030y AHTERIMH NapasuTapHbix Sonesnedin.

e  VanaTs HEHCNIONE3OBAHHBIC PEAKTHBL B COOTBETCTBHH ¢ TpeGosannamu CanlluH 2.1.7.2790-
10 «Canurapro-anuaeMuonornsieckhe TpeGopatia K oOpalCHHIO ¢ MEAHLMHCKHMH OTXORAMHY,

BHAMAHMUE! Ilps ynanenuu npoBupok, cogepxammx npoaykrsl IILIP, neaomyctumo kX
OTKPBBAHHE H Pa3OPHLIIMBAHKWE COACPAUMOr0, MOCKOMAbLKY 3TO MOMCT TPHBECTH K KOHTAMHHALHK
npoayxramu [TLP naBoparopHoit 30Hb1, 060pYAOBRHHSE H PEATCHTOS,

e [IpumensaTs HaGop CTPOrO NO HASHAYEHHIO, COINACHO AAHHOW WHCTPYKUMH,

¢ Jlonyckams k pafore ¢ HaSOPOM TONBKO CHELRANLHO OOYHCHHRIA MEpcOHAN ¢ BHICIINM WK
CpeaRHM METHIIHHCKHM WIH GHONOTHECKHM (BETepHHAPHLIM) 05pasoBaHHEM, NPOILICALIHM NOATOTOBKY HA
NMHLCHIHPOBAHHBIX KYPCaX MEpBHYHON cneunanusa no paGore ¢ mukpooprannsmamu III-IV rpynn
NATOTCHHOCTH H NOAYYMBIIHM ROMOMHHTENBHOC CRCLMAILHOE OOPASOBAKWE HA KYPCaX MNOBHILCHHA
KBATHDHKALMH IO MONEKYASPHO-GHONOMHUECKHM METOAAM AHArHOCTHKH.

¢  He ncnonssosats HA6OP NO HCTCHCHHH CPOKA NORHOCTH.

7.2. TpefioBanus oxpanm oxpyxawuiel cpeant

7.2.1. Ha6op peareHTOR He COACPIKUT BELLieCTB ¥ MATCPHAIOB, TpeSylomKx 06eCcneHeHHA CIOLIMAIBHBIX
Mep 5030nacHOCTH, M HE MIPCACTABINCT ONACHOCTH ANT AIOACH B TCUCHHE BCErO CPOKA NOAHOCTH, B ToM
YHCE B (ITydae oTKNoHeHHH 8 QYHKLUHMORHPOBAHHH MOAHLMHCKONO HIACHHA, BKAIOYAN ONpeaenseMbie No
BHEIIHHM NPH3IHAKAM.

7.2.2. HaBop pearentos He TpeSyer cneuHansibix Mep 6e30nacHOCTH NpH BO3ACHCTBAH TAKHX
NpenckasyeMbiX GAKTOPOB, KAK BHEIWIHHE INEKTPOMATHHTHHC NONA, ICKTPOCTATHUCCKHE Pa3spAabl,
HaTyueHHe (MIEKTPOMATHHTHOS, HOHMIMpYIOUICe, HHOE), BTMOCHEPHOS JAWICHHe W €ro fiepenansl,
BAGXHOCTS H TEMIIEPATYPa BOIAYXA.

7.2.3. HaGop pearcHroB He tpefiyer cneumanbHbix Mep OCIONACHOCTH OTHOCHTENBHO PHCKA
MOKTPOMATHHTHEIX MOMEX, NOCKOABKY B cocTas Hafopa He BXOAAT W B PE3YALTATC MPHMCHCHHA He
NOABARIOTCA KAKHE-THOO UCTOTHHKY HITYHCHNA,

7.24. Bce xOMNOHEHTH Halopa HETOKCHYHB MIA YEJIOBCKA B HCNOMbIYEMBIX KOHLCHTPALHAX.
Pearentsi, Bxopsuiue B cocras Halopa, 6e30NacHE! WIx OXpYxaloliel Cpeakl, He CONCPIKAT UHAHHA H A3KHA
HETPHA, B TaKKe APYTHE BPEAHbIC BEUIOCTRA.

7.2.5. Halop peareHToB He COASPKHT: NEKAPCTBCHHEIX CPEOCTB NN MOAMLMHCKOTO MPHMOHCHWA,
MATEPHAIOB XMBOTHOTO M (HAH) HENOBEHECKOrO NMPOHCXOKACHHA, MATEPHANIOB, KOTOphI® ABARIOTCH
KAHUCPOreHHBIMH, MYTAICHHBIMH HAH TOKCHYHBIMH, BOSMOXKHOC BEIAC/ICHHE MAH BbLIMBLIBAHWHE XKOTOPBIX
MPHBOAUT K CCHCHOHMM3AUMH, ANNEPrHUeCKOH peakid WIH OTPHIATENLHO BIAHACT HA PENPOAYKTHBRYIO

8. OBOPYAOBAHHE, PEATEHTH H MATEPHAJIBI

¢ nabop pearenros mna nposeaesna [1LIP;

o [ILP-6okc ¢ YO-naunoit;

®  TepMOCTAT MpOrpaMMHpyembiii (aMnnnukaTop) WAH asanusatop mia nposesends TLP ¢
acTexumeH pesybTATa B POKHMS POAITBHOIO BPOMOHM;

®  NUNETKH-JO3ATOPH NEPEMEHHONO O0beMA CO CMCHHBLIMH HAKOHCTHHKAMH, JO3BOAAIOUWNG
orSupars oGvemul xuaxoctn 0,5 ~ 10; § - 50 mxn; 20- 200 mxn; 100 - 1000 mxn;

®  OAHOPA3OBbIC HAXOHEYHNKH ¢ HALTPOM (a3posonbHbM Gapbepon) o 10, 100, 200 1 1000 mxn;

5

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




s  GecupetHbie OAHOPA3OBBIE NMONUNPONHACHOBbE Mixponpobupku smecTHMocTbIO 0,2 MN AN
aMnAnpuxaLIH;

®  OAHOPAIOBLIC NOAMNPONUICHOBbIE MHKPONPOSHPKH BMECTHMOCTSHIO |,5 wan 2,0 ma;

¢  XONOAHABHWK C MOPO3HALHOH KaMepol A% XpaHEeHHA HCXOAHBX PEAreHTON;

¢  NEPHATKH PE3HHOBLIE WIH IUIACTHKOBbIE OIHOPA3IOBHIE.

9. AHAJIH3HPYEMBIE OBPA3IBI H IPOBONOATOTOBKA
9.1. MaTepaan A1 nccAca0BaHNg,

MarepuanoM ans icenenosanna Habopom pearenros IIOJMABHP HBYV ssasiores obpasust JIHK,
BbIAGNEHHBIE H3 KIHHHYSCKHX Npod (CHIBOPOTKA M IUIA3MA KPOBH).

9.2. BasTHe, A0CTABKA W XpAHEeREe KAREE%ecknX ofpasnos

Jna pOXYYeHHA NAAIMEL KPOBH 2-3 M1 BEHO3HOH KpOBH COOpATH B OAHOPAIOBYIO NAACTHKOBYIO
npobHpKY, CONSPRAIULYIO NOPOLIOK WK PAcTBOp aHTHKoaryaaHTa (1,2 — 2,0 mr K2 -3/ITA wiu 3,8% (0,129
monb/n) pacraop uwrpata Hatpua. TEITIAPUH HCIIOJIB3OBATD HEJIR3A!). Ilpu ucnonn3opaHnu
CHCTEMBI BaKYYMHOTO 3a00pa KpOBH HCROL3YIOTCA BakyTelinepn ¢ ¢Honerosolt xpenuko#i (¢ 3ATA).
TipoGupka 3aKkpbiBaeTCa, NEPEMEILIKBACTCA MEPEBOPAYHBARKEM H MapknpyeTca. Jina nonyyeHHs NAasMbl
o6pa3up kpoBH LEHTPHGYTHPYIOT 8 TeweHre 10-15 munyT npy 10000-12000 g.

2-3 M eeHO3HOHW xpoBH colpaTh B OAHOPA3OBYIO MIACTHKOBYIO
nycryio npolupky Ges anTHkoarynsHta. [Ipn HCNONBIOBAHMH CHCTeMB! BaKyyMHoro 3abopa xposH
HCRONL3YIOTCA BaxyTeliHepu ¢ xpacHol kpmiuixol. [TpoGHpka 3akpsipaerca W mapxupyerca. [locne
o6pazoBaHKA CrycTka KpoBr ofpasum, IS OTACNCHUS ChIBOPOTKH, MOABEPTAIOT LEHTPHPYTHPOBAHKIO B
TeuenMe 10 - 15 MuByT npy yckopeHnn 10000 — 12000 g,

TpancnOpTHPOBKA KAHHHYECKOFO MaTepHaia JACKHE RPOM3BOAWTLCA TOMLKO B CyMKe-
xonoaunbiuke., Marepuan aonxen Guith Aocrasner B naGoparopuio B TeueHHe 1-3 yacos. 3amMopo3ka
KNHBHYECKOTO METOPHANA HEROTYCTHMA!

Jonycxaerca xpanenue Gnonpob npu +4...4+8°C we Gonee 3 cytok.
9.3. lIpeasapaTennnan ofpaboTa RANUNRECKOr0 MATEPRRIR

OGpatotka winHHYeckoro marepiana ang sbigenckus JIHK, a Taioke ero xpaHeHne NpoH3BOAMTCA
COTIaCHO HHCTPYKUME Mpou3BoaxTens sabopa ang spiaenckns JIHK H3 knnnK4eckoro Matepuana,

Jns noaroroexx ofpasuos JHK moryr Omimh Henoaw3oBanel Aobhie 3aperucTpupoBaHHbie Ha
Teppuropuis PO naGops pearesToB Ans npoGonoarorosky ¢ copGeHTHON OMHCTKOMN, NPEAHAIHAYCHHBIC ANA
BbiAGNEHHA HyknenHoBeix KHenoT (JIHK) u3 knuHHveckoro marepiana (CHIBOPOTRA N IJIAIMA KPOBH) An1A
[TLIP-AKArHOCTHKN H NOIBONKIOWIHE MAKCHMANLHO YAANHTS uHrHGWTOph! [TLIP w3 o6pasua. [TpoussoanTens

PEKOMEHIYET HCTIONE3OBATH 3APETHCTPHPOBAKHLIA B yeTasoBAeHHOM nopaaxe HabGop HK-copbent (OO0
HIN® «Jlarex», P3H 2019/9331) coemectHo ¢ HaGopom TNOJIHBHP HBV ans nonnoro uwwia

Hceneaosanna obpasuos.

Jina seaenenus JTHK Heo6x0anMMO NPH IXCTPAKLIAKH BMECTE ¢ HeenedyeMbiM o6paiiioM BHecTH S mxa
BKO u3 uaopa pearentor IIOJIABHP HBV. [ononHUTeNLHO WIS KOHTPOSIA KAHECTBA NpPOLCAYPhI
BLAGMCHUS MAPAJVIGNLHO ¢ KIMHHYECKHMH o6pasuaMi MPOBOAST NpOGONOAroTOBKY OTPEIATENLHOIO
KONTposabHOTO ofpajna 3Tans BbLieACHNS, WCNONB3YA B  KAHeCTBEC Hecneayemoro obpasua
(HIHONOTHYCCKHIA PACTBOP WiTH ACHOHH3OBAHHYIO BORY.

9.4, HutepdeprpyomNe BEMECTBA H ONPANNYCHNR, CBR3aNALIE ¢ npoboii

Marepuanom mis uccnenopanus Habopom pearenros IIOJIHBHP HBV sanmorcs obpasus JIHK,
BbIAC/IEHHBIC U3 KIHHHUYCCKUX NPOG. AHANHI PHCKOB MOKA3AN, YTO BOIMOMKHBIMH O1INGXAMH NPHMEHEHNS
nabopa pearesros HHOJIHBHP HBV moryr saasTeca:

-  WCMONb3OBAHME HENPEAYCMOTPCHHBIX NS JAHHOTO H3ACAHA BHIOB AaHANM3UPYEMOTO
Guonornyeckoro Matepuana win Habopos ans npoSonoaroroeku (suiaenetne JTHK);

- HHTepEPHPYIOLIME BEIIECTBA, BXOAAUIHE B COCTAB KIHHHYGCKONO MAaTepHana (Hanpumep,
u3GHITOUHOE KONMUYECTBO NpHMeEceH B BHAC reMOTIoOHHA, TPUITHLIEPHAOS M NPOYHX XKHPOB), MPHBOAAIHE
K NONYYCHHIO HEAOCTATOMHO ouMiesHoro npenapata JAHK s pesynstare HeaddexTHBHON IKCTpaKUAN
Habopamu ans npobonoaroToBKy.
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. Tpn ¥CNONB30BAHHM 3aPETHCTPHPOBAHHOTO B YCTAHOBNCHHOM NOpAAke HAGOpa peareHTos Ans
suinenchnt JHK «HK-copSemm» (PY Ne P3H 2019/9331) unreppepeHuMH HS 0KHAALTCA.
Tpouseoaurenem HaGopa pearentos HK-copfent Guino noxasano coxpaHeHne ddexrHBHOCTH
soipeichns JIHK W3 cHIBOPOTKH M MAa3sMBl KPOBH B CYYae NPHCYTCTBHA B KIMHHYECKHX ofpasuax
NOTCHUHANLHO HETEPEPHPYIOIMX BEUIECTE B KOHUCHTPAUHAX, COOTBETCTBYIOIMMX BepXHell rpaHMue
usHONOrHIECKON HOPMEL, H PEBLIAIOUMX WX B HECKO/LKO Pa3.

Kannnveckult obpasen Harepdepent Jlonyernmoe coaepxanne B ofpaue
remornobny 3rin
GuanpyGun 20,5 Mxmons/n
XOneCTepHH 5 Mmons/n
CLIBOPOTKA H ILIAIMA KPOBH TPHTTHUCPHIR 2,25 mmonu/n
MROTNOBHH 160 ur/mn
K2-3ATA 1,8 mr/mn
LHTPAT BATPHA 0,129 monv/n

Jins kontpons Kauectsa TecTHpyemoli JHK M npHCYrCTBHS BOSMOXHBIX HHTHOMTOpOB B HaGope
pearenton IIOJIMBHP HBV npeaycMOTPeHO TECTHPOBAHHS BHYTPEHHERo KORTponsHoro obpasua (BKO)
¢ MOMOLLBIO CHELHANBHEIX NPaMEPOB, BXOASIIMX B COCTAB PEAKUMOHHON cMecH (oM. n. 4.1 Hucrpykums).
[Mo OKXOHYAHMH pPeAKIMM AMINHOHKALMW HamHuue cHrHana no kaxany HEX (curHan shigpncHHs
BHYTPOHHEIO KOHTPO/S), CBMACTC/BCTBYET O KAMECTBE TECTHPYCMOro O0pasua HYKNSHHOBBIX KHCROT.
CHurHan SHIABRNCHHS BHYTPCHHETO KOHTPONA HE ADKCH MPEBLILATL KOHERHMH LMK, yxasaHubiA 8
nHcTpykumn k ILIP-nabopy. OtcyrcTeHe nan cHinkenne dpdexTusnoctn curnana BKO nocne nposeaenna
TTLP cBHACTENLCTRYST O HOHAANEKAMIEM KauecTee ofpasiia AN HccnenoBanua M TpeSyer nosTopHO#H
npoSonoAroToBKH.

), HOArOTORKS K IDOBCACHEIK i) Ak BAL T BCAONACHES B AYSCTREHB RIE

10.1.1. IpxroToBATs HEOOXOAHMOE MKCO GecLBETHHIX NPOGHPOK BMOCTHMOCTLIO 0,2 MA, BIILIOYAS
npoSUpKE AR NONOKMTEIBHONO KOHTPONBHOTO 06PAsits H OTPHUATESILHOTO KOHTPONLHONO 00pasua rana
TP (OKO-TILIP) 4, npxt Hanuuuy, 3Tana suigenchns (OKO-suinenenus).

Mapxuposxa npobupox na xpvuuxe nedonycmuma! IIpobupxu credyem paccmasumy &
COOMBEMCMBUY C IAPAHEE NOO2OMOCRERROU CXeMO.

10.1.2. TMonAHOCTHIO PasMOPO3IAT KOMNOHEHTH H3 Halopa. ITpobupxu ¢ PeaxuoHHOH CMOCHLIO M
PasbasurenieM TIIATEILHO NEPEMEILATS,
10.1.3. U3 xoMnonenTos 5a60pa NPHrOTOBHTH AMNANDHKAIMOHHYIO CMECh K3 paciera Ha | obpasen

(vabn.3):
Tabnuua 3.
Komnomenr Konmwecrno (mxn)
PasGasurens 20
PeakuHoHHAR CMOCh 10
Taq-nonuMepasa 0,4

Pexomendyemcs 20moaumsv CMeCh peazenmos He Mmenee yem na S peaxysii. Ilpu npuzomoesensu
CMeCU HEOOX00UMO 6Ce KOMNOHERME O00QBARMY OIMOLABHBIMY HARONENKUKGMYL.

10.1.4. Tlepemetiats aMANMPHKAUMOHHYIO CMCCh NHNCTHPOBAHHEM WIHM  MMNYNBCHLIM

BOPTEKCHpOBaHHEM B ToucHre 10 cexywa.
10.1.5. Buectn B npurorosnensibie npoSHpxa no 30 Mxn nonydeHHoH aMUIHOHKAUMORHON CMOCH.

10.1.6. B npobupxn ¢ ammanduxapoHHoH cMechio 106aBHTL HHAHBHAYRNLHHIMH HAKOHEHHHKAMHY C
23po3onbHLIME GHABTPAMH 00pasus B obveme 20 mxn:

a) g npobupxy OKO-TILIP — pasGasuress;
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6) B_npobupxy OKO-BblACAEHHA - OTpHLATENbHBIN KOHTPONbHLIA 06pasey 3Tana BbIAENEHHS
(npu HaNHYHK);

B) B NpoOHPKH Hceneayembix o6pasuoB — uccneayemsie o6pasust THK;
r) B npoGUpKy NONOXKHTENHOrO KOHTpONbHOro o6pasua — IMKO.

Ans CHWXEHMA pHCKA KOHTaMMHaLKMH o0pasubl cneayer 006aBnaTb B yKa3aHHOM MNOPAAKE.
[pobupky, B koTOpYto Gbin BHECEH OGpasell, cneayeT, o BO3MOXHOCTH, HEMEANIEHHO 3aKPbIBaTh KPbILKOH.

10.1.7. TIpo6upkH 3aKpbiTh H LEHTPHDYrHpOBaTh B Te4eHHE 3-5 CeKyHA Ha MHMKPOUEHTpHyre-
BOpTEKce.

[Tepeith k n. 10.3.
10.2. TloaroToBka k npoBejerHi0 aMnAHOHKANKH, BADHAHT Henonnenus KoanvecTsennbiil,

10.2.1. TIpurotosute HeobxoanMoe YHcI0 GecuBeTHbIX NPOGHPOK BMeCTHMOCTLIO 0,2 M1, BKIIOYas
NpoGHpPKH AN CTAHAAPTHBIX KOHTPOJIbHLIX 06pa3uoB | 1 2 1 OTPHLATENBHOTO KOHTPONLHOrO 06pa3ia
stana [NL[P (OKO-IIL[P) u, npn Hanuuuu, stana sbineneHus (OKO-sbiaeneHus).

Mapxupoexa npobupox na kpoiuxe nedonycmuma! IIpobupxu caedyem paccmasums @
coomseemcmeuu ¢ 3apanee n0020MoGAeHHOU CXeMOl.

10.2.2. TTonHocTbIO pa3MOpO3HTh KOMMOHEHTHI W3 Habopa. [MpoGupku ¢ PeakunoHHol cMecbio
PaszbaBuTenem TwarensHo nepemewars.

10.2.3. U3 xomnoHeHTOB Habopa NpHroTOBHTL @MNTHPHKALMOHHYIO CMeCh M3 pacyera Ha | obpaseu

(Tabn.4):
Tabauua 4.
KomnoHenT KoanuecrBo (Mxa)
Pa3Gasutens 20
PeakunoHHas cMech 10
Tag-nonumepasa 0,4

Pexomendyemca 2omoeume cmeco peazenmoe He mMenee wem Ha 5 peaxyui. Ilpu npuzomoérenuu
cMecu Heobxo0umMo 6ce KomMnoHeHmbl 006asIAMb OMOENbHBIMU HAKOHEYHUKAMU.

10.2.4. TIlepemewats aMnIHGHKALMOHHYIO CMEChb MNUNETHPOBAHHEM HWIH  MMMYJbCHBIM
BOPTEKCHpoBaHHeM B TeueHHe 10 cekyHA.

10.2.5. BHecTH B npuroToBiieHHbie npoGupku no 30 MkA nonyueHHoH aMIIMPHKALMOHHONH CMECH.

10.2.6. B npo6upku ¢ aMmnan¢ukauHoHHOH cMeCbio 100aBHTh HHAMBHAYANbHBIMH HAKOHEUHHKEMH C
a3po301bHBIMH GHAbTPaMH 06pasubl B o6beme 20 Mkn:

a) B npoSupky OKO-TILIP — pa36aBuTens;

6) B npobupky OKO-pbiaeneHus - orpuuLaTenbHblii KOHTPONbHbIN 0Opa3sey 3Tana BblAeNneHHs
(npu HanHuum),

8) B npobupku Heeneayembix o6pasiios — uccneayemsie obpasust JHK;

r) B_npobu apTHLIX K Hbl a3 — COOTBETCTBYIOLUHE CTaHAAPTHbIE
KOHTpONbHbIe 06pa3ub! | U 2.

Jna CHWXKEHHR PHCKa KOHTaMHMHauuu obpasubl cneayerT N06aBNATH B YKa3aHHOM MOPAAKE.
[Tpobupky, B koTOpyto GbL1 BHECeH o6pasel, cleayeT, N0 BO3MOXHOCTH, HEMEAIEHHO 3aKpbIBaTh KPbILLKOH.

10.2.7. ITpobupkH 3aKpbiTh M UEHTPH(YTrHPOBaTh B TeYeHHE 3-5 CeKyHI Ha MHUKPOLEHTpHUyre-
BOpTEKCe.

Iepe#tTu k n. 10.3.
0 BeeHHe aMILTH BCe BADHAHTH] HCNOAHEHHS,

10.3.1. IMepenectn npoGupku B aMnindukaTop C AeTeKUHEH PE3Y/ILTATOB «B PEXKHME PEANLHOrO
BpEMEHM» H MpPOBECTH aMruIMduKauuio no cneayiowed nporpaMme (HHXKe NpeaCTaBAEHb! MPOrPaMMBbl
aMIIHGHUKALIMK 118 Pa3IHYHbIX BHIOB aMIUTHHKATOPOB):
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+95 “C 2 MVWH

. +95°C 20 ceK 5
«CFX96» (BioRad) +64“C 40 ceK LIMKNOB
+95 °C 20 ceK
40 ceK (cumTblBaHWE NO KaHasam 40
+64 “C FAM, HEX) LMK/IOB
+93 ‘C 2 MUH
+93 “C 20 cek 5
«ATpnte» (AHK-TexHonorus) +60“C 40 cex LMKnoB
+93 “C 20 cek 40

40 cek (CYMTbIBaHWE MO KaHaam
FAM, HEX)

MpumeyaHve. TMofgpo6Hoe PyKOBOACTBO [AAf paboThbl Ha amnmukaTopax C AeTeKuuei
pesyibTaTa «B PEXXWMe peasbHOr0 BpeMeHW» TMpPeACTaBleH0 B  CreuuanbHo  paspaboTaHHbIX
MPUNOXXEHWNAX ans KoHKpeTHOro Buaa npubopa (www.lvtech.ru).

+60 °C LMKIOB

10.3.2. [ns aBTOMaTM4ecKoro pacyeta KoHueHTpauuym AHK HBV nporpammMHbIM 0obecneyeHvem
npubopa HeobXo4MMO Mpu (OPMUPOBAHUM CXEMbl 00pPa3LOB Ha3HauUTb CTaHAAPTHLIM KOHTPOJbHLIM
obpasuam Tun «CraHgapT» W 3af4aTb WX KOHUeHTpauuo B ME/Mn. TMporpammHoe o6ecreyeHve
MpesCTaBNeHHbIX aMNIN(UKaTOPOB MO3BONSET PefaKkTUpoBaTb OnucaHWe 06pasla Mocne BbINOHEHNS
nporpamMmbl amnngrKaLmm.

11. YYET W VHTEPMPETALWA PE3Y/IbTATOB
11.1. [deTeKumna pesy/bTaToB

Mpn nposefeHun TMLIP ¢ geTekumeinl pe3ynbTaToOB «B PEXMUME PeaslbHOr0 BPEMEHW» U3MEpPeHUs
OCYLLECTB/ISETCA NPUOOPOM aBTOMATUYECKM B K&XKAOM LMK/Ie amninukaumn. Ha 0CHOBaHUM 3TUX AaHHbIX
ynpasnsowas nporpamMa CTPOUT KPWBbIE HAKOMIEHWS (/IyOPECLEHTHOrO CUrHana Mo Kaxaomy u3
3afjaHHbIX ANs 00pasLloB KaHa/oB.

HacTpolikn ana aHanuMsa pesynbTaroB, MOMy4YeHHbIX C NOMOLb0 Habopa peareHToB MNMOJIMIBUP
HBYV, npeacrtaBneHbl B Tabnuue 5 Ha npumepe amnaugukatopa C AeTeKUMeldi B PeXnMe «peanbHOro
BpemeHu» ATprite (AHK-TexHonorus, Poccus).

Tabnuua 5.
KaHan thnyopecueHuun
MapameTp
FAM HEX
Baseline threshold 200 20
KOHEUHbIA LMK 35 25

C 1Ccnonb30BaHUEM 3TWX HACTPOEK aHa/IM3MPYHoLLas NporpaMmMa aBToMaTnyYecKn PaccumnTaeT LMKbI
nepeceveHns KpMBbIX HaKoMIeHUs (hlyopecLeHTHONO CUrHana c moporoBol IMHUER. OTCYTCTBUE 3HAUEHMS
Aans obpasua (3HaveHre N/A nnmn H) 03HayaeT, yTo nepeceyeHns KpUBOW HaKoMneHus tlyopecLEHTHOro
CurHana ¢ noporoBoi NMHMER He Obino. Bce MMetoLwmecs 3HaueHWsi CPaBHMBAKOTCA C COOTBETCTBYHOLLMM
3HayeHneM KoHeuyHoro umkna (KLL). Cutyaums, Korga 3HaueHue 60/blie KOHEYHOro LWK/Ia, paBHOCK/IbHA
OTCYTCTBMIO 3HAYEHUS.

B cnyyae KONMYECTBEHHOrO aHasM3a MporpaMma aBTOMAaTUYecKu MNpOBedeT  MOCTPOeHUe
KaSIMBPOBOYHOIM NPSAMOA, UCXOAA M3 3afaHHbIX KOHLIEHTpaLMiA CTaHAAPTHbLIX KOHTPObHbIX 00pa3LoB, U
paccumTaet KoHueHTpaumo AHK B nccnegyemom obpasue (puc.l1).

AHann3 pe3ynbTaToB NPOBOAMTCA B COOTBETCTBUM C MHCTPYKLMEN MO NMPUMEHEHWIO MPOrpaMMHOro
obecneyeHns npubopa.
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Stenderd Curv«

Sample & Gy O RO) ol

Sample 1 17,24 8.662E+05
Sample 2 20,31 9,655E-"4
stdl 13,85 1,0005»07
std1 13,77 1.000E+07
50 55 60 std2 23,48 1.000E+04
top Starting Quantity
R down 3td2 23,50 1.000E+04
-—--- FAM E4»4.t% R*2»1.000 Sterk«-3.227 y-ka«35.3%
PucyHok 1 [lpumep KO/IMYECTBEHHOIO0  aHa/M3a  MporpaMMHbIM
o6ecneveHiem CFX96.
11.2. NHTepnpeTauunsa pesynbTaTtos
11.2.1. BbissneHne OHK HBV B aHanusavpyemom o6pasle, BapmaHT WCMONHEHWA Habopa

MONNBUP HBV KauecTBeHHbIN.

WHTepnipeTaumsa pe3ynbTaToB aHau3a ¢ Uenbio BbiasneHns AHK HBVnpoBoaMTca B COOTBETCTBUM C
Tabnuueii 6. na NonoXuTeNbHbIX 06pasLoB BXKHO Y6eanTbCS, UTO KpMBas HaKOMNEHWS (hTyOpecLeHTHOro
CUrHana wWMeeT XxapakTepHyto S-06pasHyt0 (opmy, B MNPOTMBHOM Cfydae o06pasel, cuuTaercs

OTpULATESTbHBIM.
Tabnmua 6.
3HayeHusa Ct
O6pasell KaHan FAM  Kanan HEX PesynbTar
(HBV) (BKO)
COOTBETCTBYET BKNafblLLy Peakumsa npoLuna
MKO He COOTBETCTBYIOT BKIAbILLY nzgiﬁg‘;}(m.‘-‘e npowna. TPEBYETCHA nostop
H3 060l Cneumguyeckas KOHTaMUHaLMS OTCYTCTBYET.
Cneunduueckas KOHTaMUHaLMA.
OKO-MLP <40 Nto6OoiA TPEMB;.EETCH nosTOp U'I'IOCTaHOBKVI nocre
MPUHATAS aHTUKOHTaMUHALMOHHBIX Mep.
H3 <KL Cneupuryeckas KOHTaMUHaLWSA OTCYTCTBYET.
Cneumgunueckas KOHTaMUHALNWS.
OKO- <40 nro6oi TPEBEYETCHA nosTop aHamsa ¢ 9Tana
BblENEHI MPOoBOoNoAroTOBKM.
H3 i > WHrmébuposaHne unmM HefoCTaTOYHOE BblAeNeHve
H3 KL OHK. TPEBYETCHA noBTop aHaiu3a [AaHHOro
o6pasLia.
<KU 060l MPUCYTCTBUE OHK Bupyca renatuta B.
H3 <KL OTCYTCTBWME OHK Bupyca renatuta B.
COMHUWTENbHbLIN pe3ynbTaT. CnegyeT MNOBTOPUTH
Vicenenyembiit >KU <KL aHanM3 ¢ 3Tama  npo6ornogrotosku.  Mpu
o6pasell BOCNpou3BeeHUY pesynbTaTa obpasel, cuMTaeTcs
MONOXMNTENIbHBIM.
H3 W > WHrmébuposaHve nnm HefoCTaTOYHOE BblfeNeHve
H3 KL OHK. TPEBYETCHA nosTOp aHanmsa [aHHOro

ob6pastia.

Mpumeyanne: H3 - HeT 3HaueHus (3HadeHne N/A nam HA), KL, - KOHEYHBbIA uyKn.
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11.2.2. KonnyectBeHHoe onpegenedve OAHK HBv B aHanusmpyemMom o6pasue, BapuaHT
ncrnonHeHus Habopa MOSTNBUP HBV KonyecTBEHHbINA.

KonnuecTtBeHHbIli aHann3 cogepxxaHna AHK HBYV B aHanm3mpyembix 06pasuax npoBoAnTCS TOMbKO
B C/ly4Yae Mosy4eHns nNpaBubHbIX 3Ha4YeHWin Ct ans KOHTPOMbHbIX 06pa3LioB (YKasaHbl B Tabnuue 7).

Tabnuua 7.

3HaueHuns Ct

Obpasey, KaHan FAM (HBV) Kanan HEX (BKO)
CTaHaapTHbI KOHTPONbHbIN 06pasel 1
CTaH4apTHbIA KOHTPO/bHbLIA 06pasel, 2
OKO-Mup H3 060l
OKO-BblgeneHuns H3 <KL,

MpumeyaHnne: H3 - HeT 3HaueHus (3HayeHue N/A vnn HL), KL - KOHEUHbIN LKA

[lmanasoH ykasaH BO BK/ablLLe K Habopy.

B cnyyae nonyyeHus HeBaMAHbIX 3HaveHu Ct ans cTaH4apTHbIX KOHTPO/IbHbIX 00pasLoB, TpebyeTcs
MOBTOP MOCTaHOBKW.

B cnyyae nonyyeHus HeBanuAHbIX 3HadeHuin Ct gna OKO-TILLP, TpebyeTcs NOBTOP NOCTaHOBKWU MOC/e
MPUHATUA aHTUKOHTAMUHALMOHHBIX Mep.

B cnyyae nonyyeHms HeBanMAHbIX 3HadeHuin Ct ana OKO-BbigeneHwsi, TpebyeTcs MOBTOP aHann3a C
aTana npo6onoaroToBKMU.

B cnyyae nony4yeHus HeBaMAHbIX 3HaveHUiA Ct Tonbko Ang CTaHAAPTHOro0 KOHTPOMLHOro o6pasua 2,
BO3MOXXHO MpOBefeHNe KayeCTBEHHOro aHaimsa cogepxavus AHK HBV B aHanuavpyembix o6pasuax
cornacHo Tabnuue 6. B atom cnyyae 3a NMKO npuHumMaeTcst CTaHAAPTHBIA KOHTPO/bHbLIN 06pasel, 1

3ak/loueHe Mo pesy/nbTaTaM BbISBIEHUA W KO/MYECTBEHHON OUeHKM cofepxanus OHK HBV B
aHa/M3MpyembIX 06paslax C MOMOLLbI0 MPOrpaMMHON0 06ecrneyeHus npubopa MPOBOAMTCS COrIacHO
Tabnuue 8. ToYHoe yKasaHue KoHUeHTpauun AHK HBY BO3MOXHO TOMbKO A1t pacCUMTaHHbIX 3HAYEHIA,
HaxoAsALLMXCA B AvanasoHe SIMHENHOCTU Habopa. 15 NonoXuTeNnbHbIX 06pasLioB BaXKHO Y6eanuTbCs, UTO
Kp1Bas HakomieHns (1yopecLeHTHOro CUrHana MMeeT XapakTepHyto S-06pasHyto (opmy, B MPOTUBHOM
cnyyae obpaseL, CUMTaeTCs OTPULATE bHBIM.

Tabnuua 8.
PaccumMtaHHasa 3HayeHune Ct no
KOHLeHTpaLnsa KaHany HEX 3aKoueHme
OOKHBY

no kaHany FAM

OHK HBV OBHAPYXXEHA. OpHako o6pa3sel, He
MpUrogeH AN KONMMYECTBEHHOINO  aHam3a.
TPEBYETCH nosToputh aHanu3 obpasua Cc 3tana
NpPo60MnoLroTOBKMU.

OHK  HBV  OBHAPYXEHA, ykas3blBaetcs

nobas H3 nm > KL,

B Mana3oHe NMHENHOCTH,

oT 5x 10" go X10® ME/mn <KL paccymTaHHas KoHUeHTpaums ME/Mn.
OHK HBV OBHAPY>XEHA, KOHUeHTpauusa MeHee
5x10" ME/Mn
MmeHee 5x10™ ME/mn, <KL [nsa onpegeneHns TOYHOM KoHUeHTpaummn AHK

Ho 6onee 100 ME/mn HBV B KkaMHMYecKOoM 06pasle, pPeKoMeHayeTcs
MOBTOPUTH aHamM3  obpasya C  3Tama
npobonoAroToBku. [na  aHanMsa Heob6X0AMMO

MPOBECTU KOHLIEHTPMPOBaHMe obpastia B 10 pas.
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OHK HBV OBHAPY)XEHA, KoHLUeHTpauus 6onee
1x10* ME/mn.

6onee 1x10* ME/Mn <Kl [na onpefeneHns TOYHOM KOHUeHTpaumn [AHK
HBV B kaMHMYeckoM o06pasle, PeKkoMeHAyeTcs

MOBTOPUTH aHanus3 obpasuya ¢ 9Tana
npo6onoAroToBk. [ns aHanm3a HeobXoammo
npeasapuTenbHO pa3secTn obpasew B 10 pas.

MopgospeHune Ha npucytcteme AHK HBV.
MeHee 100 ME/mn <KL PekomMeHAyeTca NOBTOPUTL aHa/IM3 06pasua ¢ atana

npobonoAroToBkn. [ns aHanMsa HeobXoauMo
MPOBECTN KOHLEHTpUpoBaHue obpasua B 10 pas.

He onpepeneHa <KL OTCYTCTBWME AHK Bupyca renatuta B.
NHrnbmpoBaHme wnyM HedoCTaTOYHOE BblAeNeHve

He onpegeneHa H3 nnm > KL, OHK. TPEBYETC{ nosTop aHanv3a AaHHOro
o6pasua.

MpumeyaHue: H3 - HeT 3HayeHus (3HayeHne N/A vnn HA), KL, - KOHEYHBbIA uuKn.

BHumaHKe! PaccunTaHHas KoHueHTpaums AHK HBV B aHanmsupyemoi npobe oT/mvaetcs OT
(hakTnyeckol KoHueHTpaumum AHK HBV B kKnnHuueckom obpastie, ecnu npu BbigeneHmn JHK HBV o6bem
pacTBopa 418 3/0LUMN He COOTBETCTBYET 06beMy 06pasLa CbIBOPOTKM WM NNa3Mbl KPOBM, B3ATOMY Ha
BbleneHne. B aTuX cnyyasx npu Bblgade 3akNH0UHeHUs CrefyeT yUnTbIBaTb (PAKTOP KOHLEHTPUPOBaHWS WK
pa3BefeHns obpasLa.

[ns 3T0ro He06X0AMMO BbIYMCANTL KO3MULIMEHT X MO CNeaytoLLe hopmyrne:

O6beM 06pasLa, B3ATOro Ha BblgeneHue (MKn)

O6beM f06aBNeHHOro pacTsopa 414 antoumm (MKn)

W nanee onpepennTb PakTUYecKyto KoHUeHTpaumio AHK HBYV B knnHuyeckom obpastie no gopmyne:

PaccumTtaHHaa KoHueHTpauns AHK HBV
dakTnyeckasa KoHueHTpauua JHK HBV = m

ToyHOe YyKaszaHue (haKTU4eckol KoHueHTpaumn [AHK HBV BO3MOXHO TOMbKO AN C/y4vaes
paccuMTaHHOM KoHuUeHTpauun OAHK HBV, onpeaeneHHoin B AMana3oHe AuHeRHocTn oT 5x10M go 1x10*
ME/mn.

12. YCNIOBUA XPAHEHWNA, TPAHCIMOPTNPOBAHUA N SKCIJTYATAUNN HABOPA
12.1. ¥YcnoBusa xpaHeHns

Ha6op MOJIMBUP HBV Bo Bcex BapraHTax UCMOHEHWS [LO/MDKEH XPaHUTLCA MpY Temneparype
-18...-20°C B TeueHuMe BCero cpoka rogHocT. CpoK rogHoCTU Habopos - 12 MecALEeB.

Habop peareHTOB C WCTEKLUMM CPOKOM TFOLHOCTU MPUMEHEHWUIO He MOoAeXxuT. CpoK rogHocTv u
YCNOBWS XPaHEeHUs BCKPbLITbIX pPeareHTOB COOTBETCTBYHOT CPOKY FOZHOCTM W YC/IOBUAM XpaHeHus,
YKa3aHHbIM Ha 3TUKETKaX A/191 HEBCKPbITLIX PeareHTos.

12.2. TpaHcnopTMpoBaHue

Ha6op peareHtoB MOJIIBUP HBV TpaHCnOpTMPYHOT BCEMWU Buaamu TpaHcnopta (B 3aKpbITbIX
YKENe3HOAO0POXKHbIX BaroHax, B OTan/jMBaeMbIX FEPMETUYHbLIX OTCEKaxX CamoJSIETOB U aBTOMOOW/IbHBIM
TpaHcnopToM, (YCnoBus TPAHCMOPTMPOBaHNA COOTBETCTBYHOT YC/IOBUAM XpaHeHus) Mo rpasuiam
MepeBO30K TIPY30B COOTBETCTBYIOLUMX TPAHCMOPTHbLIX BeAOMCTB. JlonmycTMma TPaHCMNOPTMPOBKA Mpu
Temnepatype +2...+S °C B TedeHune 5 iHeit (He 6onee).

WV3genns, TpaHCMOPTUPOBAHHbIE C HApyLUeHWEM TeMMepaTypHOro pexuma, MPUMEHEHUIO He
noaexar.
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13. KOHTPOJ1b KAHECTBA HABOPA

MpeAnpusTAEe-U3roTOBUTENb MPOBOAMT MPUEMOYHbLIE WCMbITAaHUA AN KaXAOW NPOU3BOACTBEHHO
CEpUM,  OCYLLECTBNAS  BEPU(MKALMOHHBIA  KOHTPOMb  OCHOBHbIX — aHA/ITUYECKUX — XapaKTepUCTUK
(TEXHUYECKME XapaKTEPUCTUKM), BHELUHWIA BWA, KOMMIEKTHOCTb, YMAaKOBKY, MapKMPOBKY, a Takxke
KOHTPO/Ib Ka4eCTBa CbIPbst U KOMMOHEHTOB.

B KayecTBe KOHTPO/IbHbIX MaTepuanoB [/ MNPOBEPKN  33SBJMIEHHbIX  (DYHKLMOHAIbHBIX
XapaKTepucTUK Habopa MOryT 6bITb WMCMO/b30BaHbl 3apernCTPUMPOBaAHHbIE Ha TeppuTopumM Poccuitckoi
defiepaumny NaHen KOHTPO/IbHbIX 06pasL0B, NpefHa3HaYeHHbIe 415 NPOBEAEHVS BHYTPEHHETO 1 BHELLIHETO
KOHTPONen KayecTBa /1labOPaTOPHbIX  WCCMefoBaHWiA N0 06HapyxeHuto [HK  BbisBNSEMbIX
MUKPOOpraHn3mos (Hanpumep, naHenn ®CBOK, mexayHapoaHble CTaHA4apThI).

14. BE3OMACHAA YTUNN3ALUNA

YHUUTOXEHNE OTXOO0B, MCMOMb30BaHHbLIX M HEUCO/b30BaHHbIX KOMMOHEHTOB Habopa, Habopos
peareHToB C UCTEKLLUMM CPOKOM FOAHOCTU NPOBOAUTL B cOOTBETCTBUM € CaHllunH 2.1.7.2790-10.

XXngkme KOMMNOHeHTbI (peareHTbl, PeakTUBbI) YHMUTOXAKOT passedeHneM Bogoi 1:100, cnmBom
pacTBOpa B KaHa/13aLMI0 ¥ BbIBO30OM OCTAaTKa YNakOBOK Kak MPOW3BOLCTBEHHbIN UK BbITOBOW Mycop.

OTtxofpl 6vomatepuana (MHULMPOBAaHHbIE Y MOTEHLUMAIBHO VHMUUMPOBaHHbIE OTXOAbl) W3
K/IMHUKO-AMarHOCTMYeCKUX N1abopaTopuii, paboTarowmx ¢ MUKpoopraHu3Mamu 3-4 rpynn natoreHHoOCTH,
obpasubl MaTepuana nocne npobonoAarotoBku (BbigeneHne [MAHK) u oTxoapl nocne npoBefeHUs
amnaInQriKaLmm 0THOCATCA K Knaccy b (anngemMmyecky onacHble 0TXOAbI).

OTxogpl Knacca b nognexar ob6s3aTesibHOMY 06e33apaXkmBaHnIO (Ae3nHGpeKLMN)/06e3BPeXMBaHUIO.
Boibop MeToga o06e3zapaxkmBaHus/ 00e3BPeXMBAHWSA OMpefenseTcs BO3MOXHOCTAMM OpraHusaumm,
OCYLLECTBNAIOWEN MEeAULMHCKYIO [eATeNlbHOCTb, U BbIMOMHAETCA MpU pa3paboTke CXembl 06palleHus C
MEeAVNLMHCKMMMN OTX0AaMK.

15. NHPOPMAUWMA O NMPON3SBOANTEJIE

Mo Bonpocam, Kacatowpmmes kadectsa Habopa MOJIMBUP HBV, cnegyet obpaiiatsbes B OO0 HIMP
«Jlntex» no agpecy: 119435, r. Mockea, yn. Manas Muporosckas 1, cTp.3, TenegoH/dakc: (495)258-39-47,
nnv e-mail: info@lytech.ru

«COMACOBAHO»
"eHepanbHbI AUPEKTOP
000 «BBIMIMEN-MEAUEHTP»
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MPOLWNTO
B KOJIMYECTBE :“nuncTtoB

CKPENNeHOo nevyatbHo.
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HAMATKA
MO MPVIMEHEHVIO HAOOPA PeareHToB /151 BbB/IEHUS
1 KormuecTBeHHoro onpeaeneHys AHK supyca reramvita B
METOIOM MO/IMMEPA3HO LIEMHOM PEAKLIMIA
MOJBIP HBV KauyeCTBEHHbIA.

y~Habop peareHtoB MOJIVBUP HBV KauecTBeHHbIi MpegHasHaveH Ans BbisBieHus [HK
Bu”ca renatuta B (Hepatitis B Virus, HBV) meTogom nonumepasHoli uenHoin peakuyn (MLUP) c
JeTekuyeli B Npo6ax HyknemHoBbIX KcnoT (HK), BblaeneHHbIX

13 KMHUYECKUX 06pa3LIoB (M/1a3ma 1 CbIBOPOTKA KPOBY).

1 TlMoaroToBka K MpoBeAeHWO aMiyIVKaLIAL

MapKkvpoBKa MNpOBVPOK Ha Kpblllke HeponycTuma! Mpobupkv cnedyeT paccTaBUTh B
COOTBETCTBMY C 3apaHee NOAroTOB/IEHHOM CXEMOIA.

1.1. MpuroToBUTbL HEOBXOAUMOE UMCIO GecLBETHLIX MPOBUPOK BMECTUMOCTLIO 0,2 M/, BK/KOYas
NPOGUPKY A4/191 MOSTOKUTENBHOTO KOHTPO/ILHOrO 06pasta v OTPULATESIbHOrO KOHTPO/IbHOTO 06pasLia
arana MLP (OKO-MLP) u, npu Hanmumm, atana BbigeneHus (OKO-BblaeneHus).

1.2. TIONHOCTBLIO Pa3MOPO3UTL KOMMOHEHTbI 13 Habopa. MPo6UPKN C peakUMOHHON CMECHIO 1
pasbaBuTenieM TLATE/bHO NepeMeLlaTs.

1.3. /13 KOMMOHEHTOB Habopa MPUrOTOBUTL aMMIMAMKALMOHHYIO CMeCh 13 pacyeTa Ha 1 npoby:

KomrnoHeHT Komuectso (ML)
Pasbasutesb 20
PeakumoHHasn cmecb 10
Tag-nonnmMepasa 04

PekomMeHAyeTCs TFOTOBWTb CMEChb PEareHTOB He MeHee YeM Ha 5 peakuumit. [Mpw
MPUrOTOB/IEHNM CMECU HEOBXOAVIMO BCE KOMMOHEHThI 106aB/ISTh OTAE/bHbIMU HAKOHEUHVKAMU.

14. Tepemewatb amr/MOUKALMOHHYIO CMECb  MUMETUPOBaHMEM WM  UMMY/LCHBIM
BOPTEKCMPOBaHMeM B TeueHne 10 CekyHA.
1.5. BHECTM B NPUroTOB/IEHHbIE MPOBKPKA Mo 30 MK NOYYEHHON aMNIMGIVKALIMOHHON CMEeCH.
1.6. B Npobupkm ¢ aMnMrKaLmOHHON CMeCho 406aBUTb HAMBUAYaIbHBIMA HAKOHEYHV KM C
a3po30/1bHbIMU NbTPamMy 06pasubl B 06beme 20 MKN:
a) B npobupky OKO-MNUP - pas6asutesb;
6) B MPoBrpKy OKO-BbLUENEHUS - OTPMLIATESTbHBIV KOHTPOMBHBIV 06pasel]
arana BblaeneHnsa (Npu Hasymm);
B) B MPOBUPKM MCcCeayembix 06pasLoB - uccneayemble o6pastipl AHK;
r) BNPOBUPKY MOMOXVTE/NBHOTO KOHTPO/bHOTO 06pasta - MKO.

[na cHwkeHns pricka KOHTamMmHaLmM obpasupl cregyeT [06aBnATb B yka3aHHOM MOpsiake.
Mpobupky, B KOTOPYIo Obl BHeCeH obpasel, cnefyeT, No BO3MOXHOCTW, HEMEL/IEHHO 3aKpblBaTb
KPbILLIKOWA.

1.7. Mpobypkn 3aKpbITb N LEEHTPUYrpoBatb B TeveHWe 3-5 CeKyHA Ha MUKPOLEHTpudyre-
BOpTEKCE.



2. MNpoBeaeHVie aMrydoMKaLmn.

2.1. MepeHecTn NpPo6UPKM B aMnINMKATOP C AeTeKUMeN pe3ynibTaToB «B PEXVIME PeasibHOro
BPEMEHM» W NPOBECTM aMrMMKaLmMio Mo criefyloleid nporpamme  (HWKe NpeacTas/ieHbl
nporpaMmbl amnaMUKaLmm 418 pasimyHbIX BULOB aMnINUKATOPOB).

[ns paboThbl ¢ HAGOPOM MCMOMb3YHTCA KaHaubl FAM 1 HEX.

+95“C 2 MVH
. +95»C 20 cek 5 LWKIIOB
«CFX 96» (BioRad) +645C 40 cek L
+95°C 20 cek
40 upknos
+64°C 40 ceK (cunTbiBaHME)™
+93“C 2 MVH
+93“C 20 ceK 5 LKITOB
OTpnTe (OHK-TexHonorus) +60°C 40 cek Y
+93°C 20 cek
40 unknos

+60°C 40 cek (cunTbiBaHME)™
‘ Oetekuma AHK HBV ocywiectenseTca no kaHany FAM, getekups BKO- no kaHany HEX.

MpumeyaHve. [Mogpo6HOe PYKOBOACTBO AnA paboTbl Ha amnaudukaTopax € AeTekuuei
pe3ynbTata «B peXXVMe peasibHOro BPeMeHV» MPefCcTaB/IeHO B CreupasibHO paspaboTaHHbIX
NPUNOXEHWNAX ana koHKpeTHOro Buaa npuéopa (Wwww.lvtech.ru).

3. AHaNM3 1 MHTEepNpPeTaLysA pesy/bTara.

Mocne 3aBepLUeHUst MPOrpamMMbl amMMIAGMKALMA NPUMEHNTb CIEAYHOLLME HACTPOKA:

Karan dyyopectieHym
ArugcTop FiepanveeTp FAM 1 HEX
Analyze Djta (toT Cycle 5t040
O0FX9%6 Baseline Setting- Apolv Fluorescence Drift Correction
(Bio-Rad) Baseline threshold 200 100
KoHeuHb i Lykn (KLI) b i)
ATprre Baseline threshold 200 20
b 5

TexHorons)  KoHeuHsi Lk (KU)

C UCMo/b30BaHMEM 3TUX HACTPOEK aHa/M3MPYHOLLAsi MporpaMMa aBTOMAaTUYECKU paccuuMTaeT
UMK/l MEPECEUEHNST KPUBbIX HAKOMIEHUs! (H/TYOPECLIEHTHOTO CUTHa/1Ia C  MOPOTOBOWN  JIMHUEN.
OTcyTCTBME 3HAYeHUst Anist o6pasua (3HaveHue N/A win HJI) o3HauaeT, uTo NMEpPEeceyeH!st KPUBOIA
HaKOM/IEHNS (h/TyOPECLIEHTHOIO CUTHaa C MOPOrOBOi SIMHKEN He Bblo. Bce UMetoLLyiecs 3HaUeHNs
CPaBHMBAIOTCS C COOTBETCTBYHOLLMM 3HaUYeHMeM KoHeuHoro uukna (KLL). Cutyaums, Korga 3HaueHvie
6O/IbLLIE KOHEYHOMO LMK/A, PABHOCW/TbHA OTCYTCTBUIO 3HAUEHUS.

T T A o, "00TBETCTBUN C VIHCprKLI.VIeVI no npMMeHeEHNO
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HPUI PaviivViHUI U DUELTIEHEHRVEA | IPrivLUpPA.

WHTeprnipeTauys pesynbtaToB aHamsa C Uenbio BbissneHus [JHK HBV nposogutca B
COOTBETCTBUM C Tabmuueil. [ns MnofoKUTENbHbIX 00pasLoB BaXKHO Y6eaMThCA, 4YTO  KprBast
HaKoM/IeHNA (pTyOPECLIEHTHOTO CUTHAIA UMEET XapakKTepHyto S-06pa3Hyto hopmy, B MPOTUBHOM
Cryyae obpaseL, cHMTaeTCs OTPMLIATE TbHbIM.

SHaver Ct
O6peasel) KaranFAM  KaranHEX Pesyrrar
A &0
COOTBETCTBYET BK/aAplILLYy Peaxuya npoLwna
MO He COOTBE BCBpLY Peaxuys +.|e npowwia. TPEBYETCHA nosTop
H3 Ho60i CrieLidmyecKas KOHTaMVHaLIWA OTCYTCTBYET.
OKOILP . cn HECKas KOHTaMM .
<40 Fao60i TPeELII'BM%Cﬂ rMoBTOp noa‘aHal-LKl)MBﬂm.
H3 <KL, CrieLidyecKas KOHTaMVHALWA OTCYTCTBYET.
CreLpcmueckast KoHTaMHALWS.
KO- <40 Ho60i TPEBEYCTCH nosTop aHasv13a MocTaHoBK C
- aJTarna npoGoroLroToBKN.
& VIHG1poBaHIe Vnin HECTATOHHOE BbiaerieHVe
H3 H3wm>Kl, [JHK TPEBYETCH noBTop aHa/msa faHHOMo
o6pasLia.
<KL oGoi MNMPUCYTCTBWE OHK Bupyca renamvira B.
H3 <KL OTCYTCTBW/E OHK Bupyca rerarvra B.
ComH/TENbHBIA pesyrsTar. CriefyeT NoBTopUTL
Viecreayemb i SKLL <KL aHanm3 ¢ aTara npobornoaroToskA. Mon
o6pasey BOCMPOV3BEAEHVN Pesy/ibTara 0bpaseL, CHMTaeTCst
MO/IOMUTE B HBIM.
VIHG1poBaHe Win HeOCTATOMHOE BbiaereHve
H3 H3wm>Kl [OHK TPEBYETCH nosTop aHasm3a JaHHOMO
o6pesLia.

MpyresaHmre: H3 - HeT 3HaueHust (3HaueHvie NVA v HI), KLL- KOHEYHbIA LK.

C nomousto Habopa MOJIVBUP HBV KaudecTBeHHbI MOXHO 06Hapy»xuTb_100 1 6onee ME/mMn
BMpYyca renatvta B, npucyTcTByHOLLETO B NpoLueaLLeli 06paboTky (BbiaeneHne AHK) npobe;

Mo Bcem BoMpocam oGpaLLiaiiTeck B odwmc kavriaHm OO0 HIND «/Tnmexs:
MHOrOKaHa/TbHbIA Tene()X)H (495) 258-39-47, e-mil: info@lytech.ru
119435, MockBa, Y. Marias MNuporosckas, oM 1, apoeHve 3



PaccumraHHast KoHUeHTpaLwst  3Haderve Ctno

AHKHBV KaHarny HEX 3aKnoHeHve gis-JT
o kaHartly PAM (,‘/’| w
JHK HBV OBHAPY)KEHA, KoHLIpHTpaLWs MeHee SAONM EN - AN
MeHee 5x102 VE/mn, <« [ns anpeneneHs To-HOA koHLeHTpalym IHKHBY BV
Ho Garee 100 VE/wn KIVH/HECKOM OOpE3LIE, PEKOMEHZYETCA NOBTOPUTb aHan
006pa3Lia C 3Tara nMpobonagyoroBkA [1s aHarnvza HeoGXomIMCT
JPOBECTV KOHLIEHTIVPOBaH/E 00pasLia B 10 pas. |
JHK HBYV OBHAPY)KEHA, KoHLIpHTpeLi 6aree XIORVE/M
[na onpeneneHs To-HOI KoHLeHTpauym IHK HBV B
Ganee XORMEAN < KIVH/MECKOM 00PaaLIE, PEKOMEHIYETCH NOBTOPUTL aHa VB3
006pasLA € JTara rMpobonagyoroBkA [1A aHarnvza HEOGXQIVIO
NPeaBapUTE/bHO PasBecTn obpasel), B 10 pas.
Monosperve Ha nprcyTtetere JHK HBV.
Meree 100 ME/wn <K, PekovieryeTcst noBTopuTb aHaniz 0opesLA ¢ aTarna
rpo6onaarotoskA. 1151 aHaniza HeoBXOyIVO MPOBECTU
KOHLIEHTVpOBaHVE 00pasLA B 10 pas.
He onpeneneHa <Ky, OTCYTCTBWE AHK Brpyca reramvra B.
Heon H3um K WW HeocTaroHHoe BbiaeneHvie JHK

TPEBYETCS nostop aHanmsa SpHHON 0opesLia
MpyvesaHmre: H3 - HeT 3HaueHns (3HaueHvie NVA v H), KLL - KOHEUHbIA LK.

BHvBHVE!  PaccumtaHHast KoHueHTpauws JHK HBV B aHa/msvipyeMoid npobe OT/mMqaeTcst ot
dhakmHeckoin KoHUeHTpayim IHK HBV B kvHMdeckom obpasue, ecm npu BbigeneHm JHK HBV obbem
pacTsopa /191 oUW He COOTBETCTBYET 06beMy 00paslia ChbIBOPOTKA WM [VIa3Mbl KDOBY, B3ATOMY Ha
BbierieHvie. B aTvx criydasix Mpuy Bblgaue 3aK/IodeHVis CrieflyeT YUUTLIBATL (PAKTOP KOHLIEHTPMPOBaHWA W
pas3Be/ieHIt obpasLia.

[1ns1 3TOro HEOGXOAYIMO BbMUCIATL KOBCOMLMEHT X 1O CriedyoLLIE! chopmyrie:

O6bem o6pasua, B3ATOro Ha BblgeneHme (Mkn)

O6bem fgob6aBneHHOro pacteopapgns anwoyum (Mkn)

1 panee onpenesvmb (IaKTVHECKYO KoHLUEeHTpauyio IHK HBV B KvHyHeckom 06pasuge o dhopivyre:

ParryHTaHHAs knHUeHTpaTt™unsa JHK HRV

«bakTnuprkas KoHyeHtpaunsa JHK HRV =

TouHoe YkazaHve (pakTdeckon KoHueHTpawm JHK HBV BOVOKHO TOMBKO A1 C/yYaeB
paccumTaHHol KoHUeHTpaLymm JHK HBV, onpeseneHHoli B avanasoHe avHeliHocv ot 5107 1o IXI0ORME/mn,
C nomoLpHo Habopa MO/IVB/P HBV KormHecTBeHHb A MOHO 00Hapy» b 100 1 6onee ME/wn Brpyca
renamvTa B, npucyTCTBYHOLLIErO B MpoLLeniLiei 06paboTky (BbiaeneHve JHK) mpote.
JvianasoH nuHeitHoCTV KoHLeHTpaLmin HBVY coctaensieT ot 540" 10 IXIO®ME/Mn.
Mo Bcem Bonpocav obpaLLipiTecs B ogwic koMaHa OO0 H «/Tnmexs:;

MHOroKaHabHBL I TenedhoH (495) 258-39-47, ennail: info@lytechru
119435, Moakea, yn. Marnas IMuporoscikas, oM 1, crpoerve 3
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11HW N Tkm
Mo NPMMEHeHWI0 Habopa peareHToB 151 BbISBIEHWA
! N KONMYecTBeHHOro onpeaeneHua AHK supyca renartvta B
METOAOM MOMMMEPa3HOI LIEMHOW peakuym
- H | MOIBWP HBV KonnuyecTBeHHbIA.

I peareqToB MOVBUP HBV KorvuecTBeHHbIA NpeaHasHaueH A1 QAHOBPEMEHHOTO BbISBMEHWA U
venHoro onpenenens JHK Bupyca renamvima B (Hepatitis B Virus, HBV) meToooM nosmvepasHoi

MOCKUBH®* N pearym (MLUP) ¢ rybpraysaLyioHHO-(uTyOpeCLIEHTHOM AETEKLVEN B Mpobax HyknevHoebX kucroT (HK),

1 NIeneHHbIX V3 KIMHAHECKVX 06pasLIoB (Mia3ma 1 ChIBOPOTKA KDOBY).
1 MNoaroToska K MpoBeasH 0 aM T IGVKaLW.

MapKupoBKa MPOBMPOK Ha KpblLLIKE HeaonycTyMal MpoGpKA CreayeT paccTaBUTb B COOTBETCTBUM C
3apaHee NOoAroTOR/EHHO CXEMOIA.

11 MpurotosmTL HeOOXOAMMOE UMCrIo BGECLIBETHBIX MPOBMPOK BMECTUMOCTBIO 0,2 MM, BKITHOHaS MPOGUPKA
NS CTaHOAPTHBIX KOHTPOSbHBIX 06pa3LIoB 1 1 2 1 OTPMLIATENBHONO KOHTPO/bHOro obpasua tara MUP (OKO-
MUP) v, npv Harvuamn, aTana BblaerneHns (OKO-BbinerieHst).

1.2. MoHOCTHHO Pa3MOPO3VTL KOMIIOHEHTBI 113 Habopa. MpoGrpk ¢ PeaKLMOHHOI CMECHHO 1 pasbaBuTENIeM
TLLATE/EHO MepeveLLaTb.

1.3. V13 KOMMOHEHTOB Habopa NPUIGTOBUTL aMMIMAKALIOHHYHO CMECh U3 packeTa Ha 1 mpoby:

KonvrnoHeHT KaormdecTso (V)
Pas6aBuTesb 2
PeakuyioHHas cviech 10
Tag-no/mmepasa 04

PexomeHayeTca roToBUTbL CMECH PeareHToB He MeHee YeM Ha S5 FEaKLMVI [pv NPUroTOB/IEHW CMECU
HeO6XO/J|VIMO BCE KOMIMOHEHTDI /.106aBI'IF|Tb OTAENNbHLIMN HAKOHEYH/KaMIA.

14. MNepevelLaTs ami/IMGMKALWOHHYIO CMECh MUMETVPOBaHVEM WA UMIMY/IbCHbIM BOPTEKCVPOBaHVEM B
TeueHvie 10 cekyHa.

1.5. BHECTV B MPUIGTOR/EHHbIE NMPOBPKKA M0 30 MK/T MOMyHEeHHOM aMiMGMKALIMIOHHOM CMECH.

16. B MmpoOvpk/ C aMi/MgMKALWOHHOA CMECHIO [106aBUTb  VHAMBWOYA/bHBIMA - HAKOHEUHKAMA C

ap030/1bHbIMM cbTPamy 06pasLpbl B 06beme 20 MKT:
a) BnpodVpKy OKO-MLP - pasbasuTess;
6) B MpoAVpKy OKO-BbiaeNeHIst - OTPULATENbHBI KOHTPO/bHBIA 06paseL,
JTana BbiaereHVs (Mpy Hamm);
B) B NpoGVPKA 1CCriedyembIX 0OpasLIoB - 1ccriefyeMble oopasiibl JHK;
I) B MPOGVPKA CTAHOAPTHBLIX KOHTPO/TbHBIX 0OPa3LIOB - COOTBETCTBYHOLLME CTAHAAPTHbIE KOHTPO/bHbIE
o6paspl 1n2.
Ana cHkeHa prcka: KoHTaMVHaLWM 00pasLibl CrieayeT A00aB/ATb B YKa3aHHOM nopsiaxe. Mpobupky, B
KOTOpPYHO Ob I BHECEH 00pa3eL, CriefyeT, Mo BO3MOXHOCTY, HEMEA/IEHHO 3aKPbIBATb KPbLLKOM.
1.7. TpoGrpkn 3aKPbITb U LIEHTPCYTVPOBATL B TedeHre 3-5 CekyH/, Ha MAKDOLIEHTPICyTe-BOpTEKCE.
2 TposeoeHve aMvibvikavL. BCE KOMIVIEKTALYI.
2.1. MNepeHecTn MPOGVPKV B aMIIMGIIKATOp C AETEKLYIEN PE3YTETATOBR «B PEXVME PEATBHOMO BPEMEHI
1 NMPOBECTV aMMKaLYAKO MO CrIEAYHOLLIEN Mporpamvie (H/ke NpeacTaB/eHs! Mporpavvibl aMriidwikaLyim s
PazMUHbLIX BAAOB aMM/IMGIKATOPOB).
s paboTbi ¢ HABOPOM MCoMBE3YHOTCA KaHarbl PAMn HEX



+95»C 2 WH
+95»C 20 cek
«CFX96>» (BioRad) +64“C 40 cex > o
+35»C 20 cek
40 uwos
+64“C 40 cex (cCuTbIBaHVE)*
+B3“C 2MH
+93“C 20 cek 5 LyKnos
ATprwe (OHK-TexHarorvs) +0"C A0cex
+B»C 20 cek
40 o

+80»C 40 ceK (cmmbBaHVE)™

«[letexuya IHK HB ocyLueasnseTca no kaHarty FAM, getexuma BKO- no kaHany HEX

MprmedaHme. MogpobHoe PyKOBOACTBO 11 paboThl Ha amrnndmkaTopax ¢ feTekuuved pesynbTaTta <«B pexvve
peasnbHOro BpemMeHU» MPeCcTaB/ieHo B crielviasibHo paspaboTaHHbix NMPUIOXKEHAX ana KoHKpeTHoro Braa npyoopa
(mKW.Mech.nj).

2.2. ina aBTOMAaTU4YECKOro pacqeta KoHueHTpauym JHK HBV nporpamMvHbiv oGecrieseHviem mpubopa
HeoBXoavMMo Mpy (hoPMUPOBaHIA CXeMbl 06pPa3LI0B HA3HAUNTL CTAHAAPTHLIM KOHTPO/bHBIM 06pasLiaM Ui
«CTaHOpp™ W 330aTb WX KOHUeHTpaLyto B ME/Mn. TMporpamMmHoe obecriedeHve  npeacTaB/ieHHbIX
amMIMGMKATOPOB  MO3BOSSIET  PEfaKTUpOoBaTL  OMviCaHe  obpaslia  Mociie  BbIMO/HEHVS  MPOrpaMvbl

avrmKaLyn.
3 [veyw3 pesyrstara
lMocre 3aBepLUeHVs MPOorpaMVibl aMMIMCHMKALN MPYIMEHTL CIEYHOLLYIE HACTPOKA

KaHan dyyopecuiem™wm

Aviirdwvikarop MapaveTp 1 HEX
Analyze B3t from Cycle 5to 40

OFX9%5 Baseline Setting - Apoly Fluorescence Drift Correction
(BioRad) Baseline threshold 20 10
KoHeuHb i Lk (KL) <5} )
ATprue Baseline threshold 20 20
TEXHOMION) KoHeuHb 1 Lk (KLY) >H .3}

C v1Cronb30BaHMEM 3TVIX HACTPOEK aHaM3VpyOLLs MporpaMvia aBTOMATUHECKM PaccuvTaeT LyKbl
MnepeceHeHns KVBbIX HAKOM/IeHVA GuTyOpPECLIEHTHONO CUHasa C MOPOrOBOA MHVEN. OTCYTCTBYE 3HaYEHUS 151
06pa3ua (3HaueHre N/A win HII) o3HauaeT, |TO MepeceyeH sl KYBOA HAKOMVIEHS (TYOPECLIEHTHONO CUrHaa
C MOpOroBOi JIHKE He Gbl10. Bce MMetoLLecs 3HaUeHUs CPaBHVBAIOTCS C COOTBETCTBYIOLLYIM 3HAYEHVIEM
KoHeuHoro Wkna (KLI). Cumyauys, Korfa 3HaueHvie 60rblle KOHEUHOrO LKMa, PaBHOCWIbHA OTCYTCTBUIO
3HaYEHVSI.

B cryuae KOMHeCTBEHHOMO aHaM3a MporpaMvia aBToMaTHECKM MPOBEAET MOCTPOEHME KarVIGPOBOHHOMA
MPAMOMA, MCXOOA M3 33faHHbIX  KOHLEHTPaLWIA CTaHOBPTHLIX KOHTPOSbHBbIX 00pasLioB, W paccuMTaeT
KOHLieHTpauwo JHK B vccriefyemom obpasLe.
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4. /HrepnpeTaLya pesyrstara.

KonuuectBeHHbI aHarm3 cofepkaHia IHK HBV B aHamampyeMbIx 06pasLiax MpoBOAMTCS TOMbKO B
Clyyae NosydeHyst MpaBTbHbIX 3HaueHUA Ct 4ist KOHTPO/bHbIX 06pasLIoB (YkasaHb! B TAONLIE).

O6pazeLl SHavers1 Ct
c Karan FAM (HBIO Karan HEX (BKO)
Crquapm:; Kom'porbeEoGpasaJ,; [/ianasoH yKasaH BO BKNafplLLie K Habopy
OKOTLP s .
OKO-BbioereHA H3 <

Mpumedarme: N3 - HeT 3HaueHns (3HaueHrie NVA wm H), KLL - KOHeUHb I LK.

B crydae nonyueHns HeBa/MaHbIX 3HaueHWin Ct 1A CTaHOaPTHbIX KOHTPOMbHBIX 06pasLoB, Tpebyetcs
MOBTOP MOCTAHOBKU.

B cryvae nomydeHnst HeBamMaHbIX 3HadeHuin Ct g OKO-MLP, TpebyeTcst noBTop MOCTaHOBKA Mocrie
MPUHSTVAA QHTUKOHTaMUHALIIOHHBIX Mep.

B cryuae nonyyeHns HeBaraHbIX 3HaueHuii Ct 4nst OKO-BbiaereHus, TpebyeTest MoBTOp aHa/v3a ¢ rana
MPOGOMNOLrOTOBKA.

B crydae nosyueHyst HeBarMaHbIX 3HaueHWin Ct TonbKo 419 CTaHAapTHOO KOHTPO/LHOMO 0bpasLia 2,
BOSMOXHO MPOBELEHVE KAHECTBEHHOIO aHarv3a copepaHns IHK HBV B aHanvzvipyemMbIx 06pasLiaXx cormiacHo
TabmLe HoKe. [119 NoroXUTE bHbIX 06pasLI0B BaXKHO YOROWTHCS, YTO KOVBast HAKOM/IeHs! (TyOopecLieHTHOro
CUTHa/Ia VIMEET XapaKTepHyt0 S-00pasHyto thiopMy, B MPOTUBHOM CrlyHae 06paseL) CHTEETCS OTPYLIATESTbHBIM.

3HaueHNsaM
Obpeaey) Karan FAV Karan HEX PesynsTar
(HBY) (G )
<K Jpleve! MPUCYTCTBU/E [HK Bupyca renamvira B.
H3 <KL, OTCYTCTBV/E AHK Brpyca renamvita B.
Viccrenyems i CovH/TeNbHbIA pesyrbTar. CriedyeT NoBTopUTL aHarz
oBpasel >KL, <K, € 3Tarna npodonqaroroekA v BoopovBEEIEHM
pesyrbTara 06peseL, CHUTAETCH MONOHATE BHEM
3 H3wm KU, /HV6/p0BaH/E W HEAOCTATOHHOE BbideneHe JHK

TPEBYETCS nosrop aHanmsa pHHON 0opasLip
Mpyvesanve: H3 - HeT 3HaueHust (3HaueHrie NVA v H), KLL - KOHEUHbIA L.

3aKioHeHe Mo pesynbTartaM BbIBMEHMS M KOMMYECTBEHHOM OLEHKN copepxarma JHK HBV B
aHa/m3MpyeMbIX 06pasLiaX ¢ MOMOLLGHO MPOrpaMMHON0 0becrieleHVs Mprdopa MPOBOAUTCS COMIaCcHO Tabrmue
Hoke, TouHOe YKasaHve KoHueHTpauwm [JHK HBV BO3VOXHO TOMBKO /1 PaCCHUTaHHBIX  3HAYEHUIA,
HaXQOALLWXCST B [yianasoHe /MHE/HOCTM Habopa. 1A MoNoKUTENbHBIX 00pasLioB BaXKHO YOEOMTECH, YTO
KVIBas! HAKOMIEHSA (U TYOPECLIEHTHOTO CATHaV& UMEET XapaKTEPHYH0 S-06pasHyto (7 NpMy, B NMPOTVBHOM Ciydae
06paseL, CHMTaETCA OTPULIATESTEHBIM.

PaccumraHHas koHUeHTpaLWA  3Hasere Ct mo

AHKHBY KaHary HEX 3aKkoeHe
o KaHary FAM
JHKHBV OBHAPY>KEHA. OppHako 06peseL), He MpuroneH A
nodan H3vm >K, KQMHECTBEHHOMO aHarvza. TPEBYETCA nosroputs aHanz
006pasLA C 3Tarna rMpobonqayoToBkiA
B aviariasoHe 'vHeriHoCTY, <« JHKHBY OBHAPY)KEHA, yKasbBaeTCA paccHmraHHas
0o15x102001x108ME/|T KOHLIEHTPaLY VE/Mn.



